PYKOBOACTBO NO 3KCMAyaTauuu
4Nns obpalieHna Ha Tepputopun P®)

MeANLWHCKOro n3aenms

Kpronpobupkun

Kprionpoburpku, BapraHTbl UCTIONHEHMSI:

1 Kpuonpobmpkm o6bemom 0,3 M c2D WTPUX-KOAOM, C BHELLUHEN pe3bboid, C KpbIWKaMu.
Kpronpobrpku o6bemom 0,5 M c2D WTpux-KOAOM, C BHELUHe pe3bboid, € KpbILLKaMU.
Kpuronpobupkn o6bemom 0,7 M c2D WTPUX-KOAOM, C BHELIHEN pe3bb0oid, C KpbIWKaMu.
Kpuronpobupkn o6bemom 0,75 mn ¢ 2D LWITPUX-KOAO0M, C BHELLHER pe3b60i, C KpbILKaMu.
Kpronpobripku o6bemoM 1,0 M ¢2D LWUTPUX-KOLOM, C BHELUHEN Pe3bO0id, ¢ KpbILLKaMU.
Kpuronpobupkn o6bemom 11 M c2D WTpUX-KOAOM, C BHELIHEN pe3bboid, C KpbILWKaMK.
Kpronpobrpku o6bemom 1,2 mMn ¢2D WTpuxX-KOAOM, C BHELLHel pe3bboii, ¢ KpbILLKaMMU.
Kpuronpobupkn o6bemom 1,4 M c2D WTPUX-KOAOM, C BHELIHEN pe3bb0oid, C KpbIWKaMu.
Kpunonpobupkn o6bemom 1,6 M c2D WTPUX-KOAOM, € BHELIHER pe3bboit, C KpbILWKaMu.
Kpuronpobupkn o6bemom 1,8  mn c2D WTPUX-KOAOM, C BHELLIHEN pe3bb0id, C KpbIWKaMu.
Kpuronpobupkn o6bemom 2,0  ma ¢2D WTPUX-KOAOM, C BHELIHEN pe3bboid, C KpbILKaMu.
Kpunonpobrpkn o6bemom 4,0 M c2D WTPUX-KOAOM, C BHELLHER pe3bboid, C KpbILLKaMu.
Kpunonpobupkn o6bemom 5,0 mn c2D WITPMX-KO4OM, C BHELIHE pe3bb0oii, C KpbILLKaMu.
Kpronpobrpku o6bemom 0,3 M 2D LWITPUX-KOLOM, C BHYTPeHHel pe3bO0id, € KpbiLLKaMu.
Kpuronpobupkn o6bemom 0,5 mn c2D LWITPUX-KOLOM, C BHYTPEHHER pe3bboid, C KpbILKaMu.
Kpronpobupku o6bemom 0,7 M ¢2D LWITPUX-KOLAOM, C BHYTPEHHE pe3bO0id, C KpbILLKaMK.
Kpuronpobupkn o6bemom 0,75 Mi ¢ 2D WTPUX-KOLOM, C BHYTPEHHEN pe3bb0id, C KpbILLKamu.
Kpuronpobupkn o6bemom 1,0 mn ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3b60iA, C KpbILKaMu.
Kpronpo6upkn o6bemMoM 1 M ¢ 2D WTPUX-KOAOM, C BHYTPEHHei pe3b6oii, ¢ KpbIKaMu.
. Kpunonpobupkn o6vemMoM 2 M1 ¢ 2D LITPUX-KOAOM, C BHYTPEHHEN pe3b6oid, ¢ KpbILLKaMU.
. Kpnonpobupkun o6bemMom 4 M1 ¢ 2D LUITPUX-KOAOM, C BHYTPEHHEN pPe3b6oiA, C KPbILKaMM.

Kpuronpobupku o6beMoM ,6 M ¢ 2D LUITPUX-KOAOM, C BHYTPEHHel pesbO0oid, C KPbILLKaMM.
Kpuronpobupku o6bemom 1,8 M ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3b60ii, C KpbILKaMu.
Kpuonpobupku 06beMom 2,0 M ¢ 2D WTPUX-KOA0M, C BHYTPEHHEeN pe3bb0oii, C KpbILLIKaMU.
Kpuonpobupkun o6bemom 4,0 MAa ¢ 2D WTPUX-KOA0M, C BHYTPEHHEN pe3bboii, C KpbILLKaMU.
. Kpuronpo6brpku o6bemom 5,0 Mn ¢ 2D WITPUX-KOAOM, C BHYTPEHHEN pe3bb0ii, C KpbILKaMu.
. Kpronpobupku o6bemom 0,3 Mn ¢ 2D WTPUX-KOAOM, C BHELLUHER pe3bboid, 6e3 KpbILLek.
Kpuronpobupkn o6bemom 0,5 mn ¢ 2D WTPUX-KOAOM, C BHELIHEN pe3bb0ii, 6e3 KpbILLEK.
Kpunonpo6upku o6bemom 0,7 M ¢ 2D WTPUX-KOAOM, C BHELLHEN pe3bb0oii, 6e3 KpbILEK.
Kpuronpobupkn o6bemom 0,75 M ¢ 2D WTPUX-KOLOM, C BHELLUHEN pe3bboii, 6e3 KpbILLEK.
Kpuronpobupkn o6bemom 1,0 ma ¢ 2D WTPUX-KOAOM, C BHELIHE pe3bboii, 6e3 KpbILLEK.
Kpuonpobrpkn o6bemom 1,1 mn ¢ 2D WTPUX-KOAO0M, C BHELIHe pe3bboii, 6e3 KpbILLeK.
Kpuronpobupkn o6bemom 1,2 ma ¢ 2D WTPUX-KOAOM, C BHELIHEN pe3bb0oii, 6e3 KpbILLEeK.
Kpuronpobupkn o6bemom 1,4 Ma ¢ 2D WITPUX-KOAOM, C BHELIHEN pe3bb0oii, 6e3 KpbILEeK.
. Kpronpo6bupku o6bemom 1,6 Mn ¢ 2D WITPUX-KOAOM, C BHELLIHEN Pe3bO0ii, 6e3 KpbILLEK.
Kpuronpobupkn o6bemom 1,8 ma ¢ 2D WITPUX-KOAOM, C BHELIHEN pe3bb0ii, 6e3 KpbILLEeK.
. Kpronpo6bupku o6bemom 2,0 Mi ¢ 2D WITPUX-KOAOM, C BHELLHEN pe3bO0oid, 6e3 KpbILLeK.
. Kpronpo6bupku o6bemom 4,0 M ¢ 2D WTPUX-KOAOM, C BHELLIHEN pe3bb0oii, 6e3 KpbILLEK.
. Kpunonpobupkn o6bemom 5,0 ma ¢ 2D WITPUX-KOAOM, C BHELLHEN pe3b00ii, 6e3 KpbILEK.
Kpronpo6rpku o6bemom 0,3 mn ¢ 2D LITPUX-KOAOM, C BHYTPEHHel pe3bboii, 6e3 KpbILLEK.
Kpronpo6rpku o6bemom 0,5 M ¢ 2D LWITPUX-KOAOM, C BHYTPEHHel pe3bboii, 6e3 KpbILek.
Kpronpo6rpku o6bemom 0,7 M ¢ 2D LITPUX-KOAOM, C BHYTPEHHEel pe3bboii, 6e3 KpblILLek.
Kpuronpobupkn o6bemom 0,75 mn ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3bboii, 6e3 KpbILeK.
Kpuonpo6upku o6bemom 1,0 M ¢ 2D WITPUX-KOAO0M, C BHYTPeHHel pe3b60oii, 6e3 KpbiLLeK.
Kpuronpobupkn o6bemom 1 M ¢ 2D WITPMX-KOAOM, C BHYTPEHHEl pe3b6oid, 6e3 KpbiLLek.
Kpronpobrpku 06beMOM 2 mf1 ¢ 2D LITPUX-KOJOM, C BHYTPeHHel pe3bOoii, 683 KpbILLEK.
Kpuronpobupku o6bemomM 4 M ¢ 2D WITPUX-KOAOM, C BHYTpPeHHeld pe3b6oii, 63 KpbILLek.
Kpuronpo6upku 06beMOM 6 M1 ¢ 2D WITPUX-KOAOM, C BHYTPEHHEN Pe3bO0ii, 6e3 KpbILLEK.
. Kpuronpobupkn 06beMoM 8 mn ¢ 2D WITPUX-KOAOM, C BHYTPEHHEN pe3b6oii, 6e3 KpbILLEK.
Kpuonpobupku 06beMoM 2,0 M ¢ 2D LWTPUX-KOLOM, C BHYTPeHHe pe3bboli, 6e3 KpbiLLEK.
Kpuronpo6bupkn o6bemom 4,0 M ¢ 2D WITPUX-KOAOM, C BHYTPEHHEN pe3bboii, 6e3 KpbILeK.
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PaboTaTb C KpMONpPooGupKaMm MOXET cneumnasibHO 06YyUeHHbI MeAULMHCKUIA MepcoHar.
Mpu pabote c Kpuonpobupkamu, Cc 6Guomatepmanamwm crnefyet HajesaTb O0AHOPa30Bble
Pe3VHOBbIE MepyaTKu, BO n3bexaHne prcka MHOULMPOBaHNA NepcoHana rmomarepuanom.

Kpronpobnpkn He npefHasHaveHbl AN KPUOXPaHEHWs OOBLEKTOB A5 MOCNeAyHoLLeit
UMnNaaHTauun.

PUCKWN TIPUMWNHEHNA MEOAVNUMNHCKOIO WM3AE/TNA: HecooTseTcTByiOLee
KayeCcTBO MPUMEHSEMbIX TMPU  W3rOTOB/IEHUM WU3LENNA  MaTepuanoB MOXeT TMpuBesTn K
HEBO3MOXHOCTU MPUMEHEHUS W3LeNUsA M0 Ha3HayeHWo, B T.4 HapylleHue repmMeTU4HOCTH
YKYMOPKM NPO6MPOK, MEXaHNYECKUM MOBPEXAEHUAM U HE UAEHTUPUKALNYM WTPUX-KOAA.

BbifiBIEHbl PUCKM Ha CTaAuM MNPOEKTMPOBaHMA W pa3paboTKu  (HeHagnexaliue
matepmanbl) W Ha CTaguMm npuMeHeHUs (MHMUUMPOBaHWe 3a CcYyeT Ouomarepuanos U
HeakKKypaTHOro  WCMOJIb30BaHUA).  YnpaBneHMe pucKaMy  OCYLLECTB/IEHO B Mpolecce
NnpoekTuposaHnsa (nofbop marepuanos), PUCKA Ha CTafun MPUMEHEHUS MUHUMU3MPOBAHbI
nyTem WH(MOPMUPOBAHMA TM0/b30BaTENI O HUX. TakMm 06pa3oM, BCe BbISIB/IEHHbIE PUCKK
MWUHUMW3NPOBAHbI, OCTATOUYHbIA PUCK ABNSAETCA LOMNYCTUMbIM.

OnucaHve n3genus

Kpronpobupku SBNAIOTCA  U3AeIMAMU  O4HOKPATHOro  NPUMEHEeHUsl, HEeTOKCUYHBI,
anuporeHHbl. Kpnonpobupky MoCTaBNATCA B HECTEPUIbHOM WUCMOIHeHUU. Kpronpobupku
YCTOMYMBbLI K CTepuavsaumMm naposbiM MeTOAOM npu Temnepatype (121+1) C B TeyeHue
(20+2) MuH, ncnonb3ys 060pyaoBaHME paspelleHHOe K MPUMEHEHUIO 418 3TUX Lenen.
Kpuonpobupkn He cogepxat cnefos AHK, OHK-a3bl, PHK-a3bl 1 He cofep>kaT 3HAOTOKCUHOB.
Kpuronpobunpkn npeactaBnsoT co60i LUMAMHAPUYECKME EMKOCTM C CY)XXMUBAKOLWMMCS [HOM, C
o6vemamn 0,3; 0,5; 0,7; 0,75; 1,0; 1,1; 1,2; 1,4, 1,6; 1,8; 2,0; 4,0; 50 mn, pasHO BbICOTbI U
AvawveTpa.

Ha ocHoBaHMK (gHe) NPOBMPKK pacnosioXXeH HaHECEHHbIV Na3epoOM BbICOKOKOHTPACTHbIM
[ABYMepHbIi (2D) WwTpux-K64, KOTOPbIA CAYXUT WUAEHTU(PUKALNMOHHBIM HOMEPOM MPOGUPKMN.
CunTbiBaHME LWTPUX-KOAA BO3MOXHO OO/MBLIMHCTBOM BUAOB CYLLECTBYIOLLIMX CKaHEpPOB,
CMoco6HbIX cuuTbiBaTh 2D wWTpUx-Kog Tuna Data Matrix. VIMeT BHELWHIOW MNI0CKYH0
NoBePXHOCTb AHa (F-4HO) A4N1A NYYLIero CYMTbIBAHUA LWTPUX-KOAA U BHYTPEHHEE 3aKpyr/eHHoe
(U-gHO) ansa obecneyeHUs mManoro Mepteoro obwvema. okasatenb repMeTUUYHOCTM COCTaBnseT
95kMa. Pabounii TemnepaTypHbI AManazoH OT MuUHyc 196 °C  pgo  MuHyc 86°C. [pu
LEHTPUMYTMPOBaHNUM  KPUOMPOOMPKN  LO/DKHbI - BblAepXuBatb ycKopeHuve go 3000g no
NpofonbHOM ocu. Ycunve, Heobxoaumoe [Ans obecneyeHUs MAOTHOCTU  3aKyNnopuBaHUS
Kpronpobupok He 6onee 0,1 H.

Kpunonpobupku o6bemom 1 ma, 2 ma, 4 ma, 5 M Kpome ABYMEPHOIO LWITPUX-KOA4a MOTYT
OblTb CHabXeHbl NNHerHbIM (1D) WTPUX-KOAOM, rpagyvpoBKOW, W Monem A1 MOMETOK,
HaHeCeHHbIMM Ha 60KOBYIO YacTb METOLOM Na3epHON rpaBUPOBKNA.

4. Tlopagok paboTbl n3aenus
1. Bo3bMWTE YMakoBKy ToBapa, MNakeT W ToBap [JO/DKHbl OblTb HEMOBPEXAEHHbLIMMU,
MoBEPXHOCTb, KOTOpas KOHTAKTUPYET C 6MONOrMYECKUM MaTepunanomM, AO/HKHA ObITb YNCTOM U
He MMeTb NMOCTOPOHHMX YacTUL, MPY OCMOTPE HEBOOPY>KEHHbLIM 1a30M.
2. BblbpaTb WTaTMB B 3aBUCMMOCTM OT BUAA NPO6MPOK, KOTOPbIE MIaHUPYIOT CTaBUTb B LITATUB.
3. Ans OTKPY4YMBaHUA KPbIWKN UCMNO/b3YEeTCSH YCTPOMCTBO 4151 OTKPbIBaHUA.
4. 3anonHuTe nNpobupky o6pasuoM He Bbiwe, 4eM Ha 90% oT o6bema NpPooGUPKM Ans
BO3MOXHOI0O paclUMpPeHnst COAEPXXUMOT0 B 3aKPbITOM NPOOMPKe BO BPEMSA 3aMOPaXXMBaHUS.
5. aeHTngmkaums: 2D wTpmx-Koabl n/unn 1D WTPnX-Koabl B 3aBUCUMOCTM OT BUa NPO6GMPOK,
Pa3sHOLBETHbIE KPbIWKN KPUONPOOMPOK n/unmn 6enoe none Ans Haanmcu.
6. 3akpbiTne: Obe pe3bbbl MPOBMPKN AOMKHbI OblITb abCOMOTHO CyXMMU, 060e KOMNYECTBO
B/1arm MOXeT YXYALWNUTb repMeTUYHOCTb. MpoBepbTe Ha NPaBU/IbHOE U TYroe 3aKpbITHE.
7. MomecTnTe KPMONPOOGMPKM B FHe3aa LLITaTUBA.
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8. Mpun pabote ¢ Kpuonpobupkamu c 6uomaTepuanamu crepyet HafesaTb OLHOPAa30Bble
Pe3NHOBbIE MepyaTKK, BO N3bexaHne pucka MHOUUMPOBaHUSA NepcoHana buomarepuanom.

9. MpaBnna pasMopo3KKM; PasMOPO3Ka MOXET NPOM3BOAUTLCS B BOAAHON GaHe npw Temnepatype
37 °C B TeyeHMe 1 y4aca, Kak TO/IbKO COAEPXUMOe pacTaeT, Npobupka ygansercs, AanbHenwne
[elicTBMA NPOBOAATCA COrMacHO CTaHAapTHLIM OnepaLMoHHbIM NnpolefypaM B 3aBUCMMOCTU OT
Tuna obpasua.

HesakpblTble  Hagnexawium  06pasom  KpbIlWKW € TeYeHUWeMm BpemMeHM  CTaHOBATCA
BOCNPUMMYMBBIMU K MPOHUKHOBEHWUIO XWAKOro asota. [pu n3BneYeHUn Kpuonpoobupkn u3
XMLKOro asora, npumMuTe Mepbl MPefOCTOPOXHOCTM, TaK KakK eCTb PUCK HeMe/leHHOro
nNpeobpa3oBaHUS XNAKOFO a3oTa B nap BHYTPM MPOOUPKK, UTO MOXKET MPUBECTU K 06pPa30BaHUIO
Ha Hel TpewmH, pa3pbiBaHUIO NPOBMPKM U pacnpocTpaHeHUIO onacHbIX 6uomaTepuanos. MNpu
XpaHeHUW B XXMAKOM a3oTe KpWOMpoObUpKY PeKOMeHAyeTcA MOMECTUTb B AOMOSHUTENIbHOIO
060/104Ky. Bcerga wucnonb3ynTe COOTBETCTBYHOLWME CpeAcTBa 3aWuTbl M obecneymBainTe
6e3oMacHOCTb Npoueayp.

5. Mepbl NPeAOCTOPOXKHOCTU NPU NPUMEHEHUN MeAULMHCKOro 1U3genuvs
XpaHuWTb BAaAM OT OTHSA M UCTOYHMKOB Tena.
He ncnonb3oBaTh He N0 Ha3HaYeHUIO.
Mpn paboTe C Kpuonpobupkamu, cofepxawumm 6uomatepmanbl, cnefyet HafeBaTb
0fHOpa30Bble pPe3VHOBbIE MepyaTky, BO WU3beXaHMe pUCKa WHPULMPOBAHUS MepcoHana
6uomarepuanom.
He ncnonb3oBaTb N0 OKOHYaHUM CPOKa rOAHOCTH.
He ncnonb3oBath Npu 06HAPY>XEHUN MeXaHUYECKNX MOBPEXAEeHUIA KpUornpoburpok.

6. Ycnosus XpaHeHUs 1 TPaAHCMOPTUPOBAHUA.
Kpnonpobmpkn XpaHAT B TFepMeTMYHO 3aKpbITOM YMakoBKe MPeAnpuUsaTUA W3rOTOBUTENS,
3alMLWEHHOM OT CBeTa MeeTe W CyxXOM MNpPOX/JagHOM MOMELLEHNN, K36eras 3HauNTeNbHbIX
KonebaHMn TemnepaTypbl BO BPEMS XpaHeHUA. XpaHWTb B CYXOM MpPOXIafHOM MecTe B
AnanasoHe Temnepatyp (+5 - +40)°C m BnaxkHocTn fo 80% npu Temnepatype +25 C.

Kprnonpobupkn TpaHCNOPTUPYIOT B TPaHCMOPTHOM YNakKoBKe NpeanpusiTUS WU3roTOBUTENS B
AnanasoHe Temnepatyp ot (- 50 go +50) °C v BnaxxHocTM A0 98% npu TemnepaType +25 C 6e3
NPSIMOro nonagaHusa 0cagKos.

7. TlopsifoK OCYLLECTBNEHUS YTUAN3ALUN U YHUYTOXEHWS.

V3gennsi, uMeBWIME KOHTAKT C KPOBbIO W/WAM  ApYTUMW  BMONOTMYECKUMU  XXULKOCTSMMU,
nognexar yrtunmsaymm no CaHlNuH 2.1.7.2790-10 knacc b. Hencnonb3oBaHHbIE (He MMeBLUME
KOHTaKTa C KpOBbO U/MAn Ap. 6UONOrNYECKUMU XXUAKOCTAMN) B TOM YMCE C UCTEKLLMM CPOKOM
rogHocTu ytunusupytorea no CaHlmH 2.1.7.2790-10 knacc A.

O6e33apaxmBaHe KpUONpobMpoK Mocne OKOHYaHWS UCCNeL0BaHWMn MPOBOAAT (DU3NYECKUM
MEeTOAOM, BO34elieTBUEM HACbIWEHHOr0 Mapa Moj M30bITOYHbIM [aBeHWeM, TeMnepaTypon,
pagnaLMOHHbIM U 3/IEKTPOMarHUTHbIM U3NlydeHneM. MNMoaBepraoTcsa aBTOKNaBUPOBaHUIO.

8. BsavMmopelicTBMe C APYTUMM MEANLMHCKUMUN U3LETUAMMN.

Kpronpobupkn MOXHO WMCMOMNb30BaTb C paspelleHHbIM K NPUMEHEHUD 060pyAoBaHMEM [ANs
KPUoXpaHeHus.

B0O3MOXHO MCNOMb30BaHME COBMECTHO €O CTaHUWEN MOAY/bHOM aBTOMaTU3NMPOBAHHOW ANs
XpaHeHUs 1 06paboTKM 6MONOrMYECKNUX U MegMUMHCKuX obpasyos LICONIC, npoussofcTsa
NukoHuk AT (LiconicAG), JINXTeHLTenH.
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9, BapuaHTbl KOMNAeKTauu MeguLMHCKOro nsaenns
- Kpnonpobupku ogHoro ncnonHeHusa n obbema —1 naket (50 nam 100wT.)
- IHCTpyKumMsa no akcnayartaymm - 1 wr.
MpuHagnexxHocTn:
- KpblwwKa 418 Kpronpoburpok ¢ BHeLHel pe3b6boii - He 6onee 4800 L.
- KpbilKa ansi KpUonpobmpokK ¢ BHYTPEHHEN pe3bboii - He 6onee 4800 wT.
- LLITaTUB C KPbILWKOWN, C KONMYECTBOM siveek: 24, 48, 81, 25, 96, 100 wTyK - He 60n1ee 50 wWrT.
- YCTPOWCTBO 4151 OTKPbIBaHUSA KPbILWEK C BHELWHeN pe3bboii - He 6onee 10 wr.
- YCTpOIieTBO A1 OTKPbIBAHWS KPbILLEK C BHYTPEHHeW pe3bboit - He 6onee 10 wT.
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12. MapkunpoBKa

Ha ynakoBKy MOryT 6blTb HaHeCEHbI CNefytoLne CUMBOSbI:

CMMBO”H PaCFI'II/ICprBKa
[FoT] Kop naptnun
MNogeH oo (Mcnonb3oBaTth A0)
" [
M3roTtoBuTesb
[laTa n3rotossieHNA
YnakoBKa He ons NuULeBbiX NPOAYKTOB |
K
He mycopuTtb
fil

MepepabaTbiBaeMblil NnacTuk: Monunponunex

)l( Ocobasa yTnnmsaums

3anpeT Ha NOBTOPHOE UCMO/b30BaHME

-

He cTepunbHO

/ hon\
ISTEW LE\

L J
MepeyncneHHbIe CUMBOJIbI MOTYT ObITb TaKXKe 3anmcaHbl B TEKCTOBOM (hopmaTte

13. FapaHTUIMHbIE 06513aTeNbCTBA

Mpown3soauTeNnb rapaHTUPYET COOTBETCTBUE MU3AeNNs TpeboBaHUAM HOPMAaTUBHOM
LOKYMeHTaunmn npu coboLeHnN YCNoBUIA TPAaHCNOPTUPOBKMW, XPaHEHNS U NPUMEHEHUS B
TeyeHue CpoKa rogHOCTMU.

FapaHTUHbIE 06a3aTeNbCTBA NPOU3BOANTENSA /UKW ero npeacTasuTens B PO He
pacnpocTpaHATCA Ha MeAMLIMHCKOE N3LeNne B Cllyyae HEHa1eXallero XpaHeHus,

TPaAHCMNOPTUPOBKN N NCNOJTIb30BaHNA MEANLIMHCKOIO U3aenunsa.
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NpownssoanTens;

«JIBN TekHonomxkun3 Mme6X yHa Ko.K», FepmaHusa (LVL technologies GmbH & Co. KG),
Theodor-Storm-StraBe 17, D-74564 Crailsheim

TenegoH: +49 (0) 7951 95613 - 20, dakc: +49 (0) 7951 95613 - 33, e-mail: info@I.vb
technologies.com Website: www.lvl-technologies.com/

Ha Ttepputopun Poccuiickon ®egepauunm

no Bonpocam, Kacarwowmmcs kKadectsa «Kpnonpobupok o6vemom; 0,3; 0,5; 0,7, 0,75, 1,0, 1,1,
1,2; 1,4; 1,6; 1,8, 2,0; 4,0; 50 mn, BapuMaHTbl UCMNOJIHEHUSA», Npom3sBoacTBa (Pupmbl LVL
technologies GmbH & Co. KG, 'epmaHus, o6pawiatbca no agpecy;

00O «KBagpoc-bno» (MHH 7713746926)

FOp. Agpec: 127287 r. Mocksa, MeTpoBCKO-PasyMoBCKuUiA npoesg., 4. 29 c1p. 4,

Ten +7(495) 981-80-35 agpec 3neKTpoOHHOM nouThl; info@qvadrosbio.ru.

6Tb &Co. KG
Theodor-aorm-Stralle 17
74564 CrailBheim 1 Germany
Telefon: +4p 7951 95613 20
Telefax: +() 7951 95613 33
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Urkundenrolle Il UR 420 / 2017 Uz 445/2017
Notariat Crailsheim llI*Tel. 07951/946130*Fax 07951/946161

Notarielle Beglaubigung

Vorstehende, zweifach (auf Seite 1 und am Ende des Textes) vor mir volizogene Unter-
schrift von

Herrn Martin von Lueder, geboren am 18.05.1957,
geschaftsansassig in 74564 Crailsheim, Theodor-Storm-StraBe 17,

- ausgewiesen durch Personalausweis -

WNOTWCRL01SUO01 \NOAHGroup\WorkiNOAHWord\REFOO003\DOKNOTAR\UZ_URKUN\U044517A.U0L
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Mepesaq, C aHrTIACHOO 1 HEMELIKOMO S13bIKOB Ha PYCCKUN S13bIK

Mevatb: [«/IBJ1 TEKHONOOXN3
v6X yHa Ko. K»
Teopop-lWTopm-LTpacce, a. 17
74564, r. Kpalinbcxaiim, FepmaHus
TenedoH; +49 7951 95613 20
Tenecpakc: +49 7951 95613 33]
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[Fepb depepanbHoit 3emnn bageH-BiopTembepr]
HotapuanbHbiin peectp Il UR 420 / 2017 Uz 445 / 2017

Hotapuart Kpaiinbcxaiiva lll *Ten. 07951/946130*dakc 07951/946161

HOTAPVWANBbHOE 3ABEPEHUE

Hactoawum cBuaeTennbCTBYO NOA/IMHHOCTDb C,qeﬂaHHOVI B MOEM NMPUCYTCTBUNU (Ha cTpaHuue 1u

B KOHLLe TeKcTa) BblllecTosIl el nognucu

rocnognHa MapTuHa ¢oH fllogepa, gata poxgeHma 18.05.1957,
MeCTOHaxoxgeHne komnaHun —74564 Kpannbcxainm, Teogop-lLUTopm-wtpacce, 17,

- npeabABuBLUIEro ygqoctoeepeHmne IM4YHOCTN.

MoAnucaHHbI TEKCT COAEPXUT MHGOPMAL N0 HA PYCCKOM S3biKE KUPUMNNIMUYECKUM WPUPTOM,

KOTOpPbIM HOTapuyc He Brajeer.

KpaWnbcxaiim, 1 ceHTabpsa 2017 roga

HoTapuat Kpannbcxarima

/nognuce/
Wymm
HoTtapuyc

PenbedHas nevatb: [HoTapuat Kpaiinbcxainmal

WNOTWCRIO1ISUOOI\NOAHGroup\Work\NOAHWORD\REF00003\DOKNOTAR\UZ URKUN\U044517A.U01 434053

MNepeBeeHO AUMIOMUPOBaHHBLIM NMepPeBOLYMKOM
MepacesbL ViBaHOM Banepbesnyem
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Poccuiickas g i
"opos Mocks
CefbMOro ceHTS6pA ABe Thbleaun i

a9, Jlam3smHa EneHa BacunbeBHa, BPEMEHHO MWCMNOAHAWWAA 0683aHHOCTM HoTapuyca Tepebkosa
Anekcesa Bnagumnposuya ropoga MocCKBbl, CBUAETE/NbCTBYIO MOAJMMHHOCTL MOAMUCK MepeBofynka epacesa
MBaHa Banepbesunya.

Mopgnuch caenaHa B MOEM NMPUCYTCTBUMN.

JIVyHOCTbL NoAgnncasLLero 4OKYMeHT YCTaHOB/IeHa.

Bcero npouwHypoBaHo,
MPOHYMepPOBaHC" CKpeneHo

neyarbio, |, —

KOTBIOTq>MencTHM “Srerpeect
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Macnopt

Kpnonpobupkn o6bemom 1,4 mn 6e3 2D WTpux-koga, ¢ BHYTPEHHeN

Cepuin 2A0143 [aTa nsrotoBneHuns

1. HasHaueHue
Kpronpobupku npegHasHayeHbl An1a c6opa, 06paboTkM, KOHCepBaLMn N XpaHeHNs 61MoIornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHMeM napoB xunakoro asota (LN2), ans uenein nonyyeHmst
MHopMaLMmM Npu NpoBeaeHNN MeAULIMHCKNX UCCeaoBaHui in vitro B 1abopaTtopmnsax MeguLNHCKNX yUupexaeHui.
O6pasuamMu ABNAKOTCA: 6MONOrMYeckne Xnakoctu (KpoBb, niasma KpoBu, crnepma) YenoBeka v TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXXHbIX MOKPOBOB)

Matepuran n3rotosneHus nonunponuneH Purell HP371P

[abapuTHble pa3mepbl (gUameTp X BbICOTA) 0 12,6 X44,2 MM.

Pabounii 6bEm 1,4 mn.

Hanuuvie KpbIwkn Aa, CynaoTHUTENEM N3 CUITIMKOHOBOW Pe3uHbI
Tun pe3bbbl Ha KPUONPOOUpKe BHYTPEHHSS

Pabouunii TemnepaTypHbIi nanasoH OT-196 °C no -86°C

Hanuuwne/tnn 2D wrtpunx-koga HeT

YCTOMUYMBOCTb K LLEHTPUPYrmpoBaHnio [0 3000g no NpogonbLHoW ocK

[Moka3atenb repMeTU4YHOCTU 00 95kMMa

Macca ogHON KpnMonpooGUpKN/KpbILKN 0,98/0,7 1.

YCTOMN4MBOCTb K CTepunmsauuu napoBbIM MeTOAOM Mpu Temnepartype (121+1)°C
Hanuumne rpagyvpoBku HeT

3. YnakoBkKa, TpaHCMopTUPOBKa U XpaHeHune

YnakoBka obecneumBaeT COXpaHHOCTb U34eNui Npu TpaHCNopTUPOBKe. Kpnonpoobupkn TpaHCNopTUPYIOT B
TpaHCMNOPTHOI ynakoBKe NpeanpuaTus n3rotoButens B gunanasoHe temnepatyp oT (- 50 go +50) °C n BlakHOCTH
[0 98% npu Temnepartype +25°C. MNpefoxpaHaTb OT MPSAMOro rnonagaHus ocagkos.

Kpronpo6unpkun XpaHAaT B repMeTUHHO 3aKpbITOl YNakoBKe NpeanpusaTUS U3roToBuTesNs, nsberas s3HaunTeIbHbIX
KonebaHuii TeMnepaTypbl BO BpeMs XpaHeHUs. XpaHUTb B CyXOM MPOX/1aAHOM MecCTe B AuanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHocTu 4o 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30NacHOCTU

Kpionpo6bupkun ABASIOTCA HETOKCUYHbLIM annporeHHbIM NpoAyKTOM, O4HOPAa30BOro MCMNO1b30BaHUs.
Kpronpoburpkn noctaBnsaoTcs He CTepu/ibHbIMU. KpMONPOGUPKN YCTOMUMBBLI K CTEPUIM3aLMM NapoBbIM METOAO0M
npyn Temnepatype (121+1)° C BTeueHune (20+2) MUH.

Mpn paboTe c KpMonNpobupkamu, coaepxalimmn briomatepuasbl, criefyeT HageBaTb O4HOPa30Bble Pe3NHOBbIE
nepyatkn, Bo n3bexaHue pucka MHpMUMpoBaHUSA nepcoHana 6uomarepmanomM. He ncnonb3oBaTb NO OKOHYaHUN
CpOKa rogHocTW. He ncnonb3oBaTb He MO Ha3HaYeHUK0. He ncnonb3oBaTb NPy 0OGHAPYXEHUN MeXaHNYeCKUx
NOBPEXAEHNIA.

5. CBepgeHusi 06 yTunimnsaumm

N3genvs, nmeBLUNE KOHTAKT C KPOBbLIO /UKW APYTMMU 6GMONOTMYECKUMU XUAKOCTAMUN, NoAasiexar yTuamsaumm
no CaHlNnuH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxBaHMeM NyTeM CTepunmnsaumm NobbIMU Ha
[aHHOM npeanpuaTUe yCTaHOB/IEHHbIMW MeToAaMun. Hencnonb3oBaHHble (He MMEBLLME KOHTaKTa C KPOBbo U/Nnun
Ap. 6UON0OrMYEeCKUMUN XNAKOCTAMN) B TOM YMC/E C UCTEKLLMM CPOKOM FOAHOCTU yTuamsmpytotes no CaHlMlvH
2.1.7.2790-10 knacc A.

6. lapaHTUK n3rotoBUTENS

M3rotoBuTenb: «/1BJ/1 TekHonogxuc Mu6X yHa Ko. KM», opunanyecknin agpec: Nepmanuns, 74564, T.

Kpannbcxaiim, Teogop-LUTopm-LTpace, 4. 17

M3rotoBuTe/Ib rapaHTUpyeT COOTBETCTBUE nU3adennsa TpeboBaHnAN (J«in
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, SO 10993-
12-2015, IOCT iSO 10993-18-2011, NOCT ISO 10993-1-2011) npu cgj( TUPC BKW.

XpaHeHNsa 1 NMPUMEeHeHNs B TeYeHne CpoKa rogHOCTU.
[apaHTuiiHbIE 06s13aTeNIbCTBa U3roToBUTENS U/nnn ero npegcrtas!™n

MeguLUMHCKOe nsaesine B Ciydae HeHagsiexalulero XxpaHeHua, TpaHcnopTu |7K':(5|7|1b|’\"aHVIFI Me ANLIMHCKOro
nsgenusi. Th Tm-StraBe 17
'9”MNB613 2(
1
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MNMacnopT

Kpnonpobunpkn o6bemom 1,6 mn 6e3 2D WTpux-Kkoaa, C BHYTPEHHEN

Cepus 2A014331

[aTa nsrotoBrieHus ~MAm\Winolosies

Ha3zHauyeHue

Kprnonpo6upku npegHasHayeHbl 189 c6opa, 06paboTKn, KOHCepBauMn U XpaHeHUs 61MonorMyecknx o6pasuos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHnem napoB xuakoro asota (LN2), ona ueneii nonyyeHus
MHdopMaLMn Npu NPoBeAeHUN MeONLVNHCKNX UCCAefoBaHUi in vitro B 1abopaTtopmnsax MeANLMHCKUX YUpexaeHni.
O6pasuamu saBnsATCH; 6UONOrnyeckme XNAKoCcTn (KpoBb, Nnasma KpoBW, crnepma) YesioBeka 1 TKaHu
6unonornyeckme (KOCTHasi TKaHb, 00pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBsieHus

[abapuTHble pasmepbl (AnameTp X BbICOTA)
Pabounii 6bEm

Hanwnuyune KpbIwKn

Tun pe3bbbl Ha KPUONPO6UpKe
Pabounin TemnepaTypHbIA AnanasoH
Hanuune/tun 2D wTtpux-koga
YCTONUMBOCTb K LEHTPUGYTMpOBaHuIo
MNMoka3arenb repMeTUYHOCTH

Macca ogHO Kpruonpo6upKU/KpbILWKN
YCTOMUMBOCTb K CTepunnsauunm
Hanunuue rpagynpoBku

nonunponuneH Purell HP371P

0 12,6 x 44,7 MmMm.

1,6 mn.

[a, CynjaoTHUTeNleM M3 CU/IMKOHOBOW pe3viHb!
BHYTpPEHHSA

OT1-196 °C po -86°C

HeT

00 3000g no NpoaonbHOM ocn

no 95kMa

1,12/0,7 1.

napoBbIM MeToA40M Npu TeMmnepatype (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA U XpaHeHue

YnakoBka ob6ecneymBaeT COXPaHHOCTb U3AENNIA Npu TpaHCNopTMpoBke. KpMonpobupkn TpaHCNoOpTUPYOT B
TPaHCNOPTHOW ynakoBKe NpeanpusaTus U3roToBuTens BAnanasoHe Temnepatyp ot (- 50 go +50) °C n BlaxHOCTN
[0 98% npu Temnepartype +25°C. MNpenoxpaHATb OT NPAMOro nonagaHusa 0cajkos.

Kprnonpobunpkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBke NpeanpusaTua U3rotoButess, nsberas sHaunmTeIbHbIX
KonebaHuin TeMnepaTypbl BO BPeEMSA XpaHeHUs. XpaHUTb B CyXOM MPoOxX/1aAHOM MecTe B uana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpnonpobunpku SBNSAKOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro NCNOJIb30BaHUS.
Kpronpo6umpkn NOCTaBNsATCA He CTepu/ibHbIMU. KpMonpobupkn ycToiumBbl K CTepuan3auum napoBbiM MeETOA0M
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe ¢ Kpuonpobupkamn, cogepxarummm éromatepuansl, cnegyeT HageBaTb O4HOPa30Bble Pe3VHOBbIE
nep4yaTtku, Bo n3bexaHue pucka MHPULMPOBaHMA NepcoHana 6uomaTepmasioM. He UCnosib3oBaTb MO OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHu. He ncnosb3oBaTb NpU 0OGHAPY>XEHUN MeXaHUYeCKNX
NOBPEXAEHWIA.

5. CsepfeHusa 06 ytunmsauymm

N3penns, nmeBLIMEe KOHTaKT C KPOBbIO U/WUAV ApYyrMMu 61MOA0rMYeCcKUMmM XNAKOCTAMN, NOASEXaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc B c o653atenibHbIM 06e33apaxnBaHnemM NyTeM CTepUIM3auum AobbIMN Ha
[aHHOM npeanpusTMe YCTaHOBMEHHbIMU MeToAamun. Hencnonb3oBaHHble (He MMEBLLME KOHTaKTa C KPOBbO U/Mnun
Ap. 6MONOrMYECKNMIN XNAKOCTSAMM) BTOM YMC/IE C UCTEKLWINM CPOKOM FOAHOCTU yTuamnsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A

6. [apaHTUn n3rotoBuTeNs

M3rotoButens; «J1BJ1 TekHonomxknc Mi6X yHa Ko. KM», topngnyecknin agpec; NepmaHus, 74564, r.
Kpaiinbcxaiim, Teogop-LUTtopm-LTpace, a. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBME U3aennsa TpeboBaHnAM HOpMaTMBHOM gokymMmeHTauun (1ISO
9001;2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2;2015, NTOCT MCO/M3K 17025-2009, 'OCT ISO 10993-
12-2015, MOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cobnogeHnmn
XpaHeHns N NPUMEHEHUS B Te4eHMe CpoKa rogHOCTHU.

lapaHTUliHble 065A3aTeNbCTBA N3rOTOBUTENSA U/NMN ero npeacraButesne
MeAVLUNHCKOEe U3aenine B C/lydae HeHaa/iexall,ero XxpaHeHus, TpaHcnopt!! CKOro
nagenus.
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MNacnopTt
Kpnonpobupkn o6bemom 1,1 mn 6e3 2D wTpux-Koaa, C BHYTPEHHEN

Cepuist 2A0142 [aTta nsrotoeneHus 2/M™"inoloRies

1. Ha3HaueHue
Kprnonpo6upku npegHasHaveHbl 18 cbopa, 06paboTKM, KOHCepBauun 1 XxpaHeHns 61onornyecknx o6pasuos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHneM napoB xunakoro asota (LN2), ons uenei nonyyeHus
nHdopmMaumn Npy NPoBeAEHUN MeNLUVNHCKNX UCCNefoBaHWui in vitro B nabopaTopusx MeguUUHCKNX YUpexXaeHNi.
O6pasuamu ABNAOTCA: 6UoNornyeckme XnakoctTn (KpoBb, Nnasma KpoBuW, criepma) YesioBeka 1 TKaHu
6uonornyeckre (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTepuvan usrotosneHuns nonvnponuneH Purell HP371P
[abapuTHble pasmepbl (AnameTp X BbICOTA) 0 12,6x41,4 mm.
Pabounii 6bém 1,1 mn.
Hanunuue KpbILKn [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3viHbI
Tvn pe3bbbl Ha KPponpobupke BHYTPEHHSA
Pabounin TemnepaTypHbIV gnanasoH OT1-196 °C po -86°C
Hanuune/tun 2D wTpux-koga HeT
YCTOMYMBOCTb K LLEEHTpPUYyrnpoBaHuto 00 3000g nNo npoAonbLHOM ocn
lNoka3aTenb repMeTnYyHOCTU no 95kMa
Macca ofHO KprUonpo6UpKU/KpbILWKN 0,77/0,7 1.
YCTOMUMBOCTb K CTepuUnnsaumnm napoBbIM MeTOA0M Npu Temnepartype (121+1)°C
Hanwnuve rpagyvpoBku HeT

3. YnakoBka, TpaHCNOPTUPOBKA U XpaHeHune

YnakoBka obecrneunBaeT COXPaHHOCTb U3AeNnuii Npu TpaHCNopTUpoBKe. KpnMonpoobupku TpaHCnopTUPYOT B
TPaHCNOPTHOW yrnakoBke NpeanpusaTUS U3roToBuTesns BAnanasoHe Temnepatyp oT (- 50 go +50) °C n BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonazaHus ocagkos.

Kpnonpobunpkn xXpaHAT B repMETUYHO 3aKPbITOM yNakoBke NpeanpusaTus U3rotoBuTens, nsberas sHaunTeIbHbIX
KonebaHWin TemnepaTypbl BO BPEMSA XpaHEeHUs. XpaHUTb B CyXOM Mpox/1aHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kpnonpobunpkn SBNAKOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, O4HOPa30BOro NCNOJIb30BaHUA.
Kpronpo6upkn NocTaBnsoTCA He CTepUbHbIMU. KpnMonpobupkn ycTonumBbl K CTepuan3aunm napoBbiM MeETOA40M
npun Temnepartype (121+1)° C BTeyeHne (20£2) MUH.

Mpn paboTe c Kpnonpobupkamn, cogepxawmmm buomatepmnasnsl, cnegyeT HageBaTb O4HOPAa30Bble PE3VHOBbIE
nep4yaTtku, Bo n3bexaHue pucka MHOULMPOBaHMA NepcoHana bnomarepmasioMm. He NCNosib3oBaTb MO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3Ha4YeHU0. He ncnonb3oBaTb NPYM OOHAPYXEHUN MeXaHU4eCcKnX
MOBPEXAEHWIA.

5. CsefeHunsa 06 ytunusaunm

M3penns, nmeBLLME KOHTAKTe KPOBbIO U/UAV ApYrMMU BUOAOTMYECKMU XNAKOCTAMU, NOAEXAT yTuamsaunm
no CaHluH 2.1.7.2790-10 knacc b c 06s13aTefNibHbIM 06€33apaxXmnBaHemM nyTeM ctepuansaymmn odbIMN Ha
[aHHOM npeanpusTve YCTaHOB/IEHHbIMU MeTogamMun. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbO WU/unuv
ap. 6MONMOTNYECKUMN XKUAKOCTAMMU) BTOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU YTUAmMsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsroToBUTENA

M3rotoButenb: «JIBJ1 TekHonomxkmc Mm6XyHa Ko. KM», topugudeckunii agpec: NepmaHus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBME U34ennsa TpeboBaHUAM HOp/ KymeHTauun (ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IOCT nt 93-
12-2015, INOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npn cobatog H»

XpaHeHns N NPUMEHEHNS B TeYeHMe CPpoKa ro4HOCTHU.

MapaHTuiiHble 0653aTeNIbCTBA U3rOTOBUTENS U/UN ero NpeacTasuTen)! rcnppcT MHSATCITI* |
MeaVMUMHCKOe U3aesnve B ciiydae HeHaaiexalllero XpaHeHusi, TpaHcnopT|lposh cnonb3nNnaAN M~ KCKoro
nspenvsi.
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MacnopTt
Kpnonpobupkn o6bemom 0,3 mn 6e3 2D WTpux-koga, ¢ BHelHen g

Cepusi 2A01362 [laTa n3rotosieHnsA

1. Ha3HaueHue
Kprnonpo6upkun npegHasHayeHbl 418 c6opa, 06paboTKn, KOHCEpBaLMM N XpaHEHUA 6UON0rMyecknx o6pasuos
npu Temnepatype MuHyc (196-86)°C ¢ ncnonb3oBaHnem napoB xuakoro asota (LN2), ona uyenei nonyyeHms
MHdopMaLmn Npy NpoBeAeHUN MeoNUVNHCKUX UCCefoBaHuii in vitro B 1abopaTopusax MeAULNHCKNX YUpexXaeHUN.
O6pasuamn ABMAIOTCS; BUONOrMYecKne XnAKocTn (KpoBb, MiasMa KpoBu, Cepma) Yenoseka v TKaHn
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
MaTtepuvan n3rotosnieHns nonvnponuneH Purell HP371P
[abapuTHble pa3mepbl (gMameTp X BbICOTA) 0 8,8 x 18 mMm.
Pabounii 06bEM 0,3 mn.
Hanwnuyne KpbIwKn HeT
Tvn pe3bbbl Ha KpUonpobupke BHELUHAA
Pabounin TeMnepaTypHbIi gMana3oH OT1-196 °C po -86°C
Hanuune/tun 2D wTpux-koga HET
YCTONUMBOCTb K LLEHTPUGYrMpoBaHuto [0 3000g no npofonbHoi ocn
[Moka3aTenlb repMeTUYHOCTU [0 95kMa
Macca o4HOW Kpnonpobupkn 0,2r.
YCToUMBOCTb K CTEpUIN3aLmn napoBbIM MeTOA40M MNpu Temnepatype (121+1)°C
Hanwnuyne rpagyvnpoBku HET

3. ¥YnakoBka, TpaHCNOPTUPOBKA U XpaHeHune

YnakoBKa obecneynBaeT COXPaHHOCTb U3aeNuii Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOW ynakoBKke NpeanpusaTus U3rotoBuTens BamanasoHe Temnepatyp oT (- 50 4o +50) °C n BnaxHoOCTU
[0 98% npu Temnepatype +25°C. lNMpefoxpaHAaTb OT NPAMOro nonagaHusi 0cagkKoB.

Kprnonpobunpkn XpaHAT B repMETUYHO 3aKpbITOM yNakoBke NpeanpusaTua U3rotoButens, nsberas sHaunTeIbHbIX
KonebaHWin TemnepaTypbl BO BPEMA XPaHEeHUs. XpaHUTb B CyXOM NPOx/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e3onacHoOCTH

Kpnonpobunpkn SBNSAKOTCA HETOKCUYHBIM annmporeHHbIM NPOAYKTOM, O4HOPAa30BOro NCMNo/b30BaHUs.
Kpronpo6upkn noctaBnsaoTcsa He CTepu/ibHbIMU. Kpronpo6bupkn ycTonumMBbl K CTepUIn3aumnm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C B TeyeHune (20+2) MUH.

Mpn paboTe c Kpnonpobupkamu, cogepxarummm éromaTepuansl, cnegyeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne pucka NHOUUMPOBaHUSA NepcoHasa 6uomaTepmasioM. He ncnosb3oBaTb MO OKOHYaHUN
CpoOKa rogHoCcTu. He ncnonb3oBaTb He Mo Ha3HayeHuto. He ncnonb3oBatb Npu 06HapYyXeHUN MexXaHUYeCcKuUx
noBpeXaeHnA.

5. CsegeHnsa o6 ytuaunsaumun

N3pennsa, nmeBline KOHTaKTe KPOBbHO U/WUAv ApyruMu 61MoA0rMyecKMMmM XNLAKOCTAMMU, NoAnexar yTuamsaumm
no CaHlunH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06e33apaxmnBaHueM nyTemM ctepuansaymm nobbiMu Ha
[aHHOM npeanpuaTue yCTaHOBNEHHbIMU MeToAamMu. Hencnosib3oBaHHbIe (He MMeBLUNE KOHTaKTa C KpOBbo U/Nn
ap. 6MONOrNYECKUMU XNAKOCTAMM) B TOM YNC/IE C UCTEKLINMM CPOKOM FrOAHOCTU yTuUimsmpytotea no CaHlunH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBuTENA

M3rotoButenb: «JIBJ1 TekHonomxknc Mi6X yHa Ko. KM», topngnyecknin agpec: F'epmaHus, 74564, r.
Kpaihinbexaiim, Teogop-lWtopm-WTpace, g. 17 e —

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBUE M3aeNna TpeboBaHNAM HOpMaTnB
9001:2008 FOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/ |, rdf| TI*O®992j-
12-2015, OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobnrogeHn M H|SpT|7| p6BKAL
XpaHeHns N NPUMEHEHUS B TeYEeHMe Cpoka rogHOCTH.

lapaHTUiiHble 06513aTeNIbCTBa M3roToBUTENSA U/ ero npeactaBuTens B
MeAVUNHCKOE n3genve B Crlydae HeHaexall,ero XpaHeHus, TpaHCnopTnpo|s koro
n3genus.
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MacnopT
Kpnonpo6upkn o6bemom 1,0 mn 6e3 2D wTpux-Koaa, C BHYTPEHHEN 3N N

Cepuisi 2A0138 [aTta nsrotosneHusa "MWSinoloNies

1. Ha3HaueHue
Kpronpo6upku npegHasHaveHbl AN cbopa, 06paboTkm, KOHCepBaUUM N XpaHeHNs 6uonornyeckmx obpasLos
npu Temneparype MUHyc (196-86)°C ¢ ncnonb3oBaHMEM NapoB Xuakoro asota (LN2), ona uenei nonyveHus
nHdopMaLmm Npy NPoBeAEHUN MELULNHCKMX UCCnefoBaHnii in vitro B nabopaTopusax MeguLUHCKNX yUpexaeHni.
O6pasuamn ABASIOTCA: BUONOrMYecKne XnaKocTu (KpoBb, Nasva KpoBu, crepma) YesioBeka U TkaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTepPUCTUKN
MaTepuan nsrotosneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AnamMeTp X BbICOTA) 0 8,8 x51,5 mm.
Pabouunii 6bém 1,0 mn.
Hanuuve KpbIwkn [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3vHbI
Tvn pe3b6bl Ha KpUonpobupke BHYTPEHHSASA
Pabounii TemnepatypHbI guManasoH OT1-196 °C po -86°C
Hanuune/tun 2D wTtpux-koga HeT
YCTOAUMBOCTb K LLEHTPUAYTMpPOBaHNIO [0 3000g no NpoAonbLHOM ocu
[NokasaTtesib repMeTNYHOCTU o 95kMa
Macca oHOIn Kpruonpoo6upKU/KpbILWKN 0,7/0,1r.
YCTOIUMBOCTb K cTepuansaumm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TpaHCNoOpTUPOBKa U XpaHeHune

YnakoBKa obecnevnBaeT COXPaHHOCTb U3aeNnuii Npu TpaHcnopTupoBke. Kpnonpobupkn TpaHCNopTUPYOT B
TPaHCMNOPTHO yNnakoBKe NpeAnpuaTUa U3roToBuTens BAuana3oHe TemnepaTyp ot (- 50 go +50) °C n BiaxHoCTH
o 98% npu Temnepatype +25°C. NpefoxpaHAaTb OT NPSAMOro nonagaHus 0cagKoB.

Kpnonpobunpkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKke NpeanpuaTus U3rotoBuTesns, nsberas s3HaunTeNbHbIX
KkonebaHuii TemnepaTypbl BO BpeMsi XpaHeHns. XpaHUTb B CyXOM NpOX/afHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C 1 BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpnonpobunpku SBMSOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, O4HOPa30BOro NCMo/ib30BaHUs.
Kprnonpo6bupkn noctaBnstoTCA He CTepUbHbIMU. KpMonpobumpkn yCcToiumBbl K CTEpMAn3auum napoBbiM MeTO40M
npu Temneparype (121+1)° C BTeueHune (20+2) MUH.

Mpn paboTe c Kpuonpobupkamn, cogepxall,umm bromaTepuanbl, cneayeT HageBaTb O4HOPa30Bble PE3NHOBbIE
nepyaTku, BO nsbexaHne pucka NHrLMpoBaHnsa nepcoHana buomarepnanom. He MCNob30BaTh NO OKOHYaHUM
CpoKa rogHocTu. He ncnonb3oBatb He Mo HazHayeHWto. He MCNonb30oBaTh NP O6HaPYXEHUN MeXaHUYeCKnx
NoBpPeEXAEHUA.

5. CsefeHnsa o6 ytunusauunm

N3penns, nmeBLlIMEe KOHTaKTe KPOBbIO U/MAN APYTUMW BUOMOTMYECKUMN XUOKOCTAMU, NoANexar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3atenbHbIM 06e33apakmBaHneM NyTeM CTepuM3auum AlobIMU Ha
[aHHOM npeanpusTve YCTaHOBNEHHbIMN MeToAaMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbHO U/1Uan
ap. 6MoNorMYecKUMm XNAKOCTAMM) B TOM YMC/E C UCTEKLLMM CPOKOM FOAHOCTU yTunmampytotesa no CaHllmnH
2.1.7.2790-10 knacc A.

6. [apaHTUn nsrotoBuTeENA

M3rotoButens: «/IBJ1 TekHonomxknc Mi6X yHa Ko. KM», topngnyecknin agpec: Nepmanks|, 74564, r.

Kpaiinbexaim, Teogop-LUTtopm-LWTpace, 4. 17

M3roToBuTENb rapaHTUPyeT COOTBETCTBUE U3AeNUsl TPeOOBaHUAM HC nilo
9001:2008 OCT MCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, O ml20dg,fOCHSO W993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu cobriolgl nin/ fHertepTHWARN,
XPaHEHUS1 N MPYMEHEHUs B TeueHne Cpoka rofHoCTu technologies

lapaHTuiiHble 065a3aTe/IbCTBa M3roToBUTENSA /UK ero npeactasuTe|ns B PO rajN:~Tesa Ha
MeAULUVHCKOe U3[enuve B Clydae HeHaZnexallero xpaHeHus, TpaHcnoptup”] T ,1HCKOTO
nsaenus. 745, GeVimaj»

Teln 956\|
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MNMacnopT
Kpnonpobunpkn o6bemom 2,0 mn 6e3 2D WwTpux-koga, ¢ BHyTPEHHel

Cepust 14P10556000 Jata n3rotoBnieHusi /2M.dhnologies

1. HasHaueHue
Kpnonpobupkn npegHasHayeHbl 415 c6opa, 06paboTKn, KOHCepBaLum 1 XpaHeHUs 6uonormyecknx o6pasuos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHMeM NapoB Xuakoro asota (LN2), ons yenen nonyyeHns
MHdopMaLum Npy NpoBeaeHNn MegULMHCKUX NccneaoBaHuii in vitro B nabopatopusix MegULNHCKUX YUpexaeHWA.
O6pasuamMn ABNAOTCA: BMOMOorMyeckne XXmMakoctun (KpoBb, niasmMa KpoBu, criepma) yenoBeka 1 TkaHu
6uonornyeckne (KOCTHas TkaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

MaTepuan U3roToBeHUs nonunponuneH Purell HP371P

abapuTHble pasmepbl (AnameTp X BbICOTA) 0 12,6 x 48,3 MMm.

Pa6ounii 6bEm 2,0 mn.

Hanuume KpbILLKM 0@, CYN/IOTHUTENIEM U3 CUSIMKOHOBOW Pe3viHbI
Tuvn pe3bbbl Ha Kpuonpobupke BHYTPEHHAA

PaGounii TemnepaTypHbIii Auana3oH Ot1-196 °C po -86°C

Hanunumne/Tun 2D wTpux-koga HeT

YCTONUMBOCTb K LLEHTPUYrMpoBaHuio [0 3000g no npoaonesHoii ocn

[Moka3aTesib repmMeTUYHOCTU [0 95kMa

Macca 0fHOI KpUonpoBUpKM/KpbILLKA 1,5/0,7 1.

YCTONUMBOCTb K CTEPUIN3ALLMN napoBbIM METOAOM npu Temnepatype (121+1)°C
Hanuune rpagyvpoBku HEeT

3.  YnakoBka, TpaHCMNoOpTUPOBKa U XpaHeHue

YnakoBka obecrneunBaeT COXpPaHHOCTb U34eNuii Npu TpaHcnopTnpoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTus U3rotoBuTens Bauana3oHe Temnepatyp ot (- 50 go +50) °C n BiaxHOCTN
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPAMOro nonagaHusi 0cagKoB.

Kprnonpo6umpkn XpaHAT B repMETUYHO 3aKpbITOlM YNakoBke NpeanpuaTua U3rotoBuTens, nsberas 3HaunTeNbHbIX
konebaHuii Temnepatypbl BO BpeMs XpaHeHUs. XpaHUTb B CYXOM NPOXN1afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e3onacHoOCTH

Kpronpo6bupkmn SBNSAKOTCA HETOKCMYHBIM annMporeHHbIM NPoAYyKTOM, O4HOPa30BOro MCMNOIb30BaHUS.
Kpronpobupky NocTaBsaoTCA He CTepUbHbIMU. KpMonpoburpky yCToUunBbI K CTEpUAM3aLmM NapoBbiM MeETOA40M
npu Temnepatype (121+1)° C B TedueHune (20+2) MUH.

Mpn paboTe c Kpnonpobupkamn, cogepxawmmm bromatepuasnsl, cieayeT HageBaTb 0O4HOPa30Bble PE3NHOBbIE
nepyaTkun, BO nsbexaHne pucka NHPUUMPOBaHUSA NepcoHana buomarepunasiom. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTW. He ncnonb3oBaTh He NO HazHayeHWo. He MCnosb30BaTbh NpU 06HAPYXXEHNN MeXaHUYeCKUX
NnoBpPeXAEHWNA.

5. CsefeHns 06 ytuaunsaumu

N3penns, nmeBLlIne KOHTaKT C KPOBbIO U/UNV ApYTrMMu BUMOA0TMUYECKUMUI XNAKOCTAMN, NoAnexarT yTmnnsaummn
no CaHlunH 2.1.7.2790-10 knacc b c 06s3aTefibHbIM 06€e33apaxmnBaHnem nyTeM ctepuansaymmn obbIMN Ha
[aHHOM npeanpusaTue ycTaHOBNEHHbIMU MeToAamMu. Hencnonb3oBaHHble (He MMEeBLLME KOHTaKTa C KPpOBbHO U/1uan
ap. 6UONOrNYECKUMU XNAKOCTAMU) B TOM YMCNE C UCTEKLWNM CPOKOM FrOAHOCTU yTuUimsmpyrotes no CaHlNvH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBUTENA

M3rotoButenb: «J1IBJ1 TekHonomxknc MueX yHa Ko. KM», opngnyecknin agpec: NepmanHus, 74564, .
Kpaiinbcxainm, Teogop-LUTtopm-LWTpace, 4. 17

M3rotoBuTENbL rAapaHTUPYyeT COOTBETCTBME U3aens TpeboBaHNAM HOpMaTUBHOM AoKyMeHTauun (1ISO
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT Hrn/ivpw nm s 7NN IFOCT ISO 1M993-
12-2015, NOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobnoaeHun '

XpaHeHns N NPUMEHEHNS B TeYeHne Cpoka rogHoCTH.

[apaHTuiiHbIe 06513aTeNbCTBa U3roToBUTENSa N/unn ero Npegcrasutens B PAY i
MeAVLUNHCKOe nU3fenve B clydae HeHa iexallero XxpaHeHusl, TpaHCNopTUpoBKIN
n3genus.

Co. KG

jftohm-StraBe 17
flsh lim «Armany
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MacnopTt
Kpnonpobupkn o6bemom 5,0 mn 6e3 2D WTpux-koga, ¢ BHyTPEeHHel

Cepus 14P102030011 [aTta n3rotosnieHns

1. Ha3HaueHwne
Kprnonpo6upkun npegHasHadeHbl 418 c6opa, 06paboTKnN, KOHCepBaLMM 1 XpaHeHUs 61onormyecknx obpasLos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHnem napoB xuakoro asota (LN2), ona ueneii nonyyeHms
MHdopMaLmn Npy NPoBeAeHUN MELMLNMHCKMX UCCneaoBaHnii in vitro B nabopaTopusax MegULUNHCKUX YUpeXaeHUN.
O6pasuamMn aBMAKTCA: GUONOrMYecKue XnaKocTu (KpoBb, Miasva KpoBu, crepma) YesioBeka N TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTepuan n3rotossieHms nonunponuneH Purell HP371P
[abapnTHble pa3mepbl (AUamMeTp X BbICOTA) 0 12,6 x 91,0 mm.
Pa6ouunin 06bEM 5,0 mn.
Hanuuve KpblIwkm [a, CynnoTHUTENIeEM U3 CU/IMKOHOBOW PE3UHbI
Tvn pe3b6bl Ha KpUonpobupke BHYTpPEHHSSA
Pabounii TemnepatypHbIA AnanasoH 0OT1-196 °C pgo -86°C
Hanunuwve/Tun 2D wrpux-koga HeT
YCTONUMBOCTb K LLeHTpUdyrmpoBaHuio 00 3000g no NpoAaonbHON ocn
Moka3arenb repMeTn4HOCTU 0o 95kMa
Macca ofHOI Kprnonpoo6upKU/KpbILWKN 3,5/0,7r.
YCTOMUMBOCTb K CTepumsaumm napoBbIM MeTOA40M npu Temnepatype (121+1)°C
Hanuuve rpagympoBku HeT

3.  YnakoBka, TpaHCNOPTUPOBKA W XpaHeHune

YnakoBka obecneynBaeT COXPaHHOCTb M34eNuii Npu TpaHcnopTupoBke. KpMonpoobupku TpaHCNopTUPYOT B
TPaHCMNOPTHOW yrnakoBKe NpeanpuaTUS U3rotoBuUTeNs BAnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTH
[0 98% npu Temnepartype +25°C. MNMpenoxpaHAaTb OT NPAMOro nonazaHus 0cajkoB.

Kpnonpobunpkn XpaHAT B repMETUYHO 3aKPbITOM yNakoBke NpeanpusaTus U3rotoBuTens, nsberas saHaunTeIbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NpOX/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6€30MacHOCTMU

Kpnonpobunpku SBNSAKOTCA HETOKCUYHBIM annuporeHHbIM NpPoAYKTOM, O4HOPa30BOro MCMNOJb30BaHWS.
Kpronpobupky NocTaBfsaOTCA He CTepUbHbIMU. KpMonpobumpkn yCcToiiumBbl K CTEpPUAM3aLMM NapoBbIM METO40M
npy Temnepatype (121+1)° C BTeueHune (20+2) MUH.

Mpn paboTe c KpMonpobupkamn, cogepxawmmm buomatepmnassl, cnegyet HageBaTb O4HOPA30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHne pucka NHOUUMPOBaHUSA NepcoHasia buomaTepmasioM. He ncnosb3oBaTb MO OKOHYaHUN
CpoOKa rogHocTu. He ncnonb3oBaTb He MO Ha3HayeHUro. He ncnonb3oBaTb NPU 0O6HAPYXEHUN MeXaHUYeCKUx
noBpeXaeHWNA.

5. CsefeHnsa 06 ytunusaunm

N3penvs, nmeBLUME KOHTaKT C KPOBbIO U/WUAV ApYTrMMU BMONOTMUYECKMMU XNAKOCTAMN, NoanexarT yTunnsaumm
no CanlNluH 2.1.7.2790-10 knacc b c 06s3aTeNnbHbIM 06€e33apamnBaHUeM nNyTemM cTepuansaymm nobbiMy Ha
[aHHOM npeanpusaTue yCcTaHOB/EHHbIMU MeToAamMu. Hencnonb3oBaHHble (HE MMEBLLME KOHTaKTa C KpoBbHO U/unu
ap. 61MOI0rNYECKUMU XNLKOCTAMN) BTOM YMC/E C UCTEKLLMM CPOKOM roAHOCTU yTunumanpytotca no CaHlMlmnH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeNs

M3rotoButenb: «JIBJ1 TekHonomxnc Mi6X yHa Ko. KM», topugnyecknin agpec: NepmaHus, 74564, r.
Kpaiinbcxaim, Teogop-LUTtopm-LWTpace, 4. 17

M3roToBuTENb rapaHTUPyeT COOTBETCTBUE MU3AeNns TpeboBaHNAM HOpMa rMBHO

9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCC/I 0993-
12-2015, MOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npw cobnogeH” athiOp
XpaHeHus1 U NPUMEHEHUSI B TeUeHKEe CPOKa FO4HOCTU.
lapaHTUiiHble 065A3aTeNIbCTBa M3roToBUTENSA U/MN ero npeactaBuTens B npOCN | w W) TA

MeAULMHCKOe N3fenne B Cllydyae HeHaalexallero XpaHeHus, TpaHcnopTmpe MUHCKpIO
nspenns. Stra(3e/l 7
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MacnopTt
Kpnonpobunpkn o6bemom 0,5 mn 6e3 2D WwTpux-ko[a, C BHELWHER p

Cepusi 2A01372 Jata narotosrieHns

1. Ha3HauyeHue

Kpronpo6upkn npegHasHa4veHbl Ans cbopa, 06paboTku, KOHCEPBALMU U XpaHeHWs1 BMO/orMyeckmx o6pasLoB
npy Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeEM NapoB Xmnakoro asota (LN2), ans uenen nonyyveHus
WHpopMauumn nNpy NPoBeAEHNN MEAVLIMHCKUX UCCNeA0BaHWii in vitro B nabopaTopusix MeAULMHCKUX YUPEXAeHWN.

O6pasLamMu SB/IATCA: BUOIOrnYeckne Xnakoctu (KpoBb, Miasma KpoBW, crnepMa) YenioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTtepunan n3rotoBneHusa nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (gMuamMeTp X BbICOTa) 0 8,8 x 25,0 mm.
Pa6ounii 06bEM 0,5 mn.
Hanuune KpbIwkn HeT
Tun pe3bbbl Ha KPponpobupke BHeLUHAA
Pabouunii TemnepatypHbIii gnanasoH OT1-196 °C po -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEEHTpUyrnpoBaHunto 00 3000g nNo NpoAonbLHOM ocn
[Noka3aTenb repMeTU4yHOCTU no 95kMa
Macca ogHOn Kpnonpoobnpkun 04r.
YCTOMUMBOCTb K CTepUnn3aumnmn napoBbIM MeTOA40M Npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TpaHCMOpPTUPOBKA M XpaHeHue

YnakoBka o6ecrneuyvBaeT COXPaHHOCTb U3AeNnii Npu TPaHCMOPTMPOBKE. KpMonpo6upky TpaHCNopTUPYOT B
TPaHCMOPTHO ynakoBKe NpeanpusiTUsi 3roToBuTeNs B AManasoHe TemnepaTyp oT (- 50 go +50) °C 1 BNaxHOCTH

[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSMOro rnonagaHnsa ocaZikos.

Kpronpo6upkn XpaHsT B repMeTUYHO 3aKpbITOM yNakoBKe NpeanpusaiTUsi N3roToBuUTessl, N3beras 3HaunTeIbHbIX
Kone6aHuii TeMnepaTypbl BO BPEMSI XpaHeHusl. XpaHUTb B CyXOM NPOX/afHOM MecTe B AuanasoHe Temnepatyp (+5

- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.
4. TpeboBaHuA 6e3onacHoOCTH
Kprnonpo6umpkun SBNSAKOTCA HETOKCUYHBIM annmporeHHbIM NPOAYKTOM, O4HOPa30BOro NCNOJIb30BaHUS.

Kpronpo6ypKku NocTaBsikoTCs He CTepuibHbIMU. KpMoNpo6upKn YCTOMUMBLI K CTEpUIM3aumMy NapoBbiM METOA0M

npun Temnepatype (121+1)° C BTeyeHune (20+£2) MuH.

Mpu paboTe c KpMONpo6GMpKaMu, coaepxalmmmn 6uomarepransl, cnegyeT HageBaTb 04HOPa30Bble Pe3nHOBbIe
nepuarku, Bo n36exaHve pucka MHPUUMPOBaAHUS NepcoHana 6ruomaTepuanomM. He 1UCMNob30BaTh MO OKOHYAHUK
CpoKa roiHOCTU. He Mcrnonb3oBaTk He Mo Ha3HAauYeHUo. He UCMosib30BaTh NPU 0GHAPYXEHUN MeXaHWUeCKnx

MOBPEXAEHWA.
5. CsefeHusa 06 yTunmsaumm

N3penns, nmeBLUME KOHTAKTe KPOBbLIO U/WUAW APYTMMU BUNOAOTMYECKMMU XNAKOCTAMN, NOASEXAT yTUAn3aumm
no CaHlnuH 2.1.7.2790-10 knacc b c 06a3atenbHbIM 06e33apaxBaHneM NyTeEM CTepumM3auum ArobIMU Ha
[aHHOM npeanpuaTre ycTaHOBNEHHbIMU MeToAaMu. Hencnonb3oBaHHble (HEe MMeBLUME KOHTaKTa C KPOBbO U/Nn
ap. 6UMONOrNYECKUMIU XNAKOCTAMN) BTOM YMC/E C UCTEKLLMM CPOKOM roAHOCTU yTunuaupyrotcs no CaHlvH

2.1.7.2790-10 knacc A.
6. [apaHTUM N3rotToBUTENSA
M3rotoButens: «/IBJ/1 TekHonomxmc MueX yHa Ko. KM», opmngnyecknin agpec: 'epmanus, 74564, T.
Kpaiinbexanm, Teogop-LUTtopm-LWTpace, a. 17
M3roToBuTENbL rapaHTUPYeT COOTBETCTBUE U3Ae/Nns TPe6oBaHNAM HOPM” MbIHUA AMKyMemMTaumn (ISO

9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UC3/i CWSkl09$3

12-2015, MOCT iSO 10993-18-2011, INOCT iSO 10993-1-2011) npn cobnogeH
XpaHeHUs1 N MPUMEHEHUsT B TeHeHMe CpoKa roAHOCTU. I'
FapaHTuiiHble 06513aTeNbCTBA U3rOTOBUTENS U/UN ero npeacTaBuTens i

MeAMLUMHCKOe 13fenue B crlyuyae HeHa 1exalllero XpaHeHus, TpaHcnopTmp 30BaHVA MeJuuy CHOro

H& Co. KG

nagenus.
itor-'u-StraBe
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MacnopT
Kpnonpobunpkn o6bemom 1,2 mn 6e3 2D WwTpux-koaa, ¢ BHYTPEHHE

Cepus 2A0141 JlaTta n3rotosnieHns

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl Ansa c6opa, 06paboTkm, KOHCepBauun 1 XpaHeHns 6nonornyecknx obpasLos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NApPOB XuAKoro asota (LN2), ansa uenen nonyyveHus
MHdopMaLmn Npy NPoBeAeHNN MeANLMHCKUX UccnefoBaHuii in vitro B nabopatopusax MeanLMHCKUX yUpexxaeHni.
O6pasuamn aBAKOTCA: BUoNOrMyeckue XmnaKkocTm (KpoBb, naasMa KpoBu, crepma) Yenoseka v TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pa3Lbl KOXXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTtepwvan nsrotosneHus nonunponuneH Purell HP371P
[abapnTHble pa3mepbl (AUamMeTp X BbICOTA) 0 12,6 x 42,7 MmMm.
Pabouunii 6bém 1,2 mn.
Hanuuve KpbIwKn [a, CynnoTHUTENEM N3 CUIMKOHOBOW pPe3vHbl
Tun pe3b6bl Ha KPUonpobupke BHYTPEHHSA
Pabounii TemnepatypHbIi gMana3oH OT1-196 °C po -86°C
Hanunumne/Tun 2D wTtpux-koga HeT
YCTONUMBOCTb K LLeHTpUdYyrmpoBaHunio [0 3000g no NpoaosibHOW ocu
Noka3aTenb repMeTU4yHOCTU 00 95kMa
Macca ofHOI Kprnonpoo6upKU/KpbILKN 0,84/0,7 .
YCTOMUMBOCTbL K CTepuUnnsaumnmn napoBbIM MeTOAOM MNpu TemnepaType (121+1)°C
Hanuuve rpagyvpoBku HeT

3.  YnakoBka, TpaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecneynBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI ynakoBKe NpeAnpuaTUA U3roToBUTess B AuanasoHe Temnepartyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. NMpenoxpaHAaTb OT NPSAMOro nonagaHnsi 0caZikos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOlM yNakoBke NpeanpuaTna n3rotoButens, niberas saHaunTebHbIX
KonebaHuii TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CYyXOM NpOX/1iaiHOM MecTe B Anana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6umpku ABNAKOTCA HETOKCMYHBIM annporeHHbIM NPOAYKTOM, O4HOPa30BOro NCNOJIb30BaHUS.
Kpronpobupky NocTaBnstoTcA He CTepusibHbIMU. KpMonpobupky yCcTonumBbl K CTEpUM3aLmMm napoBbiM MeETOAO0OM
npu Temneparype (121+1)° C B TeueHne (20+2) MuH.

Mpun paboTe c Kpnonpobupkamn, cogepxalnmm romatepuasnsl, cnegyet HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne pucka NHOUUMPOBaHUA NepcoHasia buomaTepmasioM. He ncnosib3oBaTb NO OKOHYaHUK
CpoOKa rogHocTu. He ncnosnb3oBaTb He MO HasHayeHUto. He ncnonb3oBatb NpU 06HapPYXEHUN MexXaHNYeCcKuUx
noBpeXaeHn.

5. CBepgeHusi 06 ytunusaymn

N3penns, nmeBllne KOHTaKTe KPOBbHO WU/WUAV ApYTrMMU BUOAOTMYECKMMU XNAKOCTAMU, NoAnexaT yTuansaumm
no CaHlnH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06€e33apaxnBaHueM nyTemMm ctepuamnsaymm nobbiMu Ha
[aHHOM npeanpuaTue yCTaHOBNEHHbIMU MeToAaMu. Hencnosib3oBaHHbIe (He MMEeBLLUNE KOHTaKTa C KPOBbo U/Nn
ap. 6UONOrNYECKUMU XNLKOCTAMUN) B TOM YMCE C UCTEKLLIMM CPOKOM roAHOCTU yTunuaupyrTes no CaHlMvH
2.1.7.2790-10 knacc A.

6. TlapaHTUM narotoBuTENN

MarotoButens: «JIBJ1 TekHonogxmc MmeXyHa Ko. KM», topugnyeckuii agpec: epmanus, 74564, T.
Kpainbexaim, Teogop-LUTopm-LWTpace, 4. 17

M3roToBuTENbL rapaHTUPyeT COOTBETCTBME U3aenNuns Tpe6oBaHNAM HOpPMaTUBHOM AoKyMeHTauun (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, I'OCT U(:0/~
12-2015, I'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobntoge|<u|
XpaHeHns N NPUMEHEHNSA B TeYeHne Cpoka rogHoCTH.

FapaHTUiiHble 06s3aTeNbCTBA U3rOTOBUTENST /UMK ero npeacTaBuTens 3 0s
MeAULNHCKOE U3Ae/IME B C/Ty4ae HEeHA IeXallero XpaHeHns, TpaHcnopTupoBUTT icr o/ib30BaHiis MC  “VIHC KOTO
nsaenus. /| Gr & Co. KG

ail“~m AGewnany
+49 7951 713 20
Telefax;"d-49 7951 95613 33
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MacnopTt

Kprionpo6upkn o6bemom 0,3 mn 6e3 2D LTPUX-KOAa, C BHYTPEHHEW/P
YYW\WNTefagres-

Cepusa 2A01331 JaTa n3rotosrieHns

1. Ha3HaueHue
Kpronpo6upkun npegHasHaveHbl ans cbopa, 06paboTku, KoHCepBaLUMn U XpaHeHUs BMonormyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C ¢ ncnosb3oBaHMEM NapoB Xnakoro asota (LN2), ans ueneii nonyyeHms
MHdopMaLMn Npu NPoBeAeHNN MeAULIMHCKUX NCCneaoBaHuii in vitro B 1abopaTopmsax MeanUUHCKUX YUPeXaeHWin.
O6pasuammn ABNAITCA: 6MONOrNYecKne XMaKocTn (KPoBb, Naasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX NOKPOBOB)

2.
MaTepvan n3rotoBsieHus nonvnponuneH Purell HP371P
[abapuTHble pa3mepbl (AuaMeTp X BbiCOTa) 0 8,8 x 32 MM.
Pabounii 6Em 0,3 M.
Hannume KpbIWwKkn [a, CynnoTHUTENEM N3 CUIMKOHOBOW pe3uvHbl
Tvn pe3bbbl HA KPUONpobupke BHYTPEHHSA
Pabounin TemnepaTypHbIi AnanasoH OT-196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTONUMBOCTb K LLEeHTPUdYrMpoBaHmio [0 3000g o nNpoaosibHOW ocu
Moka3aTenb repMeTnYyHOCTU 0o 95kMa
Macca ogHOIn KpMonpoOUPKU/KPbILWKN 0,24/0,1 r.
YCTOUMBOCTb K CTEpUM3aLum napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBkKa, TpPaHCMOPTMPOBKa MU XpaHeHue

YnakoBka ob6ecneynBaeT COXPaHHOCTb U34eNA NPy TPaHCMOPTUPOBKE. Kpnonpobupku TpaHCNopTUPYHOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTUa M3rotoBuUTeNs B AnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTH
[0 98% npu Temnepatype +25°C. NpegoxpaHaTb OT NPSIMOro nornagaHnsa ocaZikos.

Kprnonpo6upku XpaHAaT B repMeTUYHO 3aKpbITOM yrnakoBKe npeAnpusaTusa N3roToBUTeNs, nsberas aHaumTe IbHbIX
KonebaHuii TemnepaTypbl BO BpeMsi XpaHeHNs. XpaHUTb B CyXOM MNPOXJ1afHOM MecTe Bauanas3oHe Temnepatyp (+5
- +40)°C n BnaxkHocTn 8o 80% npu Temnepatype +25°C.

4., TpeboBaHuA 6e30MacHOCTU

Kprnonpo6umpku SBNSAKOTCA HETOKCUYHBIM annMporeHHbIM NPoAYyKTOM, O4HOPa30BOro UCMNoIb30BaHUS.
Kpronpo6upkn noctaBnsaoTcAa He CTepu/ibHbIMU. Kpronpobupkn ycTonumBbl K cTepUan3anmm naposbiM MeTOA0M
npu Temnepatype (121+1)° C BTeyeHne (20+£2) MuH.

Mpun paboTe c Kpronpobupkamn, cogepxalnmm romatepuanbl, cnefyeT HafeBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTkun, BO ns3bexaHne pucka MHGrUMpoBaHnsa nepcoHana buomarepmnanom. He MCNo/b30BaTb NO OKOHYaHUM
Cpoka rogHocTtu. He ncnonb3oBaTb He MO HasHayeHuto. He ncnonb3oBaTb NPy 06HaAPYXXEHNUN MeXaHUYeCKnX
NoOBPEeXAEHNIA.

5. CsefeHus 06 yTnansaumu

N3penns, nmeBLUME KOHTAKT C KPOBbIO U/UAN APYTMMN BUOMOTMYECKUMN XNAKOCTAMU, nogaexar yTuamsaunm
no CaHluH 2.1.7.2790-10 knacc b c o6a3arensHbIM 06e33apaxmBaHneM NyTeM CcTepuamsaunm nobbIMm1 Ha
[aHHOM npeanpuaTue ycTaHOB/EHHbIMU MeTogaMn. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbHO U/Unun
Ap. 6UONOrNYECKUMU XULKOCTAMN) B TOM YMC/E C UCTEKLWINM CPOKOM FOAHOCTU YTUAmM3mpytotea no CaHlflunH
2.1.7.2790-10 knacc A

6. TlapaHTuu nsroToBuTENA

M3rotoButens: «J/1BJ1 TekHonopxuc MueX yHa Ko. KM», opunanyeckuii agpec: NepmaHus, 74564, r.
Kpaiinbcxairim, Teogop-LUTtopm-LWTpace, 4. 17

M3roToBUTENb rapaHTUPYeT COOTBETCTBUE U3AENUSA TPeGOBaHMUSIM HOPMATUBHOW fokyMeHTauum (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3K 1;?025-2009. 'OCT ISO Ip gQT-
12-2015, FOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cobt0AeHLWT
XpaHeHUs1 N NPUMEHEHNS B TeYEHUE CPoKa rofHOCTH.

[apaHTuiiHble 06s3aTeNIbCTBa U3roToBUTENSA N/UNK ero npeacraBuTesnt:||
MeAVLUNHCKOe n3fenve B Ccrlydae HeHagsexallero xpaHeHus, TpancnopTii
n3genus.

Hekoro

(1 Jrtjo. KG

___ Crailsheil's—«Brrany
Telefon; +49 7951 95613 20
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU Telefax: +49 7951 95613 33



MacnopTt

Kpnonpobunpkn o6bemom 1,6 mn 6e3 2D WwTpmx-Koaa, C BHELLHEN pe3b06oi, ¢ yVV | vV L

Cepus 2A01433 JaTta nsrotosneHus

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl ans cbopa, 06paboTku, KOHCEpBaLMM U XpaHEHUA 6MOoNorMyecknx ob6pasuLos
npu Temneparype MuHyc (196-86)°C ¢ ncnosnb3oBaHMEM NapoB Xnakoro asota (LN2), ans uenein nonyyeHns
nHdopMaLmn Npy NpPoBeAeHNN MeVULMHCKMX UCcneaoBaHuii in vitro B nabopartopusx MeAnLMHCKUX YUpexaeHni.
O6pasuamn SBAKOTCA: BUONOrMYecKne XMAKocTn (KpoBb, Nnsasma KpoBW, crnepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKME XapaKTePUCTUKN
Martepvan u3rotosneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AnaMeTp X BbICOTA) 0 12,6x43,9MmMm.
Pa6ounin 06bEM 1,6 mn.
Hanuuve KpblILWKn [a, cynnotHutenem n3 CUIMKOHOBOW Pe3vHbI
Tvn pe3b6bl Ha KpUonpobupke BHeLUHSAA
Pabounii TemnepaTypHbIii gMana3oH OT1-196 °C po -86°C
Hanuune/tun 2D wTtpux-koga HeT
YCTONYMBOCTb K LEHTPUYTMPOBaHUIO 00 3000g No NpoAonbLHOM ocn
Moka3artesib repMeTUYHOCTH 0o 95kMa
Macca ogHON KpMonpooOupKKU/KpbILWKN 1,13/0,8 1.
YCTONUMBOCTb K CTEpUIN3aLmnmn napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanunuuve rpagyvmpoBku HeT

3.  YnakoBKa, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecneynBaeT COXPaHHOCTb U3AENNIA NPY TPaHCMOPTUPOBKE. Kpnonpoobumpky TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM YNakoBKe NpeanpuaTua U3rotoBuTesist B AnanasoHe Temnepatyp oT (- 50 go +50) °C v BlaxHOCTH
[0 98% npu Temnepatype +25°C. NpegoxpaHaTb OT NPSAMOro nornagaHnsa ocakos.

Kpronpo6upkun XpaHAaT B repMeTUHHO 3aKpbITON yrnakoBKe NpeanpuaTUsa U3roToBuUTens, nsberas sHaumTeIbHbIX
konebaHuin TeMmnepaTypbl BO BPeEMs XpaHeHUs. XpaHUTb B CyXOM NpOX/afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kprnonpo6umpku SBNSAKOTCA HETOKCUYHBIM annMporeHHbIM NPoAYyKTOM, O4HOPa30BOro UCMNoib30BaHuUs.
Kprnonpo6bupkn NoctaBnstoTCA He CTepUNbHbIMU. Kpuonpobunpky yCToiumnBbl K CTEpUAN3aumm napoBbiM MeTO40M
npu Temneparype (121+1)° C B TeueHune (20+2) MUH.

Mpn paboTe c KpUonNnpobmMpkamu, cogepxalimmm 6uomarepuasnsl, crefyeT HageBaTb O4HOPAa30Bble Pe3nHOBbIE
nep4yaTtkun, BO n3bexaHne pucka NHPUUMPOBaHUSA NepcoHana buomarepnanom. He MCNoO/b30BaTh NO OKOHYaHUMU
CpoOKa rogHocTu. He ncnonb3oBaTb He MO HasHayvyeHuto. He ncnonb3oBaTb NPy O6HapPYXXeHUU MexaHU4ecKnx
NOBPEXAEHWA.

5. CsegeHns 06 ytununsaumun

N3penns, nmeBLlIMe KOHTaKT C KPOBbIO U/MN APYTUMKN BUONOTNYECKUMN XUAKOCTAMU, NOAMeXaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc bc 06s3aTensLHbIM 06e33apaXknBaHneM NyTeM CTepuUM3auum lobbIMN Ha
[aHHOM npeanpuaTye yCTaHOBNEHHbIMU MeToAaMun. Hencnonb3oBaHHble (He MMEeBLUME KOHTaKTa C KPOBbO U/Unun
ap. 6UMONOrNYECKUMU XNAKOCTAMU) B TOM YMCNE C UCTEKLLMM CPOKOM FOAHOCTU YTUAn3npytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. TlapaHTMn n3roToBuTENSA

M3rotoButenb: «JIBJ1 TekHonomxkmc MeX yHa Ko. KM», topugnyeckuii agpec: Mepmanuns, 74564, T.
Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, a. 17

M3roToBUTENb rapaHTUpPyeT COOTBETCTBUE N3aenuns TpeboBaHMUsIM HOpMaTUBHO fokymeHTauum (1ISO
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, OC! L0993-
12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npw cobn
XpaHeHns N NPUMEHEHNS B TeYeHne Cpoka rogHOCTW.

lapaHTUiiHble 065a3aTeNIbCTBa U3roToBUTENSA U/ ero npeacrasute|n
MeAVLWHCKOE U3aenne B Crlyvae HeHaanexallero XxpaHeHusl, TpaHcno HCKOro
nagenus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MNMacnopT
Kprionpobupkn o6beMom 0,5 mn 6e3 2D WTprX-Koaa, C BHYTPEHHE?

Cepus 2A1372 [arta n3rotossieHnA

1. Ha3HaueHne
Kpronpo6bupkn npegHasHaveHbl ansa cbopa, 06paboTku, KoHCepBaLMN U XpaHeHUs 61onorMyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM MNapoB Xuakoro asorta (LN2), ans uenein nonyyeHms
MHdopMaLmn Npy NPoBeAeHNN MeANLIMHCKUX UccnefoBaHuii in vitro B nabopatopmsax MeaAnLMHCKUX yUYpexxaeHni.
O6pasuamn gBAKOTCA: BUoNormyeckue XXMaKocTn (KpoBb, nsasma KpoBu, crnepmMa) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasubl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHUYECKMNE XapaKTePUCTUKN
MaTtepwvan nsrotosneHus nonunponuneH Purell HP371P
[abapnTHble pa3mepbl (AnameTp X BbICOTa) 0 8,8 x 33 mm.
Pa6bounii 6bém 0,5 mn.
Hanuuve KpblIwkm [a, C ynAoTHUTeNIeM U3 CUJIMKOHOBOW pPe3nHbl
Tvn pe3b6bl Ha KPpUonpobupke BHYTPEHHSA
Pabouunii TemnepaTypHbI AgnanasoH OT1-196 °C pgo -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTONUMBOCTb K LLeHTPUYrMpoBaHnio A0 3000g no NpoAosibHOWM ocn
Moka3aTenb repMeTUYHOCTU o 95kMa
Macca oHOW KpUonpoounpKn/KpbILLKK 0,4/0,1r.
YCTON4MBOCTb K CTEepumsaLmm napoBbIM MeTOA0M Npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. ¥YnakoBka, TP@HCNOPTMPOBKA U XpaHeHne

YnakoBka o6ecrneumBaeT COXPaHHOCTb MU3AeNNA NPy TPAHCNOPTUPOBKE. KpnMonpoobupku TpaHCNopTUPYOT B
TPaHCNOPTHOW ynakoBKe NpeAnpuaTUA U3roToBuTena BAnanasoHe Temnepartyp oT (- 50 go +50) °C n BNaxHOCTn
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSMOro nonagaHnsa ocaZikos.

Kprnonpo6umpku XpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpusitusa N3rotoBUTens, nsberas sHaunTesibHbIX
konebaHuii TemnepaTypbl BO BPEMS XpaHEeHUs. XpaHUTb B CYyXOM NpOX/afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kprnonpo6umpku SBNAKOTCA HETOKCMYHBIM anvporeHHbIM NpoAyKToOM, 04HOPa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn NOCTaBNAKTCA He CTEPUNbHLIMU. KpMonpoburpky yCcToiumBbl K CTEpPUAM3aLMM NapoBbiIM METOA0M
npu Temnepatype (121+1)° C BTeueHne (20+2) MUH.

Mpn paboTe c Kpuonpobupkamn, cogepxalmnmm romaTeprabl, crefyeT HageBaTb O4HOPAa30Bble Pe3VHOBbIE
nep4yaTku, BO nsbexaHne pucka MHPUUMPOBaHUSA nepcoHana buomarepmnanom. He ncnosb3oBaTb N0 OKOHYaHUN
CpoOKa rogHocTu. He ncnonb3oBaTb He MO HazHayeHWto. He ncnonb3oBaThb Npy 06HaAPY>XeHNUN MeXaHU4eCcKnx
NOBPEXAEHWIA.

5. CBepgeHusi 06 yTnamnsaunm

N3pennsa, nmeslune KOHTaKTe KPOBbIO U/NMN APYTUMN BUONOTMYECKUMU XUAKOCTAMU, NoAexar yTuamsauum
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTenibHbIM 06e33apaXnBaHUeM NyTemM CTepumsauum ArobIMN Ha
[aHHOM npeanpuaTue yCTaHOB/AEHHbIMU MeToAaMu. Hencnosib3oBaHHbIe (He MMeBLLUNE KOHTaKTa C KPOBbIO U/nnun
Ap. 6UONOrNYECKUMN XULKOCTAMN) B TOM YUC/IE C UCTEKLLIMM CPOKOM FOAHOCTU YTUnnsnpyrotcs no CaHlMvuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBuTeENs

MarotoButens: «/1BJ1 TekHonomxkmc MvoX yHa Ko. KM», topyugnyeckuii agpec: Mepmanuns, 74564, r.
Kpaiinbexaiim, Teogop-LUTtopm-LWTpace, 4. 17

N3roToBUTENb rapaHTMpPyeT COOTBETCTBUE U3AENNS TPEGOBAHUSAM i MeHTauun (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, 4 10993-
12-2015, OCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npw cobn
XpaHeHns N NPUMEHEHNS B TeYeHne cpoka rogHOCTW.

lapaHTWiiHble 0653aTe/IbCTBa U3roTOBUTENS U/MNK ero npeacras”

MeAVUNHCKOe 13fenve B Crlydae HeHaa/1exallero XxpaHeHus, TpaHcn LIMHCKOrO
n3genus.
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MacnopTt

Kprionpo6upkn o6bemom 1,0 mn 6e3 2D LWTpKX-KoAa, C BHYTPEHHE!

Cepusa 2A0138 JaTa n3rotosrieHns

1. Ha3HaueHue
Kpronpobupkn npegHasHaveHbl ans céopa, 06paboTku, KOHCeEpBaUMN 1 XpaHeHUss BMonornyecknx oépasyos
npu Temnepatype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NApPOB XuAKoro asota (LN2), ansa uenen nonyyveHus
MHdopMaLmn Npy NPoBeAeHNN MeAULMHCKUX nccnefoBaHui in vitro B nabopatopmsaix MeAnLMHCKUX YUpexaeHni.
O6pasuamn ABASIOTCA: GUONOrMYeckue XXMAKocTn (KpoBb, nsasma KpoBW, cnepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUNKN
Martepvan n3rotoBneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3Mepbl (AUameTp X BbicOTa) 0 8,8 x 51,5 mm.
Pabounii 6bEM 1,0 mn.
Hanunuve KpblILWKn [a, CynnoTHUTesNIeEM U3 CU/IMKOHOBOW PE3UHbI
Tvn pe3bObl Ha KpUonpobupke BHYTPEHHSA
Pabouunii TemnepaTypHbIi gMana3oH OT1-196 °C pgo -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEEHTpUyrnpoBaHunto n0 3000g no NpoAosibHOM ocn
[Moka3aTenb repMeTUYHOCTU 0o 95kMa
Macca ogHON KprUonpooUpKU/KpbILWKN 0,7/0,1 .
YCTONUMBOCTL K CTEpUNN3aLIN napoBbIM MeETOAOM MNpu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TPaHCMoOpTMPOBKa U XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb U3A4e/InA NPy TPaHCMOPTUPOBKE. Kpnonpoobumpku TpaHCNOPTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpuaTuUa N3rotoBuTeNs B AnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHoCTn
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSAMOro nonagaHnsi 0caZikos.

Kpronpo6bupkn XpaHAaT B repMeTUUYHO 3aKpPbITON YNakoBKe NpeanpusaTua U3rotoBuTens, nsberas sHaunTeIbHbIX
KonebaHWin TemnepaTypbl BO BPeMs XpaHeHUs. XpaHUTb B CyXOM NPOX/J1agHOM MecTe B Auana3oHe TemnepaTyp (+5
- +40)°C n BnaxxHocTtn go 80% npu Temnepatype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkun SABNSAKOTCA HETOKCUYHBIM anMporeHHbIM NPoAyKTOM, O4HOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn noctaBnstoTCA He CTePUbHbIMU. KpUonpo6urpKn yCcToiumnBbl K CTepuamnsaumm napoBbiM METOA0M
npu Temneparype (121+1)° C B TeyeHune (20+2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxalmnmm rnomaTepuanbl, cnefyeT HaaeBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHne pucka MHPUUMPOBaHUSA rnepcoHasia buomarepnanom. He MCnonb30BaTb NO OKOHYaHUMU
Cpoka rogHocTu. He ncnonb3oBaTb He Mo HazHayeHto. He ncnonb3oBaTh NPy O6HaPYXEHUU MeXaHU4eCKnx
NOBPEXAEHWA.

5. CegeHunsa 06 ytunusaumu

N3penns, nmeBLlIMe KOHTAKT C KPOBbIO U/MAN APYTUMW BUOMOTMYECKUMN XUAKOCTAMU, Nogsexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6a3arenbHbIM 06e33apaxkmBaHneM NyTem cTepunnsaummn obbIMN Ha
OaHHOM npeanpuaTue yCTaHOBNEHHbIMU MeToAaMu. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbIO U/Nn
ap. 6UMONOrNYECKUMU XNLKOCTAMN) B TOM YMC/IE C UCTEKLLUM CPOKOM FOLAHOCTU YTUAn3npyroTcs no CaHlMuH
2.1.7.2790-10 knacc A

6. [apaHTUM nsroToBUTENA

MarotoButens: «J1BJ1 TekHonogxuc NmeXyHpa Ko. KM», opunanyeckuii agpec: Nepmanus, 74564, r.
Kpainbcxanm, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTENbL rapaHTUPYyeT COOTBETCTBUE N3LeNnsa TpeboBaHUSAM HOpMaTUBHOM fokyMeHTauun (1ISO
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCP/M3K 170~
12-2015, I'OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npn cobnoge™
XpaHeHns N NPUMEHEHUS BTeYeHMe Cpoka rogHOCTW.

apaHTUiiHble 0653aTeNbCTBa U3roTOBUTENA U/ ero npeacTaBuTens B MpocTpaHarTca Ha.
MeOULMNHCKOe uU3genue B c/lydae HeHajexallero xpaHeHus, TpaHcnoptup! toNb368N L <iiegNMiA”™Ncr oro
INbH&Co.KG
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(Jranefrii/~errTeriy
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MacnopTt

Kprionpobupku o6bemom 1,8 mn 6e3 2D LWTpux-kog, ¢ BHELLHel pe3b6ol, ¢

A
,“nclog,c.
Cepusa 14P10556001 JaTa narotosneHus 9

1. Ha3sHaueHue
Kpronpo6bupku npegHasHayveHbl ans cbopa, 06paboTku, KoHCepBaunm 1 XxpaHeHUs ronornyecknx obpasuos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHMeEM MapoB Xunakoro asota (LN2), ans uenen nonyyveHus
MHdopMaLmn Npy NPoBeAeHNN MeAULMHCKUX MccnefoBaHuii in vitro B 1abopaTtopusax MeguuMHCKUX YUpexaeHni.
O6pasuamn ABASIOTCA: BLUONOrM4eckne XMAKocTn (KpoBb, nsasma KpoBu, crnepmMa) yYesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUKN
MaTtepwan n3rotosseHus nonunponuneH Pureii HP371P
[abapnTHbIe pa3mepbl (AUameTp X BbiCcOTa) 0 12,6x46,0mMM.
Pa6bouunii 06bEM 1,8 mn.
Hannuyve KpbILWKM [a, cynnotHuTenem n3 CUAMKOHOBOW Pe3UHbI
Tvn pe3bb6bl Ha KpUonpobupke BHeLUHSAA
Pabouunii TemnepaTypHbIi gManasoH 0OT1-196 °C po -86“C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEEHTPUYyrnpoBaHunto A0 3000g no NpoAosibHOM ocn
[Noka3aTenb repMeTYHOCTU no 95kMa
Macca ofgHOI KprnonpooupKU/KpbILWKN 1,25/0,8 1.
YCTONUMBOCTb K CTepumsaumnm napoBbIM METOAOM Mpu Temnepatype (121+1)°C
Hanuuuve rpagympoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka obecneymBaeT COXpPaHHOCTb U3AeNNA Npy TPAHCNOPTUPOBKE. Kpnonpobupku TpaHCnopTUpYOT B
TPaHCNOPTHOM yNakoBKe NpeanpusTMSa U3rotoBuTesst B AnanasoHe Temnepatyp oT (- 50 go +50) °C u BnaxHOCTH
[0 98% npu Temnepartype +25°C. MNMpefoxpaHAaTb OT NPSAMOro nonagaHusi 0CaZikos.

Kprnonpo6umpkn XpaHAT B repMeTMHHO 3aKpPbITON yrnakoBKe NpeanpusaTus U3rotoBuTens, nsberas s3HaunTeNbHbIX
KonebaHnin TemnepaTypbl BO BPeEMSI XpaHeHUs. XpaHUTb B CYXOM NPOX/1agHOM MecTe B ananasoHe TemnepaTyp (+5
- +40)°C n BnaxHocTtn Ao 80% npwu Temnepartype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6urpku SBNSAKOTCA HETOKCMYHbBIM anvporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn NOCTaBNATCA He CTEPUbHbIMU. KpMonpobunpky yCcToiumBbl K CTEpPUAN3aLMM NapoBbiIM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20+2) MUH.

Mpun paboTe ¢ Kpuonpobupkamn, cogepxalmnmm éruomarepuasnbl, crneagyeTt HageBaTb O4HOPAa30Bble PeE3VHOBbIE
nepyaTku, BO n3bexaHue pucka MHOULMPOBaHUA NepcoHasia 6uomaTepuasiom. He ncnonb3oBaTb MO OKOHYaHUN
CpoOKa rogHoOCTU. He ncnonb3oBaTb He Mo HazHayeHWto. He ncnonb3oBatb NpyY 06HaAPY>XEHNN MeXaHUYeCKnXx
NOBPEXOEHWNIA.

5. CsefeHunsa o6 ytunusauunm

N3penunsa, nmeBLUME KOHTAKT C KPOBbIO U/WUAW APYTMMU BMOMIOTMYECKUMWN XUOKOCTAMMU, NoAnexart yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc bc obs3aTenibHbIM 06e33apaxknBaHneM NyTeM CTepuMsauum NobIMU Ha
[aHHOM npeanpuaTUe YCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbHO U/unuv
4p. 6MONOrNYECKUMU XNAKOCTAMU) B TOM YMC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUAn3npytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUn nsrotosBuTens

MarotoButens: «JIBJ1 TekHonogxuc MueX yHa Ko. KIM», topngndecknin agpec: NepmaHus, 74564, T.
Kpainbcxaim, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTe b rapaHTUpPYeT COOTBETCTBUE U3aenusa TpeboBaHUAM HOpMaTMBHOM gokymMmeHTauun (1ISO
9001:2008 IOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/M 3K 17U2b-2009J.ULi; ~ 109 }3-
12-2015, OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npw cobnoae||k
XpaHeHns 1N NPYMEHEHNA B TeYeHne Cpoka rogHOCTW.

MapaHTUliHble 0653aTe/IbCTBa U3roTOBUTENS U/UNK ero NpeacTaBuUTeNs e
MeAVLNHCKOe n3fenne B crlydae HeHaslexallero XxpaHeHus, TpaHCnopTMpoB CHOro
n3genus.

' oreM1e1n\Osl T 1Vy
+49 79575613 20

Telefax\+49 7951 95613 33_
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MNMacnopTt

Kprionpo6upkm obbemom 0,75 Mn 6e3 2D LTpKX-KoAa, C BHYTPEHHE

Amvalanle
Cepus 2A0139 Jlata U3roToBneHust 12;7g(yologle.

1. Ha3HaueHue
Kpronpo6upkun npegHasHaveHbl ansa cbopa, 06paboTkm, KOHCeEpBaLUMN 1 XpaHeHUss BMonornyecknx obpasyos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHMeM MapoB Xxunakoro asota (LN2), ons ueneii nonyyeHns
MHdopMaLumn Npyu NpoBeAeHNN MegULMHCKMX UccnefoBaHnii in vitro B nabopaTtopuax MeanLMHCKUX yUupexaeHni.
O6pasuamn ABASIOTCA: BUONOTrMUYeCcKne XXNAKOCTN (KPOBb, Nnasma KpoBuW, cnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3roToBneHus nonvnponuned Purell HP371P

[abapnTHbIe pa3mepbl (AnameTp X BbiCcOTa) 0 8,8 x 44,2 MM.

Pabounin 66ém 0,75 mn.

Hann4yve KpbIWKn 4a, CynnoTHUTENIEM U3 CU/TMKOHOBOW PE3UHbI
Tun pe3bObl Ha KprUonpobupke BHYTPEHHSISI

Pabouunii TemnepaTypHbI gManasoH OT-196 "C go -86°C

Hanuune/tun 2D wTpux-koga HeT

YCTOMUMBOCTb K LLEEHTPUYrnpoBaHunto [0 3000g no npofosibHol ocu

Moka3aTenb repMeTnYHOCTU [0 95klMa

Macca ogHON KprUonpooOUpPKU/KpPbILWKN 0,45/0,1 r.

YCTOUMBOCTL K CTEpUNnN3aLmm napoBbIM MeTOA0M Npu Temnepatype (121+1)°C
Hannuve rpagyvipoBKun HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka o6ecneumBaeT COXPaHHOCTb U3aenvii Npy TpaHCNopTupoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe npeanpuaTUa N3rotoBuTeNs BAnanasoHe Temnepatyp oT (- 50 go +50) “C u BnaxHoCTn
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPSMOro rnonagaHnsa ocakos.

Kprnonpo6umpkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe NpeanpusaTus U3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHuin TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CYXOM NPOX/1agHOM MeCTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHusA 6€30MacHOCTMU

Kprnonpo6bupku SBNSAOTCA HETOKCMYHbBIM anMporeHHbIM NpoAyKTOM, O4HOPa30BOro MUCMNoib30BaHUS.
Kpronpo6bupkn noctaBnsaoTcs He CTeEPUNbHbIMU. KpMonpobunpky yCToMUMBbI K CTEPUAN3aLMM NapoBbiM METOAOM
npu Temnepatype (121+1)° C B TeueHune (20+2) MuH.

Mpun paboTe c Kpnonpobupkamu, cogepxawmmm éuomarepuasnsl, crefgyeT HaaeBaTb O4HOPa30Bble pe3nHOBbIe
nepyaTtku, BO n3bexaHue pucka MHPULUMPOBaHUSA NepcoHasa buomarepuasiomMm. He ncnonb3oBarb MO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He MO HazHauYeHWo. He Mcnosb3oBaTh NpyY 06HaAPY>XEHNN MeXaHU4eCKnUXx
NoOBpPEXAEHUIA.

5. CsefeHunsa 06 ytunusauunm

N3penuns, nmeBLlIMe KOHTaKT C KPOBbIO U/MAN APYTUMN BMONOTMYECKUMU XUAKOCTAMU, NoAexar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTeNibHbIM 06e33apaxnBaHneM NyTeM CTepPUIM3aLUM NTIOOLIMN Ha
[aHHOM npeanpusaTve yCTaHOBNEHHbIMU MeToAaMun. Hencnosib3oBaHHble (He UMEBLLME KOHTakKTa C KPOBbHO 1U/Unun
ap. 6UONOrMYECKNMIN XNAKOCTAMN) B TOM YUC/IE C UCTEKLLUM CPOKOM FOAHOCTU YyTUAnsmpytotcsa no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBuTENA

M3rotoButenb: «JIBJ1 TekHonogxuc MueX yHa Ko. KM», opunanyeckunii agpec: NepmaHus, 74564, r.
Kpaiinbcxaiim, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTENbL rapaHTUPYeT COOTBETCTBUE N3LeNnsa TpeboBaHMAM HOpMaTuBHOM gokymeHTauun (1ISO
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT ICO/M3K 17025 2000, FOCT B0 10973-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnrogem
XpaHeHns N NPUMEHEHNSA B TeYeHne Cpoka rogHOCTW.

lapaHTuWiiHble 065a3aTesIbCTBa U3roToBUTENSA U/NMN ero NpeacTaBuTens e
MeAVLNHCKOE U3aenne B Crlydae HeHaanexallero XxpaHeHusl, TpaHcnopTupe "’\!M('YI’\r’\Aa50|<oro
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt
Kpronpo6upkn obbemom 0,7 mn 6e3 2D LUTPUX-KOAa, C BHYTPEHHE

Cepusa 2A0144 [ata nsrotosneHus

1. Ha3HaueHue
Kpronpo6upkn npegHasHa4veHbl ans cbopa, 06paboTku, KOHCepBaLMN U XpaHeHUs 61oNorMyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeM NapoB Xnakoro asota (LN2), ans uyenei nonyyeHms
MHdopMaumn Npy NpoBeAeHNN MeAULMHCKUX UCCefoBaHni in vitro B 1abopaTopusax MegULMHCKUX YUPEeXaeHWIA.
O6pasuamu ABAAI0TCS; 61uonornyeckne XmaKkoctn (KpoBb, NnaasmMa KpoBu, CnepmMa) YesioBeka U TKaHu
6nonornyeckre (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
MaTtepuan nsrotosrieHusi nonvnponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AnaMeTp X BbiCOTa) 0 8,8 X43,1 MMm.
Pabounin 6bEm 0,7 mn.
Hannune KpbIwkn Aa, CYNNOTHUTENIeM U3 CU/TIMKOHOBOW Pe3unHbl
Tvn pe3b6bl HA KpUonpobupke BHYTpPEHHSA
Pabounii TemnepaTypHbIi gManasoH OT-196 “C go -86°C
Hanuune/tun 2D wTpux-koga HeT
YCTONUMBOCTb K LLeHTPUYTrMpoBaHnio [0 30009 ro nNpoaosibHo ocu
[MokasaTtesib repmMeTUyHOCTH 0o 95kMa
Macca oHO KprUonpoo6UpKU/KpbILWKN 0,42/0,1 r.
YCTOMUMBOCTb K CTepun3aumm napoBbIM MeTOAO0M Npu Temnepatype (121+1)°C
Hanunuve rpagyvpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka ob6ecneynBaeT COXPaHHOCTb U3A4eNniA Npy TpaHCNOpPTUPoBKe. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpusTMsa U3rotoBuTesist B AnanasoHe temnepatyp ot (- 50 go +50) °C n BnaxHoOCTn
[0 98% npu Temnepatype +25°C. MNMpefoxpaHaTb OT NPSMOro rnornagaHnsa ocakos.

Kprnonpo6umpkn XpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpusaTusa N3rotoBuUTens, usberas 3HaunTe IbHbIX
KkonebaHuii TemnepaTypbl BO BpeMs XpaHeHUS. XpaHUTb B CyXOM NPOXn1afgHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTtn 8o 80% npu temneparype +25°C.

4, TpeboBaHus 6e30MacHOCTH

Kprnonpo6umpkun SABNSAKOTCA HETOKCMYHbIM anvporeHHbIM NpoAYyKTOM, O4HOPa30BOro MUCMNO/1b30BaHUs.
Kpronpo6bupkn noctaBAstoTCA He CTePUbHbIMAU. Kpnonpobunpky yCToiumBbl K CTEpUAN3auum napoBbiM MeETOA0M
npu Temnepatype (121+1)° C B TeyeHne (20£2) MUH.

Mpun paboTe c KpMonpobupkamn, cogepxalmnmm romaTepuanbl, cnefyeT HageBaTb O4HOPa30Bble Pe3NHOBbIE
nepyaTkun, BO n3bexaHne pucka MHMLMPOBaHNA nepcoHasia buomartepnanom. He ncnosb30BaTb N0 OKOHYaHUU
CpoOKa rogHocTu. He ncnonb3oBatb He Mo HazHayeHWto. He MCnosb30oBaTh NpyY O6HAPYXEHUU MeXaHUYeCKnUXx
NOBPEeXAEHNIA.

5. CsegeHns o6 ytuaunsaumu

N3penvs, nmeBLUNe KOHTaKT C KPOBbIO U/MMN APYTMMIN BUONOrNYECKUMN XUAKOCTAMK, NOAJexXaT yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c 06a3arenbHbIM 06e33apaxrBaHMemM NyTeM cTepunnsaummn nobbiMm Ha
[aHHOM npeanpusaTue yCTaHOB/EHHbIMU MeTogaMn. Hencnonb3oBaHHble (He UMEBLLME KOHTaKTa C KPOBbHO n/1an
4p. 6MONOrNYECKUMU XNAKOCTAMU) B TOM YMC/E C UCTEKLLMM CPOKOM FOAHOCTU YTUAn3npyrotes no CaHllunH
2.1.7.2790-10 knacc A

6. TlapaHTuUM nsrotoBuTENA

M3rotoButens; «J/1BJ1 TekHonogxuc MueX yHa Ko. KM», opunanyeckuii agpec; NepmanHus, 74564, r.
Kpaiinbcxaim, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBUE U3aeNnsa TpeboBaHMAM HOPMaTUBHOW AokyMeHTauum (ISO

9001;2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2;2015, I'Q 170272009, MOCT ISO 10993-
12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npwu cob, [HCTOGTPLLIOBKUA,
XpaHeHna n NnpuMeHeHnAa B Te4eHne Cpoka roaHocTu.

FapaHTUiiHbIE 0653aTeNILCTBA U3rOTOBUTE/ISI UK ero NpeacTas HApres tia
MeAULMHCKOE U3JENNe B C/Ty4ae HEHa 1exallero XpaHeHus, TpaHc -, aHnK MeaULMHCKOrO

uspenus. }\Annologies
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MacnopT
Kpnonpo6unpkn o6bemom 5,0 mn 6e3 2D WTpux-koaa, C BHELUHel pe3bboi, ¢ fwm LVL

technologies

Cepusa 14P10203001 [ata n3rotoBneHus 10/2015

1. Ha3HaueHue
Kpronpo6upku npegHasHaveHbl ans cbopa, 06paboTku, KOHCepBaLMN U XpaHeHUA 6MON0rMyecknx ob6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeM NapoB xunakoro asota (LN2), ans ueneii nonyyeHms
nHdopMaLmm Npy NPoBeAeHNN MeAULIMHCKNX UCCefoBaHui in vitro B 1abopaTtopmnsax MeAnLUMHCKUX YUpexaeHni.
O6pasuamn ABASIOTCA: BLUONOrMYeckue XXMAKocTn (KpoBb, nsasma KpoBu, criepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTENUCTUKN
Matepuan nsrotosrieHust nonvnponuneH Purell HP371P
abapnTHble pa3mepbl (AUaMeTp X BbiCOTa) 0 12,6 x88,9MM.
Pabounii 6bEm 5,0 mn.
Hannure Kpbiwkn Aa, CYNNOTHUTENIEM U3 CU/IMKOHOBOW Pe3uHbl
Tun pe3b6bl Ha KPpUonpobupke BHeLLUHAA
Pabounii TemnepatypHbI gManasoH OT-196 °C po -86°C
Hanunumne/Tun 2D wTtpux-koga HeT
YCTONUMBOCTb K LLeHTpUhyrmpoBaHuio [0 30009 ro Npoao/ibLHOWN ocu
[Moka3aTenb repMeTUYHOCTU [0 95kMa
Macca ogHOW KpMonpoOUupKN/KpbILWKN 3,5/0,7r.
YCTOMUMBOCTL K CTepum3aumm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBKa, TPaHCMoOpPTUPOBKa U XpaHeHne

YnakoBka obecneyMBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTUa N3rotoBUTENS B AnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSAMOro rnornagaHnsa ocakos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON yrnakoBKe NpeanpuaTUSa U3roToBUTENS, n3beras 3HaumTe IbHbIX
KonebaHWin TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CyXOM NpoOX/afHOM MecTe BunanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temnepartype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn SABNAKOTCA HETOKCMYHBIM anvporeHHbIM NpoAyKTOM, O4AHOPa30BOro UCMO/1b30BaHUS.
Kpronpo6bupkn NocTaBfsaOTCA He CTEPUbHbIMWU. KpUonpobumpku yCcToiumBbl K CTepuamnsaumm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20£2) MUH.

Mpun paboTe c KpMonpobupkamn, cogepxalwmnmm ruomaTeprasbl, crnegyeTt HageBaTb O4HOPAa30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHne pucka MHPULNMPOBaHNA NepcoHasia buomarepnanom. He MCNO/Ib30BaTb MO OKOHYaHUU
CpoOKa rogHocTu. He ncnonb3oBatb He Mo HazHayeHWo. He NCnonb3oBaTb NPy 06HAPYXEHUN MeXaHUYeCKnX
NoBpPeXAeHNA.

5. CBepgeHusi 06 yTuamsauyum

N3penns, nmeBLlIMe KOHTAKT C KPOBbIO U/MAN APYTUMW BUOMOTMYECKUMN XUAKOCTAMU, Nog/exar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06sa3arenbHbIM 06e33apaxkmBaHnemM NyTeM cTepunnsaummn obbiMn Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTo4aMun. Hencnonb3oBaHHble (HEe UMEBLLME KOHTaKTa C KPOBbIO U/nnun
ap. 6UON0rMYECKUMN XNLKOCTAMN) B TOM YMC/IE C UCTEKLLUM CPOKOM FOAHOCTU yTUAmnsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsroToBuTeENs

M3rotoButenb: «JIBJ1 TekHonomxkmc MvoX yHa Ko. KM», topuanyeckuii agpec: Fepmanuns, 74564, T.
Kpalinbcxalim, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTENbL rapaHTUPyeT COOTBETCTBUE N3AeNunsa TpeboBaHMAM » Mr*«3TUBHP» A KyMe|tmm.11l (150-

9001:2008 FOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCp/MA i9, TOCiarS«0903
12-2015, FOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npw cobnogeH >pa”no”"BJLL,
XpaHeHna N NpuMeHeHNA BTedeHne Cpoka roaHoOCTuU.

lapaHTUiiHble 065A3aTeNIbCTBa U3roTOBUTENS U/MNK ero nNnpeacTaBuTeNs B OATWhml\gleS
MeaUNLUMNHCKOE n3aenne B crlyvyae HeHaaexallero XxpaHeHus, TpaHcnoptTupe’ NCNob30BaHnSA Me,ﬂ'VIU'MHCKbrO
nsgenuvs. GmbH & Co. KC3

| eodor-Stoim-Stra(3e
164 Crailsheim «Gern
7975613
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MacnopT

Kprionpobupku o6bemom 4,0 mn 6e3 2D WTpux-Koaa, ¢ BHELLHel pe3bboii, ¢ A B LV L

Cepusa 14P10556011 Jata n3rotoBneHus

1. Ha3HaueHue
Kprnonpo6upkun npegHasHaveHbl Ansa cbopa, 06paboTku, KoHCepBaUnn 1 XpaHeHUs Bronornyecknx obpasyos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ona yeneii nonyyeHms
nHdopMaLmm Npy NpPoBeAeHNN MeAULIMHCKUX MccneaoBaHuii in vitro B n1abopaTtopusax MeguuUMHCKUX YUpexaeHni.
O6pasuamn aBAKTCA: BUONOTMYEeCcKne XMAKOCTU (KPOBb, Nniasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TEXHUYECKNE Xa0aKTEOUCTUKN
MaTtepuran n3rotoBneHus nonvnponuneH Purell HP371P
[abapuTHble pa3mepbl (AUamMeTp X BbICOTa) 0 12,6x75,2MM.
Pa6bouunii 06bEM 4,0 mn.
Hannuve KpbILWKK [a, c ynnotHuTeNneM U3 CUIMKOHOBOW PE3UHbI
Tvn pe3b6bl Ha Kpuonpobupke BHeLUHSAA
Pabouunii TemnepaTypHbIii Agnana3oH OT-196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEEHTPUAYrMpoBaHnio n0 3000g no NpoAosibHOM ocn
[Moka3arenb repMeTMYHOCTU 00 95klMa
Macca ogHOM KpMonpoOupKN/KpbILWKN 2,8/0,8 .
YCTONUMBOCTb K CTepuM3aumm napoBbIM MeTOAOM Mpu TemnepaType (121+1)°C
Hanunuve rpagyvpoBku HeT

3. YnakoBKa, TPaHCNOPTUPOBKa N XpaHeHune

YnakoBka obecneymBaeT COXPaHHOCTb U3A4e/NA NPy TPaHCMOPTUPOBKE. Kpnonpooupkyu TpaHCNOPTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeAnpuaTna N3rotoBuTeNs BAmanasoHe Temnepatyp oT (- 50 Ao +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSAMOro nonagaHnsa ocaZikos.

Kprnonpo6umpkn XpaHAaT B repMeTUYHO 3aKpbITOl yrnakoBKe npeAnpusaTusa U3rotoBuTens, usberas 3aHaumTe lbHbIX
KonebaHnin TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CyXOM NPOX/1iafHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C n BnaxxHocTtn 8o 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6u1pku SBASAKOTCA HETOKCMYHbIM anvporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/1Ib30BaHUs.
Kpronpo6upkn noctaBnstoTCA He CTePUNbHbIMU. Kpnonpobunpky yCToiumnBbl K CTepunnsauum napoBbiM METOA0M
npu Temneparype (121+1)° C B TeyeHune (20+2) MUH.

Mpn paboTe c KpMonNnpobmupkamum, cogepxall,Mmn 6uomarepuansl, creayeT HaaeBaTb OAHOPAa30Bble Pe3HOBbIE
nepyaTku, BO ns3bexaHne pucka MHGrLMpoBaHnsa nepcoHana 6uomarepmnanom. He ncnosb3oBaTb N0 OKOHYaHUN
CpoOKa rogHocTu. He ncnonb3oBaTb He MO HazHayeHto. He MCNo/b30BaTb NPU 0O6HAPY>XEHUN MeXaHUYeCKnXx
NoBpPeXAeHNA.

5. CsefeHns 06 ytunusaumu

N3penns, nmeBLlIMe KOHTaKT C KPOBbIO N/MAN APYTUMW BUONOrNYECKUMN XUAKOCTAMU, nNogaexar yTuamsaumm
no CaHlunH 2.1.7.2790-10 knacc b c o6sa3arenbHbIM 06e33apaxvBaHMeM NyTeM cTepunnsaummn fobbIMK Ha
[aHHOM npeanpusaTue yCcTaHoOB/EHHbIMU MeTogaMn. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KpOBbHO U/Unun
ap. 6MONOrNYECKUMU XNAKOCTAMU) B TOM YMC/IE C UCTEKLLIMM CPOKOM rOAHOCTU YTUAn3snpyroTcs no CaHlvH
2.1.7.2790-10 knacc A

6. TlapaHTUM nsrotoBUTENA

MarotoButens: «J/1BJ1 TekHonogxuc MeX yHa Ko. KM», ropunanyeckunii agpec: Nepmanus, 74564, T.
Kpainbcxainm, Teogop-LUTopm-LWTpace, 4. 17

M3roToBUTENb rapaHTMpPyeT COOTBETCTBUE U3aenst TpeboBaHUAM HOpPMaTUBHOI foKkyMeHTauun (1ISO
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3K 17025-2009, MOCT ISO 1099"3-
12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cobntoaeHK|
XpaHeHVs 1 NPUMEHEeHNs B TeYeHne CpoKa rofHOCTMU.

[apaHTuUiiHble 0653aTeNIbCTBa U3roToBUTENS U/Mnu ero npeactasurtens B I’

MeAVLMHCKOe n3aenve B Cllydae HeHaaiexallero XxpaHeHus, TpaHcnopTmpe 3
n3genus.
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MacnopT

Kpvonpobupku o6bemom 2,0 Mn 6e3 2D LUTpUX-Kofa, C BHELLHel pe3bol, ¢ LVL

Cepus 14P10556021 [arta nsrotoBneHus

1. Ha3sHaueHue
Kpronpo6bupkn npegHasHaveHbl ans céopa, 06paboTku, KoHCepBaUnmn U XxpaHeHUs Brmonornyecknx oépasyos
npun Temneparype MuHyc (196-86)°C c ncnosib3oBaHMeM NMapoB Xnakoro asota (LN2), ons ueneii nonyyeHns
MHdopMaLum Npy NpoBeAeHUN MeANLMHCKUX NccefoBaHui in vitro B 1abopaTtopmnsaix MegULMHCKUX YUPEXAEHWUIA.
O6pasuamMmn aBAKOTCA: GUONOTMYECKNe XNAKOCTU (KPOBb, Nnasma KpoBW, Crepma) YesioBeka M TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEOUCTUNKN
MaTepuan n3rotoBneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AnameTp X BbicOTa) 0 12,6x46,5MM.
Pa6ouunin 06 bEM 2,0 mn.
Hannuve KpbILWKM [a, cynnotHUTenem m3 CUIMKOHOBOW Pe3UHbI
Tvn pe3b6bl Ha KpMonpobupke BHeLLHAA
Pabouunii TemnepaTypHbI gMana3oH OT-196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LeHTpUdyrmpoBaHuio [0 30009 o nNpoaosibHOW ocu
lMoka3aTesib repmMeTUyHOCTH 0o 95kMMa
Macca ogHON KprUonpoOUpPKU/KpPbILWKN 1,7/0,8 1.
YCTOUMBOCTL K CTEpUNN3ALNN napoBbIM MeETOA40M Npu Temnepatype (121+1)°C
Hanuuve rpagympoBku HeT

3. YnakoBKa, TpaHCMopTUPOBKa U XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb U3A4e/niA Npy TPaHCMOPTUPOBKe. Kpnonpoburpkn TpaHCNOpTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTUa N3rotoBuUTeNs BAManasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepartype +25°C. NpenoxpaHAaTb OT NPSMOro rnonagaHnsa ocaakos.

Kprnonpo6umpkn XpaHAT B repMeTUYHO 3aKPbITOM YNakoBKe NPeanpusaTus U3rotoBuTens, nsberas 3HaunTeIbHbIX
KonebaHWin TemnepaTypbl BO BpeMs XpaHEHUA. XpaHUTb B CyXOM MPoxX/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C u BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6€30MacHOCTU

Kpronpo6bupkun SABNSAKOTCA HETOKCUYHbLIM anmMporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn NocTaBnstoTcA He CTEPUIbHbIMU. KpMonpoburpKn yCTonumBbl K CTepUn3aummn naposbiM MeTOA0M
npu Temnepatype (121+1)° C B TedeHne (20£2) MUH.

Mpun paboTe ¢ Kpnonpobupkamum, cogepxall,umm 6ruomarepuasnbl, crnefyeT HafgeBaTb O4HOPAa30Bble Pe3nHOBbIE
nepyaTtku, BO n3bexaHne pucka NHLMpoBaHnsa nepcoHana bnomarepmasioMm. He UCnosib3oBaTb MO OKOHYaHUN
CpokKa rogHocTu. He ncnonb3oBatb He Mo Ha3HavyeHuo. He Ncnonb3oBaTh NPy 0O6HAPY)XeHUN MeXaHUYeCKnX
NoBpPEeXAeHUN.

5. CegeHunsa 06 ytunusaumu

N3penns, nmeBLlIMe KOHTAKT C KPOBbIO U/WAN APYTUMW BUOMOTMYECKUMN XUAKOCTAMU, NoANexar yTuamsaumm
no CaHluH 2.1.7.2790-10 knacc b c 06a3artenbHbIM 06e33apaxkmBaHneM NyTeEM CTepPUIM3aALUM NTIOOLIMU Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTo4aMu. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/Nn
ap. 6UON0rMYECKUMN XNLKOCTAMN) B TOM YMC/IE C UCTEKLLUM CPOKOM FOAHOCTU YTUAn3npyroTcs no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsroToBUTENA

MarotoButens: «J1BJ1 TekHonopxuc MueX yHa Ko. KM», opunanyeckuii agpec: NepmaHus, 74564, T.

Kpalinbcxarim, Teogop-LUTopm-LWTpace, 4. 17

M3roTtoBuTe/b rapaHTMPYeT COOTBETCTBUE U3AeNNs TPe6OBaHUSAM HOPMATUMMNA g oHYMIH iiiil,iii i (1j1T”
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rOcfnCQ~ A~ |a”Og#-2m ifxillSO |10993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu co6n(4a™ DNeHE  3TUideKu]
XPpaHeHMs1 N NPYMEHeHNs B TeueHne CPoKa rofHOCTM.

FrapaHTUliHble 06A3aTe/IbCTBA U3rOTOBUTENA U/UK ero npeacrasuTe! BacE
MeANLMHCKOE U3AE/Ne B Clydae HeHad/1exaruero XpaHeHus, TpaHcrnopy ||cnonb3oBaHNs MeanLr(HCKOro
nsaenus. [ibH & Co. KG

-Storm-StraBe 17
>ny
‘20

771 95613 33

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpronpo6upkn o6bemom 0,5 mn 6e3 2D LWTpux-KoAa, C BHELLUHEN pe3bbold, ¢ LVL

~A A
Cepua 2A01371 [laTa U3roToBneHust ,uluntieb

1. Ha3HaueHne
Kpronpo6bupku npegHasHaveHbl ans cbopa, 06paboTku, KoHCepBaUnmM 1 XpaHeHUs Bronornyeckmnx obpasLos
npy Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnemM napoB Xnakoro azota (LN2), ons ueneii nonyyeHus
MHdopMaLmn Npy NpPoBeAeHNN MeAULMHCKUX UCCeaoBaHuii in vitro B nabopatopusax MeguuUMHCKUX YUpexaeHni.
O6pasuamn aBAKOTCA: GUONOTMYECKNE XUAKOCTU (KPOBb, Nnasma KpoBW, crepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUKN
MaTepuan n3rotosfieHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AUameTp X BbiCcOTa) 0 8,8x28,4MMm.
Pa6ouunin 06 bEM 0,5 mn.
Hannuve KpbILWKM [a, cynnoTHuUTEeNnemM 13 CU/IMKOHOBOW Pe3UHbI
Tvn pe3b6bl HA Kpuonpobupke BHeLUHSAA
Pabounin TemnepaTypHbI gManasoH OT1-196 °C pgo -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEEHTPUAYrMpoBaHnio A0 3000g No NpoAosibHOM ocn
Mokasatenb repMeTM4yHOCTU 0o 95kMa
Macca ogHON KpUonpoOUpPKU/KpPbILWKN 0,4/0,1r.
YCTONUMBOCTbL K CTepumsaunm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuuve rpagympoBku HeT

3. YnakoBkKa, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecneymBaeT COXPaHHOCTb U3A4eNA NPy TPAHCNOPTUPOBKE. Kpnonpobupku TpaHCNopTUPYOT B
TPaHCNOPTHOM yNnakoBKe NpeAnpuaTnsa M3rotoBuTens BAmnanasoHe Temnepatyp ot (- 50 go +50) °C n BiaxHOCTn
[0 98% npu Temnepatype +25°C. NpegoxpaHATb OT NPSMOro rnornagaHnsa ocakos.

Kprnonpo6umpkn XpaHAT B repMeTUHHO 3aKpbITON ynakoBKe NpeanpusaTua U3rotoBuTens, nsberas s3HaunmTeIbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpPaHEHUA. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn o 80% npu Temnepatype +25“C.

4. TpeboBaHusA 6e30MacHOCTMU

Kpronpo6umpkun ABNSAKOTCA HETOKCMYHbBIM anvporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/Ib30BaHUS.
Kpronpo6bupkn noctaBAstoTCA He CTePUbHbIMU. KpMonpobunpky yCcToiumBbl K cTepunnsauum naposbiM METOA0M
npu Temnepatype (121+1)° C B TeyeHne (20+2) MuH.

Mpun paboTe c Kpnonpobupkamum, cogepxall,umm 6uomarepuasnol, crefyeT HafgeBaTb O4HOPa30Bble pe3nHOBbIe
nep4yaTtku, BO nsbexaHne pucka NHLMpoBaHnsa nepcoHasa buomarepmanom. He ncnosnb30BaTb NO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HayeHUto. He Mcnosb30oBaTh NPY 06HaPYXEHUU MeXaHUYeCcKux
NoBpPEeXAEHNIA.

5. CsefeHunsa 06 ytunmsaumu

N3penns, nmeBLUMEe KOHTAKT C KPOBbIO U/MAN APYTUMW BUOMOTMYECKUMN XUAKOCTAMU, NoANexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6a3atenbHbIM 06e33apaxknBaHneEM NyTEM CTepuUM3auum AKObIMU Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeTo4aMn. Hencnonib3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbIO U/Nn
4p. 6UONOrMYECKUMN XUAKOCTAMN) B TOM YMC/IEe C UCTEKLLMM CPOKOM FOAHOCTU yTuUAmsmpytotcsa no CaHlNuH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTENA

MarotoButens: «J1BJ1 TekHonogxuc MueX yHa Ko. KM», opnandecknii agpec: NepmaHus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17

M3roToBUTENb rapaHTUpPyeT COOTBETCTBUE U3AENNS TPEGOBaHUAM HOpMaTUBHOI AOKYMeHTauun (ISO
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCTUCO/WHIKO |5-A0aBpCcY 14| 109(93-
12-2015, FOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnogeH
XpaHeHVs 1 NPUMEHEHNA BTeYeHne Cpoka rogHoCTU.

lapaHTuiiHble 0653aTeNlbCTBa N3roToBUTENS /MW ero npeactaButTensa 3 popTp/tfrrigjhgies
MeAMLUVHCKOEe U3[enune B Crlydae HeHa/1exall,ero XxpaHeHusi, TpaHCNopTUp/BKANKMCN /Ib30BaHUS MeAVNLMHC(KOro
n3genus. J |/ Gn 3H & Co. KG
Steim-StraBe 1'
(vrfc)shEiriy™errriar|y
ot

49 7951 95613 33

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpnonpo6bunpkn o6bemom 4,0 mn ¢ 2D WTPUX-KOA0M, C BHYTPEHHEN Pe3b6oii. I V I

Cepun 14P10556041 JaTa nsrotosneHus

1. Ha3HaueHue
Kpronpo6bupku npegHasHayeHbl ans cbopa, 06paboTkun, KOHCepBaLMn N XpaHeHUs 61Monormyecknx o6pasuos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), gnsa uenen nonyveHust
MHdopMaLmn Npy NpPoBeAeHNN MeAVULMHCKUX NCCnefoBaHui in vitro B 1abopaTopnsax MegULMHCKUX YUPEXAEeHWIA.
O6pasuamMn aBAKTCA: BMONOrMYecKne XMAKocTn (KpoBb, Njasma KpoBU, crnepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
Matepuran n3rotoBneHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (AnameTp X BbicOTa) 0 12,6x68,6MM.
Pa6bouunii 06bEM 4,0 mn.
Hanuuve KpbIwkn HeT
Tvn pe3bbbl Ha Kponpobupke BHYTPEHHSSA
Pabounin TemnepaTypHbIi gMana3oH OT1-196 °C po -86°C
Hanunumne/Tun 2D wTpux-koga na, DataMatrix
YCTONUMBOCTb K LLEEeHTPUYTrMpoBaHnio [0 3000g o NpoaosiLHOI ocn
[Moka3aTeslb repMeTUYHOCTU no 95kMa
Macca ofHol Kpnonpoobunpkn 28T
YCTOYMBOCTL K CTEpUNN3aLNK napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuuve rpagympoBku HeT

3. ¥YnakoBKa, TpPaHCNOPTUPOBKa U XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb MU3AeNniA Npy TpaHCNopTUpoBKe. KpMonpobupkn TpaHCNopTUPYIOT B
TpPaHCNOPTHOM yrnakoBKe NpeanpusTMSa U3rotoBuTesist B AnanasoHe temnepatyp ot (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. NpegoxpaHATb OT NMPSAMOro rnornagaHusa ocagkos.

Kprnonpo6umpkn XpaHAaT B repMeTUHHO 3aKpbITON yNakoBKe NpeanpusaTus U3rotoBuTens, nsberas sHaunTeibHbIX
KonebaHWin TemnepaTypbl BO BPeMsi XpaHeHUS. XpaHUTb B CyXOM NPOX/J1agHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkn SBNSAKOTCA HETOKCMYHbBIM anvporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/Ib30BaHUS.
Kpronpo6bupkn noctaBAstoTCA He CTepUbHbIMU. KpMonpo6umpkn yCcToiumBbl K cTepunnsauum naposbiM METOA0M
npu Temnepatype (121+1)° C BTeueHune (20+2) MUH.

Mpun paboTe c Kpnonpobupkamum, cogepxall,umm 6ruomarepuasnsl, cregyeT HageBaTb O4HOPA30Bble Pe3VHOBbIE
nepyaTtku, BO nsbexaHne pucka NHuLnpoBaHnsa nepcoHana bnomarepmanioMm. He ncnonb3oBaTb MO OKOHYaHUU
CpoOKa rogHoCcTU. He ncnonb3oBatb He Mo Ha3HavyeHuo. He Ucnosb3oBaTb NPy 06HAPY>XeHNN MeXaHUYeCKux
noBpeXAeHWNA.

5. CsefeHuna 06 ytunusaunm

N3penns, nmeBLlIMe KOHTAKT C KPOBbIO U/MAN APYTUMN BUOMOIMYECKUMN XUAKOCTAMK, nogsexar yTuamsaunm
no CaHlnH 2.1.7.2790-10 knacc b c o6sa3arenbHbIM 06e33apaxBaHnemM NyTeM cTepunnsaummn tobbIMn1 Ha
[aHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeTogamMu. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbHO U/1Uan
Ap. 6MONOrNYECKUMN XULKOCTAMN) B TOM YMC/E C UCTEKLLUM CPOKOM FOAHOCTU yTuUAmsmpyrotes no CaHlmH
2.1.7.2790-10 knacc A

6. TlapaHTuUM nsrotoBuTENA

MarotoButens: «J1BJ1 TekHonopxuc MueX yHa Ko. KM», opnagndecknin agpec: NepmaHus, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17

MN3roToBUTENb rapaHTMpyeT COOTBETCTBUE N3Aenst Tpe6oBaHUAM HOPMAaTUBHOW AOKyMeHTauun (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3K FOCT ISO 10993-
12-2015, I'OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npw cob6oneH
XpaHeHVs 1 NPUMEeHeHNs B TeYeHne cpoka rogHoCTU.

lapaHTWiiHble 0653aTeNIbCTBa U3roTOBUTENS U/MNK ero npeacTaBuTens
MeAVLUNHCKOe n3aenve B Crlyvae HeHa/1exall,ero XpaHeHus, TpaHCnopTm oro
nagenus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

OCHOSNDIR TEXHIMOCKHE XDPBKTEPHCTUKM



MacnopTt

Kprionpo6upku o6bemom 1,1 Mn 6e3 2D WTpUX-KoAa, C BHELLHEN pe3bboii, ¢ LVL

Cepus 2A01421

[lata n3rotosneHus

HasHayeHune

Kpronpo6bupkn npegHasHaveHbl Ana cbopa, 06paboTKn, KOHCepBaLum 1 XpaHeHns 61uonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napos xunakoro aszota (LN2), ansa uenen nony4veHus
MHopMaunn Npu NPoBeAEHNN MeANLVNHCKUX UCCef0oBaHWi in vitro B 1abopaTopusax MegULUHCKNX YUpeXaeHWiA.
O6pa3suamu ABNAIOTCA: 6MONOrNYecKme XNLKOCTH (KPoBb, Nnasma KpoBu, Ciepma) YesioBeka U TKaHu
6unonornyeckme (KOCTHast TKaHb, 00pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBsieHUs

[abapuTHbIE pasmepbl (gMamMeTp X BbICOTA)

Pa6ouunii 06BEM

Hannuune KpbIWwkn

Tuvn pe3bbbl Ha Kpnonpoobupke
Pabouwii TemnepaTtypHblii Anana3oH
Hanuune/Tun 2D wTpux-koga
YCTONYMBOCTb K LEHTPUAYrMpoBaHuIo
Moka3aTenb repmMeTnYHOCTHU

Macca ofHOI Kpnonpo6MpKN/KpbILWKN
YCTOMUMBOCTb K CTepunnsauunm
Hanunuve rpagynpoBku

nonunponuneH Purell HP371P

0 12,6x39,8mMM.

1,1 mn.

[a, cynnotHutenem ns CUJIMKOHOBOW Pe3vHbI
BHeLUHAA

OT1-196 °C po -86°C

HeT

00 3000g no NpoAosibHOM ocn

no 95kMa

0,77/0,8 .

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka o6ecneumBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOM yNakoBKe NpeanpuaTUSa U3roToBuTeNsa BananasoHe Temnepatyp ot (- 50 go +50) °C n BiaxHocTn
[0 98% npu Temnepatype +25°C. MNpegoxpaHATb OT NPSIMOro nonajaHusa ocaakos.

Kpronpo6bupkn XpaHAaT B repMeTUUYHO 3aKpbITON YNakoBKe NPeanpusaTUS U3roToBuUTeNs, n3beras 3HaumTe IbHbIX
KonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/1afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn SBASKOTCA HETOKCMYHbIM anvporeHHbIM NpoAyKTOM, O4HOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6bupky NocTaBnskoTCA He CTepusibHbIMU. KpMonpobupKn yCToruMBbI K CTEpUIM3aummn napoBbiM MeETOA0M
npy Temnepatype (121+1)° C BTeveHune (20£2) MUH.

Mpn paboTe c KpMonpobupkamu, cogepxawmmm buomarepuasnol, crenyeTt HaaeBaTb O4HOPA30Bble Pe3VHOBbIE
nepyaTku, BO n3bexaHne prvcka MHpMUMPOBaHWS nepcoHana buomarepmasioM. He ncnosb3oBaTb N0 OKOHYaHUU
CpoOKa rogHoCTW. He Mcnosib3oBaTtb He Mo Ha3HavyeHuto. He ncnosib3oBaTb MpU 0GHAPYXEHUN MeXaHUYeCcKUx
noBpeXaeHNA.

5. CBepgeHusi 06 yTnamnsauum

N3penvsa, nmeBLUMEe KOHTaKT C KPOBbIO U/NN APYTMMN BUONOrMYECKUMN XUAKOCTAMW, NOASIeXar yTunmsaummn
no CaxlNunH 2.1.7.2790-10 knacc b c o6513aTenibHbIM 06€e33apaxnBaHneM nyTemM cTepuiansaymm nrodbiIMU Ha
[aHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeTogamMu. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KpOBbHO U/1n
ap. 61MoNOrMYEeCKNMN XNAKOCTAMM) BTOM HMCE C UCTEKLLNM CPOKOM FrOAHOCTM yTunuaupytotcs no CaHlMuH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

M3rotoButens: «/IBJ1 TekHonopxuc MmeXyHpa Ko. KM», opunanyeckuii agpec: Nepmanus, 74564, T.
Kpaiinbcxam, Teogop-LUTopm-LWTpace, a. 17 -

M3rotoBuTENb rapaHTUpyeT COOTBETCTBUE N3aenusa TpeboBaHNAM HC (km
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOC7 1M« ("W ~0B-2/1b, #C *50 10993-
12-2015, FOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu co6t0 |apll ;AN uiilsandX | ruXsku]
XpaHeHVsi 1 NPUMEHEeHNs BTeYyeHne CpokKa rofHOCTHU.

lapaHTuiiHble 0653aTe/IbCTBa U3roToBUTENSA U/MNK ero nNpeacTaBuT ™M
MeAVLUNHCKOE nU3aenuve B Clyyae HeHaa/iexallero XpaHeHusi, TpaHcnopT WNHCKOIo
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kprionpo6rpku o6beMom 1,2 mn 6e3 2D LTpux-Koda, C BHELLHEN pe3b6oid, ¢ (( L V L

Cepun 2A01411 [arta n3rotossieHnA

1. Ha3sHaueHue
Kpronpo6bupku npegHasHavyeHbl ans cbopa, 06paboTkmn, KOHCepBaLM U XpaHeHNs 61onormyecknx ob6pasLos
npy Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), ansa yenen nonyveHms
MHopMauMn Npu NPoBeSEHNN MeANLMHCKUX UCCnefoBaHuii in vitro B 1abopaTopusax MeguUVHCKNX YUPeXAeHWA.
O6pasuamu ABNSAOTCA: BMOMOTMYECKNe XUAKOCTUN (KPOBb, naasma KpoBW, Ccnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKME Xa0aKTEOUCTUKN
Matepuran n3rotoBneHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AnamMeTp X BbicoTa) 0 12,6x40,2MM.
Pa6bounin 06 bEM 1,2 mn.
Hann4ve KpbILLKK Ja, cynnoTHUTeNeM 13 CUIMKOHOBOW pPe3uHbl
Tvn pe3bbbl Ha Kpnonpoobupke BHELLHAA
Pabounii TemnepaTypHbIii gnana3oH OT-196 “C go -86°C
Hanunune/Tun 2D wTpux-koga HeT
YCTOIAUMBOCTb K LLEHTPUQYTrMpoBaHmno [0 30009 ro nNpoaosiLHON ocu
Moka3aTesib repmMeTUYHOCTU no 95kMa
Macca ogHON KprUonpooupKU/KpbILWKN 0,80/0,8 r.
YCTOMUMBOCTb K CTEPUIN3aLmn napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannune rpagynpoBkm HeT

3. YnakoBKa, TPaHCNOPTMPOBKA N XpaHeHue

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3AeniMii Npy TPaHCNOPTUPOBKe. Kpnonpobupku TpaHCNopTUPYIOT B
TPaHCNOPTHOW yNakoBKe NMpeanpusaTus U3rotoButens B gmnanaloHe temnepatyp ot (- 50 go +50) °C n BnakHoOCTH
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSAMOro rnonagaHnsa ocaakos.

Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITON yrnakoBKe NpeanpusaTus U3rotoBuUTens, usberas 3HaumTe IbHbIX
KonebaHuii TemnepaTypbl BO BPeMS XpaHeHUS. XpaHUTb B CyXOM MPOX/1adHOM MecTe B Aunana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn ao 80% npwu Temnepatype +25°C.

4. TpeboBaHusA 6e30MacHOCTU

Kpronpo6upkn SBNSAKOTCA HETOKCUYHbIM anMporeHHbIM NpoAyKToOM, O4HOPa30BOro UCMO/1Ib30BaHUS.
Kpronpo6upky NocTaBnstoTCA He CTeEpUIbHBIMU. KpMonpobupKkn yCTonumBbl K CTepUMsanmm napoBbiM MeTOA0M
npy Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c KpUonpobupkamm, cogepxalimmm bruomarepuasnsl, cnegyeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTkun, BO n3bexaHne pucka MHOMUMPoBaHWS nepcoHana buomarepmasioMm. He ncnosb3oBaTb MO OKOHYaHUN
CpoOKa rogHoCTWN. He Ncnosb3oBaTb He MO Ha3HavyeHuo. He ncnosnb3oBaTb MpU OGHAPYXEHUN MeXaHUYeCKMX
noBpeXAeHNA.

5. CsefeHuna 06 ytunumsaumu

N3penns, nmesLlune KOHTaKT C KPOBbO U/WMN APYTUMN BUONOTMYECKUMU XUAKOCTAMU, nogaexar yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c 06sa3aTtenbHbIM 06e33apaxnBaHMemM NyTeM cTepuansaummn nobbiMy Ha
[aHHOM npeanpusaTue yCcTaHoB/EHHbIMU MeTogaMn. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbIO U/Mnun
ap. 61MONOrMYECKUMU XNLKOCTAMMN) B TOM UYNC/IE C UCTEKWINM CPOKOM FOAHOCTU YTuUAmnsmpytotcsa no CaHlNuH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

MarotoButens: «J/1BJ1 TekHonogxuc MueX yHa Ko. KM», topuanyeckunii agpec: Nepmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTENb rapaHTUPYeT COOTBETCTBUE N3LeNNA TpeboBaHUAM HOpMaTUBHOM fokymeHTauum (ISO
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FTOCT MICO/M3K 17025-2009, IOCT |
12-2015, I'OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npn cobntoaeHngyc »~sun-rplUHcnow?|
XpaHeHWs 1 NPUMEHEeHNs BTeYeHne cpoka rogHOCTU.

[apaHTuiiHble 0653aTeNbLCTBA U3rOTOBUTENS U/Mnu ero npeactaButens B >?<34AMM#/ cT|l|[Ha0T™ i

MegULMHCKOe n3genune B C/lyyae HeHaaiexaullero XpaHeHusi, TpaHcnopTmpoB/n " n~r"*o”""a mew "H€Enolr
n3aenus. /W W ow technoi(~f ]
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MacnopTt

Kprionpobupku o6bemom 5,0 M ¢ 2D LITPMX-KOAOM, C BHYTPEHHEN pe3b6oid, ! (( I V L

Cepus 14P1020400 [ata n3rotosneHus

1. Ha3HaueHue
Kpronpo6upku npegHasHaveHbl Ansa cbopa, 06paboTkm, KOHCEpBaLUKN 1 XpaHeHUs Bronornyecknx obpasyos
npy Temnepatype MuHyc (196-86)°C c ncnosb3oBaHveM napoB xunakoro asota (LN2), ons ueneii nonyyeHns
MHdopMaLmm Npy NpPoBeAeHNN MeAUNLMHCKUX UCCneaoBaHui in vitro B n1abopaTtopmnsax MeguuUMHCKUX YUpexaeHni.
O6pasuamMmn ABAKOTCA; GUONOTMUYECKNE XNAKOCTN (KPOBb, Nnasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

Matepuan n3rotoBneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AnameTp X BbiCOTa) 0 12,6x82,1mM.

Pa6ounii 06bEM 5,0 mn.

Hannune Kpbiwku HeT

Tun pe3b0Obl Ha Kpruonpobupke BHYTPEHHSISI

Pabouunii TemnepatypHbI gmManasoH OT-196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga na, DataMatrix

YCTOIAUMBOCTb K LLEHTPUYTrMpoBaHnio [0 3000g no nNpoaosibHol ocu
[Moka3aTenb repMeTUYHOCTU 00 95kMa

Macca ofHoOIi Kpnonpoobunpku 35T

YCTOUMBOCTL K CTEpUM3aLnm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuve rpagyvpoBKu HeT

3. ¥YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka ob6ecneunBaeT COXPaHHOCTb U3AENNIA NpU TpaHCNOPTUPOBKe. Kpnonpoburpky TpaHCNoOpTUPYIOT B
TPaHCMOPTHOW yNnakoBKe NpeanpusaTust U3rotoButens BamnanaloHe Temnepartyp ot (- 50 go +50) °C v BnaxkHOCTH
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPSIMOro nonagaHnsa ocakoB.

Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITON yNnakoBKe NpeanpusaTus U3rotoBuTtens, nsberas aHaumTe IbHbIX
KonebaHuii Temnepatypbl BO BpeMS XpaHeHUS. XpaHUTb B CyXOM MPOxX/1afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn o 80% npu Temneparype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn SBNSAKOTCA HETOKCUYHBIM anmMporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/1b30BaHUS.
Kpronpo6bupky NoCTaBnskoTCA He CTepu/ibHbIMU. Kpronpobupkn ycToiumBbl K CTepuMsaLmm naposBbiM MeTO40M
npv Temneparype (121+1)° C B TedeHue (20£2) MUH.

Mpn paboTe c Kpnonpobupkamu, cogepxawmmMmm éuomatepuasbl, crefyeT HafaeBaTb O4HOPAa30Bble Pe3HOBbIE
nepyaTku, BO n3bexaHne pucka MHpMUMpoBaHns nepcoHana bunomarepmanom. He ncnonb3oBaTb MO OKOHYaHUU
CpoOKa rogHoCcTU. He ncnonb3oBaTb He NO Ha3HavyeHu. He Ncnosib3oBaTb NPy 06HAPYXEHUN MeXaHUYeCKNX
NoBpPEeXAEHNIA.

5. CsefeHusa 06 ytunumsauunm

N3penns, nmesLlune KOHTaKT C KPOBbO U/MN APYTUMW BUOMOTMYECKUMN XUAKOCTAMU, nogsexar yTuamsaumm
no CaHluH 2.1.7.2790-10 knacc b c o6a3atenbHbIM 06e33apaxkBaHneM NyTEM CTEPUIM3ALUM NTIOOLIMN Ha
[aHHOM npeanpusaTue yCTaHOB/EHHbIMU MeTogaMn. Hencnonb3oBaHHbIe (He UMEBLLME KOHTaKTa C KPOBbIO U/Nun
Ap. 6UONOTNYECKUMU XULKOCTAMN) B TOM UYNC/IE C UCTEKLINM CPOKOM FOLAHOCTU YyTUAnsmpytotca no CaHllvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeENs

MarotoButens: «J1BJ1 TekHonogxuc MueX yHa Ko. KM», topugndeckmin agpec: NepmanHus, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17
9001:2008 TI'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT U
12-2015, FOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwn cobntoaeH
XpaHeHNs 1 NPUMEHEeHNs B Te4eHne CpoKa rofHOCTHU.

lapaHTUliHble 0653aTe/IbCTBa U3roTOBUTENS U/UNK ero npeacTtaBuTens
MeAVLMHCKOEe u3genuve B Clydae HeHaasiexallero XpaHeHus, TpaHcrnoptup)
n3genus.
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MacnopTt

Kpnonpobupkn ob6bemom 1,4 mn 6e3 2D WwTpux-koga, C BHELWHeN pe3bboid, Ci I v I

Cepus 2A01431 [lata 13roToBneHus WI2/gy/Miu/un/es, swmmmemmes

1. Hasnauenue
Kprnonpo6upkun npegHasHaveHbl onsa cbopa, 06paboTku, KoHCepBaunm 1 XpaHeHUss Guonornyecknux obpasyos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHMeM napoB xmnakoro asota (LN2), ans ueneii nonyyeHns
MHdopMaLnm Npu NpoBeAeHN MeANLMHCKUX nccnefoBaHuii in vitro B 1abopaTtopmnsax MegnUUHCKNX YUPEXAEHWNIA.
O6pa3uamMn SBNSAKTCH; OMOMOrMYECKNe XNAKOCTU (KPOBb, Nnasma KpoBW, crepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NOKPOBOB)

2.
MaTepuran 13roTos/ieHNs nonvnponuneH Purell HP371P
[abapnTHbIe pa3mMmepbl (gMaMeTp X BbICOTA) 0 12,6x44,2MM.
Pa6ouunii 06bEM 1,4 mn.
Hanimume Kpbiwku [a, cynnoTHATENEM 13 CUIMKOHOBOW pPesuHbl
Tuvn pe3bbbl Ha Kpnonpoobupke BHELLHSAS
Pabounii TemnepaTypHbIA AnanasoH OT-196 °C Ao -86°C
Hanuuwne/Tun 2D wTpux-koga HeT
YCTOAuMBOCTb K LLeHTpVI(*)yFVIpOBaHVIK) no 3000g no npop'oanoﬁ ocun
[Moka3aTenb repmeTUYHOCTA 0o 95kMa
Macca ogHOIn KprUonpo6UpPKU/KpbILWKN 0,97/0,8 1.
YCTOMUMBOCTb K CTepuinsaumm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagympoBku HeT

3.  YnakoBkKa, TpPaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecneymBaeT COXpPaHHOCTb U3Ae/INA NPy TPAHCNOPTUPOBKE. KpnMonpobupku TpaHCNopTUPYIOT B
TPaHCNOPTHO ynakoBKe NpeanpuaTua N3rotoBuTens BAamnanasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHOCTU
[0 98% npu Temnepatype +25”C. NpegoxpaHATb OT NPSAMOro nonagaHnsa ocaakos.

Kpronpo6bupkn XpaHAaT B repMeTUUYHO 3aKpPbITON yNakoBKe NpeanpusaTus U3rotoBuTens, nsberas 3HaunTeIbHbIX
KonebaHuii TemnepaTypbl BO BPEMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/iafHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C v BnaxHoctn go 80% npw Temnepartype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kprnonpo6umpku ABNSAIOTCA HETOKCUYHbLIM anmMporeHHbIM NPoAYKTOM, OAHOPAa30BOro UCMo/1b30BaHUS.
Kpronpo6bupkn noctaBnAstoTCA He CTepuibHbIMU. KpMonpobupKkn ycToiumBbl K CTepuimMsanmm naposbiM MeTOA0M
npu Temneparype (121+1)° C B TedeHue (20£2) MUH.

Mpun paboTe c Kpnonpobupkamu, cogepxawimmm 6uomarepuasnsl, crnefyeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO nsbexaHve pucka NHOULMPOBaHWS nepcoHana bnomarepmanioMm. He ncnosb3oBaTb N0 OKOHYaHUN
CpoOKa rogHoCcTU. He ncnonb3oBaTtb He NO Ha3HavyeHu. He Ncnosib3oBaTb NPy 0O6HAPY)XeHUN MeXaHUYeCKnX
NoBpPEeXAEeHNA.

5. CsegeHnsa 06 ytunusauunm

M3penvs, nmeBLUNe KOHTaKT C KPOBbIO U/MNN ApYrMMY BUONOTrMYECKNMU XUAKOCTAMU, NOoA/Iexar yTtmnnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxnBaHmemM NyTeM cTepunnsaummn nobbiMm Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeTogaMn. Hencnosnb3oBaHHble (He MMEBLLME KOHTaKTa C KPOBbHO U/1an
Op. 61U00rMYEeCKNMN XNOKOCTAMM) B TOM YNUC/IE C UCTEKLIMM CPOKOM FOAHOCTW yTunuaupyrotcs no CaHlMlvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

M3rotoButens: «J1BJ1 TekHonomxkmnc MueX yHa Ko. KIM», topngnyecknin agpec: epmanus, 74564, T.

Kpainbcxanm, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBUE U3AeNNsi TpeGoBaHMUAM HOPMaTUBHOW AoKymeHTaumm (ISO 5
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT CO/4Y19K
12-2015, I'OCT 1SO 10993-18-2011, 'OCT ISO 10993-1-2011) npum cOGMOAEHMIA A m T 1

XPaHEHNA N NPUMEHEHNA B TEYEHWE CPOKa roAHOCTW.

FapaHTuiiHble 06s13aTeNbCTBA M3roToBUTENs U/UMK ero npeacTaButens B PO
MeAVLMHCKOE M3Aesive B C/lydae HeHad1exallero XpaHeHusl, TpaHcnopTupos”
nsaenus.
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MacnopTt

Kprionpobupkn o6bemom 1,0 Mn 6e3 2D WTpUX-KoAa, C BHELLHEl pe3bboii, ¢ (( L V L

Cepus 2A01381 [JaTa nsrotosneHus

1. Ha3HaueHue
Kpronpo6bupkn npegHasHayeHbl Ana cbopa, 06paboTKn, KOHCepBaLum 1 XpaHeHns 61uonornyeckmx obpasuos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHueM NMapoB Xnakoro asota (LN2), ona uenen nonyveHust
MHdopMaLum npu nposeaeHnn MeAnLMHCKNX NCCNeaoBaHuii in vitro B 1abopatopusax MeaULNHCKUX YUpeXaeHUN.
O6pasuamMn aBMAKOTCA; 6GUoNorMyeckne XXNAKocTn (KpoBb, Nnaasma KpoBW, crnepma) YesioBeka U TkaHu
6nonornyeckune (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
MaTepuan nsrotosnieHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (gMuamMeTp X BbICOTa) 0 8,8x45,7MM.
Pabounii 06EM 1,0 mn.
Hanunuune KpbILwku [a, cynnoTHUTENEeM 13 CUIMKOHOBOW pPe3vHbl
Tun pe3b0Obl Ha Kpnonpoobupke BHELLHSIS
Pa6ounii TemnepaTtypHbIli Anana3oH OT-196 °C go -86“C
Hannune/Tun 2D wTpux-koga HeT
YCTOIAUMBOCTb K LeHTPUYrmpoBaHuo [0 3000g No NPoAo/LHOI ocn
Moka3aTesib repMeTUYHOCTHU no 95kMa
Macca ofHOI KpnonpobMpKu/KpbILKU 0,7/0,1 1.
YCTOAUMBOCTb K CTepuM3aumm napoBbIM MeToA40M Npu Temnepatype (121+1)°C
Hannuve rpagynpoBkm HeT

3.  YnakoBka, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneumBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTuposke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpuaTusa U3rotoBuTeNns BAmnanasoHe TemnepaTyp ot (- 50 go +50) °C n BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPAMOro nonazaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMEeTUYHO 3aKPbITOM yNakoBke NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KonebaHnin TemnepaTypbl BO BpeMS XpaHEHUA. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B AuanasoHe Temneparyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkun ABASKOTCA HETOKCUYHbLIM anmMporeHHbIM NpoAyKTOM, O4HOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6bupky nNocTaBnstoTCA He CTepuibHbIMU. KpMonpobupkn yCToiumBbl K CTepUMsaLmm napoBbiM MeETOAOM
npyn Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c KpMonpobupkamu, coaepxawmmm buomarepuasnbl, criefyeT HaaeBaTb O4HOPa30Bble Pe3NHOBbIe
nepyaTkun, BO nsbexaHne prvcka NHpMUMpoBaHns nepcoHana buomarepranom. He NCNosb30BaTb MO OKOHYaHUN
CpoOKa rogHocTu. He ncnonb3oBatb He Mo HazHayeHuto. He nCNonb3oBaTh NpyY 06HAPY>XEHNN MeXaHU4YeCKnx
NoBpeXaeHUN.

5. CsegeHunsa 06 ytununsaumu

N3penvs, nmeBLUME KOHTaKT C KPOBbIO U/MNU ApYTMMY BUONOrMYECKUMU XUAKOCTAMN, noanexart yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXnBaHmem nyTemM ctepuamnsaymm nobbiMm Ha
[aHHOM NnpeanpusaTue yCTaHOB/IEHHbIMU MeTogamMu. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KpOBbHO U/Man
ap. 6UOI0TNYECKNMN XUOKOCTAMM) B TOM YNC/IE C UCTEKLIMM CPOKOM rOAHOCTU yTunuaupyrotcs no CaHlvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

M3rotoButens: «J1BJ/1 TekHonomxkmnc MieX yHa Ko. KM», topngnyecknin agpec: N'epmanus, 74564, T.
Kpainbcxanm, Teogop-LUTopm-LTpace, a. 17

N3roToBUTENb rapaHTUpyeT COOTBETCTBUE U3AeNns TPe60BaHUAM HOPMA jieHoli fokyMeHTaumn (ISO
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/M j
12-2015, F'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobntoaeHK|K
XpaHeHVs1 U NPUMEHEHUS B TeYeHMe CpoKa ro4HOCTHU.

FapaHTWiiHbIE 06A3aTeNbLCTBA M3rOTOBUTENSA U/WK ero npeactasnTens B
MeOVLUNHCKOEe n3genuve B C/lyyae HeHaZ1exallero XpaHeHus, TpaHcnopTupe =
n3nenus.
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Kpnonpobunpkn o6bemom 0,75 mn 6e3 2D WTpUx-Koaa, C BHELUHeN pe3bboi, ¢

Cepus 2A01391

1

MNMacnopT

NTL VL

[aTta n3rotoBsieHnA

Ha3zHauyeHue

Kpronpo6bupkn npegHasHaveHbl ans cbopa, 06paboTku, KOHCepBaLMN U XpaHEeHUA 61MONorMyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), ansa uenen nony4veHus
MHdopMaLum Npu NposBeAeHnn MeANLMHCKUX UCCef0oBaHnii in vitro B 1abopaTopmsax MegULMHCKUX YUpexaeHni.
O6pasuamn aBAKTCA: BUOMOrNYECKNE XUAKOCTU (KPOBb, Nnasma KpoBW, crnepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuan n3rotoBieHUs
[abapnTHbIe pa3mepbl (AnamMeTp X BbicOTa)
Pa6ounii 06 bEM

Hanwnyne KpbILWKn

Tun pe3bbbl Ha Kpruonpobupke

Pabouunii TemnepaTypHbIii Agnana3oH
Hannume/Tun 2D wTpux-koga
YCTONUMBOCTb K LEeHTPUQYrnpoBaHuio
Mokasarenb repMeTU4YHOCTU

Macca ofHOI KpnonpobMpKN/KpbILWKn
YCTON4MBOCTb K CTEepUM3aumnm

Hanuuve rpagyvpoBku

nonunponwuneH Purell HP371P

0 8,8x30,8mM.

0,75 mn.

[a, c ynnotHuTeneM U3 CUIMKOHOBOW PE3UHbI
BHeLUHSAA

OT1-196 °C po -86°C

HeT

n0 3000g no NpoaoAbLHON ocn

o 95kMa

0,46/0,1 r.

napoBbIM MeToA40M Npu Temnepatype (121+1)°C
HeT

3. YnakoBkKa, TpaHCMOPTMPOBKa U XpaHeHune

YnakoBka o6ecneumBaeT COXPaHHOCTb U3Ae/InA NPy TPaHCNOPTUPOBKE. KpnMonpoobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNakoBKe NpeanpuaTusa N3rotoBuTeNns BananasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPSMOro nornagaHnsa ocakos.

Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITON YyNakoBKe NPeanpusaTus U3rotoBuTens, nsberas s3HaunTebHbIX
KonebaHuii TemnepaTypbl BO BPeMS XpaHeHUs. XpaHUTb B CyXOM MPOx/1afHOM MecTe BAuana3oHe Temnepartyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkun SBNSAKOTCA HETOKCMYHbIM anvporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUS.
Kpronpo6upky NoCTaBnsloTCA He CTepusibHbIMU. Kpronpobupkn yCcToiumBbl K CTepuimnsanmm naposbiM MeETOA0M
npu Temnepatype (121+1)° C BTeveHne (20£2) MUH.

Mpn paboTte c KpMonpobmpkamu, cogepxaliumm buomatepuasnsl, cnegyeT HageBaTb O4HOPa30Bble Pe3VHOBbIE
nepyaTkn, BO n3bexaHne pucka MHOMLMPOBaHWA NepcoHana brnomareprasioMm. He ncnosb3oBarb MO OKOHYaHUU
CpoOKa rogHoCcTU. He ncnonb3oBaTb He Mo Ha3HavyeHuo. He Ucnosb3oBaTb NP 0O6HAPY)XEHUN MeXaHUYeCKnX
noBpexXaeHu.

5. CBepgeHua 06 ytnnmsaymn

M3penns, nmeBLUNE KOHTaKT C KPOBbIO U/MMN APYTMMN BUON0MMYECKUMU XUAKOCTAMU, NoanexarT yTuansaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06€e33apaXXnBaHUeM nyTemM CTepumsauum ArobbIMU Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeToAamMun. Hencnosb3oBaHHble (HE MMEBLUNE KOHTaKTa C KpOBbio U/Nn
ap. 6UON0rMYECKUMN XUAKOCTAMM) B TOM YMCNE C UCTEKLLIMM CPOKOM rOAHOCTU yTunuaupyrotca no CaHlMvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

MarotoButens: «J1BJ1 TekHonogxuc MueX yHa, Ko. KM», topngndecknin agpec: NepmaHus, 74564, r.
Kpalinbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3rotoBuTENb rapaHTUPYeT COOTBETCTBUE N3AeNNA TpeboBaHMSAM HOPMATMBHOM AOKynapHTauMun (|°p
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IO 57409|fq§T ISO 10993-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwu cob/| TpaHc1|5pT||30B1W1.
XpaHeHVsi U NPUMEHEeHUS B TedeHne CpoKa rofHOCTHU.

MapaHTUiiHble 0653aTeNIbCTBa U3roTOBUTESIA U/UNK ero nNpeacrasun
MeANLMHCKoe n3genuve B Clyyae HeHaaiexallero XxpaHeHus, TpaHendd
n3genus.

L 1 ucnosb3oBaHu!

N"o. KG

5t/i~-Stra(Jeli
Jraisnei™ «antany
5n;-3re79w45613 20
+<«7951 95613 33

AV 4V HEKOTO
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Macnopt
Kpnonpo6upkmn o6vemom 0,3 M 6e3 2D WwTpux-ko[a, C BHELWHeN pe3b6oid, C

Cepusa 2A01431 [ata nsrotoeneHus

1. Ha3HaueHue
Kpronpo6bupkn npegHasHayeHbl 418 c6opa, 06paboTKN, KOHCepBauum 1 XpaHeHns 6uonornyecknx oépasyos
npy Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), ansa yenen nonyveHusi
MHdopMaLum Npy NposBeAeHNn MeAULMHCKNX NCCNefoBaHuii in vitro B 1abopaTopusax MegULNHCKUX YUpPeXaeHUN.
O6pasuamMmn ABNSAKTCA; 6MOMOrNMYECKNE XNAKOCTU (KPOBb, NNa3Ma KpoBU, Criepma) YesioBeka U TKaHu
6nonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuasn n3roToB/eHns nonunponuneH Purell HP371P

[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA) 0 8,8x19,3MM.

Pabounin 06bEM 0,3 mn.

Hanunuve Kpbiwkn [a, cynnoTHUTENEM 13 CUIMKOHOBOW pPe3uHbl
Tvn pe3bbbl Ha KpMonpoobupke BHELLUHASA

Pa6ouwnii TemnepaTtypHbIii aMana3oH OT-196 °C no0 -86°C

Hanunume/Tun 2D wTpux-koga HeT

YCTOIAUMBOCTb K LeHTPUJQyrmpoBaHuio [0 3000g no npofosbLHol ocu

[Moka3atenb repmMeTUYHOCTU no 95kMa

Macca ofgHOI KpnonpoobMpKN/KpbILWKU 0,2/0,1 .

YCTONUMBOCTb K CTepunsauum napoBbIM MeTOAO0M Npu TemnepaType (121+1)°C
Hannuve rpagynpoBkm HeT

3. ¥YnakoBKa, TpPaHCNOPTMPOBKA U XpaHeHue

YnakoBka o6ecneumBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCMNOPTHOI yNakoBKke NpeanpuaTUSa U3roToBuUTeNsa BamnanasoHe TemnepaTyp oT (- 50 o +50) °C n BiaxHocTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPAMOro nonajgaHusa 0caakos.

Kprnonpo6umpku XpaHAT B repMeTUYHO 3aKpbITON yrnakoBKe NpeanpuaTUSa U3roToBUTeNs, usberas 3aHaumTe IbHbIX
KonebaHuii TemnepaTypbl BO BpeMS XpaHeHUSA. XpaHUTb B CyXOM MPoxX/1aAHOM MecTe B Auanas3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4, TpeboBaHus 6e3onacHoOCTH

Kpronpo6bupkn ABAAIOTCA HETOKCUYHbLIM anmMporeHHbIM NpoAyKTOM, O4HOPAa30BOro MCMNO/1b30BaHUS.
Kpronpo6upkn nocTasnstoTcA He CTEPUIbHbIMU. KpMonpoburpKn yCTonumBbl K CTepuamnsaumnm naposbiM MeToA0M
npu Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c KpMonpobupkamu, cogepxalimmm buomarepuansl, crnegyeT HageBaTb O4HOPA30Bble PE3NHOBbIE
nep4yaTtku, BO nsdbexaHne pucka MHpMUMPOBaHWA nepcoHana buomarepmnanom. He ncnosb3oBaTb MO OKOHYaHUK
CpoOKa rogHocTu. He ncnonb3oBaTb He N0 Ha3HavyeHuo. He ncnonb3oBaTb MNpU 0GHAPYXEHUN MeXaHUYeCKUX
noBpeXaeHUA.

5. CsegeHuns 06 ytunumsaumm

N3penvs, nmeBLUNE KOHTaKT C KPOBbIO U/MNU ApYTMMU BUONOTMYECKNMU XNAKOCTAMN, Nnoanexart yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c 06sa3aTesibHbIM 06e33apaxnBaHnem nytTeM ctepuamnsaymm nobbiMn Ha
[aHHOM NpeanpusaTne yCTaHOB/IEHHbIMU MeToAamMun. Hencnonb3oBaHHble (HEe MMeBLUME KOHTaKTa C KPOBbO U/Nn
ap. 6UO0OTNYECKUMN XNOKOCTAMM) B TOM YNUC/IE C UCTEKLLNM CPOKOM FrOAHOCTU yTuUm3upytotes no CaHllvH
2.1.7.2790-10 knacc A.

6. TlapaHTuu nsrotoBuTeENs

MarotoButens: «J1BJ1 TekHonogxuc MueX yHg Ko. KM», ropunanyeckuii agpec: Nepmanus, 74564, r.
Kpalinbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3rotoBuTENb rapaHTMpyeT COOTBETCTBUE n3aennsa TpeboBaHMAM HOpMaTUBHOM fokymeHTauum (1ISO
9001:2008 TIOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCTMCO/M3K 17025 2009, OCT ISO i p993-
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobnof(

XpaHeHs 1 NPUMEHEeHNs B TeYeHne CpoKa ro4HOCTMU.

MapaHTUiiHble 06A3aTeNbCcTBa U3roToBUTENA U/UNK ero npeactasute/

MeAVLUNHCKOe U3aenuve B Clyyae HeHaa/1exallero XpaHeHus, TpaHcnopTu Koro
n3genus.
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MacnopT

Kprionpobupku o6bemom 0,75 Mn ¢ 2D LITPKX-KOAOM, C BHYTPEHHEN pe3b6oii!

~9ANA i
Cepust 2A2048 [aTa nsrotosnieHus 2 ologles

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl 418 c6opa, 06paboTKnN, KOHCepBaLMn N XpaHeHNs 6uonornyeckmx obpasuos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHWEM NapoB Xuakoro asota (LN2), ansa uenen nonyveHust
nHdopMaLmn Npy NposBeAeHnn MeANLMHCKNX NCCnefoBaHni in vitro B 1abopaTtopmnsax MegULMHCKUX YUPEXOEeHWA.
O6pasuamMn aBATCA: BMOMOrMYECKNE XUAKOCTUN (KPOBb, NNasma KpoBuW, crepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKME Xa0aKTEONCTUKN
Matepuran n3rotoBsieHUs nonvnponuneH Purell HP371P
[abapuTHbIE pasmepbl (AMamMeTp X BbICOTA) 0 8,8x31,2MM.
Pabounii 06EM 0,75 mn.
Hannume KpblIwKn HeT
Tuvn pe3bbbl Ha Kpnonpoobupke BHYTPEHHSIA
Pabounii TemnepaTypHbIVi gnana3oH OT-196 °C go -86°C
Hanuune/tun 2D wtpux-koga na, DataMatrix
YCTOAUYMBOCTb K LEeHTPUdYrmpoBaHuo [0 3000g no npoaonsHoii ocu
Moka3aTesib repMeTUYHOCTN 00 95kMa
Macca ogHOI Kpnonpoburpkun 0,45 1.
YCTONUMBOCTb K CTepuM3aumm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuune rpagynpoBkmu HeT

3.  ¥YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHne

YnakoBka o6ecrneymBaeT COXPaHHOCTb U34e/InA Npy TPaHCMOPTUPOBKE. Kpnonpo6bupku TpaHCNopTUPYIOT B
TPaHCMNOPTHO ynakoBKe NpeanpuaTUS N3rotoBuUTeNsa BAmnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPAMOro nonajaHus ocagkos.

Kpronpo6upkn XpaHAT B repMeTUHHO 3aKpPbITON yrnakoBKe NpeanpusaTus U3roToBuUTens, nsberas aHaumTe IbHbIX
KkonebaHuii TemnepaTypbl BO BPeMS XpaHEHUS. XpaHUTb B CyXOM NMPOxX/1aAHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkn ABASKOTCA HETOKCUYHbLIM anmMporeHHbIM NPOoAYKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upky NoCcTaBnskoTCA He CTepusibHbIMU. KpronpobupKkn yCcToiumBbl K CTepuimMsalmm napoBbiM MeETOA0M
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpn paboTe c KpMonNnpobupkamu, cogepxawmmm buomatepuasnol, crefyeT HaneBaTb O4HOPA30Bble Pe3VHOBbIE
nepyaTkn, Bo n3bexaHue pucka MHOMUMPOBaHWS NepcoHana buomarepraniomM. He ncnonb3oBaTb MO OKOHYaHUN
CpoOKa rogHoCcTW. He ncnosib3oBatb He Mo Ha3HavyeHuto. He Ucnosib3oBaTb NPy 0GHAPYXEeHUN MeXaHUYeCKnX
NoBpPeXAeHNA.

5. CBepgeHua 06 ytnnusaymn

N3penvs, MeBLUME KOHTAKT C KPOBbLIO U/UNU ApYrnMyu 6UON0rMYEeCKUMU XUAKOCTAMUN, NoAnexart yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxnBaHmem nyTeM cTtepuamnsaymm nobbiMm Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeTogamMu. Henmcnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbHO U/Unun
4p. 6UON0rMYECKUMN XUAKOCTAMN) B TOM YNUC/IE C UCTEKLLNM CPOKOM FOAHOCTU yTunmampytotea no CaHllmnH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeENs

M3rotoButens: «J/1BJ1 TekHonomxkmnc Mi6X yHa Ko. KM», topngndecknin agpec: Nepmanus, 74564, T.
Kpalinbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3roToBuUTENbL rapaHTMpyeT COOTBETCTBUE n3aennsa TpeboBaHMsAM HOpMaTuBHOM gokymeHTauun (1ISO
9001:2008 TIOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCI'MCO/LL K 1/025-2009, MOCT 1S6110993-

12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npn cobn4 a BN
XPpaHeHUs 1 MPUMEHEeHNs B TeYeHMe CPoKa rogHOCTL.

FapaHTUliHbIe 06513aTe/IbCTBA U3rOTOBUTENA U/MMK ero npeactaBuTd] ‘ac1 TpretpAYstoToTNe
MeAVLMHCKOE n3fenune B Cay4vae HeHagnexatlero xpaHeHus, TpaHcnof v al WNHCKOTO
nsgenus.

bH & Co. KG
StraBe
‘ny
n, +4y 20

ifax: +49 7951 95613 33
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MacnopTt

Kpnonpo6upkm o6bemom 1,4 mn ¢ 2D wWTpux-Kog0oM, C BHYTPEHHER pe3bboii,

Cepwist 2A0159 Jata n3rotosieHus —"yiologies

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl ans cbopa, 06paboTku, KoHCepBaUnn 1 XpaHeHUs Brmonornyecknx obpasyos
npy Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnemM napoB xunakoro asota (LN2), ons ueneii nonyyeHns
MHdopMaLumM npu nposBeaeHnNn MeANLMHCKUX NCCNefoBaHwuii in vitro B 1abopaTopusax MegULMHCKUX YUPEeXaAeHUA.
O6pasuamn aBMAKTCA: BMoNOrMYeckne XXnAKocTn (KpoBb, Nnaasma KpoBK, CnepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuas M3roToB/eHnA nonunponuneH Purell HP371P
[abapuTHbIe pasmepbl (gMamMeTp X BbICOTA) 0 12,6x38,0MM.

Pabounii 06EM 1,4 mn.

Hanwnyne KpbIWKn HeT

Tvn pe3bbbl Ha Kpronpobupke BHYTPEHHSIS

Pabouunii TemnepaTypHbIii arana3oH OT-196 °C g0 -86°C
Hannume/Tun 2D wTpux-koga na, DataMatrix

YCTONUMBOCTL K LEeHTPUYTrMpoBaHuio [0 3000g no npoaonsHoii ocu
[MokasaTtesib repmMeTUYHOCTHN no 95kMa

Macca ofHOI Kpnonpobunpkun 0,98 r.

YCTOM4MBOCTL K CTepununsaumu napoBbIM METOAOM MNpu TemnepaTtype (121+1)°C
Hanunuve rpagynpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3A4e/InA Npy TPaHCMOPTUPOBKE. Kpnonpobupku TpaHCNoOpTUPYIOT B
TPaHCNOPTHOWM yNnakoBKe NpeanpusaTyus U3rotoBuTens Baunanas3oHe TemnepaTyp ot (- 50 o +50) °C n BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonajaHusa ocagkos.

Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITON yNakoBKe NpeanpusaTus U3rotoButens, nsberas 3HaunTe IbHbIX
KonebaHuii TemnepaTypbl BO BpEMS XpaHeHUS. XpaHUTb B CyXOM MpPox/iagHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C v BnaxHocTtu o 80% npw Temnepatype +25°C.

4. TpeboBaHuA 6€30MacHOCTU

Kpronpo6bupkun SABNSAKOTCA HETOKCUYHbLIM anmMporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMO/Ib30BaHUS.
Kpronpo6bupky NocTaBnstoTCA He CTepu/ibHbIMU. Kpronpobmupkn yCTonumBbl K CTEPUIM3aLmMn NapoBbiM MeTOAOM
npyn Temnepatype (121+1)° C B TeueHne (20+£2) MuH.

Mpn paboTe c Kpuonpobmpkamu, cogepxalimmm buomarepuansl, crnegyeT HageBaTb O4HOPA30Bble Pe3MHOBbIE
nepyaTkun, BO n3bexaHne pucka MHUUMpoBaHNA nepcoHana buomarepmanom. He NCNo/b30BaTb MO OKOHYaHUN
CpoOKa rogHoCTWU. He ncnosb3oBaTh He MO Ha3HavyeHuo. He cnonb3oBaTh NPy 0GHAPY)XEHUN MeXaHUYeCKnX
noBpeXAeHNA.

5. CsefeHuna 06 ytunumsauunm

N3penvs, MeBLLME KOHTAKT C KPOBbIO UMM ApYrMMyY BUOA0MMYECKUMU XNAKOCTAMN, NnoasiexaT yTunnsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06€e33apaXXnBaHuemM nyTemM ctepuamnsaymm nobbiMn Ha
[aHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (He MMEBLLME KOHTaKTa C KpoBbiO U/nn
ap. 6UO0TNYECKUMN XUAKOCTAMMN) B TOM YNC/IE C UCTEKLLNM CPOKOM FOAHOCTU yTuimsmpyrotes no CanlunH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeENsA

M3rotoButenns: «J1BJ1 TekHonomxnc Mi6X yHa Ko. KM», topngnyeckuii agpec: epmanus, 74564, T.

Kpalinbcxaiim, Teogop-LUTopm-LWTpace, a. 17

M3rotoBuUTENNb rapaHTMpyeT COOTBETCTBUNE U34eNnuns Tpe6OBaHI/1 (,/J,C" Mmec II\ n (lISO
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, 17072|b9]ioCTilSO 10993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npw co I TN LLHIGHBK

XpaHeHUs 1 NPUMEHEHUA BTeueHne CpoKa rofHoCTH.
FapaHTUiiHble 06s13aTeNbCTBa U3rOTOBUTENA U/MAW ero npeacTa

MeAMLVHCKOE n3fenne B Cllyyae HeHaf/lexallero XpaHeHus, TpaH MLMHEKOrO

nspenus.
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MacnopT
Kpnonpo6bunpkn o6bemom 2,0 mn ¢ 2D WTprx-KO[40M, C BHYTPEHHE pe3b6oii, le LVL

Cepun 14P1055502 [aTa nsrotoeneHus es:

1. Ha3HaueHue
Kpronpo6bupkn npegHasHayeHbl 4718 c6opa, 06paboTKnN, KOHCEpBaLMn N XpaHeHUA 6uonornyeckmx obpasuos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), ons yenen nonyveHust
MHopMaunn Npu NPoBeAEeHUN MeANLVNHCKUX UCCef0BaHWA in vitro B 1abopaTopusx MegULNHCKUX YUpeXaeHUN.
O6pasuamMmn ABNATCA: BMoNOrMyeckne XXnaKocTn (KpoBb, Nnaasma KpoBuW, crnepma) YesioBeka 1 TKaHu
6unonornyeckmne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuan nsroTosfeHus nonvnponuneH Purell HP371P
[abapuTHbIe pa3mMepbl (gMuamMeTp X BbICOTa) 0 12,6x41,1MM.

Pabounii 06bEM 2,0 mn.

Hannume KpblIwKn HeT

Tuvn pe3bbbl Ha KPMONpob6upke BHYTPEHHSIA

Pabounii TemnepaTypHbIVi gnanasoH OT-196 X g0 -86°C
Hanunume/Tun 2D wTpmnx-koga na, DataMatrix

YCTOIAUMBOCTb K LeHTpUdyrmpoBaHuio 00 3000g no NpoAaoabHO ocn
[Moka3aTesib repMeTUYHOCTU 00 95kMa

Macca ofHOI Kpnonpoburpkn 15r

YCTONUMBOCTb K CTepuamsauum napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannume rpagynpoBku HeT

3.  YnakoBka, TpaHCNOpPTUPOBKAa U XpaHeHue

YnakoBka o6ecneymBaeT COXPaHHOCTb U3AeNnNiA Npy TPaHCNOPTUPOBKe. KpnMonpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHO yNakoBKe NpeanpuaTus N3rotoBuTens BAamnanasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHoCcTH
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NPSIMOro nonajgaHus 0cankos.

Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITON yNakoBKe NpeanpusaTus U3rotoBuTens, nsberas s3HaunTeIbHbIX
KonebaHuii TemnepaTypbl BO BPEMS XpPaHeHUs. XpaHUTb B CyXOM MPOxX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temneparype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkun SBNSAKOTCA HETOKCUYHbBIM anmMporeHHbIM NpoAykKTOM, 04HOPa30BOro UCMO/1b30BaHUS.
Kpronpo6bupkn NoCcTaBnstoTCA He CTepusibHbIMU. Kpnonpobupkn yCcTonumMBbl K CTEpUM3aLmm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c Kpuonpobupkamu, cogepxalmmm bnomaTepnansl, cnegyeT HageBaTb O4HOPA30Bble PE3VHOBbIE
nep4yaTku, BO n3bexaHne pmcka MHpMUMpoBaHns nepcoHana bunomarepmanom. He ncnonb3oBarb MO OKOHYaHUU
CpoOKa rogHOCTN. He Ncrnonb3oBaTb He N0 Ha3HavyeHuo. He Ncnosib3oBaTb NPy 0OHaPY>XeHNN MeXaHUYeCKnX
noBpexaeHui.

5. CBepgeHua 06 ytunusaymn

N3penvs, UMeBLUNE KOHTAKT C KPOBbIO U/MNW APYTMMUA BUONOTMYECKUMU XUAKOCTAMW, NoasiexarT yTunnsaummn
no CanluH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxmnBaHnemM nyTemMm ctepuamnsaymm nobbiMu Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeTogamMun. Hencnosnb3oBaHHble (HE MMEBLUME KOHTaKTa C KpoBbiO U/1uan
Ap. 6UONOrMYECKNMN XUAKOCTAMM) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTunuaupyrotca no CaHlMlvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

M3rotoButens: «J1B/1 TekHonomxkmnc Mu6X yHa Ko. KM», ropugnyeckuii agpec: Fepmanus, 74564, r.
Kpaiinbcxaim, Teogop-LUTopm-LUTpace, a. 17

3roToBuTENb rapaHTUpPyeT COOTBETCTBUE U3 eNuns TpeboBaHUAM HOPMATUB
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT NCO/"

12-2015, IOCT 1SO 10993-18-2011, I'OCT ISO 10993-1-2011) npwu cob6aogeHumn
XpaHeHVsi U MPUMEHEHNS BTeYEHMe Cpoka rogHOCTW.

MapaHTUliHble 06a3aTeNbCcTBa N3roTOBUTENA /MK ero npeacrasutens B RL
MeANLMHCKOoe n3aenne B C/lydae HeHaanexallero XxpaHeHus, TpaHcnopTupos)
n3genus.
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MacnopTt

Kpnonpo6bunpkn o6vemom 0,7 mn ¢ 2D WTprx-Kog0M, C BHYTPEHHE pe3bOoii.

Cepuisi 2A01130

[arta narotosnieHnsA

Ha3zHaueHue

Kpronpobupkn npegHasHauyeHbl 418 c6opa, 06paboTKn, KOHCepBaLMM N XpaHeHNs 6uonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHMeEM NapoB Xuakoro asota (LN2), ansa uenen nosnyyveHus
MHdopMaLumM Npu nposBeAeHnn MeguUVHCKUX UCCefoBaHuii in vitro B 1abopaTopusx MeguUUHCKNX YUpeXaeHWin.
O6pasuamMmn ABNAKTCA: 6MOMOrNMYECKMNE XNAKOCTU (KPOBb, NNasma KpoBu, Criepma) YesioBeka 1 TKaHu
6nonornyeckmne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuan N3rotoBfeHUs

[abapunTHbIe pa3mMepbl (gMamMeTp X BbICOTA)

Pa6ounii 06bEM

Hanunyne KpbIWkn

Tun pe3bbbl Ha Kpnonpoobupke
Pabounii TemnepaTypHbIVi gnana3oH
Hanunume/Tun 2D wTpux-koga
YCTONUMBOCTb K LeHTPUdYrmpoBaHuto
MokasaTenb repmMeTU4yHOCTU

Macca ofHOli Kpnonpoburpkun
YCTOUMBOCTb K CTEpUIM3aLmnn
Hanunune rpagynpoBku

nonunponuneH Purell HP371P
0 8,8x30,1mm.

0,7 mn.

HeT

BHYTpPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NnpoaosibHOM ocn
o 95kMa

0,42 .

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3.  YnakoBka, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTUSa U3roToBuUTeNsa B avnanas3oHe Temnepatyp ot (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHAaATb OT NPAMOro nonajaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMEeTUYHO 3aKPbITOM yNakoBKe NpeanpuaTna n3rotoBuTens, nsberas sHaunTesibHbIX
KonebaHuli TemnepaTtypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1aiHOM MecTe B AnanasoHe Temneparyp (+5
- +40)°C n BnaxHoctn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkun ABAAIOTCA HETOKCUYHbLIM anmMporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/1b30BaHUS.
Kpronpo6bupky NocTaBnstoTCA He CTepusibHbIMU. KpMonpoburpKn yCTorumBbl K CTepuansaumnm napoBbiM METOA0M
npy Temnepatype (121+1)° C B TeueHne (20+£2) MuH.

Mpn paboTe c kpnonpobmpkamu, cogepxall,uMmm buomarepuansl, cnegyeT HageBaTb O4HOPAa30Bble Pe3nHOBbIE
nepyaTkn, Bo n3bexaHne pucka MHMUMpoBaHs nepcoHana bnomarepmasioMm. He ncnonb3oBaTb N0 OKOHYaHUU
CpoOKa rogHocTu. He ncnonb3oBaTb He NO Ha3HauvyeHuto. He ncnonb3oBaTb NpU 0GHAPYXEHUN MeXaHUYeCKNX
noBpexaeHui.

5. CsefeHuna 06 ytunusaunm

M3penvs, nmeBLUME KOHTAKT C KPOBbLIO U/MNK ApYrMMyU BUOMIOTNYECKUMU XUAKOCTAMUN, NoanexarT yTuansaumm
no CaHlNuvH 2.1.7.2790-10 knacc b c o6s3aTefnibHbIM 06e33apaXMBaHUEM NyTeEM CTepuUM3auum AObIMU Ha
[aHHOM NpeanpusTve YyCTaHOBMEHHBIMU MeToAamMu. Hencnosib3oBaHHbIe (He MMeBLUME KOHTakKTa C KPOBbO U/Nn
4p. 6UO0rNYECKNMN XKUAKOCTAMM) B TOM YNC/IE C UCTEKLIMM CPOKOM FrOAHOCTM yTunuaupyrotca no CaHlMvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

M3rotoButenb: «J/IBJ/1 TekHonomxkmnc M6X yHa Ko. KM», topugudeckunii agpec: F'epmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3rotoBuTeNb rapaHTMpyeT COOTBETCTBUE U3Aenns Tpe6oBaHUAM HOpMaTuMBHON AokymeHTauuu (1SO
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MTOCTTCO/M XX 17025-2009.1UU ISU 10993-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnk:|™
XpaHeHVsi U MPUMEHEHUA BTeYeHMe Cpoka rogHOCTH.

MapaHTUliHble 0653aTe/IbCTBa N3roTOBUTENS U/MNK ero NnpeacTaBuT ™M
MeAULIMHCKOE M3fefnne B Clydae HeHaa/exallero XpaHeHust, TpaHeno|: TWT T rs ucnei»sasaw®NE@n iHCKoro
n3genus.
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2. OCHOBHDIE TEXHHMECKIE XBPDAKTEPHCTHIN
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MacnopTt

Kpuorpo6upky 06beMoM 1,6 M ¢ 2D WTPUX-KOZOM, C BHyTPeHHei pe3btoit, 7\ S eJ L V L

Cepust 2A01491 Hata nsrotoenennss 1 ““ *1j2/20li ~

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl 4518 c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHns 6uonornyeckmux obpasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB Xuakoro aszota (LN2), ansa uenen nony4veHus
MHopMauMn Npu NPOBELEHUUN MEAULVNHCKUX UCCNef0BaHWA in vitro B 1abopaTopusax MegULMHCKUX YUpexaeHUn.
O6pasuamu ABNAOTCA: BUOMOrNYECKME XUAKOCTU (KPOBb, NNasma KpoBuW, crepma) YesioBeka 1 TKaHu
6unonornyeckmne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

Matepuan nsrotoBsieHns nonvnponuneH Purell HP371P
[abapuTHble pa3mepbl (AMamMeTp X BbICOTA) 0 12,6x38,5MM.

Pabounii 06bEM 1,6 mn.

Hannuve KpbIwKn HeT

Tun pe3bbbl Ha Kpronpobupke BHYTPEHHSA

Pabounii TemnepaTtypHblii gnana3oH OT-196 °C go -86°C
Hanuuwne/tnn 2D wtpux-koga na, DataMatrix

YCTOMUMBOCTb K LLEHTPUYrMpoBaHuio [0 3000g o nNpoaosibHOI ocn
[Moka3aTesib repMeTUYHOCTHU 00 95kMa

Macca ogHOWM Kpruonpobupkmn 1,12 r.

YCTOUMBOCTb K CTepuin3aumm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanunune rpagymnpoBkum HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3AeNA Npy TPAHCNOPTUPOBKE. KpnMonpobupku TpaHCNopTMPYIOT B
TpaHCMOPTHOW ynakoBKe NpeanpusaTyus U3rotoBuTens Bauana3oHe TemnepaTyp oT (- 50 go +50) °C n BiaxHoOCTH
[0 98% npu Temnepartype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonajaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMEeTUYHO 3aKpPbITON yNakoBKe NpeanpusaTUS U3roToBUTENS, u3beras 3HaunTe IbHbIX
KonebaHunii TemnepaTypbl BO BpEMS XpaHeHUS. XpaHUTb B CyXOM MpoxX/iaAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6€30MacHOCTMU

Kpronpo6upkn SABNSKOTCA HETOKCUYHbIM annuporeHHbIM NpoAyKTOM, OAHOPa30BOro UCMO/1b30BaHUS.
Kpronpo6bupky NoCcTaBnsioTCA He CTepusibHbIMU. KpMonpobupKn yCcToiumBbl K CTeEpUMsanmm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C B TeveHue (20£2) MUH.

Mpn paboTte c KpMonpobupkamu, coaepxawimmm bruomarepuansl, creayeT HageBaTb OAHOPAa30Bble Pe3NHOBbIE
nepyaTkun, BO n3bexaHne pmcka MHpMUMpoBaHns nepcoHana brnomarepmasioMm. He ncnonb3oBaTb N0 OKOHYaHUU
CpoOKa rofgHOCTWU. He ncnonb3oBarb He MO Ha3HavyeHuto. He ncnonb3oBaTb NPU 0GHAPYXEHUN MeXaHNYeCKUX
noBpexXaeHuN.

5. CsegeHns 06 ytuaunsaumu

M3penvs, uMeBLUNE KOHTaKT C KPOBbLIO U/MNK ApYrMMyU BUONOrMYECKUMU XNAKOCTAMN, noanexart yTunnsaummn
no CaHlNluH 2.1.7.2790-10 knacc b c 06s13aTefnibHbIM 06€33apaXXnBaHUeM NyTemM CTepumsauum ArobIMU Ha
[aHHOM NpeanpusaTne yCTaHOBNEHHbIMU MeToAamu. Hencnosib3oBaHHble (HEe MMeBLUME KOHTaKTa C KpOBbO U/Mn
Ap. 6MONOrNYECKUMN XULKOCTAMMN) B TOM YNUC/IE C UCTEKLLMM CPOKOM FOAHOCTU yTunmanpytotca no CaHllmnH
2.1.7.2790-10 knacc A.

6. [apaHTuUn n3rotosuTens

M3rotoButenb: «J/1BJ1 TekHonomxknc Mu6X yHa Ko. KM», topngnyecknin agpec: epmanus, 74564, r.
Kpannbcxaiivm, Teogop-LUTtopm-LTpace, 4. 17

M3rotoBuTenb rapaHTMpyeT COOTBETCTBME U34enna Tpe6oBaHUAM HOopMaTULYWA-AaKyMeHTauum (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT /OO'1Y1"aL
12-2015, I'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobntoaeHnn
XpaHeHVs1 1 MPUMEHEHUSA B TeYeHne Cpoka rogHOCTH.

lapaHTUiiHbIe 06s3aTeNbLCTBA N3rOTOBUTENSA /MK ero nNpeacTaBuTens B
MeAVLMHCKOE n3aenuve B Cyyae HeHaa/iexallero XpaHeHus, TpaHcnopTn
n3genus.
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MacnopTt

Kpuronpobupkn o6bemom 1,1 M ¢ 2D LTprx-KOZ0M, C BHYTPEHHelW pe3b6oi, ff I tV L

Cepus 2A2141 [ata nsrotoeneHna — T I12/7~01j

1. Ha3HaueHwne
Kpronpobupku npegHasHayeHbl 4518 c6opa, 06paboTkm, KOHCepBauun 1 XpaHeHNs 61Monormyecknx o6pasuos
npu Temnepatype MuHyc (196-86)"C c ncnonb3oBaHnem napos xunakoro asota (LN2), gns yenen nonyyeHms
MHopMauMn Npu NPOBEAEHUN MEAULVNHCKUX UCCNef0oBaHWii in vitro B 1abopaTopusax MeguUUHCKUX YUPEXOEHWA.
O6pasuamMmn aBAKTCA: BUOMOTNYECKNE XUAKOCTU (KPOBb, Nfia3ma KpoBuW, crepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEOUCTUKN
Matepuan n3rotoB/ieHnst nonvnponuneH Purell HP371P
[abapuTHbIE pasmepbl (AMamMeTp X BbICOTA) 0 12,6x35,2mMM.
Pabounii 06EM 1,1 mn.
Hanunumne KpbIwKn HeT
Tvn pe3bbbl Ha Kpronpobupke BHYTPEHHSISI
Pabounii TemnepaTypHbIV gManasoH OT-196 °C go -86°C
Hanuune/tun 2D wtpux-koga na, DataMatrix
YCTONYMBOCTb K LEeHTPUQYrMpoBaHuio [0 30009 ro nNpoaosLHOi ocn
[Moka3artesib repMeTU4YHOCTU 00 95kIMa
Macca ogHOW Kpruonpobupku 0,77 r.
YCTOAUMBOCTb K CTepuIn3aumm napoBbIM MeToA0M Npu Temnepatype (121+1)°C
Hanunune rpagynpoBkum HeT

3. YnakoBKa, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBka obecneunBaeT COXpPaHHOCTb U34eNui npu TpaHCNopTupoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCMNOPTHOW yNakoBKe NpeanpusaTus U3rotoBuTensa BananasoHe Temnepatyp oT (- 50 go +50) °C u BnaxHoOCTn
[0 98% npu Temneparype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusi 0cagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoBuTens, nsderas sHaunTesibHbIX
KonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MpPoOx/1afHOM MecTe BAuana3oHe Temnepartyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkn ABASKOTCA HETOKCUYHbLIM anmMporeHHbIM NPOAYKTOM, OAHOPAa30BOro MCNoJ/ib30BaHUS.
Kpronpobupku NoCTaBnskoTCA He CTepusibHbIMU. KprMonpobupkn yCcTonumBbl K CTepuUnsaLm naposBbiM MeTO40M
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn pa6oTe c kpuonpobupkamn, cogepxalimmm bnomatepmnassl, cnegyet HageBaTb O4HOPa30Bble PE3NHOBbIE
nepyatkn, Bo n3bexaHune pucka MHOULMPOBaHUA NepcoHana buomareprasiomM. He ncnosib3oBaTb MO OKOHYaHUN
CpOKa rofHOCTN. He ncnosb3oBaTtb He NO Ha3HavyeHuo. He ncnonb3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKNX
noBpeXaeHWiA.

5. CBepgeHus 06 ytnnmsauymm

N3penvsa, nmeBLUNE KOHTaKT C KPOBbIO UMMV ApYTMMU BUONOrMYECKUMU XNAKOCTAMW, Noasiexar yTunnsaummn
no CaHlNMvH 2.1.7.2790-10 knacc b c o653aTeqibHbIM 06e33apaxnBaHmem nyTeM ctepuansauymm nobbiMn Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeTogamMu. Henmcnonb3oBaHHble (He MMEBLUME KOHTaKTa C KpOBbHO U/Unun
Ap. 6UON0rMYECKNMN XNOKOCTAMM) BTOM YMCTIE C UCTEKLLNM CPOKOM FOAHOCTU YTuUAmM3mpytoTca no CaHlMlunH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsroToBuTENSA

M3rotoButenb: «J1BJ/1 TekHonomxkmnc M6X yHa Ko. KM», topugndecknin agpec: epmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, a. 17

3rotoBuTeNb rapaHTMpyeT COOTBETCTBME U3Aenns TpeboBaHNsAM HOPMAaTUBHON foKkyMeHTauuu (ISO
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UTa/MUK 17M07U-9NMO rnrt kn
12-2015, FOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu cob6n04eHK
XpaHeHua u NPUMEHEeHNs B TeYeHne CpoKa rogHoCTH. W 1

lapaHTUiiHble 06s3aTeNbLCTBA N3rOTOBUTENSA /UK ero npeacTaBuTens B
MeANLMHCKOe nsgenue B Crlydae HeHaanexallero xpaHeHus, ToaHcnooTnpoBkma—

n3genvs.
GmbH & Co. KG

rheo”or-Storm-Strafle 1)
"7757 CrailaMNim mGermajhy
Sfori LI 775>71310
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MacnopT

Kpnonpo6upkn o6bemom 1,0 mn ¢ 2D WTprx-KoaoM, C BHYTPEHHeN pe3b6oii.

Cepun 2A2140 Jata nsrotosneHus

1. Ha3HaueHue
Kpronpo6bupku npegHasHayeHbl 4718 c6opa, 06paboTKn, KOHCEpBaLMM U XpaHeHUs 61onornyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), ansa uenen nony4veHusi
MHdopMaLmn Npy NposBeAeHN MeANLMHCKUX nccnefoBaHui in vitro B 1abopatopmnsax MeguuUMHCKUX YUpexaeHni.
O6pasuamMmn aBAKTCA: BNOMOrMYECKNE XUAKOCTU (KPOBb, N1a3ma KpoBW, crepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

2.
Matepwnan n3rotoBneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (4MamMeTp X BbICOTA) 0 8,8x44,5MMm.
Pabounin 06bEM 1,0 mn.
Hanuuve KpblIwkm HeT
Tvn pe3b6bl Ha Kpronpobupke BHYTpPEHHSASA
Pabounii TemnepaTypHbIVi gnana3oH OT1-196 °C pgo -86°C
Hannume/Tun 2D wtpux-koga aa, DataMatrix
YCTOAUMBOCTb K LeHTPUJQyrmpoBaHuio A0 3000g no npoaonbHoi ocn
[NokasaTtenb repMeTnyHOCTU o 95klMa
Macca ogHoOW Kpruonpobupku 0,7r.
YCTOMUMBOCTL K CTEPUIMU3aLIAN napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagynpoBKkn HeT

3.  YnakoBka, TpaHCNOPTUPOBKA U XpaHeHne

YnakoBka ob6ecrneumBaeT COXpPaHHOCTb M34enuii npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCMNOPTHO yNnakoBKe NpeanpuaTus N3rotoBuTensa BAamnanasoHe TemnepaTyp ot (- 50 go +50) °C n BiaxHoOCTH
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusi 0cagKoB.

Kprnonpobupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunmTesibHbIX
KonebaHuli Temnepatypbl BO BpeMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6€30MacHOCTMU

Kpronpo6bupkn SBnstoTCA HETOKCUYHBLIM annuporeHHbIM NPoAyKTOM, OAHOPAa30BOro MCNOJ/Ib30BaHUS.
Kpronpo6upku NocTaBnstoTCcA He cTepusibHbIMU. Kpronpobupkn yCcTonumBbl K CTepuinsalmm naposbiM MeTO40M
npu Temnepartype (121+1)° C BTeveHune (20£2) MUH.

Mpn paboTe c Kpuonpobupkamn, cogepxawmumm buomatepnansl, cnegyeT HageBaTb O4HOPa30Bble Pe3nHOBbIE
nepyaTkun, BO n3bexaHne prcka MHpMUMpoBaHus nepcoHana bunomarepmanom. He ncnosb3oBaTb N0 OKOHYaHUU
CpoOKa rogHoCcTW. He ncnosb3oBaTtb He MO Ha3HavyeHuo. He ncnonb3oBaTtb NPy 06HaAPY)XeHUN MeXaHUYeCKnX
NOBPEXOEHWIA.

5. CBepgeHus 06 ytnnmsauyumm

N3penvs, uMeBLUME KOHTaKT C KPOBbIO U/MMN APYTMMU BUONOTNYECKUMN XUAKOCTAMKU, NogAexar yTuamsaumm
no CaHlNMvH 2.1.7.2790-10 knacc bc o653aTesibHbIM 06e33apaxnBaHnem nyteMm ctepuansaymm nobbiMm Ha
[aHHOM npeanpusaTve yCTaHOBNEHHbIMU MeToAamMun. Hemcnonb3oBaHHble (HE MMEBLUNE KOHTaKTa C KPOBbO U/Nn
4p. 6MONOrNYECcKUMN XNAKOCTAMM) B TOM YNC/IE C UCTEKLLNM CPOKOM FrOAHOCTU yTuamsmpytotes no CaHllmH
2.1.7.2790-10 knacc A.

6. [apaHTUn n3rotoBuTeENs

M3rotoButenb: «JIB/1 TekHonomxkmc MmoX yHa Ko. KM», topuguyeckuii agpec: Fepmanus, 74564, T.
Kpalinbcxaiim, Teogop-LUTtopm-LUTpace, a. 17

M3roToBuTENb rapaHTUPYeT COOTBETCTBME N3AeNNa Tpe60BaHUAM HOPMATWB Yoii
9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NICO/M3
12-2015, I'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnogeHnn yc
XpaHeHVs1 N MPUMEHEHUSA BTeYeHMe Cpoka rogHOCTW.

MapaHTUiiHbIe 06A3aTeNbLCTBA U3rOTOBUTENA U/NMAKW ero npeactasuTens B PO
MeAVLMHCKOe n3aenune B C/lydae HeHaaiexallero XpaHeHus, TpaHCNOPTUPOBKK
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpuronpo6upkin o6bemom 0,5 M ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN Pe3bOoii. ff I I V L

Cepun 2A0140 [ata nsrotoBneHnss — * 12/1lolb

1. Ha3HaueHue
Kpronpo6bupkn npegHasHayeHbl 418 c6opa, 06paboTKn, KOHCepBaLMm 1 XpaHeHNs 6uonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NApoB Xuakoro asota (LN2), ansa uenen nosnyyeHus
MHdopMaLuM Npy NpoBeAeHnN MegULUVUHCKUX UCCef0oBaHnii in vitro B nabopaTopusax MegULNHCKUX YUpeXaeHUN.
O6pasuamn aBAKTCA; 6UoN0rMyeckKne XXUAKocTn (KpoBb, Nniasma KpoBu, crnepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

MaTepuran n3rotoB/eHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (4MamMeTp X BbICOTA) 0 8,8x26,5MM.

Pabounii 06BEM 0,5 mn.

Hannune Kpbiwkn HeT

Tun pe3bbbl Ha Kpnonpoobupke BHYTPEHHSISA

Pabounii TemnepaTypHbIii gnanas3oH OT-196 °C go -86°C
Hanunuune/Tun 2D wTpux-koga na, DataMatrix

YCTOIAUMBOCTb K LLEHTPUQYrMpoBaHmio [0 3000g ro nNpoaosiLHO ocu
[Moka3aTesib repMeTUYHOCTU 00 95kMa

Macca ofHoI Kpnonpoburpkn 04r.

YCTOMUMBOCTb K CTEpUIM3aLmn napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuve rpagynpoBkm HeT

3.  YnakoBka, TpPaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecrneunBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TpPaHCNOPTHOM ynakoBKe NpeAnpusTusa U3rotoButens BAuanasoHe Temnepartyp oT (- 50 go +50) °C 1 BnaxxHOCTH
[0 98% npun Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusi 0cagkKoB.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunte ibHbIX
KonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MpPoOX/1aAHOM MecTe B Anana3oHe Temneparyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn ABAAKOTCA HETOKCUYHbLIM anmMporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMO/Ib30BaHUS.
Kpronpo6upky NocTaBnstoTCA He CTepUibHbIMU. KpMonpobupkn yCcToiumBbl K CTepuiMsanmm napoBbiM MeTOA0M
npyn Temnepatype (121+1)° C BTeueHne (20+£2) MuH.

Mpn paboTe c Kpuonpobmpkamu, cogepxalimmm buomarepuansl, crefyeT HageBaTb O4HOPA30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHne prvcka MHpMuMpoBaHns nepcoHana buomarepmanom. He ncnosib3oBaTh N0 OKOHYaHUU
CpoOKa rogHoOCTW. He Mcnosb3oBaTb He MO Ha3HavyeHuo. He cnonb3oBaTb NPy 0OHaPYXXeHUN MeXaHUYeCKnX
NOBPEeXAEHNA.

5. CsegeHuns 06 ytunumsaumm

N3penvs, nmeBLUNE KOHTaKT C KPOBbIO U/ ApYrMMyY BUONOTMYECKUMU XUAKOCTAMK, nogaexarT yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c o6s3aTesnibHbIM 06€e33apaxnBaHueM nyTem ctepuamnsauum ArodbiIMn Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (HEe MMeBLUME KOHTaKTa C KPOBbO U/Nn
4p. 6MONOrNYECKUMN XUAKOCTAMM) B TOM YNC/IE C UCTEKLLNM CPOKOM FrOAHOCTU yTunuaupytotes no CaHlMlvH
2.1.7.2790-10 knacc A.

6. [apaHTun narotosButens

M3rotoButens: «J1BJ1 TekHonomxknc M6X yHa Ko. KM», topngnyecknin agpec: epmanus, 74564, T.
Kpalinbcxaim, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTeNb rapaHTMpyeT COOTBETCTBME U3Aennsa TpeboBaHuaM “~pmatupHpin gnuymr'ntnunm (150-------
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT NCO/ OCEINIP 105193-
12-2015, MOCT I1SO 10993-18-2011, OCT ISO 10993-1-2011) npwn cobnrogem
XpaHeHWs 1 NPYMEHEeHUS B TeYeHne Cpoka rogHoCTH.

MapaHTUiiHble 06a3aTeNbLCTBA N3rOTOBUTENSA /MKW ero npeacraBuTens p°efmAmf&g9es

MegunUunMHCKOoe nsaenne B ciydae HeHaanexawero XxpaHeHus, TpchnOpTVI’\H Mncnonb3oBaHUA Me,ﬂ'VlLl'VlH6K0rO
nsaenus. GmbH & Co. KG

odor-Stonn-Stra(3e
ailsh/fVi «G8§[m iy
o
9561V 33
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MacnopT

Kpronpo6upku o6bemom 1,0 M ¢ 2D LUTPUX-KOAO0M, C BHELLHEN pe3bboii, 6e3 LVL

Cepusa 2A0140 [Jata nsrotoeneHus

1. Ha3HaueHwne
Kpronpobupkn npegHasHayeHbl 4518 c6opa, 06paboTkM, KOHCepBauumn 1 XpaHeHns 6uonornyeckux oépasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHWEM NapoB Xuakoro asota (LN2), ana uenen nonyyveHus
nHdopMaLmn Npy NpoBeAeHN MeANLMHCKNX NCCNefoBaHuii in vitro B n1abopatopusx MeAULNHCKUX YUpeXaeHUNA.
O6pasuamMmn ABNATCA: BMOMOrMYECKNE XNOKOCTU (KPOBb, NNasMma KpoBU, Cepma) YesioBeka 1 TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
MaTepunan n3roToe/ieHns nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA) 0 8,8x44,0MM.
Pabounii 06EM 1,0 mn.
Hanunyne KpbIwkn HeT
Tun pe3bbbl Ha Kpronpobupke BHeLLUHASA
Pa6ounii TemnepaTtypHbIli gManas3oH OT-196 °C fo -86°C
Hanunume/Tun 2D wTpux-koga na, DataMatrix
YCTONUMBOCTb K LEHTPUAYrMpoBaHNio [0 3000g no npoaosLHol ocu
lMokasaTenb repmMeTMyYHOCTU 00 95kMa
Macca ofHoOW KprMonpobupkmn 0,7 1.
YCTOM4MBOCTL K CTepunsaLlmm napoBbIM MeTOAO0M Npu Temnepatype (121+1)°C
Hanunuve rpagyvnpoBku HeT

3.  YnakoBKa, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3aenuii Npu TpaHCNopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNakoBke NpeanpuaTUSa U3roToBuTeNns B ananasoHe TemnepaTyp ot (- 50 go +50) °C n BnaxHoCcT
[0 98% npu Temnepartype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTna n3rotoBuTens, nsderas sHaunTesibHbIX
KonebaHuii TemnepaTypbl BO BPEMA XpPaHeHUs. XpaHUTb B CyXOM MpPoOX/1aAHOM MecCTe B Anana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annporeHHbIM NpoAYKTOM, O4HOPAa30BOro UCMo/Ib30BaHUS.
Kpronpo6upkn nNocTaBfsaoTCA He CTEPUIbHBIMU. KpMonpobumpKn yCToumnBbl K CTepuamnsaumm napoBbiM METOAO0M
npu Temneparype (121+1)° C B TedeHue (20£2) MUH.

Mpun pab6oTte c KpMonpobupkamu, cogepxalimmm buomarepuansl, cregyeT HageBaTb O4HOPa30Bble Pe3NHOBbIE
nepyaTkun, BO n3bexaHue prcka MHOMUMpoBaHWS nepcoHana bnomarepmasioMm. He ncnosb3oBaTb N0 OKOHYaHUKN
CpOKa rogHOCTW. He ncnonb3oBaTtb He N0 Ha3Ha4YeHuto. He ncnonb3oBaTb NPU O6HapPYXXEeHUU MexXaHUYeCcKnUx
noBpexXaeHun.

5. CBepgeHusi 06 yTnamnsauum

N3penvs, uMeBLUME KOHTAKT C KPOBbLIO /MW APpYTMMU BMOOTUYECKUMU XUAKOCTAMU, NoAnexar yTuamnsaumm
no CaHlMuvH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06€33apaxXnBaHneM nyTem cTepunsauum ArobiIMU Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogamun. Henmcnosnb3oBaHHble (HE MMEeBLUME KOHTaKTa C KPoBbo U/Nnn
Ap. 6MONOrNYECKUMN XUAKOCTAMN) B TOM YMC/1e C UCTEKLINM CPOKOM FOAHOCTU yTuamsmpytotcsa no CaHlunH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBuTENA

M3rotoButenb: «JIBJ1 TekHonomxknc M6 XyHa Ko. KM», ropugnyeckuii agpec: Fepmanuns, 74564, T.
Kpannbcxaiiv, Teogop-LUTtopm-LTpace, 4. 17

MN3roToBUTENb rapaHTUpyeT COOTBETCTBME N3AeNUst Tpe6oBaHUAM uNMPMAOTUTION AOKy»«°uTa||lvn (|an
9001:2008 T'OCT NCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, NOCT NCO/1)

12-2015, I'OCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npn cobnrogenjvi
XpaHeHNs 1 NPUMEHEHNS B TeYeHne Cpoka rogHOCTH.

FapaHTUiiHble 06513aTeNbCTBA U3rOTOBUTENST U/MNKU ero npeacTaBuTens B
MeAVLMHCKOE n3aenue B C/lyyae HeHaa/iexallero XpaHeHus, TpaHCnopTMpos!] KOro
n3genus.
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MacnopTt
Kpronpobupky o6beMoM 1,6 M ¢ 2D LWTPMX-KOAOM, C BHELUHE pe3bboit, G

Cepus 2A0149 Oata nsrotoenenns 1 “ Tn/iois

1. Ha3HaueHne
Kprnonpobupkn npegHasHadyeHbl AN c6opa, 06paboTkm, KOHCeEpBaUUN U XpaHEHUS BMONOrMyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), ansa uenen nonyveHusi
MHdopMaLum Npy NpoBeaeHnN MeANLMHCKNX UCCnefoBaHunii in vitro B 1abopaTopusax MeAULNHCKNX YUpeXaeHUNA.
O6pasuamn ABNAKTCA: GUoNorMyeckne XXnakocTn (KpoBb, naasma KpoBW, crnepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHMUYECKME Xa0aKTEOUCTUKN
Matepuan n3rotoBsieHUs nonvnponuneH Purell HP371P
[abapuTHble pasmepbl (AMamMeTp X BbICOTA) 0 12,6x38,5MM.
Pa6ounin 06bEM 1,6 mn.
Hannune KpblILWwKn HeT
Tun pe3bObl Ha Kpnonpoobupke BHELLHAA
Pabounii TemnepaTtypHbIVi gnana3oH OT-196 °C go -86°C
Hanunuune/Tun 2D wTpux-koga na, DataMatrix
YCTOMUMBOCTb K LeHTPUdyrmpoBaHuto [0 3000g ro nNpoaosibHOM ocu
Moka3aTesib repMeTUYHOCTU 00 95kMa
Macca ofHoOW Kprnonpobupkm 1,13 r.
YCTOWUMBOCTb K CTEpUIM3aLMn napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannune rpagynpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka o6ecneunBaeT COXpPaHHOCTb U3aenuii Npu TpaHCNopTMpoBKe. Kpnonpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNnakoBKe NpeanpuaTUS N3rotoBuUTeNs B AnanasoHe Temnepatyp oT (- 50 go +50) °C n BAaxHOCTH
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSAMOro rnonagaHnsa ocaakos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yNakoBKe NPeanpusaTus U3rotoBuTesns, nsberas 3HaumTeNbHbIX
KkonebaHwnii TemnepaTypbl BO BPEMA XpaHeHUs. XpaHUTb B CyXOM NPOX/aiHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTH

Kpronpo6bupkn aBnstoTCA HETOKCUYHBLIM annuporeHHbIM NPoAyKTOM, OAHOPAa30BOro UCMO/Ib30BaHUS.
Kpronpo6upky NocTaBnsanTCA He cTepusibHbIMU. Kpronpobupkn yCcTonumMBbI K CTEpUM3aLmMm napoBbiM MeTOA0M
npu Temneparype (121+1)° C B TeveHne (20+£2) MuH.

Mpn paboTe c kpuonpobmpkamn, cogepxall,umm bnomaTepmnasbl, cnegyet HageBaTb O4HOPa30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHne prcka MHOMUNPOBaHNA NepcoHana bnomarepmasioM. He ncnosib3oBaTb MO OKOHYaHUN
CpOKa rogHoCTW. He ncnonb3oBaTtb He Mo Ha3HavyeHuto. He ncnonb3oBaTtb NPU OGHAPYXEHUN MeXaHUYeCKux
noBpeXaeHn.

5. CsefeHunsa 06 ytunusauum

M3penvs, nmeBLUNE KOHTaKT C KPOBbIO U/MNK ApYyrMMyu 6UON0rMYeCcKUMU XNAKOCTAMUN, NoanexarT yTuansaumm
no CaHluH 2.1.7.2790-10 knacc b c o6s3aTefnibHbIM 06€33apaXXnBaHUeM nyTem CTepunmsauum ArobbiIMu Ha
[aHHOM npeanpuaTne ycTaHOBNEHHbIMU MeToAamMu. Hencnosb3oBaHHble (HE MMEBLUME KOHTaKTa C KPOBbO U/Nn
Ap. 6MONOrNYECKUMN XNAKOCTAMM) B TOM YNC/IE C UCTEKLLMM CPOKOM FOAHOCTU yTuUAmM3mpytoTea no CaHllmnH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsroToBuTENSA

M3rotoButenb: «J/1BJ1 TekHonomknc Mu6X yHa Ko. KM», topngnyecknin agpec: N'epmanus, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17

M3roToBuTeNNb rapaHTUpyeT COOTBETCTBME U3aenms TpeboBaHuam Y+pnrirun|pii gnrympHTAal”wm (kn
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCC
12-2015, FOCT 1SO 10993-18-2011, I'OCT ISO 10993-1-2011) npn cobtogeHK

XpaHeHna n npuMeHeHnsa B TeHeHne CpokKa rogHocCTu. 1*

CiasB W

lapaHTUiiHble 06s3aTeNIbCTBA U3rOTOBUTENS U/UAN ero npeactasmTens i STaHsIIOTC(yHa ; ™
MeAULMUHCKOEe U3[eNune B Cllyyae HeHalexallero XxpaHeHus, TpaHcnoptu/l NCnonb3oMW AP Aainé” i~ Koro
nsaenus.
P® 17
3errany
95613 20

lefax: +49 7951 95613 33
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MacnopT

Kprionpo6upkn o6bemom 0,3 mn ¢ 2D LLTPMX-KOAOM, C BHYTPEHHEW Pe3bOoii.

Cepus 2A0136 Jata narotosneHus

1. Ha3HaueHwne
Kprnonpobupkn npegHasHayeHbl 4518 c6opa, 06paboTKn, KOHCepBauumn 1 XpaHeHns 6uonornyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHneM napoB xunakoro asota (LN2), gnsa uenen nony4veHus
MHdOpMaLVKM Npu NPoBeAEHUN MeAUNLUVNHCKNX UCCNen0BaHuii in vitro B 1abopaTopusax MeguUUHCKNX YUPeXaeHWiA.
O6pasuamn aBATCA: BMOMOrMYecKme XNAKOCTN (KPOBb, Nnasma KpoBu, cnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuas n3rotosneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA) 0 8,8x19,0mMm.

Pabounii 06bEM 0,3 mn.

Hanuuve KpblIwkun HeT

Tvn pe3bbbl Ha KpMoNpobupke BHYTPEHHSISI

Pabounii TemnepaTypHbIii gnanasoH OT-196 °C pgo -86°C
Hanunume/Tun 2D wTpux-koga na, DataMatrix

YCTONUYMBOCTb K LEeHTPUQYrmpoBaHunio [0 30009 ro nNpoaosibHO ocu
[Moka3aTesib repMeTUYHOCTU [0 95kMa

Macca ofHol Kpnonpobupkmn 0,24 .

YCTOMUMBOCTb K CTEPUIM3aLUN napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagynpoBKkn HeT

3.  YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneymBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCnopTUPYIOT B
TPaHCMNOPTHO yNakoBke NpeanpuaTUSa U3roToBuTeNnsa BananasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHOCTU
[0 98% npu Temnepartype +25°C. MNpefoxpaHAaTb OT NPAMOro nonazaHus ocagkos.

Kprnonpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NPeanpuaTUa U3rotoBuTens, ndberas s3HaunTeNbHbIX
KonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/1afAHOM MecTe B uana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

Kpronpo6bupkn ABAsOTCA HETOKCUYHBLIM annuporeHHbIM NpPoAyKTOM, O4HOPAa30BOro NCNOJIb30BaHUS.
Kpronpo6upkn nNocTaBnstoTcA He CTepu/ibHbIMU. Kpronpobupkn ycToiumBbl K CTepuiMsanmm napoBbiM MeETOAO0M
npu Temneparype (121+1)° C B TeueHne (20+2) MuH.

Mpn paboTe c kpuonpobMpkamn, cogepxall,umm bnomatepmnasnsl, cnegyet HaeBaTb O4HOPa30Bble Pe3NHOBbIE
nepyaTku, BO n3bexaHne pucka MHOMLMPOBaHWS NepcoHana buomarepraniomM. He ncnonb3oBaTb MO OKOHYaHUN
CpoOKa rogHOCTW. He ncnonb3oBaTtb He MO Ha3HauvyeHuto. He ncnonb3oBaTb NPU O6HAPYXEHUU MeXaHUYeCcKmx
noBpPeXAEHNA.

5. CegeHus 06 ytununsaumun

N3penvs, MeBLUME KOHTaKT C KPOBbIO WU/UNN ApYrMMu 6MOIOTMYECKUMU XUAKOCTAMU, NoAnexart yTuamnsaumm
no CaHlMvH 2.1.7.2790-10 knacc b c o6s3aTefnibHbIM 06€33apaxXnBaHueM nyTem cTepumnsaymm nobbiIMn Ha
[aHHOM npeanpuAaTue yCTaHOB/IEHHbIMU MeToAamMu. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbHO U/1Uan
Ap. 6MONOrNYECKUMN XNAKOCTAMM) BTOM YNUC/IE C UCTEKLWINM CPOKOM FOAHOCTU yTuUAmsmpyrotcs no CaHllunH
2.1.7.2790-10 knacc A.

6. TlapaHTuUn nsrotoBuTENA

M3rotoButenb: «J/IB/1 TekHoomkmnc M6X yHa Ko. KM», topugndecknin agpec: 'epmanus, 74564, r.
Kpalinbcxanm, Teogop-LUTtopm-LUTpace, 4. 17

N3roToBUTE b FrapaHTUPYeT COOTBETCTBUE N3AENUA TPEGOBaHUSAM LNppaTumur.i (ico-
9001:2008 TI'OCT CO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IOCT |/ COffi
12-2015, FOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu cobnog('H|
XPaHeHNs n NPUMEHeHNs BTEYEeHne CpoKa rogHOCTH.

[apaHTUiiHbIe 06s3aTeNnbLCTBA U3roTOBUTENSA U/WMN ero npeacTaBuUTens

MeAVLMHCKOe n3genuve B Cyyae HeHaa iexallero XpaHeHus, TpaHcnopTu|: NCNoMb30BaHNs MeaULMH|CKOro
n3genuvs. J pTbH & Co. KG
torm-StraBe It
Germany
» 20

lefax: +49 7951
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MacnopT

Kpronpo6upkn o6bemom 5,0 mn ¢ 2D LWTPUX-KOA0M, C BHELLHER pe3b6oid, 6e3! LVL

Cepua 14P1020500 JaTa n3rotoBneHus

1. Ha3HaueHwne
Kpronpobupkn npegHasHayeHbl 4518 c6opa, 06paboTKM, KOHCepBauumn 1 XpaHeHns 6unonornyeckmx obpasLuos
npu Temnepartype MuHyc (196-86)°C c ucnonb3oBaHnem napoB xuakoro asota (LN2), ona uenen nonyveHust
nHdopMaLmn Npy NpoBeAeHNN MeANLMHCKUX NccnefoBaHuii in vitro B 1abopaTtopmsax MeAnLMHCKUX YUpeXxaeHni.
O6pasuamn SBMAITCA: BUOMOTNYECKME XUAKOCTU (KPOBb, Nfiasma KpoBW, CnepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHast TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuan n3rotoBneHuns nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA) 0 12,6x82,1mM.

Pa6ouunii 06 bEM 4,0 mn.

Hannumne KpblIWwKn HeT

Tun pe3bbbl HA Kponpoobupke BHELLHAA

Pabounii TemnepaTypHbIii gnanasoH OT-196 °C go -86°C
Hanunune/Tun 2D wTpux-koga na, DataMatrix

YCTOIAUMBOCTb K LLEeHTPUdYTrMpoBaHmio 00 3000g no NpoAosibHON ocn
lMokasaTenb repMeTMYHOCTU 00 95klMa

Macca ogHoW Kpnonpobupkmn 35T

YCTONUMBOCTL K CTEPUNN3aLIAN napoBbIM MeToA0M Npu Temnepatype (121+1)°C
Hannune rpagyvipoBku HeT

3. YnakoBka, TpaHCNOpPTUPOBKA U XpaHeHue

YnakoBka o6ecrneunBaeT COXpaHHOCTb M34enuii npu TpaHCnopTMpoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCMNOPTHO yNakoBKe NpeanpuaTusa U3rotoBuTens BAmnanasoHe Temnepatyp ot (- 50 go +50) °C v BaxHOCTU
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSMOro nonagaHns ocakos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKPbITOM YNakoBKe NpeanpuaTna U3rotoButens, nsberas sHaunTeIbHbIX
KonebaHuWii TemnepaTypbl BO BpeMA XpaHeHUs. XpaHUTb B CyXOM NPOX/1iafHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C n BnaxHocTtn ao 80% npu Temneparype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6upkn SBnstoTCA HETOKCUYHBIM annuporeHHbIM NpPoAyKTOM, O4HOPa30BOro NCNoJIb30BaHUS.
Kpronpo6upku NoCcTaBnsoTCA He CTepusibHbIMU. KpMonpobupKkn yCToNUMBbLI K CTEpUIM3aLmm napoBbiM MeTO40M
npu Temneparype (121+1)° C B TeveHune (20+£2) MuUH.

Mpn paboTe c Kpuonpobmpkamn, cogepxall,umm bnomaTepnasbl, cnegyet HageBaTb O4HOPA30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHne pmcka NHpMUMpoBaHns nepcoHana buomarepmanom. He ncnosnb3oBaTb MO OKOHYaHUK
Cpoka rogHocTu. He ncnonb3oBatb He Mo Ha3HayeHWto. He MCNoNb30BaTh NPY OGHAPY>XEHUN MeXaHUYeCKnNX
noBpeXAeHWNA.

5. CsefeHuna 06 ytunumsauunm

N3penvs, uMeBLUME KOHTAKT C KPOBbLIO U/MNK APYTMMU BUONOTMYECKUMU XNAKOCTAMN, Noanexar yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXnBaHnem nyTeM ctepuamnsaymm nobbiMm Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogamMu. Henmcnonb3oBaHHble (He MMEBLLME KOHTaKTa C KpoBbHO U/unun
Ap. 6MONOrNYECcKUMN XNAKOCTAMM) B TOM YMC/IE C UCTEKLINM CPOKOM FOAHOCTU YTUNm3npyrotcs no CaHllunH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeENSA

M3rotoButenb: «J/IBJ1 TekHonomxkmc MmoX yHA Ko. KM», topugudeckuii agpec: Fepmanuns, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17

N3roToBUTENb rapaHTUpPyeT COOTBETCTBUE U3aenusa Tpe6oBaHnsM HopMapTBHOC]

9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT UCC
12-2015, I'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu coba04eHU
XpaHeHWs U NPUMEHEHUS BTeYeHne Ccpoka rogHOCTW.

MapaHTUiiHble 06s3aTeNnbLCTBa N3roTOBUTENSA U/MAN ero npeacrasutens B |
MeAVLUMHCKOe n3genune B C/lydae HeHagnexaulero xpaHeHus, TpaHcnoptupos)(1l
n3genus.
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MacnopTt

Kpnonpo6bunpkn o6bemomM 1,4 mn ¢ 2D WTpMX-KOAOM, C BHELIHEN pe3bboii, 6e3 I VI

Cepust 2A0148 [JaTa U3roToBneHnst u/nS~prrutugTu”

1. Ha3HaueHue
Kpronpobupku npefHasHayeHbl A1 c6opa, 06paboTkM, KOHCepBauumn 1 XpaHeHns 6monornyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHWEM NapoB Xuakoro asota (LN2), ansa uenen nony4veHusi
nHdopMaLmn Npy NpoBeAeHUN MeANLMHCKUX NCCNefoBaHui in vitro B 1abopaTopusax MegULMHCKNX YUPEeXAEeHUA.
O6pasuamn aBMATCA; BUOMOrMYECKNE XNOKOCTU (KPOBb, NNasma KpoBuW, crepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHMUYECKME Xa0aKTEOUCTUKMN
Matepuasn n3rotoBneHnsi nonvnponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (4MaMeTp X BbICOTA) 0 12,6x38,0MM.
Pa6ounii 06bEM 1,4 mn.
Hannune KpbIwkn HeT
Tun pe3bbbl Ha KPMONPO6UpKe BHELLHASA
Pabounii TemnepaTypHbIVi gnana3oH OT-196 °C go -86°C
Hanunune/Tun 2D wTpmnx-koga na, DataMatrix
YCTOIAUMBOCTb K LeHTPpUdyrmpoBaHuto n0 3000g no NpoAosibHOM ocn
[MokasaTesib repMeTMYHOCTU 0o 95kMa
Macca ofHo Kpnonpobupkmn 0,97 r.
YCToUMBOCTb K CTepunsauum napoBbIM METOA40M Npu Temnepatype (121+1)°C
Hannuve rpagympoBkun HeT

3.  ¥YnakoBKa, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneynBaeT COXpPaHHOCTb U3aenuii Npu TpaHCnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNakoBke NpeanpuaTua U3rotoBuTens BananasoHe TemnepaTyp oT (- 50 go +50) °C n BNaxHoCcTH
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajaHusa ocagkos.

Kpronpobupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KonebaHuin TemnepaTypbl BO BPeMS XpaHeHUs. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn go 80% npwu Temnepatype +25°C.

4. TpeboBaHusA 6e30MacHOCTU

Kpronpo6bupkun ABASKOTCA HETOKCUYHbLIM annporeHHbIM NPoAYKTOM, O4HOPAa30BOro UCMoJ/1b30BaHUS.
Kpronpo6upkn nocTaBnstoTcA He CTepuibHbIMU. KpMonpobupkn yCcToiumBbl K CTepuMsanmm napoBbiM MeTOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTte c KpMonpobupkamu, cogepxalimmm buomarepuansl, creayeT HageBaTb O4HOPA30Bble Pe3NHOBbIE
nep4yaTkun, BO n3bexaHne prcka NHOULMPOBaHUA nepcoHana bnomarepmanioM. He ncnosib3oBaTb MO OKOHYaHUU
Cpoka rogHocTu. He ncnosb3oBaTb He Mo Ha3HavyeHuo. He ncnonb3oBaTh NPy 0OHaPY>XeHNN MeXaHU4eCcKnx
noBpexXaeHu.

5. CBepgeHua 06 ytunusaymn

N3genvs, uMeBLLUME KOHTAKT C KPOBbIO U/MNK APYTMMUA BUOMOTUYECKMMU XUAKOCTAMN, NoanexarT yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc bc o653aTenibHbIM 06e33apaxXmnBaHmem nyTemM ctepuamnsaymm nobbiMy Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (He MMEeBLUME KOHTaKTa C KpoBbHO U/nan
Ap. 6MONOrNYECKUMN XNOKOCTSAMM) B TOM YMCE C UCTEKLINM CPOKOM FrOAHOCTU yTunuanpytotces no CaHlMlvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTENA

M3rotoButenb: «JIB/1 TekHonomkmc MmoX yHa Ko. KM», topuguyeckuii agpec: F'epmanus, 74564, T.
Kpainbcxanm, Teogop-LUTopm-LTpace, 4. 17

N3roToBUTENb rapaHTUpPyeT COOTBETCTBUE U3AENUA TpeGoBaHUAM HOpMaTUBHOW fokymeHTauum (ISO
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT nrg/m~K i7n7S-7nnQ rorTkKn inog:;-
12-2015, MOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npn cobnogeH
XpaHeHns N NPYMEHEHNS B TeYeHne CpoKa rogHOCTU.

[apaHTUiiHble 0653aTeNIbCTBa N3rOTOBUTENSA N/WAK ero npeacTaBuUTens e
MeAUUMHCKOoe n3genne B crlydae HeHagsiexallero XxpaHeHus, TpaHcnoptmp” KOro
n3genus.
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MacnopTt

Kprionpo6upku o06beMom 4,0 M ¢ 2D LUTPMX-KOAOM, C BHELUHER pe3bboid, 6e3 | jiiN

Cepusi 14P1055604 [laTa M3roTOBNEHMS NN rTutugius-

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl 418 c6opa, 06paboTkM, KOHCepBauumn 1 XpaHeHns 6uonorndyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ucnonb3oBaHnem napoB xunakoro asota (LN2), ona uenen nony4veHus
nHdopMaLmn Npu nNposeaeHnn MeANLUMHCKUX NCCnefoBaHuii in vitro B 1abopaTopusx MeguuUUHCKNX YUpPeXaeHUi.
O6pasuamMn aBAKOTCA; BMOMOrMYECKME XNOKOCTU (KPOBb, NNasma KpoBU, Criepma) YesioBeka v TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuasn n3roTos/eHNs nonunponuneH Purell HP371P
[abapuTHbIE pasmepbl (AUameTp X BbICOTA) 0 12,6x68,6MM.

Pabounii 06EM 4,0 mn.

Hannuve KpbILwKu HeT

Tun pe3b6bl Ha Kpronpobupke BHeLLHASA

Pabouunii TemnepaTtypHbIii rana3oH OT-196 °C fo -86°C
Hannune/Tun 2D wTpux-koga na, DataMatrix

YCTONUMBOCTL K LIeHTPUYrmpoBaHuto [0 3000g no npofosibHol ocu
lMokasaTenb repMeTMYHOCTU 0o 95kMa

Macca ofHol Kpnonpobmpkn 28T

YCTOM4MBOCTL K CTEpUnusalmm napoBbIM MeETOAOM MNpu TemnepaTtype (121+1)°C
Hannuve rpagynposku HeT

3.  YnakoBka, TpaHCNOPTUPOBKA W XpaHeHue

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aenuii Npu TpaHCNopTMpoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTUSa U3roToBuUTeNsa BamnanasoHe TemnepaTyp ot (- 50 go +50) °C n BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPAMOro nonajgaHus ocagkos.

Kprnonpo6bupkn XpaHAT B repMeTUYHO 3aKPbITOM yNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KkonebaHuii TemnepaTypbl BO BpeMA XpaHeHUs. XpaHUTb B CyXOM NpOxX/1iaiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtu o 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6€30MacHOCTMU

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NpoAYyKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upky NocTaBnsoTCA He CTepusibHbIMU. KpMonpobupKn yCTouMBbI K CTEpUIM3aummn napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeveHne (20£2) MUH.

Mpn paboTe c kpuonpobmpkamu, cogepxalimmm 6uomarepuansl, crnegyeT HageBaTb O4HOPA30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne prvcka MHpMuMpoBaHns nepcoHana buomarepmanom. He ncnosnb3oBaTb N0 OKOHYaHUN
CpoOKa rogHoCcTW. He ncnonb3oBaTtb He Mo Ha3HavyeHulo. He ncnosib3oBaTtb Npy 0OHapY>XeHUN MeXaHUYeCKnX
noBpexXaeHuN.

5. CBepgeHus 06 yTuamsauyum

N3penvs, nmeBLUNE KOHTaKT C KPOBbIO U/MNU APYTMMU BUONOTMYECKUMU XUAKOCTAMU, NoAJexar yTmnnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxnBaHnem nyTeM ctepuansaymm nobbiMn Ha
[aHHOM NpeanpuaTUe YCTaHOB/IEHHbIMU MeTogamMu. Hencnosnb3oBaHHble (He MMEBLUME KOHTaKTa C KpOBbHO U/1uan
ap. 6MOMOrNYECKMMU XUAKOCTAMN) BTOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU yTuUAmM3upytotes no CaHllunH
2.1.7.2790-10 knacc A

6. TlapaHTuUK nsrotoBuTENA

M3rotoButenb: «J1IB/1 TekHonomxmnc MmoX yHa Ko. KM», topugudeckuii agpec: F'epmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17

MN3roToBUTE b FTapaHTUPYEeT COOTBETCTBME U3aenus TpeGoBaHUAM HOPMAaTUBHOM AOoKyMeHTauun (isn
9001:2008 OCT NCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3(|
12-2015, MOCT I1SO 10993-18-2011, NOCT ISO 10993-1-2011) npn co6A04EHUM Yyeno
XpaHeHWs 1 NPUMEHEHUS B TeYeHne Cpoka rogHoOCTH.

lapaHTUliHble 06s3aTeNbLCTBA U3rOTOBUTENA /MK ero npeacrasutens B PP He
MeAVLMHCKOe nU3aenuve B C/lydae HeHaaiexallero XpaHeHus, TpaHCMOPTUPOBKA Y

nsgenus.
17

Germany
7951 95613 20
"Telefax: +49 7951 95613 33
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MacnopTt

Kprionpo6upku o6bemom 1,8 mn ¢ 2D LUTPMX-KO0M, C BHELLHEN pe3bboii, 6e3 LVL

Cepusa 14P1067400 [ata nsrotoeneHus

1. Ha3HaueHwne
Kpronpobupku npegHasHayeHbl AN cbopa, 06paboTkM, KOHCEPBALMN U XPaHeHUs 6MoNornyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ucnonb3oBaHneM napoB xuakoro asota (LN2), ana uenen nosyyeHus
nHdopMaumn nNpyn NposBeaeHNN MeANLMHCKNX NCCefoBaHni in vitro B 1abopaTtopmnsaix MegULUUNHCKNX YUPEXAEeHWA.
O6pasuamn aBATCA: BNOMOTNYECKME XUAKOCTUN (KPOBb, NNasma KpoBuW, crepma) YesioBeka U TKaHu
6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuran nsrotos/eHus nonunponuneH Pureli HP371P
[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA) 0 12,6x40,6MM.

Pabounii 06BEM 1,8 mn.

Hannune Kpbiwkn HeT

Tun pe3bObl Ha Kpnonpoobupke BHELLHAA

Pabouunii TemnepaTypHbIii Agnana3oH OT-196 °C go -86°C
Hanunume/Tun 2D wTpux-koga na, DataMatrix

YaonunmBocCTb K LLEeHTPUQYrMpoBaHuio 0,0 3000g no NnpoaonbLHOM ocn
Moka3aTenb repmMeTUYHOCTH 0o 95klMa

Macca ofHol Kpnonpobupkmn 1,25 r.

YCToUMBOCTb K CTepunsauum napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuune rpagyvpoBku HeT

3.  YnakoBKa, TPaHCNOPTUPOBKa U XpaHeHne

YnakoBka obecrneunBaeT COXpPaHHOCTb M34eNunii nNpu TpaHCNopTMPOBKe. Kpuonpobmupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNakoBKe NpeanpuaTus U3rotoBuTens BamnanasoHe TemnepaTyp ot (- 50 go +50) °C n BfaxHoOCTH
[0 98% npu Temnepatype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonagaHusi 0cagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunte ibHbIX
konebaHuii TemnepaTypbl BO BPEMSA XpPaHeHUs. XpaHNTb B CyXOM MpPOX/1aAHOM MecTe B Anana3oHe Temneparyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4, TpeboBaHus 6e30MacHOCTH

Kpronpo6bupkun ABASKOTCA HETOKCUYHBIM annuporeHHbIM NpoAYKTOM, OAHOPAa30BOro UCMO/Ib30BaHUS.
Kpronpo6upkn NocTasfstoTCA He CTepusibHbIMU. KpMonpobupKn yCToiuMBbI K CTEpUIN3aummn napoBbiM METOA0M
npu Temneparype (121+1)° C B TeveHune (20£2) MUH.

Mpun paboTte c Kpuonpobupkamu, cogepxawimmm buomaTepnansl, cnegyeT HageBaTb O4HOPA30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHve pvcka NHOULMPOBaHWS NepcoHana bnomarepmanioM. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HavyeHuo. He ncnosib3oBaTb MPU 0GHAPYXEHUN MeXaHUYeCKNX
noBpeXaeHWNA.

5. CsefeHns 06 ytunmsaumm

M3penvs, nmeBLUINE KOHTAKT C KPOBbLIO U/UNW APpYTMMU BMOMOTNYECKMMUN XUAKOCTAMM, NoAsexar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6513aTenibHbIM 06e33apaxnBaHnem nyTemM cTtepuamnsaymm nobbiIMn Ha
[aHHOM npeanpusaTne ycTaHOBNEHHbIMU MeToAamu. Hencnonb3oBaHHbIe (He MMEeBLUNE KOHTakKTa C KpOBbHO U/nUnun
ap. 6MONOrNYECKUMN XNAKOCTAMM) B TOM UYNC/IE C UCTEKLLNM CPOKOM FrOAHOCTW yTunuaupytotcsa no CaHlMlvH
2.1.7.2790-10 knacc A.

6. [apaHTun n3rotosButens

M3rotoBuTenb; «JIBJ1 TekHonomkmnc MmoX yHa Ko. KM», topugnyeckuii agpec: Fepmanus, 74564, T.
Kpalinbcxaim, Teogop-LUTopm-LWTpace, a. 17

M3roToButenb rapaHTUpyeT COOTBETCTBUE N3aenus TpeboBaHMAM HOPMaTUBHOM AokyMeHTauuum (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT MCO/MpK
12-2015, MOCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npu co6A04eHUN Y
XpaHeHns 1N NPUMEHEeHNS B TeYeHne CpoKa ro4HOCTMU.

lapaHTUiiHble 06a3aTeNbLCTBA N3rOTOBUTENS U/MN ero npeactasutens B P,

MeAVLMHCKOe nU3aenve B C/lydae HeHaZieXxallero XpaHeHns, TpaHCNnopTUpoB/v
nagenus.
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MacnopT

Kpnonpo6bunpkn o6bemomM 1,2 mn ¢ 2D wWTpmx-Ko40M, C BHELUHeR pe3bboir, 6e3/ I NN S

Cepusa 2A0150 [ata nsrotoBneHuns

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl AN cbopa, 06paboTkm, KOHCepBauun 1 XpaHeHns 6ronornvecknx obpasuyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), ansa uenen nony4veHus
nHdopMaLmn Npy NpoBeAeHnN MegNUVNHCKUX UCCNefoBaHuii in vitro B 1abopaTopusax MegULNHCKUX YUpPeXaeHUA.
O6pasuamn aBATCH; BMOMOrMYecKme XNAKOCTU (KPOBb, Nnasma KpoBu, Cepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKME Xa0aKTeoUCTUKN
Matepuan n3rotoBsieHus nonvnponuneH Purell HP371P
[abapuTHbIE pa3mMepbl (AMameTp X BbICOTA) 0 12,6x36,0MM.
Pabounii 06bEM 1,2 mn.
Hannune KpbiwKn HeT
Tun pe3bObl HA KpUONpPobupke BHELLHASA
Pabounii TemnepaTypHbIii gnanasoH OT-196 °C po -86°C
Hanunume/Tun 2D wTpux-koga na, DataMatrix
YCTOIAUMBOCTb K LLeHTPUdYTrMpoBaHunio [0 3000g o nNpoaosibHOW ocu
Moka3aTesib repMeTUYHOCTU 00 95kMa
Macca ofHoOV Kpruonpobupkmn 0,8r.
YCTONUMBOCTb K CTepumsauum napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuve rpagynpoBkmu HeT

3.  YnakoBka, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecrneunBaeT COXpPaHHOCTb U3aenuii Npu TpaHCNopTMPoBKe. Kpnonpobmupkn TpaHCNopTUPYHOT B
TPaHCNOPTHOW yNakoBKe NpeanpusaTus U3rotoButens BgmnanaloHe Temnepatyp ot (- 50 go +50) °C n BAaxHOCTH
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSIMOro rnornagaHnsa ocakos.

Kpronpobupkn XpaHAaT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTua U3rotoBuTens, ndberas 3HaunTebHbIX
konebaHuii TemnepaTypbl BO BPEMSA XpaHeHUS. XpaHUTb B CyXOM MpPoxX/iadHOM MecTe B Aunana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn sSBnstoTCA HETOKCUYHBLIM annuporeHHbIM NPoAyKTOM, O4HOPAa30BOro NCNOJ/Ib30BaHUS.
Kpronpo6upkn nocTasnstoTCA He CTepusibHbIMU. KpMonpobupKn yCcToiumBbl K CTepuan3aumm naposbiM MeTOA0M
npu Temneparype (121+1)° C B TedeHue (20£2) MUH.

Mpun paboTe c Kpuonpobmpkamu, cogepxalimmm buomarepuansl, cnegyeT HageBaTb O4HOPA30Bble PE3NHOBbIE
nepyaTtku, BO ndbexaHne pucka MHpMUMpoBaHns nepcoHana buomarepmnanom. He ncnonb3oBaTb N0 OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HavyeHu. He Ncnosib3oBaTb NpU 0GHAPYXEHUN MeXaHNYeCKMx
noBpeXaeHWNA.

5. CsefeHns 06 ytunumsaumm

M3genvs, nMeBLUNE KOHTAKT C KPOBbLIO U/UNV ApYTrMMU BMOMOTUYECKMMU XUAKOCTAMUN, NoanexarT yTuamnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6s3aTenibHbIM 06€33apaXnBaHueM nyTemM ctepuansagum nobbiIMU Ha
OaHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbO U/Mn
ap. 6MOMOTNYECKMMU XULKOCTAMMN) BTOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU YTuUAmsmpyrotes no CanlunH
2.1.7.2790-10 knacc A

6. [apaHTUK nsrotoBuTENA

M3rotoButenb: «JIBJ1 TekHonomxmnc MmoX yHa Ko. KM», topuguyeckuii agpec: Mepmanuns, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17

M3roToBuTE L FrapaHTUpyeT COOTBETCTBME M3aennsa Tpe6oBaHUAM HOPMaTUBHOK®  AepTauuu (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT NCo] 20l m
12-2015, NOCT I1SO 10993-18-2011, I'OCT ISO 10993-1-2011) npwn cobntogeHkK aHLLlopT!

XpaHeHns N NPYMEeHEeHUs B TeYeHne Cpoka rogHoCTH.
lapaHTUiiHbIe 06s3aTeNnbCTBA U3roToBUTENSA U/ ero npeacTraBuTens)
MeAVUNHCKOe U3genuve B C/lydae HeHaZiexallero XxpaHeHus, TpaHcnopT!A
n3genus.
tra(?el/7
~ rmany
lefon: +49 7951 95613 20
Telefax; +49 7951 95613 33
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MacnopTt

Kprnonpobupkn o6bemom 1,1 mn ¢ 2D WwTpux-KoA0M, C BHELLHEN pe3b6oii, 6e3| I VI

:I-Cep'/w'I 12A0147 p'aTa N3roToBsiIeHUsA ' |/EIAnOtogIeS

1. Ha3HaueHue
Kpronpo6bupkn npegHasHadeHbl 4518 c6opa, 06paboTkM, KOHCepBauumn 1 XpaHeHnsa 6uonornyecknx obpasuos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHneM nNapoB Xugkoro asota (LN2), ansa uenen nonyveHus
nHdopMaLmm Npy NpoBeAeHUNn MeANLMHCKUX UccefoBaHui in vitro B 1abopaTtopmnsax MegULMHCKNX YUPEXAEHUA.
O6pa3uamn ABASIOTCA: GUONOTMUYECKNE XUAKOCTN (KPOBb, Naasma KpoBuW, Cnepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKME Xa0aKTENUCTUKN
MaTepuan nsrotoeneHus nonvnponuneH Purell HP371P
[abapuTHbIe pa3mMepbl (AMamMeTp X BbICOTA) 0 12,6x35,2MM.
Pa6bounini 06bEM 1,1 mn.
Hannune KpbiwKn HeT
Tun pe3bbbl HA KpMonpoobupke BHELLHASA
Pabounii TemnepaTypHbIii gnana3oH OT-196 °C go -86°C
Hanunune/Tun 2D wTpux-koga [a, DataMatrix
YCTOIAUMBOCTb K LLEHTPUQYrMpoBaHmo [0 3000g o nNpoaosbLHol ocu
[Moka3aTesib repMeTUYHOCTU no 95kMa
Macca ofHOI KpMonpobumpKn 0,77 r.
YCTOUMBOCTb K CTepun3aumm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuve rpagynpoBkm HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecrneunBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. Kpronpobupku TpaHCnopTMpYoT B
TPaHCMNOPTHO yNakoBke NpeanpuATUSa U3rotoBuTeNns BananasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHoOCTn
[0 98% npu Temnepatype +25°C. MNpegoxpaHATb OT MPSIMOro nonajgaHnsa 0cafkos.

Kpronpo6upkn XpaHAT B repMeTUYHO 3aKpbITOM yNakoBKe NpeanpusaTus U3rotoBuTens, nsberas s3HaunTeNbHbIX
KonebaHuin TemnepaTypbl BO BPeMSA XpaHeHUS. XpaHUTb B CyXOM NPOX/1agHOM MecTe B Amanas3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn o 80% npu Temneparype +25°C.

4, TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkun ABASKTCA HETOKCUYHBIM annporeHHbIM NPoAYKTOM, O4HOPAa30BOro NCNOJ/ib30BaHUS.
Kpronpobupky nNocTasnstoTcA He cTepusibHbiMU. Kpronpobupkn yCTonumBbI K CTEpUM3aLmm napoBbiM MeETOA40M
npu Temnepartype (121+1)° C B TeueHune (20+£2) MuH.

Mpn paboTe c Kpuonpobmpkamn, cogepxawmmm bnomaTepnasbl, cnegyet HageBaTb O4HOPa30Bble PE3NHOBbIE
nep4yaTtku, BO nsbexaHne pucka MHPULMPOBaHNA nepcoHana buomarepmanom. He ncnosb3oBaTb NO OKOHYaHUM
Cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HavyeHuo. He cnonb3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKNX
NoOBPEeXAEHNA.

5. CsefeHunsa 06 ytunusaunm

N3penns, nmeBLUNEe KOHTaKT C KPOBbIO U/MMN APYTMMN BMONOTMYECKUMU XUAKOCTAMK, NOA/IexXar yTunmsaunumn
no CaHlMnH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaxnBaHnemM NyTeM cTepunnsaummn obbiMN Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (HE UMEBLLNE KOHTaKTa C KPOBbIO U/Nnun
ap. 6MONOrNYECKUMU XULKOCTAMU) BTOM YUC/IE C UCTEKLIMM CPOKOM FOAHOCTU YTUAmMsmpyrotcsa no CaHlMNuH
2.1.7.2790-10 knacc A.

6. [apaHTuUn nsrotoBuTeENA

MarotoButenb: «JIBJ1 TekHonomxkmc MmoX yHa Ko. KM», topugnyeckuii agpec: Mepmanuns, 74564, T.
Kpainbcxanm, Teogop-LUTopm-LTpace, 4. 17

MN3roToBUTE b rapaHTUPYEeT COOTBETCTBME U3AENNA TPeGOBaHUAM HAPMSTAHUMLM ANLYMPHTSAMM (KN
9001:2008 TOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UCO'M~
12-2015, MOCT I1SO 10993-18-2011, I'OCT ISO 10993-1-2011) npn cobnoaeHn
XpaHeHns 1 NPYMEeHEeHUs B TeYeHne Cpoka rogHoCTu.

lapaHTUiiHble 06s3aTeNnbCTBA U3roTOBUTENSA U/ ero NnpeacTaBuTeNs B
MeANLMHCKOe N3[enuve B C/yvae HeHaa lexallero XpaHeHust, TpaHcnoptu | *B|™ n 1 nonssoé
n3genus. /A / J/TiGmbH

3ny
1320
fax: +49 7951 95613 33
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MacnopT

Kprionpobupku o6bemom 2,0 M ¢ 2D LTPKX-KOA0M, C BHELLHEN pe3bboii, 6e3 LVL

Cepus 14P1055603 [ata n3rotoBneHus

1. Ha3HaueHne
Kpronpo6bupku npegHasHayeHbl 4518 c6opa, 06paboTKn, KOHCepBaLMM U XpaHeHNsa 61onornyeckmx obpasuos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ona ueneii nonyyeHms
MHdopMaLmn Npy NpoBeAeHN MeANLMHCKUX nccnefoBaHuii in vitro B 1abopaTtopmnsax MeguuMHCKUX YUpexxaeHni.
O6pasuamMmn aBAOTCA: BMOMOrMYecKme XNAKOCTA (KPOBb, N1asMa KpoBuW, Cnepma) YesioBeka U TKaHu
6uonornyeckme (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUKN
Matepuran n3rotoBsieHns nonvnponuneH Purell HP371P
[abapnTHbIe pa3mepbl (gMamMeTp X BbICOTA) 0 12,6x41,1MM.
Pa6bouunin 06bEM 2,0 mn.
Hanuuve KpblIwKn HeT
Tun pe3bbbl Ha KpMonpoobupke BHELLHAA
Pabounii TemnepaTypHbIi gnana3oH OT-196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga na, DataMatrix
YCTONUMBOCTb K LeHTpUdYrmpoBaHuio [0 3000g ro nNpoaosibHOW ocu
[MokasaTenb repmMeTmyHOCTU 0o 95kMa
Macca oHOIn KpnonpobmpKn 17
YCTOWUMBOCTb K CTEPU/IN3ALIMN napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
Hanuuve rpagympoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHne

YnakoBka o6ecneymBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupku TpaHCnopTUpYoT B
TPaHCMNOPTHOW yNakoBKe NpeanpuaTUSa U3roToBuTeNns B aunanasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHoCTn
[0 98% npun Temnepatype +25°C. MNpenoxpaHATb OT NPAMOro nonagaHusa ocagkos.

Kpronpobupkn XpaHAT B repMeTUYHO 3aKpbITOl yNakoBke NpeanpusaTsa N3rotoButens, nsberas sHaunTesibHbIX
KonebaHunii TemnepaTypbl BO BPeEMSA XpaHeHUs. XpaHUTb B CyXOM NpOX/aiHOM MecTe B Anana3oHe Temnepartyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABAAKOTCA HETOKCUYHBIM annporeHHbIM NPoAYKTOM, O4HOPa30BOro MCMNob30BaHUS.
Kpronpo6upkn NocTasnstoTcA He CTEPUIbHBIMU. KpMonpobupKn yCToiumBbl K CTepUMsaLmm naposbiM MeTOA0M
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpun paboTe c KpMonpobupkamu, cogepxalimmm buomarepuansl, crnegyeT HageBaTb O4HOPA30Bble Pe3NHOBbIE
nepyaTtku, BO nsbexaHne pucka MHUUMpoBaHNA nepcoHana buomarepmnanom. He NCNo/b30BaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBatb He NO Ha3Ha4yeHUo. He NCnonb30oBaTb NPU 0OGHAPY)XEHUN MeXaHUYeCKnX
NoOBPEeXAEeHNA.

5. CsefeHuna 06 ytunusauunm

N3penvs, nMeBLUNE KOHTaKT C KPOBbIO U/NAW APpYTMMU BUONOrMYECKUMN XNAKOCTAMN, NnoaniexaT yTmansaummn
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxnBaHnem nyTeM ctepuansaymm nobbiMn Ha
[aHHOM NpeanpuaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (HE MMEBLUME KOHTaKTa C KPpOBbHO U/1n
4p. 6MONOrNYECKUMN XNLKOCTAMMN) BTOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU YTuAnsnpytotes no CaHllunH
2.1.7.2790-10 knacc A.

6. TlapaHTUK nsroToBUTENA

M3rotoButenb: «J1BJ1 TekHonomxknc Mi6X yHa Ko. KM», topugmyeckmin agpec: epmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3roToBUTENb rapaHTUpyeT COOTBETCTBUE U3AENNA TPEGOBAHUSAM HOPMATUBHOW A3>KYMPHTA|[/L: (KN
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT NCO/M™H
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnrogeHnn yc|]

XpaHeHns N NPYMEHEHNS B TeYeHne CpoKa rogHOCTHU.
[apaHTUliHble 06a3aTeNnbLCTBa U3roToBUTENSA U/NMN ero npeacrasutenis B PO

MeAMLUVHCKOe U3e/ne B C/lydae HeHa 1exallero XpaHeHusi, TpaHCNopTUpoBK/y|1HA/W30BaHNs MeguUnHN
117 I "firnhH & Co. KG

)cior-Storm-StraiJe/
any
13 20
Telefax: +49 7951 95613 33

nsgenns.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpronpobupky 06beMoM 5,0 M ¢ 2D LWTPKX-KOAOM, C BHYTPEHHEW pe3bOoii. LVL

Cepusa 14P1020500 [ata nsrotoeneHus

1. Ha3HaueHue
Kpronpo6bupkn npegHasHayeHbl 4518 c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHUs Guonornyeckux obpasyos
npu Temneparype MuHyc (196-86)“C c ncnonb3oBaHnem napoB xugkoro asota (LN2), ana uenen nonyyveHus
nHdopMaLmn Npy NpoBeaeHUN MeANLMHCKNX NCCNeaoBaHuii in vitro B 1abopatopusx MeAULMHCKUX YUpexaeHUn.
O6pasuamn ABASIOTCA: GUoNornyeckne XXUaKocTn (KpoBb, Nniasma KpoBu, crnepma) YesioBeka U TKaHu
6uonornyeckne (KoaHas TKaHb, 06pasLbl KOXHbIX NOKPOBOB)

2.
Matepuian n3rotoB/ieHus nonunponuneH Purell HP371P
[abapuTHbIe pasmepbl (AMamMeTp X BbICOTA) 0 12,6x91,0mM.
Pabounii 06EM 5,0 mn.
Hanunuve KpbIwkm 4a, CYNOTHUTENEM U3 CUIMKOHOBOW PE3VHbI
Tvn pe3bb6bl Ha Kpronpobupke BHYTPEHHSIS
Pa6ounin TemnepaTypHbIli Ananas3oH OT-196 °C fo -86°C
Hanunumne/Tun 2D wTpux-koga na, DataMatrix
YCTOIAYMBOCTb K LLEeHTPUYTrMpoBaHnio [0 3000g o nNpoaosibHO ocu
MokasaTenb repMeTnyYHOCTHU 0o 95kMa
Macca ofHOI KpnonpoobupKu/KpbILWKn 3,5/0,7r.
YCTOMUMBOCTb K CTepunnsaymm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuune rpagynpoBkmu HeT

3.  YnakoBka, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka ob6ecrneumBaeT COXpPaHHOCTb N34eNUA Npu TpaHCMOPTUPOBKe. Kpnonpoobumpku TpaHCNOPTUPYIOT B
TPaHCMNOPTHOI ynakoBKe NpeanpuaTUSa U3roToBUTeNS B Avana3oHe TemnepaTyp oT (- 50 go +50) °C n BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHATb OT NPAMOro nonajaHus 0cagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yNakoBKe NpeanpuaTnua n3rotoButens, nsberas sHaunmTesibHbIX
konebaHuii TemnepaTypbl BO BPEMS XpaHEHUS. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn ao 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

Kpronpo6bupkn ABAAIOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMO/Ib30BaHUS.
Kpronpo6bupkn nocTasnstoTcA He CTepusibHbIMU. KpMonpobupKn yCToruMBbI K CTEpUIN3aummn napoBbiM MeTOA0M
npu Temneparype (121+1)° C B TeveHune (20£2) MUH.

Mpun paboTte c KpMonpobupkamu, cogepxalimmm buomaTepnansl, cnegyeT HageBaTb O4HOPA30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne prvcka MHOMUMPoOBaHWS nepcoHana buomarepmnanom. He ncnonb3oBaTb N0 OKOHYaHUN
Cpoka rogHocTtu. He ncnonb3oBatb He Mo Ha3HavyeHuo. He ncnonb3oBaTb NPy 0O6HAPY)XeHUN MeXaHUYeCKnX
noBpexXaeHn.

5. CBepgeHus 06 yTuansauum

N3penvs, nmeBLUINE KOHTaKT C KPOBbIO U/MNK ApYrMMyU 6UONOTMYECKUMU XNAKOCTAMN, Noanexar yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06€e33apaxnBaHnem nyTemM cTtepuamnsaymm nobbiMn Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPpOBbHO U/nn
Ap. 6MONOrNYECKUMN XNOKOCTSAMM) B TOM YMC/E C UCTEKLWINM CPOKOM rOAHOCTU yTunuaupyrotca no CaHllvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeENS

M3rotoButenb: «JIB/1 TekHonomxkmc MmoX yHa Ko. KM», topugudeckuii agpec: Fepmanus, 74564, T.
Kpainbcxanm, Teogop-LUTtopm-LWTpace, a. 17

M3roToBuTe b rapaHTUpyeT COOTBETCTBME U3aens TpeboBaHNAM HOPMaTUBHOW AoKyMeHTaumn (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO|/M3K 17025-2009. I'OCT ISO 1099! -
12-2015, FOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnoaeHn|n
XpaHeHns 1 NPYMeHeHNs BTeYeHne CpokKa rofHOCTHU.

MapaHTUiiHble 06s3aTeNbLCTBA U3rOTOBUTENSA /MK ero npegctasutens Bl
MeAULUMHCKOe n3fenve B Clydae HeHaasiexallero xpaHeHus, TpaHcnoptmpe im W w Sns3oW (iMW L | LW W 6ke

n3genvs. /
GmbH & Co. KG
leqdor-Storm-StraBe
‘4
Te 3W
Telbx: +?9 7951 95613 33
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MacnopT

Kpnonpo6upkn o6bemom 0,7 mn ¢ 2D WTprx-KoaoM, C BHELHEN pe3bboii, 6e3 I VI

Cepuis 2A01144 [laTa U3roToBneHNs! U/mjinoiogies

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl 4518 c6opa, 06paboTkM, KOHCepBauun 1 XpaHeHUss 6Monornyecknx o6pasLos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHWEM NapoB Xugkoro asota (LN2), ana uenen nonyyveHus
MHdopMaLmn Npy NpoBeAeHnN MeANLMHCKUX NCCnefoBaHuii in vitro B 1abopaTopusx MeguUUHCKNX YUPeXAeHWA.
O6pasuamn ABNSKOTCA: GUoNornyeckne XXnNAKocTn (KpoBb, Nniasma KpoBuW, Crepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKME Xa0aKTEOUCTUKN
MaTtepuan n3rotosneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3Mepbl (AnamMeTp X BbiCOTa) 0 8,8x27,5MM.
Pa6ouunini 06bEM 0,7 mn.
Hannune KpbIwKu HeT
Tun pe3bObl Ha Kponpoobupke BHELLHAA
Pabouunii TemnepaTypHbIii Agnana3oH Ot -196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga na, DataMatrix
YCTOIAYMBOCTb K LLeHTPUdYrMpoBaHnio [0 3000g ro nNpoaosibHO ocu
Moka3aTesib repMeTUYHOCTU 0o 95kMa
Macca ofHoI Kpnonpobumpkn 0,43 r.
YCTOMUMBOCTb K CTEpUM3aLn napoBbIM MeTOAOM MNpu Temnepartype (121+1)°C
Hannuve rpagynpoBkmu HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka o6ecneumBaeT COXPaHHOCTb U3AeniA Npu TPAHCNOPTUPOBKE. Kpnonpobupkn TpaHCNopTUPYHOT B
TPaHCMNOPTHO yNakoBKe NpeanpuaTUS U3roToBuTeNnsa BAnanasoHe TemnepaTyp oT (- 50 o +50) °C n BiaxHOCTN
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonajaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTua U3rotoButens, nsberas saHaunTeNbHbIX
KonebaHuii TemnepaTypbl BO BPeMS XpaHeHUsS. XpaHUTb B CyXOM MPOxX/1afAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4., TpeboBaHus 6e3onacHoOCTH

Kpronpo6bupkn ABAsKOTCA HETOKCUYHBIM annuporeHHbIM NPoAYKTOM, O4HOPAa30BOro UCMoJ/Ib30BaHUA.
Kpronpo6upkn nocTassatoTcA He CTepUIbHbIMU. KpMonpoburpKn yCTonumBbl K CTepuamnsaumm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeyeHue (20£2) MUH.

Mpun paboTe c KpUonpobMpkamu, cogepxall,umm bnomaTepnasbl, cnegyet HageBaTb 04HOPA30Bble PE3NHOBbIE
nep4yaTtku, BO nsdbexaHne prcka MHOMLMPOBaHWS nepcoHana buomarepmasioMm. He ncnosib3oBarb MO OKOHYaHUU
Cpoka rogHocTu. He ncnosb3oBaTtb He MO Ha3Ha4vyeHuto. He ncnonb3oBaTb NpU 0GHAPYXEHUN MeXaHUYeCcKuUx
noBpeXaeHUA.

5. CsegeHnsa 06 ytununsaumu

M3penvs, uMeBLUME KOHTAKT C KPOBbLIO U/UNW APYTMMU BMOMOTMYECKMMUN XUAKOCTAMMU, NoAnexar yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxmnBaHmem nyTeM ctepuansaymm nobbiMn Ha
[aHHOM npeanpuaTUe YCTaHOB/EHHbIMU MeTogaMn. Hencnonb3oBaHHble (He UMEBLLME KOHTaKTa C KPOBbHO U/
Ap. 6MONOrNYECKUMN XNAKOAAMN) BTOM UYNC/IE C UCTEKLINM CPOKOM FOAHOCTU YTUAmM3upytoTes no CaHlflunH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsroToBUTENA

M3rotoButenb: «JIBJ1 TekHonomkmnc MmoX yHA Ko. KM», topugudeckunii agpec: Fepmanmns, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, a. 17

MN3roToBUTE b FrapaHTUPYeT COOTBETCTBME U3LEeNUA Tpe6oBaHUAM HOPMAaTUBHOW AoKyMeHTauun (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UCO/])(pao02~-2809r™M"

12-2015, OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobntogeHiiy2allM|tp*cr)
XpaHeHns N NPYMEHEeHNS B TeYeHne CpoKa rogHOCTHU.

MapaHTUiiHble 06s3aTeNnbCTBa U3roToBUTENA /MK ero npeactasutens b)MML |BatoB|MuaNecs i
MeagULNHCKOEe U3genve B Crlydae HeHaasiexallero XxpaHeHusi, TpaHcnoptu|: |/~ Y16n63)E)ngN(I»~1omup”c(<oro
n3genus.

Telefi-+497 95 195 ~ |
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MacnopT

Kpronpo6upkn o6bemom 0,3 mn ¢ 2D LTPMX-KO0M, C BHELLHEN pe3bboii, 6e3 LVL

Cepun 2A0126 [ata n3rotoBneHus

1. Ha3HaueHue
Kpronpo6bupkun npegHasHayeHbl 418 c6opa, 06paboTkM, KOHCepBauumn 1 XpaHeHns 6uonornyeckmx obpasuos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ons uenein nonyyeHus
MHdopMaLMN NpU NPOBEAEHUN MEAULMHCKMX NCCNeaoBaHuii in vitro B 1abopatopmnsax MeanLMHCKUX YUpexaeHni.
O6pasuamu ABASITCA: GUONOrMYecKne XXMAKocTn (KpoBb, Nnsasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6uonornyeckre (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEOUCTUKMN
MaTtepuan n3rotoBneHus nonvnponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (AMamMeTp X BbICOTA) 0 8,8x18,0MM.
Pa6bounin 06 bEM 0,3 mn.
Hanunuve KpbIwkn HeT
Tvn pe3b6bl Ha KpMonpobupke BHELLHSASA
Pabounin TemnepaTypHbIii Agnana3oH OT-196 °C go -86°C
Hanunuune/Tun 2D wTpux-koga na, DataMatrix
YCTONUMBOCTb K LLeHTPUdYrmpoBaHuio [0 30009 ro nNpoao/iLHON ocu
[Moka3zaTesib repMeTU4YHOCTU 0o 95kMa
Macca ofHOI Kpnonpobupku 0,2r.
YCTOUMBOCTb K CTepunnsaymm napoBbIM MeTOoA0M Npu Temnepatype (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka ob6ecrneunBaeT COXpPaHHOCTb N34eNui npu TpaHCNopTMpoBke. Kpnonpobmupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNnakoBKe NpeanpuaTUSa U3rotoBuTeNnsa BAmnanasoHe Temnepatyp oT (- 50 go +50) °C n BiaxHOCTN
[0 98% npu Temnepatype +25°C. NpeafoxpaHATb OT NPSIMOro nonagaHnsa ocaakos.

Kpronpo6upkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NPeanpuaTuUa U3rotoBuTens, nsberas sHaunTebHbIX
KonebaHuii TemnepaTypbl BO BPeMS XpaHeHUS. XpaHUTb B CyXOM MPOxX/afAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepartype +25°C.

4., TpeboBaHus 6e3oMacHoOCTH

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NPoAyKTOM, OAHOPAa30BOro NCMNOo/1b30BaHUS.
Kpronpo6bupky nNocTaBfstoTca He cTepusibHbIMU. Kpronpobupkn yCToNMYMBLI K CTEpUM3aLmm napoBbiM MeTOA0M
npu Temneparype (121+1)° C B TeveHne (20+2) MuH.

Mpun paboTte c KpMonpobmpkamu, cogepxawmmm bnomatepmnasnsl, cnegyet HageBaTb O4HOPA30Bble Pe3NHOBbIE
nep4yaTtku, BO nsbexaHne pucka MHOMUMPOBaHWSA nepcoHana buomareprasioMm. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTtu. He ncnonb3oBatb He Mo Ha3HavyeHuo. He Ucnonb3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKnX
NOBPEXAEHWN.

5. CsefeHunsa 06 ytunusaunm

N3penns, nmeBLlUIMEe KOHTaKT C KPOBbLIO U/MNK ApYrMy GUONOrMYECKUMU XNAKOCTAMN, NOAMEXAT yTuansaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxnBaHmem nyTeM cTtepuansauymmn obbIMN Ha
OaHHOM npeanpuaTye YCTaHOB/EHHbIMU MeToAaMu. Hencnonb3oBaHHble (He MMeBLUNE KOHTaKTa C KpOBbHO 1/1uin
ap. 6MONOrNYECKUMU XNAKOCTAMMN) B TOM YMC/1e C UCTEKLLUM CPOKOM FOAHOCTU YTUAn3npyroTcs no CaHlMvH
2.1.7.2790-10 knacc A

6. [apaHTUn n3rotoBuTeENsA

MarotoButens: «/1BJ1 TekHonogxuc Mi6X yHa Ko. KM», topnandecknin agpec: NepmaHus, 74564, r.
Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, 4. 17

M3rotoBuTENb rapaHTUpyeT COOTBETCTBUE N3aenusa TpeboBaHUAM HOPMaTUBHOM AokymMmeHTauum (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT NCO/M3K 17025-2009, MOCT ISO 10973
12-2015, 'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npn cobnogeH!

XpaHeHUs 1 NMPUMEHEHUS B TeYEHMEe CpoKa rogHOCTW.

lapaHTUliHble 065A3aTesIbCTBa U3roTOBUTENSA U/UNW ero nNnpeacTaBuTeNns B
MeAVLVHCKOoe n3aesnve B C/lydae HeHaZexallero XxpaHeHus, TpaHcnopTtup!)
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt

Kpuronpobupkn o6bemom 0,75 Mn ¢ 2D LUTPUX-KOAOM, C BHELUHEW pe3bboi, 6eiJ.L — LVL

Cepusa 2A01145 [ata nsrotoBneHuns

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl 4518 c6opa, 06paboTkM, KOHCepBauumn 1 XpaHeHns 6uonornyecknx obpasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), ona uenen nonyveHust
nHdopMaLmn Npy NposBeAeHUN MeANLMHCKNX UCCefoBaHni in vitro B 1abopaTopmnsax MeanLUMHCKUX YUPeXaeHuin.
O6pasuamMn aBAKOTCA: BMOMOrNMYECKME XUAKOCTUN (KPOBb, Naa3ma KpoBuW, Crepma) YesloBeKa 1 TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

MaTepuasn n3roTos/eHNs nonunponuneH Purell HP371P
[abapuTHbIE pasmepbl (AUameTp X BbICOTA) 0 8,8x29,5MM.

Pabounii 06EM 0,75 mn.

Hannune KpbIwkn HeT

Tun pe3bObl Ha KPUONPOOMpKe BHELLHASA

Pabouunii TemnepaTypHbIli aMana3oH OT-196 °C fo -86°C
Hannune/Tun 2D wTpux-koga na, DataMatrix

YCTOMUMBOCTb K LLEHTPUYTrMpoBaHMIO [0 3000g no npoAosbLHol ocu
lMokasaTtesib repMeTUYHOCTU no 95kMa

Macca ofHol Kpnonpobupkmn 0,46 1.

YCTOYMBOCTb K CTepuansaymm napoBbIM MeETOA40M Npu Temnepatype (121+1)°C
Hannuve rpagyvnpoBku HeT

3. YnakoBKa, TPAHCNOPTUPOBKA N XpaHeHune

YnakoBka obecrneunBaeT COXpPaHHOCTb U3aenuii npu TpaHcnopTupoBke. Kpronpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNakoBKe NpeanpuaTUSa U3roToBuUTeNsa B AnanasoHe TemnepaTyp oT (- 50 go +50) °C n BfaxHocTn
[0 98% npu Temnepatype +25°C. MNpenoxpaHATb OT NPSAMOro nonagaHusa 0cagkos.

Kpronpo6bupkn XpaHAT B repMEeTUYHO 3aKPbITOM yNakoBke NpeanpuaTnua U3rotoButens, nsberas sHaunTeIbHbIX
KonebaHuii TemnepaTypbl BO BpeEMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn 8o 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kprnonpo6bupkn SBnstOTCA HETOKCUYHBIM annuporeHHbIM NpPoAyKTOM, O4HOPAa30BOro MCNoJib30BaHUS.
Kpronpo6bupkn NocTaBnsaloTCA He CTepu/ibHbIMU. Kpronpobupkn yCTonumBbl K CTEpUIM3aLmm napoBbiM MeTOAOM
npu Temnepatype (121+1)° C B TeveHue (20+2) MUH.

Mpn paboTe c kKpuonpobupkamn, cogepxawmmm bnomaTepranbl, cnegyeT HaaeBaTb O4HOPa30Bble PE3NHOBbLIE
nep4yaTtku, BO nsbexaHne pucka MHOMLMPOBaHWS NepcoHana buomarepraniomMm. He ncnosib3oBaTb N0 OKOHYaHUN
Cpoka rogHocTtu. He ncnonb3oBaTb He MO Ha3Ha4YeHW. He NCnosib3oBaTh NPU 0O6HAPY)XEHUN MeXaHUYeCKMX
NoBpPeXAeHNA.

5. CsefeHunsa 06 ytunusauum

N3pennsa, uMeBLUME KOHTAKT C KPOBbIO /MW APpYTMMU BUOMOTMYECKUMU XUAKOCTAMUN, NoANexaT yTuansaumm
no CaHlnH 2.1.7.2790-10 knacc b c o06s3aTefnibHbIM 06€e33apaxmnBaHuemMm nyTemM crepuamnsaymm nloobIMU Ha
[aHHOM npeanpuaTne ycTaHOBAEHHbIMU MeToAamu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KpOBbo U/1an
Ap. 6MONOrNYECKUMN XNAKOCTAMM) B TOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU yTuUamMsmpytotea no CaHllunH
2.1.7.2790-10 knacc A.

6. [apaHTUn nsrotosutens

M3rotoButenb: «JIBJ1 TekHonogxmuc MmeXyHa Ko. KM», topugnyeckunii agpec: Nepmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LTpace, a. 17

M3roToBUTENb rapaHTUpPyeT COOTBETCTBUE U3LEeNUsa TpeGoBaHUAM HOpMaTUBHOW AukyMeHiduun (ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/ [L7025*00K T»T IS

12-2015, FOCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npu coboaeHn BH(1NepT|!T|kuLL]
XpaHeHVs 1 NPUMEHEHNs1 B TeUeHNe CpoKa rofHoOCTM.

lapaHTUliHble 06A3aTeNIbCTBA U3roTOBMTENA /MK ero npeacTaBuTenNs B ocTfAjg-rmirgies
MeAVLMHCKOe U3fenne B Cllydae HeHad/1exallero XxpaHeHus, TpaHcnopTu
nsgenvs.

7951 95613 33
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MacnopT

Kpnonpo6upkn o6bemoM 1,6 mn ¢ 2D WTpmx-KoAOM, C BHYTPEHHeN pe3b06oii, ¢ |_

Cepus 2A0141

[aTta nsrotosneHus

Ha3zHauyeHue

Kpuonpobupku npegHasHadeHbl A1 c6opa, 06paboTkM, KOHCEpBaLMK 1 XpPaHEHUST BMO/I0rNMYEeCKNX 06pas3LoB
npu Temnepatype MuHyc (196-86)°C c ncnosb3oBaHveM napoB xnakoro asota (LN2), onia uyenei nonyyeHms
MHpopMauumn nNpy NpoBeAeHUN MeANLUUNHCKUX UCCnefoBaHui in vitro B 1abopaTtopusax MeAULNUHCKUX YUPEeXaeHNNA.
O6pasuamMn ABNATCS: GUOOrNYEecKme XUAKOCTU (KpoBb, N/a3Ma KpoBuY, criepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
Matepuan n3rotoBsieHns

[abapnTHble pa3mMepbl (gMamMeTp X BbICOTA)

Pa6ounin 06bLEM

Hanunune KpbIwKn

Tun pe3bObl HA KPNOMNPOBMPKN
Pabounii TemnepaTypHbIli gnana3oH
Hannume/Tun 2D wTpux-koga
YCTONUMBOCTb K LEeHTPUYrMpoBaHunio
Moka3aTenb repmMeTU4yHOCTU

Macca ofHO Kpnonpo6upKn/KpbILWKN
YCTOM4MBOCTb K CTEpUn3saumnm
Hanuuve rpagynpoBku

OCHOBHble TEXHUYECKNE XapaKTEPUCTUKU

nonunponwuneH Purell HP371P

0 12,6x44,7mM.

1,6 mn.

[a, CynnoTHUTeNIeM U3 CUJIMKOHOBOW Pe3nHblI
BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no npoaonbHOM ocn

o 95kMa

1,12/0,7 r.

napoBbIM METOAOM Mpu Temnepatype (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka o6ecrneumBaeT COXPaHHOCTb M3AenA NPy TPAHCNOPTUPOBKE. Kpnonpobupku TpaHCnopTUpPYOT B
TPaHCMNOPTHOWM ynakoBKe NpeanpuaTUSa U3rotToBuUTeNns B aunanasoHe TemnepaTyp oT (- 50 go +50) °C n BNaxHoOCTH
[0 98% npu Temnepartype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonagaHusi 0CcaZikos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KonebaHunii TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1iaiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkn ABAAKOTCA HETOKCUYHbLIM annuporeHHbIM NPoAyKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6bupkn NocTaB/istoTCA He CTepU/IbHbIMU. Kpnonpobupkn ycTonumBbl K CTepuinsaumm napoBbiM MeTOAOM
npu Temneparype (121+1)° C B TeveHne (20+£2) MuH.

Mpn paboTe c kpuonpobmpkamn, cogepxawmmm bnomatepmnasnsl, cnegyet HageBaTb O4HOPa30Bble Pe3UHOBbIE
nep4yaTku, BO nsbexaHne prvcka MHOMUMPOBaHWS nepcoHana bnomarepmnanom. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HavyeHuo. He Ncnosb3oBaTb NPU OGHAPYXEHUN MeXaHUYeCKNX
noBpexXaeHNA.

5. CsefeHns 06 yTnamsaumm

N3penvs, nmeBLUME KOHTAKT C KPOBbLIO U/MNK APYTMMU BMOMIOTNYECKUMU XUAKOCTAMUN, NoANexaT yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o65a3aTenibHbIM 06e33apaxnBaHmem nyTemM cTtepuansaumm nobbiMy Ha
[aHHOM npeanpuaTUe yCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHble (HE MMEBLUME KOHTaKTa C KPOBbHO W/1Uan
ap. 6MONOrNYECKUMU XULKOCTAMM) BTOM YNUC/IE C UCTEKLINM CPOKOM FrOAHOCTU YyTUAmsmpyrotes no CaHllunH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3rotToBUTENSA

M3rotoButenb: «JIBJ1 TekHonomxkmc MmoX yHa Ko. KM», topugnyeckuii agpec: Fepmanus, 74564, T.
Kpainbcxanm, Teogop-LUTopm-LWTpace, 4. 17

N3roToBUTE b rapaHTUPyeT COOTBETCTBUE U3AENNSA TPe6OBaHNAM HOPMaTUBHOW fokKyMeHTauum (ISO
9001:2008 OCT MCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, TOCTNCO /M ™
12-2015, MOCT I1SO 10993-18-2011, 'OCT ISO 10993-1-2011) npwn cobntogeH
XpaHeHns N NPUMEHEHNS B TeYeHne CpoKa rogHoCTH.

lapaHTUliHble 06s3aTeNbLCTBA N3rOTOBUTENSA U/MN ero npeactasutens B |
MeAVLWHCKOE u3enve B CNlydae HeHajsexallero XxpaHeHus, TpaHCnopTMpoB
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Kpnonpo6bunpkn o6bemom 0,5 mn ¢ 2D WTprX-KOAOM, C BHELLHeR pe3bboii, 6e3

Cepusi 2A0127

1

MacnopTt

L VL

[JlaTa usrotoBneHus i2/i6i"nologies

Ha3zHauyeHue

Kpronpo6bupkn npegHasHayeHbl 4518 cbopa, 06paboTkm, KOHCepBauumn 1 XpaHeHns 6uonornyecknx obpasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), ons uenen nonyveHust
MHdopMaumn Npy NpPoBeAeHNN MegVULMHCKUX UCCnefoBaHui in vitro B 1abopaTtopmsax MeanLUMHCKUX YUpeXaeHuii.
O6pa3uamn ABNSKOTCA: Guonornyeckne Xnakoctn {KpoBb, naasma KpoBU, CnepmMa) YesioBeka 1 TKaHU
6unonornyeckne {KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTePUCTUKMN

MaTepuas n3rotoBneHus
[abapuTHble pasmepbl {AnameTp X BbICOTA)
Pabounii 06bEM

Hanuune KpbIwku

Tun pe3bObl Ha KpMonpoobupke
Pabounin TemnepaTypHbIii gnana3oH
Hanunumne/Tun 2D wTpux-koga
YCTONUMBOCTb K LeHTpUdYrmpoBaHuto
MokasaTenb repmMeTu4yHOCTU

Macca ofHOl Kpnonpobunpkun
YCTOUMBOCTb K CTEpUIM3aLmnn
Hanuune rpagynpoBku

nonunponwuneH Purell HP371P
0 8,8x25,0mM.

0,5 mn.

HeT

BHELUHAA

Ot -196 “C po -86°C

na, DataMatrix

A0 3000g no Npoao/bHON ocn
o 95kMa

0,4r.

napoBbIM MeTOAOM Npu TemnepaType {121+1)°C
HeT

3.  YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHune
YnakoBka obecrneunBaeT COXpPaHHOCTb M34eNuii Npu TpaHCNopTUPOBKe. Kpuonpobmupkn TpaHCNoOpTUPYIOT B
TPaHCMNOPTHOI yNnakoBKe NpeanpuaTusa N3rotoBuTens B amnanasoHe TemnepaTyp ot {- 50 go +50) °C n BiaxHocTn
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonajaHusa ocagkos.
Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBke NpeanpusaTusa N3rotoBuTens, nsberas sHaumTebHbIX
konebaHuli TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NpOX/afHOM MecTe BAuanasoHe Temnepatyp {+5

- +40)°C n BnaxHocTn go 80% npu Temneparype +25°C.

4, TpeboBaHuA 6e30MacHOCTU
Kpronpobupku siBMsSKOTCA HETOKCUYHBLIM anuporeHHbIM NpoAYyKTOM, O4HOPa30BOro MCMosib30BaHus.
Kpnonpo6unpku nNoctaBnaskoTcs He cTepusibHbIMU. Kpronpo6upKy YyCTouMBbI K CTEpUIN3aL i nNapoBbIM METO40M

npu Temneparype {121+1)° C BTeveHune {20+2) MUH.

Mpy pa6oTe ¢ Kpronpo6rpkamu, coaepxalummy 6momaTepransl, cnefyeT HageBaTb OHOPA30Bble Pe3VHOBbIE
nepyaTku, Bo n3GexaHue pyUcka MHPUUMPOBaHUS NepcoHana 6uomartepuasioM. He MCNO/b30BaTh MO OKOHYaHWK
Cpoka rofiHocTu. He Mcnonb3oBaTk He MO Ha3Ha4eHUo. He UCNosIb30BaTb NP OGHAPYXKEHUN MeXaHNYeCKMX

MOBPEXAEHWIA.

5. CBepgeHua 06 ytunmsaymn
M3genvs, UMeBLUME KOHTaKTe KPOBbIO U/MNn ApYrMMu 6MOMOTMYECKUMU XUAKOCTAMU, NoAnexart yTuamnsaumm
no CaHlnH 2.1.7.2790-10 knacc bc o6513aTenibHbIM 06e33apaXXnBaHueM nNyTemM CTepumsauum ArobIMU Ha
[aHHOM NpeanpuaTne yCTaHOB/IEHHbIMU MeToAamu. Hemcnonb3oBaHHble {He MMeBLUNE KOHTaKTa C KpOBbO U/Mn
Ap. 6MOMOrMYECKMMU XULKOCTAMMN) B TOM UYNC/IE C UCTEKLLNM CPOKOM FrOAHOCTU yTuUmM3mpytotes no CaHllmnH

2.1.7.2790-10 knacc A.

6. TlapaHTUM n3rotosBuTens
M3rotoButenb: «J1BJ1 TekHonomxknc M6X yHa Ko. KM», topugudeckunii agpec: F'epmanuns, 74564, r.

Kpaiinbexainm, Teogop-LUTopm-LTpace, a. 17

M3roToBUTENL rapaHTUPYeT COOTBETCTBME U3Ae/MsA Tpe6oBaHUSAM HOPMaTMBHOM AOKYMUH1auun {ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT NC()/1\ |9, 0993-
12-2015, FOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobrntoaeH|}|k LLinop'

XpaHeHna n npunMmeHeHnsa B TedeHne Cpoka rogHoCTu.

rapaHTWiiHble 0653aTe/IbCTBA U3rOTOBUTENSA U/UN €ro NpeAcTaBUTENS B
MeAVLUMHCKOe U3fenve B C/lydae HeHaaexallero XxpaHeHus, TpaHcrnopTmpy!

n3genns.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MacnopT

Kpronpo6unpkn o6bemom 1,4 mn ¢ 2D WITPUX-KOAOM, C BHYTPEHHEN pe3bboii.

Cepust 2A0124

[Jata nsrotosneHus

Ha3HaueHue

Kpronpobupkn npegHasHadeHbl Ans c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHUs 6uonornyeckux oépasyos
npu Temnepartype MuHyc (196-86)°C c ncnosib3oBaHMeM NapoB Xugkoro asota (LN2), ansa uenen nonyveHus
MHdopMaLmn Npy NPoBeLEHUN MeAUNLVNHCKUX UCCef0BaHWii in vitro B 1abopaTopusax MegULMHCKUX YUpexaeHUNA.
O6pasuamn ABASKOTCA: GUONOrMYeckne XNAKocTn (KpoBb, Naasma KpoBuW, crnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTtepwvan n3rotoBsieHUs

[abapnTHbIE pa3mMepbl (AMamMeTp X BbICOTa)

Pabounii 06BbEM

Hanunyne KpbIWkn

Tun pe3bbbl Ha KpMoNpobupke
Pabounii TemnepaTypHbIli gnanasoH
Hanunume/Tun 2D wTpux-koga
YCTOMUYMBOCTb K LEeHTPUQYrMpoBaHunio
Moka3arenb repMeTu4yHOCTU

Macca ofHOI KpnonpobupKn/KpbILWKn
YCTOMYMBOCTb K CTepunnsauunm
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P

0 12,6x44,2MM.

1,4 mn.

[a, CynnoTHUTENEM M3 CU/IMKOHOBOW Pe3uHbl
BHYTpPEHHSA

OT1-196 °C go -86°C

na, DataMatrix

n0 3000g no npoaonLHoOWM ocn

o 95kMa

0,98/0,7 .

napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
HeT

3. YnakoBKa, TPaHCMOPTMPOBKa U XpaHeHne

YnakoBka ob6ecrneunBaeT COXpPaHHOCTb U3aenunii nNpu TpaHCNoOpTMPOBKe. Kpnonpoburpky TpaHCNoOpTUPYIOT B
TPaHCMNOPTHOW ynakoBke NpeanpusaTus U3rotoBuTens Bauana3oHe Temnepatyp oT (- 50 go +50) °C n BNaxHOCTH
[0 98% npn Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonajgaHusa ocagkos.

Kpronpobupku XpaHAT B repMETUYHO 3aKpbITOl YNakoBKke NpeanpusaTnsa N3rotoBuTens, nsberas sHaumte lbHbIX
KkonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NpOX/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C u BnaxxHocTtn go 80% npwu Temneparype +25°C.

4., TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn ABASKOTCA HETOKCUYHbLIM anmMporeHHbIM NPoAYKTOM, O4HOPa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn nocTaBnstoTca He CTepUibHbIMU. KpMonpoburpKn yCTonuMBbI K CTepuamnsaumm napoBbiM MeETOAO0M
npu Temneparype (121+1)° C B TeveHune (20£2) MUH.

Mpn paboTe c KpUonpobmpkamu, cogepxall,umm bnomaTepunansl, cnegyeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nep4yaTtku, BO nsbexaHne prcka MHpMUMpoBaHns nepcoHana buomarepmanom. He MCNo/b30BaTb MO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBartb He NO Ha3HavyeHuo. He ncnonb3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKnX
MOBPEXAEHWIA.

5. CBepgeHua 06 ytnnusaymn

M3penvs, nmeBLlUME KOHTAKTe KPOBbIO N/MAN ApYTMMU BMOMOTNYECKUMU XUAKOCTAMU, NoAsiexar yTuamsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c o6513aTenibHbIM 06e33apaxnBaHnem nyTemMm cTepuinsaymm nobbiIMn Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnosb3oBaHHble (HE MMEBLLUNE KOHTaKTa C KPOBbIO U/
ap. 6MONOTNYECKMMUN XULKOCTAMM) BTOM YNC/IE C UCTEKLINM CPOKOM FrOAHOCTU yTUAmM3mpytotes no CaHlMlvH
2.1.7.2790-10 knacc A

6. [apaHTUn n3rotToBUTENSA

M3rotoButenb: «J/IB/1 TekHonomkmnc MmoX yHa Ko. KM», ropugnyeckuii agpec: Fepmanuns, 74564, T.
Kpaiinbexainm, Teogop-LUTopm-LUTpace, a. 17

N3roToBUTE b rapaHTUPYeT COOTBETCTBUE U3AENUA TpeGoBaHUAM HOPMaTUBHOW AoKyMeHTauun (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT U'~NMAK 1775 7IV19 rril im AT7TT
12-2015, MOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npwn cobatogeHumn yeEnc
XpaHeHns N NPUMEHEHNS BTeYeHne Cpoka rofHOCTHU.

[apaHTUiiHble 06513aTeNbLCTBA M3roTOBUTENSA U/MNKn ero npegctasntens B PO ilc
MeAVLWHCKOE U3fenve B Clydae HeHaaiexallero XpaHeHus, TpaHCNopTUPOBKN
n3genus.

Teleto; +49 7951 95613 33
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MNMacnopT

Kpronpobupky o6bemom 2,0 M ¢ 2D LUTPUX-KOAO0M, C BHYTPEHHEN pe3b6oid, ¢ LVL

Cepus 14P1055501

NN
[JlaTa 13roToBneHns J"gmoTogles-

Ha3HauyeHue

Kprionpo6rpku npegHasHaveHbl gns c6opa, 06paboTku, KOHCEPBALMN U XpaHeHust 61Monormyecknx o6pasuos

npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napos xunakoro asota (LN2), gns uenen nonyyveHus
nHdopMaLmn nNpy NpoBeAeHUN MeANLMHCKNX NCCnefoBaHui in vitro B 1abopaTtopusax MegULVNHCKNX YUpPeXaeHWNA.
O6pa3suamn ABASIOTCA; 6GUoNorMyeckne XXNAKocTn (KPoBb, Nniasma KpoBu, Crnepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
MaTepunan n3rotoBsieHUs

[abapuTHbIE pasmepbl (AMameTp X BbICOTA)

Pa6ounii 06bEM

Hanwnyne KpbIWwKn

Tun pe3bObl Ha KPNOMNPOBMPKN
Pabounin TemnepaTypHbIii Agnana3oH
Hanunume/Tun 2D wTpux-koga
YCTOMUYMBOCTb K LeHTpUdYrmpoBaHuio
MokasaTenb repmMeTU4yHOCTU

Macca ofHOV KpMonpobupKn/KpbILWKN
YCTON4MBOCTbL K CTepunnsauunm
Hanunune rpagymnpoBkum

OCHOBHbIle TEXHUYECKNE XapaKTepUCTUKN

nonunponuneH Purell HP371P

0 12,6x48,3MM.

2,0 mn.

[a, CynaoTHUTEsIeEM U3 CU/IMKOHOBOW PE3nHbI
BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NpoAosibHONM ocn

o 95kMa

1,5/0,7 r.

napoBbIM METOAOM Mpu Temnepatype (121+1)°C
HeT

3. ¥YnakoBKa, TPAHCNOPTUPOBKaA N XpaHeHue

YnakoBka obecrneymBaeT COXpPaHHOCTb U34eNUi Npu TpaHCNopTMPoBKe. Kpuonpobmnpkn TpaHCNoOpTUPYIOT B
TPaHCMNOPTHO yNakoBKe NpeanpuaTusa N3rotoBuTeNns BananasoHe TemnepaTyp oT (- 50 go +50) °C n BaxHoCcTn
[0 98% npu Temnepatype +25°C. MNpegoxpaHATb OT NPAMOro nonazaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunTesibHbIX
KonebaHuli TemnepaTypbl BO BPEMSA XpaHeHUs. XpaHUTb B CyXOM NpOX/afHOM MecTe B AnanasoHe Temneparyp (+5
- +40)°C n BnaxxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHuA 6e3onacHoOCTH

Kpronpo6bupkn ABASKOTCA HETOKCUYHBLIM annuporeHHbIM NPoAyKTOM, OAHOPAa30BOro UCMO/Ib30BaHUS.
Kpronpo6upkn nocTasnstoTca He CTepUibHbIMU. KpMonpobupKn yCTonumBbl K CTEpUIn3aumnmn napoBbiM MeTOA0M
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c Kpuonpobmpkamn, cogepxawmumm bnomaTepunansl, cnegyet HageBaTb O4HOPA30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHne pucka MHpMUMpoBaHNS nepcoHana buomarepmranom. He ncrnonb3oBaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBatb He NO Ha3HavyeHU. He UCnosib3oBaTb NPy 06HAPY)XEHUN MeXaHUYeCKnX
noBpeXaeHn.

5. CsefeHnsa 06 ytunusaumu

N3penvs, nmeBLlUIME KOHTAKT C KPOBbIO U/MNK ApYTrMMU BUOMOTNYECKUMU XUAKOCTAMUN, NoANexart yTuansaumm
no CaHlnH 2.1.7.2790-10 knacc b c 06s13aTenibHbIM 06€33apaXXnBaHUeM nNyTemM CTepumsauum ArobIMU Ha
[aHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KpOBbO U/Nn
Ap. 6MONOrNYECKUMN XNAKOCTAMM) B TOM YNUC/IE C UCTEKLLNM CPOKOM rOAHOCTU yTunmanpytotces no CaHlMlvH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBuUTENs

M3rotoButens: «J/1BJ/1 TekHonomxkmnc Mi6X yHa Ko. KM», topngnyecknin agpec: Nepmanus, 74564, r.
Kpaiinbcxarim, Teogop-LUTtopm-LWTpace, g. 17

M3roToBUTENb rapaHTUPyeT COOTBETCTBUE U3aeNna TpeGoBaHUAM HNPAASATUAHNN AnuymMmeHTauumn (1SO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3||
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npv co604eHNN Y
XpaHeHns N NPUMEHEHNS B TeYEHWEe CpOKa rogHOCTMU.

lapaHTWiiHble 0653aTeNIbCTBa N3roTOBUTENA U/UNK ero npeacTaBuTens B P i
MeAVLWHCKOe n3fenne B crlyvae HeHagsiexallero XxpaHeHus, TpaHCNopTUpPOBKn/
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt

Kpnonpo6bupkn o6bemomM 1,8 mn ¢ 2D WTpMX-KOAO0M, C BHYTPEHHeln pe3bboi, d

1 Cepus 14P1055500

1

F:
Ll,aTa N3roToB1eHNA

Ha3HaueHune

Kpronpobupkn npegHasHayeHbl AN c6opa, 06paboTkm, KOHCEPBaLUN U XpaHEHUS BUOOrMyYecknx ob6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB Xugkoro asota (LN2), gnsa uenen nonyyveHus
MHdopMaumn nNpy NpoBeAeHNN MeANLMHCKNX NCcnefoBaHni in vitro B 1abopaTtopusax MeanUUHCKUX YUPEXOeHWA.
O6pa3uamn ABNAKOTCA: GUoNormyeckne XXnakocTn (KpoBb, naasma KpoBU, CnepmMa) Yenoseka v TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasybl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN

MaTepuan n3rotosfieHUs

[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounii 06bEM

Hanunyne KpbIwKkn

Tun pe3bObl Ha KpMonNpoobupke
Pabounii TemnepaTypHbIli gnana3oH
Tannumne/tun 2D wWTpux-Koga
YCTONUMBOCTb K LLEeHTPUJYTMpoBaHunto
Moka3arenb repMeTUYHOCTU

Macca ogHON KpnonpoobuMpKU/KpbILWKU
YCTONUMBOCTb K CTEpUAn3aumnmn
Hanuuve rpagynpoBku

nonunponwuneH Purell HP371P

0 12,6x47,2MM.

1,8 mn.

[a, CynnoTHUTENEM U3 CUIMKOHOBOW Pe3UHbI
BHYTPEHHSSA

OT1-196 °C po -86°C

na, DataMatrix

A0 3000g no Npoao/bLHON ocn

o 95kMa

1,26/0,7 1.

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3.  YnakoBka, TpaHCNOPTUPOBKA W XpaHeHue
YnakoBka o6ecneumBaeT COXPaHHOCTb U3aennii Npu TPaHCNOPTUPOBKe. KpnMonpoobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNakoBKe NpeanpuAaTUSa U3rotoBuTensa BAmnanasoHe Temnepatyp oT (- 50 go +50) °C n BaxHOCTU
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonajaHus ocagkos.
Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl YNakoBke NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KkonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOxX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5

- +40)°C n BnaxxHocTn go 80% npu Temneparype +25°C.

4, TpeboBaHMA 6e30MacHOCTU
Kpronpo6upku ABMsSOTCA HETOKCUYHBIM anuporeHHbIM MPoAYyKTOM, 0HOPa30BOro MCMNosib30BaHus.
Kpronpo6upkn noctaBasioTcs He cTepubHbIMU. KpMonpoGupKY YCTOMUMBBLI K CTEPUIN3ALMM NapoBbIM METOA40M

npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpy pa6oTe C KpMONpPo6GUpKaMu, codepxalMmy 6momaTepransl, CnefyeT HaaeBaTb 0[HOPA30Bble PE3UHOBbIE
nepyaTku, Bo n3bexaHune prcka MHPUUMPOBAHUA NepcoHana 6uomaTepuasiomMm. He Ncnosib3oBaThb Mo OKOHYaHUM
Cpoka rogHoCTU. He MCNOMb30BaTh He MO Ha3HaueHuto. He 1CNo/b30BaThb NPU 0GHAPYXXEHUN MEXaHUUYECKUX

noBpeXaeHn.

5. CsefeHuna 06 ytunumsauunm
M3penvs, UMeBLUME KOHTAKTe KPOBbIO U/UNV ApYrMMU BMOOTNYECKUMUN XUAKOCTAMU, NoAsexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6s3aTefnibHbIM 06€33apaxXnBaHueM nNyTemM CTepumsauum AobiIMU Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KpOBbo U/Mnun
Ap. 6MONOrNYECKUMN XUAKOCTSAMU) B TOM YMC/E C UCTEKLIMM CPOKOM FrOAHOCTU yTunuaupytotes no CaHlMlvH

2.1.7.2790-10 knacc A.

6. TlapaHTUM narotoBuTENN
M3rotoButenb: «J/IBJ1 TekHonomkmc MmoX yHa Ko. KM», topugnyeckuii agpec: NepmaHus, 74564, T.

Kpalinbexarim, Teogop-LUTopm-LWTpace, a. 17

M3roToBuUTe b rapaHTUpPyeT COOTBETCTBUE U3aeNust TpeGoBaHUAM HOPMaTUBHOM AokyMeHTauuun (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT NCO/M~K 17025-2009. MOCT I1SO 10993-
12-2015, MOCT I1SO 10993-18-2011, 'OCT ISO 10993-1-2011) npwn cobaaeHnn yen

XpaHeHna n npuMmeHeHna BTedyeHne cpoka rogHocTu.

lapaHTuiiHble 0653aTe/IbCTBa U3roToBUTENSA N/MNK ero npeactasutens B PO i
MeaNLMHCKOEe u3aenve B Crlydae HEHaAexallero XxpaHeHusl, TPaHCNOPTUPOBKY i

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MacnopTt

Kpvonpo6upky 06beMom 4,0 M ¢ 2D LUTPUX-KOZO0M, C BHYTPEHHeW pe3bOoii. 1V L

Cepus 14P1055502

[ata n3rotoBneHmns

Ha3zHauyeHue

Kpronpo6bupku npegHasHayeHbl 4518 c6opa, 06paboTKn, KOHCepBaLMM N XpaHeHUs 61Monornyecknx obpasuos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeM MapoB Xxnakoro asota (LN2), ans ueneii nonyyeHns
nHdopMaumn nNpyn NpoBeaeHNn MeANLMHCKUX nccnefoBaHuii in vitro B nabopatopmsaix MeAnLMHCKUX yUpexxaeHni.
O6pasuamn aBATCA: BUOMOrNYECKMNE XUAKOCTU (KPOBb, NN1asma KpoBuW, Crepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
Matepuan n3rotoBsieHns

[abapnTHbIe pa3mMepbl (AMameTp X BbICOTA)

Pa6ounin 06bEM

Hanwnune KpbIWwKn

Tun pe3bObl HA KpMonNpoobupke
Pabouunii TemnepaTypHbIli gnana3oH
Hanunume/tun 2D wTpux-koga
YCTONUYMBOCTb K LEeHTPUdYrmpoBaHuio
MNMoka3aTenb repmMeTu4yHOCTU

Macca oHOI Kpnonpob6upKN/KpbILWKN
YCTONYMBOCTb K CTEPUAM3aLNA
Hanuuve rpagynpoBku

OCHOBHble TEXHNYECKUE XapaKTepUCTUKN

nonunponuneH Purell HP371P

0 12,6x77,0mM.

4,0 mn.

[a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3UHbI
BHYTpPEHHSASA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NpoAaoAbLHON ocn

o 95klMa

2,8/0,7 r.

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHne

YnakoBka o6ecneynBaeT COXpPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCMNOPTHOI yNakoBke NpeanpuaTUSa U3rotoBuTensa BamnanasoHe TemnepaTyp oT (- 50 go +50) °C n BiaxHoCTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NMPAMOro nonagaHusa 0cankos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTua U3rotoButens, nsberas 3aHaunTeIbHbIX
KkonebaHuii TemnepaTypbl BO BPeEMA XpaHeHUs. XpaHUTb B CyXOM NPOX/1aiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

Kpronpo6bupkn ABAsHOTCA HETOKCUYHBLIM annuporeHHbIM NPoAyKTOM, O4HOPAa30BOro NCMNOJ/Ib30BaHUS.
Kpronpo6upkn nocTasfstoTcA He CTepu/ibHbIMU. KpMonpoobupkn yCcTonumBbl K CTepuansaumm napoBbiM MeETOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c KpMonpobupkamu, cogepxalimmm buomarepuansl, cnegyet HageBaTb O4HOPA30Bble PE3NHOBbIE
nep4yaTtku, Bo nsbexaHne pucka MHpULMPoOBaHNA nepcoHana buomarepmanom. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4YeHW. He Ncnosib3oBaTb NPy 06HAPYXEHUN MeXaHUYeCKMX
noBpeXaeHn.

5. CsefeHns 06 yTnamsaumu

N3pennsa, nMeBLUME KOHTAKT C KPOBbLIO U/MNK APYTMMU BMOMIOTNYECKUMU XUAKOCTAMUN, NoAnexaT yTuamnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxmnBaHem nyTem ctepuansaymm nobbiMn Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeTogamun. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbHO U/1an
Ap. 6MONOrNYECKUMN XNAKOCTAMM) B TOM YNCTIE C UCTEKLLINM CPOKOM FrOAHOCTU YTUnmsmpyrotes no CanlunH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3rotToBUTENS

M3rotoButens: «J1BJ1 TekHonomknc M6 XyHa Ko. KM», topugnyeckuii agpec: Nepmanus, 74564, r.
Kpalinbcxarim, Teogop-LUTtopm-LWTpace, a. 17

MN3roToBUTENb rapaHTUpPyeT COOTBETCTBUE U3LENUA TPe6GOoBaHNSIM HOPMaTUBHOW fokymMeHTauum (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT ICO™ K 17025-2009, MOCT ISO 1099/
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwn coboaeHni
XpaHeHns N NPYMEHEeHUs B TeYeHne Cpoka rogHOCTW.

[apaHTUliHble 0653aTeNIbCTBa U3roTOBUTENA U/MAW ero npeactasutens B @

MeAVLNHCKOe U3genuve B C/yyae HeHaa/iexallero XpaHeHus, TpaHcnopTupe 3
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt

Kprionpo6upky o06beMom 5,0 M ¢ 2D LUTPUX-KOAO0M, C BHELUHEN pe3b0oid, ¢ K LVL

Cepus 14P1020300 [aTa n3rotossieHnA

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl AN c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHns 6nonornyeckmx oépasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napos xuakoro azota (LN2), ona uyenen nonyveHusi
MHdopMaumn nNpu NpoBeAeHNN MeULMHCKUX NccnefoBaHui in vitro B 1abopatopusax MeAnLMHCKUX YUpexaeHni.
O6pasuamu ABASIOTCA: GUONOTMUYECKNE XNAKOCTN (KPOBb, Nnasma KpoBuW, Cnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepunan nsrotosneHusa nonvnponuneH Purell HP371P

[abapuTHble pa3mMepbl (4MamMeTp X BbICOTA) 0 12,6x88,9mMm.

Pa6ounin 06BEM 5,0 mn.

Hanunuve KpblIwKn 0a, CYNAOTHUTENNIEM U3 CU/IMKOHOBOW pe3uHbI
Tyn pe3b6bl Ha KpMonpoobupke BHeLUHASA

Pabounin TemnepaTypHblii Ananas3oH OT1-196 °C po -86°C

Hanunuune/Tun 2D wTpux-koga na, DataMatrix

YCTONUMBOCTb K LLeHTPUdYrmpoBaHuio 00 3000g no nNpoAosibHOWM ocK

MNMoka3arenb repMeTUu4yHOCTU 0o 95kMa

Macca ogHoi Kpnonpo6upKU/KpbILLKK 3,5/0,8 .

YCTOIAUMBOCTbL K CTEpuan3aumm napoBbIM MeToA40M Npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TPaHCNOPTUPOBKA N XpaHeHune

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. Kpronpo6bupku TpaHCNopTUPYHOT B
TPaHCMOPTHOW ynakoBKe NpeanpusaTus U3rotoButens BagmanaloHe Temnepatyp oT (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajaHns 0cagkKos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBke NpeanpuaTna n3rotoButens, nsberas sHaunTe ibHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHEHUA. XpaHUTb B CyXOM NMPOX/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn o 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn aBAsKOTCA HETOKCUYHBLIM annuporeHHbIM NPoAYyKTOM, OAHOPAa30BOro NCNOJ/1b30BaHUS.
Kpronpo6bunpky NocTaBfstoTCA He CTepusibHbIMU. KprMonpobupkn yCToNUMBbI K CTEpUM3aLm napoBbiM MeETO40M
npu Temneparype (121+1)° C B TeveHune (20£2) MUH.

Mpn paboTte c KpMonpobmpkamu, cogepxall,umm bnomatepmnasbsl, cnegyet HageBaTb O4HOPA30Bble PE3NHOBLbIE
nep4yaTtku, BO nsbexaHne pucka MHpMUMpoBaHns nepcoHana bunomarepmanom. He ncnonb3oBarb N0 OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HavyeHuo. He NCnosb3oBaTb NPU 0OHAPY>XeHUN MeXaHUYeCKNX
NOBPEXAEHWIA.

5. CsefeHua 06 ytunusaunm

N3penns, nmeBLUNE KOHTaKT C KPOBbIO U/MNU APYTMMU BUONOTMYECKUMU XUAKOCTAMN, NOAJIEXAT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxnBaHmem NyTeM cTepuamsaumnn obbIMn1 Ha
[aHHOM NpeanpuaTue yCTaHOB/IEHHbIMU MeToAamMu. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbHO U/1an
4p. 6MONOrNYECKUMN XUAKOCTSAMM) BTOM HMC/IE C UCTEKLUNM CPOKOM FrOAHOCTU yTunuaupytotcs no CaHlMlmH
2.1.7.2790-10 knacc A.

6. TlapaHTun nsrotosuTens

M3rotoButens: «/IBJ1 TekHonomkmc MmoX yHa Ko. KM», topugnyeckuii agpec: Nepmanus, 74564, T.
Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, a. 17

N3roToBUTENb rapaHTUpPyeT COOTBETCTBME U3LEeNUA Tpe6GoBaHNSIM HOPMaTUBHOW aokyMeHTauum (ISO--------- -
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/iV KU M »9ao (m iscm cNe 3-
12-2015, MOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npwu cob6nogeHumn \lc,

XpaHeHns 1 NPUMEHEHNS B TeYeHne CpoKa rogHOCTU.

FapaHTuiiHble 06513aTe/IbCTBA U3roTOBUTENA U/UNu ero npeacrasutensi B PO ApAAAlwmlogies
MeZMUMHCKOe u3aenve B Crlydae HeEHaAexallero xpaHeHusl, TpaHCnopTUpoBK! No/b30BaHUA MeANLMHCKOro
n3genvs. GmbH & Co. KG

Wofi<Sy-Storm-StraBe 17
~CrEilsbfw

leion: W» 79M~56\370 "'
'TM ax: -+49 7951 95613 33

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

-
Kpnonpo6upkm o6bemomM 1,0 M ¢ 2D WTpmx-KOAOM, C BHYTPEHHEN pe3b06oii, ce I V I

Cepun 2A0121 Jata narotosrnieHns

1. Ha3HaueHue
Kpronpo6bupkn npegHasHayeHbl 418 c6opa, 06paboTkM, KOHCepBauum 1 XpaHeHns 6uonornyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), onsa uyenen nonyveHusi
MHdopMaLmn Npy NposBeAeHNN MeANLMHCKUX UCCefoBaHuii in vitro B 1abopaTopusx MeguUUHCKNX YUpPeXAeHWA.
O6pasuamn aBAKOTCA: BMOMOrMYECKNE XNAKOCTU (KPOBb, NNasma KpoBuW, crepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

Matepunan n3rotosneHusa nonunponuneH Purell HP371P

[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA) 0 8,8x51,5MMm.

Pa6ounin 06BEM 1,0 mn.

Hanuuve KpblIwKkn 0a, CYNNOTHUTENIEM U3 CU/IMKOHOBOW pPe3uHBbI
Tuvn pe3bObl Ha KpUonpobupke BHYTPEHHSS

Pabounii TemnepaTypHbIii gnana3oH 0OT1-196 °C pgo -86°C

Hanunume/Tun 2D wTpux-koga na, DataMatrix

YCTOAYMBOCTb K LeHTpUdyrmpoBaHuto 00 3000g no NpoAosibHOM ocn

MokasaTenb repmMeTU4yHOCTU 0o 95kMa

Macca oaHOI KpnonpoobuMpKu/KpbILWKU 0,7/0,1r.

YCTOIAUMBOCTb K CTEpUAn3aumm napoBbIM MeTOA40M Npu TeMmnepartype (121+1)°C
Hanuuve rpagynpoBku HeT

3. ¥YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka o6ecneunBaeT COXpPaHHOCTb U3aenuii npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCMNOPTHO yNnakoBke NpeanpuaTUSa U3roToBuTens BAuana3oHe TemnepaTyp oT (- 50 go +50) °C n BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NPAMOro nonajaHus ocagkos.

Kprnonpobupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBke npeanpusaTua N3rotoBuTens, nsberas sHaumTe IbHbIX
KkonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NpOxX/afiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6€30MacHOCTMU

Kpronpo6bupkn SBnstoTCA HETOKCUYHBIM annuporeHHbIM NPOoAYKTOM, O4HOPa30BOro MCMNOJib30BaHUS.
Kpronpo6upkn nNocTasnstoTcA He cTepuibHbIMU. Kpronpobupkn ycToiumBbl K CTepuiMsanmm napoBbiM MeTOAOM
npu Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c KpMonpobupkamu, cogepxalimmm buomarepuansl, cnegyeT HageBaTb O4HOPA30Bble Pe3MHOBbIE
nep4yaTkun, BO n3bexaHne p1cka MHOMLMPOBaHWS NepcoHana buomareprasioMm. He ncnosb30BaTb MO OKOHYaHUU
CpoOKa rogHoCcTU. He ncnosb3oBaTtb He Mo Ha3HavyeHuo. He ncnonb3oBaTb NpU 0GHAPYXEHUN MeXaHUYeCKMUxX
noBpeXaeHn.

5. CsefeHns 06 yTunusaunm

N3pennsa, uMeBLUME KOHTAKT C KPOBbIO U/MNK ApYrMMy 6UON0rMYECKUMU XNAKOCTAMN, NoAnexaT yTmnnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTeqibHbIM 06e33apaxXnBaHem nyTeM cTtepuansaymm nobbiMn Ha
[aHHOM npeanpuaTUe YCTaHOB/IEHHbIMU MeTogamMu. Hencnonb3oBaHHble (He MMEBLLUME KOHTaKTa C KPOBbHO U/1n
ap. 6MONOrNYECKUMN XULAKOCTAMM) B TOM UYNC/IE C UCTEKLLINM CPOKOM FrOAHOCTU yTunumanpytotes no CaHlMlvH
2.1.7.2790-10 knacc A.

6. TlapaHTun n3rotosuTens

M3rotoButenns: «J1BJ1 TekHonomkmnc MmoX yHa Ko. KM», ropyuguyeckuii agpec: Fepmanus, 74564, r.
Kpainbcxanm, Teogop-LUTopm-LWTpace, 4. 17

N3roToBUTENb rapaHTUpPyeT COOTBETCTBME U3aenunsa TpeGoBaHUAM HOpPMaTUBHOW AoKyMeHTauuum (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT UCM/MUK 17024-7MM9. MNOCT ISO 10993-
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnoaeHdpl
XpaHeHns 1 NPUMEHEHNS B TEYEHNE CPOKa ro4HOCTMU.

FapaHTMVlele 06s3aTenLCTBA U3roToBUTENA U/NN ero npeagcraBuTena B cTaHA N Ham
MeagununHCKoe mnsgenune B Cc/iydae HeHagsiexallero XxpaHeHus, TpaHcrnopTupe b30BaHUA mMeguc
n3genns.

ibirCo.
My

__Msheiro*Germany'
Oelefon:V49 7951 95613 20
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MacnopT
Kpuronpobupkn o6bemom 2,0 M ¢ 2D LUTPUX-KOZAOM, C BHELLHER pe3bboid, ¢ Kf m LVL

Cepus 14P1055602 [laTa M3roTOB/EHMS "7Jgf| 7To7og7es-

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl AN c6opa, 06paboTkm, KOHCepBaunn 1 XpaHeHns 6uonornyecknx oépasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), gnsa uenen nonyyeHus
MHdopMaumn Npyu NPoBeAeHNN MegULMHCKUX MUCCnefoBaHui in vitro B 1abopaTtopmsax MeanUUHCKUX YUpPeXAeHUA.
O6pasuamn ABNSKTCA: GUOAOIrMYecKne XMAKoCcTn (KPoBb, Nsasma KpoBuW, crepma) YesioBeka 1 TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTtepnan nsrotosneHusa nonunponuneH Purell HP371P

[abapuTHbIE pasmepbl (AUameTp X BbICOTA) 0 12,6x46,5mMMm.

Pa6bouunin 06bEM 2,0 mn.

Hanunuve KpbILwKn [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3nHbl
Tvn pe3bb6bl Ha Kpronpobupke BHeLUHAA

Pa6ounin TemnepaTypHbIl/i Anana3oH OT1-196 °C go -86°C

Hannuuve/Tun 2D wTpux-koaa na, DataMatrix

YCTONUMBOCTb K LeHTpUdyrmpoBaHuto £0 3000g no npoaonbLHOM ocn

MokasaTenb repmMeTu4yHOCTU 0o 95kMa

Macca ogHOW Kpnonpo6upKU/KpbILLKK 1,5/0,8 r.

YCTOM4MBOCTb K CTepunnsauunm napoBbIM MeTOAO0M npu Temnepatype (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. Kpronpobupkn TpaHCNoOpTUPYIOT B
TpaHCNOPTHOI yNnakoBke NpeanpuaTUSa U3roToBuUTeNs B Avana3oHe TemnepaTyp oT (- 50 go +50) °C n BNaxHOCTU
0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPAMOro nonajaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKke NpeanpuaTua n3rotoButens, nsberas sHaunte lbHbIX
KkonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOx/afHOM MecTe BAuanasoHe Temnepartyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kprnonpobupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NpoAYyKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn nocTasnatoTca He CTepusibHbIMU. KpMonpobupKn yCTonuMBbI K CTEpUIN3aumnmn napoBbiM METOAO0M
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpu pa6oTe ¢ KpMonpobmpkamu, cogepxall,umm buomatepnansl, cnegyeT HageBaTb O4HOPa30Bble Pe3nHOBbIE
nep4yaTtku, BO nusbexaHne prcka MHUMpoBaHns nepcoHana buomarepmnanom. He ncnonb3oBaTb MO OKOHYaHUU
Cpoka rogHocTtu. He ncnonb3oBatb He Mo Ha3HayeHWto. He MCNonb3oBaTh NpyY 06HAPY>XEHUN MeXaHUYeCKnX
noBpeXAeHWNA.

5. CBepgeHua 06 ytunusaymn

M3penvs, nMeBLUNE KOHTaKTE KPOBbLIO U/MNK ApYrMMU BUOMOTNYECKMMU XNAKOCTAMU, NoAnexaT yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxXmnBaHmem nyTemM cTtepuamnsaymm nobbiMn Ha
[aHHOM npeanpuaTne ycTaHOBNEHHbIMU MeToAamu. Hencnosb3oBaHHble (HE MMEBLUME KOHTaKTa C KPOBbIO U/1Unun
4p. 6MONOrNYECKUMN XUAKOCTSAMM) B TOM YMC/E C UCTEKLLIMM CPOKOM FOAHOCTU YTUAn3snpyrotTca no CaHlvH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3rotToBUTENSA

M3rotoButenb: «JIBJ1 TekHonomxkmc MmoX yHa Ko. KM», topugnyeckuii agpec: Nepmanus, 74564, T.
Kpaiinbexarim, Teogop-LUTopm-LWTpace, 4. 17

N3roToBUTE b FrapaHTUPYeT COOTBETCTBME M3aenunsa Tpe6oBaHUAM HOPMaTUBHOW AOKyMeHTauun (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/ME
12-2015, FOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npn cobntogeHun y:

XpaHeHUs U NPUMeEHEHNS B TeYEHUEe CPOoKa roHOCTH.

lapaHTWiiHble 0653aTeNIbCTBa U3roTOBUTENA U/UNK ero npeacTtaBuTens B Pd

MeAVLWHCKOe n3fenune B Crlyvae HeHaanexall,ero XpaHeHns, TpaHCNOPTUPOBKK

n3gennsa.
PTbH & Co. KG

leo 'on-Stor~Strafirer17
56/~Cr ilsl™irrl-
e” L ™ 795.M5613~7
lefac: +49 7951 95613 33
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MacnopT

Kpnonpo6bupkn o6vbemom 0,5 mn ¢ 2D wWTpmx-KoaoMm, C BHyTpeHHel pe3bboi,

Cepus 2A0132 [aTta n3rotossieHnsA

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl AN c6opa, 06paboTkM, KOHCepBaUUKM U XpaHEHUS BMONOrnMyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napos xunakoro asota (LN2), ansa uenen nosayyeHus
nHdopMaLmn Npy nNpoBeaeHnN MeANLMHCKNX NCCNefoBaHuii in vitro B 1abopaTopusx MegULNHCKUX YUpPeXaeHWNA.
O6pa3uamn aBAKTCA: BMOMOrNYECKNE XUAKOCTHN (KPOBb, NN1as3ma KpoBUW, crepma) YesioBeka U TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIEe TEXHUYECKNE XapaKTePUCTUKN
Martepvian n3rotossieHus nonunponwuneH Purell HP371P
[abapuTHbIe pa3mMepbl (AMamMeTp X BbICOTA) 0 8,8x33,0mm.
Pa6ounin 06bEM 0,5 mn.
Hanuuve KpbIwkn [a, CynnoTHUTENEM N3 CUIMKOHOBOW PE3UHbI
Tvn pe3b6bl Ha Kpronpobupke BHYTPEHHSA
Pabouunii TemnepaTtypHbIli arana3oH OT1-196 °C po -86°C
Hanunune/Tun 2D wTpux-koga na, DataMatrix
YCTOIAUMBOCTb K LeHTPpUdyrmpoBaHuo n0 3000g no NpoAosibHON ocn
Moka3atesib repMeTUYHOCTU no 95kMa
Macca oaHOM Kprnonpo6upKn/KpbILLKK 0,4/0,1r.
YCTONYMBOCTb K CTEpUAM3aLmnm napoBbIM MeTOAOM Npu TemnepaType (121+1)°C
Hanuuve rpagynpoBkn HeT

3.  YnakoBkKa, TpPaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecrneunBaeT COXpPaHHOCTb U3Aenuii nNpu TpaHCNopTMpoBKe. Kpuonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOWM ynakoBKke NpeanpusaTus U3rotoBuTens Bauana3oHe TemnepaTyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHATb OT NMPAMOro nonagaHusa ocagkos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTna n3rotoButens, niberas sHaunTesibHbIX
konebaHuii TemnepaTypbl BO BPEMSA XpPaHEHUS. XpaHNTb B CyXOM MpPoOX/1aAHOM MecCTe B Aunana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn o 80% npu Temneparype +25°C.

4. TpeboBaHMA 6€30MacHOCTMU

Kpronpo6bupkun ABASKOTCA HETOKCUYHbLIM anmMporeHHbIM NPoAyKTOM, O4HOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6bupkn nocTasfstoTca He CTepUIbHbIMU. KpUonpobumpKn yCToiumBbl K CTepuansaumnm naposbiM METOAO0M
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpun paboTe c KpMonpobmpkamu, cogepxalimmm buomarepuansl, cnegyeT HageBaTb O4HOPA30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHne prcka MHOMLMPOBaHWS NepcoHana buomarepraniomM. He ncnosib3oBaTb MO OKOHYaHUN
CpoOKa rogHoOCTW. He Ncnosib3oBaTtb He Mo Ha3HayeHuto. He ncnonb3oBaTb MpU 0GHAPYXEHUN MeXaHUYeCcKuUx
noBpPeEXAEHWNA.

5. CBepgeHusi 06 yTnnmnsauunm

N3penvs, nMeBLUME KOHTAKTE KPOBbIO U/MNU ApYrMMU BUOMOTMUYECKUMN XUAKOCTAMU, NoAnexart yTuimsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxnBaHnem nyTem cTtepuinsaymm nobbiIMn Ha
[aHHOM npeanpusaTue yCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHble (He MMEBLLME KOHTaKTa C KPoBbiO U/Mnn
Ap. 6MONOrNYECKUMN XULKOCTAMM) BTOM YUC/IE C UCTEKLWINM CPOKOM FrOAHOCTU yTuamsmpyrotes no CanllunH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3rotoBuUTeENs

M3rotoButenb: «J/IB/1 TekHonomknc MmoX yHa Ko. KM», topugudeckunii agpec: epmaHus, 74564, r.
Kpalinbexaim, Teogop-LUTopm-LUTpace, a. 17

M3roToBUTE b FrapaHTUPYET COOTBETCTBUE U3AENUA TPEGOBaHUSIM HOPMAaTUBHOW fokyMeHTauunum (1ISO
9001:2008 TIOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT NCO/M 3K 1J035 2000, OCT ISO 10997?)
12-2015, OCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cobnaoaeHun|]

XpaHeHns 1 NPUMEHEHNS B TeYeHne CpoKa rofHOCTMU.

MapaHTUiiHbIe 06s3aTeNnbCTBa N3roToBUTENSA /MK ero npeacrasutens B PO
MeAVLNHCKOEe U3fenve B Cllydae HeHaaiexallero XpaHeHus, TpaHCnopTupoB
n3genus.

telefon:
'Telefax; +49 7951 95613 33

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpronpo6bunpkn o6bemoM 1,1 mn ¢ 2D WTprX-KOA0M, C BHYTPEHHEN pe3bboii, I VI

Cepus 2A0122 JaTta nsrotosieHus ~MJnnfnotogies-

1. Ha3HaueHwne
Kpronpo6bupkun npegHasHayeHbl 418 c6opa, 06paboTKn, KOHCepBauumn 1 XpaHeHns 6uonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHveM NapoB xnakoro asota (LN2), ons uyene nonyyeHms
nHdopmMaumn nNpyu NposBeAeHNN MeANLMHCKUX NccnefoBaHuii in vitro B 1abopatopmnsax MeguuMHCKUX YUpexaeHni.
O6pasuamu ABNATCA: 6UONOrnMYecKne XMAKocTn (KpoBb, Nniasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuvan narotosrieHns nonunponuneH Purell HP371P

MabapuTHble pa3mMepbl (4MameTp X BbICOTa) 0 12,6x41,4mm.

Pabounin 06bEM 1,1 mn.

Hanunuve KpbIwKn [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3vHbl
Tvn pe3bObl Ha KpUonpobupke BHYTPEHHSSA

Pa6ounin TemnepaTypHbIA Anana3oH OT1-196 °C po -86°C

Hannune/Tun 2D wTpux-koga na, DataMatrix

YCTONUMBOCTb K LLeHTpUdyrmpoBaHuio 00 3000g no nNpoAosibHOW ocu

Moka3aTenb repmMeTu4yHOCTU 0o 95kMa

Macca ogHOl Kpnonpo6upKn/KpbILLKK 0,77/0,7 r.

YCTOAYMBOCTb K CTepuinsauum napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuune rpagympoBkum HeT

3. YnakoBka, TpaHCNOPTUPOBKA U XpaHeHue

YnakoBka o6ecneynBaeT COXpPaHHOCTb U3aenuii npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeAnpuaTna N3rotoBuTeNsa BAnanasoHe Temnepatyp ot (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NMPAMOro nonajaHusa 0cankos.

Kpronpobupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunTesibHbIX
KonebaHWin TemnepaTypbl BO BPeMS XpaHeHUA. XpaHNTb B CyXOM MPOX/1aAHOM MecTe B AuMana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6€30MacHOCTMU

Kpronpo6bupkn SBnstoTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCNob30BaHUS.
Kpronpo6upkn NocTasnstoTcA He CTepusibHbIMU. KpnonpobupKkn yCTonumBbl K CTepuMsaLmm napoBbiM MeETOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTte c kKpuonpobmpkamu, cogepxawmmm bnomatepnasbsl, cnegyet HageBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHne pucka MHPUUMpoBaHNA nepcoHana 6uomarepmnanom. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBatb He Mo Ha3Ha4YeHWo. He UCnosib3oBaTb NPU 0GHAPYXEHUN MeXaHNYeCKUX
NOBPEXAEHWNA.

5. CsefeHnsa 06 ytunusaumu

N3penvs, nmeBLlIne KOHTAKT C KPOBbIO U/MNK APYTMMU BUOMOTMYECKUMU XUAKOCTAMUN, NoANexaT yTuansaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxnBaHnem nyTem cTtepuansaymm nobbiMn Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogamun. Hemcnosnb3oBaHHble (HE MMeBLUME KOHTaKTa C KpOBbHO U/1an
Ap. 6MONMOrNYECKUMN XNAKOCTAMM) BTOM YNC/IE C UCTEKLLNM CPOKOM FOAHOCTU yTuUAmMsmpytoTea no CaHlunH
2.1.7.2790-10 knacc A.

6. [apaHTUWM N3roToBUTENSA

M3rotoButens: «J1BJ/1 TekHonomkmc M6 XyHa Ko. KM», topugnyeckuin agpec: NepmaHus, 74564, .
Kpaiinbcxairim, Teogop-LUTopm-LWTpace, g. 17
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT MO
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwv cobntoaeH
XpaHeHns 1 NPUMEHEHUs B TeYeHue Cpoka rogHOCTW.

MapaHTuiiHble 0653aTe/IbCTBa U3roTOBUTENS U/UNK ero npeacTaBuTens
MeAVLWHCKOe n3aenne B Crlydae HeHa iexallero XxpaHeHus, TpaHcnopTup|
n3genus.
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MacnopT

Kprionpo6upkn o6bemom 0,7 M ¢ 2D LLTPUX-KOOM, C BHYTPEHHEI pe3bboii, cfw

Cepwus 2A0133 [Jata nsrotosneHus

1. Ha3HaueHue
Kprvonpobupkn npegHasHayeHbl Ans c6opa, 06paboTkM, KOHCepBauun U XpaHeHns Guonornyeckux oépasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), gna yene nonyyeHms
nHdopMaLmn Npy nNposBeAeHnn MeANLMHCKNX NCCnefoBaHuii in vitro B nabopatopmnsax MeguuUMHCKUX YUpexaeHni.
O6pasuamn SBAOTCA: BMOMOrMYECcKme XNAKOCTA (KPOBb, Nnasma KpoBu, Cepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
Matepunan u3rotossieHus nonunponuneH Purell HP371P
[abapuTHbIE pa3mMepbl (AMamMeTp X BbICOTA) 0 8,8x43,1mMm.
Pa6ounii 06bEM 0,7 mn.
Hanuuve kpblIwkn [a, CynaoTHUTeNleM 13 CUJIMKOHOBOW Pe3nHbI
Tvn pe3bb6bl Ha Kpronpobupke BHYTPEHHSA
Pabounii TemnepaTypHbIli gnana3oH OT1-196 °C po -86°C
Hanuune/tnn 2D wtpux-koaa pa, DataMatrix
YCTOIAUMBOCTb K LeHTPpUdyrmpoBaHuto 0o 3000g no NnpoaosbHOM ocK
[NokasaTtenb repmMeTnyHOCTU 0o 95kMa
Macca ofHOI KpnonpobupKn/KpbILWKN 0,42/0,1 1.
YCTOM4MBOCTb K CTEpUn3aunmn napoBbIM MeTOAOM Npu Temnepatype (121+1)°C
Hanuuve rpagympoBku HeT

3. YnakoBKa, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneynBaeT COXpPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. Kpronpo6bupku TpaHCnopTMpYoT B
TPaHCMNOPTHO yNnakoBKe NpeanpuaTUsa U3rotoBuTensa BAamnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BnaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPAMOro nonajaHusa 0caakos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunTesbHbIX
KkonebaHuii TemnepaTypbl BO BpeMA XpaHeHUs. XpaHUTb B CyXOM NPOX/afHOM MecTe B Auana3oHe Temneparyp (+5
- +40)°C u BnaxxHocTn go 80% npwu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NPoAyKTOM, O4HOPa30BOro MCMNOb30BaHUS.
Kpronpo6bupkn nNocTas/istoTCA He CTepu/ibHbIMU. KpMonpobupKkn ycTonumBbl K CTepuansalmm napoBbiM MeETOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c kpuonpobmpkamn, cogepxawumm bnomaTepnasnbsl, cnegyet HageBaTb O4HOPa30Bble PeE3NHOBbIE
nepyaTtku, BO nsdbexaHne prcka MHOMUMPOBaHWA nepcoHana brmomarepmasioMm. He ncnosib3oBaTb MO OKOHYaHUN
CpoOKa rogHoCcTU. He ncnonb3oBaTtb He NO Ha3HavyeHuo. He ncnosb3oBaTb MPU 0GHAPYXEHUN MeXaHNYeCKUX
NOBPEXAEHWIA.

5. CsefeHunsa 06 ytununsaumun

M3penns, nmesLUNEe KOHTaKT C KPOBbIO U/MMN ApYTMMN BUONOrMYECKUMU XUAKOCTAMN, NOA/IeXaT yTunnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxnBaHmem nyTeM ctepuansauymm nobbiMm Ha
[aHHOM NpeanpuaTUe YCTaHOB/IEHHbIMU MeToAaMn. Hencnosnb3oBaHHble (He UMEBLLME KOHTaKTa C KpOBbHO U/1Uim
ap. BMOMOrNYECKMMUN XUAKOCTAMN) BTOM UYNC/IE C UCTEKLINM CPOKOM FOAHOCTU YyTUAnsmpytotca no CaHlMNuH
2.1.7.2790-10 knacc A.

6. TlapaHTUM n3rotosBuTens

MarotoButenb: «JIBJ1 TekHonomxkmc MmoX yHa Ko. KM», topyugudeckuii agpec: Fepmanuns, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LTpace, 4. 17

M3rotoBuTenb rapaHTUpyeT COOTBETCTBME MU3a4eNnsa TpeboBaHNAM HOpPMaTUBHOW AoKyMeHTauun (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT urn/myk 17n?y-9nng, rnrT kn HK993-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwn cobnrogeHnn
XpaHeHns N NPUMEHEeHN BTeYeHne CpoKa rogHOCTHU.

[apaHTUiiHble 0653aTeNbCTBa U3roTOBUTENA N/MAK ero npeactasuTens B K
MeAVLWHCKOE U3fenve B Cyyae HeHaasiexallero XpaHeHus, TpaHCnopTnpos,
n3genus.
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MNMacnopT
Kpronpo6upkn o6bemom 0,75 mn ¢ 2D LLTPUX-KOJIOM, C BHYTPEHHEW pe3b0oi, Im LVL

Cepus 2A0134 [laTa U3roToBEHMs: h/~""nologies

1. Ha3sHaueHue
Kpronpobupkn npegHasHayeHbl 4518 c6opa, 06paboTKn, KOHCepBaLmm 1 XpaHeHNs 61onornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosb3oBaHueM napoB xnakoro asota (LN2), ona ueneii nonyyeHns
MHdopMaLmn Npy NpoBeAeHUN MeANLMHCKUX UCcefoBaHui in vitro B 1abopaTtopmsax MeAnLMHCKUX YUpeXaeHuii.
O6pasuamn aBAKTCA: BMOMOrMYECKmEe XNAKOCTA (KPOBb, Naasma KpoBu, Cepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

MaTepuan n3rotoBsieHUs nonunponuneH Pureli HP371P

MabapuTHble pa3mepbl (MamMeTp X BbICOTA) 0 8,8x44,2MmM.

Pa6ounin 06bEM 0,75 mn.

Hanunuve KpblIwkn [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3uHbl
Tvn pe3b6bl Ha KpMonpobupke BHYTPEHHSA

Pabouunii TemnepaTypHbIli gnana3oH OT1-196 °C po -86°C

Hanunune/Tun 2D wTpux-koga na, DataMatrix

YCTONUMBOCTb K LEeHTPUdYrMpoBaHuio 00 3000g no NpoAaosbHOM ocn

Moka3aTesib repMeTUYHOCTU no 95klMa

Macca ofHOl KpMonpo6bupKn/KpbILWKM 0,45/0,1 r.

YCTONYMBOCTb K CTepuamnsaumm napoBbIM MeTOAO0M Npu Temnepatype (121+1)°C
Hanuuune rpagynpoBkm HeT

3. YnakoBkKa, TpaHCNOPTUPOBKa U XpaHeHne

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupku TpaHCNopTUPYIOT B
TPaHCMNOPTHO yNakoBKe NpeanpuaTUSa U3roToBuUTeNsa B ananasoHe TemnepaTyp oT (- 50 go +50) °C n BiaxHocTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSAMOro nonajaHusa 0cankos.

Kpronpobupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunTeslbHbIX
KonebaHuii Temnepatypbl BO BPeEMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/aiHOM MeCcTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHusA 6€30MacHOCTMU

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NpPoAyKTOM, O4HOPAa30BOro NCNOJIb30BaHUA.
Kpronpo6bupky NoCcTaBnsoTCA He CTepusibHbIMU. KpMonpobupkn yCTOMUMBLI K CTEPUIM3aL MM NapoBbiM MeTO40M
npu Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c KpUonpobmpkamu, cogepxalimmm 6uomarepuansl, cnegyeT HageBaTb O4HOPA30Bble PE3NHOBbIE
nep4yaTtku, BO n3bexaHne pucka MHpMUMpoBaHns nepcoHana buomarepmnanom. He Ucrnonb3oBaTb N0 OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBaTb He Mo HazHayeHWto. He MCcnonb30oBaTh NPY O6HaPYXXEHUU MeXaHU4eCKnUx
NOBPEXAEHWIA.

5. CsefeHnsa 06 ytunusauunm

N3penvs, nmeBLlIne KOHTAKT C KPOBbHO U/MNK APpYrMMU BUONOTrMYECKUMU XUAKOCTAMU, NoanexarT yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXnBaHmem nyTeM ctepuansauymm nobbiMm Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogamMun. Hencnonb3oBaHHble (HEe UMEBLLME KOHTaKTa C KpOBbHO U/Mnun
Ap. 6MONOrNYECKUMUN XNAKOCTAMM) B TOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU yTuUAmsmpytotcs no CaHlunH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3rotToBUTENSA

M3rotoButens: «J1BJ1 TekHonomxkmnc M6X yHa Ko. KM», topugnyeckunii agpec: Fepmanmns, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LTpace, a. 17

MN3roToBUTE b rapaHTUPYeT COOTBETCTBUE U3LENUA TPEGOBAHMUSIM HOPMaTUBHON fokyMeHTauum (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT N(®7mLLUM7025=20e9rPe€
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu cobmogemMum :*«p p|Acn®Tu c
XpaHeHns U NPUMEHEHNS BTeYeHne CpoKa rogHOCTU.

MapaHTUiiHble 06a3aTeNbLCTBA N3rOTOBUTENSA U/UMMN €ro NPeacTaBuTeNs BUYYY «y S00anMHamMTrs i
MeOVLWHCKOe n3fenve B Crlydae HeHaasexaulero xpaHeHusa, tpaHcnoptuptAlll p N Innepga>yayyy|aMved<nrm

n3genvs.
7TbH &Co”G
Silshwm « gW t gn?
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MacnopTt

Kpronpobupky o6bemom 0,3 M ¢ 2D LUTPUX-KOLOM, C BHYTPEHHEW pe3bOoi, c(( n rLVL

Cepus 2A0131 Jata wzrotosnenmst - "N/WS>nologies

1. Ha3HaueHue
Kprnonpobupkn npegHasHadyeHbl AN c6opa, 06paboTkM, KOHCepBauumn 1 XpaHeHns 6uonornyecknx obpasLoB
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), gnsa yenen nonyveHms
nHdopMaLmn Npy NpoBeAeHN MeANLMHCKUX UCCefoBaHuii in vitro B 1abopaTopusax MegnuUHCKNX YUpPeXaeHWin.
O6pasuamn aBATCA: BNOMOrNYECKME XUAKOCTUN (KPOBb, NNasma KpoBuW, crepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TkaHb, 00pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TEXHUYECKNE XapaKTePUCTUKN
Matepunan nsrotosneHusa nonunponuneH Purell HP371P
[abapuTHbIE pasmepbl (AUameTp X BbICOTA) 0 8,8x32,0mMm.
Pa6ounii 06EM 0,3 mn.
Hanuuve KpbILwKn [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3UHbI
Tyn pe3bbbl Ha KPMONPoO6UpKe BHYTpPEHHSASA
Pabouuii TemnepaTtypHbIli Arana3oH OT1-196 °C po -86“C
Hanunume/tun 2D wTpux-koga na, DataMatrix
YCTONUYMBOCTb K LeHTPUdYrmpoBaHuio £0 3000g no NpoAo/bLHON ocn
[Moka3aTesib repMeTU4YHOCTU no 95kMa
Macca oHOWN Kpnonpo6upKn/KpbILLKK 0,24/0,1 .
YCTOMUMBOCTb K CTEpUAn3auumn napoBbIM MeTOAOM MNpu Temnepatype (121+1)°C
Hanuuve rpagynpoBku HeT

3.  YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka ob6ecrneynBaeT COXpPaHHOCTb U3aenunii nNpu TpaHCNopTMpoBKe. Kpnonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpusaTus U3rotoBuTens Bauana3oHe TemnepaTyp oT (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NPAMOro nonazaHus ocagkos.

Kprnonpobupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBke npeanpusaTua N3rotoBUTens, nsberas sHaumTe lbHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MpOx/1aAHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6€30MacHOCTU

Kpronpo6upkun ABAstTCA HETOKCUYHBIM annuporeHHbIM NpPoAyKTOM, O4HOPAa30BOro MCMNOJIb30BaHUS.
Kprnonpo6bupkn nocTasnstoTca He CTepusibHbIMU. Kpronpobupkn ycTonumBbl K CTepuimnsanmm napoBbiM MeTOA0M
npu Temneparype (121+1)° C B TeueHue (20£2) MUH.

Mpun paboTte c KpMonpobupkamu, cogepxalimmm buomarepuansl, cregyeT HageBaTb O4HOPA30Bble Pe3VHOBbIE
nep4yaTku, BO n3bexaHne pucka MHOMLMPOBaHWSA NnepcoHana buomarepmasioMm. He ncnosib3oBaTb MO OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBatb He Mo Ha3HavyeHuto. He Ucnonb3oBaTh NpyY 06HaAPY>XEHUN MeXaHUYeCKnx
noBpPEXAEHWNA.

5. CsefeHunsa 06 ytunusaunm

N3penvs, nmeBLUME KOHTaKTe KPOBbIO U/MNK APYrMMyY 6UONOTrMYECKUMU XNAKOCTAMN, noanexar yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxXnBaHem NyTeM cTepuamnsaymm nobbiIM1 Ha
[aHHOM NpeanpuaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbIO U/Nn
ap. 6MOMOTNYECKMMU XULKOCTAMMN) BTOM YNC/IE C UCTEKLWINM CPOKOM FOAHOCTU YTUAM3mpytoTes no CaHllunH
2.1.7.2790-10 knacc A.

6. [apaHTUn n3rotToBUTENSA

M3rotoButenb: «JIBJ1 TekHonomxmnc MmoX yHa Ko. KM», ropuguyeckuii agpec: Mepmanuns, 74564, T.
Kpaiinbexainm, Teogop-LUTopm-LTpace, a. 17

M3rotoBuTenb rapaHTUpyeT COOTBETCTBME MU3a4ennsa TpeboBaHNAM HOpMaTUBHOW AokyMeHTaumn (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT U'~rtpy|-.|- -ippp rOCTISO 1M994,
12-2015, 'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cobnoaeHn
XpaHeHns 1 NpUMeEHEHNS B TeYeHNe Cpoka rogHOCTU.

lapaHTWiiHble 0653aTeNbCTBa N3rOTOBUTENA N/UAK ero NpeacTaBuUTeENS B
MeAVLWHCKOe n3fenine B crilydae HeHajslexallero XxpaHeHus, TpaHCcnopTm

nsgenvsi.
GmbH & Co. KG

5bdQ(<tetQ)»ftVstra 17
frag™neinxj/Ger.1

+49 7951 95613 2t

Tylan+49 7951 9.5613 33
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MacnopTt

Kpronpobupkn o6bemom 4,0 mn ¢ 2D WTPUX-KOA0M, C BHELLHeV pe3bboii, C KD bill A |_ V |_

Cepuisi 14P1055601 [Jata n3rotoBneHun ~"Mj~§7pnotogies

1. Ha3HaueHue
Kpronpobupkn npegHasHadeHbl AN c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHns 6uonornyecknx obpasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napos xuakoro azota (LN2), ansa uyenen nonyveHusi
nHdopMaLmn Npy NposBeAeHNN MeANLMHCKNX NCCNefoBaHuii in vitro B 1abopaTopusax MeguUUHCKNX YUPeXAeHWA.
O6pasuamn ABNSKOTCA: GUONOrMyeckmne XXnNAKocTn (KpoBb, Nnaasma KpoBuW, crepma) YesioBeka U TKaHu
6nonornyeckune (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKMNE XapaKTePUCTUKN
MaTepuan n3rotossieHUs nonvnponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (AMamMeTp X BbICOTA) 0 12,6x75,2mMM.
Pa6ounin 06BEM 4,0 mn.
Hanunuve KpblIwKn [a, CynaoTHUTeNeM M3 CU/IMKOHOBOW Pe3UHbI
Tun pe3bbbl Ha Kponpobupke BHeLUHASA
Pabounii TemnepaTtypHbIli gnanasoH OT1-196 °C po -86°C
Hanuune/tnn 2D wtpux-koaa na, DataMatrix
YCTOIAUMBOCTb K LeHTPUYrnpoBaHuo 00 3000g nNo NpoAoibHOM ocu
[Noka3aTtenb repMeTnyHOCTU no 95kMa
Macca ofHOW KpnonpobupKn/KpbILWKN 2,8/0,8 r.
YCTOM4MBOCTb K CTepunnsauunm napoBbIM MeTOAO0M npu Temnepatype (121+1)°C
Hanuuuve rpagyvmpoBku HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKa U XpaHeHne

YnakoBka o6ecneynBaeT COXpPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTna N3rotoBuTeNsa BAmnanasoHe Temnepatyp ot (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NMPSAMOro nonajgaHusa 0caakos.

Kprnonpobupkn XpaHAaT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpusaTusa N3rotoBuTens, nsberas sHaumTeIbHbIX
KkonebaHuii TemnepaTypbl BO BpeMA XpaHeHUs. XpaHUTb B CyXOM NpOX/1aiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobupku SBASKOTCA HETOKCUYHBbIM anMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCNOJIb30BaHUS.
Kprnonpo6bupkn nocTasnstoTca He CTepUIbHbIMU. KpMonpobupkn yCToruMBbI K CTepUamn3aumm napoBbiM METOA0M
npu Temnepartype (121+1)° C BTeveHune (20£2) MUH.

Mpn paboTe c Kpuonpobupkamn, cogepxawmumm bnomaTepnasbsl, cnegyet HageBaTb 04HOPA30Bble PE3NHOBbIE
nepyaTtku, BO nsbexaHne prcka MHOMLMPOBaHWS nepcoHana bnomarepmanom. He ncnosb3oBaTb N0 OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHuo. He ncnonb3oBaTtb Npy 0OHaPY>XeHUN MeXaHUYeCKnX
noBpeXaeHUA.

5. CsefeHunsa 06 ytununsaumu

M3penvs, nMeBLUNE KOHTAKT C KPOBbLIO U/MNK APYTMMU BUOIOTNYECKMMU XUAKOCTAMUN, NoAnexaT yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxmnBaHmem nyTemM cTtepuamnsaymm nobbiMu Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnosb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbIO U/Nnun
ap. 6MOMOTNYECKMMU XULKOCTAMMN) B TOM UYNC/IE C UCTEKLWINM CPOKOM FOAHOCTU YTUAmM3mpytoTea no CaHllunH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBuTENs

M3rotoButens: «J1BJ1 TekHonomkmnc M6 XyHa Ko. KM», ropugnyeckuii agpec: Fepmanuns, 74564, T.
Kpaiinbcxainm, Teogop-LUTopm-LTpace, 4. 17

N3roToBUTE b TapaHTUPYeT COOTBETCTBME U3AeNnsa TpeGoBaHUAM HO >MaTMBHOM AOKYMeHbILun (1ISO-----1
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT /1Ca|C~"|02H20LW,, rCjCfflISO 1P993-
12-2015, OCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npu cobno”e
XpaHeHns 1 NPYMEHEeHN B TeYeHne CpoKa rogHOCTU.

MapaHTUiiHble 0653aTeNbCTBA N3rOTOBUTENS /UK ero npeacrasuTe;|al
MeAVLNHCKOEe U3enune B Clyyae HeHasiexallero XxpaHeHus, TpaHcnop' 3BaHMA MeAULNHCKOro
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MNMacnopT

Kpronpobupky o6beMom 1,2 mn ¢ 2D LTPMX-KOAO0M, C BHYTPEHHeW pe3b6oi, 0 LVL

A .
Cepust 2A0128 [aTta n3rotoBneHus /j"nologies

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl 418 c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHUs bronornyeckmnx oépasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napos xuakoro asota (LN2), ansa uenen nony4veHusi
nHdhopMaLmn Npy NposBeAeHNN MeANLMHCKUX NCCNefoBaHuii in vitro B 1abopaTopusix MeguUUHCKNX YUPEeXAeHUA.
O6pasuamu ABASTCA: Guonornyeckne XmaKkoctn (KpoBb, naasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTtepwuan nsrotosneHms nonunponuneH Purell HP371P
[abapnTHbIe pasmMepbl (AMamMeTp X BbICOTA) 0 12,6x42,7MM.
Pabounii 06bLEM 1,2 mn.
Hanuuve KpbIwKn [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3unHbI
Tun pe3bbbl Ha Kpronpobupke BHYTPEHHSA
Pabouunii TemnepaTypHbIii gnana3oH OT1-196 °C po -86°C
Hannuune/Tnn 2D wtpux-koaa na, DataMatrix
YCTOMUMBOCTb K LLEHTPUAYTrMpoBaHMIo [0 3000g nNo NpoAoibHOM ocn
[NokasaTtenb repmMeTnyHOCTU 0o 95kMa
Macca ogHoON KpnonpoobuMpKu/KpbILWKn 0,84/0,7 1.
YCTOMUMBOCTb K CTEpUAnN3auumn napoBbIM MeTOA0M Npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCMNOPTHO yNnakoBke NpeanpuaTUSa U3rotoBuTensa Bauanas3oHe TemnepaTyp oT (- 50 go +50) °C n BnaxHoCcTH
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NMPSMOro rnonajgaHus 0caakos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunTesIbHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUS. XpaHUTb B CyXOM NPOXn1agHOM MecTe BAuanas3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn ao 80% npu Temnepartype +25°C.

4., TpeboBaHus 6e30MacHOCTU

Kpronpo6bupkn ABASAKOTCA HETOKCUYHbLIM annporeHHbIM NPoAYKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn nocTaBfstoTca He CTepUIbHbIMU. KpMonpoburpKn yCToMUMBbI K CTepuan3anmnm napoBbiM METOA0M
npu Temneparype (121+1)° C BTeveHune (20+£2) MuUH.

Mpn paboTe c kpuonpobmpkamn, cogepxawumm bnomaTepmnasbl, cnegyet HageBaTb O4HOPa30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHne prvcka MHOMUMPOBaHWS nepcoHana bnomarepmasioMm. He Ucnosib3oBaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHu. He ncnosib3oBaTb MpU 0GHAPYXXEHUN MeXaHUYeCKMX
NOBPEXAEHWA.

5. CBepgeHus 06 yTunamnsauum

N3penvs, nmeBLlINEe KOHTaKTe KPOBbIO U/MNK ApYrnMyu GUOMOTMYECKUMUN XUAKOCTAMMN, Noanexart yTuamsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxmnBaHnem nyTemMm ctepuamnsaymm nobbiIMn Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeToAamMu. Hencnosb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbO U/Nn
4p. BMOMOrNYECKMMU XULAKOCTAMMN) BTOM UYNC/IE C UCTEKLWINM CPOKOM FOAHOCTU yTuUAmsmpytotcs no CaHlmnH
2.1.7.2790-10 knacc A.

6. [apaHTuUn nsrotoBuTens

MarotoButenb: «JIBJ1 TekHonomkmc M6 XyHa Ko. KM», topugudeckuii agpec: epmanus, 74564, r.
Kpainbexanm, Teogop-LUTopm-LWTpace, 4. 17

MN3rotoBuTeNb rapaHTUPYET COOTBETCTBME U3AENNA TPe6OBaHNSM HOpMATUBHON AokyMeHTauuu (1SO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3K 17025-2009, I'OCT ISO 10993-
12-2015, NOCT I1SO 10993-18-2011, I'OCT ISO 10993-1-2011) npwu cobniogeHin '

XpaHeHns N NPYMEHEHUA B TeYeHne Cpoka rogHoCTH.

MapaHTUiiHbIE 06A3aTeNbCTBA U3roTOBUTENS U/MNW ero npeacraButens B Py
MeAVLUNHCKOE nu3genuve B C/lydae HeHaZiexallero XxpaHeHus, TpaHcnopTnpos!™
n3genus.

-erailsheim « GerTig.-i
slefon; +49 7951 95C13
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU Telefax: +49 7951 9-67) .rt



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

MNacnopT

Kprionpobupkn o06beMoM 1,0 M ¢ 2D LUTPMX-KOAOM, C BHELUHEN pe3bboid, ¢ K| LVL

Cepusi 2A0138 [ata usrotosneHns /Analogies

1. Ha3HaueHue
Kpronpobupkn npegHasHayeHbl 4518 cbopa, 06paboTkm, KOHCepBauun 1 XpaHeHus bronornyecknx oépasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napos xunakoro aszota (LN2), ansa uenen nonyveHusi
nHdhopMaLmn Npy NpoBeAeHNN MeANLMHCKUX NCCNefoBaHwuii in vitro B 1abopaTopusax MeguUUHCKNX YUPeXAeHWA.
O6pasuamn aBAITCA: BMOMOrNYECKNE XUAKOCTU (KPOBb, NN1asma KpoBuW, Crepma) YesioBeka 1 TKaHu
6nonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIEe TEXHUYECKNE XapaKTePUCTUNKN
MaTtepwnan U3rotoBneHus nonunponwuneH Purell HP371P
[abapnTHbIe pasmMepbl (gMamMeTp X BbICOTA) 0 8,8x45,7MM.
Pabouunii 06bEM 1,0 mn.
Hanuuuve KpblILLKm [a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3uHbI
Tun pe3bbbl Ha Kpuonpobupke BHeLLHAA
Pabounin TemnepaTypHbIii Agnana3oH OT1-196 °C po -86°C
Hannumne/Tun 2D wTpux-koga na, DataMatrix
YCTOMYMBOCTb K LLEHTPUQYTMPOBaHUIO [0 3000g no NnpoAosbHOM ocK
Moka3aTesib repmMeTUYHOCTH no 95«MMa
Macca oHOM KpMonpo6upKU/KpbILLKN 0,7/0,1r.
YCTONYMBOCTb K CTEpUAN3aumnmn napoBbIM MeTOAOM Npu TemnepaType (121+1)°C
Hanuuve rpagynpoBku HeT

3.  YnakoBkKa, TpPaHCNOPTUPOBKA U XpaHeHue

YnakoBka o6ecneynBaeT COXpPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCMNOPTHO yNnakoBke NpeanpuATUSa U3rotoBuTensa BananasoHe TemnepaTyp oT (- 50 go +50) °C n BiaxHoOCTn
[0 98% npu Temnepartype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonagaHusi 0cagKoB.

Kpronpobupkn XpaHAT B repMeTUYHO 3aKpbITOl YNakoBke NpeanpusaTa N3rotoButens, nsberas sHaunTesibHbIX
KonebaHuii TemnepaTypbl BO BPeEMA XpaHeHUs. XpaHUTb B CyXOM NPOX/1aHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn go 80% npwv Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

Kpronpo6bupkn ABAst0TCA HETOKCUYHBLIM annporeHHbIM NPoAyKTOM, O4HOPAa30BOro UCMOoJ/Ib30BaHUS.
Kpronpo6upkn NocTasnstoTca He CTepusibHbIMU. Kpronpobupkn yCcTonumMBbl K CTepUMsaLmm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTte c kpuonpobupkamn, cogepxawmumm bnomatepmnasnsl, cnegyet HageBaTb O4HOPa30Bble PE3NHOBbIE
nep4yaTku, BO nsbexaHne prcka MHOMUMPOBaHWS nepcoHana buomareprasniomMm. He ncnonb3oBaTb MO OKOHYaHUN
CpokKa rogHocTu. He ncnosb3oBaTtb He Mo Ha3HavyeHuo. He ncnosib3oBaTb NpU 0GHAPYXEHUN MeXaHUYeCKMUxX
noBpeXaeHn.

5. CBepgeHus 06 ytnnmsauymm

N3penvsa, nmeBLlINEe KOHTaKTe KPOBbIO U/MNU ApYrnMyu 6UMON0rMYeCcKUMU XULAKOCTAMU, NoAnexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxnBaHmem NyTeM cTepuansaumn fobbIMU Ha
OaHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogamMun. Henmcnosnb3oBaHHble (HE MMEBLLME KOHTaKTa C KPpOBbHO U/1an
ap. 6MONMOTNYECKMMU XUAKOCTAMN) BTOM UYUC/IE C UCTEKLLNM CPOKOM FOAHOCTU YTUAn3npytotcsa no CaHlMNuH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBUTENA

M3rotoButenns: «J/1BJ1 TekHonomxmnc Mi6X yHa Ko. KM», topngnyecknin agpec: epmanus, 74564, r.
Kpaiinbexanm, Teogop-LUTopm-LWTpace, g. 17

M3roToBUTENb rapaHTUpPYeT COOTBETCTBME U3aeNusa TpeGoBaHUAM HOpMaTUBHOM fAokyMeHTauun (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rnrT~1/~1au FOCT ISO 10993-
12-2015, FOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu co6mo](er|glallMit|ii»ar~op-H (IMku,
XpaHeHns N NPUMEHEHNS BTeYeHne CpoKa rofHOCTHU.

[apaHTUliHble 0653aTeNbLCTBA N3rOTOBUTENSA N/UAK ero npeacraBuT?

MeAVUMHCKOe U3fesnne B c/lydae HeHaasiexallero XxpaHeHusi, TpaHcnap(ry| ycno™M/MsaMmeamu|)1Hakoro
nsaenus.
3mb>
yeodlor™A-nySti®
~f64 Nilshe...,

Telefonr+49 7951 95M 3172~
Telefax! -f-49 7951 95613 33



MacnopT

Kprnonpo6bupkn o6bemoMm 1,2 mn ¢ 2D WTpuxX-KoA40M, C BHeLUHel pe3bboi, € Kp| I VI

Cepuin 2A0141 [ata usrotoeneHust yr~mutogier

1. Ha3sHaueHue
Kpronpo6bupkn npegHasHayeHbl 4715 c6opa, 06paboTKn, KOHCepBaLMM N XpaHeHNA 610N0rMyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ans uyeneii nonyyeHns
nHdopMaLmm Npyu NpoBeAeHNN MeANLMHCKUX NccnefoBaHui in vitro B nabopaTtopmsaix MeAnLMHCKUX YUpexaeHni.
O6pa3suamn ABASIOTCA: BUONOTMYecKne XNAKOCTUN (KPOBb, Nnasma KpoBuW, Crepma) YesioBeka M TKaHu
6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHMYECKMNE XapaKTePUCTUKN
MaTepuan n3rotoBneHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (AMamMeTp X BbICOTA) 0 12,6x40,2mM.
Pa6ounii 06bEM 1,2 mn.
Hanuuve KpbIwkn [a, CynaoTHUTeNeM 13 CUIMKOHOBOW pPe3nHbl
Tvn pe3bb6bl Ha Kpronpobupke BHeLUHSAA
Pabouunii TemnepaTypHbIli gnanasoH OT1-196 °C po -86°C
Hanuune/tun 2D wTpux-koga na, DataMatrix
YCTOMUMBOCTb K LLEHTPUYTrMpoBaHnio n0 3000g no NnpoaonbHOM ocn
MokasaTenb repMeTNYHOCTU o 95klMa
Macca ofHOI KpnonpobupKn/KpbILWKN 0,80/0,8 1.
YCTOM4MBOCTb K CTepunnsauunm napoBbIM MeTOA40M npu Temnepatype (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneymBaeT COXPaHHOCTb U3Aenivii Npy TPaHCNOPTUPOBKe. KpnMonpoobupku TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpuaTUS N3rotoBuTeNns BAmnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPAMOro nonajaHusa 0cankos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunTesibHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MpPoOx/1aHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTn go 80% npu Temneparype +25°C.

4, TpeboBaHusA 6e30MacHOCTU

Kpronpo6upkn sSBMSIOTCA HETOKCUYHBIM annuporeHHbIM NPoAYKTOM, O4HOPa30BOro UCMNOb30BaHUS.
Kpronpo6bupkn NocTaBnsloTCA He CTepu/ibHbIMU. Kpronpobmupky yCcTonumBbI K CTepUIM3anmm napoBbiM MeETOAOM
npu Temneparype (121+1)° C B TeueHne (20+2) MuH.

Mpun paboTte c Kpuonpobmpkamn, cogepxawmumm bnomaTepmnasbl, cnegyet HageBaTb O4HOPA30Bble PE3NHOBbIE
nep4yaTtku, BO ndbexaHne prvcka NHOUUMPOBaHWA nepcoHana buomarepmasioMm. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBarb He N0 Ha3HavyeHuo. He ncnonb3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKUx
noBpeXAEHWNA.

5. CBepgeHus 06 yTuansauum

N3penns, nmeBLUNe KOHTaKTe KPOBbIO U/MNU ApYrMMrY BUONOrMYECKUMU XUAKOCTAMU, NOoA/Iexar yTunmsaunm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXmnBaHmem nyTem ctepuamnsaymm nobbiMu Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHble (HEe UMEBLLME KOHTaKTa C KPOBbHO U/1nuv
Ap. 6MONOrNYECKUMN XUAKOCTSAMM) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTunuanpytotcsa no CaHlMlvH
2.1.7.2790-10 knacc A.

6. [apaHTuUn nsrotoBuTeENA

M3rotoButenb: «JIBJ1 TekHonomkmc MmoX yHa Ko. KM», ropugnyeckunii agpec: Mepmanunsa, 74564, .
Kpaiinbexarim, Teogop-LUTtopm-LWTpace, g. 17

N3roToBUTENb rapaHTUpyeT COOTBETCTBUE n3aenus TpeboBaHusam HAp|u|3TMHMni oy uyloursaumm (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCI/"

12-2015, IOCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npwu cobnogeN~
XpaHeHns 1 NPUMEHEHNS BTeYeHne CpPoKa rogHOCTU.

MapaHTUiiHble 06a3aTeNbLCTBA N3rOTOBUTENSA U/ ero npeacTaBuTens
MeAULUMHCKOe MU3fenive B Clydae HeHaa/1exallero XpaHeHus, TpaHcnopTtu]:
nsgenus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpnonpo6bupkn o6bemom 1/, mi ¢ 2D wWTprx-KoA0M, C BHELUHEN pe3bboii, C K I VI

. .
Cepus 2A0142 [laTta n3rotosieHns 127iS <no|og|es

1. Ha3HaueHne
Kpronpo6bupkn npegHasHayeHbl 418 c6opa, 06paboTKn, KOHCepBaLMM N XpaHeHNA 610N0rMyecknx obpasLos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro azota (LN2), gna yenen nony4veHms
nHdopMaLmn Npy NpoBeAeHNN MeANLMHCKNX NCCNefoBaHuii in vitro B nabopaTtopmnsaix MeguuMHCKUX YUpexaeHni.
O6pasuamn aBATCA: BUOMOTNYECKME XUAKOCTU (KPOBb, NNasma KpoBuW, crepma) YesioBeka 1 TKaHu
6nonornyeckne (KOCTHast TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TEXHUYECKNE XapaKTePUCTUKN
MaTtepwuas n3rotossieHUs nonunponuneH Purell HP371P
[abapuTHble pa3mMepsbl (gMuameTp X BbiCcOTa) 0 12,6x39,8mMm.
Pabounii 06bEM 1,1 mn.
Hanunuve KpblILwKn [a, CynioTHUTeNeM 13 CUJIMKOHOBOW pPe3VHbl
Tuvn pe3b6bl Ha KPpUoNpobupke BHeLLHAA
Pabounin TemnepaTypHbIii Agnana3oH OT1-196 °C po -86°C
Hannuune/Tun 2D wTpux-koga na, DataMatrix
YCTONUMBOCTb K LeHTpUdYrmpoBaHuio n0 3000g no NpoAosibHOM ocn
[Moka3aTenb repMeTUYHOCTH o 95kMa
Macca o4HOM KPpnonpo6upKU/KPbILLKX 0,77/0,8 1.
YCTONYMBOCTb K CTEepumM3aumnm napoBbIM MeTOAO0M Npu TemnepaType (121+1)°C
Hanuuve rpagympoBku HeT

3. YnakoBka, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecrneunBaeT COXpPaHHOCTb U34eNui Npu TpaHCNopTMpPoBKe. Kpuonpoburpkyu TpaHCNopTUPYHOT B
TPaHCNOPTHOM yNakoBKe NpeAnpuaTUS N3rotoBUTENS B AManasoHe Temnepatyp oT (- 50 go +50) °C 1 BnaxHOCTU
[0 98% npun Temnepartype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yNnakoBKe NpeanpuaTua U3rotoBuTens, nsberas sHaunTesIbHbIX
KonebaHuii TemnepaTypbl BO BpeMA XpaHeHUs. XpaHUTb B CyXOM NPOX/afHOM MecTe B Auana3oHe Temneparyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NPoAYyKTOM, O4HOPa30BOro MCMNOb30BaHUS.
Kpronpo6upkn nocTasfstoTca He CTepuibHbIMU. KpMonpobupkn ycToiumBbl K CTepuansaumm napoBbiM MeTOAOM
npu Temnepatype (121+1)° C BTeueHue (20+2) MUH.

Mpun paboTe c Kpuonpobmpkamu, cogepxalimmm buomarepuansl, cneayet HageBaTb O4HOPa30Bble Pe3MHOBbIE
nep4yaTtku, BO nsbexaHne pucka MHpMUMpoBaHns nepcoHana buomarepmanom. He NCNO/Ib30BaTb MO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBatb He N0 Ha3HavyeHWo. He Ncnonb3oBaTb NP 0O6HAPY)XEHUN MeXaHUYeCKNX
noBpeXAeHNA.

5. CsefeHnsa o6 ytunusauunm

M3penvsa, nMeBLUNE KOHTAKTe KPOBbIO U/MNK ApYTrMMU BUONOTrMYECKUMU XUAKOCTAMUN, NoAnexaT yTuansaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxnBaHmem nyTem ctepuansaymmn nobbiMu Ha
OaHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTofgaMn. Hencnonb3oBaHHble (He UMEBLLME KOHTaKTa C KPOBbHO U/Unu
Ap. 6MONOrNYECKUMN XULKOCTAMMN) B TOM YNC/IE C UCTEKLWINM CPOKOM FOAHOCTU YTUAmM3mpytoTes no CaHllunH
2.1.7.2790-10 knacc A

6. [apaHTUn nsrotoBuTENA

M3rotoButenb: «J/IB/1 TekHonomxmc MmoX yHa Ko. KM», ropugnyeckuii agpec: F'epmanus, 74564, T.
Kpaiinbexanm, Teogop-LUTopm-LTpace, 4. 17

M3roToBUTE b FTApaHTUPYeET COOTBETCTBUE N3AENUA TPe6oBaHMAM mHpimrMnui 1, uynnut™Mumy, (|<;n
9001:2008 TIOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT U 10993-
12-2015, OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobmoad
XpaHeHns N NPYMEHEHNS B TeYeHne Cpoka rogHOCTH.

MapaHTUiiHble 06a3aTeNbLCTBA U3roTOBUTENSA U/ ero npeacTaBuTen
MeAMLVHCKOE n3genne B Cilyvae HeHaj iexallero XxpaHeHus, TpaHcnopT] CKoro
nagenus.
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MacnopT

Kpnonpo6bupkn o6bemomM 1,4 mn ¢ 2D WTPUX-KOAOM, C BHELLIHEN pe3bboii, C K I VI

Cepuia 2A0143 [aTta 13rotoBneHus ~J~Anotogter

1. Ha3HaueHwne
Kpronpobupkn npegHasHayeHbl 4518 cbopa, 06paboTkm, KOHCepBauumn 1 XpaHeHns 6uonornyecknx oépasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), onis uyenen nonyveHust
nHdopMaLmn Npy NpoBeAeHNN MeANLMHCKUX NCccnefoBaHui in vitro B 1abopaTtopmnsaix MeguUUHCKNX YUPEeXAeHWA.
O6pasuamn ABNAKOTCA: GUoNornMyeckne XXnaKocTn (KpoBb, niasma KpoBU, CnepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TEXHUYECKMNE XapaKTEPUCTUKN
MaTepunan n3rotosrieHns nonunponuneH Purell HP371P
[abapnTHbIE pa3mMepbl (AMamMeTp X BbICOTA) 0 12,6x43,5MMm.
Pabounin 06BLEM 1,4 mn.
Hanuuve KpbILwKn [a, CynnoTHUTENEM U3 CUIMKOHOBOW PE3UHbI
Tun pe3b6bl Ha KpUonpobupke BHeLUHASA
Pabounin TemnepaTypHbIii Agnana3oH 0T1-196°C p0-86°C
Hanunuune/tTun 2D wTpux-koga na, DataMatrix
YCTONUMBOCTb K LLeHTpUdYrmpoBaHuto [0 30009 no NpoaosibHON ocu
MokazaTesib repMeTUHHOCTU 00 95klMa
Macca oaHO KpnonpobupKn/KpbILWKN 0,97/0,8 1.
YCTOMYMBOCTb K CTepununsauunm napoBbIM MeTOA0M Npu Temnepatype (121+1)°C
Hanuuve rpagynpoBku HeT

3. ¥YnakoBka, TPAHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecrneynBaeT COXPaHHOCTb U3aenuii Npu TpaHCNopTMpoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOI yNnakoBKe NpeanpuaTUSa U3roToBuTeNs BananasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHoCTn
[0 98% npu Temnepatype +25°C. NpegoxpaHAaTb OT NPSAMOro rnonagaHus ocaakos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBke NpeanpusaTusa N3rotoBuUTens, nsberas aHaumTeIbHbIX
KkonebaHuii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOxX/afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn SBnstOTCA HETOKCUYHBIM annporeHHbIM NPoAYKTOM, O4HOPa30BOro MCNOJ/Ib30BaHUA.
Kpronpo6upkn nocTasstoTCA He CTepUIbHbIMU. KpMonpo6urpKn yCTonumBbl K CTepuamnsaumm napoBbiM METOAO0M
npu Temneparype (121+1)° C BTeveHune (20£2) MUH.

Mpn paboTte c Kpuonpobmpkamu, cogepxawmumm bnomatepmnasbsl, cnegyet HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO nsbexaHne pucka MHpMUMpoBaHns nepcoHana buomarepmanom. He ncnonb3oBaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBatb He NO Ha3Ha4YeHUo. He Ncnosib3oBaTb NP 0O6HAPY)XeHUN MeXaHUYeCKNX
NOBPEXAEHWIA.

5. CsefeHunsa 06 ytunusaumm

N3pennsa, nmeBLlIne KOHTaKTe KPOBbIO U/MNU ApYrMMyY BUONOrMYECKUMU XUAKOCTAMKN, Nogiexar yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc bc o6513atenibHbIM 06e33apaxmnBaHnemMm nyTemMm crepuimnsaymm nobbiMn Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogamMn. Hencrnonb3oBaHHble (He MMEBLLME KOHTaKTa C KPOBbHO U/1an
4p. 6MONOrNYECKUMN XNLAKOCTAMMN) B TOM YNC/IE C UCTEKLLNM CPOKOM FOAHOCTU yTunmaupytotes no CaHlMlmnH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3rotToBUTENSA

M3rotoButenb: «J1B/1 TekHonomkmnc M6 XyHa Ko. KM», topugudeckuii agpec: F'epmanus, 74564, T.
Kpalinbexarim, Teogop-LUTopm-LWTpace, g. 17

M3roToBUTENb rapaHTUpyeT COOTBETCTBME U3AeNus TpeGoBaHUAM HOPMaTUBHOW fokyMeHTauum (ISO
9001:2008 T'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT|I7IC" W kT 7 n2b-2109,1 UtT4SQ-1,0993-

12-2015, MOCT 1SO 10993-18-2011, MOCT ISO 10993-1-2011) npmn co6to) 1Bk, (
XPaHeHUs U MPpUMEHEHUA BTeUeHe cpoka rogHoCTu.
apaHTUiiHble 06a3aTe/IbCTBA U3rOTOBUTE/A U/UAN ero npeacTasute mpSAoTM*1#

MeaULNHCKOEe 1u3genuve B C/lyyae HeHaanexauero xpaHeHus, TpaHcno/ljTiPIWMPICucncl ®egeanAlMeanuyA/ICkoro
n3penus.

74564 Crailsheim  Germany
Telefon; +49 7951 95613 20
Telefax; +49 7951 95613 33
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MacnopT

Kpronpo6bunpkn o6bemom 1,8 M ¢ 2D WITPUX-KOAOM, C BHELLUHEN pe3bb60ii, C KpT a |_ V |_

Cepwus 14P1055600 Jata usrotoenenms T " ~pmotogies

1. Ha3HaueHne
Kpronpo6bupkn npegHasHadyeHbl 418 c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHnsa 6uonornyecknx obpasLoB
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB Xugkoro asota (LN2), ansa uenen nony4veHusi
nHdopmMaLmn nNpyn NposBeAeHNN MeANLMHCKUX NccnefoBaHuii in vitro B nabopaTtopmnsaix MeguuMHCKUX YUpexaeHni.
O6pasuamn ABASIOTCA: BUONOTMYECKNE XUAKOCTAN (KPOBb, Naasma KpoBu, Cepma) YenoBeka U TKaHu
6unonornyeckre (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTepuan n3rotosieHus nonunponwuneH Purell HP371P
[abapnTHbIe pa3mMepbl (4MamMeTp X BbICOTA) 0 12,6x46,0mMm.
Pabounii 06bEM 1,8 mn.
Hanuuve KpbILwKn [a, CynnoTHUTENEM U3 CUIMKOHOBOW Pe3uHbl
Tvn pe3b6bl Ha Kpronpobupke BHeLLUHASA
Pabouunii TemnepaTtypHbIli arana3oH 0OT1-196 °C po -86°C
Hanunuuve/Tun 2D wTpux-koga na, DataMatrix
YCTONUMBOCTb K LLeHTPUAYrmpoBaHuto 00 3000g no NpoAosibHOM ocn
[Moka3aTesib repMeTUYHOCTU o 95kMa
Macca oHOM Kpnonpo6bupKn/KpbILLKK 1,25/0,8 1.
YCTONUMBOCTb K CTEpUAM3aLnmn napoBbIM MeETOAOM Npu TemnepaType (121+1)°C
Hanuuuve rpagympoBku HeT

3. YnakoBkKa, TpaHCMNOPTMPOBKa U XpaHeHune

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCNOPTHOWM ynakoBke NpeanpusaTua U3rotToBuTens BauanasoHe Temnepartyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonagaHusi 0cagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KonebaHuii TemnepaTypbl BO BPeEMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/iaiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

Kpronpo6bupkn ABAAKOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMO/Ib30BaHUS.
Kpronpo6upky nNocTaBnstoTCcA He CTepuibHbIMU. KpMonpobupKn yCTouMBbI K CTepuamnsaumm napoBbiM MeTOA0M
npu Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c kpuonpobupkamn, cogepxawmmm bnomaTepnansl, cnegyeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nep4yaTku, BO n3bexaHne pmcka MHOMUMPOBaHWA NnepcoHana bunomarepmanom. He ncnonb3oBatb Mo OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He N0 Ha3HavyeHuo. He ncnosib3oBaTtb NPy 0OHAPY>XeHUN MeXaHUYeCKNX
noBpeXaeHn.

5. CsefeHunAa 06 ytunusaunm

N3penns, nmeBLUNEe KOHTAKT C KPOBbIO U/MNu ApyrnMm 6MON0rMyecknMm XnaKocTaMu, nognexar yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06€e33apaxnBaHuem nyTem ctepuamnsaymm nobbiMu Ha
[aHHOM npeanpuaTUe YCTaHOB/IEHHbIMU MeTogamMn. Hencnosnb3oBaHHble (He MMEeBLUME KOHTaKTa C KPpOBbIO U/1uan
Ap. 6MONOrNYECKUMN XULKOCTAMN) BTOM UYNC/IE C UCTEKWNM CPOKOM FOAHOCTU YyTUAM3npytotes no CaHlMlvH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3rotoBUTENSA

MarotoButenb: «JIB/1 TekHonomxkmc MmoX yHa Ko. KM», topuguyeckuii agpec: Mepmanuns, 74564, T.
Kpaiinbcxaiim, Teogop-LUTopm-LTpace, 4. 17

MN3roToBUTE b rapaHTUPYeT COOTBETCTBME U3LENUA TPe6GoBaHUAM HOPMaTUBHOW fokyMeHTauum (ISO
9001:2008 T'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT [ ~
12-2015, INOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu cobnoad
XpaHeHns 1 NPUMEHEHNS B TEYEHNE CPOKa ro4HOCTMU.

MapaHTUiiHble 0653aTeNbCTBA N3rOTOBUTENSA /UKW ero noeAcTaBuUTeNny " BUMHHUNO?

MeAVLWHCKOe 1U3fenve B Crlydae HeHaaiexaulero xpaHeHus, TpaHcnopt~|[taPPAon< CKOro
nagenus.

Telefon: +?79 7951 956 1 ~
Telefax: +49 7951 95613 33
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MacnopT

Kprnonpobunpkn o6bemom 1,6 mn ¢ 2D WITPUX-KOAOM, C BHELIHEN pe3b00oid, C Kp |_ V

L

Cepus 2A0140 [ata usrotoenennss  ~""2/MSi>nologies

1. Ha3HauyeHue

Kpronpobupkn npegHasHayeHbl 4518 c6opa, 06paboTkm, KOHCepBauumn 1 XpaHeHns 6uonorndecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), gnsa uyenen nonydeHms
MHdopMaLmn Npy NpoBeAeHN MeANLMHCKUX NCCnefoBaHuii in vitro B nabopaTtopmnsax MeguuMHCKUX YUpeXxaeHni.

O6pasuamu SBASKOTCA: BUOIOrNYecKne XnaKocTr (KPoBb, M1a3ma KpoBW, criepMa) YesloBeKa 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NOKPOBOB)

2. OCHOBHbIe TEXHUYECKME XapaKTePUCTUKN
MaTtepwnas U3rotoBsieHUsA nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA) 0 12,6x43,9MMm.
Pa6ounin 06BEM 1,4 mn.
Hanunuve KpbIwKn [a, CynnoTHUTEeNeM N3 CUIMKOHOBOW pe3unHbl
Tvn pe3bbbl Ha KPMONpPo6UpKe BHeLUHASA
Pa6ounin TemnepaTypHbIl Anana3oH OT1-196 "C po -86°C
Hanunume/Tun 2D wTpux-koga na, DataMatrix
YCTOIAUMBOCTb K LLeHTPUdYTrMpoBaHnio n0 3000g no NpoAosibHOM ocn
lNokasaTtesb repMeTUYHOCTU o 95kMa
Macca oHOM KpMonpo6upKn/KpbILLKX 1,13/0,8 1.
YCTOMUMBOCTb K CTEpUAn3auumn napoBbIM MeTOAOM Npu TemnepaType (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TpaHCMOpPTUPOBKA M XpaHeHue

YnakoBka 06ecrnevynBaeT COXPaHHOCTb U3AeNnii Npu TpaHCNopTUpoBKe. Kpronpo6rpKku TpaHCNopTMpyoT B
TPaHCMOPTHO yNnakoBKe NpeanpusaTUs U3roToBUTeNst B AnanasoHe Temnepartyp oT (- 50 Ao +50) °C u BNaxHOCTH

[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NMPAMOro nonajaHusa 0cankos.

Kpronpo6rpKn XpaHaT B repMeTUUHO 3aKpbITOl YNakoBKe NpeanpusaTis M3roToBUTens, nsderast 3Ha4nTe TbHbIX
Kone6aHuii TeMnepaTypbl BO Bpemsi XpaHeHUsl. XpaHUTb B CyXOM MNpoX/1afHOM MecTe BAuana3oHe TemnepaTyp (+5

- +40)°C n BnaxxHocTn ao 80% npu Temneparype +25°C.
4, TpeboBaHusa 6e30MacHOCTU

KpVIOI'IpO6VIpKI/I ABNIAKOTCA HETOKCUYHBLIM annporeHHbIM NpoayKToOM, O4HOPa3oBOro Mcnosib3oBaHUA.

Kpronpo61pKn MocTaB/isioTca He CTepu/ibHbIMU. Kpronpo6rpKn YCTOMUMBLI K CTEpUAM3aLmMn NapoBbiM METOA0M

npu Temneparype (121+1)° C BTeveHune (20£2) MUH.

Mpu pa6oTe ¢ kpronpobrpkamu, cogepxawmmmn 6ruomaTtepuassl, cneayeT HageBaTb 04HOPa30Bble Pe3HOBbIE
nepuaTtky, Bo n36exaHne pucka MHUUMPOBaHUS NepcoHana 6momarepmanoM. He MCNo/b30BaTb NO OKOHYaHWM
CpoKa rofIHocTu. He Mcnonb3oBaThb He NO HazHadYeHWo. He 1CMob30BaTh NPV 06GHAPYXEHUN MeXaHUUYecKux

NOBPEXAEHWA.
5. CsefeHus 06 yTunumsaumm

N3penvs, nmeBLUNEe KOHTaKTe KPOBbIO U/MNU APYTMMU BUONOTMYECKUMU XUAKOCTAMK, NOAJexXaT yTmnnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3arenbHbIM 06e33apaxmBaHnemM NyTeM cTepunnsaummn obbIMN Ha
[aHHOM npeAnpusaTye YCTaHOB/EHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMEBLUNE KOHTaKTa C KpOBbHO U/Mnun
Ap. 6MONOrNYECKUMN XNAKOCTAMM) B TOM YNC/IE C UCTEKLIMM CPOKOM FOAHOCTU YTuUAmM3mpytoTea no CaHlluH

2.1.7.2790-10 knacc A.
6. [apaHTUn nsroToBuTENA
M3rotoButenb: «J/IB/1 TekHonomxkmnc MmoX yHa Ko. KM», ropugnyeckunii agpec: F'epmanus, 74564, T.
Kpainbexaim, Teogop-LUTopm-WTpace, a. 17

M3rotoBuTe b rapaHTUpPYeT COOTBETCTBME M3AeNns Tpe6oBaHUSM i MeHTaumm (ISO

9001:2008 I'OCT MCO/M3K 15426-1-2003, iSO/IEC 15426-2:2015, OC
12-2015, OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu coon|<
XpaHeHus 1 NPUMeHEeHNs BTeUeHne Cpoka rofHOCTU.

FapaHTuiiHble 0653aTeNbCTBA U3rOTOBUTE/S M/UNN ero NpeacTaBk
MeANUMHCKOe 13aenve B Clydae HeHad 1exallero XxpaHeHus, TpaHe(™

n3genuvs.
pijfodoj
Nilsheirp * C3prmos»-iw
Toiir" Y5613 20
95613 33
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MacnopTt

Kprionpo6upku o6beMom 0,7 M1 ¢ 2D LLTPMX-KOAOM, C BHELUHEN pe3bboid, ¢ KfS LVL

Cepus 2A0146 [aTta n3rotosneHus

1. Ha3HaueHue
Kpronpo6bupkn npegHasHayveHbl ans cbopa, 06paboTkn, KOHCEpBaLMM U XpaHeHUs 61MoNorMyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C ¢ ncnosb3oBaHMEM NapoB Xnakoro asota (LN2), ans uenen nonyyveHus
nHdopMaLmn Npy NposBeAeHnN MeANLMHCKNX NccnefoBaHuii in vitro B nabopatopmnsax MeAnLMHCKUX YUpexaeHni.
O6pasuamn ABAAIOTCA: GUonormyeckne XXnNAKocTn (KpoBb, naasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTtepunan nsrotosneHusa nonunponuneH Purell HP371P
[abapuTHbIE pasmepbl (AMamMeTp X BbICOTA) 0 8,8x28,8mMm.
Pa6ounini 06BbEM 0,7 Mmn.
Hanuuve Kpbliwkn [a, CynnoTHUTENEM N3 CU/IMKOHOBOW PE3UHbI
Tvn pe3bb6bl Ha KpMonpobupke BHeLLHAA
Pa6ounin TemnepaTypHbIA Anana3oH OT1-196 °C pgo -86°C
Hanunuuve/Tun 2D wTpux-koga na, DataMatrix
YCTOIAUMBOCTb K LeHTpUdyrmpoBaHuto A0 3000g no npoaonbHON ocn
[Moka3aTesib repMeTUYHOCTU o 95kMa
Macca ogHOM Kpnonpo6upKnU/KpbILLKK 0,43/0,1r.
YCTOM4MBOCTb K CTEpUn3aumnm napoBbIM MeTOA0M Npu Temnepatype (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecrneunBaeT COXpPaHHOCTb M34eNui npu TpaHcnopTupoBke. Kpnonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTna N3rotoBuTeNs BAnanasoHe Temnepartyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npun Temnepartype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajgaHusa ocankos.

Kpronpobupkn XpaHAT B repMeTUYHO 3aKpbITOl yNakoBke NpeanpuaTns U3rotoBuTens, nsberas sHaunTesibHbIX
KkonebaHuii TemnepaTypbl BO BPeEMSA XpaHeHUs. XpaHUTb B CyXOM MPoOxX/1afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTn go 80% npu Temnepatype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPAa30BOro NCNOJ1b30BaHUSA.
Kpronpo6upkn noctaBnstoTcA He CTepusibHbIMU. KpMonpo6mpKy yCcTomumBbl K CTepuamnsaumm naposbiM MeETOA0M
npu Temnepatype (121+1)° C BTeueHune (20+2) MUH.

Mpun paboTe c KpMonpobupkamu, cogepxalimmm buomarepuansl, crnegyeT HageBaTb O4HOPA30Bble Pe3HOBbIE
nepyartkn, Bo n3bexaHne pucka MHPUUMPOBaHUS nepcoHasia buomarepnanom. He MCNOb30BaTb MO OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTb He MO HazHayeHWto. He ncnonb3oBaTh NpyY O6HapPYXXeHUU MeXaHU4eCcKux
noBpPeXAEHUNA.

5. CsefeHns 06 ytunumsaumm

N3penvs, nmeBLUINE KOHTaKT C KPOBbIO U/ APpYTMMN BMON0TMYECKUMU XUAKOCTAMK, NOA/exar yTunmsauum
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3arenbHbIM 06e33apaxBaHneM NyTem cTepunnsaummn lobbIMU Ha
[aHHOM npeAnpusaTe YCTaHOB/EHHbIMU MeTo4aMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbIO U/Nnun
ap. 6MOMOrMYECKUMU XNAKOCTAMN) B TOM YMC/1Ee C UCTEKLLMM CPOKOM FOAHOCTM YyTunmnsnpytotcs no CaHlMvH
2.1.7.2790-10 knacc A

6. [apaHTuUn nsrotoBuTeENA

MarotoButens: «J1BJ1 TekHonomxkmnc Mi6X yHa Ko. KM», topngnyeckmin agpec: Nepmanus, 74564, T.
Kpaiinbcxarim, Teogop-LUTtopm-LWTpace, a. 17

N3roToBUTENb rapaHTUpPyeT COOTBETCTBUE U3LENUA TPe6GOBaHUAM HOPMATUBHOW foKyMeHTauuum (1ISO
9001:2008 MOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT ISO 10993-
12-2015, MOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu cobio,

XpaHeHns 1N NPYMEHEeHUs B TeYeHne Cpoka rogHoCTH.

MapaHTUiiHble 0b6a3aTeNnbCTBa U3roToBUTENSA /WX ero NpeacTasun
MeAULUMHCKOe U3enuve B Clyyae HeHaa iexallero XpaHeHusi, TpaHc HCKOro
nagenus.
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MacnopTt

Kprionpobupku 06beMom 0,5 M ¢ 2D LTPYX-KOAOM, C BHELUHEN pe3bboiA, ¢ kobuyMKLLn j V '-

Cepusi 2A0137

[aTta n3rotosneHus

Ha3HauyeHue

Kpronpobupkn npegHasHayeHbl 4518 cbopa, 06paboTkm, KOHCepBauumn 1 XpaHeHns 6uonornyecknx obpasLos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napos xunakoro asota (LN2), ansa yenen nony4veHms
nHdopMaLmn Npy NpoBeAeHNN MeANLMHCKUX NCCneaoBaHuii in vitro B n1abopaTopusx MeguuMHCKUX YUpexaeHni.
O6pasuamu ABASIOTCA: BUONOTMYEeCcKne XUAKOCTU (KPOBb, N/asma KpoBW, criepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
Matepuan n3rotoBfieHns

[abapuTHbIE pasmepbl (AMamMeTp X BbICOTA)

Pa6ounii 06 bEM

Hanwnyne KpbIWkn

Tun pe3bObl Ha Kpnonpoobupke
Pabouunii TemnepaTypHbIli gnana3oH
Hanuune/tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpUdYrmpoBaHuto
MNMoka3atenb repMeTMYHOCTU

Macca ogHON KpnonpoobuMpKU/KpbILWKU
YCTON4MBOCTb K CTEpMn3auumn
Hanuuve rpagynpoBku

OCHOBHble TEXHUYECKNE XapaKTepPUCTUKN

nonunponuneH Purell HP371P

0 8,8x28,4mM.

0,5 mn.

[a, CynaoTHUTeNleM M3 CUJIMKOHOBOW PEe3nHbI
BHELUHSAA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NpoAaonbHOM ocn

o 95klMa

0,4/0,1 r.

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. ¥YnakoBka, TPaHCNOPTUPOBKA N XpaHeHne

YnakoBka obecrneunBaeT COXpPaHHOCTb M34eNui npu TpaHCNopTMpoBKe. Kpnonpoburpky TpaHCNoOPTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpuaTUS N3rotoBuTeNns BamnanasoHe TemnepaTyp ot (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. NpegoxpaHATb OT NPAMOro nonajaHusa ocagkos.

Kpronpobupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NpeanpuaTna U3rotoButens, nsberas sHaunTesibHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOxX/afHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4, TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn SBnstoTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, O4HOPAa30BOro MCNOJ/1b30BaHUS.
Kpronpo6bupky NoCcTaBNATCA He CTepusibHbIMU. KpMonpobupKn yCTonuMBbI K CTEpUM3aLmm napoBbiM MeTOAOM
npu Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c kpuonpobmpkamu, cogepxawl,umm bnomaTepunansl, cnegyet HageBaTb O4HOPA30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHne prcka NHOULMPOBaHMA nepcoHana bnomarepmasioMm. He Cnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He NO Ha3Ha4YeHUo. He Ucnosb3oBaTb NPy 06HAPY>XeHUN MeXaHU4eCcKnx
noBpeXaeHn.

5. CBepgeHus 06 ytnnmsauymm

N3penvs, nmeBLUNEe KOHTaKTe KPOBbIO U/MNu ApYyrnMyv 6MON0rM4ecKUMm XNAKOCTAMKN, Nog/iexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3arenbHbIM 06e33apaxnBaHMemM NyTeM cTepuansaunn obbIMU Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogamMun. Hencnonb3oBaHHble (He MMEBLLME KOHTaKTa C KPOBbO U/Mn
4p. 6MONOrNYECKUMN XULKOCTAMMN) B TOM YNC/IE C UCTEKLLNM CPOKOM FrOAHOCTU yTunuaupytotes no CaHlvH
2.1.7.2790-10 knacc A

6. [apaHTUK n3roToBUTENA

M3rotoButenb: «J1BJ1 TekHonomxkmc MmoX yHa Ko. KM», topuguyeckuii agpec: Mepmanuns, 74564, .

Kpaiinbexanm, Teogop-LUTopm-LWTpace, 4. 17

M3roTtoBuTe/Ib rapaHTUPYeT COOTBETCTBME 1U3aenus Tpe6oBsa(| ymtauun (ISO
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:20/ T 1SO 10993-
12-2015, MOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) rp 'POBKY,
XPaHeHus U NPYIMEHEHUs1 B TeUeHe Cpoka rogHOCTU.

FapaHTuiiHble 0653aTeNIbCTBA U3rOTOBUTENSA /WX ero npe TCS Ha
MeANLMHCKOe 13ae/nve B Clydae HeHaaexaruero xpaHeHms/ A MeAMLNHCKOro
nsaenus.
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MacnopT

Kpnonpobunpkn o6bemom 2,0 mn 6e3 2D wTpux-koga ¢ rpagynpoBKOii,

KPbILLEK. technologies

Cepus 14C105560004 [aTta nsrotoBneHus 11/2015

1. Ha3HauyeHue
Kprnonpo6upku npegHasHadeHbl 418 c6opa, 06paboTKn, KOHCeEpBaUMn U XpaHeHNs Guonornyecknx obpasLuos
npu Temnepatype MUHyc (196-86)°C c nucnosib3oBaHMeM NapoB Xnakoro asota (LN2), ana yenei nonyyeHus
nHdopMaumn Npy NPoBeAEHUN MeNUNHCKUX UCCnefoBaHuii in vitro B nabopatopusix MeguUMHCKUX yUpeXaeHUA.
O6pasuamu ABAFITCA: 6UONOrMYeckmne XNAKOCTN (KPOBb, Nia3mMa KpoBK, Ccriepma) YenoBeka U TKaHu
6unonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
MaTtepwvan usrotosneHus nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AMamMeTp X BbICOTA) 0 12,6 X41,1 mm.
Pa6ounin 06EM 2,0 mn.
Hanunuve KpbILWKn HeT
Tvn pe3bbbl Ha Kpronpobupke BHYTPEHHSA
Pabounin TemnepaTypHbI gMana3oH OT1-196 °C po -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEEHTPUGYrMpoBaHnIo 00 3000g no NpoaosibHON ocu
Moka3arenb repMeTUYHOCTH 0o 95kMa
Macca ogHOn Kpruonpobupkmn 15r.
YCTOMYMBOCTb K CTepuM3auum napoBbIM MeTOAOM Mpu Temnepatype (121+1)°C
Hanunuve rpagyvpoBku na

3. YnakoBka, TpPaHCNOPTMPOBKA N XpPaHeHne

YnakoBka o6ecrneymBaeT COXPaHHOCTb U34enunii Npy TpaHCnopTupoBKe. Kpnonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNnakoBKe NpeanpusaTus U3rotoBuTens BAnanasoHe temnepatyp ot (- 50 go +50) °C n BNaxXHOCTH
[0 98% npu Temnepatype +25°C. MNMpenoxpaHsaTb OT MPAMOro nonagaHusi 0cagkKoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON yNakoBKe NpeanpusaTusa N3rotoButens, nsberas 3HaumTe IbHbIX
KkonebaHuii TemnepaTypbl BO BpeMsi XpaHeHUs. XpaHUTb B CyXOM MPoOXnagHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kprnonpo6umpkun SBASAKOTCA HETOKCUYHBIM anuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUS.
Kpronpo6upkn noctaBnATCA He CTepu/ibHbIMU. KpMonpobupkn ycToiumBbl K CTepuMsaLmMm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C B TeueHue (20+2) MuUH.

Mpun paboTe c Kpnonpobupkamn, cogepxawl,umm buomatepuasbl, cnefyeT HageBaTb O4HOPa30Bble Pe3MHOBbIE
nep4yaTtku, Bo n3bexaHue pucka MHMLMPOBaHWA NepcoHasna buomaTepuasioMm. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO HasHavyeHuo. He Mcnosb30oBaTh NpY O6HAPYXEHUN MeXaHUYeCKNX
noBpeXAeHWNA.

5. CsefeHusa o6 yTuamnsaumm

M3penns, nmeBLlIMe KOHTAKT C KPOBbIO U/UNK APYTMMU BUONOTMYECKUMN XUOKOCTAMN, NoAnexaT yTmnnsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c o653atesibHbIM 06€e33apaXxuBaHneM NyTem cTepuamnsaymn nobbIMKU Ha
OaHHOM npeAnpusaTve YCTaHOBNEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMEBLUME KOHTaKTa C KPOBbIO U/nnun
ap. 6MoMorMYecKNMn XNAKOCTAMM) B TOM YUCTIE C UCTEKLLMM CPOKOM FrOAHOCTU yTuUimsnpyrotcsa no CaHlluH
2.1.7.2790-10 knacc A.

6. [apaHTWUK mM3roToBUTENA

M3rotoButens: «/1BJ1 TekHonoaxuc MweX yHa Ko. KM», opunanyecknii agpec: NepmaHus, 74564, T.
Kpalinbcxairim, Teogop-LUTtopm-LWTpace, 4. 17

M3roToBuTesNb rapaHTMpPyeT COOTBETCTBUE U3aenns TpeboBaHUAM HOpMaTUBHOM AoKyMeHTauum (1ISO
9001:2008 IOCT MCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, FOCT /ICO/M3K 1702!8MOPY: IUU ISU 10993-
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npw cob60”e p; pLLKnN,
XpaHeHUs 1 NPUMeEHEHNs B TeYeHMe CPoKa rogHOCTMU.

MapaHTUliHble 0653aTeNIbCTBa U3roToBUTENS U/UNK ero npeacrasute.r|s

MeaULNHCKOEe 1U3genuve B C/lyyae HeHaaexall,ero XxpaHeHusi, TpaHcnopT U o]
nspgennsa.
Theoi
74584
& 000 LUPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU Telefor
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MacnopTt

Kpuonpobupku o6bemom 4,0 mn 6e3 2D wTpmux-koga c rpaaynpoBKoOi,

KpbILLKamMm technologies

Cepus 14C1055503 [aTta nsrotossieHnA 12/2015

1. Ha3HaueHue
Kpronpobupkn npegHasHaveHbl 18 c6opa, 06paboTKn, KOHCepBaLMn U XpaHeHs Bronornyeckmux obpasLos
npu TemnepaTtype MuHyc (196-86)°C c nucnosib3oBaHMeM NapoB Xnakoro asota (LN2), ansa uenen nonyveHms
MHdopMaLMn Npu NpoBeneHUN MeANLMHCKUX NCCneaoBaHuii in vitro B nabopaTopusax MegULVHCKNX yUpexaeHni.
O6pasuammn ABNAIOTCSH; BMOMOrMYECKNe XNAKOCTN (KPOBb, Nia3mMa KpoBu, Criepma) YenoBeka U TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTepPUCTUKN
Martepvan nsrotosneHus nonunponuneH Purell HP371P
[abapuTHble pa3mMepbl (AnamMeTp X BbICOTA) 0 12,6 X68,6 mm.
Pa6ouunin 06bEM 4,0 mn.
Hanuuve KpblIwkm [a, CynnoTHUTENEM U3 CUSTIMKOHOBOW pPe3uHbl
Tvn pe3bb6bl Ha Kpnonpoobupke BHYTPEHHSA
Pabounin TemnepaTypHbIi AnanasoH OT-196 °C go -86°C
Hannuve/tun 2D wTpux-koga HeT
YCTONYMBOCTb K LLeHTpryrmpoBaHunto A0 3000g no npoaosibHOM ocn
[Noka3aTenb repMeTUYHOCTU no 95kMa
Macca o4HON KpMONpoOUPKU/KPbILLIKK 28/0,8r.
YCTONUMBOCTb K CTEpUIn3aumm napoBbIM MeTOA40M Npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku na

3.  YnakoBKa, TPaHCNOPTMPOBKa N XpaHeHue

YnakoBka obecrneymBaeT COXPaHHOCTb U3AENNIA NpU TpaHCNOPTUPOBKe. KpMonpobupkn TpaHCNOpPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTUSa N3rotoBuTeNs BAnanasoHe temnepatyp ot (- 50 go +50) °C n BaxHOCTU
[0 98% npu Temnepartype +25°C. MNMpenoxpaHAaTb OT NPAMOro rnornagaHns ocajikos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM yNakoBKe Npeanpusatus N3rotoButens, nsderas sHaunTeibHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpaHEHUA. XpaHUTb B CyXOM NPOX/1aAHOM MecTe B gunanasoHe Temnepatyp (+5
- +40)°C n BnaxxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30MacHOCTMU

Kpronpo6upkun SBNAKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro NCMNo/b30BaHUs.
Kpronpo6bupkn noctaBAsOTCA He CTepu/ibHbIMU. KpnMonpobupku ycToiumebl K cTepuiMsanmm napoBbiM METOA0M
npu Temnepatype (121+1)° C BTeyeHue (20£2) MuH.

Mpun paboTe c KpMonpobupkamn, cogepxawl,umm 6uomartepuansl, creayeT HaneBaTb 0O4HOPa3oBble Pe3HOBbIe
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHUSA nepcoHana buomartepuasioMm. He ncnonb3oBaTb MO OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayYeHUro. He ncnonb3oBaTb NpU 0OHAPYXXEHUN MeXaHUYeCKUX
NOBPEXAEHWIA.

5. CsegeHus 06 ytuaunsaumu

N3penns, nmeBLUME KOHTaKTe KPOBbIO U/WUNW APYTMMU BUOIOTMYECKUMN XUOKOCTAMMU, NoAnexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o65a3aTtenbHbIM 06e33apaxBaHneM NyTem cTepuamnsaymm nobbiMy Ha
[aHHOM npeanpusaTve YCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbHO MU/Mnun
ap. 6MoNOrMYeCKNMN XNAKOCTSAMM) B TOM YMC/IE C UCTEKWIUM CPOKOM FOAHOCTU yTunmanpyrotea no CaHlMlmH
2.1.7.2790-10 knacc A

6. [apaHTUK nM3roToBuUTENSA

M3rotoButens: «J/1BJ1 TekHonogxuc MieX yHg Ko. KM», topugnyecknin agpec; Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3roToBuTENbL rapaHTUPyeT COOTBETCTBUE U3aenns TpeboBaHMAM HOPMaTUBHOW AOKYyMeHTauun (150 -

9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M FWT I|D IP993F
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobntogeHnn 3H(MopT%att'knp
XpaHeHUs1 1 NPUMEHEHNS B TeYEHME CpoKa roAHOCTU. | LU K

FapaHTMVlele 06s3aTeENbLCTBA M3roTOBUTENS U/MNK ero npeagcraBuTena B

MeAMLUNHCKOE N3Ae/IME B C/lyYae HeHa/1exalll,ero XpaHeHus1, TPaHCMOPTMPOE K 1 UCMO/Ib30BaHNA MeAULIMHCKO(ro
n3aenus. GmbH & Co. KG

Theodor-Storm-Stra(3e 17
74564 Crailsheim mGermany
Telefon: +49 7951 95613 20'
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MNacnopT

Kpronpobupku o6bemom 5,0 mn 6e3 2D LTprx-Koda ¢ rpaaympoBKOiA, ¢ bILLIEK.

Cepus 14C1020500 [ata nsrotoBneHus 11/2015

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl 418 c6opa, 06paboTkn, KOHCepBaUMN 1 XpaHeHNs 61uonornyecknx o6pasyos
npu TemnepaTtype MUHYycC (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asota (LN2), ons uenein nonyyveHus
nHdopMaLmm Npy NpPoBeAeHUN MeANLMHCKUX NccnefoBaHnii in vitro B 1abopaTtopmsax MeguLMHCKUX YUPeXaeHUiA.
O6pasuamn ABASIOTCA: BUONOrMYeckmne XNAKoCcTn (KPoBb, NaasmMa KpoBu, Cnepma) HesioBeka 1 TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKME XapaKTepUCTUNKN
Martepvan u3rotoBneHns nonunponuneH Purell HP371P
MabapuTHble pas3mepbl (AnamMeTp X BbICOTA) 0 12,6 x 82,1 mm.
Pa6ounin 06bEM 5,0 mn.
Hanunuuve KpblILWKn HeT
Tun pe3bbbl Ha Kponpobupke BHeLUHAA
Pabounin TemnepaTypHbIA Anana3oH 0OT1-196 °C go -86°C
Hannuwve/tun 2D wtpux-koaa HeT
YCTONYMBOCTb K LLEHTPUYrnpoBaHuio 0o 3000g no npoaonbLHON ocn
Moka3aTesib repMeTUYHOCTU o 95kMa
Macca ogHoli Kpnonpobupku 35T
YCTON4MBOCTb K CTepuUmnsaumnmn napoBbIM MeTOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagyTpoBku ha

3.  YnakoBKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBka o6ecrneymBaeT COXPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBke NPeanpuAaTUSa N3roTOBUTENA B AManasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHocTtn
[0 98% npu Temnepatype +25°C. MNMpegoxpaHATb OT NPSMOro nonagaHusi 0cafKos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON yNakoBKe npeAnpusaTns N3rotoButens, nsberas saHaumTe lbHbIX
KonebaHuin TeMnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/afiHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. Tpeb6oBaHusa 6e30MacHOCTU

Kpronpo6bupkun SABNSAKOTCA HETOKCUYHBIM anuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUs.
Kpronpo6upkn NoCTaBnsAoTCA He CTepusibHbIMU. Kpnonpoburpku yCTONUMBBLI K CTEPUIM3aLnMn NapoBbiM METOA0M
npu Temnepatype (121+1)° C BTeuyeHune (20£2) MuH.

Mpun paboTe c Kpnonpobupkamn, cogepxawl,umm 6uomarepuvansl, creayeT HaeBaTb O4HOPa30Bble Pe3HOBbIE
nepyartkn, BO n3bexaHue pucka MHOULMPOBaHNSA NepcoHana buomarepmasioM. He ncnonb3oBarTb N0 OKOHYaHUN
Cpoka rogHocTu. He ncnonb30BaTb He MO Ha3Ha4YeHMo. He ncnonb3oBaTh NpU OGHAPYXEHUN MeXaHUYeCKnX
NMOBPEXAEHWA.

5. CsefeHusa o6 ytunusaumun

N3penvs, nmeBlUME KOHTaKTe KPOBbIO U/UAn ApYrMMU BUOAOTMYECKUMN XUAKOCTAMU, NoAnexaT yTunnsaunm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTtenibHbIM 06e33apaXmnBaHMemM NyTeM cTepuimsauum AoobbiMu Ha
OaHHOM npeanpusaTve YCTaHOB/IEHHbIMU MeToAamMu. Hencnosib3oBaHHble (HEe UMEBLUNE KOHTaKTa C KpOBbIO W/unuv
ap. 6MoNorMyecKNMn XUAKOCTAMM) BTOM YUC/IE C UCTEKLIMM CPOKOM FOAHOCTU YTunuaupytoTtca no CaHlMNmH
2.1.7.2790-10 knacc A.

6. [apaHTuUu nsroToBuTeENs

M3rotoButens: «J1BJ1 TekHonogxmc MveX yHa Ko. KM», opunanyecknii agpec: Nepmanuns, 74564, r.
Kpalinbexarim, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTENb rapaHTUPYeT COOTBETCTBME U34eNnNSa TpeboBaHUAM HOPMAaTUBHOW A0KY pMcHTauum (IS0 -
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/,

12-2015, IOCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npwn cobatoaeH
XpaHeHUs 1N NPUMEHEHNS B TeYeHMe CpoKa roAHOCTWN. |

lapaHTUliHble 0653aTeNIbCTBA U3roTOBUTENSA U/ ero npeacTaBuTens

MeAVLWHCKOe n3fenine B Crlydae HeHaaexallero XxpaHeHus, TpaHCNopTU)30BK

nsgennsa.
Theodor-

74564 Crdlsh
Telo'on; ' 7951 95613 20
Telefax: 9 7951 95613 33
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MacnopT

Kpronpobupku o6bemom 4,0 mi 6e3 2D LWTprx-Koda ¢ rpasyvpoBKOQA,

Cepusn 14C1055301

1

bILLIEK.
technologies

[aTta narotoBrieHNs 11/2015

Ha3zHauyeHue

Kpuonpobupku npegHasHaveHbl Ans c6opa, 06paboTkn, KOHCEpPBaUUN U XpaHeHUsi 6MOI0rMyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHMEM NApoB Xuakoro asota (LN2), ons uenein nonyyveHus
WMHpopMaLK Npu NpoBeAEHUN MeANLVNHCKUX UCCeA0BaHUiA in vitro B 1abopaTopusx MegULNMHCKUX YUPEeXaeHUA.
O6pasuamu sBnsATCA: 6MOMornyeckne XnaKkoctTn (KpoBb, NnasmMa KpoBu, Crepma) YesrioBeka 1 TKaHu
6uonornyeckme (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBseHus

[abapnTHble pa3mepbl (AUamMeTp X BbICOTA)
Pa6ounii 06bEM

Hanunune KpbIwKn

Tun pe3bbbl HA KPpMONpobupke

Pabounin TemnepaTypHbI AManas3oH
Hanuuune/Tvn 2D wTpux-koga
YCTONUMBOCTb K LLeHTpUPYrmpoBaHuto
MNMoka3arenb repMeTUYHOCTH

Macca ogHOIn KprUonpobupkm

nonunponuneH Purell HP371P
0 12,6 X 68,6 Mm.

4,0 Mmn.

HeT

BHeLUHSAA

OT1-196 °C po -86°C

HeT

A0 3000/ no NpoaonLHOM ocn
no 95kMa

28T

YCTOMUMBOCTL K CTEpMM3aLmi NapoBbLIM METOAOM npyn Temnepatype (121+1)°C

Hanuuue rpagyvpoBkm na

3. YnakoBka, TpaHCNOpPTMPOBKa N XpPaHeHue

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aenvii Npy TpaHcnopTupoBke. KpMonpobupkn TpaHCNoOpPTUPYHOT B
TPaHCNOPTHOM ynakoBke NpeAnpusaTys U3roToBuTeNs BAnanasoHe Temnepatyp ot (- 50 go +50) Cu BNaxHOCTU
[0 98% npu Temnepartype +25°C. MNpefoxpaHAaTs OT NPSIMOro nornagaHus ocagkos.

Kpronpo6upkn XpaHAT B repMETUYHO 3aKpbITON YNakoBKe NpeanpusaiTa N3rotoButens, nsberas sHaunTesibHbIX
KkonebaHuin TemnepaTypbl BO BPEMS XPaHEeHUs. XpaHnTb B CyXOM NPOX/afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C u BnaxHocTtn go 80% npu Temnepatype +25°C.

4, Tpeb6oBaHMA 6e30MacHOCTU

Kpronpo6bupkn SABNSAKOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, O4HOPAa30BOro MCMNosib30BaHUS.
Kpronpo6upkn noctaBnsaoTCAa He CTepu/ibHbIMU. Kpnonpobupku ycToiumebl K cTepuimMsanmm napoBbiM METOA0M
npu Temneparype (121+1)° C B TeyeHne (20£2) MUH.

Mpn paboTe c KpMonpobupkamun, cogepxalmnmm buomarepuarnsl, cneayeT HafneBaTb 0O4HOPa30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHMSA nepcoHana buomaTepuasioMm. He Ncnosb3oBaTb N0 OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayeHWo. He MCNonb30BaTb NPU OGHAPYXEHUN MeXaHUYeCKUx
NOBPEeXAEeHUNA.

5. CBefieHuns o6 yTuansaumm

M3penns, nmeBLlIMe KOHTaKTe KPOBbIO U/UNV APYrMMyU 6UONOTMYECKUMU XNAKOCTAMN, NOAEeXaT yTunmsaunm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaXXMBaHUEM NyTeM cTepuansaumnmn obbiIMU Ha
[aHHOM npeanpusaTve YCTaHOBNEHHbIMU MeTogaMun. Hencnonb3oBaHHbIe (He MMEBLUME KOHTaKTa C KpOBb U/Nn
ap. 6MoMorMYecKNMn XNAKOCTAMM) BTOM YNC/IE C UCTEKLLIMM CPOKOM FrOAHOCTU yTUnmsmpytotcs no CaHlvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTens

M3rotoButens: «J1BJ1 TekHonogxuc MueX yHg Ko. KM», topngnyecknin agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTopm-LUTpace, g. 17

M3roToBuTENbL rapaHTUPYyeT COOTBETCTBUE U3aenms TpeboBaHUSAM HOpMaTUBHOM AokyMeHTauun (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT HCQ/MF)K 170367009, 'OCT ISO 10993-
12-2015, MOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npwn cobnogeHumn »
XpaHeHUs 1 NPUMEHEHNS BTeYeHMe CpoKa roLHOCTMU.

MapaHTuiiHble 06513aTeNbCTBa U3roTOBUTENSA /MW ero NpeacTaBuUTeNsa B
MeAVLWHCKOe U3aenne B Crlydae HeHaanexallero XpaHeHus, TpaHcnoptupe

MpMrgmjnHCinNoro
n3genuvs.
Co. KG
JraBe 17
‘ailslWm
+49 7951 95613
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MacnopT

Kpnonpobupkn o6bemom 2,0 M 6e3 2D wTpux-Koga ¢ rpagynpoBKOiA, C pBbpdW 6ew p blwwek.
technologies
Cepus 14P10556012 [aTta nsrorosneHnsa 12/2015

1. Ha3HaueHue
Kpronpo6upkn npegHasHaveHbl ansa cbopa, 06paboTkm, KOHCepBauMm U XpaHeHUs Brnonornyeckmnx obpasyos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMeEM NapoB Xuakoro aszota (LN2), ona yenei nonyyeHms
MHdopMaunn nNpu nNpoBeaeHUN MeAULMHCKUX NCCneoBaHnii in vitro B 1a6opaTtopusaix MegUUUMHCKUX YUpeXaeHni.
O6pasuamun ABNATCS: 6GUoNOrnyeckmne XnNAKocTn (KpoBb, NaasmMa KpoBu, Crnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTePUCTUKN
MaTepunan n3rotossieHnsA nonvnponuneH Purell HP371P
[abapnTHble pa3mepbl (AnameTp X BbICOTA) 0 12,6 x 41,1 mm.
Pa6ouunii 06bEM 2,0 mn.
Hanunuune KpbIWwKn HeT
Tun pe3bbbl Ha Kpronpobupke BHELLUHASA
Pabounin TemnepaTypHbI AnanasoH OT1-196 °C go -86°C
Hannuue/tnn 2D wTpux-koga HeT
YCTONYMBOCTb K LEHTPURYIrMpOBaHUIO n0 3000g no npofosibHOM ocn
Moka3arenb repMeTUYHOCTH 0o 95kMa
Macca oaHOWM Kpnonpobupkn 1,7r.
YCTON4MBOCTb K CTEepumsaumm napoBbIM MeTOAO0M Mpu Temnepartype (121+1)°C
Hanuuve rpagyvpoBku na

3. YnakoBka, TpaHCNopTMPOBKa U XpaHeHue

YnakoBka ob6ecne4nBaeT COXpPaHHOCTb U34eNunii Npyu TpaHCNopTUPOBKe. Kpruonpobupkn TpaHCNopTUPYHOT B
TPaHCNOPTHOM yrnakoBKe NpeanpusTusa U3rotoBuTens BAunanasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepartype +25°C. MNpegoxpaHATb OT NPSAMOro nonazaHus 0cajKoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM yNakoBKe Npeanpusatusa N3rotoButens, niberas sHaunTenbHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/aiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C 1 BnaxHoctn o 80% npu Temneparype +25°C.

4. TpeboBaHusi 6e30NaCHOCTM

Kpronpo6umpkun SBNAKOTCA HETOKCUYHBIM annporeHHbIM NPoAYKTOM, 04HOPa30BOro UCMNo/ib30BaHUs.
Kpronpo6upkn noctaBnsaoTCA He CTepu/ibHbIMU. KpMonpobupku ycToiumebl K CTepuimMsanmm napoBbiM METOA0M
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c Kpnonpobupkamu, cogepxawmumm buomatepuasnsl, crefyeT HageBaTb O4HOPa30Bble Pe3VHOBbIE
nepyaTtku, BO n3bexaHue pucka MHOULMpPOBaHMSA nepcoHana buomaTtepuasioMm. He ncnonb3oBaTb MO OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HaYeHW0. He ncnonb3oBaTb NpU 0O6HapPYXEeHUN MeXaHUYeCKnX
NOBPEXAEHWIA.

5. CsefeHusa 06 ytuamnsaumn

M3penns, nmesLlUne KOHTaKTe KPOBbIO U/UNn APYrMMU 6UONOTMYECKUMN XUAKOCTAMU, NoAanexarT yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o643aTtesibHbIM 06e33apaxuBaHMeM NyTEM CTepUIM3auum A6bIMU Ha
[aHHOM npeAnpusaTve YCTaHOBNEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMeBLUNE KOHTaKTa C KPpOBbH WU/1nun
ap. 6MOMOTNYECKMMM XNAKOCTAMU) B TOM YNC/IE C UCTEKLUMM CPOKOM FOAHOCTU yTunuanpytotca no CaHlMNuH
2.1.7.2790-10 knacc A

6. [apaHTUK nsrotoBuTENA

M3rotoButens: «J/1BJ1 TekHonopxuc Mu6X yHa Ko. KM», topugnyecknin agpec: Nepmanus, 74564, 1.
Kpaiinbexaiim, Teogop-LUtopm-LUTpace, a. 17

M3rotoBuTENbL rapaHTUPYeT COOTBETCTBUE U3Aennsa TpeboBaHnsAM HOPpMaTUBHONN v (ISO
9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT NCO,

12-2015, I'OCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npw cobnag?
XpaHeHns N NPUMEHEHUS B TeYeHMe CpoKa ro4HOCTU.

lapaHTUiiHble 06513aTeNIbCTBa U3roToBUTENS U/ ero npeactasuTen)||
MeLUUMHCKOoe n3sgenue B C/lydae HeHasiexallero XxpaHeHus, TpaHcnopTn
nagenus.

Jelefax: +49 7951 95613 33

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpuronpobupku o6bemom 2,0 mi 6e3 2D Wrpmx-Koga € rpafyvpoBKOA, Kamu.
technologies

Cepus 14C105560003 [aTta nsrorosneHns 11/2015

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl Ansa c6opa, 06paboTKn, KOHCEpBaUMN U XpaHeHUs Brosiornyeckmx obpasLuos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asota (LN2), ons yenei nonyyeHus
nHdopMaumn nNpy NPoBeAeHUN MeANLMHCKUX NCCnefoBaHnii in vitro B nabopatopusax MeguuMHCKNX yUpexaeHnii.
O6pasuamun ABNATCA: 6LMONOrMYeCKmNe XNUAKOCTU (KPOBb, Na3mMa KpoBUu, Cnepma) YesioBeKa 1 TKaHu
6unonornyeckme (KOCTHas TkaHb, 06pasubl KOXHbIX MOKPOBOB)

2. OCHOBHblE TEXHNYECKNE XapaKTEePUCTUKN
MaTtepwvan n3rotossieHUs nonunponuneH Pureli HP371P
[abapuTHble pa3mepbl (AMamMeTp X BbICOTA) 0 12,6x41,1 mm.
Pabounin 06bEM 2,0 mn.
Hanunuve KpblILWKn [a, CynnoTHUTENIEM U3 CUIIMKOHOBOW Pe3UHbI
Tun pe3bbbl Ha Kponpobupke BHELLHASA
Pabounin TemnepaTypHbIi gManasoH OT1-196 °C po -86“C
Hanuune/tun 2D wTtpux-koga HeT
YCTOMUMBOCTb K LLEEHTPUGYrMpoBaHuto 00 3000g no NpoAosibHOM ocu
Noka3aTenb repMeTUYHOCTU 0o 95kMa
Macca ogHOM KpMonpoOUnpKU/KpbILLKN 1,7/0,8 1.
YCTON4MBOCTb K CTEepunim3saumm napoBbIM MeTOA4OM Npu Temneparype (121+1)°C
Hanunuve rpagyvmpoBku na

3. YnakoBKa, TpaHCMNOpPTUPOBKa U XpaHeHue

YnakoBka obecne4ynBaeT COXpPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. Kpnonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTus U3rotoBuTens BAunanasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHOCTH
[0 98% npu Temnepatype +25°C. MNMpenoxpaHsatb OT NPAMOro nornagaHus 0cagkos.

Kpronpo6umpkn XpaHAaT B repMeTUYHO 3aKpbITON yNakoBKe NpeanpusaTus N3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpaHEHUSA. XpaHUTb B CyXOM NPOX/aiHOM MecTe B Auarna3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kprnonpo6umpku ABNAOTCA HETOKCUYHBIM annuporeHHbIM NPoAYKTOM, O4HOPa30BOro UCMNosib30BaHUS.
Kpronpo6upkn noctaBnsaoTcA He CTepusibHbIMU. KprMonpobupku ycToiumebl K CTepMAn3aumm napoBbiM METOA0M
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c Kpnonpobupkamu, cogepxawmmm buomatepuansl, crefyeT HageBaTb O4HOPa30Bble PE3NHOBbIE
nepyartku, BO n3bexaHue pucka MHOULMPOBaHMA NnepcoHana buomarepunasiom. He ncnonb3oBaTb MO OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HaYeHW. He Mcnosb30oBaTh NPY O6HAPYXEHUN MeXaHUYEeCKNX
NOBPEXAEHWIA.

5. CBepgeHusa 06 yTuimnsauum

N3penns, nmeBLlIMEe KOHTaKTe KPOBbIO U/UNW APYTMMU BUONOTMYECKUMN XUOKOCTAMMN, NoANexaT yTmnnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaXmMBaHUeM nyTemM cTepuamnsaymm nobbIMN Ha
[aHHOM npeanpuaTye YCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPpOBbHO U/unuv
ap. 6MONOrNYECKUMU XNAKOCTAMU) B TOM YMC/IE C UCTEKWIUM CPOKOM FOAHOCTU YTUnmanpytotea no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3roToBUTENSA

MarotoButens: «J1BJ1 TekHonogxmc MmeXyHa Ko. KM», topngnyecknii agpec: Nepmanus, 74564, T.
Kpalinbexarim, Teogop-LUTtopm-LWTpace, a. 17

M3rotoBuTenb rapaHTUpyeT COOTBETCTBUE U3aenns TpeboBaHUSM HOPMaTUBHOW AoKyMeHTauum (iSO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT 1COA"bln02”20"7~Ty5011)993-
12-2015, NOCT iSO 10993-18-2011, IOCT iSO 10993-1-2011) npn CO6AI04e|A*"™ TMAZ ™ ™ ®
XpaHeHns N NPUMEHEHUS B TeYeHMe Cpoka rogHOCTMU.

lapaHTuiiHble 0653aTe/IbCTBa M3roToBUTENSA /NN ero npeacTaButens!

MeAVLVHCKOoe n3sgenune B C/lydae HeHaa/iexallero XxpaHeHus, TpaHcnop'(MpoBk”™ oro
n3genus.
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MacnopTt

Kprionpobupkn o6bemom 5,0 M ¢ 2D WITPUX-KOA0M C rpaay poBKOiA, € BH ek

Cepust 14C10203001 [Jata nsrotosneHus

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl 18 c6opa, 06paboTku, KOHCepBaUnM 1 XpaHeHUs 6ronornyecknx o6pasLos
npu TemnepaTtype MUHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asota (LN2), onsa uenen nonyyveHus
MHopMaLMKn Npu NpoBeLeHNN MeAVULIMHCKUX UCCef0BaHNii in vitro B 1abopaTtopuax MeguLUHCKNX YUpeXaeHuin.
O6pasuamu ABASITCA: 6LMONOrMYecKmne XUAKOCTN (KPOBb, NiasMa KpoBuW, cnepma) YesioBeka 1 TKaHu
6nonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTepUCTUKM
MaTepuan narotosrieHUs nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AnameTp X BbICOTA) 0 12,6 x 82,1 mm.
Pabounini 06EM 5,0 mn.
Hannune KpbIWwKn HeT
Tun pe3bbbl Ha Kpronpobupke BHYTPEHHASA
Pabounin TemnepaTypHbI gManas3oH 0OT1-196 °C go -86°C
Hanuumne/tun 2D wTtpux-koga na, DataMatrix
YCTOMUMBOCTb K LLEHTPUGYrMpoBaHno 0o 3000g no nNpofosibHOM ocu
[Moka3zaTenb repMeTUYHOCTU 0o 95kMa
Macca ogHoOW Kpruonpobupkm 35T
YCTON4MBOCTb K CTEpUIN3aLmnn napoBbIM MeTOA4OM npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku na

3.  YnakoBKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBka obecneynBaeT COXpPaHHOCTb U3aenvii Npyu TpaHcnopTMpoBke. Kpronpo6bupkn TpaHCNopTUpYOT B
TpaHCNOPTHOW ynakoBke NpeanpuaTua N3rotoBuTens B AnanasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHoOCTn
[0 98% npu Temnepartype +25°C. MNpefoxpaHATb OT NPSMOro nonagaHus 0caakoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON YNakoBKe NpeanpusaTusa N3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHuin TeMnepaTypbl BO BPEMS XPaHeHUs. XpaHUTb B CyXOM NPOX/afiHOM MecTe B Auanas3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30MacHOCTU

Kpronpo6upku ABNAOTCA HETOKCUYHBIM anuporeHHbIM NpoAyKTOM, O4HOPAa30BOro NCMNo/b30BaHUs.
Kpronpo6u1pku NOCTaBNATCA He CTepUIbHbIMU. KpMONpoObmupKM yCTONUYMBBLI K CTEPUIN3aLMN NapoBbIM METOA0M
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpun paboTe c Kpnonpobupkamu, cogepxawmmm buomarepuasbl, cnegyeT HageBaTb O4HOPa30Bble Pe3nHOBbIE
nepyartky, BO n3bexaHue pucka MHOULMPOBaHNA NepcoHana buomaTtepmasioM. He ncnosnb3oBaTb NO OKOHYaHUU
cpoka rogHocTn. He ncnonb3oBaTtb He N0 Ha3HayYeHWto. He ncnonb3oBaTb NPy 0O6HapPY>XXeHNN MeXaHU4eCcKux
NOBPEXOEHUIA.

5. CsegeHus 06 yTunusaumm

N3penns, nmeBlune KOHTaKTe KPOBbHO U/MNK ApYrMMUY 6GMONOTNMYECKUMN XULKOCTAMN, NOAeXaT yTunmsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTtenibHbIM 06e33apaXXMBaHUEM NyTeM CTepuUM3auum AobbiIMU Ha
OaHHOM npeanpuaTve YCTaHOBNEHHbIMU MeTogaMn. Hencnosib3oBaHHble (He MMEBLLME KOHTaKTa C KpOBbHO U/nan
ap. 6MoNOrMYeCcKNMN XNAKOCTAMU) B TOM YMC/IE C UCTEKLLIMM CPOKOM FOAHOCTU YTUNu3mpytotca no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBuUTENSA

M3rotoButens: «/1BJ1 TekHonomkmnc Mu6X yHa Ko. KM», iopunanyeckuii agpec: F'epmanus, 74564, r.
Kpaiinbexaiim, Teogop-LUTopm-LTpace, 4. 17

M3rotoBuTENb rapaHTUPYeT COOTBETCTBUE U3aennsa TpeboBaHNsAM HOPMaTUBHOW AOKYMeHTauun!”

9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCO/IVU
12-2015, IOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu cobageHNU™ N
XpaHeHns N NPUMEHEHUs B TeYEeHMe CPOKa ro4HOCTMU.

MapaHTUiiHble 0653aTeNIbCTBA M3roToBUTENA /MK ero npeacrasuTens B Pd
MeAVLWHCKOe n3genne B C/lydae HeHaa/iexallero XxpaHeHus, TpaHCNopTUPOBKU
nsgenus.
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MacnopTt

Kpuonpobupku 06bemom 2,0 mi ¢ 2D WTprX-KOAOM C rpajyVpOBKOIA. blLLIEK
1* H

Cepus 14C105560121 [aTa nsrotoBneHuns

1. Ha3HaueHue
Kprnonpo6upkun npegHasHaveHbl 418 c6opa, 06paboTkn, KOHCEPBaUUM U XpaHeHUs 61Monornyecknx o6pasyos
npu Temnepatype MuHyc (196-86)°C c ncnosb3oBaHMEM NapoB Xuakoro asota (LN2), ons uenen nonyyvyeHus
nHdopMaumn Npu NpoBeAeHUN MeANLMHCKUX NccnefoBaHnii in vitro B nabopatopmnsax MeanLMHCKUX yUYpexaeHnn.
O6pasuamu ABNATCH; BMOMIOrMUYecKne XNAKOCTN (KPOBb, NsasMa KpoBu, criepma) YesioBeKa U TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTEePUCTUKN
MaTtepwnan nsrotosneHus nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AMamMeTp X BbICOTA) 0 12,6x41,1 mm.
Pabounin 06EM 2,0 mn.
Hanunuve KpblILWKn HeT
Tvn pe3b6bl Ha KpUonpobupke BHYTPEHHSAS
Pabounin TemnepaTypHbI gManasoH OT1-196 °C po -86°C
Hannuwve/tun 2D wTpmx-koaa A, DataMatrix
YCTONUMBOCTb K LLeHTpUdYyrmpoBaHuio [0 30009 rno nNpoAobHON ocn
lNoka3aTenb repMeTUYHOCTU 0o 95kMa
Macca ogHON Kpruonpobupkm 15T
YCTOMUMBOCTb K CTepuinsauum napoBbIM MeTOAOM MNpu TemnepaType (121+1)°C
Hanunuve rpagyvpoBku ha

3.  YnakoBKa, TPaHCNOPTUPOBKA U XpaHeHne

YnakoBKa obecneynBaeT COXPaHHOCTb U34enuii Npy TpaHCNopTMpoBKe. KpMonpobupkn TpaHCNOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusaTusa U3rotoBuTens BAnanasoHe temnepatyp ot (- 50 o +50) °C 1 BNaxHOCTH
[0 98% npu Temnepatype +25°C. MNMpenoxpaHsaTb OT MPAMOro nonagaHusi 0caZikos.

Kprnonpo6umpkun XpaHAT B repMeTUYHO 3aKpbITON YNakoBKe NPeanpusatusa N3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpPaHEHUS. XpaHUTb B CyXOM NPOX/afHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepartype +25°C.

4. TpeboBaHMA 6e30MNacHOCTMU

Kpronpo6upkn SBNSAKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUs.
Kpronpo6upkn noctaBnsaoTCA He CTepu/ibHbIMU. KpnMonpobupku ycToiumebl K CTepuimMsanmMm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C B TeueHue (20+2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxalmmm buomarepuasbl, cnegyeT HageBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHMSA nepcoHana buomaTepuasioMm. He NCnosb3oBaTb NO OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayeHWto. He MCNoNb30BaTh NPU OGHAPYXEHUN MeXaHUYeCKnXx
NOBPEXOEHWNIA.

5. CBepgeHusa 06 yTunmsauum

M3penns, nmeBLlIMe KOHTaKTe KPOBbIO U/WUNW APYTrMMU BUONOTMYECKUMU XUOKOCTAMMN, NOAJEXaT yTunmsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3aTesibHbIM 06e33apaXXMBaHUEM MyTeM CTepuUIn3alnmn obbIMN Ha
[aHHOM npeAnpusaTve YCTaHOBEHHbIMU MeTogaMn. Hencnosib3oBaHHble (He MMEBLLME KOHTakKTa C KpOBbIO U/Nn
ap. 6MONOrNYECKMMU XNAKOCTSAMM) BTOM YNC/IE C UCTEKLIMM CPOKOM FOAHOCTU yTunmsmpytotea no CaHlNuH
2.1.7.2790-10 knacc A.

6. TlapaHTUM n3rotoBuUTENsA

M3rotoButens: «J/1BJ1 TekHonogxuc Mu6X yHa Ko. KM», topugnyiecknin agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUtopm-LUTpace, g. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBUE nU3aenus TpeboBaHnaM HOpMaTUB|HOU
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT NICO/M3
12-2015, 'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npn cobnogeHun jq

XpaHeHUs1 1 NPUMEHEHNST B TeYeHe Cpoka roAHOCTH. , _ w
apaHTuiiHble 06513aTeNbCTBA U3rOTOBUTENS U/MNK ero npeacrtasutens B P b

MeAULUMHCKOe u3aesnve B c/lyvae HeHaa 1exallero XxpaHeHus, TpaHcnopTupoB!n [Hns meguuW)ckor(i

n3genvsi. i n

‘ orm-"tra(3e 17
Germariy
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MNacnopT

Kprionpobupku 06bemom 4 M ¢ 2D LUTPUX-KoJamm C rpaayvpoBKoii ¢ BHL I{LME(

Cepus 14C10556022 [aTta nsrorosneHnsa

1. HasHaueHue
Kpronpo6upku npegHasHaveHbl 418 c6opa, 06paboTkn, KOHCepBaUnn U XpaHeHns 61onornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHMEM NapoB Xuakoro aszota (LN2), ons ueneii nonyyeHus
nHdopMaumn nNpu NpoBeAeHUn MeAULMHCKUX NCCneaoBaHnii in vitro B nabopaTopusax MegULUHCKNX yUpexaeHni.
O6pasuamu ABNSITCA: 6LMONOrMYeckmne XNAKOCTN (KPOBb, Nia3mMa KpoBK, criepma) vesioBeka U TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTePUCTUKN
MaTtepwnan nsrotosneHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mepbl (AnameTp X BbICOTA) 0 12,6 x 68,6 MMm.
Pa6ounin 06bLEM 4,0 mn.
Hanunuve KpblILWKn HeT
Tun pe3bbbl Ha KpUonpobupke BHELLUHASA
Pabounin TemnepaTypHbIi gManasoH O1-196 °C po -86°C
Hannuwve/tun 2D wTpux-koaa na, DataMatrix
YCTOMUMBOCTb K LLEHTPUGYrMpoBaHno [0 3000g no NpoAosbHOM ocK
[NMoka3aTenb repMeTUYHOCTU 00 95kMa
Macca oHOIn Kpnonpoobupku 28T
YCTOMUMBOCTb K CTEpUIM3auum napoBbIM MeTOAO0M Mpu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku ha

3. YnakoBka, TpaHCNopTMPOBKa N XpaHeHue

YnakoBka o6ecrneymBaeT COXPaHHOCTb U3AEeNNIi Npu TpaHCNoOPTUPOBKe. Kpnonpoburpky TpaHCNopTUPYIOT B
TPaHCNOPTHOW ynakoBKe NPeanpusaTUSa U3rotoBuTeNnsa BAnanasoHe temnepatyp ot (- 50 go +50) °C n BfiaxHOCTN
[0 98% npu Temnepatype +25°C. MNMpenoxpaHsaTb OT NPAMOro nonagaHnst 0caZikos.

Kprnonpo6bumpkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe Npeanpusatusa N3rotoButens, nsberas sHaunTebHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHEHUS. XpaHUTb B CyXOM NPOX/1aiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkun SBNSKOTCA HETOKCMYHBIM annporeHHbIM NPOoAYKTOM, OAHOPa30BOro UCMNoJib30BaHWS.
Kpronpo6upkn NOCTaBNAKTCA He CTepu/ibHbIMU. KpMonpobupkn yCToMUuMBbLI K CTepuUmnsaLmm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHune (20£2) MuUH.

Mpun paboTe c KpMonpobupkamn, cogepxawl,umm 6uomatepuvansl, creayeT HaeBaTb 0O4HOPa30Bble Pe3nHOBbIE
nepyartku, Bo n3bexaHue pucka MHPULMPOBaHNA NepcoHasia buomaTepmasioM. He NCnosib3oBaTb MO OKOHYaHUM
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayeHWto. He ncnonb3oBaTh NpU O6HAPYXEHUN MeXaHUYeCKnXx
noBpeXAeHUNA.

5. CsefeHusa 06 ytunmsaumun

N3penns, nmeBLIMEe KOHTaKT C KPOBbIO U/UNW APYrMMyU 6UON0rMYECKUMN XUOAKOCTAMN, NoAnexaT yTunnsauunm
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3aTtenbHbIM 06e33apaxuBaHnemM nyTemM cTepuamnsaymmn nobbiMn Ha
[aHHOM npeanpusaTve YCTaHOB/IEHHbIMU MeTogaMun. Hencnonb3oBaHHbIe (He MMEBLUME KOHTaKTa C KPOBbHO U/Mnun
ap. 6MoNorMYecKNMn XNAKOCTAMM) B TOM YNC/IE C UCTEKLWIMM CPOKOM FOAHOCTU yTuUnmsmpytotea no CaHlluH
2.1.7.2790-10 knacc A.

6. [apaHTUKM nsroToBuUTENs

M3rotoButens: «J1BJ1 TekHonogxmc MueX yHa Ko. KM», opunanyeckunii agpec: Nepmanus, 74564, T.
Kpaiinbcxaiim, Teogop-LUTtopm-LWUTpace, a. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBUE U3aenusa TpeboBaHNAM HOpMaTUBHOM A0 K'NeHTaunn (150~
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NICO/MJ

12-2015, M'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwn cobntoaeHnn KK
XpaHeHUs1 N MPUMEHEHUS1 BTeUYeHne CpoKa rofHOCTU.

[apaHTUliHblE 0653aTeNbCTBa N3rotToBUTENs U/nnn ero npegcrasutens B F ct$&elmsikigies
MeAMLUMHCKOe U3aenve B crlydae HeHa 1exall,ero XxpaHeHusl, TPaHCNopTUPOBKU Wycto  ppaw? LM HCKO
n3penus.

heoi r-~r)n-82el7
r*hainy”e|manyj
97T\ 956

1+49 7951 95613 33
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MNacnopT

Kpronpobupku o6bemom 2,0 M ¢ 2D LWTPUX-KOAOM C rpafyMpoBKOiA, ¢ Bhjeim bilLIEK

Cepus 14C10556012 r','I'Ei,aTa STOTOBAGHIA L

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl A1 c6opa, 06paboTKnM, KOHCEpBaLMN U XpaHeHUs Buonornyecknx obpasLoB
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeEM NapoB Xuakoro asota (LN2), gna yenei nony4veHms
MHdopMaLnn Npu NpoBeAeHUN MeANLMHCKUX NCcneoBaHnii in vitro B nabopaTopmsax MeguUUMHCKUX YUpeXaeHNi.
O6pasuammn ABNATCA: BMOMOTNYECKNE XUAKOCTU (KPOBb, Nia3mMa KpoBW, criepma) vesioBeka U TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHUYECKME XapaKTePUCTUKN
MaTtepuvan n3rotoBsieHUs nonunponuneH Pureil HP371P
[abapuTHble pa3mMepbl (AnamMeTp X BbICOTA) 0 12,6 x 41,1 MMm.
Pabounii 06BLEM 2,0 mn.
Hannuve Kpbiwkn HeT
Tun pe3bbbl Ha KpMoONpPoobupke BHeLLHASA
Pabounin TemnepaTypHbI gManas3oH OT1-196 °C po -86°C
Hannuwve/Tun 2D wrtpux-koaa pa, DataMatrix
YCTOAMYMBOCTb K LEHTPUAYTMPOBaHUIO [0 3000g no NpoaosibHON ocu
Moka3aTenb repMeTnYHOCTU no 95kMa
Macca oaHol Kpruonpobupkm 1.7t
YCTON4MBOCTb K CTEepum3sanmm napoBbIM MeToA0M Npu TemnepaType (121+1)°C
Hannuve rpagynposku na

3.  YnakoBka, TpaHCNOPTUPOBKA N XpPaHeHue

YnakoBka obecne4ynBaeT COXpPaHHOCTb U34eNunii Npyu TpaHCNoOpPTUPOBKe. Kpruonpobnpky TpaHCNOPTUPYIOT B
TPaHCNOPTHOM ynakoBke NPeanpusaTUSa U3roToBuTeNns BAnanasoHe Temnepatyp ot (- 50 go +50) °C n BiaxHoOCTU
[0 98% npu Temnepartype +25°C. MNpenoxpaHsaTb OT NPSMOro nonagaHnsi 0caZikos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM ynakoBke NpeanpusaTus U3rotToBUTens, nsberas sHaunTeslbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XPaHeHUs. XpaHnTb B CyXOM NPOX/afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHoctn o 80% npu Temneparype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kprnonpo6umpkun ABNAKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUs.
Kpronpo6upkn noctaBnsaoTCA He CTepu/ibHbIMU. KpMonpoourpkn yCTonumBbl K CTEpUM3aLMm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeyeHne (20£2) MuH.

Mpun paboTe c KpUonpobmupkamm, cogepxatl,nmm bnomaTepunansl, crnegyeTt HaneBaTb 0O4HOPa30Bble Pe3VHOBbIE
nepyaTtku, BO n3bexaHue pucka MHULMPOBaHUA nepcoHana buomartepnasioMm. He ncnonb3oBaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHWo. He Ucnonb3oBaThb NpU 0O6HapPYXEeHUN MeXaHUYeCKnX
NOBPEXOEHUIA.

5. CBepgeHusa 06 yTunmsauunm

M3penns, nmeBLlIMe KOHTaKTe KPOBbIO U/WUNW APYrMMU 6UOMI0TMYECKUMN XUAKOCTAMU, NoAanexarT yTuansaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o6sa3atenibHbIM 06e33apaxBaHneM nyTem CcTepuamnsaymm nobbiMn Ha
[aHHOM NpeanpuaTre yCTaHOBNEHHbIMU MeTogamMn. Hencnonb3oBaHHble (He MMEBLLUNE KOHTaKTa C KpOBbHO U/1an
ap. 6MOMOTMYECKMMUN XNAKOCTSAMM) BTOM YNC/E C UCTEKLWIMM CPOKOM FOAHOCTU yTunuaupytotca no CaHlMNmH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3roToBUTENSA

MarotoButens: «J1BJ1 TekHonogxuc Mu6X yHg Ko. KM», topngnyecknin agpec: NepmaHus, 74564, r.
Kpaiinbexaiim, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTENb rapaHTUPYeT COOTBETCTBUE U3aenns TpeboBaHUSAM HOpMaTMBHOW AokyMeHTauumn (1ISO
9001:2008 TI'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UCO/1\|a1l
12-2015, M'OCT iSO 10993-18-2011, MOCT iSO 10993-1-2011) npu cobntogeHnmn yc
XpaHeHns U NPUMEHEHUS BTeUYeHne CpokKa rogHOCTN. |

o W
FapaHTuiiHble 06s3aTeIbCTBA U3rOTOBUTENS U/MAN ero NpeacTaBuTens B POrA (*paHsitoTca Ha
MeAULMHCKOE U3enne B C/lyuae HeHaaNeXallero XpaHeHus, TPaHCNOPTUPOBKMY |
nsgenuvs. 1bbl& Co. KG

)rAromvétrafle M
;nfiilsneim \GeffR"y
'+497951 A1 3 20
< +49 7951 95613 33
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MacnopT

Kprionpobupku o6bemom 4,0 M ¢ 2D LITPMX-KOAOM C rpalyvpOBKOA, C BHY WL ek

Cepus 14C10556021 [aTa nsrotoBneHus

1. Ha3HauyeHue
Kprnonpo6upku npegHasHaveHbl 18 c6opa, 06paboTKn, KOHCEpBaUMN 1 XpaHeHUs 6uonornyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeM NapoB Xuakoro asota (LN2), gna yeneii nonyyeHns
MHdopMaLn Npu NpoBeAeHUn MeANLMHCKNUX NccneaoBaHuii in vitro B nabopaTopmsax MegULUHCKUX YUpeXaeHni.
O6pasuamun ABNATCH; BMOMOrMYeCcKmne XUAKOCTN (KPOBb, Nsa3Ma KpoBUW, Cepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTepPUCTUKN
MaTepuan narotosrieHUs nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AnameTp X BbICOTA) 0 12,6 x 68,6 MMm.
Pa6ounin 06bLEM 4,0 mn.
Hanunuve KpblILWKn HeT
Tun pe3bbbl Ha KpUonpobupke BHYTPEHHSASA
Pabounin TeMnepaTypHbI AMana3oH OT1-196 °C po -86°C
Hannuwve/Tun 2D wrpux-koaa na, DataMatrix
YCTONUMBOCTb K LLeHTPUPYrMpoBaHuto [0 3000g no NpoAosibHOM ocu
Moka3arenb repMeTUYHOCTHU 0o 95kMa
Macca ogHOn Kpnonpoobupku 28T
YCTOMYMBOCTb K CTEpUM3auumn napoBbIM METOAOM npu Temnepatype (121+1)°C
Hanuuve rpagympoBku na

3. YnakoBKa, TpaHCMNoOpTUPOBKa U XpaHeHune

YnakoBka obecne4ynBaeT COXpPaHHOCTb MU3A4eNnin Npun TpaHcnopTMpoBke. Kpronpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOI yrnakoBKe NpeanpusaTus N3rotToBuTens BAananasoHe Temnepatyp ot (- 50 go +50) °C v BfiaxXHOCTU
[0 98% npu Temnepatype +25°C. MNpegoxpaHAaATb OT NPSMOro nonazaHus 0cajkoB.

Kpronpo6bupkn xpaHAaT B repMeTUYHO 3aKpbITON yNakoBKe NpeanpusaTusa N3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHnin TemnepaTypbl BO BPEMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/1aiHOM MecTe B AMana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn o 80% npu Ttemneparype +25°C.

4. TpeboBaHua 6e30nacHOCTU

Kprnonpo6umpkun SBASAOTCA HETOKCUYHBIM annporeHHbIM NPoAYyKTOM, O4HOPa30BOro NCMNO/b30BaHUS.
Kpronpo6upkn noctaBnsaoTCA He CTEPU/IbHBIMU. KpMonpobupkn yCToMUuMBbI K CTEPUIN3aLmmn napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeyeHune (20£2) MUH.

Mpun paboTe c KpMonpobupkamn, cogepxawl,umm 6uomatepuvansl, creayeT HaeBaTb 0O4HOPa30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHue pucka MHMLMPOBaHNS nepcoHana buomaTepnasioMm. He nCnosib3oBaTb MO OKOHYaHUK
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayYeHUK0. He ncnonb3oBaTb NpU 0OHapPY>XeHUN MeXaHU4YeCcKnx
NOBpPEXAEHWIA.

5. CsefeHusa 06 ytunmsaumun

N3penns, nmesBlUMe KOHTaKTe KPOBbIO U/UAn ApYyrMMyu 6UO0rMYECKUMN XUAKOCTAMU, NoAnexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o65a3atenbHbIM 06e33apaxuBaHneM nyTemM cTepuamnsaymn nobbiIM1 Ha
OaHHOM npeanpusTve YCTaHOBNEHHbIMU MeTogaMu. Henmcnosib3oBaHHble (He MMEBLLME KOHTaKTa C KPOBbIO U/Nnn
ap. 6MoNorMYecKNMn XNAKOCTAMM) BTOM YUC/IE C UCTEKLLUMM CPOKOM FOAHOCTU yTuamsmpytotca no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBuUTENS

MarotoButens: «J/1BJ1 TekHonogxumnc MoX yHa Ko. KM», opnanyecknii agpec: Mepmanmns, 74564, r.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3roToBuTesnb rapaHTMpyeT COOTBETCTBUE U3aenns TpeboBaHUAM HOPMATUBA
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UC3IN 1091)3-
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npwn cobnt0aeHw;

XpaHeHns N NPUMEHEHUsI B TeYeHMe CpoKa rogHOCTW. 7

lapaHTUiiHble 0653aTeNIbCTBa M3roToBUTENSA U/MAK ero npeacTtasuTensa

MeAVLWHCKOoe nsfenne B C/lydae HeHaa/iexall,ero XxpaHeHs, TPaHCNOPTUPOBKN 1 rMAOULY HEKOTO

n3genvs. TheO'
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MacnopTt

Kpronpo6upkn o6bemom 2,0 M 6e3 2D WTpux-koaa C rpaynpoBkoi, ¢ [|[HAPéHlelile3b™n, i

KpbILWKaMW. technologies

Cepuist 14C1055600 [aTta narotosrieHUs 11/2015

1. Ha3zHauyeHue

Kpronpo6upku npegHasHaveHbl 4118 c6opa, 06paboTkn, KOHCEPBaUUM N XpaHeHUs BMonornyecknx obpasyos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHneM napoB Xnakoro asota (LN2), onis yenen nonyyeHms
MHopMaLMn Npu NpoBeLeHNN MeAULIMHCKUX UCCnefoBaHwnii in vitro B nabopaTtopusax MeguuUHCKNX yUpexaeHni.

O6pas3uamu SBnsAOTCS; 6MONOrNYecKme XNaKocTn (KpoBb, Nia3Ma KpoBu, CriepMa) YesioBeka U TKaHu
6uonornyeckue (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2.
MaTepuan U3roToBneHus nonunponuneH Purell HP371P
FabapuTHble pa3mepbl (AMamMeTp X BbICOTA) 0 12,6 x41,1 Mm.
Pabounin 06bLEM 2,0 mn.
Hanmune KpbILLKN [a, CynnoTHUTENeM 13 CUIMKOHOBOW pPe3uHbI
Tun pe3bbbl Ha KpUONpPoo6upke BHYTPEHHSAS
Pabounin TemnepaTypHbI gManasoH OT1-196 °C po -86°C
Hanuune/Tun 2D wTpux-koga HeT
YCTOMYMBOCTb K LEHTPUDYITMPOBaHNIO [0 3000g no NpofosibHOM ocu
MokaszaTenib repMeTUYHOCTU 0o 95kMa
Macca ogHO KpMonpoo6UpPKU/KpbILLKN 15/0,7r.
YCTORUMBOCTb K CTEPUNU3ALIAN napoBbIM MeTOAOM npu Temnepatype (121+1)°C
Hanuune rpagyvpoBku HET

3. YnakoBKa, TPaHCNopTMPOBKA U XpaHeHne

YnakoBka o6ecrneyrBaeT COXPaHHOCTb M3Aenuii Npu TpaHCnopTMpoBKe. KpMonpo6upkn TpaHCNopTUPYHOT B
TpaHCMNOpPTHO yNakoBke NpeanpusiTUs N3roToBuTens BamnanasoHe Temnepatyp oT (- 50 Ao +50) °C 1 BNaxHocTu

[0 98% npu Temnepatype +25°C. MNpegoxpaHAaTb OT NPSIMOro nonagaHust 0cajkos.

Kpronpo6upKky XpaHsiT B repMeTUYHO 3aKpbITOl YNakoBKe NpeanpusitTusi M3roToBUTeNs, nsberas 3HaunTe IbHbIX
Ko/iebaHuii TemMnepaTtypbl BO BPEMS XpaHeHUsl. XpaHUTb B CyXOM MPOX/iafiHOM MecTe B Auana3oHe TemnepaTyp (+5

- +40)°C 1 BnaxHoctn o 80% npu Ttemneparype +25°C.
4. TpeboBaHuAa 6e30MacHOCTU

Kpronpo6rpKn SIBASIOTCA HETOKCUUHBLIM anvporeHHbIM NpPoAyKTOM, 0[iHOPA30BOro UCMO/b30BaHUSI.
Kprionpo6rpKK NOCTaB/IsSOTCA He CTepusibHbIMU. KpMonpo6upKn yCToMUMBLI K CTepuansaumm napoBbiM METO0M

npu Temnepatype (121+1)° C B TeyeHune (20£2) MUH.

Mpu paboTe c KPUONPoOBUPKaMK, CofiepxXall, MM GromaTepuansl, crieayeT HaaeBaTb 0AHOPA30Bble Pe3nHOBbIe
nepuaTtku, Bo nsbexaHue pucka UHPULMPOBaHWS NepcoHasa 6rnomMaTepnasioM. He MCNoMNb30BaTh Mo OKOHYaHUN
Cpoka rogHocTu. He 1cnosib30BaTh He Mo HasHa4YeHuto. He 1cnonb3oBaTb NpY 06HAPYXKEHMM MeXaHUUEeCKUX

NOBPEXAEHWA.
5. CaegeHus 06 yTunmsaumm

N3penvsa, nmeBLUME KOHTaKT C KPOBbIO U/UNun ApYrMyU 6UOA0TMYECKUMN XULKOCTAMN, NOAEXAT yTUAn3aunm
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3atesibHbIM 06e33apaXXMBaHUEM NyTeM CTepuM3aunum AbbIMU Ha
[aHHOM npeAnpusaTve YCTaHOBNEHHbIMU MeTogaMun. Hencnonb3oBaHHble (HE UMEBLLUME KOHTaKTa C KPOBbHO MU/Mnun
ap. 6MoNMorMYecKNMN XNAKOCTAMM) BTOM YUC/IE C UCTEKLLIMM CPOKOM FOAHOCTU yTUAmn3npytoTca no CaHlNuH

2.1.7.2790-10 knacc A.
6. [apaHTWUX nusroToBuTeNA
M3rotoButenb: «JIB/1 TekHonomknc MuoX yHa Ko. KM», topugnyeckuin agpec: NepmaHus, 74564, r.
Kpaiinbcxaiim, Teogop-LUTopm-LUTpace, 4. 17

3rotoBuTENb rApaHTUPYET COOTBETCTBUE U34ENNSA TPEOOBAHNAM HOPMATUBH pu'mdsi’
9001:2008 FOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/ il, v~J3jS0i)993h
12-2015, FOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cobogeHun B1T1%)BK1™M,
XPaHeHUs1 N NPUMEHEHNS B TeYEHME CPOKa rogHOCTW. technoloaies

[apaHTWiiHble 0653aTeNIbCTBa U3roToBUTENS /MK ero npeacrasutens B AP 3aHAKTCA Hal
MeaULNHCKOEe n3genne B Clyvae HeHaa/iexallero xpaHeHus, TpaHcnoptupe! i 3e>1NNm
zgenus. -StraBe 1
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MacnopTt

Kpuronpobupku o6bemom 4,0 mi 6e3 2D WTpux-Kkoda ¢ rpagyvpoBKOi, ¢ éHelqﬁeﬁlpw IL Kamu.

Cepus 14C1055501

[aTta narotossieHns 12/2015

Ha3zHauyeHue

Kpronpo6upkn npegHasHaveHbl ans c6opa, 06paboTku, KOHCepBaLun 1 XpaHeHUs1 6uonornyecknx o6pasuyos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHMEM NapoB Xuakoro asota (LN2), onsa uenen nosnyyveHus
WMHpopMaLMM Npu NPoBEAEHUN MeANLNHCKUX UCCeA0BaHUiA in vitro B n1abopaTopusix MegULUHCKUX YUPEXAEeHWA.
O6pa3uamu SBMSAOTCA; 6MONOrMYecKme XUAKOCTN (KPOBb, Na3mMa KpoBU, criepmMa) YesioBeka U TKaHu
6uonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuvan n3rotoBsieHUs

[abapuTHble pasmepbl (AMamMeTp X BbICOTA)

Pabounii 06EmM

Hanwnune KpbIWwKn

Tun pe3bbbl HA KPUONPOb6UpKe
Pabounin TemnepaTypHbI gManasoH
Hanuune/tvn 2D wTpux-koga
YCTOMUYMBOCTb K LLeHTpUyrmpoBaHunto
Moka3arenb repMeTUYHOCTH

Macca ogHOMN KpMonpoOUupKU/KpbILLKN
YCTONYMBOCTb K CTepununsauum
Hanunuve rpagyvpoBku

nonunponuneH Purell HP371P

0 12,6 x 68,6 MMm.

4,0 Mn.

[a, CynnoTHUTEeNIeEM U3 CUSIMKOHOBO Pe3UHbI
BHeLUHAA

OT1-196 °C po -86°C

HeT

00 3000g no npoaonLHOM ocn

o 95kMa

2,8/0,8 1.

napoBbIM MeToA40M Npu Temnepatype (121+1)°C

aa

3.  YnakoBKa, TpaHCMNopTMPOBKA N XpaHeHune

YnakoBKa obecne4ynBaeT COXpPaHHOCTb U3A4eNNin Npyu TpaHcnopTMpoBKe. Kpronpo6upku TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBke NPeanpusaTusa N3rotoBuUTeNsa B Anana3oHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTH
0 98% npu Temnepartype +25°C. MNpegoxpaHATb OT NPSAMOro nonagaHnsi 0cagkoB.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yNnakoBKe NpeanpusaTus U3rotoButens, nsberas sHaunTesibHbIX
KonebaHnin TemnepaTypbl BO BPEMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/1afiHOM MecTe B AuanasoHe Temnepartyp (+5
- +40)°C n BnaxHocTtn 8o 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6upkun ABNAOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUs.
Kpronpo6u1pkn NOCTaBNATCA He CTepUibHbIMU. KpMONpobmupKn yCTONYMBBLI K CTEPUIN3aLNN NapoBbIM METO40M
npu Temnepatype (121+1)° C BTeuyeHune (20£2) MUH.

Mpun paboTe c KpMonpobupkamn, cogepxawmmm 6uomarepmansl, cnegyet HageBaTb O4HOPa30Bble Pe3NHOBbIE
nepyartkn, BO n3bexaHue pucka MHOMLMPOBaHNA NepcoHana buomaTepmasioM. He ncnosnb3oBaTb N0 OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHuo. He ncnonb3oBaTb NPy OGHApPYXeHUN MeXaHU4eCcKnx
NOBPEXAEHWIA.

5. CsefeHusa 06 ytnamsaumu

N3penvs, nmeBLUME KOHTaKT C KPOBbIO U/UNn ApYrMMu 6UOA0rMYeCKUMN XUAKOCTAMU, NoAnexarT yTmansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaXmMBaHUeM nyTemM cTepunamnsauymmn obbIMN Ha
[aHHOM npeanpusaTve YCTaHOBNEHHbIMU MeTogaMn. Henmcnonb3oBaHHble (He MMEBLUME KOHTaKTa C KpOBbO U/NNn
ap. 6MoNOrMYECKNMN XKNAKOCTAMM) BTOM YUC/E C UCTEKLLIMM CPOKOM rOAHOCTU yTunmsmpytotca no CaHlvH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBuTENA

M3rotoButens: «J1BJ1 TekHonogxmc MmeXyHa Ko. KM», opnanyecknii agpec: Nepmanus, 74564, T.
Kpaiinbcxarim, Teogop-LUtopm-LUTpace, a. 17

M3rotoBuTeNb rapaHTUPYeT COOTBETCTBUE U3aenms TpeboBaHUSAM HOpMaTUBHOM AokyMeHTauumn (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT NCO/M3Kr470r5»~LU2/10CT I1SO 10993-
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npwu cobntogeHumn ycn|
XpaHeHUs 1 NPUMEHEHNS BTeYeHMe CpoKa roAHOCTW.

lapaHTUiiHble 0653aTeNIbCTBa M3roToBUTENSA /MK ero npeactasuTens B PO H
MeAVLWHCKOe n3genne B C/lydae HeHaa/iexallero XxpaHeHus, TpaHCnopTUPOBKA
n3genus.
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MacnopT

Kprionpobupku o6bemom 5,0 M 6e3 2D WTprx-Koda ¢ rpafyvpOoBKOiA, C e e amu.

Cepus 14C1055400 [aTta n3rotoBsieHns 12/2015

1. Ha3sHaueHune
Kpronpo6upku npegHasHaveHbl 418 c6opa, 06paboTKn, KOHCEpPBaLMN U XpaHEHNS BUonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeM NapoB Xuakoro aszota (LN2), gna yeneir nonyyeHms
MHdopMaLMn Npu NpPoBeAeHUN MeANLMHCKUX NCcneaoBaHnii in vitro B nabopaTopusax MeguuUMHCKUX yUpexaeHni.
O6pasuammn ABNATCA: 6MOIOTNYECKNE XUAKOCTU (KPOBb, Ns1adMa KpoBU, Crepma) YesioBeka U TKaHu
6unonornyeckue (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

MaTepuan U3roToBfieHus nonunponuneH Purell HP371P

[abapuTHble pasmepbl (AnamMeTp X BbICOTA) 0 12,6 x 82,1 mm.

Pabounin 06bLEM 5,0 mn.

Hanunuune KpbILWKK 4a, CynnoTHUTENeEM 13 CUSIMKOHOBO Pe3UHbI
Tvn pe3b6bl Ha KpUonpobupke BHeELUHSASA

Pabounin TemnepaTypHbIi AnanasoH OT1-196 °C po -86°C

Hanuune/tvn 2D wTtpux-koga HeT

YCTOMUMBOCTb K LLEHTPUDYTMPOBaHUIO A0 3000g no NpoAobLHOR ocK

[Moka3aTesib repMeTUYHOCTU no 95kMa

Macca ogHOI KpUonpoo6UMpPKU/KpbILLKA 3,5/0,8 .

YCTOUMBOCTb K CTepunnsaumm napoBbIM MeTOAO0M npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku Oa

3. YnakoBka, TpaHCNopTMPOBKa N XpaHeHue

YnakoBka o6ecneynBaeT COXPaHHOCTb U34eNui Npy TpaHCnopTUpoBKe. Kpnonpoourpky TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW ynakoBKe NPeanpusaTus N3rotoBuUTeNs B Anana3oHe TemnepaTyp ot (- 50 go +50) °C n BAaxHOCTU
[0 98% npu Temnepartype +25°C. MNpegoxpaHATb OT NPSAMOro nonagaHnsi 0cajkKoB.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NpeanpusaTUs U3roToBUTens, nsberas sHaunTeslbHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpPaHEHUs. XpaHUTb B CyXOM NPOX/afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30MacHOCTU

Kpronpo6upkn SABNAKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUS.
Kpronpo6u1pku NOCTaBNATCA He CTepUsibHbIMU. KpMonpoourpku yCTONUMBBLI K CTEPUIN3aLMn NapoBbIM MeTOAOM
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpun paboTe c KpMonpobupkamn, cogepxawl,umm 6uomartepuansl, creayeT HageBaTb O4HOPa30Bble Pe3VHOBbIE
nepyartku, BO n3bexaHue pucka MHOULMPOBaHNA NepcoHana buomaTepmasioM. He ncnosnb30BaTb N0 OKOHYaHUK
cpoka rogHocTu. He ncnonb3oBaTtb He NO HazHayeHWto. He Ncnonb3oBaTb NPy 06HapPY>XXeHNUN MeXaHU4ecKnx
NOBPEXOEHNIA.

5. CsegeHusa 06 ytnnnsaummn

N3penvsa, nmeslUne KOHTaKTe KPOBbIO U/UNW APYTrMMUA BUONOTMYECKUMN XUOKOCTAMMU, NoAnexarT yTmnnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c 06s13aTesNibHbIM 06€e33apaxuBaHneM MyTem CTepuansaymn NobbIMKU Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeToAamMn. Hencnosb3oBaHHble (He MMEeBLUME KOHTaKTa C KpoBbHO U/unuv
Ap. 6MONOrNYECcKUMUN XNAKOCTAMU) B TOM YMCNE C UCTEKLWIUM CPOKOM FOAHOCTU YTunuanpytotca no CaHlMlmnH
2.1.7.2790-10 knacc A.

6. [lapaHTun nsrotoBuUTeNsa

M3rotoButens: «J1BJ1 TekHonogxmc MmeXyHa Ko. KM», topngnyecknin agpec: Nepmanus, "564, T.
Kpaiinbexaiim, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTENb rapaHTUPYyeT COOTBETCTBME U3aennsa TpeboBaHMsaM HOpMaT” BHOW
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UICO/ M 393
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobnogeHnn y
XpaHeHUs 1 NPUMEHEHUS B TeYeHMe CpokKa rogHOCTU

lapaHTUliHble 0653aTe/IbCTBa U3roToBUTENSA /MK ero npeacTtaBuTens B PO

MegULUMHCKOEe u3genue B c/lydae HeHaaexall,ero XpaHeHus, TpaHcnopTnpos v n nch NMANMMALUHCKO|O
VIBAENVA. jh(e  StoriDAISraBe 17
745e 43 * Germany

Tele(
Telefax! kotos1
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MNacnopT

Kpronpo6upkn o6bemom 5 M ¢ 2D WTpUX-kogamu € rpagynpoBkoin c BHe [N A Ab /T 6M ptJj6K

Cepus 14C10203002 [aTa nsrotoBsieHUA

1. Ha3HauyeHune
Kpronpo6bupkn npegHasHaveHbl o1 c6opa, 06paboTKn, KOHCEpBaLUMN U XpaHeHUs Buonornyeckmx obpasLuos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asota (LN2), gna yenei nonyyeHms
MHdopMauMn Npu NpoBeAeHUM MeANLMHCKNX NCCneaoBaHuii in vitro B nabopaTopusax MeguLUHCKNX yUpexaeHni.
O6pasuamun ABNAIOTCA: 6MOMOrMYECKNE XUAKOCTUN (KPOBb, Na3mMa KpoBUW, Cepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX NOKPOBOB)

2. OCHOBHble TEXHNYECKME XapaKTEePUCTUKN
MaTtepwvan usrotosneHus nonunponuneH Purell HP371P
[abapuTHble pasmepbl (AnamMeTp X BbICOTA) 0 12,6 x 82,1 MMm.
Pa6ounin 06EM 5,0 mn.
Hanunuve KpbILKn HeT
Tvn pe3b6bl Ha KpUonpobupke BHELLUHASA
Pabounin TemnepaTypHbIA AnanasoH OT1-196 °C po -86°C
Hanunuue/tnn 2D wtpux-koga na, DataMatrix
YCTONUMBOCTb K LLEHTPUAYTrMpoBaHuio A0 3000g Mo NpoAoNbHOKR ocK
Noka3aTenb repMeTU4yHOCTU 00 95kMNa
Macca ogHO Kpnonpoobupku 35T
YCTOUMBOCTb K CTEPUIN3ALIN napoBbIM MeTO40M MNpu Temneparype (121+1)°C
Hanunuve rpagyvpoBku na

3.  YnakoBka, TpaHCNOPTMPOBKa N XpaHeHue

YnakoBKa o6ecrneuynBaeT COXPaHHOCTb U34enunii Npyu TpaHCcnopTupoBKe. Kpuonpobnpky TpaHCHOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTus U3rotoButens B AmnanasoHe temnepatyp oT (- 50 go +50) °C n BAaxHOCTH
[0 98% npu Temnepatype +25°C. MNpenoxpaHsaTb OT MPAMOro nonagaHnsa ocajkoB.

Kpronpo6bupkn xpaHAaT B repMeTUYHO 3aKpbITOW yNakoBKe NnpeAnpusaTnsa N3rotoButens, nsberas s3HaunTeNbHbIX
KkonebaHnin TemnepaTypbl BO BPEMSA XPaHEeHUs. XpaHUTb B CyXOM MNPOX/afHOM MecTe B AuanasoHe Temnepartyp (+5
- +40)°C u BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn SABNSAKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro NCMNo/b30BaHUs.
Kpronpo6u1pkn NocTaBnsaoTcs He CTepuibHbIMU. KpMonpobmupky yCTONMUMBBLI K CTepuamn3aumm napoBbIM MeTO40M
npu Temnepatype (121+1)° C BTeyeHune (20£2) MUH.

Mpun paboTe ¢ Kpnonpobupkamu, cogepxalmmm buomatepuasnsl, creayeT HaneBaTb 0O4HOPa30Bble Pe3VHOBbIE
nepyaTtku, BO n3bexaHue pucka MHOULMpPOBaHUSA nepcoHana buomartepnasioMm. He ncnonb3oBaTb N0 OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHWo. He ncnonb3oBaTb Npu 0O6HapY>XeHNUN MeXaHUYeCcKnx
NOBPEXAEHWIA.

5. CsegeHusa 06 ytununsaumun

N3penns, nmesLlUMEe KOHTaKT C KPOBbIO U/UNW APYTMMU BUONOTMYECKUMN XUAKOCTAMU, Noanexar yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaxBaHnemM NyTem cTepuamnsauum AbbiMu Ha
[aHHOM npeanpusaTve yCTaHOBNEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbHO U/1Unuv
ap. 6MONOrMYECKNMN XKNAKOCTAMM) BTOM YMC/IE C UCTEKLIMM CPOKOM FOAHOCTU yTUnmampytotca no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBuTENA

MarotoButens: «J1BJ1 TekHonogxmc MoX yHa Ko. KM», topngnuecknii agpec: Nepmanus, 74564, T.
Kpalinbcxairim, Teogop-LUTtopm-LTpace, a. 17 -

VI3roToBUTENb rapaHTUpyeT COOTBETCTBUE U3enns Tpe60BaHUSAM HOpMaTUBHOW ®oKyM e H T~ UIN\(150
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3K 1j702
12-2015, FOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npn cobnogeHnn yeno BTVE
XpaHeHns U NPUMEHEHNS BTeUYEHNe CpoKa rofgHOCTW. j

MapaHTUiiHble 0653aTeNIbCTBA M3roToBUTENSA U/MN ero npeactasuTens B PO He fa
MeAMLUNHCKOE U3fenve B C/lydae HeHaA/IeXallero XpaHeHus, TpaHCNopTUPOBKN 1 Yo, )b3  3aHUA[MEANLIMHCKOro

n3nenus. T m ftrU Co. KG
Sto/TTbStraSes?

5f4 .
ﬁAdJ Germany i
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Kprnonpobunpkn o6bemoM 2 M ¢ 2D WITPUX-Kogamun € rpagyvnpoBKoi € BHYT(

Cepus 14C10556031

MacnopTt

LV.L.

[aTta narotosrieHns

Ha3HauyeHue

Kpronpo6upkun npegHasHaveHbl 18 c6opa, 06paboTkn, KOHCepBaUnn 1 XpaHeHns 6Monornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosb3oBaHMeEM NapoB Xugkoro asota (LN2), ons yeneii nonyyeHus
MHdopMaUMn nNpu NpoBeneHUN MeANLMHCKUX NCCnefoBaHnii in vitro B nabopaTtopmsaix MeguuUMHCKUX YUpexaeHni.
O6pasuamu ABNAITCA: 6LUONOrMYeckmne XNAKOCTN (KPOBb, Na3mMa KpoBu, criepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
MaTepuan n3rotoBneHns
[abapnTHble pa3mepbl (AnameTp X BbICOTA)
Pabounin 06bLEM
Hanwnune KpbILwKY
Tun pe3bbbl Ha Kpnonpoobupke
Pabounin TemnepaTypHbI gManas3oH
Hanuune/tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTPUPyrmpoBaHunto
Moka3aTenb repmMeTn4HOCTHU
Macca ofHOIi Kpnonpoo6mpKU/KpbILWKN
YCTON4MBOCTb K CTEepUn3aumnmn
Hanuuve rpagyvpoBku

nonvnponuneH Purell HP371P

0 12,6 x 48,3 Mmm.

2,0 mn.

[a, CynnoTHUTeNeM n3 CUJIMKOHOBOW Pe3UHbI
BHYTPEHHSASA

OT1-196 °C po -86°C

na, DataMatrix

40 3000g no NnpogonLHOM ocn

o 95kMa

1,5/0,7 r.

napoBbIM MeTO40M Npu Temnepatype (121+1)°C
HeT

3.  YnakoBKa, TpaHCNOPTMPOBKa N XpaHeHune

YnakoBka obecneynBaeT COXpPaHHOCTb U34eNunii Npy TpaHCNopTUPOBKe. Kpuonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NPeanpusaTUSa N3roToBUTeNA B Anana3oHe Temnepatyp oT (- 50 go +50) °C 1 BnaxHOCTU
[0 98% npu Temnepartype +25°C. lNpefoxpaHATb OT NPSAMOro nornagaHns 0cagkos.

Kprnonpo6upkn XpaHAT B repMETUYHO 3aKPbITOW yNnakoBKe npeanpusaTna U3rotoBuTens, nsberas aHaumTeIbHbIX
KonebaHnin TeMnepaTypbl BO BPEMS XpaHEHUA. XpaHUTb B CyXOM NpOxX/afiHOM MecTe B AMana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30NacHOCTMU

Kprnonpo6umpkun SBNAOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCNO/b30BaHMS.
Kpronpo6upkn NOCTaBNATCA He CTEPU/IbHBIMU. KpMonpobumpku yCTONMUMBLI K CTEPUIN3aummn napoBbIM MeTO40M
npu Temnepatype (121+1)° C BTeyeHune (20£2) MUH.

Mpun paboTe ¢ Kpnonpobupkamn, cogepxawmmm buomarepuansl, creayeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyartkm, BO n3bexaHue pucka MHOULMPOBaHNA NepcoHana buomaTepmanioM. He NCNob30BaTb NO OKOHYaHUK
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayeHWto. He ncnonb3oBaTb NPy 0OHapPYXeHUN MeXaHU4ecKnx
NoBpPEXOEHWIA.

5. CsepgeHusa 06 ytunmsaumun

N3penns, nmeBLUME KOHTaKTe KPOBbIO U/UNun ApYyrnMyu 6UOI0rMYeCcKUMN XUOKOCTAMU, Noanexart yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6s13aTefnibHbIM 06€e33apaxuBaHneM NyTem cTepuimsauum AobbiMu Ha
[aHHOM npeAnpusaTye YCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbHO MU/Mnun
ap. 6MOMOTNYECKUMU XNAKOCTSAMM) B TOM YNC/IE C UCTEKLUMM CPOKOM FOAHOCTU YTuUnmsmpyrotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [lapaHTum nsroToBuTeNs

M3rotoButens: «J/1BJ1 TekHonogxunc MmoX yHa Ko. KM», topngnyecknii agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTENbL rapaHTUPYeT COOTBETCTBUE M3aennsa TpeboBaHMSAM HOPMaTUBHOM
9001:2008 TI'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCO/ivf
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npwu cobnogeHnn

XPaHeHWs 1 NPUMEHEHMSA B TeYeHMe CpoKa roaHOCTY. fhaikd
lapaHTuiiHble 06s3aTeNbCTBa U3rOTOBUTENST U/UNK ero npeacrasutens B R acnpoyrp
MeaNLUMHCKOe n3fenuve B Crlydae HeHasiexallero XpaHeHusi, TpaHCMOpPTUPOBKY cnonis  |_Bu®;"e|*(;*nHckonp
U3genus. heodlr-.  >rm-StraBe 17
14564 “raii Germany
d 15613 20
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MacnopTt

Kprnonpo6upkn o6bemom 2,0 mn 6e3 2D WwTpux-koga, ¢ BHyTpeHHel ~e3b0pii,]1 LVI

Cepus 14P1055012 [aTa nsrotosneHuns

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl Ansa c6opa, 06paboTKmn, KOHCEpPBaLMN U XpaHeHUs Bnonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro aszota (LN2), gna yenein nonyyeHus
MHdopMaLn Npy NPoBeAeHUN MeLUNLMHCKUX NccnefoBaHnii in vitro B n1abopaTopmsax MeguLUMHCKUX YUpexaeHWi.
O6pasuamu ABASIOTCA: 6UONOrMUYECcKme XNAKOCTU (KPOBb, Nia3mMa KpoBUW, Cepma) YesioBeka 1 TKaHu
6uonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
MaTtepwnan nsrotosneHus nonunponuneH Purell HP371P
[abapuTHble pasmepbl (AnameTp X BbICOTA) 0 12,6 x 41,1 mm.
Pa6ounini 06EM 2,0 mn.
Hanunuve KpbILWwKn HeT
Tvn pe3bbbl Ha KpUonpobupke BHYTPEHHSASA
Pabounin TemnepaTypHbIA AgnanasoH OT1-196 °C po -86°C
Hanunuwe/Tun 2D wTpux-koga HeT
YCTONUMBOCTb K LLeHTPUPyrmpoBaHunto [0 30009 no npoAosibHOM ocn
[NMoka3zaTenb repMeTUYHOCTU 0o 95kMa
Macca ogHOW Kpruonpobupkm 15r.
YCTOMYMBOCTb K CTepumsayum napoBbIM MeTOAOM Npu Temnepatype (121+1)°C
Hanuuve rpagyvnpoku HeT

3. YnakoBKa, TpaHCMNoOpTUPOBKa U XpaHeHue

YnakoBka o6ecneymBaeT COXPaHHOCTb U3aenuii Npy TpaHCcnopTupoBke. Kpnonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusTua U3rotoBuTensa BAunanasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHoOCTH
[0 98% npu Temnepatype +25°C. MNMpenoxpaHaTb OT NPAMOro nonagaHns 0cagkos.

Kpronpobupkn XpaHAaT B repMeTUYHO 3aKpbITON yNakoBKe npeAnpusaTnsa N3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHnin TemnepaTypbl BO BpeMS XpaHeHUS. XpaHUTb B CyXOM NPOX/aiHOM MecTe B AMana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn o 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30NacHOCTU

Kprnonpo6umpkun ABNAOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro NCMNO/Ab30BaHUS.
Kprnonpo6umpkn nocTaBnsoTcs He CTepu/ibHbIMU. KpMonNpobmpky yCTonuMBbI K CTEpUIN3aumnmn napoBbiM MeETOA40M
npu Temnepatype (121+1)° C B TeveHue (20£2) MUH.

Mpun paboTe c Kpnonpobupkamu, cogepxall,umm buomaTtepuansl, creanyeT HafgeBaTb O4HOPa30Bble PE3NHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHUA nepcoHana buomarepnasiom. He ncnonb3oBaTb MO OKOHYaHUMN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHWo. He ncnosb3oBaTh NPy 0O6HapPYXEHUN MeXaHUYeCKnX
NoOBpPEXAEHWUIA.

5. CsegeHus 06 yTunmsaumun

M3penns, nmeBLUNE KOHTaKTe KPOBbIO U/UNW ApYrMMyu BUOMOTMYECKUMN XUOKOCTAMMU, NoAnexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTenibHbIM 06€e33apaxuBaHneM nyTemM CTepuansaymm nobbIM1 Ha
OaHHOM npeAnpuaTye YCTaHOBJ/IEHHbIMU MeTogaMun. Hencnosib3oBaHHble (He MMEBLLME KOHTaKTa C KpOBb U/Nn
ap. 6MoNorMYecKNMn XNAKOCTAMM) BTOM YMC/E C UCTEKLLIMM CPOKOM FrOAHOCTU yTuAmsmpytotca no CaHlvH
2.1.7.2790-10 knacc A.

6. [lapaHTuUM musrotoBuTENs

M3rotoButens: «J/1BJ1 TekHonopxuc MoX yHa Ko. KM», opnagndecknii agpec: Mepmanunsa, 74564, r.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3rotoBuTeNb rapaHTUPYeT COOTBETCTBUE MU3Aens TpeboBaHUAM HOpMaTUBHOM AokyMeHTauun (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT IfCO/MOK 1702S 2000, NOCT ISO 10,993-
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npw cobnoa<*

XpaHeHns U NPUMEHEHNS BTeYeHMe CpoKa rogHOCTU.

MapaHTUiiHble 0653aTe/IbCTBa M3roTOBUTENSA U/NIN ero npeactaBuTens
MeAUUMHCKOe u3fenve B crlydae HeHajsiexallero XxpaHeHus, TpaHcnoptil Hekoro
n3genus.
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Macnopt

Kpnonpobunpkn o6bemom 1,8 mi 6e3 2D wTpux-koga, CBHYTPEHHERPANBN i I VI

Cepuisi 14P1055002

[ata n3rotossieHUsA

Ha3zHauyeHue

Kpronpo6bupkn npegHasHaveHbl 18 c6opa, 06paboTku, KOHCepBaLUN 1 XpaHeHUs 6MON0rM4yecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnemM napoB Xnakoro asota (LN2), ansa yenen nony4veHus
MHdopMaLMKn Npu NpoBeLeHNN MeAULIMHCKUX UCCef0BaHnii in vitro B nabopartopuax MeguLUHCKNX YUpeXaeHWiA.
O6pasuamu ABASITCA: BMOMOrMYecKne XnUaKkocTn (KpoBb, NnsaasMa KpoBu, cnepma) yYesioBeka 1 TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
MaTtepwvan n3rotossieHUs

[abapuTHble pa3mepbl (AnameTp X BbICOTA)

Pabounini 06EM

Hannuuve KpbIWKn

Tun pe3bbbl Ha KpMonpoobupke
Pabounin TemnepaTypHbIl gMana3oH
Hanuumne/Tvn 2D wTpux-koga
YCTONYMBOCTb K LEHTPUYrMpoBaHuIo
Mokasarenb repMeTUYHOCTHU

Macca ogHONn Kpnonpoobupku
YCTONUMBOCTb K CTEpPUIN3ALNN

nonuvnponuneH Purell HP371P
0 12,6 x 40,6 mm.

1,8 mn.

HeT

BHYTpPEHHSA

Ot -196 °C po -86°C

HeT

n0 3000g no npogosibHOM ocn
o 95kMa

1,26 r.

napoBbIiM MeTOAOM npu TemnepaType (121+1)°C

Hanuuue rpagyvpoBkm HeT

3. YnakoBka, TpaHCNopTMPOBKA N XpaHeHune

YnakoBka obecnevynBaeT COXPaHHOCTb MU3A4eNNA Npu TpaHCNopTUPOBKe. Kpronpobumpky TpaHCHOPTUPYIOT B
TpaHCNOPTHOW ynakoBKe NpeAnpuaTUa U3rotoBuTens BamanasoHe Temnepatyp oT (- 50 go +50) °C n BlaxHOCTU
[0 98% npu Temnepartype +25°C. NpefoxpaHaTb OT NPAMOro nonagaHns ocaZikos.

Kprnonpo6umpkun XpaHAT B repMeTUYHO 3aKpbITOW yrnakoBKe NnpeanpuaTna U3rotoBuTesns, nsberas sHaumTe IbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1aAHOM MecTe BamnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHoctn o 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn SBASAKOTCA HETOKCMYHbBIM annporeHHbIM NPoAYKTOM, O4HOPa30BOro MCMNosib30BaHUS.
Kpronpo6upkn NocTaBnsoTCcs He CTepusibHbIMU. KpMonpobmupky yCTonuMBbl K CTEpUAN3aLmnmn napoBbIM MeTO40M
npu Temnepatype (121+1)° C BTeveHue (20+2) MUH.

Mpu paboTe c Kpnonpobupkamn, cogepxall,umm 6uomarepuanbl, ciegyeT HageBaTb O4HOPa30Bble Pe3NHOBbIE
nepyartkn, Bo n3bexaHue pucka MHOULMPOBaHNSA NepcoHasa buomartepmnanom. He ncnonb3oBarb MO OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HayeHUto. He NCnosib3oBaTb NPy O6HaPYXEHUU MexaHUYeCcKuUx
NOBpPEXOEHWNIA.

5. CsegeHus 06 yTunusaumm

N3penns, nmeBLUNE KOHTaKT C KPOBbIO U/MNK APpYTrMMUY 6GMONOrNYECKUMN XKULKOCTAMW, NOAEXaT yTunmsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaXxnBaHMemM NyTeM cTepumsauum ArobbiMu Ha
[aHHOM npeAnpusaTye YCTaHOB/IEHHbIMU MeToAaMKn. Hencnosib3oBaHHble (He MMEBLLME KOHTaKTa C KpOBbiO n/unun
ap. 6MOMOTNYECKMU XNAKOCTSAMM) B TOM YNC/IE C UCTEKLLMM CPOKOM FOAHOCTU yTuAn3snpyrotTcs no CaHlMlmnH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsrotoBuTeNsa

MarotoButens: «/1BJ1 TekHonomknc MueX yHa Ko. KM», topugnyeckuin agpec: NepmaHus, 74564, .
Kpaiinbcxaiim, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTENb rapaHTUpyeT COOTBETCTBME U34ennsa TpeboBaHAM HOPMaTUBHOW AOKyMeHTauum (ISO
9001:2008 TI'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FTOCT MCO/M3K 17025 3000, MOCT B0 10993=]
12-2015, NOCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npn cobnrgeHnn yen
XpaHeHns 1 NPUMeEHeHNs B TeYeHMe CpoKa ro4HOCTMU.

lapaHTUliHble 06s3aTeNibCTBa U3roToBUTENS U/ ero npeactasutens B PP
MeAVLUHCKOe U3aesine B Cilyvae HeHaznexall,ero XxpaHeHusi, TpaHCNopPTUPOBKN
n3genus.
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MacnopTt

Kpuonpobupkn o6bemom 5,0 mn 6e3 2D wTpux-koga, ¢ BHyTpeHHen L LV(L

Cepusa 14P10200023 [aTta n3rotossieHUA

1. Ha3HaueHue
Kpronpo6bupku npegHasHaveHbl 418 c6opa, 06paboTku, KOHCepBauumn 1 XxpaHeHns 61uonorndyecknx o6pasyos
npu Temnepatype MuHyc (196-86)°C c ncnosb3oBaHMEM NApoB Xuakoro asota (LN2), ons uenen nonyyvyeHus
MHdopMaumn nNpu NpoBeAeHUN MeANLMHCKUX NccnefoBaHnii in vitro B nabopaTtopmnsax MeAnLMHCKUX YUPEeXOeHUA.
O6pasuamu ABNATCH; BMOMIOTNYECKNE XMUAKOCTU (KPOBb, Ms1asMa KpoBu, crepma) HYesioBeka v TKaHu
6uonornyeckue (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKME XapaKTePUCTUKN
MaTepuan n3rotossieHUs nonnnponuneH Purell HP371P
[abapuTHble pasmepbl (AnameTp X BbICOTA) 0 12,6 x 82,1 mm.
Pa6ounii 06BLEM 5,0 mn.
Hanunuve KpblIwKM HeT
Tvn pe3bbbl Ha Kpuonpobupke BHYTPEHHSAS
Pabouunii TemnepaTypHbIi AgnanasoH OT1-196 °C po -86°C
Hannuune/Tun 2D wTpux-koga HeT
YCTONUMBOCTb K LLeHTPUPyrmpoBaHuto [0 3000g no NpoAosibHOM ocu
[Moka3zaTenb repMeTUYHOCTU n0 95kMa
Macca ogHOIn Kpnonpoobupku 35T
YCTOMYMBOCTb K CTepumsauum napoBbIM MeTOAOM MNpu TemnepaType (121+1)°C
Hanunuve rpagyvmpoBku HeT

3.  YnakoBKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBka obecne4ynBaeT COXPaHHOCTb MU3A4e/Nn Npyu TpaHcnopTMpoBke. Kpronpo6upku TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NPeanpusaTUS N3roToBUTeNA B Anana3oHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHATb OT NPSAMOro nonagaHusi 0cajKoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON YNakoBKe NpeanpusaTnsa N3rotoButens, nsberas saHaunmTeNbHbIX
KonebaHwii TemnepaTypbl BO BPEMSA XpaHeHUA. XpaHUTb B CyXOM NPOX/afHOM MecTe BAuana3oHe TemnepaTyp (+5
- +40)°C n BnaxHocTn ao 80% npu Temneparype +25°C.

4. TpeboBaHUs 6e30NacHOCTU

Kpronpo6umpkun SBASKOTCA HETOKCUYHBLIM anmMporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNo/b30BaHUS.
Kpronpo6upkn NocTtaBnsoTCsA He CTeEpPU/IbHbIMU. KpMonpobupku yCToMumBbl K CTEPUIM3aummn napoBbiM METOA0M
npu Temnepatype (121+1)° C BTeyeHue (20+£2) MuH.

Mpun paboTe c KpMonpobupkamn, cogepxall,umm bnomarepuasl, crefQyeT HafeBaTb O4HOPa30Bble Pe3nHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHMSA nepcoHana buomaTepmasioM. He UCNOMb30BaTb NO OKOHYaHUMU
Ccpoka rogHocTu. He ncnonb3oBaTb He NO Ha3HayeHWto. He MCNonb3oBaTh NPU 0GHAPYXEHUN MeXaHUYeCKUX
NOBPEXAEHWIA.

5. CsefeHusa 06 ytuansaumnm

N3penns, nmeBLIMEe KOHTaKT C KPOBbIO U/UAK APYTMMU BUONOTMYECKUMU XNAKOCTAMN, NOAJIeXaT yTunmsaunm
no CaHlMnH 2.1.7.2790-10 knacc bc ob65a3aTtenbHbIM 06e33apaXMBaHUEM NyTeM cTepuansaummn tobbiIMU Ha
[aHHOM npeanpusaTve YCTaHOBNEHHbIMU MeTogaMn. Hencnosib3oBaHHble (He UMEBLLNE KOHTaKTa C KPOBbO U/Nn
ap. 6MONOrNYECKNUMU XNAKOCTAMU) BTOM YMC/IE C UCTEKLIUM CPOKOM FOAHOCTU yTUnmampytotca no CaHlNuH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsroToBuTeNs

MarotoBuTens: «J1BJ1 TekHonogxumc MoX yHa Ko. KM», topugnyecknii agpec: Nepmanus, 74564, T.

Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, a. 17

M3rotoBuTENb rapaHTUPYyeT COOTBETCTBUE MU3aenns TpeboBaHUSAM HOpMaTUBlHON AOKYMN T (\5B------mm--mm-
9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT LCO/1Y)3 |0990 (150« C113-
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobnogeHuu jq cfi*TH|doB)fH, |_|_|
XPaHeHUsA 1 NPUMEHEHUA B TeYEeHUE CPoKa rogHoCTu. ;|5 =

MapaHTuiiHble 06513aTeNbCTBa U3roTOBUTENS U/MNK ero npeacTaBuTens B P<I7I|7|I/I|E1aB:£LIJCT1f,\t,\&fW dfogies.
MeAuLMHCKOe n3fenue B CrlyHae HeHa/iexall,ero XpaHeHus, TPaHCnopTUpPoOBKy U HVS1 MeQMLIMHCKOro
nsgenvs. j Co. KG

- rr- 1)
|1ate

Telefon: +49 7951 9561
Telefax; +49 7951 95613 33
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MacnopTt

Kprionpo6bupkn o6bemom 4 Mn ¢ 2D LITPUX-KOAAaMU C rpadyvpoBKoii ¢ BHe(LW™ | )e*b

Cepus 14C1055604

[ata n3rotossieHUs

1. Ha3zHauyeHue

1 MiJ11

Kpronpo6upkn npegHasHaveHbl ans c6opa, 06paboTku, KOHCepBaLUN U XpaHeHUs1 61MOIorMyecknx o6pasLoB
npu TemnepaTtype MuHyc (196-86)°C c ncnosb3oBaHMEM NapoB Xugkoro aszota (LN2), gns ueneii nonyyeHus
WHopMaL MM MpU NPOBEAEHUN MeANLVNHCKUX UCCeAO0BaHWI in vitro B nabopaTopusix MeguLMHCKUX YUpeXaeHUNA.
O6pasuamn SBASKOTCA: BMONOTNYECKME XUAKOCTU (KPOBb, M/1a3mMa KpoBU, Crepma) YesloBeka U TKaHU
6unonornyeckne (KOCTHas TKaHb, 00pa3Lbl KOXHbIX NOKPOBOB)

2. OCHOBHble TEXHNYECKNEe XapaKTepUCcTuKn
MaTtepwuan nsrotosneHus nonunponuneH Pureil HP371P
[abapnTHble pa3mepbl (AnameTp X BbICOTA) 0126 x 77,0 mm.

Pabounin 06bLEM

Hanunune KpbIwKkn

Tun pe3bbbl HA KPUONPOOGUpPKe
Pabounin TemnepaTypHbIi gnanasoH
Hanunumne/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpUPyrmpoBaHunto
MokasaTenb repmMeTnYHOCTHU

Macca ogHOIn Kpnonpoo6UpPKU/KpbILLKN

YCTOUMBOCTb K CTEepUnsaumm
Hanuuue rpagyvpoBkm

3.

40 mMn.

Aa, CynjiotTHUTenemMm m3 CWU/IMKOHOBOW Pe3nHbI

BHELUHSAS
OT1-196 °C pgo -86°C
na, DataMatrix

00 3000g no npoaonLHOM ocn

no 95kMa
2,8/0,8 .

napoBbIM MeTOA40M Npu TemnepaType (121+1)°C

na

YnakoBKa, TPaHCMopPTUPOBKAa W XpaHeHue

YnakoBka o6ecrneumBaeT COXPaHHOCTb U34ennii Npu TpaHCNopTUPOBKe. Kpnonpooburpky TpaHCNOPTUPYIOT B
TPaHCNOPTHOW ynakoBke NpeanpusaTusa N3rotToBuUTeNs B Anana3oHe TemnepaTyp ot (- 50 go +50) °C n BAaxHOCTU
[0 98% npu Temnepartype +25°C. MNpefoxpaHATb OT NPSAMOro nonagaHns ocagkos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON YNakoBKe NpeanpusaTusa N3rotoButens, nsderas sHaunTesibHbIX
KonebaHnin TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxkHocTu 8o 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupku sIBAAKOTCS HETOKCUYHbLIM annuporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMO/b30BaHKS.
Kpronpo6bupku nocTaBnsioTcs He cTepusibHbIMU. KpMonpobupku ycToMumBbl K CTEpUIN3aLMi NapoBbIM MeTOA0M
npu Temnepatype (121+1)° C B TeveHue (20£2) MuH.

Mpn paboTe c KpMonpob6UpKamu, coaepxall,uMmm 6uomaTeprasibl, cnefyeT HafeBaTb OAHOPa30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHne pucka MHMLMPOBaHUS NepcoHana 6uomartepuanom. He ncnonb3oBatb N0 OKOHYaHUN
CpoKa rogHocTu. He ucnonb3oBaTb He MO Ha3Ha4YeHUO. He MCNo/b30BaTh NPY OGHAPYXEHUN MeXaHUUYECKNX

NMOBPEXAEHWIA.

5. CsefieHus 06 yTunmnsauun

M3penvsa, nmeBLUNE KOHTaKTe KPOBbIO U/WUNW APYrMMU BUONIOTMYECKUMN XUOKOCTAMMU, NoANexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o643atesnibHbIM 06€e33apaxuBaHneM NyTem cTepuamnsaymm AbbiMu Ha
[aHHOM NpeanpuaTye YCTaHOB/IEHHbIMU MeToAamMn. Hencnonb3oBaHHbIe (He MMeBLUNE KOHTaKTa C KPOBbHO WU/Unuv
Ap. 6MONOrNYECKMMUN XNAKOCTAMU) BTOM YMC/IE C UCTEKWUM CPOKOM FOAHOCTW YTUnNuaupytoTcea no CaHlMlmH

2.1.7.2790-10 knacc A.

6. [lapaHTUM usrotoBuUTENs

MarotoButens: «J/1BJ1 TekHonogxumc MveX yHa Ko. KM», opnanyecknii agpec: F'epmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBUE U3aenns TpeboBaHNAM HOPMAaTUBHOW AOKYMEH
9001:2008 I'OCT MCO/M3K 15426-1-2003,1SO/IEC 15426-2:2015, TOCT NCO/M3K 17025-"(
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npw cobnogeHnn yENoBwUii T|UHC
XpaHeHns 1 NPUMEHEHUsI B TeYEHMEe CPOKa ro4HOCTMW.

lapaHTWiiHble 0653aTeNIbCTBa U3roTOBUTENSA /MK ero npeacTtaBuTens B PO i1
MeAVLMHCKOEe U3fenve B Crlyvae HeHaZnexall,ero XxpaHeHusi, TpaHCNopTUPOBK

n3gennsa.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

lelefax:

i (1SO
CT ISO 10993-

T

~chno/ogies |

H& Co. KG [

ﬂﬂz?iﬁ%ly

\7951 g5 3 20

+49 ~51

b13 33 Il



MacnopTt
Kpronpo6upkn o6bemom 4,0 Mn 6e3 2D LITPUX-KoAa, ¢ BHYTPEHHER ~3b$pii, 1o

Cepusa 14P1055022 [aTta nsrotossieHNA

1. Ha3HaueHue
Kpronpo6upku npegHasHaveHbl 18 c6opa, 06paboTKn, KOHCepBaLUMn U XpaHeHUss buonornyeckmx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro aszota (LN2), gnia yenen nonyyeHns
MHdopMaLMn Npu NpoBeAeHUn MeANLMHCKUX nccnefoBaHuii in vitro B n1abopatopusx MeguLUHCKNX yUpexaeHui.
O6pasuamu ABNATCA: 6UONOrnyeckne Xnakoctn (KpoBb, naasma KpoBu, crepma) YesioBeka 1 TKaHu
6uonornyeckre (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTepUCTUKN
MaTepvan n3rotossieHUs nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AnameTp X BbICOTA) 0 12,6 x 68,6 MMm.
Pa6ounin 06bLEM 4,0 mn.
Hanuuve KpblIWwKn HeT
Tun pe3bbbl Ha KPpUONpPoo6upke BHYTPEHHSASA
Pabounin TemnepaTypHbIi gManasoH OT1-196 °C po -86°C
Hannuune/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEHTPUGYrMpoBaHuio 00 3000g no nNpoaosibHOM ocK
[Noka3aTenb repMeTUYHOCTU 00 95kMa
Macca ogHoIn Kpruonpobupkm 28T
YCTOMUMBOCTb K CTepuimsauum napoBbIM MeTOA4OM Npu Temnepartype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. ¥YnakoBka, TpaHCNOpTMPOBKA N XpaHeHue

YnakoBka o6ecneymBaeT COXPaHHOCTb U34eNuii Npy TpaHCnopTUPoBKe. Kpnonpobunpky TpaHCHOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NPeanpusaTusa N3rotoBuTens B Anana3oHe Temnepatyp ot (- 50 go +50) °C n BNaxHOCTH
[0 98% npu Temnepartype +25°C. MNpefoxpaHATb OT NPSIMOro nonagaHusi 0cagkos.

Kpronpo6upkn XpaHAaT B repMeTUYHO 3aKpbITOM yNakoBke NpeanpusaTyUs U3roToBUTeNs, nlberas sHaunTesibHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4., TpeboBaHusa 6e30nacHOCTU

Kprnonpo6umpkun SBNSAOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro MCMNoSib30BaHUS.
Kpronpo6upkn noctaBnsaoTCA He CTepusibHbIMU. Kpuonpobumpku yCTOMUMBbLI K CTEPUIN3aLNN NapoBbIM METOL40M
npu Temneparype (121+1)° C B TeueHne (20£2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxawmmm bnomatepuasnsl, creayeT HaeBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHue pucka MHOULMPOBaHMSA NepcoHana buomaTepuasioMm. He NCnosib3oBaTb N0 OKOHYaHUK
cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHUo. He ncnonb3oBaTb NpU 0OHapY>XeHUN MeXaHU4eCcKux
NOBPEXAEHWIA.

5. CsegeHus 06 ytunmsaumun

N3penvs, nmeBLUNEe KOHTaKTe KPOBbIO U/WUNW APYTMMU BUOMOTMYECKUMU XUAKOCTAMU, nogaexar yTuamsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o65a3atenbHbIM 06e33apaxuBaHneM nyTemM cTepuimnsaymm nobbiMy Ha
[aHHOM npeanpuaTUe YCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KpOBbHO U/1an
ap. 6MONOrNYECKMMUN XNAKOCTAMU) BTOM YMC/IE C UCTEKLWIMM CPOKOM FOAHOCTW YyTunuaupytotca no CaHlMlmH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuUTENA

M3rotoButens: «J/1BJ1 TekHonogxuc Mu6X yHa Ko. KM», topygnyecknin agpec: Nepmanus, /4764, T.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, g. 17

M3rotoBuTeNb rapaHTMpPyeT COOTBETCTBUE U3ae/ns TpeboBaHMAM HOpMaTK
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M
12-2015, I'OCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npwn cobniogeHnn *

XpaHeHUs U NPUMEHEHUS B Te4eHne CpoKa rogHOCTW.

MapaHTuiiHble 065A3aTeNIbCTBa U3roToBUTENSA N/WMAK ero npeacTaBuTens B PO i
MeAVLWHCKOe n3aenine B Crlyvae HeHaaexallero XpaHeHus, TPaHCMOPTUPOBKA 1
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpronpo6upkn o6bemom 5 ma ¢ 2D WTpux-kogamu € rpagympoBKO ¢ BHyTpL, kMIL\N

Cepus 14C1020502 [aTta nsrotoBneHus

1. Ha3HaueHue
Kpronpo6upku npegHasHaveHbl 418 c6opa, 06paboTKnM, KOHCEpBaLMN U XpaHeHNs BUonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeM NapoB Xugkoro aszota (LN2), ons yeneit nonyyeHus
MHdopMaLmn Npu NpoBeAeHUn MeANLMHCKUX NccnefoBaHnii in vitro B nabopaTopusax MeguLUHCKUX YUpeXaeHni.
O6pasuamun ABNAIOTCA: BMOMIOTNUYECKNE XUAKOCTU (KPOBb, Nj1adMa KpoBMW, Crepma) YesioBeka M TKaHu
6unonornyeckue (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX NMOKPOBOB)

MaTtepwnan nsrotosneHus nonunponuneH Purell HP371P

[abapuTHble pa3mepbl (AnameTp X BbICOTA) 0 12,6 x 91,0 mm.

Pabounii 06BEM 50 mn.

Hanunuune KpbILWKn [a, CynnoTHUTENEM U3 CUITIMKOHOBOW Pe3UHbI
Tvn pe3bbbl Ha KpUonpobupke BHYTPEHHSSA

Pabounin TemnepaTypHbIi AgnanasoH OT1-196 °C po -86°C

Hanunuwve/Tun 2D wTpux-koga pa, DataMatrix

YCTONUMBOCTb K LLeHTPUPyrmpoBaHuto [0 3000g no nNpoAosibHON ocn

MokazaTesib repMeTUYHOCTU 0o 95kMa

Macca ofHO KpMonpo6upKU/KpbILWKN 3,5/0,8 1.

YCTOMUMBOCTb K CTepunusaumnmn napoBbIM MeTOAOM Npu Temnepatype (121+1)°C
Hanunuve rpagympoBku g

3.  YnakoBKa, TPAHCNOPTUPOBKA N XpaHeHue

YnakoBka obecneynmBaeT COXpPaHHOCTb MU3A4e/niA Npyu TpaHCNopTMpoBKe. Kpnonpobupkn TpaHCNOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NPeanpuAaTUS N3roToBUTENA B Anana3oHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHATb OT NPSMOro nonagaHusi 0cagKoB.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe Npeanpusatus N3rotoButens, nsberas 3HaunTelbHbIX
KonebaHuin TeMnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1aiHOM MecTe B AuanasoHe Temnepatyp (+5
- +40)°C n BnaxxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30nacHOCTU

Kpronpo6upkn SABNAKOTCA HETOKCMYHbBIM annporeHHbIM NPoAYKTOM, O4HOPa30BOro MCMNOJ/Ib30BaHUs.
Kprnonpo6umpkn NoCTaBNsAoTCA He CTepUsibHbIMU. KpMonpobupky yCToNuMBbI K CTEpUIN3aummn napoBbIM MeTO40M
npu Temnepatype (121+1)° C BTeuyeHue (20£2) MuH.

Mpun paboTe c Kpnonpobupkamn, cogepxawmmm buomartepuansl, cnegyet HaeBaTb 0O4HOPa30Bble Pe3VHOBbIE
nepyartku, BO nsbexaHue pucka MHOULMPOBaHNA NepcoHana buomaTepmasioM. He NCNo/b30BaTb NO OKOHYaHUU
CpokKa rogHocTu. He MCNonb30BaTb He MO Ha3HaYeHU. He ncnonb3oBaTb NPU O6HAPYXEHUN MeXaHUYeCKnX
NOBPEXAEHWIA.

5. CBegeHnsa 06 yTunmnsauunm

N3penvsa, nmeBLlUMEe KOHTaKTe KPOBbIO U/UNW APYTMMU BUOMOTMYECKUMU XUAKOCTAMMU, NoAnexar yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6s3aTesibHbIM 06€e33apaxuBaHMeM NyTem cTepuamnsaymm AbbiMu Ha
[aHHOM npeAnpuaTye YCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KpOBbHO MU/Mnun
ap. 6MoNOrMYecKNMN XNAKOCTAMM) B TOM YMC/IE C UCTEKLLMM CPOKOM FOAHOCTU yTunmsmpyrotcsa no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTuUM usrotoBuTeNs

M3rotoButens: «J1BJ1 TekHonomkmc M6 XyHa Ko. KM», opuanyeckunii agpec: Fepmanus, 74564, r.
Kpalinbexarim, Teogop-LUTtopm-LUTpace, 4. 17

M3rotoBuTeNb rapaHTMpyeT COOTBETCTBUE U3aenms TpeboBaHUSAM HOpMaTUBHOM aokyMeHTauun (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UCO/M3k 170,

12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobntogeHumn yo|o
XpaHeHns N NPUMEHEHUS B TeYeHMe CPoKa ro4HOCTMU.

MapaHTUiiHble 06s3aTeNbCcTBa U3roToBUTENS U/Mn ero npegcrasutens B P HA
MeAVLWHCKOe n3fenve B Crlydae HeHaaexallero XxpaHeHus, TPaHCNOPTUPOBKA Y
n3aenvsi. (Qo_KG

rm-StraBe 17

eim* German”
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MacnopTt

Kprionpobupku o6bemom 4 mn ¢ 2D LWTprX-Kogami ¢ rpaaympoBkoii ¢ BHyrppNK A ephj

Cepusa 14C1055601 [aTta nsrorosneHns

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl o c6opa, 06paboTKn, KOHCEpBaLMN U XpaHeHUss Buonornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asota (LN2), gns ueneii nonyyeHns
MHdopMaumMn Npu NpoBeAeHUM MeANLMHCKUX NccnefoBaHuii in vitro B nabopaTopmsax MeguuUMHCKUX YUpexaeHnii.
O6pasuammn ABNAITCA: BMOMOTNYECKNE XUAKOCTU (KPOBb, NsladMa KpoBUW, Crnepma) YesioBeka 1 TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTepuan nsrotossieHus nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (4UuameTp X BbICOTA) 0 12,6 x 77,0 mm.
Pabounii 06bEM 4,0 mn.
Hanuuuve KpbILWKn [a, CyYNAOTHUTENIEM U3 CUIMKOHOBOM Pe3UHbI
Tvn pe3bb6bl Ha Kpnonpoobupke BHYTPEHHSA
Pabouunii TemnepaTypHbIi AgnanasoH OT1-196 °C po -86°C
Hannuwve/Tun 2D wtpux-Koga na, DataMatrix
YCTONYMBOCTb K LEeHTPUQYrMpoBaHuto [0 30009 no NpoAosibHOM ocu
MokasaTesib repMeTUYHOCTU 0o 95kMa
Macca ogHON KpMonpoOupPKN/KPbILLKN 2,8/0,7r.
YCTOMUMBOCTb K CTepuM3auum napoBbIM MeTOA4OM Npu Temneparype (121+1)°C

3. YnakoBka, TpaHCMNopTMpPOBKa N XpaHeHne

YnakoBka o6ecneymBaeT COXPaHHOCTb U3aenuii Npy TpaHcnopTupoBke. KpMonpobupkn TpaHCNOpPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusTusa U3rotoBuTens BAunanasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxkHoCTn
[0 98% npu Temnepatype +25°C. MNMpefoxpaHATb OT NPAMOro nonagaHns 0cagkoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON YNakoBKe npeAnpusaTnsa N3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUS. XpaHUTb B CyXOM NPOX/1iafiHOM MecTe B AMana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30NacHOCTU

Kpronpo6umpku ABNSAKOTCA HETOKCUYHBbIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro NCMNO/b30BaHUS.
Kpronpo6upkn noctaBnsaoTCA He cTepu/ibHbIMU. Kpnonpobupku yCToMumBbl K CTepUM3anmm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20£2) MUH.

Mpn paboTe c KpUonNnpobupkamu, cogepxall,umm brnomaTepuanbl, creayeT HafgeBaTb O4HOPa30Bble PE3VNHOBbIE
nep4yaTtku, BO nusbexaHne pucka MHPUUMPOBaHUS nepcoHana buomarepnasiom. He ncnonb3oBaTb MO OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBaTb He NO Ha3HavYeHWHo. He ncnonb3oBaTb NpU 0GHapPYXEeHUN MeXaHU4eCcKnx
NOBPEXAEHWIA.

5. CsepfeHusa 06 ytunmsaumun

N3penns, nmeslUne KOHTaKTe KPOBbIO WU/UNW APYrMMyU 6UOMIOTMYECKUMN XUOKOCTAMMU, NoAnexarT yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaxuBaHneM nyTemM CTepuansaymm nobbIMK Ha
[aHHOM npeanpuaTye YCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPpOBbHO U/unun
ap. 6MONOrNYECKUMU XNAKOCTAMU) B TOM YMC/IE C UCTEKLWIUM CPOKOM FOAHOCTU YTunuaupytoTtca no CaHlNuH
2.1.7.2790-10 knacc A

6. [apaHTWUM nU3roToBUTENSA

M3rotoButens: «J1BJ1 TekHonopxumnc MmoX yHa Ko. KM», opnanyecknii agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3rotoBuTENb rapaHTUPYyeT COOTBETCTBUE M3aens TpeboBaHUSAM HOPMAaTUBHOW AoKyMeHTauun (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/1IEC 15426-2:2015, FOCT Hrn/Mj=w i7mr; TANO rAOTT iSn wy43-
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npw cobnoaeHnn yj:

XpaHeHUs 1 NPUMEHEHNS BTeYeHMe CpoKa rogHOCTMU.

apaHTUiiHble 065A3aTeNbCTBa U3roTOBUTENA /MK ero npeacraButens B PO
MeAVLWHCKOe MU3aesine B Cryvae HeHaZnexallero XpaHeHus, TpaHCNopTUPOBKiA
nagenus.
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MacnopT
Kpronpobupku o6bemom 5 mi ¢ 2D LWTprx-Kogamu ¢ rpaflyvpoBKOi ¢ BHeL e pb

Cepusa 14C1055600 [aTta nsrorosneHns

1. Ha3HaueHue
Kpronpo6upkn npegHasHaveHbl A8 c6opa, 06paboTKn, KOHCEpBaUMn U XpaHeHns 6Monormyecknx o6pasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosb3oBaHMEM NapoB Xuakoro aszota (LN2), ons ueneiir nonyyeHus
MHdopMaLmn Npy NpoBeAeHUN MegNUVMHCKUX UCcnefoBaHui in vitro B nabopatopmsax MeguLUHCKNX yUpexaeHni.
O6pasuamn ABASIOTCA; Guonornyeckme XnNAKocTn (KpoBb, NsasmMa KpoBK, crnepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKME XapaKTepUCTUNKN
MaTepuan n3rotossieHUs nonunponuneH Purell HP371P
[abapuTHble pasmepbl (AMamMeTp X BbICOTA) 0 12,6 x 91,0 mm.
Pa6ounin 06EM 5,0 mn.
Hanunuue KpbILWKn [a, CynioTHUTesIeM N3 CUIIMKOHOBO pPe3vHbl
Tvn pe3bbbl Ha Kpuonpobupke BHELUHSAA
Pabounin TemnepaTypHbIA AnanasoH OT1-196 °C po -86°C
Hanunuwve/Tun 2D wTpux-koga pa, DataMatrix
YCTOMYMBOCTb K LLEEHTPUGYrMpoBaHuio [0 3000g nNo npoAosibHOM ocn
MokasaTesib repMeTUYHOCTU no 95kMa
Macca ofHOI Kprnonpo6upKU/KpbILWKN 3,5/0,8 .
YCTONMYMBOCTb K CTepuM3auum napoBbIM MeTOAOM Mpu Temnepatype (121+1)°C
Hanuuve rpagympoBku na

3.  YnakoBkKa, TPaHCNOPTUPOBKA N XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb U34eNuii Npyu TpaHcnopTMpoBke. Kpnonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTus U3rotoButens BAunanasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHoCTH
[0 98% npu Temnepatype +25°C. MNpefoxpaHATb OT NPSMOro nonagaHusi 0cagKoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON YNakoBKe NpeanpusaTusa N3rotoButens, nsberas s3HaunTeNbHbIX
KkonebaHnin TemnepaTypbl BO BPEMSA XpaHeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn o 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kprnonpo6umpku SBNSAKOTCS HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro NCMNO/b30BaHUs.
Kpronpo6upkn NOCTaBNAKOTCA HE CTepU/ibHbIMU. KpMonpobupkn yCTOMUMBbI K CTEPUIM3aL i NapoBbiM METOAO0M
npu Temnepatype (121+1)° C B TeveHue (20+2) MuH.

Mpun paboTe c Kpnonpobupkamn, cogepxaroummn éuomartepuasnbl, cnefyeT HageBaTb O4HOPa30Bble Pe3VHOBbIE
nepyaTtkn, BO n3bexaHue pucka MHOULMPOBaHNA NepcoHana buomaTepuasioMm. He NCnosib3oBaTb MO OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHUo. He ncnonb3oBaTb NpU 0GHapPYXEeHUN MeXaHU4eCcKux
MOBPEXAEHWA.

5. CsegeHus 06 yTunusaumm

M3penvs, nmeBlUne KOHTaKTe KPOBbIO U/WUNW APYrMMU BUONOTMYECKUMN XUOKOCTAMN, NOAJSEXAT yTunnsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s13aTeibHbIM 06e33apaxuBaHneM nyTemM cTepuansauymmn noobsIMN Ha
[aHHOM npeanpusaTve yCTaHOBNEHHbIMU MeTogaMn. Hencnosib3oBaHHble (He MMEBLLUME KOHTakKTa C KpOBb U/Nn
ap. 6MoNOrMYecKNMN XNAKOCTAMM) B TOM YNC/IE C UCTEKLLMM CPOKOM FrOAHOCTU yTuAn3snpyrotTcs no CaHlMvH
2.1.7.2790-10 knacc A.

6. [lapaHTuUM mMsrotoBuTeNsA

M3rotoButens; «J/1BJ1 TekHonogxuc MoX yHa Ko. KM», topugnyecknini agpec; Nepmanus, 74564, .
Kpaiinbexaiim, Teogop-LUTopm-LWTpace, g. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBUE U3aenvs TpeboBaHUAM HOpMaTUBHOM AokyMeHTauun (1ISO
9001;2008 IOCT MCO/M3K 15426-1-2003,1SO/IEC 15426-2;2015, FOCT NCO/M3K 17025-2009, 'OCT ISO :
12-2015, FOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu cobmtoaeH,n++y«tciumid Tpflrggrnps
XpaHeHns 1 NPUMEHEHNS B TeYeHMe CPpoKa rogHOCTMU.

MapaHTUliHble 0653aTe/IbCTBa U3roToBUTENS U/MMN ero npeacrasuTens B
MeAVLWHCKOE U3aenne B Crlyvae HeHaa/iexallero XpaHeHus, TpaHCnopTMpoB
n3genus.

).KG
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MacnopTt

Kprionpobupku o6bemom 2 mn ¢ 2D LUTPMX-KoAamu C rpaaympoBKoii ¢ BHeW M

Cepus 1C1055603 [aTa n3rotoBneHuns 2/7.75|d777Dtog7B5™

1. Ha3HaueHue
Kpronpo6bupkun npegHasHaveHbl onsa c6opa, 06paboTkn, KOHCEpBaUMN U XpaHeHUs Buonornyecknx obpasuos
npu TemnepaTtype MUHYycC (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asota (LN2), ona ueneii nonyyeHns
MHdopMaLMn Npu NpoBeneHUN MeANLMHCKUX NccneaoBaHnii in vitro B nabopaTtopmsax MeguuMHCKUX YUpexaeHnin.
O6pa3suamn ABASIOTCA: Guonornyeckme XnNaKocTn (KpoBb, Nnsasma KpoBu, crepma) YenoBeka U TKaHu
6uonornyeckre (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTtepwvan usrotosneHms nonunponuneH Purell HP371P
[abapnTHble pa3mepbl (ANaMeTp X BbICOTA) 0 12,6 x 48,3 mm.
Pabounii 06bEM 2,0 mn.
Hanuuve KpbIwkn [a, CynnoTHUTENEM U3 CUIIMKOHOBOW PE3UHbI
Tvn pe3bb6bl Ha Kpnonpoobupke BHeELUHSAA
Pabounin TemnepaTypHbIi gManasoH OT1-196 °C po -86°C
Hanuune/Tun 2D wTpux-koga na, DataMatrix
YCTOAUMBOCTb K LLEEHTPUGYrMpoBaHuio 00 3000g no npoAosibHOM ocu
[Noka3aTenb repMeTUYHOCTU 0o 95kMa
Macca ogHOIn KpUonpoo6umpPKU/KpbILWKN 1,7/0,8 r.
YCTONUMBOCTb K CTEpUIn3aumnmn napoBbIM MeTOA4O0M Npu Temnepatype (121+1)°C
Hanuuve rpagympoBku na

3. YnakoBka, TpaHCNOpTMPOBKa N XpaHeHune

YnakoBka o6ecneuymBaeT COXPaHHOCTb U34eNuii Npy TpaHCNopTUPOBKe. Kpnonpoburpky TpaHCHOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTus M3rotoButens BAunanasoHe TemnepaTyp oT (- 50 go +50) °C n BAaXHOCTU
[0 98% npu Temnepatype +25°C. MNMpenoxpaHAaTb OT NPAMOro rnonagaHnsa ocaZikos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM yNakoBKe NpeanpusaTUs U3roToBUTeNs, nsberas 3HaunTesibHbIX
KkonebaHuin TeMnepaTypbl BO BPEMS XPaHEeHUs. XpaHnTb B CyXOM MNPOX/afHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30nNacHOCTU

Kpronpo6bupkun SABNSAKOTCA HETOKCUYHBIM annuporeHHbIM NPoAYKTOM, O4HOPa30BOro UCMNosib30BaHUS.
Kpronpo6upkn noctaBnstoTCA He CTepu/ibHbIMU. KprMonpobupku ycToiumebl K CTepuansaunm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C BTeueHne (20£2) MUH.

Mpun paboTe c KpMonpobupkamm, cogepxawmumm buomatepuansl, cregyeT HaaeBaTb O4HOPA30Bble Pe3VHOBbIE
nepyartkn, BO n3bexaHue pucka MHOULMPOBaHNA NepcoHana buomaTepmasioM. He NCnosb30BaTb NO OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBaTtb He N0 HazHayeHWto. He nCnonb3oBaTb NpU 06HapPY>XXeHNUN MeXaHUYeCcKnx
NOBpPEXAEHWNIA.

5. CsegeHusa 06 ytunusaymn

N3penns, nmeBlune KOHTaKTe KPOBbIO U/MNU ApYyrnMn 6MOA0rMYeCcKUMN XULAKOCTAMMU, Noanexart yTmnnsaummn
no CaHlNuH 2.1.7.2790-10 knacc bc ob653aTtenbHbIM 06e33apaXMBaHUeEM nyTemM cTepunnsaumm obbiIMN Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMW MeTogamMn. Hencnonb3oBaHHbIe (He MMEeBLUME KOHTaKTa C KPOBbHO 1U/Mnuv
ap. 6MONOrNYECKUMUN XNAKOCTAMU) BTOM YMC/E C UCTEKLWIUM CPOKOM FOAHOCTW yTunuaupytotes no CaHlMlmH
2.1.7.2790-10 knacc A.

6. [apaHTUM mM3roToBuUTENSA

MarotoButens: «J/1BJ1 TekHonogxuc M6X yHa Ko. KM», topugndecknii agpec: Nepmanusi, 74564, .
Kpaiinbexaiim, Teogop-LUTopm-LUTpace, g. 17

M3rotoBuTENb rapaHTUPYyeT COOTBETCTBUE MU3aeNns TpeboBaHNUSAM HOpMaTMBHOM AokymMeHTauum (ISO
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3K 17025-2009, NOCT ISO 10993-
12-2015, I'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cob604eHUN YCITOBURAPaAHCNOPTUPOBKN,
XpaHeHUs 1 NPUMeEHEHNs BTeYeHMe CpoKa rofHOCTU.

lapaHTUiiHble 0653aTeNIbCTBa U3roToBUTENSA /UK ero npeacrasuTens B pd H

MeAVLNHCKOe U3fenive B Crlyvae HeHaaexallero XpaHeHusi, TPaHCNOPTUPOBKN| b N a mEelUlLn kor(b
usgenvs. | i A
. technologies]
H&Co. KG
St’V‘j_f_IV-Stra(Se 17)
heiiTi 1 Germar
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MacnopTt

Kprionpobupku oobemom 1,0 M 6e3 2D WTprx-Koaa, € BHYTpeHHel g Ia\/ I

Cepusa 2A01832 [aTa nsrotosneHns 2Qt*hnologies

1. Ha3HaueHue
Kpronpo6bupku npegHasHaveHbl 18 c6opa, 06paboTKmM, KOHCEpPBaUUKN U XpaHeHNs 6GUoNorMyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnosb3oBaHMEM NApoB Xuakoro aszota (LN2), ona ueneir nonyyeHus
MHdopMaLmm Npy NPOBEAEHUN MELUNLMHCKUX NCCNefoBaHnii in vitro B nabopaTopusax MeguuMHCKUX YUYpexaeHni.
O6pasuamu ABNATCA: BMoIorMyeckne XXmuakocTn (KpoBb, naasma KpoBu, crepma) yYesioBeka v TKaHu
6uonornyeckne (KOCTHasi TKaHb, 00pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTepPUCTUKN
MaTtepwnan n3rotoBsieHUsd nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AMamMeTp X BbICOTA) 0 8,8 x 44,5 mm.
Pa6ounin 06EM 1,0 mn.
Hanunuve KpbILWKn HeT
Tun pe3bbbl Ha KpMonpobupke BHYTPEHHSA
Pabounin TemnepaTypHbI gManasoH OT1-196 °C po -86“C
Hanuumne/tun 2D wTpux-koga HeT
YCTOMYMBOCTb K LLEHTPUPYIrMpoOBaHMIO 00 3000g no npoaosibHOM ocK
[Noka3zaTenb repMeTUYHOCTU [0 95kMa
Macca ogHon Kpnonpoobupku 0,7r.
YCTOMUMBOCTb K CTepunnsauunm napoBbIM MeToAOM MNpu Temnepatype (121+1)°C
Hanuuune rpagyvmpoBku HeT

3. YnakoBkKa, TpaHCMopTMPOBKa N XpaHeHne

YnakoBka o6ecrneymBaeT COXPaHHOCTb U34enunii Npy TpaHCnopTUpoBKe. Kpnonpobupkn TpaHCNoOPTUPYIOT B
TPaHCMNOPTHOW ynakoBke NpeanpuATUa U3roToBUTeNs B Auanas3oHe Temnepartyp oT (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. MNMpefoxpaHATb OT NPSIMOro nonagaHusi 0cagkKoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOW yNakoBKe NpeAnpusaTnsa n3rotoButens, nsberas saHaumte IbHbIX
KonebaHwin TemnepaTypbl BO BPeMSA XpaHeHUs. XpaHUTb B CYXOM NPOX/1aAHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn o 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30NacHOCTU

Kpronpo6bupkn SBNSAKOTCA HETOKCUYHBIM anuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUS.
Kprnonpo6umpkn NOCTaBNsATCA He CTepUbHbIMU. KpMonpo6bmupKn yCTonumBbl K CTepunnsauum naposbiM MeETOA0M
npu Temnepatype (121+1)° C BTeueHue (20+2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxawmmm 6uomarepuvansl, cnegyet HageBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHPOULMPOBaHNSA NepcoHana 6uomaTepmasioM. He ncnonb3oBarb MO OKOHYaHUN
cpoka rogHocTun. He ncnonb3oBaTb He N0 Ha3HayYeHWto. He NCNoNb3oBaTb NPU 06HAPYXEeHNN MexaHUYeCcKuUx
NMOBPEXAEHWIA.

5. CBepgeHusa 06 ytunmnsaymn

N3penns, nmeBLlIMe KOHTaKTe KPOBbHO U/MNK APYTMMU BMONOTNMYECKUMU XULKOCTAMN, NOAeXaT yTunmsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaXxmnBaHmMemM NyTeM cTepuimsauum AobbiMu Ha
OaHHOM npeanpusTve YCTaHOB/IEHHbIMU MeToAaMu. Hencnosib3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbIO U/1Uan
ap. 6MoNMorMYecKNMn XNAKOCTAMU) B TOM YUC/IE C UCTEKLINM CPOKOM FOAHOCTU yTUAmn3npyroTcs no CaHlMlmH
2.1.7.2790-10 knacc A.

6. [apaHTUM M3roToBuUTENSA

MarotoButens: «J1BJ1 TekHonogxumnc MoX yHa Ko. KM», opnanyeckunii agpec: Mepmanus, 74564, r.
Kpaiinbexaiim, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTeNb rapaHTMpyeT COOTBETCTBUE U3Aens TpeboBaHUAM HOPMaTUBHOW AOoKyMeHTauuun (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3[H:-7025, 2400, MOCT ISO 10993-
12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cobntogeHumn yc|c
XpaHeHUs 1 MPUMEHEHUS B TeYeHne CpoKa rogHOCTW.

MapaHTuiiHble 0653aTeNIbCTBa M3roTOBUTENA /UK ero npeactasutens B PO W
MeAVLVHCKOoe n3aesnue B C/lydae HeHasiexallero XxpaHeHnsl, TpaHCNOPTUPOBKU
n3genus.
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MacnopTt

Kprionpobupkn o6bemom 1,4 mn 6e3 2D WTpmx-KoAaa, ¢ BHYTPeHHeld p~bSojjb 673 |

~N2~t~chnolog,er—

Cepusa 2A014321 [aTta nsrotossieHNA

1. Ha3zHauyeHue

Kpronpo6upkn npegHasHaveHbl 4118 c6opa, 06paboTkn, KOHCepBaUumn 1 XpaHeHUs1 61oornyecknx o6pasLoB
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro aszota (LN2), ona yeneir nonyyeHms
WMHpopMaLn Npu NPoOBEAEHUN MeAULUNHCKUX UCCeAO0BaHWUIA in vitro B nabopaTopusix MeAULMHCKNX YUPeXaeHNA.

O6pas3uamu SBnsATCA: 6MONOrMYecKme XUAKOCTU (KPOoBb, M/1a3ma KpoBU, Crepma) YesioBeka U TKaHu
6uonornyeckue (KOCTHas TKaHb, 06pa3Lbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTePUCTUKN
MaTtepwnan nsrotosneHusi nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AUameTp X BbICOTA) 0 12,6 x 38 MmMm.
Pabounin 06bLEM 1,4 wmn.
Hanuuve KpbILWKn HeT
Tun pe3bbbl Ha Kponpobupke BHYTPEHHSASA
Pabounin TemnepaTypHbI gManas3oH 0OT1-196°C po-86°C
Hanunune/tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LEHTPUAYTMpPOBaHUIO 00 3000g no NpoAosbHON ocn
[Noka3zaTenb repMeTUYHOCTU n0 95kMa
Macca ogHOIn Kpnonpoobupku 0,98 r.
YCTOMUMBOCTb K CTepUAn3aumnmn napoBbIM MeTOAO0M Npu Temnepartype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBka, TpPaHCNOpPTMPOBKa W XpaHeHne

YnakoBka 06ecnevmBaeT COXpPaHHOCTb U3Ae/nii Npy TpaHCNopTUpPoBKe. Kpronpo6rpKku TpaHCNopTPYHOT B
TPaHCMNOPTHOI yNakoBKe NpeAnpuaTUs M3roToBUTENS B AnanasoHe TemnepaTyp oT (- 50 go +50) °C v BNaxHocTu

[0 98% npu Temnepartype +25°C. MNpefoxpaHaTb OT NPAMOro nonagaHus 0caakoB.

Kpronpo6upKky XpaHaT B repMeTUYHO 3aKpbITOl YNakoBKe NPeanpusitTust N3rotoBuTensi, nsberasi 3HaUMTE IbHbIX
Ko/ieb6aHuii TemnepaTtypbl BO BPEMS XpaHeHUsl. XpaHUTb B CyXOM MPOoX/1aiIHOM MecTe B Auana3oHe Temnepatyp (+5

- +40)°C u BnaxHocTtn go 80% npu Temnepatype +25°C.
4. TpeboBaHus 6e30MacHOCTU
Kpronpo6bupkun ABASKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNo/b30BaHUs.

Kpronpo6rpKn NnocTaBnskoTcs He CTepusibHbIMU. KpUonpoGupKM yCTouMBbI K CTepUAM3aummn napoBbiM METO40M

npu Temnepatype (121+1)° C B TeueHune (20£2) MUH.

Mpun paboTe c KPUONPOBUPKaMU, CoAiepxXall,uMn GromaTepuansl, crieyeT HaaeBaTb 0AHOPA30Bble Pe3nHOBbIe
nepyaTtku, BO U3bexaHne pucka UHPUUMPOBaHNA NepcoHasia GuomatepmasioMm. He MCNoNb30BaTh MO OKOHYaHUN
cpoka rogHocTu. He 1cnosib3oBaTh He Mo HasHaYeHuto. He Ucnonb3oBaThk Npy 06HaPYXEeHUU MeXaHUUeCcKnx

MOBPEXOEHWNIA.
5. CsefeHus 06 ytunmnsauum

M3penns, nmeBlUne KOHTaKTe KPOBbIO U/UNW APYrMMU BUONOTMYECKUMN XUAKOCTAMU, NoanexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653atesnibHbIM 06e33apaxuBaHneM NyTem CTepunmsauum AbbiMu Ha
[aHHOM npeAnpusaTMe YCTaHOBNEHHbIMU MeTogamMn. Hencnonb3oBaHHbIe (He MMeBLUNE KOHTaKTa C KPOBbHO WU/Unun
ap. 6MONOrMYECKUMM XNAKOCTAMU) BTOM YNUC/IE C UCTEKLIMM CPOKOM FOAHOCTU yTunuampytotca no CaHlNuH

2.1.7.2790-10 knacc A.
6. [apaHTUM M3roToBuTENSA

MarotoButens: «J/1BJ1 TekHonogxmc MveX yHa Ko. KM», opuanyecknii agpec: Nepmanuns, 74564, T.
Kpaiinbexaiim, Teogop-LUTopm-LUTpace, g. 17

M3rotoBuTENbL rapaHTUpPYyeT COOTBETCTBUE U3AeNna TpeboBaHNAM HOPMAT HOAMUNBMUNHT.A
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UCO/~
12-2015, F'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobnogenun!/ «blLLNe1LLlHC
XpaHeHns 1 NPUMEHEHNA BTeYeHne CpoKa rogHOCTW.

[apaHTUiiHble 06513aTeNbLCTBA N3roToBUTENSA U/ ero npegctaButens B PO HApacnmcT/BH<//1?°

MeaNLUMHCKOE n3fenune B Cllydae HeHaa 1exallero XxpaHeHusl, TpaHcnopTmup BKu |/ 19 MULNHCKNTO
n3genus. ¢BOC/)*9+,y.. J
mi'n
'95613]
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MacnopTt

Kpnonpobupkn o6bemom 0,1 mn 6e3 2D wTpumx-Koga, C BHYTPEHHENR p

~hnologies-—--
Cepus 2A0142 [arta nsrotoBneHus |

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl Ansa cbopa, 06paboTKn, KOHCepBauMmM U XpaHeHUss B1oniornyecknx oopasyos
npu TemnepaTtype MuHyc (196-86)°C c ucnosib3oBaHneM NapoB Xuakoro asota (LN2), ansa yenei nonydeHms
nHdopMaLn Npy NPoBeAEHUN MeLULMHCKUX UCCnefoBaHui in vitro B nabopatopusix MegULUHCKNX yUpeXaeHNA.
O6pasuamu ABASITCA: 6UONOrMYecKme XNAKOCTN (KPOBb, Nia3mMa KpoBU, Criepma) YenoBeka U TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTepPUCTUKN
MaTtepwvan nsrotosneHus nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (AnameTp X BbICOTA) 0 8,8 x 30,1 mm.
Pa6ounin 06EM 0,7 mn.
Hanunuve KpblILWKn HeT
Tvn pe3bb6bl Ha Kpnonpobupke BHYTPEHHASA
Pabounin TemnepaTypHbI gManas3oH OT1-196 °C po -86°C
Hanunumne/Tun 2D wTtpux-koga HeT
YCTOMUMBOCTb K LLEEHTPUGYrMpoBaHuio 00 3000g no npoAosibHOM ocu
MokaszaTenb repMeTUYHOCTU 0o 95kMa
Macca ogHON Kpruonpobupku 0,42r.
YCTOMYMBOCTb K CTepumsayum napoBbIM METOAOM npu Temnepatype (121+1)°C
Hanuuwve rpagympoBku HeT

3. YnakoBKa, TpaHCMNOpTUPOBKa U XpaHeHue

YnakoBKa o6ecrneynBaeT COXPaHHOCTb U34enunii Npyu TpaHCcnopTUpoBKe. Kpuonpobunpky TpaHCHOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusaTvs U3rotoBuTens BAnanasoHe Temnepartyp oT (- 50 go +50) °C n BNaxHOCTH
[0 98% npu Temnepatype +25°C. MNMpenoxpaHsaTb OT NPAMOro nonagaHusi ocajkKos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM yNnakoBKe Npeanpusatusa N3rotoButens, nsberas 3HaunTeNbHbIX
KonebaHnin TemnepaTypbl BO BPEMSA XpPaHeHUs. XpaHUTb B CYXOM NPOxX/1afiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn SBNSKOTCA HETOKCUYHBIM annuporeHHbIM NPoAyKTOM, O4HOPa30BOro MCMNOSIb30BaHUS.
Kpronpo6upkn noctaBnsaoTCAa He CTepu/ibHbIMU. KpMonpooupku yCToMumBbl K CTEPUIN3ALNN NapoBbIM METOA0M
npu Temnepatype (121+1)° C B TeueHune (20£2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxawmmm 6uomarepuansl, creayeT HafeBaTb 04HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne pucka MHPUUMPOBaHUA nepcoHana buomarepnasiom. He ncnonb3oBaTb MO OKOHYAHUN
Cpoka rogHocTtu. He ncnonb3oBaTb He MO HasHavyeHuo. He ncnonb3oBaTh NPY 06HaPYXXEHUU MeXaHUYeCKMX
NOBPEXAEHWN.

5. CsefeHusa 06 yTunamsaymm

N3penns, nmeslune KOHTaKTe KPOBbIO U/UNuv ApYrMMyu 6UO0rMYECKUMN XUAKOCTAMU, Noanexar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTeibHbIM 06e33apaxuBaHneM nNyTem cTepuamnsaymm nobbiMn Ha
[aHHOM npeanpuaTye YCTaHOB/IEHHbIMU MeTogaMun. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbHO U/Mnun
ap. 6MoNorMYecKNMn XNAKOCTAMM) BTOM YUC/IE C UCTEKLLIMM CPOKOM FOAHOCTU yTunmsmpyrotcsa no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTuUM n3rotoBuUTENs

M3rotoButens: «J/1BJ1 TekHonopxunc MmoX yHa Ko. KM», opnanyecknii agpec: Nepmanunsa, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3rotoBuTeNnb rapaHTUpyeT COOTBETCTBUE U3aenvs TpeboBaHUSAM HOPMaTUBHOW AoKyMeHTauuun (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3K 17025-2009, NOCT ISO 10993-
12-2015, I'OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npn cobntogeHnn ycnosuii Tp;

XpaHeHUs 1 NPUMEHEHNS BTeYeHMe CpoKa rogHOCTW.

lapaHTUiiHble 065A3aTeNIbCTBa U3roTOBUTENA U/UNK ero npeacrasutens B POH
MeAVLWHCKOe 1U3aesine B Crlydae HeHaanexallero XxpaHeHus, TpaHCNOPTUPOBKK
n3genvs.

any
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MacnopT

Kprionpobupku o6bemom 1,6 M 6e3 2D LUTpUX-Koaa, C BHYTPEHHE LV L

Cepus 2A014391 [aTta nsrotosneHnsa

1. Ha3HaueHue
Kpronpo6bupku npegHasHaveHbl onsa c6opa, o06paboTKmn, KOHCepBaLMN U XpaHeHUss 6uonornyecknx obpasLos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xugkoro asota (LN2), ana yenein nonyyeHus
MHdopMaLmm Npy NpoBefeHnn MegNUVHCKUX UccneaoBaHuii in vitro B nabopatopusix MeguLUHCKNX yUpexaeHni.
O6pasuamun ABNAOTCA: BMOMOTMYECKNE XNUAKOCTU (KPOBb, MsadMa KpoBUu, crepma) HYesioBeka v TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTEePUCTUKN
MaTepuan n3rotosrieHUs nonunponwuneH Purell HP371P
[abapuTHble pa3mepbl (AnameTp X BbICOTA) 0 12,6 x 38,5 mm.
Pa6ounin 06bLEM 1,6 mn.
Hanunuve KpbIwKn HeT
Tuvn pe3bbbl Ha KpUonpobupke BHYTPEHHSASA
Pabouunii TemnepaTypHbIi agnanasoH OT1-196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LEEHTPUYrnpoBaHunto [0 3000g nNo NpoAosibHOM ocu
[Noka3aTenb repMeTUYHOCTU 0o 95kMa
Macca ogHON Kpruonpobupkm 1,12 r.
YCTOMUMBOCTb K CTepUM3auum napoBbIM MeTOA4OM Npu Temnepatype (121+1)°C
Hanuuve rpagympoBku HeT

3. YnakoBka, TpaHCNopTMPOBKa U XpaHeHune

YnakoBka o6ecneymBaeT COXPaHHOCTb U3Aenunii Npy TpaHCcnopTupoBke. Kpnonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOM ynakoBke NPeanpuAaTUS N3roToBUTENA B Anana3oHe Temnepatyp oT (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepartype +25°C. MNMpegoxpaHATb OT NPSIMOro nonagaHusi 0cagkos.

Kpronpo6bupkn XpaHAT B repMeTUUYHO 3aKpbITOlM ynakoBke NpeanpusaTus U3rotoButens, nsberas sHaunTesibHbIX
KonebaHwii TemnepaTypbl BO BPeEMS XpaHeHUS. XpaHUTb B CyXOM NPOX/1afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30nNacHOCTU

Kpronpo6upkun SABNAOTCA HETOKCUYHBIM annuporeHHbIM NPoAYKTOM, O4HOPa30BOro MCMNosib30BaHUS.
Kpronpo6upkn NocTaBnsaoTCsA He CTepu/ibHbIMU. KpMonpobupku yCTOMUMBbLI K CTEPUIM3aL M1 NapoBbiM METOAOM
npu Temnepatype (121+1)° C B TeueHne (20£2) MUH.

Mpn paboTe c KpUonpobupkamu, cogepxall,umm buomaTtepuansl, crnefgyeTt HageBaTb O4HOPa30Bble PE3VNHOBbIE
nep4yaTtku, BO n3bexaHne pucka MHOULMPOBaHMUA nepcoHana buomarepnanom. He ncnonb3oBaTb MO OKOHYaHUN
CpokKa rogHocTu. He MCcnonb30BaTb He MO Ha3HaYeHU0. He MCno/b30BaTh NpU O6HAPYXEHUN MeXaHUYeCKUX
NOBPEXAEHWUNA.

5. CsefeHus 06 ytnnmnsaumun

N3penns, nmesLlune KOHTaKT C KPOBbIO U/UNK ApYTMMU BUOA0TMYECKUMN XUAKOCTAMU, NoAnexarT yTmansaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o65a3aTtenbHbIM 06e33apaXmMBaHUeEM NyTemM cTepuamnsaumm ntobbIMN Ha
[aHHOM npeanpusaTve YCTaHOBNEHHbIMU MeTogaMun. Hencnosib3oBaHHble (He MMEBLLUME KOHTaKTa C KPOBbIO U/Nun
ap. 6MoNOrMYeCKNMN XNAKOCTSAMM) B TOM YUC/E C UCTEKLLMM CPOKOM FrOAHOCTU yTuamsmpytotca no CaHlvH
2.1.7.2790-10 knacc A.

6. [apaHTWUM U3roToBuUTENSA

M3rotoButenb: «J/1BJ1 TekHonogxuc MieX yHa Ko. KM», topngnyecknin agpec: NepmaHus, 74564, r.
Kpalinbcxarim, Teogop-LUtopm-LUTpace, a. 17

M3roToBuTesNb rapaHTMpPyeT COOTBETCTBUE U3aenms TpeboBaHUAM HOPMaTUBHOM A0KyMeHTauum (TSO~
9001:2008 TI'OCT MCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, MOCT I"CQ 993-
12-2015, I'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npwn cobntos,

XpaHeHUs 1 NPUMEHEHNS B TeYeHMe CPoKa ro4HOCTMU.

lapaHTWiiHble 0653aTeNIbCTBA M3roTOBUTENSA U/WN ero npeacTasuTenr
MeAVLVHCKOoe n3fenne B Ciydae HeHaanexall,ero XxpaHeHus, TpaHCnopTK CKoro
n3genus.
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MNacnopT

Kpuonpobupkn o6bemom 0,75 mn 6e3 2D wTpux-ko[a, ¢ BHYTPEHHE | LV(I

Cepus 2A01932 [aTta nsrotoBnieHns

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl onsa c6opa, 06paboTkmn, KOHCEpBaUMn U XpaHeHns 6Monornyecknx obpasuos
npu TemnepaTtype MUHYycC (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asota (LN2), ons ueneii nonyyeHns
MHdopMaunm Npyu NPoBeAEeHUN MeANLMHCKNX UccnefoBaHuii in vitro B nabopaTopusax MeguuMHCKUX YUYpexaeHni.
O6pa3suamn ABNSIOTCA: GUonornyeckme XnNAKocTn (KpoBb, Nnsasma KpoBK, criepma) YenoBeka U TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXXHbIX NOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTepPUCTUKN
MaTtepwuan nsrotosneHusi nonunponuneH Purell HP371P
[abapnTHble pa3mepbl (AnamMeTp X BbICOTA) 0 8,8 x 31,2 mm.
Pa6ounii 06bEM 0,75 mn.
Hanunuune KpbILWKn HeT
Tun pe3bbbl Ha KpUonNpoo6upke BHYTPEHHSSA
Pabounin TemnepaTypHbI Anana3oH 0OT1-196 °C go -86°C
Hanuune/tun 2D wTpux-koga HeT
YCTOMUMBOCTb K LLEHTPUGYrMpoOBaHUIO 40 3000g no npogonLHOM ocn
[Noka3aTenb repMeTU4yHOCTU o 95kMa
Macca ogHoOn Kpnonpoobupku 0,45
YCTOM4MBOCTb K CTepuim3saumm napoBbIM MeTOA4O0M Npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHune

YnakoBKka ob6ecneynBaeT COXPaHHOCTb U34eNuii Npyu TpaHCNopTUPOBKe. Kprnonpobupkn TpaHCNOpPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NPeanpusaTusa N3rotoBuUTeNsa B Anana3oHe Temnepatyp ot (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepartype +25°C. MNpegoxpaHATb OT NPSAMOro nonagaHnsi 0cagkKoB.

Kpronpo6bupkn XpaHAaT B repMeTMYHO 3aKpbITOl ynakoBke NpeanpusaTyus U3rotToBUTens, nsberas aHaumTe bHbIX
KonebaHnin TemnepaTypbl BO BPEMSI XPaHEeHUS. XpaHUTb B CyXOM MPOXNafHOM MecTe BmanasoHe Temneparyp (+5
- +40)°C n BnaxxHocTtn 8o 80% npu Temnepatype +25°C.

4. TpeboBaHusi 6e30NacHOCTU

Kpronpo6bupkun SABNSAKOTCA HETOKCUYHBIM annporeHHbIM NPOoAYKTOM, O4HOPa30BOro MCNosib30BaHUS.
Kpronpo6upkn NOCTaBNATCA He CTEPU/IbHBIMU. KpMonpobupkn yCToMuMBbLI K CTEpUM3aLmMm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHune (20£2) MUH.

Mpun paboTe c KpMonpobupkamn, cogepxawmmm 6uomarepuansl, crenyeT HaeBaTb 04HOPa30Bble Pe3VHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHUSA nepcoHana buomaTepnasioMm. He ncnosb3oBaTb N0 OKOHYaHUU
CpokKa rogHocTu. He nCNonb30BaTb He MO Ha3HaYeHU. He ncnonb3oBaTb NpU 0GHapPYXXeHUN MeXaHU4YeCKnx
NOBPEXAEHWIA.

5. CsepfeHusa 06 ytunmsaumun

N3penns, nmeBLUNEe KOHTaKT C KPOBbIO /MW ApYTMUA BUOMOTMYECKUMN XUAKOCTAMMU, NoAnexart yTuansaunm
no CaHlMnH 2.1.7.2790-10 knacc bc o6s3aTesnibHbIM 06e33apaxuBaHneM NyTem CTepuamnsaymm nobbIMK Ha
[aHHOM npeanpuaTUe YCTaHOB/IEHHbIMU MeToAamMn. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KpoBbHO U/Unu
ap. 6MONOrMYEeCKNMN XNAKOCTAMM) B TOM YMC/IE C UCTEKLIMM CPOKOM FOAHOCTU yTuUnmsmpyrotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUn nsrotoBuTENs

M3rotoButens: «J/1BJ1 TekHonogxumc MeX yHa Ko. KM», topugnyecknin agpec: Nepmanus, 74564, T.
Kpaiinbcxaiim, Teogop-LTopm-LWTpace, a. 17

M3rotoBuTENb rapaHTUPyeT COOTBETCTBUE U34ena TPpeboBaHNUSAM HOPMATUBHOM AokyMeHTauumn (1ISO
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT N & /M3K 17027-2009.10CT ISO 10993-
12-2015, OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobnope[HK
XpaHeHns N NPUMEHEHNS B TeYeHne cpoka rogHoOCTH.

FapaHTWiiHble 0683aTeNbLCTBA U3rOTOBUTENA U/MNN ero npeacTaBuTens B||® M1 AN6(#A1TAHAHITCA #>=
MeAMLMHCKOe U3fenne B Cllyyae HeHaa lexallero XpaHeHusl, TpaHcnopTuplll U B ~ 1nniiPéMIii®/[es§lia0H|:koro

MbH&Co.KG~"
anN34rTt-~3e 17

levry- (porr
<4001 9361720
M9r7/51 936, 33
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MacnopT

Kpuonpobupkn o6bemom 1/[, mn 6e3 2D wTpmux-koga, ¢ BHyTpeHHen (LU
i uady

Cepus 2A01224 JaTa n3rotoBneHus

1. Ha3HaueHune
Kpronpo6upku npegHasHaveHbl An1s cbopa, 06paboTku, KOHCepBaUUM N XpaHeHNs 61onornyecknx obpasyos
npu TemnepaTtype MuHyc (196-86)°C c ncnosb3oBaHMEM NApoB Xuakoro aszota (LN2), ons ueneii nonyyveHus
nHdopMaumn nNpy NpoBefeHnn MeULMHCKUX NCCNeaoBaHnii in vitro B nabopaTopusax MeguuUMHCKUX YUpeXaeHni.
O6pasuamu ABNATCA: BMOIorMyeckne XmuakocTn (KpoBb, naasma KpoBuW, crnepma) HYesioBeka v TKaHu
6unonornyeckme (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN
MaTepunan n3rotossieHnsA nonunponuneH Purell HP371P
[abapnTHble pa3Mepbl (AnameTp X BbICOTA) 0 12,6 x 35,2 mm.
Pabounin 06bEM 1,1 mn.
Hanuuve KpblIwkm HeT
Tvn pe3bb6bl Ha KpNonpoobupke BHYTPEHHSASA
Pa6ounin TemnepaTypHbIi Ananas3oH OT1-196 °C pgo -86"C
Hannumne/Tun 2D wTpux-koga HeT
YCTONUMBOCTb K LLeHTPUhyrmpoBaHunto n0 3000g nNo NpoAoLHOW ocn
[Moka3aTenb repMeTUYHOCTU o 95kMa
Macca ogHOo Kpnonpoobupku 0,77 r.
YCTONYMBOCTb K CTepununsauunm napoBbIM MeTOAOM Npu Temnepatype (121+1)°C
Hanunuve rpagyvpoBku HeT

3.  YnakoBkKa, TPaHCNOPTUPOBKA N XpaHeHune

YnakoBka o6ecneymBaeT COXPaHHOCTb U34ennii Npy TpaHcnopTupoBke. KpMonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuAaTUSa N3roToBUTENA B AMana3oHe Temnepatyp oT (- 50 go +50) °C 1 BnaxHoCcTn
[0 98% npu Temnepartype +25°C. MNpegoxpaHaTb OT NPAMOro nonazaHusa 0cajkos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON yNakoBKe NpeanpusaTusa N3rotoButens, nsberas sHaunTeNbHbIX
KonebaHwuii TemnepaTypbl BO BPEMS XpaHeHUSA. XpaHUTb B CyXOM NPOX/1aAHOM MecTe B AuanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHocTn o 80% npu temneparype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kpronpo6umpkun SBNSAOTCA HETOKCUYHbIM anuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNo/b30BaHUs.
Kpronpo6umpkn NOCTaBNsATCA He CTepU/ibHbIMU. KpMonpobmupKn yCcTonumBbl K CTepunnsauum napoBbiM MeTOA0M
npu Temnepatype (121+1)° C B TeyeHune (20£2) MuUH.

Mpun paboTe c KpMonpobupkamn, cogepxawl,umm éuomartepuansl, creayet HaaeBaTb 04HOPa30Bble Pe3NHOBbIE
nepyartku, BO n3bexaHue pucka MHOULMPOBaHNA NepcoHana buomarepmnaniom. He ncnonb3oBarb MO OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTtb He N0 Ha3HayeHWto. He Ncnonb3oBaTb NPy 0OGHaPYXXeHNN MexaHUYeCcKux
NOBPEXOEHWNIA.

5. CsefeHusa 06 ytnamnsaumun

N3penns, nmeBLlIMe KOHTaKTe KPOBbIO U/MNU APYrMMUY BMONOrNMYECKUMN XULKOCTAMW, NOAeXaT yTuamsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTtenbHbIM 06e33apaXMBaHUEM MyTeM CTepuan3aunmn obbIMN Ha
[aHHOM npeanpusaTve YCTaHOBNEHHbIMU MeTogaMn. Hencnosib3oBaHHble (He MMEBLLUME KOHTaKTa C KpOBb U/Nn
ap. 6MOMOTNYECKMMUN XNAKOCTSAMM) B TOM YUC/E C UCTEKLLMM CPOKOM FrOAHOCTU yTunmsmpyrotca no CaHlvH
2.1.7.2790-10 knacc A

6. [apaHTUM U3roToBUTENSA

M3rotoButens: «J/1BJ/1 TekHonopxumc MoX yHa Ko. KM», opnanyecknii agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LWTpace, g. 17

M3rotoBuTENbL rapaHTUPYeT COOTBETCTBME U3aennsa TpeboBaHnsaM Hopmat* n (ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCO/

12-2015, I'OCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npun cobitogeHkK
XpaHeHUs1 U NPUMEHEHUS B TeYeHne CpoKa rogHOCTW.

lapaHTUiiHble 0653aTeNbCTBa U3roTOBUTENA /MW ero NpeacTaBuTeNs B
MeAVLWHCKOe n3aernine B C/lydae HeHaa/iexallero XxpaHeHus, TpaHCnopTupe e
nagenus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpvionpobupku o6bemom 0,3 M 6e3 2D LWTprx-Koaa, ¢ BHYTPEHHEN NellMublMK
, tcchnoloeies
Cepus 2A01366 Jata narotoneHus | 12/2015

1. Ha3HaueHune
Kpronpobupkn npegHasHaveHbl AN c6opa, 06paboTKn, KOHCepBaUMn U XpaHeHns Guonornyecknx obpasLos
npu TemnepaTtype MUHYycC (196-86)°C c ncnosb3oBaHneM NapoB Xuakoro asota (LN2), ansa uyenen nonyveHusi
MHdopMaumn Npy NpoBefeHUn MeaULMHCKNX nccnefoBaHuii in vitro B nabopaTopusax MeguLUHCKNX yUpexaeHni.
O6pasuamn ABNSKOTCA: GUONOrnyeckme XnAKocTn (KpoBb, NniasmMa KpoBK, crepma) YenoBeka U TkaHu
6unonornyeckne (KOCTHas TKaHb, 00pasLbl KOXXHbIX NMOKPOBOB)

MaTepunan n3rotossieHnsA nonunponuneH Purell HP371P
[abapnTHble pa3mepbl (AUameTp X BbICOTA) 0 8,8 x 19,0 mm.

Pabounii 06bEM 0,3 mn.

Hanuuve KpblIwKn HeT

Tun pe3bbbl Ha KpUonpobupke BHYTPEHHSSA

Pa6ounin TemnepaTypHbI AnanasoH OT1-196 °C po -86°C
Hanunume/tun 2D wTpux-koga HeT

YCTONUMBOCTb K LLEeHTPUdYrmpoBaHuio n0 3000g no nNpofosibHOM ocn
Moka3aTenb repMeTUYHOCTU o 95kMa

Macca ofHol Kpnonpoobnpkun 0,24r.

YCTONUMBOCTb K CTepuimsanmm napoBbIM MeTOAOM Mpu Temnepatype (121+1)°C
Hanuuve rpagympoBku HeT

3. YnakoBka, TPaHCNOPTMPOBKa U XpaHeHune

YnakoBka obecneynBaeT COXPaHHOCTb U34eNuii Npy TpaHCnopTUpoBKe. Kpruonpoburpky TpaHCNOPTUPYIOT B
TpaHCNOPTHOM ynakoBKe NPeanpusaTUSa N3roToBUTeNA B Anana3oHe Temnepatyp ot (- 50 o +50) °C n BnaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHATb OT NPSIMOro nonagaHusi ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOlM ynakoBke NpeanpusaTus U3rotoButens, nsberas sHaunTesibHbIX
KonebaHuii TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CyXOM MPOXNafHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C u BnaxxHocTtn go 80% npu Temnepatype +25°C.

4., TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkn ABNSKOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro NCMNO/b30BaHUs.
Kpronpo6upkn NocTtaBnsoTCcsa He CTEPU/IbHBIMU. KpMonpobupku yCTONMUMBBLI K CTEPUIN3aLnn napoBbIM METOA0M
npu Temnepatype (121+1)° C B TeueHune (20£2) MuUH.

Mpun paboTe c KpMonpobupkamn, cogepxawl,umm 6uomartepuvansl, crieayeT HaeBaTb O4HOPa30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHUSA nepcoHana buomartepnasioMm. He Ncnosib3oBaTb MO OKOHYaHUMU
Cpoka rogHocTtu. He ncnonb3oBaTb He N0 Ha3HavyeHUo. He Mcnosb3oBaTh Npu 0O6HApYXeHUN MeXaHU4YecKnx
noBpeXaeHn.

5. CsegeHus 06 yTunusaumm

M3penvs, nmeBLUNE KOHTaKT C KPOBbIO U/UNK ApYrMMu 61MOM0rM4ecKUMn XNUAKOCTaMuU, nognexar yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTtesnibHbIM 06e33apaxnBaHMemM NyTem CTepumsauum AbbiMu Ha
[aHHOM npeAnpusaTe YCTaHOBNEHHbIMU MeTogaMn. Hencnonb3oBaHHbIe (He MMEeBLUME KOHTaKTa C KPOBbHO 1U/Mnun
ap. 6MoMorMYecKNMN XNAKOCTSAMM) B TOM YNC/IE C UCTEKLUMM CPOKOM FOAHOCTU YTuUnmsmpytotea no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3roToBUTENSA

M3rotoButens: «J/1BJ1 TekHonopxumc MmoX yHa Ko. KM», opnagndecknii agpec: Nepmanunsa, 74564, T.
Kpaiinbcxaiim, Teogop-LUTopm-LTpace, 4. 17

M3rotoBuTeNb rapaHTMpPyeT COOTBETCTBUE U3aens TpeboBaHNAaM nnuympHTaHum 0SO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT NCO/Y 13" == "=mmmmmmmmmmmm e e
12-2015, MOCT I1SO 10993-18-2011, NOCT ISO 10993-1-2011) npu cob6A0AEHNK
XpaHeHUs 1 NPUMeEHEHUs B TeYeHMe CpoKa roaHOCTWN.

apaHTUiiHble 06s13aTeNbLCTBA N3roTOBUTENSA /UK ero npegctaButens B Phj
MeAVLWHCKOE MU3fenive B Crlydae HeHaanexallero XxpaHeHus, TpaHCnopTUpPoEK
nagenus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MNacnopT

Kpnonpo6bupkn o6bemom 5,0 mn 6e3 2D WwTpux-koga, C BHELLHEN pe: w L

6=—an~n272ochnolog,0s-------

Cepus 14P10203002 [aTta narotossieHUs

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl o1 c6opa, 06paboTKnM, KOHCEpPBaLMN U XpaHeHUs Bronornyeckmnx obpasLuos
npu TemnepaTtype MUHycC (196-86)°C c nucnonb3oBaHeM NapoB Xuakoro asota (LN2), ansa yenei nonyyeHms
MHdopMaLMn Npu NpoBeneHUN MeANLMHCKUX UccnefoBaHnii in vitro B nabopaTopmsax MeguUUMHCKUX YUpexaeHni.
O6pasuamu ABNATCA: BMOMIOTMUYECKNe XUAKOCTU (KPOBb, Nia3mMa KpoBUu, Cepma) YesioBeka 1 TKaHu
6unonornyeckre (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTtepwnan nsrotosneHus nonunponuneH Purell HP371P
[abapuTHble pasmepbl (AnamMeTp X BbICOTA) 0 12,6 x 82,1 mm.

Pa6ounii 06bEM 5,0 mn.

Hanuuve KpblILWKn HeT

Tuvn pe3b6bl Ha KpUonpobupke BHELLUHASA

Pabounin TemnepaTypHbIiA AgnanasoH OT1-196 °C go -86°C
Hannuve/tun 2D wTtpmx-koaa HeT

YCTONYMBOCTb K LLeHTpUPyrmpoBaHuto [0 3000g nNo npoAosibHOM ocu
[Moka3aTenb repMeTUYHOCTU no 95kMa

Macca ogHOW Kpruonpobupkm 35T

YCTOMUMBOCTb K CTepUnnsaumnmn napoBbIM MeTOA40M Npu Temnepartype (121+1)°C
Hanuuve rpagympoBku HeT

3.  YnakoBKa, TPaHCNOPTMPOBKa N XpaHeHune

YnakoBka o6ecneymBaeT COXPaHHOCTb U34eNuii Npyu TpaHCNopTUPOBKe. Kpnonpoourpky TpaHCHOPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpusaTUSa N3roToBuUTeNa B AnanasoHe Temnepatyp ot (- 50 go +50) °C 1 BnaxHOCTH
[0 98% npu Temnepartype +25°C. MNpegoxpaHATb OT NPAMOro nonagaHus 0cakoB.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM yNakoBKe Npeanpuatua N3rotoButens, nsberas s3HaunTeNbHbIX
KonebaHwuii TemnepaTypbl BO BPEMS XpaHeHUS. XpaHUTb B CyXOM NPOX/1aAHOM MecTe B Aunanas3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. Tpeb6oBaHusa 6e30MacHOCTU

Kpronpo6bupkun SABNSAKOTCA HETOKCUYHBIM anuporeHHbIM NpoAyKTOM, 04HOPa30BOro NCMNO/b30BaHUS.
Kpronpo6upkn noctaBnAstoTCA He CTepu/ibHbIMU. KpnMonpobupku ycToiumebl K cTepuamsanmm napoBbiM METOAO0M
npu Temnepatype (121+1)° C B TeyeHne (20£2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxawmmm 6uomatepuansl, crneayeTt HaeBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHue pucka MHOULMPOBAHMSA NepcoHasia buomaTeprasioMm. He NCNosib3oBaTb MO OKOHYaHUMU
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayYeHUK0. He ncnonb3oBaTb NpU 0OHAPY>XeHUN MeXaHUYeCcKnX
NOBPEXOEHWNIA.

5. CBepgeHua 06 ytunmsauynm

N3penns, nmeBLIMEe KOHTAKT C KPOBbIO U/UAK APYTMMUA BUONOTMYECKUMN XUOKOCTAMMU, Noanexart yTmnnsaummn
no CaHlNuH 2.1.7.2790-10 knacc b c o65a3aTtenbHbIM 06e33apaxBaHneM nNyTem cTepuamnsaymm nobbiMn Ha
[aHHOM npeAnpuaTye YCTaHOBJ/IEHHbIMU MeTogaMun. Hencnonb3oBaHHbIe (He MMEBLUME KOHTaKTa C KpOBbHO U/Mnun
ap. 6MONOrNYECKUMN XULOKOCTAMU) B TOM YMC/E C UCTEKLIMM CPOKOM FOA4HOCTU YTUnusnpytotcs no CaHllmH
2.1.7.2790-10 knacc A.

6. lapaHTUK nsrotoBuTeNs

M3rotoButens: «J/1BJ1 TekHonogxmnc MmeXyHa Ko. KM», topngnyecknin agpec: Nepmanus, 74564, T.

Kpaiinbcxaiim, Teogop-LUTopm-LWTpace, a. 17

M3rotoBUTENDL FAPaHTUPYET COOTBETCTBUE M3AeNNS TPE6OBAHUSIM HOPMATUBHON Taumm (ISO -
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCo] 0], r\T71 D993-
12-2015, I'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobntogeHni “MnopT

XpaHeHUs 1 NPUMEHEHUS B TeUYEHME CPoKa FOAHOCTH.
lapaHTUiiHble 06s13aTeNIbCTBa U3rOTOBUTENS /UMW ero NpeacTaBuTeNs B 1¢
MeAULUMHCKOe n3aenne B Crlyuyae HeHaaexallero XpaHeHmsl, TpaHCNnopTupe 3ku j AUA MeANLMH KDT
0. K&

n3gennsa.
ely

GeVimeny
49 79'71 95613 20
+49 7951 95613 33
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MacnopT pl = I
Kpuonpobupkn o6bemom 0,5 mn 6e3 2D wTpux-koga, C BHyTPEeHHeN "]",!eajoMg

Cepusa 2A03721 Jata narotosrieHns

1. HasHaueHve
Kpronpo6bupku npegHasHauveHbl ansa cbopa, 06paboTkm, KOHCepBauum 1 XxpaHeHns 61Monornyeckux obpasyos
npu Temneparype MuHyc (196-86)°C c ncnosb3oBaHneM MapoB Xnakoro asorta (LN2), ansa uenen nonyyveHus
nHdopMaumMn nNpy NpoBeAeHUn MegUUMHCKNX UccnegoBaHuii in vitro B nabopaTtopusax MeguUMHCKUX YUpexaeHni.
O6pa3uamn ABASIOTCA: 6GUonornyeckme XnaKocTn (KpoBb, nsasmMa KpoBU, Criepma) YesoBeka U TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTtepwvan usrotosneHus nonunponuneH Purell HP371P
MabapuTHble pasmepbl (AnamMeTp X BbICOTA) 0 8,8 x 26,5 MMm.

Pabounii 06bEM 0,5 mn.

Hanuuve KpbILWKn HeT

Tun pe3bbbl Ha KpUonpobupke BHYTPEHHSAS

Pabouuii TemnepaTypHbIi AnanasoH 0OT1-196 °C po -86°C
Hanunume/tun 2D wTpux-koga HeT

YCTONUMBOCTb K LEeHTpUdYrMpoBaHunio A0 3000g no npoaonbHOM ocn
Moka3arenb repMeTU4YHOCTU 0o 95kMa

Macca ofHOI Kpnonpoobnpkun 0,4r.

YCTON4MBOCTb K CTEpUn3aLmnmn napoBbIM MeTOAO0M Mpu Temnepatype (121+1)°C
Hanunuuve rpagyvpoBku HeT

3.  YnakoBka, TpaHCNOPTUPOBKA N XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb U34eNunii Npy TpaHCcnopTupoBke. Kpnonpobupkn TpaHCNOpPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusTusa U3rotoButens BAunanasdoHe Temnepatyp oT (- 50 go +50) °C n BnaxHoOCTn
[0 98% npu Temnepatype +25°C. MNpenoxpaHsaTb OT MPAMOro nonagaHnsa ocaZikos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITOM yYNakoBKe NpeanpusaTus U3rotoButens, nsberas sHaunTesibHbIX
KonebaHnin TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CyXOM MPOXnafHOM MecTe B AuanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30NacHOCTU

Kpronpo6upkun AABASKOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, O4HOPAa30BOro MCMNoJib30BaHUS.
Kpronpo6upkn noctaBnsaoTCA He CTepu/ibHbIMU. KpMonpobupku yCToiumBbl K CTepUM3anmm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxawmmm buomatepuansl, crnenyeT HageBaTb O4HOPa30Bble PE3NHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHWA nepcoHana buomarepnasiom. He ncnonb3oBaTb MO OKOHYaHUN
CpoKa rogHocTu. He MCNoNb30BaTb He MO Ha3Ha4YeHU. He Ucnonb3oBaTh NpY O6HapPYXXEeHUU MexaHUYeCcKuUx
NOBPEXAEHWIA.

5. CsepfeHusa 06 ytnnmnsaumun

N3penvsa, nmesBlUne KOHTaKTe KPOBbIO U/MNW APYrMMU BUOMOTMYECKUMU XUAKOCTAMMU, noanexar yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s13aTefnibHbIM 06€e33apaxuBaHMeM NyTeMm cTepuamnsauum AbbiMu Ha
[aHHOM npeAnpuaTye YCTaHOB/IEHHbIMW MeTogamMn. Hencnonb3oBaHHbIe (He MMEeBLUME KOHTaKTa C KPOBbHO 1U/Mnun
ap. 6MoMorMYecKNMn XNAKOCTAMM) BTOM YUCE C UCTEKLLIMM CPOKOM roAHOCTU yTunmsmpytotca no CaHlvH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBUTENA

MarotoButens: «J1BJ1 TekHonogxuc Mé6X yHg Ko. KM», topngnyecknin agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LUTpace, a. 17

M3roToBuTesb rapaHTMpyeT COOTBETCTBUE U3aenvs TpeboBaHUAM HOpMaTUBHOM AokyMeHTauun (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT MCOLWWOK TTO3B-a66!) MOCT ISO 10003,
12-2015, FOCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npu cobntogeHun] Y5
XpaHeHns 1 NPUMeEHEHUs B TeYeHMe CPoKa ro4HOCTMU.

lapaHTUiiHble 0653aTeNIbCTBa U3roToBUTENS U/MIN ero npeacrasutens B b
MeAVLUHCKOe n3aenne B Crlyvae HeHaZiexallero XpaHeHus, TpaHCNopTUPOEK
n3genuvs.

7456
Tele%1"149 7951 95613 20
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MacnopTt

Kpnonpobunpkn o6bemom 1,8 mn 6e3 2D wTpux-Koaa, C BHelWHen peb>66BE£B13 w L

A A [27tcchnolog.cs-——---
Cepuin 14P10556002 [JlaTa U3roToB/eHUs 9

1. Ha3HaueHue
Kpronpo6bupkn npegHasHaveHbl AN c6opa, 06paboTKnM, KOHCEpPBaLMN U XpaHeHUss 6uonornyecknx obpasLos
npu TemnepaTtype MUHYycC (196-86)°C c ncnosib3oBaHMeM NapoB Xuakoro asota (LN2), ansa yenei nonyyeHms
MHdopMaLumn Npu NpoBeAeHUn MeANLMHCKUX NccnefoBaHnii in vitro B nabopaTopusax MeguuUMHCKUX YUYpexaeHni.
O6pasuamu ABNATCA: 6MONOrMYeckmne XNAKoOCTN (KpOBb, Na3mMa KpoBu, criepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHblE TEXHUYECKNE XapaKTEePUCTUKN
Matepunan n3rotosneHms nonunponuneH Purell HP371P
[abapuTHble pa3mepbl (oMameTp X BbICOTa) 0 12,6 x 40,6 mMm.
Pa6bouunii 06bEM 1,8 mn
Hanuuve KpblIwkm HeT
Tvn pe3b6bl Ha KpUonpobupke BHeELUHSAA
Pabounin TemnepaTypHbIi gManasoH OT1-196 °C po -86°C
Hannuuve/Tun 2D wrpux-koga HeT
YCTONUMBOCTb K LLeHTPUPyrmpoBaHunto 00 3000g no NpoaoLHOW ocn
Mokasarenb repmMeTnYHOCTHU 0o 95kMa
Macca ogHol Kpruonpobupkm 125r.
YCTOMUMBOCTb K CTepuMsauum napoBbIM MeTO40M Npu Temnepartype (121+1)°C
Hanuuuve rpagyvpoBku HeT

3.  YnakoBkKa, TPaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3AeNnii Npu TpaHCNOPTUPOBKe. Kpnonpooburpky TpaHCHOPTUPYIOT B
TPaHCNOPTHOM ynakoBke NpeAnpuaTus U3rotoBuTens BauanasoHe Temnepatyp ot (- 50 go +50) °C v BiaxHoCcTn
[0 98% npu Temnepartype +25°C. lNpefoxpaHATb OT NPSMOro nonagaHnsi 0cagkKoB.

Kprnonpo6umpku XpaHAaT B repMeTUYHO 3aKpbITON YNakoBKe NpeanpusaTusa N3rotoButens, nsberas sHaunTeslbHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpPaHEHUS. XpaHUTb B CyXOM NPOX/afHOM MecTe B Avana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30NacHOCTU

Kpronpo6bupkun ABASKOTCA HETOKCUYHBIM annmporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMOIb30BaHus.
Kpronpo6upkn noctaBnsaoTCs He CTepu/ibHbIMU. KpMonpobupku yCToiumBbl K CTepuimMsanmm napoBbiM METOA0OM
npu Temnepatype (121+1)° C B TeveHue (20£2) MUH.

Mpun paboTe c KpMonpobupkamu, cogepxawmumm buomatepuasnsl, creayeT HafeBaTb O4HOPa30Bble Pe3VHOBbIE
nep4yaTtku, BO n3bexaHne pucka MHOULMPOBaHMA nNepcoHasia buomarepnasiom. He ncnosib3oBarb MO OKOHYaHUMU
cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3HayYeHUHo. He ncnonb3oBaTb NpU 0OHaPYXXeHUN MeXaHUYeCKnx
NOBPEXAEHWIA.

5. CsefeHusa 06 ytunmsaumun

N3penns, nmeBLlUNe KOHTaKTe KPOBbIO WU/UNW APYTMMUA BUOMIOTMYECKUMN XUOKOCTAMMU, NoAnexarT yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o6s3aTefnibHbIM 06€e33apaXxuBaHMeM nMyTeM CTepuan3aumn nobbIMK Ha
[aHHOM npennpuaTue yCcTaHOB/IEHHbIMU MeToAamu. Hencnosnb3oBaHHble (HE MMEBLLUNE KOHTaKTa C KPOBbHO U/1nuv
ap. 6MONOrMYECKUMU XNAKOCTAMU) B TOM YMC/IE C UCTEKWUM CPOKOM FOAHOCTU yTuUnmsmpytotea no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBUTENA

M3rotoButens: «J/1BJ1 TekHonogxmc MoX yHa Ko. KM», topugnyecknini agpec: Nepmanus, 74564, T.
Kpaiinbexaiiwm, Teogop-LUTopm-LWTpace, g. 17 — -

M3rotoBuUTENbL rapaHTUPYeT COOTBETCTBME U3aennsa TpeboBaHNSAM HOPMAaTUBT oW

9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT NCO/M:1 9, hcT 40"
12-2015, I'OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npn cobnogeHnmn y‘\n vea
XpaHeHUs1 U NPUMEHEHNSI B TEYEHME CPOKa rOAHOCTU. .
apaHTuliHble 06513aTeNbCTBa U3rOTOBUTENS U/MNK ero npeactasutens B PO paH;I%Q(QQIg Io/glles
MeZULMHCKOe N3fenune B Cllydae HeHaa/iexallero XpaHeHusi, TpaHCNopTUPOBKU M|largK~Heuoro
n3penuvs. Sto™m-Stra(3e 77
Ty
20

+49 7951 95613 33
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MNMacnopT

Kpuonpobupkn obbemom 0,7 mn 6e3 2D WwTpux-ko[a, C BHELWLHER pe WI

Cepusa 2A01402 JaTa nsrotosneHus

1. HasHaueHve
Kpronpobupku npegHasHaveHbl ansa cbopa, o6paboTkm, KOHCepBaumn 1 XpaHeHUst Broniornyeckmx obpasLos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHveM napoB xmnakoro asorta (LN2), ansa uenei nony4veHus
MHdopMaunm Npu NPoBeAeHUN MeANLMHCKNX nccnefoBaHuii in vitro B nabopaTopusax MeguuMHCKUX YUpexaeHni.
O6pa3uamn aBMAKTCA: GUONOrMYecKme XNAKOCTN (KPOBb, Niasma KpoBW, Ccriepma) YenoBeka U TKkaHu
6unonornyeckne (KOCTHas TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEeONCTUKN
MaTepuan n3rotoBneHus nonvnponuneH Purell HP371P
[abapuTHble pa3mepbl (AMamMeTp X BbICOTA) 0 8,8 x 27,5 mm.
Pa6bouunii 06bEM 0,7 mn.
Hanunuve KpblILwKM HeT
Tvn pe3bb6bl Ha Kpnonpobupke BHeELUHSAA
Pabouunii TemnepaTtypHbIi agnanasoH OT1-196 °C go -86°C
Hanunumne/Tun 2D wTpux-koga HeT
YCTOAUMBOCTb K LLEHTPUAYTMPOBaHNIO 00 3000g no npoaonLHoOM ocn
lMokasaTenb repmMeTUyHOCTH 00 95kMa
Macca ogHon Kpruonpobupkmn 0,43r.
YCTONUMBOCTL K CTepuamsauun napoBbIM MeToA40M Npu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBka, TpaHCMNopTUPOBKa U XpaHeHune

YnakoBka o6ecrneymBaeT COXPaHHOCTb U34ennii Npy TpaHCNopTUPOBKe. Kpnonpooburpky TpaHCAOPTUPYIOT B
TPaHCMOPTHOW ynakoBKe NpeanpusTusa n3rotoButens BgunanasoHe temnepartyp oT (- 50 go +50) °C v BnaxHocTn
[0 98% npu Temnepatype +25°C. MNpenoxpaHsaTb OT MPAMOro rnonagaHns ocaZikos.

Kpronpo6upkn xpaHAT B repMeTMYHO 3aKpbITOl ynakoBke NpeanpuaTus U3rotoBuTens, nsberas 3HaumTe bHbIX
KonebaHuin TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CyXOM MPOX/1aAHOM MecTe BAunanasoHe Temnepartyp (+5
- +40)°C n BnaxHocTtn Ao 80% npu Temnepatype +25°C.

4, Tpeb6oBaHus 6e30nacHOCT

Kpronpo6bupkun SABNAOTCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, O4HOPAa30BOro UCMNosib30BaHWUS.
Kpronpo6upkn NocTaBNSATCA He CTEpPU/IbHbIMU. KpMonpobupku yCTOMUMBbI K CTEpUIM3aLmm napoBbiM METOAOM
npu Temnepatype (121+1)° C B TeveHue (20£2) MUH.

Mpn paboTe c Kpnonpobupkamn, cogepxawmmm buomatepuansl, creayeT HaeBaTb O4HOPa30Bble Pe3VHOBbIE
nep4yaTku, BO n3bexaHne pucka MHOULMPOBaHMA nepcoHana buomarepnanom. He ncnonb3oBaTb MO OKOHYaHUU
Cpoka rogHocTtu. He ncnonb3oBaTb He MO Ha3Ha4YeHU. He Mcnosb3oBaTh NPY O6HAPYXEHUN MeXaHUYeCKnX
NMOBPEXAEHWIA.

5. CsegeHus 06 yTuamnsaumu

M3penns, nmesLUne KOHTaKT C KPOBbIO U/UNW APYrMMU 6UONOTMYECKUMN XUOKOCTAMMU, NoAnexarT yTunnsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c o6s3aTesibHbIM 06€e33apaxuBaHneM NyTeMm CTepuUM3auum AbbIMU Ha
[aHHOM npeanpusaTve YCTaHOB/IEHHbIMU MeTogaMun. Hencnonb3oBaHHbIe (He MMEBLLME KOHTaKTa C KPOBbIO U/Nn
ap. 6MoNOrMYEeCKNMN XNAKOCTSAMM) B TOM YMC/IE C UCTEKLWIUM CPOKOM FOAHOCTU yTunumaupytotea no CanllmH
2.1.7.2790-10 knacc A.

6. TlapaHTun nsrotoBuTens

M3rotoButens: «J1BJ1 TekHonogxuc MoX yHa Ko. KM», topugnyeckmin agpec: NepmaHus, 74564, .
Kpaiinbcxarim, Teogop-LUTtopm-LTpace, a. 17

N3roToBuTENb rapaHTUpPyeT COOTBETCTBME U3AeNNA TPe6OBaHNAM HOPMATW BHOU foK M eYHTauun (ISO*

9001:2008 TI'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/||n3,, ol re
12-2015, NOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu cobogeHunly| 1HC|bpTul™n,|
XPaHEeHUs1 N NPYMEHEHNA BTeYeHne CPOoKa rof4HOCTY.

FapaHTWiiHbIE 06A3aTeNIbCTBA U3rOTOBUTENA UMK ero npeAcTaBuTens B PO >c7pie«imoiegies
MeZMLMHCKOe n3fenne B c/lydae HeHa exallero XpaHeHusl, TpaHCMopTUPOBKM 2aSN [ AUMHCKOT O
nsgenus.

T, IStraBe

< +49 7951 95613 33

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kprionpo6upky obbemom 1,0 mn 6e3 2D LTprx-KoAa, C BHELUHel pekbb/iiaB3 w I_

~2/20%c~nolog,cs-—--

Cepus 2A01382 [Jara vn3rorosneHus

1. Ha3HaueHune
Kpvonpobupky npeaHasHayeHbl 4ig coopa, 06paboTKy, KOHCEpBaLWM 1 XpaHeHNs B1OMOrMYecKyX 06pasLoB
Mpn Temneparype MUHyC (196-86)°C ¢ Mcnonb3oBaHMeEM MapoB XuaKoro asota (LN2), gis ueneii nomyyeHus
MHopMaLM NPy MPOBEAEHN MEAVLIMIHCKUX UCCIeA0BaHUIA i Vitro B labopaTtopusx MeALIMHCKMX YUPEXAEHMIA.
O6pasLammn ABNSAKOTCA: BUOMOTMYECKIIE XUOKOCTU (KPOBb, M/1a3Ma KPOoBY, CNIEPMA) YesI0BEKA U TKaHM
6ronormyeckme (KOCTHast TkaHb, 00pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakKTepunucTukun
Marepuan U3rotosneHms nomvnponwieH Purell HP371P
FabapuTHble pasmepsb! (QMameTp X BbicoTa) 0 8,8 x44 mm.
Pabounin 06LEM 1.0mn
Hannume KpbILLKA HeT
Tun pe3b0Obl Ha KPMONPOOUPKe BHELLHSIA
Pabounii TemneparypHbIii auanasoH Or-196 °C go -86°C
Hanmuve/vin 2D wrpmx-koga Het
YCTOMUMBOCTb K LIEHTPUYTMPOBaHMIO £10 3000g o NpoAo/bHOM ocu
lNokasaresb repMeTnyYHOCTU 1o 95kMa
Macca 0HOI Kpronpooupki 07r.
YCTOMUMBOCTb K CTEPUIN3ALIM MapoBbIM METOZOM MNpy TemMneparype (121+1)°C
Hanmuve rpaayvpoBku HeT

3. YnakoBka, TpaHCMNoOpPTUPOBKa 1 XpaHeHune

YnakoBKa 06ecrneyvBaeT COXPaHHOCTb M3AENMIA NP TPAHCMOPTUPOBKE. KpronpoBrpKn TpaHCNOPTURYHOT B
TPaHCNOPTHOI YNaKoBKe NPeAnpUsTUA U3roTOBUTESS B AvanasoHe Temneparyp ot (- 50 o +50) °C v BnaxHocTv
10 98% npm Temneparype +25°C. INpenoxpaHsaTb OT NPAMOro NnoragaHna 0CaaKoB.

Kpronpobupky XpaHsT B repMETUUHO 3aKPbITON YakoBKe NPeanpusTUS U3rOTOBUTENS, M30eras 3HaUMTEIbHbIX
Kone6aHWii Temneparypbl BO BPEMS XpaHEHVS. XpaHWTb B CyXOM MPOX/IaAHOM MeCTe B AyanasoHe TemMneparyp (+5
- +40)°C v BnaxkHocTv o 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e30nMacHOCTU

Kpuronpobupky ABASKOTCS HETOKCUYHBIM anvporeHHbIM MPOZYKTOM, OAHOPa30BOr0 VCMO/Ib30BaHMS.
Kpronpobupky NOCTaBnsoTes He CTepU/IbHbIMU. KpronpoBrpKy YCTOMUMBbI K CTEPUIA3ALMM MapOBbIM METOAOM
npy Temneparype (121+1)° C B TeueHue (20+2) MUH.

Mpn paboTe ¢ KPUONPOGMPKaMK, COAEPXALL, UMM BOMaTEPUabl, CrieayeT HaaeBaTb OAHOPa30BbIe PE3VIHOBbIE
rnepyaTky, BO U36exaHVie prcka MHMULIMPOBaHWA NepcoHasia bruomMareprasiom. He 1Crnosb30Barh Mo OKOHYaHWN
CpOKa rofiHOCTU. He 1cnonb30BaTh He Mo Ha3HaueHW. He MCnonb3oBarb Npy OBHaPYYKEHUM MeXaHNYECKUX
NOBPEXAEHNIA.

5. CBegeHunsa 06 yTunnsauymm

Vi30envs, MEBLLIME KOHTaKTe KPOBLHO W/ ApYriMM B1OMOTUHECKUMM YKMAKOCTAMM, NOA/IEXAT YTUM3aLmMM
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTesibHbIM 06e33apadkviBaHNEM MyTeM CTEPUI3ALIM JHOOLIMA Ha
[JaHHOM MpeanpusTUe YCTaHOB/EHHBLIMU METOAAMM. Heucrosib3oBaHHbIE (HE MIMEBLLIVIE KOHTaKTa C KPOBbIO WM
[p. G1ONOrVHECKVIMM YXUAKOCTSAMM) B TOM HUC/IE C UCTEKLLM CPOKOM FOAHOCTU YTUAmM3upytoTcst no CaHMuH
2.1.7.2790-10 knacc A

6. rapaHTI/II/I n3rotosuTensd

VizrotoButesb: «/1B/1 TekHonomkme MvoX yHa, Ko. K, topuapueckuin agpec: Fepmanus, 74564, T.
Kpaiinbexaiim, Teopop-LLtopwm-LUtpace, g, 17

V13roToBuUTENb FrApaHTVPyeT COOTBETCTBYE M3AE/MA TPeOOBaHNAM HOPMATUBHOW [OKyMeHTar
9001:2008 TOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT U
12-2015, IOCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npun cobtog,

XPaHeHVs 1 NPUMEHEHWS B TeYEHME CPOoKa roAHOCTI.

FapaHTUiHbIe 06s3aTEeNbCTBA U3TOTOBUTENS /WM €ro NpeLCTaBuTeNA
MeMLMHCKOe U3e/nne B Clydae HeHa/IexalLLero XpaHeH!s, TpaHCropTu oro
v3aenvs.
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MacnopT
Kpronpobupkn o6bemom 4,0 mn 6e3 2D wTpmx-koaa, ¢ BHelHel pe][eYiry| 6€3 i

Cepus 14P10556022 [ata n3rotosneHus

1. Ha3HaueHue
Kpronpobupky npeaHasHaveHb! 415 coopa, 06paboTki, KOHCEPBaLMM 1 XpaHEHS GUO/OrMyecKknx obpasLoB
npu Temneparype MuHyc (196-86)°C ¢ 1cnosb30BaHMEM MapoB »XMAKoro asora (LN2), 41a Lenein nonyyeHms
MHopMaLM Npyi NPOBELEHM MEAVLMHCKYX UCCNEeA0BaHWiA in Vitro B labopatoprsix MeAVLIMHCKUX YHPEXAEHIA.
O6pasLiamm SBAKOTCA: BUOMOTMYECKYIE XMAKOCTU (KPOBb, V1a3Ma KpOoBK, Criepma) YesioBeka 1 TkaHu
Guronornyeckme (KoCTHas TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKMe XapakTepucTukun
Marepwian 13rotoseHys nonunponwneH Purell HP371P
FabapuTHble pasmepbl (OMameTp X BbicoTa) 0 12,6 x68,6 M.
Pabounii 06bEM 4.0 Mn.
Hannume KpbILLKA HeT
Tvn pe3bbbl Ha KPUONpPo6KpKe BHELLHSIA
Pabounii TemneparypHbIi AvianasoH Or-196 °C fo -86°C
Hannume/Tvin 2D wrpmx-koga Het
YCTOMYMBOCTb K LIEHTPMYTPOBaHUIO [0 3000g no npofosbHol ocn
lNokasaresib repmMeTMyHOCTH o 95kMa
Macca 0fHOI Kpronpoorpku 28T.
YCTONUMBOCTb K CTEPUIN3ALIM NapoBbIM METOAOM Mpy Temneparype (121+1)°C
Hanmure rpayvpoBku HeT

3. YnakoBkKa, TpaHCNOPTUPOBKa 1 XpaHeHUe

YnakoBKka 06ecreunBaeT COXPaHHOCTb U3ZEMMIA MPK TPAHCTIOPTMPOBKeE. Kpronpobrpky TPAHCTOPTUPYHOT B
TPaAHCMOPTHOI YNakoBKe NPeAnpUSTUS U3rOTOBUTENA B Anana3oHe Temneparyp ot (- 50 go +50) °C v BnaxHocTv
[0 98% npu Temneparype +25°C. MNpefoxpaHAaTb OT NPSAMOro nonagaHns 0CaaKoB.

Kprionpobupky XpaHAT B repMETUUHO 3aKPbITON YakoBKe NPeanpuaTUS U3roToBUTENSs, M30eras 3HauMTeSbHbIX
KonebaHWii Temneparypbl BO BPEMS XpaHeHS. XpaHWTb B CyXOM NPOoX/1aiHOM MeCTe B Ayana3oHe Temreparyp (+5
- +40)°C 1 BiaxkHocTy o 80% nipy Temneparype +25°C.

4. TpeboBaHusa 6e30nacHOCTU

Kpronpo6urpky SBNSKOTCA HETOKCUYHBIM anporeHHbIM NMPOAYKTOM, OHOPA30BOr0 MCro/b30BaHMS.
Kpronpobupky NOCTaBnsoTCs He CTEPU/IbHBIM. KpronpooBrpKu YCTOMUMBbI K CTEPIA3ALMM MapOBbIM METOAOM
npy Temneparype (121+1)° C B TeueHue (20£2) MrH.

Mpw paboTe ¢ KpMOMpPOBKpKamK, CoaepKaLLMM BroMaTeprasibl, CeayeT HafeBarb OAHOPA30Bble PE3VHOBbIE
repyartky, BO 13beXaHme pucka VHPULVPOBAHWA NepcoHana briomareprasiomM. He 1crnosb30Barh Mo OKOHYaHM
CPpOKa roiHoCTW. He 1Ccrnonb30BaTh He Mo HasHaueHMHo. He 1Cno/b30BaTh NPy 06HaPY>KEHUN MEXaHUYECKVIX
NOBPEXAEHWIA.

5. CegeHus 06 yTunnsauymm

Vi3penvs, MeBLLUE KOHTaKTe KPOBLIO W/ ApYriIMA GUO/IOTMHECKUMIA YKNAKOCTAMU, NOL/IEXAT YTWIN3aLmm
no CaHMvH 2.1.7.2790-10 knacc b ¢ 06s13aTesibHbIM 06e33apadkviBaHNEM MyTeM CTEPUIN3ALIM NIHOObIMU Ha
[JaHHOM NpeanpuysITue YCTaHOB/IEHHBIMU METOAaMM. Heuncrnosb3oBaHHbIe (He MVIEBLLIME KOHTaKTa C KPOBbLHO W/
[p. BG1OMOrNYECKUMI YKMIKOCTAMM) B TOM YKC/IE C UCTEKLLIMM CPOKOM FOAHOCTI YTUAM3MpYroTcs no CaHMuH
2.1.7.2790-10 knacc A

6. [apaHTUn narotoBuUTens

M3rotosutens: «/1B/1 TekHonomkme MbX yHA Ko. KI'», topuanieckuii aapec: FepmaHuns, 74564, T.

Kpaiineexaiim, Teogop-LLtopwm-LUtpace, o, 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBME M3AeNns TpeboBaHUAM HopMaTUE , 1
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT CO/M [20~, TCLL,-15060997-
12-2015, MOCT 1SO 10993-18-2011, MOCT ISO 10993-1-2011) npwm cobrraaeHnju| SN aHtM 8 Tn|foBKiM
XPaHEHA U NPUMEHEHNS B TEYEHME CPOKa FOAHOCTUA. technologies

FapaHTUiHbIE 0653aTeNbCTBA U3rOTOBUTENS W/WIN €10 MPEeACTaBUTEN B |
MEMLMHCKOE U3AeNMe B CNyvae HeHa/1exaLLero XpaHeH!s, TPaHCIOPTUPOPKK
n3aenms.

H/2 T9" 93613:
f-49 95\ 33
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MNMacnopT

Kprionpobupkn o6bemom 1,4 mn 6e3 2D LWTpux-Koaa, € BHELIHe peb6(ii<M'3 [blb

Cepus 2A01432 r,'El,aTa W3TOTOB/IEHA

1. Ha3HaueHue
Kpronpobupkn npeaHasHaveHbl A/ coopa, 06paboTKY, KOHCEPBALWM M XPaHEHUST GMOMOTMYECKIX 00PasLIOB
npn Temneparype MUHyc (196-86)°C ¢ Mcrnonb3oBaHMEM NapoB »uaKoro asota (LN2), 4na uenein nonyyeHus
VH(opMaLmmM Mpu NPoBeAEHAY MEAVLIMHCKUX UCCIEA0BaHIA in Vitro B labopaTtopusix MeAVLIHCKMX YUPEXAEHUIA.
O6pasLamm ABNAOTCAH: BUOMOTMYECKIE XKUOKOCTU (KPOBb, M/1a3Ma KPOBY, CNEpMa) YesioBeKa 1 TKaHM
Gronormyeckme (KocTHas TKaHb, 06pasLibl KOXHbIX NMOKPOBOB)

2. OCHOBHble TeXHUYEeCcKmne XapakKTepucTukun
Marepuan 13rotosneHmsa nomvnponwieH Purell HP371P
FabapuTHble pasMepsb! (aMamMeTp X BbicoTa) 0 12,6 x38,0 mm.
Pabounii 06LEM 14 mn
Hannume KpbILLKn HeT
Tun pe3bbbl HA KPMONPOGMPKe BHELLHSIA
Pabouuii TemneparypHbiii AnanasoH Or-196 °C go -86°C
Harmuve/tvin 2D wirpmx-Koga Het
YCTOMUMBOCTb K LIEHTPUYTMPOBaHMIO [0 30009 no npozosnbHo ocn
lNokasaresb repMeTUYHOCTH [0 95kMa
Macca 0fHOI Kpronpooupk 097r.
YCTOYMBOCTb K CTEPU/IN3ALIN MapoBbIM METOLOM Npyi Temneparype (121+1)°C
Hannume rpagympoBkm Het

3. ¥YnakoBKa, TpaHCMopTUpOBKa N XpaHeHune

YnakoBKa 06ecrneyvBaeT COXPaHHOCTb U3AENMIA NP TPAHCMOPTUPOBKE. Kpronpo6rpKi TPaHCTOPTUPYHOT B
TPaAHCMOPTHOW yNaKoBKe NPeanpusT s U3roTOBUTENS B AvanasoHe Temneparyp ot (- 50 go +50) °C v BnaxHocTv
[0 98% npu Temneparype +25°C. MNpefoxpaHAaTs OT MPAMOro MonagaHnsa 0CaaKoB.

Kpronpobupky XpaHsT B repMETUYHO 3aKPbITOI YakoBKe NPeAnputTVS U3roTOBUTENS, U30eras 3HaUUTE TbHbIX
KoneGaHuWii Temneparypbl BO BpeMs XpaHeHs. XpaHWTb B CyXOM NPOoX/IaiHOM MeCTe B AuanasoHe Temneparyp (+5
- +40)°C v BnaxkHocTv o 80% npy Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpobupky SBNSKOTCA HETOKCUYHBLIM arnmporeHHbIM MpPoAYKTOM, 0HOPa30BOro UCMO/b30BaHYS.
Kpronpo6upky NocTaBnstoTes He CTepWibHbIMA. KpronpoOupKM YCTOMUMBbI K CTEPUM3ALIN NapOBbIM METOAOM
npv Temneparype (121+1)° C B TeueHne (20£2) MUH.

Mpn paboTe ¢ KPUONPOGMPKaMK, CoEPaLLL MMM BroMaTeprasibl, CreayeT HafeBarb OHOPAa30Bble PE3VHOBbIE
nepyaTku, BO U36eXxaHVe prcka MHMLPOBaHWA NepcoHaria briomareprasiomM. He 1Crosb30BaTh Mo OKOHYaH!N
CpoKa roHoCTU. He 1cnosb3oBarh He Mo HasHaueHMHo. He 1cnonb30BaThb Mp OGHAPYXXEHNN MEXaHUHECKMX
NOBPEXAEHUIA.

5. CBegeHus 06 yTunimnsauum

Vi30envs, VeBLLIME KOHTaKTe KPOBbLIO /W APYTIMA GUOMIOMHECK MM YUAKOCTAMU, NOL/IEXAT YTUI3aLmmn
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTesibHbIM 06e33apadkviBaHEM MyTeM CTEpUM3aLWN IoObIMA Ha
[JaHHOM NpeanpysTUE YCTaHOB/IEHHBIM METOAAMM. Heuncrnosb3oBaHHbIe (He MVIEBLLIME KOHTaKTa C KPOBbLHO /W
[p. BVOMOTVHECKVIMM YKUAKOCTAMM) B TOM YWC/IE C UCTEKLLIMM CPOKOM rOAHOCTY YTUn3upyrotes o CaHMH
2.1.7.2790-10 knacc A

6. FapaHTvm n3rotoeuTens

Vizrotosuens: «/1B/1 TekHonomkuc M6X yHA, Ko. KI», ropuanyeckun™agpec: Mepmanus, 74564, T.
Kpaitnbexaiim, Teogop-LLtopm-LLtpace, 4. 17

V13rotoBuTE b rapaHTVPYET COOTBETCTBYE M3MENNA TPeGoBaHNAM HO
9001:2008 MOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IOC 10993-
12-2015, MOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npm cobr(b,

XpaHeHs Y NMPUMEHEHNS B TEUEHWE CPOKA rOAHOCTU.

FapaHTUiHbIe 06s3aTeNbCTBA U3TOTOBUTENS WM €ro NPeACTaBuT 3 B
MEeMLMHCKOe U3e/nne B Clydae HeHa/IeXaLll,ero XpaHeHus, TpaHCrop LIMHEKOTO
U3aenvs.
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MacnopTt

Kprionpobupkm o6bemom 1,6 mn 6e3 2D LUTpux-Koaa, € BHeLUHe pe3bb™alpés 1V L
Cepus 2A01439 [Jarta n3rotosneHus

1. Ha3HaueHue
Kpuonpobupky npeaHasHadeHb! 41a coopa, 06paboTKK, KOHCEPBaLMM 1 XPaHEHNS BVOMIOTMYECKX 06Pa3LIOB
npv Temnepatype MuHyc (196-86)°C ¢ MCMonb30BaHMEM MApPoB XMAKOro a3oTa (LN2), Ans Lenein nonyyeHus
VH(opMaLmm Mpu MpoBeAEHA MEAVLIMIHCKUX UCCIEA0BaHIA in Vitro B labopaTopusx MeAVLIHCKMX YUPEXAEHUIA.
Ob6pasLamm ABNAOTCAH: BUOMOTMYECKIE XKUAKOCTU (KPOBb, M/1a3ma KPOoBY, CNIEPMA) YesI0BEKA U TKaHM
6u1orornyeckme (KOCTHas TKaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakTepucTukun
Marepuan U3rotosneHus nomvnponwieH Purell HP371P
FabapuTHble pa3vepb! (aMaMeTp X BbicoTa) 0 12,6 x 38,5 Mm.
Paboumin 06bEM 16 mn
Hannuve KpbiLLkn HeT
Tun pe3bbbl HA KPMONPOGMpKe BHELLHSIA
Pabounii TemnepatypHbIi AnanasoH Or-196 °C po -86°C
Hanmuve/tvin 2D wrpmx-Koga Het
YCTONUMBOCTb K LIEHTPUQYrMpOBaHMIO [0 30009 no Npofo/bHOM ocK
lNokasaresb repmMeTryHOCTH [0 95kMa
Macca 0fHOI Kpronpo6upku 1,13r.
YCTO4YMBOCTb K CTEPU/IN3ALIMN napoBbIM MeToAOM Mpu Temneparype (121+1)°C
Hannuve rpagyvposku Het

3.  YnakoBka, TpaHCNOPTUPOBKA U XpaHeHue

YnakoBKa 06ecrneyvBaeT COXPaHHOCTb U3AEMMIA MPX TPAHCMOPTMPOBKE. Kpronpobrpkm TpaHCNopTURYHOT B
TPaHCMOPTHOI YNaKoBKe NPeAnpusT s U3roTOBUTENA B AnanasoHe Temnepartyp or (- 50 o +50) °C v BnaxHocTv
[0 98% npu Temneparype +25°C. MNpefoxpaHAaTs OT MPSAMOro MonagaHs 0CaaKoB.

Kpuronpobupky XpaHAT B repMETUYHO 3aKPbITOM YNakoBKe NPeanpuaTUS N3roToBUTENS, U3beras 3HaumTe IbHbIX
KonebaHuii Temnepartypbl BO BpeMsi XpaHeHUs. XpaHWTb B CyXOM NPoX/iaaHOM MeCTe B Ayana3oHe TeMneparyp (+5
- +40)°C v BnaxxHocT Ao 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30nNacHOCTU

Kpronpobupku SBSKOTCS HETOKCUYHBIM anporeHHbIM NPOAYKTOM, OHOPA30BOro UCMo/b30BaHWA.
Kpronpo6umpky nocTasnstoTest He CTepusibHbIMK. KpronpoOrpKy YCTOMUMBbI K CTEPUIM3ALWN NapOoBbIM METOLOM
npy Temneparype (121+1)° C B TeueHre (20+2) MyH.

Mpn paboTe ¢ KPUONPOGMPKaMK, COAEPKALLMMI BroMaTeprabl, CrieayeT HaaeBarb OAHOPa30Bble PE3VHOBbIE
MnepyaTkyi, BO U3BGEXaHVe prcka MHOMLPOBaHUA NepcoHasia briomareprasiom. He 1Crosib30BaTh Mo OKOHYaHM
CpOKa rofiHOCTW. He 1CMno/b30BaTh He Mo Ha3HaueHMHo. He KCronb30BaThb MY 0OHAPYXEHNN MEXAHUHECKMX
MOBPEXAEHUI.

5. CBegeHnsa 06 yTunnsauymm

Vi30envs, VEBLLIME KOHTaKTE KPOBLIO W/ APYrMA BMO/IOMHECK MM XUAKOCTAMM, MOL/IEXaT yTUM3aLmm
no CaHlMvH 2.1.7.2790-10 knacc b ¢ 0bsi3ate/ibHbIM 06e33apaXkvBaHMEM MyTeM CTepUM3aLN NFOObIMM Ha
JaHHOM NpeanpusaT/e YCTaHOBEHHBIMU MeToAaMM. Hercnosb30BaHHbIe (He MMEBLUME KOHTaKTa C KPOBbHO W/Wn
[p. G1ONOrVHECKVIMM YUAKOCTAMU) B TOM UUC/IE C UCTEKLLVIM CPOKOM FOAHOCTU yTM3vpytotes o CaHnuH
2.1.7.2790-10 knacc A

6. rapaHTI/IVI n3roroBuTensd

VizrotouTenb: «/B/1 TekHonomkmc M6X yHA, Ko. KI'», topuanyeckuin agpec: Mepmanmns, 74564, T.
Kpalinbexaiim, Teogop-LLtopm-LLitpace, 4. 17

Vi3rotoBUTE b rapaHTUPYET COOTBETCTBIE M3AE/MA TPEOOBAHMAM i |
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rOC) ISO 10993-
12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npm cobrH
XpaHeHVs 1 NPYMEHEHWA B TEYEHE CPOKa MOAHOCTU.

FapaHTUiiHbIe 06s3aTeNbCTBA U3rOTOBUTENA U/WIM ero npeacraiTe’ |nd i
MEAVILIMHCKOE M3JE/Ve B Cllyyae HEeHa/IeXaLLEero XpaHeHws, TpaHcrop|r VL HeKoro
n3penva. 7
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MacnopT

Kpronpo6umpku o6bemom 1,2 M 6e3 2D LTpux-KOAa, C BHelLHeli pesiloiire™ 4

Cepust 2A01412 [ata n3rotoeneHus 12/2015

1. Ha3HaueHue
Kpronpobupkn npeaHasHaueHb! A5t coopa, 06paboTKK, KOHCEPBALMMA U XPaHEHNST GUOMOMMUECKMX 06pasLIOB
npn Temneparype MUHyc (196-86)°C ¢ 1cnonb3oBaHeM NapoB »uaKoro asota (LN2), 4na ueneii noyyeHus
MH(opMaLMM NMpyi NPOBELEHWM MELMLMHCKUX 1CCNEeA0BaHWIA in vitro B labopatopusix MeAVLIIHCKX YHPEXKAEHUIA.
O6pasLiamn SB/AKOTCA: BMOMOTNYECKME YKMUIKOCTU (KPOBb, M/1a3via KPOoBK, CriepMa) YerioBeKa Y TKaH
6ronornyeckvie (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHUYECKne XapakKTepunucTukun
Marepuan 13rotosneHus nomvnponwieH Purell HP371P
FabapuTHble pasvepsb! (aMamMeTp X BbicoTa) 0 12,6 x 36,0 mm.
Pabounii 06bEM 12 mn
Hannuve KpbILLKn HeT
Tvn pe3bbbl Ha KPUONpPoGMpKe BHELLHSASA
Pabouuii TemnepatypHbIii AnanasoH Or-196 °C po -86°C
Hanmuve/tvin 2D wrpmx-Koga Het
YCTONUMBOCTb K LIEHTPUQYTMPOBaHMIO [Jo 30009 no npofosbHOM ocn
lNokasaresib repMeETHYHOCTY o 95kMa
Macca 0fHOI KpronpoGUpPKM 0,80r.
YCTONUMBOCTb K CTEPUIN3ALIM MapoBbIM METOAOM Mpu Temneparype (121+1)°C
Hanvuve rpagyvposku HeT

3. YnakoBka, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBKa 06ecrneyvBaeT COXPaHHOCTb M3AEMMIA MPK TPAHCMOPTUPOBKE. KpronpobrpKI TPaHCTIOPTUPYHOT B
TPaHCMOPTHO YMaKoBKe NPeAnpUsTUA U3roTOBUTENS B AuanasoHe Temneparyp ot (- 50 go +50) °C v BnaxHocTv
[0 98% npu Temneparype +25°C. MNpegoxpaHaTb OT NMPAMOro ronagaHyst 0CaaKoB.

Kpronpobrpkm XpaHAT B repMETUYHO 3aKPbITO YNakoBKe NpeanpusTia U3rotoBUTens, 1sberast 3HaumTe bHbIX
KonebaHmii Temnepatypbl BO BpeMsi XpaHeHWs. XpaHWTb B CyXOM NPOXIaaHOM MeCTe B Ayana3oHe TeMneparyp (+5
- +40)°C v BnaxxHocTv o 80% npu Temneparype +25°C.

4. TpeboBaHusi 6e30NacHOCTU

KpronpoOupkm SBMISKOTCS HETOKCUYHBIM anporeHHbIM NPOAYKTOM, OHOPA30BOro UCMo/b30BaHYA.
Kpronpobuypky NOCTaBASOTCS He CTepW/IbHbIMA. KprompoBrpKi YCTOMUMBbI K CTEPUM3aLMM NapoBbIM METOLOM
npy Temneparype (121+1)° C B TeveHune (20£2) MyH.

Mpn paboTe ¢ KPMONPOGMPKaMK, CoAepKaLLL VM BroMaTeprabl, CreayeT Hazesarb OAHOPa30Bble PE3VHOBbLIE
rnepyarku, BO M30eXaHWe prcka MHDMLMPOBaHUSA NepcoHasia brioMarepuraniomM. He ucnosb30Bark Mo OKOHYaHUN
CpoKa rogHoCT. He 1cnonb30Barb He Mo HasHaueHUro. He 1Crosb30BaTh My OGHaPYXXEHNN MEXaHUHECKMX
MOBPEXIEHWIA.

5. CBefgeHna 06 yTunimnsauum

W3penus, nvesLIne KOHTaKTe KPOBBLHO /WM APYTMMA BUOMOMMHECKUMIA XXUAKOCTAMU, MOL/IEXAT YTUIM3aLmMm
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 0bs3aresibHbIM 06e33apaknBaHeM MyTem cTepuimsauyn fikobbiMm Ha
[JaHHOM NpeanpusaT/e YCTaHOBIEHHLIMU METOAAMM. Hencrosib30BaHHbIe (He MMEBLLIME KOHTAKTa C KPOBLHO W/
p. G1OMOrMYECKUMU YUOKOCTAMY) B TOM UMC/IE C UCTEKLLMM CPOKOM rOAHOCTY yTuamaunpytotcs no CaHlmH
2.1.7.2790-10 knacc A

6. TlapaHTUK n3rotoBuTenNs

VizrotoBuTesb: «/1B/1 TekHONOMKUC TMOXyHA, Ko. KT, ropranyeckuin agpec: Fepmanuns, 74564, T.

Kpaiinbexaiim, Teogop-LLtopwm-LLtpace, g, 17

V3rotoBUTENb rapaHTMpPyeT COOTBETCTBUE N3AENNA TpE6OBaHV|F||V| HOp n !
9001:2008 MOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT U AT I® 10M93-
12-2015, TOCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npum cobroae(H IT[ATaTo|powls| |
XpaHeHnAa 1N NPUMEHEHNA B TEYEHME CPOKa roHOCTW. teCh n0|Og ies

FapaHTI/IVIHble 0053aTeNbLCTBA U3roTOBUTENS W/WTK ET0 npeacraBuTens CTOaHAKOTCA Ha
ME/VLIMHCKOE U3/ e B CIlyYae HEHAZ/IEXALLIEr0 XPaHEeHs, TPaHCTIOPTK eMLIMHEKOTO
nsgenua. tra(3e 17
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MNMacnopT
Kpuonpobupky 06beMom 0,75 Mn 6e3 2D LWTpKX-KoAa, C BHELLHEN

Cepust 2A01392 [ata n3rotosneHus

1. Ha3HauyeHve
Kpuronpobupky npegHasHayeHb! 4is coopa, 06paboTKK, KOHCEpBALWN M XpaHEHUS G1O/or1yeckyx 06pasLos
npn Temneparype MuHyc (196-86)°C ¢ 1cnonb3oBaHrem napos Xuakoro asota (LN2), gns ueneii nosyyseHms
MHOpMaLM NPy NPOBELEHUN MEAVLIMHCKYIX UCCIef0BaHWI in Vitro B 1ab0paTopusix MEAULMHCKMX YUPEXAEHUIA.
Ob6pasLammn SBNAHOTCAH: BUOMOTNYECKIME YKMAKOCTU (KPOBb, M/1a3ma KpoBK, CriepMa) YesioBeka 1 TKaHW
6uronornyeckyie (KoCTHast TKaHb, 06pasLibl KOXHbIX MOKPOBOB)

Marepuan 13rotos/neHns nomvnponwieH Purell HP371P
rabapuTHble pasMepbl (AMameTp X BbICOTa) 0 8,8 x29,5 mm.

Pabounii 06bEM 0,75 mn.

Hannume KpbILLKK HeT

Tvin pe3sbbl HA Kpronpobupke BHELLHASA

Pabouuii TemneparypHbIli Auana3oH Or-196 °C po -86°C
Hanmuvie/tvin 2D wrprix-Koga Het

YCTOMYMBOCTb K LEEHTPUYTMPOBaHNIO [0 3000g no NpofosbHON ocK
lNokasaresib repmMeTryHOCTM o 95kMa

Macca 0fHOI Kpronpooupk 046T.

YCTOM4YMBOCTb K CTEPUIN3ALIN MapoBbIM METOAOM py Temneparype (121+1)°C
Hanv4mre rpaayvpoBku Het

3.  YnakoBka, TpaHCNoOpTUPOBKa U XpaHeHue

YnakoBKa 06ecrneyvBaeT COXPaHHOCTb M3LE/NIA NMpK TPAHCNOPTUPOBKE. KpronpobupKky TPaHCMoPTUPYHOT B
TPaHCMOPTHOI YNaKoBKe NPeanpusT s U3roTOBUTENA B AnanasoHe Temnepatyp oT (- 50 Ao +50) °C 1 BlaXHOCTM
[0 98% npu Temneparype +25°C. MNpefoxpaHaTs OT NPAMOro MoragaHna 0CaiKoB.

Kprionpo6upky XpaHAT B repMETUUHO 3aKPbITOM YNakoBKe NPeanpysTV s U3roToBUTESS, 136eras 3HaUYnUTe bHbIX
KonebaHuii Temneparypbl BO Bpemsi XpaHeH s XpaHWTb B CyXOM NpOoX/IaaHOM MeCTe B [yarnas3oHe Temneparyp (+5
- +40)°C n BriaxkHocTv ao 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e3o0nacHOCTU

KpronpoOupkm SBNSKOTCA HETOKCUYHBIM anyporeHHbIM MPOAYKTOM, OAHOPAa30BOr0 MCMO/b30BaHMS.
Kpronpobrpkm NOCTaBSoTCA He CTepUbHbIMU. KpronpoGupKn YCTOMUMBLI K CTEPUIM3ALIMM MapoBbIM METOAO0M
npy Temneparype (121+1)° C B TeueHme (20£2) MUH.

Mpu paboTe ¢ KPMONPOBMPKaMK, COAEPXALLYIMN BruoMaTepuasbl, CrefyeT HaleBaTb O[JHOPa30Bble Pe3VIHOBbIE
rnepyarku, BO 136eXaHve prcka MHHOMLIMPOBaHUS MepcoHasia romarepuasiom. He MCno/b30BaTh Mo OKOHYaHWN
CpoKa rogHOCTU. He CMOMb30BaTh He M0 HasHaueHMo. He 1Crosb30BaTh NPy OGHAPYXKEHUM  MEXaHNUECKNX
MOBPEXAEHUN.

5. CBegeHunsa 06 yTunnsaunm

V3penus, nmeBLIME KOHTaKTE KPOBLIO /W APYTMU BUOMOTMHECKMU YXUOKOCTAMM, NOANEXAT yTWIU3aLWmN
no CaHMuH 2.1.7.2790-10 knacc b ¢ ob6s3ate/ibHbIM 06e33apaXKMBaHEM MyTeEM CTEPUIM3aLMA NHOObIMA Ha
[JaHHOM NpeanpuAaT/e YCTaHOBNEHHBIMU MEeToAaMKM. Hencrnosb30BaHHbIe (He MMEBLLIME KOHTAKTa C KPOBLHO WK
[p. GUOMOTMHECKMMN XXAOKOCTAMY) B TOM YKC/IE C UCTEKLLIMM CPOKOM FOAHOCTM YTUm3upytotcst no CaHMvH
2.1.7.2790-10 knacc A

6. rapaHTI/II/I n3rotosuTens

VizrotosuTenb: «/1B/1 TekHonomkue MoX yHZ, Ko. KM», topuandeckuii agpec: FepmaHns, 74564, T.
Kpaitnbexaliv, Teogop-LLtopm-LLitpace, g, 17

Vi3roToBUTE/Ib rapaHTUPYET COOTBETCTBYIE U3AENMA TPEOOBAHVAM HOPMA UBHOW AOKYMeHTaLym (1SO--------- .
9001:2008 IMOCT CO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IOCT IACC ACmO099i-
12-2015, MOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) nipn coBMOAEHK BK™ |
XpaHeHVs 1 NPUMEHEHNS B TEYEHIE CPOKa FOAHOCTU.

FapaHTUiHbIe 0653aTeNbCTBA U3TOTOBUTENA WK €ro NpeacTaBUTeNs B

MEAVLIHCKOE U3AENME B Clyvae HEHa/IeXaLLEro XpaHeHus), TpaHCropTvpe Yorb30BaHMA MEAMLIMHCKOrO
nsgenva. Co. KG
rm-StraBe 17
German;
p5613 2C
51
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MacnopT

Kprionpo6upkn o6beMom 0,3 M ¢ 2D LLITPKX-KOZOM, C BHELLHe pe3b6oi, € K LVL

Cepyst 2A0136 [laTa V3roToBMeHus {"jt*"nolugies

1. Ha3HaueHue
Kpronpobupkn npeaHasHadeHb! A5 coopa, 06paboTKY, KOHCEPBALWM M XPaHEHWST GUOMOMMYECKIX 06pa3LIoB
Mpu1 Temneparype MyHyc (196-86)°C ¢ MCMo/b30BaHMEM NapoB »MAKoro asota (LN2), ans ueneii nosyveHmns
VHOpMaLM NPy NPOBELEHNN MEAVLIHCKX UCCIEA0BAHIIA iN Vitro B 1abopatopusx MeOULMHCKVX YUPEXAEHNIN.
O6pa3Lamm ABISOTCAH: BUO/OTMYECKIME XUAKOCTU (KPOBb, MV/ia3mMa KPOBY, CriepMa) YesoBeKa M TKaHu
Gronormyeckme (KOCTHas TKaHb, 06pasLibl KOXHbIX MOKPOBOB)

Marepuan 13rotos/neHms nonvnponwneH Purell HP371P

FabapuTHble pa3Mepbl (AMameTp X BbICOTa) 0 8,8x19,3mm.

Pabounii 06bEM 0,3 mn.

Hamume KpbILLKu [1a, CYIN/IoTHATENEM U3 CWIMKOHOBOW PE3VHbI
Tun pe3bbbl Ha KPMONpPoGMpKe BHELLHSA

Paboumii TemnepatypHbIii ayanasoH Or-196 “C pmo -86°C

Hanmuve/tvn 2D wtpmx-koaa [a, DataMatrix

YCTOMYMBOCTb K LEHTPUKYTMPOBaHIIO [0 30009 No Npofo/bHON ocu

lNokazare/b repMeTUYHOCTU [0 95kTla

Macca 0fHOI KpronpoOUPKIA/KPbILLIKA 0,24/0,1 1.

YCTOMYMBOCTL K CTEpUAM3aLWAN MapoBbIM METOAOM Mpn Temneparype (121+1)°C
Hannuve rpagyvipoBkm Het

3.  YnakoBKa, TpaHCMNopTUpPOBKa N XpaHeHue

YnakoBKka 0becreuvBaeT COXPaHHOCTb U3AE/MIA MPK TPAHCTIOPTUPOBKE. Kpronpooupkn TpaHCNopTUPYHOT B
TPAHCMOPTHOI YMakoBKe NpeAnpusTUS U3roTOBUTENA B Anana3oHe Temneparyp oT (- 50 go +50) °C v BnaxxHOCTH
[0 98% npn Temneparype +25°C. MpenoxpaHats OT NPAMOro MonagaHVA 0CaaKoB.

Kprionpo6upky XpaHAT B repMETUYHO 3aKPbITON YINakoBKe NPeanpusTAs U3roTOBUTENS, U30eras 3HauMTe bHbIX
KoneGaHuWiA TeMneparypbl BO BPEMS XpaHeHUs. XpaHWTb B CyXOM NPOoxX/1aiHOM MeCTe B Auarna3oHe Temneparyp (+5
- +40)°C 1 BnaxxHocTK a0 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6upKm SBMISKOTCA HETOKCUYHBIM anporeHHbIM MPOZYKTOM, OHOPa30BOro MCro/b30BaHMS.
Kpronpo6upKm NnocTas/skoTcA He CTePTbHBIMA. KprOMpoBMPKY YCTOMUMBLI K CTEPU3ALIN NAPOBLIM METOL0M
npv Temneparype (121+1)° C B TedeHre (20+2) MUH.

Mpv paboTe € KpronNpoGupkamm, cofepxaLLmMm bromarepuasibl, crelyeT HafeBaTb OHOPAa30Bble PE3VHOBbIE
rnepyarku, BO 136eXaHne prcka MHPMLMPOBaHMA NepcoHasia briomMarepriasioM. He 1Crosb30BaTh Mo OKOHYaHUN
CPpOKa roAHOCTW. He 1Crosb30BaTh He Mo Ha3HaueHW0. He 1Cronb30BaTh Mpy 06HAPYEHUN MeXaHNYeCKX
MOBPEXAEHWIA.

5. CBepgeHus 06 ytnnmsauymm

Vi3penus, MeBLLE KOHTaKTe KPOBbLHO W/ APYTrMMA BOOMMUECKV MM YXUAKOCTAMM, NOL/IEXAT YTUN3aLIWN
no CaHMuH 2.1.7.2790-10 knacc b ¢ 06s13ate/bHbIM 06e33apadKviBaHEM MyTEM CTEPUIM3aLMA NHOOLIMA Ha
[JaHHOM MpeAnpuATVE YCTaHOB/IEHHbIMY METOAaMW. Hercnosb30BaHHbIe (HE MMEBLLME KOHTAKTa C KPOBbLHO W/
[p. GMOMOTMHECKVIMU YKALKOCTAMY) B TOM YMC/IE C UCTEKLLIM CPOKOM rOAHOCTY YTUn3upyrotes o CaHlH
2.1.7.2790-10 knacc A

6. rapaHTI/IVI n3rotoBuTensa

VirotosuTenb: «/1B/1 TekHonomkuc MveX yHA, Ko. K, ropuanyeckuii aapec: FepmManus, 74564, T.
Kpaiinbexaiiv, Teogop-LLiropm-LLitpace, g, 17

VisroToBuTENb rapaHTUPYET COOTBETCTBIE M3/ NS TPEOOBaHMAM HOPMATVBHOM fOKymeHTaumn (ISO
9001:2008 IOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCTIICO/MBK 17025-2009, IOCT ISO 10993-

12-2015, MOCT I1SO 10993-18-2011, MOCT ISO 10993-1-2011) npu cobn/ Y "t +0l [TpOHrMNpTUPRBKUA.
XpaHeHUs U MPYIMEHEHNS B TEYEHIE CPOKA FOLHOCTU.

FapaHTUIAHbIE 06s13aTeNbCTBA M3TOTOBUTENA W/ ero npeacTaiiliten acNeocTO|«1t0l
ME[MLVHCKOE U3AeNve B Crydae HeHag/iexallero xpaHeHus, TpaHanos’| |1 |LoyiNpertatirdtfifrsij L Nii i iiin T
VRAETVA. technologies

Ao°or-"orr/1-8/ra(31_.
64 4["sheifk/German
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Urkundenrolle 1l UR 423 / 2017 Uz448/2017

Notariat Crailsheim llI*Tel. 07951/946130*Fax 07951/946161

Notarielle Beglaubigung
Vorstehende, 127-fach (auf jeder Seite des Textes) vor mir volizogene Unterschrift von
Herm Martin von Lueder, geboren am 18.05.1957,

geschaftsansassig in 74564 Crailsheim, Theodor-Storm-StraBe 17,

ausgewiesen durch Personalausweis -

beglaubige ich hiermit offentlich.

per unterzeichnete Text ist it Angabe in russischer Sprache in kyrillischer Schriftart er-
welcher der Notar nicht machtig ist.

Cra An 1 September 2017

-Schumm-
Notar
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434056

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[Fep6 chepepanbHoii 3emnun BageH-BropTembepr]

HotapuanbHbiin peectp Il UR 423 / 2017 Uz 448 / 2017

Hotapuart Kpaiinbcxaiiva lll *Ten. 07951/946130*®akc 07951/946161

HOTAPVAJIbHOE 3ABEPEHVE

HacTosawunm cBuaeTenbCTBYHO MNOA/IMHHOCTb C,D.e.l'laHHOVI B MOEM TMNPUCYTCTBUN (Ha Ka)K,EI,OI‘/JI

CTpaHuLEe TeKCTa) BbllIecTosIlel nognucu

rocnoguHa MapTuHa coH Jlrogepa, gata poxgeHuns 18.05.1957,
MeCTOHaxoXaeHne komnaHuu -74564 Kpanbcxainm, Teogop-LLUTopm-wTpacce, 17,

- npegbsAaBuBLIEro ygoctoeepeHmne JiIM4HOCTN.

MoAnucaHHbI TEKCT COAEPXNUT NHPOPMALIUIO HA PYCCKOM f3bIKe KUPUTNYECKUM LPUKTOM,

KOTOpPbIM HOTapuyc He BrajeeT.

Kpannbcxanm, 1 ceHTAabpa 2017 roga

HoTapuat Kpaiinbcxainma

/moanuce/
Wymm

HoTapuyc

PenbedHas nevatb: [HoTapunat Kpainbcxarimal

WNOTWCRLO1SUOO01\NOAHGroup\Work\NOAHWORD\REF00003\DOKNOTAR\UZ URKUN\U044817A.U01 434056

MepeBefeHO AMNNOMUPOBAHHbLIM NEPEBOAYNKOM
[epaceBbiM IBaHOM BanepbeBuyem
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A, JlamsvHa EneHa BacwuibeBHa, BPEMEHHO WCMOMHAOWASA 00653aHHOCTM HoTapuyca TepebkoBsa
Anekces Bnagumuposuya ropoga MoCKBbI, CBUAETENLCTBYHO MOA/IMHHOCTL MOAMMCKU NepeBofynKa [epacesa
VBaHa Banepbesnya.

Mognucek caenaHa B MOEM MPUCYTCTBUN.

JIN4HOCTb NOAMNMCABLLErO JOKYMEHT YCTaHOB/IEHa.

3apeructpuposaHo”™
B3bICKaHO GCTYAAGH p|My1mHbI (Mo Tapudpy): 100 py6. 00 Kor.
YnnayeHo/ (rj)aBpBoro n TexHn4eckol O|k:"akTepa: 200 py6. 00 kon.
P.'lW
. E.B. Nlam3vHa
Y reO'

/n’

TN 1o _
Hg%xn}gepoTamT ®®

KOMPOTCPHLIENETII'DKNPHE"
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Macnopt

Kprnonpobupkn o6bemom 0,3 M ¢ 2D WTPUX-KOAOM, C BHELLHEN pe3bb0oii, C KpbilKamu

Cepus 2A0136 [aTta nsrotosneHus 12/2015

1. Ha3sHaueHue
Kprnonpobupkn npegHasHaveHbl 415 coopa, 06paboTKu, KOHCEpPBaLMN N XPaHEHNS1 BUONOrMYecknx obpasLos
npu Temnepatype MuHyc (196-86)°C ¢ ncnosib3oBaHneM MapoB XugKoro asota (LN2), gnsa uenen nonyyveHus
MHdopMauMn npu NPoBeAEHNN MeANLMHCKUX UCCNeaoBaHui in vitro B nabopatopusaix MeanLUHCKUX YUpexXaeHUn.
O6pasuamu ABAAKOTCA: 6MONOrMYecKme XUAKOCTN (KPOBb, NnasMa KpoBu, criepMa) YesioBeka U TKaHu
6unonormnyeckme (KOCTHasi TkKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TeEXHNYECKNE XapaKTepUCTUKN
MaTepunan n3rotoBneHusi nonvnponuneH Purell HP371P
[abapuTHbIe pa3mMepbl (AnameTp X BbICOTa) 0 8,8x19,3mM.
Pa6ounii 06BEM 0,3 mn.
Hanuune Kpbiwkn [a, CynjoTHUTENeM U3 CUIMKOHOBOW Pe3uHbl
Tvn pe3bbbl Ha KPMONPOBUpPKe BHeLLHAA
Pabounii TemnepatypHbI guanas3oH OT1-196 °C po -86°C
Hanuume/tun 2D wTpux-Koga [a, DataMatrix
YCTOMUYMBOCTb K LLEEHTPUYIMPOBaHUIO [0 3000g no NpoAosibHOM ocu
[Nokasatenb repMeTU4yHOCTU 00 95klMa
Macca o4HO KpUonpoopKN/KpbILLKN 0,24/0,1 .
YCTOMUMBOCTb K CTepunmMsaumumn napoBbIM MeToA40M MNpu Temnepatype (121+1)°C
Hanunuve rpagynpoBku HeT

3. YnakoBka, TPaHCMopTUPOBKa U XpaHeHne

YnakoBka ob6ecneumBaeT COXPaHHOCTb U3AeNA Npy TpaHCnopTuposke. KpMonpobumpku TpaHCNopTUPYHOT B
TPaHCMOPTHOW ynakoBKe NPeanpusaTUS U3roToBuUTeNs B AuanasoHe Temnepatyp oT (- 50 go +50) °C n BNaxHoOCTn
[0 98% npu Temnepatype +25°C. MNpenoxpaHAatb OT NPAMOro nonagaHusi 0CafKoB.

Kpronpobunpkn XpaHAT B repMeTUYHO 3aKpbITOM ynakoBKe NpeanpuaTua U3rotToButens, nsberas sHaumnTelbHbIX
KonebaHui TeMnepaTtypbl BO BpeEMS XpaHEHUSA. XpaHUTb B CyXOM NpPoOx/1aiHOM MecTe Bauanas3oHe Temnepatyp (+5
- +40)°C 1 BnaxHoctn go 80% npu Temneparype +25°C.

4, TpeboBaHus 6e30MacHOCTU

Kpronpo6bupkun ABASKOTCA HETOKCUYHBIM anMporeHHbIM NPOoAYKTOM, O4HOPAa30BOro UCMNOIb30BaHUs.
Kpronpoburpkn noctaBnsaoTca He cTepu/ibHbIMU. KpMONpoOupKN yCTOMUMBBLI K CTEPUIM3aLMM NapoBbIM METOA0M
npyn Temnepatype (121+1)° C BTeyeHune (20£2) MUH.

Mpn paboTe C Kpuonpobupkamu, cogepxawmmm buomarepuansl, cnefyet HaeBaTb O4HOPa30Bble Pe3NHOBbIE
nepyaTkn, BO n3bexaHne pucka MHULMpPoBaHUA nepcoHana 6uomatepuasiom. He ncnonb3oBaTb N0 OKOHYaHUMU
CpOKa rogHoOCTW. He ncnosb3oBaTh He Mo Ha3HayeHWto. He 1cnonb3oBaTb NpU 0OHAPYXXEHUU MexaHU4ecKux
noBpexXaeHuin.

5. CBefeHus 06 ytunmnsauum

N3penuvs, nmesLIne KOHTaKT C KPOBbLIO /UMM APYTMMU BUOMIOTUYECKMMU XUOKOCTAMK, NoAexar ytmnmsaumm
no CaHlMvH 2.1.7.2790-10 knacc b c 06s13aTeNnbHbIM 06e33apaxnBaHMem nyTem cTepuansagum nrbbiMm Ha
[aHHOM MpeanpuaTue yCTaHOB/IEHHbIMW MeTogaMn. Hencnosb3oBaHHble (HE MMEBLUME KOHTaKTa C KPOBbHO W/1Uan
ap. 61M00rMYECKUMN XNAKOCTAMM) B TOM YUC/IE C UCTEKLIMM CPOKOM FOAHOCTU YyTunnsnpytotcsa no CaHlunH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3rotoBuTens

M3rotoBuTens: «JIBJ1 TekHonogkuc MmeXyHa Ko. KM», topugnyeckuii agpec: Mepmanus, 04564, r.
Kpainbcxaiim, Teogop-LUtopm-LUTpace, a. 17

M3roToBuTENb rapaHTUpyeT COOTBETCTBUE N3aenmsa TpeboBaHnaM HopMaTUBHOM gokyme buwnmn (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT NCO/M3K 17025-2C [o, MOCT ISO 10993-
12-2015, IOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cobnogeHnn yc.

XpaHeHUs 1 NPUMEHEHNA B TeYEeHNe CPoKa ro4HOCTMU. |

lapaHTUiiHble 0653aTe/IbCTBa N3rOTOBUTENA /UK ero npeacrasutens B PO rte
MeAULMHCKOE U3aenune B Crlydae HeHa iexallero XxpaHeHus, TpaHcnopTpoBku h
n3genvs.

5613 PO
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MacnopTt
Kprionpobupku o6bemom 0,5 M ¢ 2D LITPKX-KOAOM, C BHELLHER pe3b00id, ¢ KpbILLKaMU

Cepuist 2A0137 Jata n3rotosfieHus 12/2015

1. Ha3HaueHue
Kpronpo6upku npegHasHayeHbl onsa cbopa, 06paboTkm, KOHCepBaunn 1 XpaHeHUs 6uonornyeckmx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napos xuakoro asota (LN2), ons uenen nonyyveHust
MHdopMaLMn Npu NPoBeAeHUN MeANLMHCKNX UCCnefoBaHuii in vitro B nabopatopnsax MeguUUHCKNX YUPEXAEHWNA.
O6pasuamun SBnsATCA: BUONOrNYecKme XNAKOCTN (KpOBb, Nnasma KpoBuW, Crepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuasn U3roTosneHus nonunponuneH Purell HP371P

a6aouTHble pasmepbl (AUameTp X BbICOTa) 0 8,8x28,4MM.

Pa6ounini 06EM 0,5 mn. _
Hanuuue KpbILLKY [a. CVNIOTHUTENIEM U3 CUSIMKOHOBOW Pe3uHbl
Tun pe3bbbl Ha KpYONpo6upke BHELLHAA

Pabouunii TeMnepaTypHbIii AnanasoH Ot -196 °C po -86°C

Hanuuune/Tun 2D wrpux-koga Aa, DataMatrix

YCTOMUMBOCTL K LIeHTPUDYrMpoBaHunto Ao 30004 no Npofo/bHoOW ocy

MokasaTenb repMeTUHHOCTHU Ao 95kMNa

Macca ogHONn KpronpoOUpPKU/KPbILWKN 0,4/0,1 r.

YCTOMUMBOCTL K CTEpUAN3aLmn napoBbIM METOA0M npy Temnepartype (121+1)°C
Hannune rpagyvpoBKu HeT

3. YnakoBkKa, TpaHCNOPTUPOBKA N XpaHeHune

YnakoBKa ob6ecneymBaeT COXPaHHOCTb U3AeNNA Npu TpaHCcNopTupoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpusaTus U3rotoBuTens BAamanasoHe TemnepaTyp ot (- 50 go +50) Cwu BAaxHOCTU
[0 98% npu Temnepartype +25°C. MNMpefoxpaHAaTb OT MPSMOro rnornagaHnsa ocakos.

Kpronpo6bupkn XpaHAaT B repMeTUUYHO 3aKpbITON yrnakoBKe npeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MpoxX/agHOM MecTe B uana3oHe Temnepatyp (+5
- +40)°C 1 BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHNA 6e30MacHOCTU

Kpronpo6bupkn SBNSKOTCA HETOKCUYHBLIM anvporeHHbIM NpoAykKToM, 04HOPa30BOro UCMNoib30BaHUs.
Kpronpo6upkn noctaBAstOTCA He CTePUNbHbIMU. Kpronpobupkn ycToiumBbl K CTepUMsaLmm napoBbiM METOA0M
npu Temnepatype (121+1)° C BTeyeHune (20+2) MuH.

Mpun paboTe c Kpnonpobupkamum, cogepxaslLMm bromatepuasbl, cnegyet HageBaTb O4HOPa3OBble Pe3nHOBbIE
nepyaTtku, BO n3bexaHne pucka UHULMPOBaHNA NepcoHasia 6uomaTepuasiom. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HayeHuto. He ncnosb3oBaTb NpU OOHAPYXEHUN MeXaHUYeCKNX
NOBPEeXAEeHNA.

5. CsefeHusa o6 ytunmsauum

N3penns, nmeBLIME KOHTaKT C KPOBbIO U/MAN APYTMMU BUOAOTMYECKMMU XUAKOCTAMU, NoANexaT yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTefibHbIM 06e33apaXnBaHnem NyTeM cTepuansaumn obbIMN Ha
[aHHOM npeanpuaTue yCTaHOB/EHHbIMU MeToAaMu. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbHO U/1uan
ap. 6MONOrNYECKUMU XNAKOCTAMNU) B TOM YMC/IEe C UCTEKLLMM CPOKOM FrOAHOCTU yTunumaupytotcea no CaHllmnH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3roToBUTENA

M3rotoButens: «J/1BJ1 TekHonogxuc MmoXyHpa Ko. KM», topugnyeckunii agpec: Fepmanuns, 74564, r.
Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, a. 17

M3roToBuTENbL rapaHTMpPyeT COOTBETCTBME N3nenns TpeboBaHMAM HOpPMaTUBHOW AokyMeHTauun (ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCO/|M 3K 17025-2009, 'OCT ISO 10993
12-2015, M'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npn cobnoaeHn ‘a
XpaHeHUs 1N NPUMEHEHUS BTeYeHne cpoka rogHoCTU.

lapaHTUiiHble 065A3aTeNbCTBa U3roToBUTENS U/MNW ero NnpeacTaBuTeNnsa B

MeaULMHCKOe U3denne B Cydvae HeHaanexarLero XpaHeHusl, TPaHCIopTUPOE MLMHCKOTO
unenus.
17
lany
120
95613 33



MacnopT

Kprionpobupku o6bemom 1,0 Mn ¢ 2D LITPUX-KOAOM, C BHELLHEN pe3bboid, ¢ KpbILLKaMu

Cepuisi 2A0138 [JlaTa u3rotosneHus 12/2015

1. Ha3HaueHue
Kprnonpo6upkun npegHasHadeHbl Ansa cbopa, o6paboTkm, KOHCepBauumn 1 XxpaHeHUsa Guonornyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), ana ueneii nonyyeHms
MHdopMaLMn Npu NpoBeneHUN MeAULMHCKNX NccnefoBaHuii in vitro B 1abopaTtopmnsax MeAnLMHCKUX yUpexaeHni.
O6pasuamu ABNATCH; BMOMOrnyeckme XnAKocTn (KpoBb, Njasma KpoBW, crnepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuasn U3roTosneHNs nonunponwuneH Purell HP371P

Fa6apuTHble pasmepbl (AMameTp X BbICOTa) 0 8,8x45,7MMm.

Pabounin 06EM 1,0 mn.

Hasmume KpbILLKI [a. CVN/IOTHUTENIEM W3 CUSIMKOHOBOW Pe3unHbI
Tun pe3b6bl Ha Kpuonpobupke BHELLIHAA

Pabounii TemnepaTypHbIil gnanasoH O1-196 °C po -86°C

Hanuuue/Tun 2D wtpux-koga na, DataMatrix

YCTOMUMBOCTb K LEHTPUGYrMpOBaHMIo A0 300Ce no nNpoosibHol ocK

MNMokasarenb repMeTUYHOCTU Ao 95kMNa

Macca OfHOIM KPUOMNPOBUPKN/KPLILLKM 0,7/0,1r.

YCTONUMBOCTb K CTEPUN3ALIN napoBbIM METOA0M Npu Temnepartype (121+1)°C
Hanuuve rpaayvpoBKu HeT

3. YnakoBkKa, TpaHCNOPTUPOBKa N XpaHeHne

YnakoBka obecneyMBaeT COXpPaHHOCTb U3AeNNA Npy TpaHCNOPTUPOBKe. Kprnonpobnpkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTua M3rotoBuTens Bananas3oHe Temnepatyp ot (- 50 go +50) C u BAaxHOCTU
[0 98% npu Temnepartype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusa ocakos.

Kprnonpo6umpku XpaHAT B repMeTUYHO 3aKpbITOlM yNakoBke NpeanpuaTua n3rotoButens, nsberas saHaunTebHbIX
KonebaHnin TemnepaTypbl BO BPeMsi XpaHEHUS. XpaHUTb B CyXOM NPOX/1afiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHua 6e30nacHOCTU

Kpronpo6upku SBASAKOTCA HETOKCMYHbIM anMporeHHbIM NPoAYyKTOM, O4HOPAa30BOro NCNOJIb30BaHUS.
Kpronpo6upkn NoCTaBNATCA He CTepU/ibHbIMU. Kpronpobupkn ycToiumBbl K CTepUn3aumm napoBbiM MeTO40M
npu Temnepatype (121+1)° C BTeueHue (20£2) MUH.

Mpun paboTe ¢ Kpuonpobupkamn, cogepxawl,umm buomatepnasbl, cnegyet HageBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTtku, Bo n3bexaHue pucka MHOULMPOBaHMA nepcoHana énomarepmnanom. He MCnonb30BaTb NO OKOHYaHUMU
Cpoka rogHocTW. He Ucnosb3oBaTtb He N0 Ha3Ha4YeHU. He ncnonb3oBaTb NpY O6HapPYXXEHNUU MexaHUYecKux
NOBPEXOEHNIA.

5. CBepgeHusa 06 ytunusaymum

N3penvs, nmeBLUME KOHTaKT C KPOBbIO U/WN APYTUMU BMOMIOTMYECKUMUN XUOKOCTAMU, NoANexart yTuamnsaumm
no CaHlNluH 2.1.7.2790-10 knacc b c o6s3aTesnibHbIM 06e33apaXnBaHmem NyTeM cTepunnsaummn obbIMN Ha
[aHHOM npeAnpuaTye yCTaHOBNEHHbIMN MeToAamu. Henmcnosnb3oBaHHble (HE UMEBLLME KOHTaKTa C KpOBbO U/nnun
ap. 6MONOrNYECKUMU XNAKOCTAMU) B TOM YMCSE C UCTEKLIMM CPOKOM FOAHOCTU yTuUnmsmpytotea no CaHllvH
2.1.7.2790-10 knacc A.

6. TlapaHTuu nsroToBuTENSA

MarotoButens: «/1BJ1 TekHonogxuc MueX yHa Ko. KM», topugnyeckuii agpec: 'epmanus, 74564, r.

Kpaiinbcxaiim, Teogop-LUTopm-LWTpace, g. 17 F

V3rotoBuTE/NIb FrAapaHTMPYET COOTBETCTBUE MU3AeNUsS TPeboBaHUSAM HopMaTUBHC W aeryqomuun (12
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UICO/MIT '

12-2015, I'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npwn co6K04EHUN YCIC
XpaHeHUs1 1 MPUMEHEHUsT BTeUYeHne cpoka rogHOCTU.

FapaHTUliHbIE 0683aTeNbCTBA U3roTOBUTENA U/ ero NpeactaBuTens B PO H ; ctpaHa{""iito/o"/e5
MeANLMHCKOE MU3feNve B Cllydae HeHa/1exalllero XpaHeHus, TPaHCNopTUPOBKM
nsaenus. 3odor-Storm-StraBe 17
railst; prrnany
fel3 20
‘95613 33
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MacnopT

Kprionpobupku o6bemom 0,75 Mn ¢ 2D LITPUX-KOAOM, C BHELLHEN pe3b0oi, ¢ KpbILLKamu

Cepus 2A0139

[JlaTa usrotosneHus 12/2015

Ha3HaueHue

Kpronpobupkn npegHasHaveHbl ansa cbopa, 06paboTkm, KOHCepBaUnn 1 XxpaHeHUs 6uonornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHneM napoB Xnakoro asota (LN2), ana ueneii nonyyeHms
MHdopMaLMn Npu NpoBefeHUN MeAUUMHCKNX UCCnefoBaHui in vitro B 1abopatopnsax MeaAnLMHCKUX YUpexxaeHni.
O6pasuammn ABNATCA: BMOMOrNYecKme XNAKOCTN (KpOBb, Naasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHus

[abapnTHbIe pa3mepbl (AnaMeTp X BbiCcOTa)
Pabounii 06bEM

Hanwnune KpbIwKku

Tun pe3bbbl Ha KpMonpobupke
Pabounin TemnepaTypHbIV gnanasoH
Hanwnuuwe/tnn 2D wTpux-koga
YCTOMYMBOCTb K LEeHTPUYrMpoBaHUIo
Moka3aTtenib repMeTUYHOCTH

Macca ogHON KprMonpoOUpPKN/KPbILWKN
YCTON4MBOCTb K CTEpunsaLmm
Hanuuve rpagynpoBku

nonvnponuneH Purell HP371P

0 8,8x30,8mMm.

0,75 mn.

[a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3nHbI
BHeELUHSAA

OT1-196 °C po -86°C

na, DataMatrix

A0 30008 No NpoAo0AbLHON ocK

o 95kMa

0,46/0,1 r.

napoBbIM MeETOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA U XpaHeHune

YnakoBka obecneynBaeT COXPaHHOCTb U3AENNIA Npu TpaHCNopTMpPoBKe. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NPeanpusaTusa N3rotoBuTens BamnanasoHe Temnepatyp ot (- 50 go +50) C 1 BAaxHOCTN
0,0 98% npu Temneparype +25°C. lNpenoxpaHATb OT NPAMOro rnonagaHus ocaZikoBs.

Kpronpo6upkn XpaHAT B repMETUYHO 3aKpbITOlM YNakoBke NpeanpuaTua n3rotoButens, nsberas s3HaunTeIbHbIX
KonebaHuin TeMnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxxHocTtn ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTH

Kpronpo6umpku SBNSAKOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, OAHOPAa30BOro NCMNo/b30BaHUs.
Kprnonpo6umpkn NOCTaBNsATCA He CTepUbHbIMU. Kpnonpobupkn ycToiumebl K CTEpUAn3annm napoBbIM MeTOAOM
npu Temnepatype (121+1)° C BTeyeHne (20+2) MuH.

Mpn paboTe c Kpnonpobupkamm, cogepxawmnmm rnomatepunansl, cnegyet HageBaTb O4HOPa30Bble Pe3nHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHPULMPOBaHMA nepcoHana bnomarepmaniom. He UCnonb30BaTb NO OKOHYaHUMN
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3Ha4YeHuo. He ncnonb3oBaTb NPY OOHAPYXEHUN MeXaHUYeCKNX
NOBPEXOEHNIA.

5. CsegeHuns 06 ytunmsaymm

N3penns, nmeBLlIne KOHTaKT C KPOBbO U/MAN APYTMMU BUOAOTMUYECKMMU XNOAKOCTAMMW, NoANexaT yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc bc o6s3aTefnibHbIM 06€e33apaxXnBaHUeM nyTeM ctepuansaumn obbIMN Ha
OaHHOM npeanpuaTve YyCTaHOBNEHHbIMU MeToAamMu. Hencnonb3oBaHHble (He UMEBLUME KOHTaKTa C KpOBbO U/Mnu
ap. 6MONOrNYECKMU XNAKOCTAMN) B TOM YMC/IE C UCTEKLLIMM CPOKOM FrOAHOCTU yTunmampytotca no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUn narotoBuTens

M3rotoButens: «/1IBJ1 TekHonogxkuc Mi6X yHg Ko. KM», topugndecknii agpec: NepmaHus, 74564, T.
Kpaiinbcxaiiv, Teogop-LUTopm-LWTpace, a. 17

M3rotToBuTENbL rapaHTUPyeT COOTBETCTBUE U3aenusa TpeboBaHnAM HOpPMaTUBHOW AokyMeHTauun (ISO
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT Hp71Vra~Tep”~30~MJXOLISOJ£993-
12-2015, IOCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npu cobno ge”

XpaHeHns 1 NPUMeEHEHUs B TeYeHMe Cpoka rogHOCTH.

apaHTuiiHble 0653aTe/IbCTBa U3roTOBUTENA U/MNW ero npeacrasutens! A
MeAULIMHCKOE U3aenne B Crlydae HeHaNexalllero XpaHeHus, TpaHcnopTi lean™1|'ckoro
nsgenus.

~al|:Me>n iL~rnSny

3613 20

T+9 7951 95613 33
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MacnopT
Kprionpobupku o6bemom 1,6 M ¢ 2D LTPMX-KOAOM, C BHELLHEN pe3bb0id, C KpbILLKaMy

Cepus 2A0140 [arta n3rotossieHunA 12/2015

1. Ha3HaueHue
Kpronpobupkn npegHasHaveHbl ansa cbopa, 06paboTkm, KOHCepBaUnKn 1 XpaHeHUs 6uonornyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHneM napoB Xnakoro asota (LN2), gna uyeneii nonyyeHms
MHdopMaLn Npy NPOBeAEHUN MELULNHCKMX UCCneaoBaHi in vitro B 1abopaTopusax MegVLVHCKNX YUpexXaeHUN.
O6pasuammn ABNAIOTCS; BMONOrNYecKme XNAKOCTN (KpoBb, Nnasma KpoBuW, criepma) YesioBeka M TKaHu
6uonornyeckme (KOCTHasi TKaHb, 06pa3Lbl KOXXHbIX NMOKPOBOB)

MaTepuasn 13roToB/eHNs nonunponuneH Purell HP371P

FabapuTHblE pasMepbl (AUaMeTp X BbICOTa) 0 12,6x43,9Mm.

Pa6ounit 06bEM 1,4 mn.

Hanuune KpbILwKM [a, CYMNNOTHUTENIEM U3 CU/IMKOHOBOMN pPe3unHbI
Tun pe3bbbl Ha Kpuonpobupke BHELIHAA

Pabouunit TemnepaTypHbIii AnanasoH O1-196 °C po -86°C

Hanunume/tun 2D wrpux-koaa fa. DataMatrix

YCTONUMBOCTL K LIEHTPUYTMPOBaHMIO A0 3000z no npofosibHoOl ocK

Mokasarenb repMeTUHHOCTU Ao 95kMa

Macca OfHOM KpUOonpo6UPKN/KPbILLKK 1,13/0,8 r.

YCTONUMBOCTb K CTEPUAN3ALIN napoBbIM METOLOM Npy Temnepatype (121+1)°C
Hannuve rpagyvpoBKun HeT

3. ¥YnakoBKa, TPAHCNOPTUPOBKA U XpaHeHue

YnakoBka obecneynBaeT COXPaHHOCTb U3AeNUi npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeanpusaTUs U3roToBuTens B AnanasoHe Temnepatyp oT (- 50 go +50) C 1 BAaxHOCTU
0,0 98% npu Temneparype +25°C. NpefoxpaHATe OT NPAMOro rnonagaHus ocaZikos.

Kpronpo6bupkn XpaHAaT B repMeTUUYHO 3aKpbITOM yrnakoBKe NpeanpuaTna n3rotoButens, nsberas 3HaunTesIbHbIX
KonebaHnin TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM MpoxX/agHOM MecTe B uana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn o 80% npu Temnepatype +25°C.

4, TpeboBaHuA 6e30MacHOCTMU

Kprnonpo6umpkun SBNSAKOTCA HETOKCMYHBIM annporeHHbIM NPoAYKTOM, OAHOPAa30BOro NCNoJ/ib30BaHUS.
Kpronpo6upkn NOCTaBNATCA He CTepu/ibHbIMU. KpnMonpobupku yCcToiumBbl K CTEpUIN3aLMN NapoBbIM METOA0M
npu Temnepatype (121+1)° C B TeueHune (20+£2) MUH.

Mpun paboTe c Kpuonpobupkamn, cogepxalmnmm buomatepnansl, crnegyeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHMA NepcoHana bnomarepmanom. He ncnosnb3oBaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HayeHUto. He ncnonb3oBaTb NpU OOGHAPYXEHUN MeXaHUYeCKUX
NOBPEXAEHWA.

5. CsepgeHunsa 06 ytunusauum

N3pennsa, nmeBLline KOHTaKTe KPOBbIO U/WMAN APYTUMW BUOMOTMYECKUMN XUOAKOCTAMU, NoAnexar yTuamsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o653atenibHbIM 06e33apaxnBaHMem NyTeM cTepuansaumn obbIM1 Ha
[aHHOM NpeanpuaTUe YyCTaHOBNEHHBbIMU MeToAamMu. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPpoBbHO 1U/Mnun
ap. 6MoMOrMYEeCKUMU XNAKOCTSAMM) B TOM YMCNE C UCTEKLWINM CPOKOM FOAHOCTU yTuimsmpyrotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTun n3rotosuTens

M3rotoBuTens: «J1BJ1 TekHonogxuc MuoX yHg Ko. KM», ropugnyeckuii agpec: F'epmanus, 74564, r.
Kpaiinbexaiim, Teogop-LUTopm-LWTpace, g. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBME N3gennsa TpeboBaHUsM HOPMaTUBHOW AokyMeHTauumn (I1SQ
9001:2008 T'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3K
12-2015, 'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npwn cobaoaeHnn
XpaHeHUs 1 NPUMEHEHUS B TeYeHne Ccpoka rogHoCTU.

[apaHTUiiHble 065A3aTeNbCTBa U3roToBUTENSA U/ ero npegctasutens B Po | mmhbTonier A
MeAULMHCKOe U3fenne B Cllydae HeHa lexallero XpaHeHus, TpaHcnopTMpoeku — /icnc  30BaHUA MEAMLIMHCKOrp

n3nenus. bH & Co. KG
he”or-Storm-Stra/3e 17
ra5 ~many
[Tel 320
h ifie '13 33
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MacnopTt

Kprionpobupku o6bemom 1,2 Mn ¢ 2D LTPKX-KOAOM, C BHELLHEN pe3b60id, ¢ KpbILLKaMU

Cepuis 2A0141 [NaTta narotosneHus 12/2015 O

1. Ha3HaueHue
Kpronpobupku npegHasHavyeHbl ona cbopa, 06paboTkm, KOHCepBauumn 1 xpaHeHns 6uonornyecknx obpasLos
npu Temneparype MuHyc (196-86)°C c ncnosib3oBaHreM MapoB Xnakoro asota (LN2), ans ueneii nonyyeHus
MHdopMaLmn Npyu NPoBeAeHNN MeULNHCKUX UCCneoBaHnii in vitro B nabopaTtopuax MeauLMHCKUX YUpexaeHun.
O6pasuamu ABNAIOTCA: 6GUoNorMyeckne XnaKoctTm (KpoBb, nnasma KpoBW, criepma) YesioBeka U TKaHu
6nonornyeckne (KOCTHas TKaHb, 00pasLbl KOXHbIX NOKPOBOB)

MaTepuasn U3roTosneHNs nonunponuneH Purell HP371P

Fa6apuTHble pasmepbl (AMameTp X BbICOTa) 0 12,6x40,2MM.

Pa6ounin 06bEM 1,2 mn.

Hanuume KpbILLKM 03, CYN/IOTHUTENIEM U3 CU/IMKOHOBO Pe3unHbl
Tun pe3b6bl Ha Kpuonpobupke BHELLIHAA

Pabouunii TemnepaTypHbIii agnanasoH O1-196 °C po -86°C

Hanuuue/Tnn 2D wWTpux-Koga na, DataMatrix

YCTOMUMBOCTb K LEHTPUAYIMPOBaHUIO Ao 30001 no nNpofosbHol ocu

MNMokasaresib repMeTUUYHOCTU Ao 95kmMa

Macca 0HOW KpUOMNpOG6UPKN/KPLILLKM 0,80/0,8 .

YCTOMUMBOCTb K CTEPUN3ALIN napoBbIM METOAOM Npy Temnepatype (121+1)°C
Hanuuue rpagyvpoBkm HeT

3. ¥YnakoBKa, TPAHCNOPTUPOBKA W XpaHeHue

YnakoBka obecneynBaeT COXPaHHOCTb U3AeNUi Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNoOpPTUPYIOT B
TPaHCMNOPTHOW yrnakoBke NpeanpusaTusa N3rotoBuTens BananasoHe Temnepatyp oT (- 50 go +50) C 1 BnaxHoCTU
[0 98% npu Temnepartype +25°C. MNMpenoxpaHAaTb OT MPSAMOro rnornagaHnsa ocakos.

Kprnonpo6umpkn XpaHAT B repMeTUYHO 3aKpbITOlM YNakoBke NpeanpuaTna n3rotoButens, nsberas saHaunmTeIbHbIX
KonebaHwii TemnepaTypbl BO BPEMS XpPaHeHUs. XpaHnTb B CyXOM MPOX/1agHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTH

Kpronpo6bupkun SBNSKOTCA HETOKCUYHBLIM anvporeHHbIM NpoAykKToOM, O4HOPa30BOro UCMNoib30BaHUs.
Kpronpo6upkn NOCTaBNATCA He CTepu/ibHbIMU. KpnMonpobupkn ycTonumBbl K CTepuansaumm napoBbiM MeETOA0M
npu Temnepatype (121+1)° C B TeueHune (20+£2) MUH.

Mpn paboTe c Kpnonpobupkamum, cogepxarummm éromaTepuanbl, cneayeT HageBaTb O4HOPa30Bble PE3VNHOBbIE
nep4yaTku, BO n3bexaHue pucka MHOULMPOBaHMA NepcoHana bnomarepmanom. He MCNO/b30BaTb NO OKOHYaHUM
cpoka rogHocTu. He ncnosb3oBarb He NO Ha3Ha4yeHU. He Mcnosb3oBaTb NpyY 06HAPYXXEeHNN MexXaHU4eCcKnx
NOBPEXAEHUIA.

5. CeefieHus 06 yTunusaumun

N3penns, nmeBLlIMe KOHTaKTe KPOBbIO U/UAN APYTUMN BUOAOTMYECKMMU XULAKOCTAMMU, NoAnexaT yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06€e33apaxmnBaHnem NyTeM cTepuansaymn obbIMU Ha
[aHHOM npeAnpusTve yCTaHOBNEHHbIMU MeToAamu. Hencnosb3oBaHHble (He UMEBLLME KOHTaKTa C KpOBbO WU/nUnuv
ap. 6MoorMyecKNMn XNAKOCTAMM) B TOM YNUCTIE C UCTEKLWINM CPOKOM FOAHOCTU YTUAmMsmpyrotes no CaHlMvH
2.1.7.2790-10 knacc A

6. [apaHTUn nsrotoBuTens

M3rotoButens; «/IBJ1 TekHonogxuc Mo XyHa Ko. KM», topngnyecknin agpec: NepmaHus, 74564, T.
Kpaiinbexaiim, Teogop-LUTopm-LUTpace, a. 17 non

I3roToBUTeNbL FrapaHTMpyeT COOTBETCTBIE Usgenvs Tpe6osaHuam HopMmaT BHA aukyly)0lnpumm (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UCO T “

12-2015, 'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwn co604EHUNA |
XpaHeHns U NPUMEHEHUS B TeYeHMe Cpoka rogHoOCTH.
[apaHTUliHble 0653aTeNIbCTBa U3rOTOBUTENS U/MNK ero nNpeacTaBuTeNsa B

MeAULUVHCKOe N3fenuve B Crlydae HeHaa 1exall,ero XpaHeHusl, TpaHCNopTUpe BKU 1 UC/iin >~ BaHua mMea\ -Koro
jfin )4~"So. K»

N jeinvVGermany
9 7951 95613 20
Telefax: +49 7951 0.5613
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MacnopT
Kprionpobupku o6bemom 1,1 Mn ¢ 2D WTPUX-KOAOM, C BHELLHEN Pe3bO0id, C KpbILLKaMK

Cepus 2A0142 Jata n3rotoBneHus 12/2015

1. Ha3HaueHwne
Kpronpo6upkn npegHasHaveHbl onsa cbopa, 06paboTkm, KOHCepBaUnKn 1 XpaHeHns 6uonornyeckmx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMeEM MapoB Xnakoro asota (LN2), ana uyeneii nonyyeHms
nHdopMaumMn nNpu NPoBeAeHNN MegNUVNHCKNX UCCNefoBaHui in vitro B 1abopaTopmsax MeguUUHCKNX YUpPeXaeHWin.
O6pasuamn ABASIOTCA: BUONOrMYecKne XULKOCTU (KpOBb, Nnasma KpoBu, Criepma) YesioBeka U TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NOKPOBOB)

Matepuas U3roToBneHus nonunponuneH Purell HP371P

FabapuTHblE pasMepbl (AMaMeTp X BbICOTA) 0 12,6x39,8mMMm.

Pabounii 06bEM 1,1 mn.

Hasinume KpbILwKy . CYNIOTHUTENEM U3 CUSIMKOHOBOW Pe3unHbI
Tun pe3bbbl Ha Kpronpoobupke BHELUHAA

Pabouunii TeMnepaTypHblil gnanasoH O71-196 °C po -86°C

Hanunune/Tun 2D wiTpux-koga na, DataMatrix

YCTOMUMBOCTL K LEHTPUAYIMPOBaHNIO Ao 30001 no nNpofosibHol ocK

Moka3aTesb repMeTU4YHOCTU no 95kMa

Macca 0HOI KPUONpo6UPKN/KPbILLKK 0,77/0,8 r.

YCTOWUMBOCTb K CTEPUAM3ALIAN napoBbIM METoAOM Npy Temnepatype (12111)°C
Hannuve rpagympoBku HeT

3. YnakoBKa, TpaHCNOpTUPOBKa U XpaHeHune

YnakoBka o6ecrneymBaeT COXPaHHOCTb U34enni npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeanpusaTUS U3roToBuTens BamanasoHe Temnepatyp oT (- 50 go +50) C u BiaxHOCTU
[0 98% npu Temnepartype +25°C. MNpefoxpaHATb OT NPSMOro nonagaHns ocakos.

Kprnonpo6upkn XpaHAaT B repMeTUYHO 3aKpbITOlM yYNakoBke NpeanpuaTna n3rotoButens, nsberas 3HaumTelbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpaHEHUS. XpaHUTb B CYyXOM MPOX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4, TpeboBaHus 6e30nacHOCTU

Kpronpo6bupkn sSBNSAOTCA HETOKCMYHBIM annmporeHHbIM NPoAYyKTOM, O4HOPa30BOro MCNoib30BaHUS.
Kpronpo6upkn NOCTaBNATCA He CTepu/ibHbIMU. Kpronpobupkn ycToiumBbl K CTepuan3aumm napoBbiM MeTO40M
npu Temnepatype (12111)° C BTeveHue (2012) MUH.

Mpun pa6oTe c Kpuonpobupkamn, cogepxaslLMm bromaTepunansl, cnegyeT HageBaTb O4HOPa3oBble Pe3HOBbIE
nep4yaTtku, BO n3bexaHue pucka MHPULMPOBaHMA NepcoHana bnomarepmasioMm. He Mcnosb30oBaTb MO OKOHYaHUMU
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4YeHuo. He 1cnosb3oBaTb Npyv 06HaAPY)XEHUN MeXaHUYeCKnUX
NoBpPEXAEHNIA.

5. CBepfeHuns 06 yTunumsaunm

N3penna, nmeBLlIne KOHTaKT C KPOBbIO U/UNv ApYrMMu 6UMOAOTMUYECKUMUN XNAKOCTAMMU, NoAnexarT yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6s3aTesibHbIM 06e33apaxvBaHMeM NyTeM cTepuansaunmn obbIMN Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeToAaMu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbHO U/1an
ap. 6MONOrNYECKMU XNAKOCTAMN) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTunmampytotea no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBUTENA

M3rotoButens: «J1BJ1 TekHonomxkmnc MuoX yHa Ko. KM», topugnyeckunii agpec: Nepmanus, 74564, T.
Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, a. 17

M3roToBuTesNb rapaHTMpyeT COOTBETCTBUE n3aenusa TpeboBaHMsAM HOPMaTUBHOW AokyMeHTauun (1ISO
9001:2008 OCT MCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, FTOCT U (~ 10993-
12-2015, I'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobmogel|
XpaHeHns N NPUMEHEHNS BTeYeHUe Cpoka rogHOCTN.

lapaHTUiiHble 065A3aTeIbCTBa U3roToBUTENSA U/ ero NpeacTaBUTens ji
MeAULMHCKOe U3aenne B Cllydyae HeHad 1exaruero XpaHeHus, TpaHcnopTu|: MHEKOTo
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpronpobupku o6bemom 1,4 Mn ¢ 2D WTPUX-KOAOM, C BHELLHEW pe3b00i, € KpbILLKaMm

Cepus 2A0143 Jata n3rotoBneHus 12/2015 0

1 Ha3HaueHne
Kpronpobupkun npegHasHaveHbl onsa cbopa, 06paboTkM, KOHCepBaUuKn 1 XpaHeHnsa 6uonornyeckmx obpasLos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xnakoro asota (LN2), ana yeneii nonyyeHms
nHdopMaun Npu NPoBeAeHUN MeULNHCKMX UCCMefoBaHNn in vitro B 1abopaTopmsax MegUUUHCKNX YUpPeXaeHWiA.
O6pasuamMn ABASIOTCA: BUONOrMYecKne XMAKoCTH (KpoBb, Miasva KpoBu, Cepma) YyesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

Martepuas U3roToBneHus nonunponuneH Purell HP371P

FabapuUTHble pasmepbl (AUameTp X BbICOTa) 0 12,6x43,5MMm.

Pa6ounii 06bEM 1,4 mn.

Hanmume KpbILKu [a, CYN/IOTHATENIEM M3 CUSIMKOHOBOW PEe3uHbI
Tun pe3bbbl Ha KpMONpPoobupke BHeLLHAA

Pabounii TemnepaTypHbIii gnanasoH O1-196 °C po -86°C

Hannune/tun 2D wTpunx-koaa Aa, DataMatrix

YCTONUMBOCTL K LIEHTPUGYTMPOBaHMIO Ao 3000k Mo NpoAosikHOM ock

[Moka3aTeslb repMeTUYHOCTU no 95k[Ma

Macca ofHOI KpMonpo6upPKN/KPbILLKK 0,97/0,8 r.

YCTOWUMBOCTb K CTEPUAM3ALIN napoBbIM METOA0M Npu Temnepatype (121+1)°C
Hannuve rpagyvpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKA W XpaHeHune

YnakoBka obecneuMBaeT COXPaHHOCTb U3AEeNNA NpY TpaHCNopTMpoBKe. Kpruonpoobnpky TpaHCNopTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeanpusaTUs N3roToBuTens BAnanasoHe Temnepatyp ot (- 50 go +50) C 1 BAaxHOCTU
[0 98% npu Temnepartype +25°C. MNpefoxpaHATb OT MPAMOro rnonajaHusa ocakos.

Kpronpo6umpkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBke NpeanpusaTua U3rotoBuTtens, nsberas sHaumTeNbHbIX
KonebaHuin TeMnepaTypbl BO BPeEMS XpaHEeHUs. XpaHUTb B CyXOM NPOX/1aAHOM MecTe B Auarna3oHe Temnepartyp (+5
- +40)°C v BnaxxHocTtn go 80% npu Temnepatype +25°C.

4, TpeboBaHuss 6e30MacHOCTM

Kpronpo6bupkn sSBNSAKOTCA HETOKCMYHBIM anMporeHHbIM NPoAYyKTOM, O4HOPa30BOro MCMNoJib30BaHUS.
Kpronpo6umpkn NocTaBnstoTCcsA He CTepuibHbIMU. KpMonpobupkn ycToiumBbl K CTepUAn3auumn napoBbiM MeETO40M
npu Temnepatype (121+1)° C BTeveHune (20+£2) MUH.

Mpun paboTe c kpuonpobupkamn, cogepxawmmm buomatepuansl, cregyeT HageBaTb O4HOPAa30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHue pucka MHOULMPOBaHMA nepcoHana énomarepmanom. He MCnonb30BaTb NO OKOHYaHUU
Cpoka rogHocTu. He ncnosib3oBaTtb He MO Ha3Ha4vYeHuto. He ncnonb3oBaTb NpyY 06HaAPYXXEeHNUN MexXaHU4eCcKnx
NMOBPEXAEHWIA.

5. CBefeHns 06 yTunusaumm

N3penvs, nmeBLUME KOHTaKT C KPOBbIO U/MAN APYTMMU BMONMOITMYECKUMU XNAKOCTAMMW, NoANexart yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653atesibHbIM 06e33apaxnBaHnemM NyTeM cTepuansaumn lobbIM1 Ha
OaHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeToAamu. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPOBbHO W/unu
ap. 6MONOrNYECKUMN XNAKOCTAMN) B TOM YMC/1Ee C UCTEKLLIMM CPOKOM FrOAHOCTU yTunmampytotesa no CaHlMlmnH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBUTENA

MarotoButens: «/1BJ1 TekHonogxuc MmeXyHpa Ko. KM», topugunyeckunii agpec: Fepmanus, 74564, r.
Kpaiinbcxaiim, Teogop-LUTopm-LWTpace, 4. 17

M3roToBuTENb rapaHTMpyeT COOTBETCTBMUE U3aenusa TpeboBaHnAM HOpMaTUBHOW AokKyMeHTauun (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rrrrT |/|F1/]y[9K 17M74-7MM9 TOCT ISO 1,0993-
12-2015, IOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cobntogeH
XpaHeHns 1 NPUMEHEHNs BTeYeHne cpoka rogHoCTW.

MapaHTUiiHble 0653aTe/IbCTBa U3roTOBUTENS U/UNK ero npeacTaBuTens
MeauLMHCKOE M3[enne B Cllyuae HeHa lexallero XpaHeHus, TpaHcnop ' Hekoro
nagenus.

rmany |

fax: +49 7951 95613 30
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MacnopT
Kpronpobupku o6bemom 0,7 Mn ¢ 2D LITPUX-KOAOM, C BHELLHeW pe3b60l, € KpbILLKaMu

Cepuisi 2A0146 Jata N3roTtosfieHus 12/2015

1. Ha3HaueHue
Kpronpo6upku npegHasHaveHbl onsa cbopa, 06paboTkm, KOHCepBauumn 1 XxpaHeHns 6uonornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHnemM NapoB Xunakoro asota (LN2), ana uyenei nonyyeHms
MHdopMaLmn Npy NPoBeAEHNN MeAVULMHCKMUX UCCef0BaHnii in vitro B nabopaTopusax MegULNHCKNX YUpexaeHUN.
O6pasuamn ABASIOTCS; BLUoNorMyeckne XnaKkocTu (KpoBb, niasva KpoBu, Cepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasubl KOXHbIX NOKPOBOB)

Martepuas U3roToBneHUsA nonunponuneH Purell HP371P

ra6apuTHbIe pasmepbl (AMaMeTp X BbICOTa) 0 8,8x28,8MMm.

Pa6ounin 06BEM 0,7 mn.

Hasinume KpbILKi [a, CYNOTHUTENIEM U3 CU/IMKOHOBOW pe3uHbl
Tun pe3bbbl Ha KpMONpPoobupke BHELLHAA

PaGouuii TeMnepaTypHbIii AnanasoH OT-196 °C po -86°C

Hanuuue/tnn 2D wTpux-Koga Aa, DataMatrix

YCTONUMBOCTb K LIEHTPUYrMpOBaHMIO A0 30008 no npogosibHoOl ocK

Moka3aTenb repmMeTU4YHOCTU no 95kMa

Macca 0fIHO KpUOonpo6UPKU/KPbILLIKA 0,43/0,1r.

YCTONUMBOCTb K CTEpUAN3aLMn napoBbIM MeTOAOM Npu Temnepartype (121+1)°C
Hanuuune rpagyvpoBku HeT

3. YnakoBKa, TpaHCMopTMPOBKa U XpaHeHne

YnakoBka o6ecrneuymBaeT COXpPaHHOCTb U3AenA NPy TPaHCMOPTUPOBKE. Kpruonpobunpky TpaHCNoOPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpusaTus N3rotoBuTens BAnanasoHe Temnepatyp ot (- 50 go +50) C 1 BAaxHOCTU
[0 98% npu Temnepartype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajaHus ocakos.

Kpronpo6bupkn XpaHAaT B repMeTUUYHO 3aKpbITOl yrnakoBke nNpeanpuaTna n3rotoButens, nsberas s3HaunTeIbHbIX
KonebaHWin TeMnepaTypbl BO BPEMS XpaHEHUs. XpaHUTb B CyXOM NPOX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTn ao 80% npu Temnepatype +25°C.

4. TpeboBaHNA 6e30MacHOCTH

Kpronpo6upkun SBASAOTCA HETOKCMYHBIM annmporeHHbIM NPOAYKTOM, O4HOPa30BOro NCNOJIb30BaHUS.
Kpronpo6upkn NOCTaBNATCA He CTepU/ibHbIMU. KpnonpobupKn ycToiumBbl K CTepuansanmnm naposbiM MeTOA0M
npu Temnepatype (121+1)° C BTeyeHne (20£2) MUH.

Mpn paboTe c KpMonpobmpkamu, cogepxall,umm 6ruomartepuasnbl, cnefyeT HageBaTb O4HOPa30Bble Pe3VNHOBbIE
nepyaTtku, BO n3bexaHue pucka MHAONUMPOBaHUSA NepcoHasnia brnomarepmasioMm. He ncnosib3oBaTb MO OKOHYaHUU
Cpoka rogHocTn. He ncnonb3oBaTtb He MO Ha3Ha4YeHU. He Ncnosb3oBaTb NPU OOHAPYXEHUN MeXaHUYeCKNX
NOBPEeXAeHUN.

5. CBegeHunsa 06 ytunmsaymm

N3penns, nmeslUne KOHTaKTe KPOBbIO U/MAN APYTUMU BNOMOTUYECKMMU XNOAKOCTAMU, NoAnexart yTuamnsaumm
no CaHlNuH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxnBaHemM NyTeM CTepuamsaunmn obbIMN Ha
OaHHOM npeanpuaTue yCTaHOBNEHHbIMU MeToAamMun. Hencnonb3oBaHHble (He MMEBLLME KOHTaKTa C KPpOBbHO 1U/Mnun
ap. 6MONOrNYECKMMU XNAKOCTAMUN) BTOM YMCE C UCTEKLINM CPOKOM FrOAHOCTU yTuamsmpyrotcsa no CaHlnuH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuTENA

M3rotoButens: «JIBJ1 TekHonogxuc Mo XyHa Ko. KM», topugnyeckuii agpec: NepmaHus, 74564, .
Kpalinbexarim, Teogop-LUTtopm-LLUTpace, a. 17

M3rotoBuTeNnb rapaHTMpyeT COOTBETCTBUE n3aenusa TpeboBaHnAM HOpPMaTUBHOM AoKyMeHTauun (1ISQ
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCO/1 n
12-2015, IOCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npu cobntogeHn
XpaHeHns 1 NPUMeEHEHNs BTeYeHne Cpoka rogHoCTW.

FapaHTuiiHble 06513aTe/IbCTBa U3rOTOBUTENSE U/UNWN ero npeacTaBuTens B F JOCTQ
MeguLMHCKOe u3fenuve B crlydae HeHagsexaruero xpaHeHus, TpaHcnoptumpe! bcnonb3oBaHUs MeaULIMHCKO Mo
GmbH & Co. KG
n3genusi.

odor-Storm-Stra(3e 17
mCrailsheim *"Germany
U49 7951 95613 20
95613 30
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MacnopTt

Kprionpobupkn o6bemom 1,8 Mn ¢ 2D WITPKUX-KOAOM, C BHELLHEl Pe3b00id, C KPbILLKaMM

Cepusi 14P1055600 [arta nsrotoBneHus 10/2015

1. Ha3sHaueHue
Kpronpo6bupkn npegHasHayeHbl ans cbopa, 06paboTku, KoHCepBaunm 1 XpaHeHUs Guonornyeckux obpasyos
npu TemnepaTtype MuUHyc (196-86)°C c ncnonb3oBaHMEM NapoB Xunakoro asota (LN2), gnsa yenen nonyyeHms
MHdopMaLnn Npu NpoBeAeHNN MeAULMHCKUX UccneoBaHnii in vitro B nabopatopusx MeguLMHCKUX YUpexXaeHUNA.
O6pa3uamn ABASIOTCA: BUONOrMUYecKne XXMAKoCcTn (KpoBb, MaasMa KpoBW, criepma) YenoBeka 1 TKaHu
6uonornyeckre (KOCTHas TKaHb, 06pasLbl KOXXHbIX NMOKPOBOB)

Martepuan M3roTosneHns nonunponuneH Purell HP371P

lrabapuTHble pasmepbl (qUameTp X BbICOTA) 0 12,6x46,0mMm.

Pa6ounin 06EM 1,8 mn.

Hanmume KpbiLky 03, CYNIOTHUTENIEM U3 CU/INKOHOBOW pPe3uHbl
Tun pe3b6bbl Ha Kpuonpobupke BHELUHAA

Pa6ounii TemnepaTypHbIii AnanasoH Ot1-196 °C pgo -86°C

Hanunume/tun 2D wTpux-koaa na, DataMatrix

YCTOMUMBOCTb K LIEHTPUYrMPOBaHUIO Ao 3000k Mo NpoJosikHOM ocn

Mokasarenb repMeTU4HOCTHU Ao 95kMNa

Macca 0fIHO KpUOMpPOo6GUPKU/KPbILLIKA 1,25/0,8 r.

YCTOMUMBOCTb K CTEpUAM3aLIn napoBbIM METOA40M npy Temnepatype (121+1)°C
Hannuve rpagynpoBku HeT

3. YnakoBKa, TpaHCnopTUPOBKa U XpaHeHne

YnakoBka obecneyMBaeT COXpPaHHOCTb U3AENNA NpY TpaHCNopTMpPoBKe. KpMonpobnpkn TpaHCNOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTus M3rotoButesns B auanas3oHe Temnepatyp ot (- 50 go +50) C un BnaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro rnornagaHnsa ocakos.

Kpronpo6bupkn xpaHAaT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpuaTna n3rotoButens, nsberas sHaunTeIbHbIX
KonebaHuii TemnepaTypbl BO BPeMsi XpaHeHUs. XpaHUTb B CyXOM NPOX/1aHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn ao 80% npu Temnepatype +25°C.

4. TpeboBaHUA 6e30NacHOCTU

Kprnonpo6umpkun SBNSAOTCA HETOKCUYHBIM annmporeHHbIM NPOAYKTOM, O4HOPAa30BOro NCMNo/b30BaHUS.
Kpronpo6upkn NOCTaBNATCA He CTepU/ibHbIMU. Kpnonpobupkn ycToiumBbl K CTepuansaumm napoBbIM MeETOA0M
npu Temnepatype (121+1)° C BTeyeHne (20+£2) MUH.

Mpun paboTe c Kpnonpobupkamn, cogepxaslLMMmm buomatepunansl, crneayeT HageBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTku, BO n3bexaHue pucka MHPULMPOBaHUA NepcoHana bnomarepmanom. He MCNO/b30BaTb NO OKOHYaHUM
CpoOKa rogHocTu. He ncnonb3oBaTb He Mo Ha3HayeHUto. He ncnosb3oBaTb NpU OOGHAPYXEHUN MeXaHUYeCKNX
NOBPEXAEHWIA.

5. CsepgeHuns 06 ytunmsauum

N3penvs, nMeBLUME KOHTaKT C KPOBbIO N/MAN APYTMMW BMOMTOMMYECKUMUN XNAKOCTAMMW, NoAnexart yTuamnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6s3aTenibHbIM 06€e33apamnBaHuemM nyTemM crepuansaymm nobbiMn Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeToAaMu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbHO U/1an
ap. 6MONOrNYECKMMU XNAKOCTAMU) B TOM YMCNE C UCTEKLINM CPOKOM FrOAHOCTU yTuimsmpyrotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. TlapaHTWUK mMsrotoBuUTENA

MarotoButens: «JIBJ1 TekHonogxuc MueXyHg Ko. KM», topugnyeckuii agpec: NepmaHus, 74564, r.
Kpaiinbcxarim, Teogop-LUTtopm-LUTpace, a. 17

M3roToBuTeNNb rapaHTMpyeT COOTBETCTBUE N3aenusa TpeboBaHnsAM HOpMaTUBHOW AokyMeHTauun (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT MCO/M3K 17025-2009, I'OCT ISO 10993-
12-2015, M'OCT ISO 10993-18-2011, NOCT I1SO 10993-1-2011) npn cobntoaeHK(M yCrioBaKITpaHUIPrupeBKTY-

XpaHeHUsa U NPpUMEHEHNA B TeYeHue CcpokKa rogHOCTW. w » M LWL
lapaHTWiiHble 0653aTe/IbCTBa U3roTOBUTENA U/UNK ero NpeacTaBuTens B

MeAVLWHCKOe n3fenve B Crlydae HeHajslexallero xpaHeHusl, TpaHcnoptupe B p |###|p53X«uallegn| Kpro

n3genus.
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2. OCHOBHDIE TEXHNNECKWE XIPAKTRPUCTIHNE
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MacnopTt
Kprionpobupku o6bemom 2,0 M ¢ 2D LWTPUX-KOA0M, C BHELLHEW pe3b00iA, C KPbILLKaMM

Cepuis 14P1055602 [aTa U3roToBneHns 12/2015 0

1. Ha3HaueHue
Kpronpo6upkn npegHasHayeHbl ans cbopa, 06paboTku, KoHCepBaUMn 1 XpaHeHUss Bronornyecknx obpasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHMEM NapoB Xnakoro asota (LN2), ona uenei nonyyeHms
MHdopMaLmn Npy NPoBeAEHUMN MeANLMHCKNX UCCefoBaHui in vitro B 1abopatopnax MeaAnLMHCKUX YUpexaeHni.
O6pa3suamn ABAAIOTCA; GUONOrMYeckne XXMAKocTn (KpoBb, NniasmMa KpoBu, criepma) YenoBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2.
Martepuan 1sroTos/ieHus nonunponuneH Purell HP371P
ra6apuTHbIe pasmepbl (QUaMeTp X BbICOTA) 0 12,6x46,5MMm.
Pa6ounin 06EM 2,0 mn.
Hasinume KpbILLKM 0a, CYNIoTHUTENEM U3 CU/IMKOHOBOW pe3nHbl
Tun pe3b6bbl Ha Kpuonpobupke BHELLIHAA
Pa6ouwii TemnepaTypHbIii AvanasoH O1-196 °C po -86°C
Hanunune/Tun 2D wWTpux-koaa Aa, DataMatrix
YCTOMUMBOCTb K LeHTpUdyrmpoBaHunio £i0 3000R no npofAosbHOR ocu
[MokasaTtesib repMeTU4YHOCTU no 95kMa
Macca ogHOW KprMonpooOupKnU/KpbILWKN 1,5/0,8
YCTOWUMBOCTb K CTEpUIN3aLmm napoBbIM METOAOM Mpyu Temnepatype (121+1)°C
Hanuuune rpagyvpoBkum HeT

3. YnakoBKa, TpaHCNOPTUPOBKA U XpaHeHne

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3Aennii Npu TpaHCNopTMpPoBKe. Kpnonpobupkn TpaHCNopTUPYIHOT B
TPaHCMOPTHOW yrnakoBke NpeanpuAaTUS N3roToBUTeNS B AnanasoHe Temnepatyp oT (- 50 go +50) °C u BNaxHOCTU
00 98% npn Temnepartype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajaHus ocaZikos.

Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITOM yrnakoBKe npeanpuaTus n3rotoButens, nsberas saHaunTeNbHbIX
konebaHuii TemnepaTypbl BO BpeMs XpaHeHUs. XpaHUTb B CyXOM NPOX/1aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C u BnaxxHocTn go 80% npu Temneparype +25°C.

4, TpeboBaHus 6€30NacHOCTU

Kpronpo6upku SBNSAOTCA HETOKCUYHbIM annmporeHHbIM NPOAYKTOM, O4HOPAa30BOro NCMNo/b30BaHUs.
Kpronpo6upkn NOCTaBNATCA He CTepu/ibHbIMU. KpMonpobumpkn ycToriumBbl K CTepuan3annm napoBbiM MeTOA0OM
npu Temnepatype (121+1)° C BTeyeHne (20+£2) MUH.

Mpun pa6oTe c Kpnonpobupkamu, cogepxarummm buomatepunansl, cnegyet HageBaTb O4HOPa30Bble PEe3NHOBbIE
nep4yaTku, BO n3bexaHne pucka MHPULMPOBaHMA nepcoHana bnomarepmasioMm. He ncnosnb3oBaTb N0 OKOHYaHUU
CpoOKa rogHocTu. He ncnonb3oBaTb He MO HasHayeHuto. He ncnosb3oBaTb NpU 0GHAPYXEHUN MeXaHUYeCKNX
NOBPEXAEHWIA.

5. CeefeHnsa 06 ytunumsauum

N3penns, nmeBLLME KOHTaKTe KPOBbIO U/MAN APYTMMU BMNOMOTUYECKMMU XNAKOCTAMN, NOANeXaT yTmansaumm
no CaHlMnH 2.1.7.2790-10 knacc bc o6s3aTefnibHbIM 06e33apaxmnBaHemM NyTeM cTepunnsaummn obbIMN Ha
[aHHOM npeAnpusTve yCTaHOBNEHHbIMU MeToAaMn. Hencnonb3oBaHHble (He UMEBLLME KOHTaKTa C KpOBbHO U/Mnu
ap. 6MONOrNYECKUMU XNAKOCTAMN) B TOM YMC/IE C UCTEKLLIMM CPOKOM FrOAHOCTU yTunmanpytotca no CaHlunH
2.1.7.2790-10 knacc A

6. [lapaHTUM mM3roToBuUTENA

M3rotoButens: «J/1BJ1 TekHonogxuc MuoXyHpa Ko. KM», topugnueckuii agpec: Fepmanus, 74564, r.
Kpalinbexarim, Teogop-LUTtopm-LWTpace, 4. 17

M3rotoBuTeNnb rapaHTMpyeT COOTBETCTBME N3fennsa TpeboBaHMsM HOpPMaTUBHOM AokyMeHTauun (B0 -----
9001:2008 OCT UICO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT CO/ rq~"T~0 1(1993-
12-2015, FOCT 1SO 10993-18-2011, FOCT ISO 10993-1-2011) npu co6ntoaé [*pllkn.
XpaHeHns 1 NPUMEHEHUs BTeYeHne Cpoka rogHoCTW.

MapaHTUliHble 0653aTeNIbCTBA U3roTOBUTENS U/MNK ero npeacrasuten!||
MeAVLMHCKOEe U3fenve B Crlydae HeHaZlexall,ero XxpaHeHns, TpaHCnopTr
n3genus.
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MacnopT
Kprionpo6upku o6bemom 5,0 Mn ¢ 2D WTPUX-KOAOM, C BHELLHEl pe3b0oid, C KpbILLKaMM

Cepus 14P1020300 Jata n3rotoBneHus 12/2015

1. Ha3HaueHue
Kpronpo6upkn npegHasHayeHbl Ans c6opa, 06paboTkn, KOHCepBaLUMN U XpaHeHUs 61uonornyecknx ob6pasLos
npu TemnepaTtype MuHyc (196-86)°C ¢ ncnonb3oBaHMeEM NapoB Xuakoro asota (LN2), ansa uenen nonyyveHusi
MHdopMaLMn Npu NpoBeaeHNN MeANLMHCKNX nccnefoBaHuii in vitro B nabopatopusax MeanLMHCKUX YUpexaeHnii.
O6pasuamun ABNAKOTCA; 6uonornyeckne XmMaKkocTn (KpoBb, niasmMa KpoBu, criepma) Yenoseka 1 TKaHn
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

Martepuas U3roToBNeHUs nonunponuneH Purell HP371P

labapuTHbIe pasMepbl (AuameTp X BbICOTA) 0 12,6x88,9MmMm.

Pa6ounin 06EM 5,0 mn.

Hanuume KpbILLKM 0a, CYNIOTHUTENIEM U3 CU/IMKOHOBOI pPe3vHbl
Tvn pe3bbbl Ha KpMoNpobupke BHELUHAA

Pabounin TemnepaTypHbIi gnanasoH OT1-196 °C po -86°C

Hanunuuve/Tun 2D wTpux-koga na, DataMatrix

YCTOMUMBOCTb K LIEHTPUMYMPOBaHNIO Ao 3000g no npogfonbHoli ocK

Moka3aTenib repMeTUYHOCTU no 95kMa

Macca ogHoI KpnonpoobuMpKu/KpbILwKu 3,5/0,8 1.

YCTOMUMBOCTb K CTEpPUAM3aLMM napoBbIM MeTOAOM Npu Temnepartype (121+1)°C
Hanwnyne rpagynpoBku HET

3. YnakoBka, TpaHCMopTMPOBKa U XpaHeHne

YnakoBka obecneymBaeT COXpaHHOCTb M34eNnuii npu TpaHcnopTupoBke. Kpnonpobupkn TpaHCHOPTUPYIOT B
TPaHCMOPTHOM yNakoBKe NpeanpusTua n3rotoButens B gunanasoHe Temnepatyp oT (- 50 go +50) °C n BNaxHOCTH
o 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonazaHus ocagkos.

Kprnonpo6umpkn XpaHAT B repMeTUYHO 3aKpbITOlM yNakoBke NpeanpuaTuUa U3rotoBuTens, nsberas sHaunTeNbHbIX
KkonebaHuii TemnepaTypbl BO BpeMsi XpaHEeHUs. XpaHUTb B CyXOM MPOx/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npwu Temneparype +25°C.

4, TpeboBaHus 6e30nacHOCT

Kpronpo6bupkn SBNSKOTCA HETOKCMYHbIM anMporeHHbIM NPOoAYyKTOM, O4HOPa30BOro NCNOJIb30BaHUS.
Kpronpo6upkn NOCTaBNATCA He CTepusibHbIMU. Kpronpo6bupKn yCcToinumBbl K CTepuansaumm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeyeHune (20+2) MuH.

Mpn paboTe c Kpnonpobupkamm, cogepxasuumMm GriomaTepuanbl, clefyeT HajeBaTb O4HOPa30Bble Pe3NHOBbIE
nepyaTtku, BO n3bexaHne pucka NHOUUMPOBaHUA NepcoHasa uomaTepuasiom. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HayeHuto. He ncnosib3oBaTb NpU 0OGHAPYXEHUU MeXaHUYeCKUxX
NOBpPEXAEHWIA.

5. CeegeHus 06 yTunusaumun

N3penns, nmeBLLME KOHTaKTe KPOBbIO U/MAN APYTUMW BUONMOTMYECKUMU XULAKOCTAMU, NoAnexart yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc bc 06s3aTenibHbIM 06e33apaXnBaHueM nyTemM cTtepuamnsaymm nobbiMn Ha
OaHHOM npeAnpusaTve yCTaHOB/IEHHbIMU MeTodaMu. Hencnonb3oBaHHble (HE MeBLUME KOHTaKTa C KPOBbH U/1an
ap. 6MONOrMYECKMUN XNAKOCTAMN) B TOM YMC/1Ee C UCTEKLLMM CPOKOM FOAHOCTU YTUNn3upyroTes no CaHlvH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBUTENA

MarotoButens: «J1B/1 TekHonomxknc Mi6X yHa, Ko. KM», topugnyeckunii agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LTpace, 4. 17

M3rotoBuTeNnb rapaHTMpyeT COOTBETCTBME N3aeNnsa TpeboBaHMAM HOPMaTUBHOM AokyMeHTauumn (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3K 17025-2009, MOCT ISO 10993-
12-2015, OCT ISO 10993-18-2011, INOCT I1SO 10993-1-2011) npn cobstoge HUN
XpaHeHUs 1 NPUMEHEHNs BTeYeHne CpokKa rogHoOCTW.

lapaHTUliHble 0653aTeNIbCTBa U3roTOBUTENS U/MNK ero npeacraBuTens

MeaNLMHCKOe N3fenue B Clydae HeHa/1exalll,ero XpaHeHusl, TpaHCrNopTK CKOro
n3nenuvs.
-StraBf717
viany
TeielRT: +49 20

Teieflax; +49 7951 1
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU cleflax 97951 956



MacnopT
Kprionpobupku o6bemom 0,3 Mn ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3b0oid, ¢ KpbILLKaMU

Cepuis 2A0131 [lata usrotosneHns 12/2015

1. Ha3HaueHue
Kpronpo6upkun npegHasHaveHbl ans cbopa, 06paboTku, KoHCepBaUMN U XpaHeHUss BMoNornyecknx oépasuos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xuakoro asorta (LN2), ansa uenen nonyyveHus
nHdopMaLmn Npy NposBeAeHUN MeANLMHCKNX MCCneaoBaHuii in vitro B n1abopatopnax MeanLMHCKUX YYpexxaeHni.
O6pasuamn ABNSIOTCA: BUONOrMYeckne XXMaKocTn (KpoBb, NnsasmMa KpoBu, criepmMa) yenoBeka 1 TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

Martepuas U3roToBeHUs nonunponuneH Purell HP371P

FabapuTHble pasmepbl (AuameTp X BbICOTa) 0 8,8x32,0Mm.

Pabounin 06bEM 0,3 mn.

Hanuume KpbILLKM [a, CYNIOTHATENEM 13 CUTIMKOHOBOM Pe3unHbl
Tun pe3bbbl Ha KpMonpobupke BHYTPEHHSA

Pabouwnit TemnepaTypHbIii AnanasoH O1-196 °C po -86°C

Hanuune/Tun 2D wTpux-Koga na, DataMatrix

YCTOMUMBOCTb K LLIEeHTpUdYruposaHuo Ao 30001 no nNpofosibHol ocK

Moka3arenb repMeTUYHOCTU Ao 95kMa

Macca OfJHOW KpUONpO6UPKN/KPbILLKK 0,24/0,1 r.

YCTOMUMBOCTb K CTEPUIN3ALLMN napoBbIM METOAOM Npu Temnepatype (121+1)°C
Hanvuve rpagynpoBku HeT

3. YnakoBKa, TpaHCNOpPTUPOBKA U XpaHeHune

YnakoBka obecneymBaeT COXPaHHOCTb U3AeniA Npyu TpaHcNopTupoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusaTua U3rotToButens B Aauanas3oHe TemnepaTyp oT (- 50 o +50) C un BiaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonazaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUUYHO 3aKpbITON yrnakoBKe npeanpuaTna n3rotoButens, nsberas sHaunTesiIbHbIX
KonebaHnin TemnepaTypbl BO BpeMs XpaHeHUs. XpaHUTb B CyXOM NpOX/1aiHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHua 6e30nacHOCTU

Kpronpo6bupkun SBNSKOTCA HETOKCMYHBIM anMporeHHbIM NPoAYKTOM, O4HOPAa30BOro MCMNOJb30BaHUS.
Kpronpo6upkn noctaBnsaoTCA He cTepusibHbIMU. Kpronpo6bupkn ycToiumBbl K CTepuamnsaumm napoBbiM MeETOA0M
npu Temnepatype (121+1)° C BTeyeHune (20+£2) MuH.

Mpn paboTe c KpMonNpobupkamu, cogepxarummm 6ruomarepuasnbl, cnefyeT HageBaTb O4HOPa30Bble PE3NHOBbIE
nep4yaTtku, BO n3bexaHne pucka MHOPULMPOBaHUA NepcoHasnia bnomarepmasioMm. He ncnosib3oBaTb MO OKOHYaHUM
CpoOKa rogHoCcTu. He ncnonb3oBaTb He Mo Ha3HayeHuto. He ncnonb3oBaTb NPU 0OGHAPYXEHUU MeXaHUYeCcKUx
NOBPEXAEHWIA.

5. CsefeHus 06 yTnansaumm

N3pennsa, nmeBLLME KOHTaKTe KPOBbIO U/UAN APYTUMW BUOAOTMUYECKMMU XUAKOCTAMMU, NoANexart yTuamnsaumm
no CaHlNunH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06e33apaxmnBaHnem nyTeM cTepunusaymm nobbiMn Ha
[aHHOM NpeanpuaTue YyCTaHOB/IEHHbIMU MeToAaMu. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbH U/1an
ap. 6MONOrNYECKMU XKUAKOCTAMU) B TOM YMC/E C UCTEKLINM CPOKOM FrOAHOCTU yTum3ampytotes no CaHlMlmH
2.1.7.2790-10 knacc A

6. TlapaHTuUu nsroToBuTENSA

M3rotoButens: «J/1BJ1 TekHonomxkuc MmoXyHa Ko. KM», ropnaundecknii agpec: Fepmanus, 74564, r.
Kpalinbexarim, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTENb rapaHTUPYeT COOTBETCTBUE N3aenusa TpeboBaHnAM HOpPMaTUBHOW AokyMeHTauun (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT UC(p/ M31717025-3IMM19, MIrT150_10993-
12-2015, INOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobtofeH <
XpaHeHns U NPUMEHEHNS B TeYeHMe Cpoka rogHOCTW.

lapaHTWiiHble 0653aTe/IbCTBa U3roTOBUTENA U/UNK ero NpeacTaBuTeNns B
MeANLMHCKOE U3aenve B Crlydae HeHa/lexarLero XpaHeHus, TpaHcnoptupa’ HEKoro
n3genus.
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2. OCHOBHDI® TEXHHMECKHE XAPDAKTEPHCTHKM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



2 OCHOBHLIE TEXHHUECKWE XAPAKTEPUCTINN
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MacnopTt

Kprionpobupkn o6bemom 0,75 mn ¢ 2D LITPUX-KOOM, C BHYTPEHHEN Pe3b0oiA, C KpbILLIKaMI

Cepus 2A0134

Jata nsrotoBneHusi 12/2015

Ha3zHauyeHue

Kpronpo6upku npegHasHaveHbl A1si cbopa, 06paboTKM, KOHCEPBaLUKN U XpaHeHUs1 BMO/orMyeckmx o6pasLoB
npu Temnepatype MuHyc (196-86)°C ¢ ncnonb3oBaHMeM NapoB Xnakoro asota (LN2), gns uenei nonyyeHms
WMHpopMaLMM Npu NPoBeAEHUN MEAULMHCKUX UCCNe0BaHWiA in vitro B nabopatopusix MeANLMHCKUX YUPEeXAEeHUN.
O6pasuamu sSBNSKOTCA: BUOIOrnYeckne Xnakoctu (KpoBb, M1asma KpoBU, Crepma) YesioBeka M TKaHu

6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuvan n3rotosneHus

[abapnTHbIe pa3Mepbl (gMamMeTp X BbICOTA)

Pabounii 06bEM

Hanwnune KpbILWKY

Tun pe3bObl HA KpUonpobupke
Pabounii TemnepaTypHbIN gManasoH
Hanunume/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpudyrnposaHumio

nonunponuneH Purell HP371P

0 8,8x44,2mM.

0,75 mn.

[a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3nHbI
BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

A0 3000k Mo NpoAoAbLHON ocK

[MokasaTtesib repMeTUYHOCTU no 95klMa

Macca ofHOl KpMONpPoGUPKU/KPbILLIKA 0,45/0,1 r.

YCTOMUMBOCTL K CTEpUAn3aLmn napoBbIM METOAOM Mpy Temnepatype (121+1)°C
Hannuvne rpagyvpoBKu HeT

3. YnakoBKa, TpaHCNOPTUPOBKA U XpaHeHne

YnakoBka o6ecrneumBaeT COXPaHHOCTb U3A4eNNiA Npu TpaHCNoOPTUPOBKe. Kpruonpobnpky TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeAnpuaTUa U3rotoBuTesia B AMana3oHe Temnepatyp ot (- 50 go +50) C u BiaxHoOCTn
[0 98% npu Temnepatype +25°C. lNMpefoxpaHAaTb OT NPAMOro nonajaHusa ocakos.

Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITON yrnakoBKe NpeanpuaTna n3rotoButens, nsberas s3HaunTeIbHbIX
KonebaHnin TemnepaTypbl BO BpeMs XpaHeHUs. XpaHUTb B CyXOM NPOX/1aHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHua 6e3onacHOCTU

Kpronpobupkn ABASKTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMNoib30BaHUS.
Kpronpo6upkn NocTaBNalTCA He CTepusibHbIMU. Kpronpo6bupkn ycToiumBbl K CTepuansaumm napoBbiM MeETOA0M
npu Temnepatype (121+1)° C B TeyeHune (20+2) MuH.

Mpn paboTe c Kpnonpobupkamu, cogepxail,umm romatepmansl, cneayet HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne pucka MHPUUMPOBaHUSA NepcoHasia buomaTepmasioMm. He nCnosb3oBaTb MO OKOHYaHUU
Cpoka rogHoctu. He ncnonb3oBaTb He MO Ha3Ha4YeHU. He Ncnonb3oBaTb NPU OOHAPYXEeHUN MeXaHU4eCcKnx
NOBPEXAEHWIA.

5. CsefeHunsa 06 ytunusaunm

N3penns, nmeBLline KOHTaKTe KPOBbIO U/WMAN APpYTMMU BUOAOTMUYECKMMUN XNLAKOCTAMMU, NoANexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc bc obs3aTefnibHbIM 06e33apaxXmnBaHnemM NyTeM cTepunnsaymm obbIMN Ha
OaHHOM NpeanpuaTUe YCTaHOB/EHHbIMU MeTogaMn. Hencnonb3oBaHHble (HEe MMeBLUME KOHTaKTa C KPpoBbH U/1uan
ap. 6MONOrNYECKUMU XNAKOCTAMN) B TOM YMC/IEe C UCTEKLLIMM CPOKOM rOAHOCTU yTuUmsmpyrotesa no CanllunH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeENSA

M3rotoButens: «/1BJ1 TekHonogxuc Mi6X yHg Ko. KM», topugudeckunii agpec: Fepmanus, 74564, r.
Kpaiinbexaiim, Teogop-LUTtopm-LWTpace, 4. 17

M3roToBuTenb rapaHTMpyeT COOTBETCTBME U3aenns TpeboBaHMAM HOpMaTUBHOW AokyMeHTauuun (1ISO
9001:2008 OCT MCO/M3IK 15426-1-2003, ISO/IEC 15426-2:2015, FOCT 1~AO/M3K/  5-2UU9, IUCI ISO 10993-
12-2015, IN'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cobnogeH
XpaHeHns N NPUMEHEHNS BTeYeHne Cpoka rogHoCTW.

lapaHTUiiHble 0653aTeNIbCTBa U3roTOBUTENS U/MNK ero npeacraBuTens
MeANLMHCKOE U3fenne B Cllydae HeHa/lexall,ero XpaHeHus, TpaHCnopTK p CKoro
n3genus
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MacnopT

Kprionpobupkm o6bemom 1,0 Mn ¢ 2D LITPUX-KOAOM, C BHYTPEHHEN pe3b0oi, ¢ KpbILLKamu

Cepus 2A0121 [ata 13rotoeneHns 12/2015

1. HasHaueHue
Kpnonpobunpkn npegHasHaveHbl Aasi coopa, 06paboTkm, KoHCepBaUnn 1 XpaHeHUs BMOorM4yeckux oobpasLos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnemM napoB xnakoro asota (LN2), ans uyeneii nonyyeHns
MHdopMaLmm Npy NposeaeHUN MeAULMHCKUX UccnefoBaHuii in vitro B nabopatopnsax MeAnLMHCKUX YUpexaeHni.
O6pasLamMn aBAOTCA: BMOMOrNMYecKme XNAKOCTN (KPOBb, Nfasma KpoBW, crnepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTtepuan n3roToB/eHns nonvnponuneH Purell HP371P

ra6apuTHbIe pasmepbl (AMameTp X BbICOTa) 0 8,8x51,5Mm.

Pa6ounin 06EM 1,0 mn.

Hannume KpbiLKu [a. CYNJIOTHUTENEM U3 CUIUKOHOBOMN PesvHbl
Tuvn pe3bbbl Ha KpUoNpobupke BHYTPEHHSA

Pa6ounii TeMnepaTypHbIii AnanasoH O1-196 °C po -86°C

Hanuuve/Tun 2D wTpux-koaa Aa, DataMatrix

YCTOMUMBOCTL K LEHTPUGYTMPOBAHIO Ao 30004 no nNpofosibHoi ocK

MokasaTeslb repmMeTUUYHOCTH Ao 95kMa

Macca ogHOM KpMonpoOUupKN/KpbILKN 0,7/0,1 r.

YCTOMUMBOCTL K CTEpUAM3aLum napoBbIM METOALOM NMpyu Temnepatype (121+1)°C
Hannuue rpagyvipoBKu HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKA W XpaHeHne

YnakoBka o6ecneynBaeT COXPaHHOCTb U3aesiMii Npyu TpaHCNOPTUPOBKe. Kpruonpoourpky TPaHCNOPTUPYIOT B
TPaHCNOPTHOM yNnakoBKe NpeanpuaTnsa n3rotoButens B guana3oHe Temnepartyp oT (- 50 o +50) C wn BNaxHOCTH
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSAMOro nonagaHusi 0cagKoB.

Kpronpo6bupkn xpaHAT B repMeTUYHO 3aKpbITON ynakoBKe NpeanpuaTUSa U3roToBuUTens, usberas sHauntesibHbIX
konebaHuii TemnepaTypbl BO BpeMS XpaHeHWUs. XpaHUTb B CyXOM NpOX/iafHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHocTn go 80% npu Temneparype +25°C.

4. TpeboBaHua 6e30nNacHOCTU

Kpronpobupkn ABs0TCA HETOKCUYHBbIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMOIb30BaHuUs.
Kprnonpo6bupkn nocTaBfstoTca He CTepUbHbIMU. Kpnonpobunpky yCToNUMBbI K CTEpUAM3aLmm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C BTeueHue (20+2) MUH.

Mpn paboTe c kpuonpobmpkamn, cogepxarunmm buomatepunansl, crnefyeT HageBaTb O4HOPA30Bble Pe3NHOBbIE
nepyaTtku, BO n3bexaHne pucka MHOULUMPOBaHUSA NepcoHasla 6uomaTepuasiomMm. He ncnonb3oBatb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He Mo HasHayeHuto. He ncnosb3oBaTb NPy OOGHAPYXXEHUU MeXaHUYeCKnUX
NOBPEXAEHWA.

5. CegeHus 06 yTunusaunm

N3penvs, nmesBLUNe KOHTaKT C KPOBbIO U/MAN APYTMMW BMOMIOTMYECKUMU XUAKOCTAMU, NoAnexart yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3aTenbHbIM 06e33apaXmBaHnemM nNyTem cTepuamsaumm AlbbiMn Ha
OaHHOM NpeanpuaTue yCTaHOB/IEHHbIMU MeTogaMn. Hencnosib3oBaHHbIe (He MMeBLUNE KOHTaKTa C KPOBbHO U/1Uamn
ap. 6MoNOrNYecKUMn XNLKOCTAMMN) BTOM UYUC/IE C UCTEKLLMM CPOKOM rOAHOCTU yTunuaupyrotcs no CaHlMlvH
2.1.7.2790-10 knacc A

6. TlapaHTuUu nsroToBuTENS

M3rotoButenb; «J1B/1 TekHonomkmc M6 XyHa Ko. KM», topngndeckmin agpec: NepmaHus, 74564, r.
Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, g. 17

M3rotoBuTeNb rapaHTMpyeT COOTBETCTBME N3Lennsa TpeboBaHMAM HOPMaTUBHOW AokyMeHTauumn (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT MCO/MBK 17Q26-2009, *CT ISO 109-
12-2015, NOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npn cobntoaeH nm
XpaHeHns N NPUMEHEHNS BTeYeHne CpoKa rogHOCTMU.

FapaHTUliHble 0683aTeNLCTBA U3rOTOBUTENSA U/UW ero npeacTaBuTens |ONe>aHsTaB:A
MeAVLMHCKOE M3eNne B C/lydae HeHa/1exalll,ero XpaHeHus, TpaHcnopTu: .WHWIKWO
nsgenus.

GmbH & Co. KG /
~torm-StraBe/z
lerrAany

'3 20
+-49 7951 95614
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MacnopT

Kprionpobupku o6bemom 1,4 Mn ¢ 2D LTPMX-KOAOM, C BHYTPEHHEN Pe3bb0id, C KpbILLKaMy

Cepus 2A0124 [arta nsrotoBneHus 12/2015

1. Ha3HaueHue
Kpnonpobupkn npegHasHaveHbl ansi cbopa, 06paboTkM, KOHCEPBaLMN 1 XpaHEHN BMOMOrMYeckMx oobpasLos
npu Temnepatype MuHyc (196-86)°C c Mcnonb3oBaHMeM MapoB Xnakoro asota (LN2), ans uenein nonyyeHms
MHdopMaumn nNpu NpoBeaeHNN MeANLMHCKNX nccnefoBaHuii in vitro B n1abopatopnsax MeaAnLMHCKUX YUpexaeHni.
O6pa3suamn ABAAIOTCA: BMOMOrMYecKme XNAKOCTA (KPOBb, Naasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasubl KOXHbIX MOKPOBOB)

MaTtepuan N3rotToBneHus nonunponuneH Purell HP371P

abapuTHbIE pasmepbl (ArameTp X BbicoTa) 0 12,6x44,2MM.

Pabounin 06EM 1,4 mn.

Hanmume KpbILKi 03, CYNIOTHUTENEM U3 CUINKOHOBOW pe3uHbl
Tun pe3b6bl Ha KPUONPoBUpKe BHYTPEHHsS

Pa6ounii TemnepaTypHbIii ArManasoH Ot1-196 °C po -86°C

Hanunuune/tun 2D wtpmx-koga Aa, DataMatrix

YCTOMUMBOCTb K LIEHTPUPYTMPOBAHUIO £0 3000g no npoAaosibHOW ocn

Moka3aTesib repmMeTUYHOCTH [0 95kMa

Macca OfIHOW Kpronpo6upKU/KPbILLKM 0,98/0,7 .

YCTONUMBOCTb K CTepuamsaumm napoBbIM METOAOM Mpy Temnepatype (121+1)°C
Hanuune rpagyvpoBku HeT

3. YnakoBka, TpaHCNOpTUPOBKAa U XpaHeHune

YnakoBka obecneunBaeT COXPaHHOCTb U34e/nA Npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeAnpuaTuUa U3roToBUTens B uana3oHe TemnepaTyp oT (- 50 go +50) °C n BaxHOCTU
[0 98% npu Temnepartype +25°C. lNpenoxpaHAaTb OT NPAMOro nonagaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NPeanpusaTUs U3roToBUTENs, ulberas 3HaunTe IbHbIX
KonebaHwii TemnepaTypbl BO BpeMs XpaHeHWUs. XpaHUTb B CyXOM NPOX/iafHOM MecTe B AuanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHMAa 6e3onacHoOCTH

Kpronpo6bupkn SBASKTCA HETOKCUYHBbIM anvuporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn NOCTaBAAKTCA He CTepUNbHbIMU. Kpronpobupkn ycTonumBbl K CTepUM3aLmm napoBbiM METOA0M
npu Temnepatype (121+1)° C BTeueHune (20+2) MUH.

Mpn paboTte c KpMonpobmpkamu, coagepxalimmm buomatepuansl, crenyeT HaneBaTb O4HOPa30Bble pe3nHOBbIe
nepyaTtku, BO n3bexaHne pucka UHMLMPOBaHNA NepcoHasa 6uomaTepuasioMm. He ncnonb3oBaTb MO OKOHYaHUN
cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HayeHuto. He ncnonb3oBatb Npu 06HapyXXeHUM MexaHUYecKux
NMOBPEXAEHWUA.

5. CsefeHusa 06 ytunmsaumm

N3penvsa, nmeBLlLINEe KOHTAKTe KPOBbIO U/MNU APYTMMU BUONOTMYECKUMU XUAKOCTAMW, NoA/exar ytunmsaunumn
no CaHlMnH 2.1.7.2790-10 knacc b c 06s13aTefNibHbIM 06€e33apaxXmnBaHnemM NyTeM cTepunusaymmn nobbIMK Ha
[aHHOM npeanpuaTue yCTaHOB/AEHHbIMU MeTogaMun. Hencnosib3oBaHHbIe (He MMeBLUNE KOHTaKTa C KpOBbHO U/1an
ap. 6MONOrNYECKUMU XNLKOCTAMN) B TOM YMC/IE C UCTEKLLMM CPOKOM FOAHOCTU yTunmanpytotcea no CaHlMlmnH
2.1.7.2790-10 knacc A

6. [apaHTUK M3roToBUTENSA

M3rotoButenb: «J/IB/1 TekHonomkmnc Mm6XyHa Ko. KM», topnandecknin agpec: NepmaHus, 74564, T.
Kpaiinbexanm, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTeNnb rapaHTMpyeT COOTBETCTBME U3Aennsa TpeboBaHMAM HOPMaTUBHOM AokymMmeHTauum (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/MpK 17025 2009, MOCT ISO-1099»
12-2015, 'OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cob6aoaeHun y
XpaHeHns U NPUMeEHEHNs BTeYeHne Cpoka rogHOCTW.

[apaHTUiiHble 06513aTeENbLCTBA M3roTOBUTENSA U/MAW ero npeactasuTtens B PO abBHOps
MeguLMNHCKoe U3fenuve B Crlydae HeHaasiexallero xpaHeHus, TpaHCNopTUPOBKA
n3genus.
TbH & Co. KG
Stral3il17

m wfiermany
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt
Kprionpobupku o6bemom 1,6 Mn ¢ 2D LWTPKX-KOAOM, C BHYTPEHHEN pe3b00i, ¢ KpbILLKaMU

Cepuist 2A0141 Jata nsrotosfeHus 12/2015

1. Ha3HaueHue
Kpnonpobupkn npegHasHaveHbl onsa cbopa, 06paboTku, KoHCepBaUnn U XpaHeHUss Brmonornyeckmnx obpasyos
npu Temnepatype MuHyc (196-86)°C ¢ ncnonb3oBaHMeEM NapoB Xugkoro asota (LN2), ana uenen nonyveHus
MHdopMaLMKn Npu NPoBEAEHNN MeAVULIMHCKNX UCCNeaoBaHuii in vitro B nabopaTopusax MeAULMHCKUX YUpexXaeHWNA.
O6pasuammn ABNAIOTCA: BLUoNornyeckne XMaKocTn (KpoBb, nsiasmMa KpoBu, crnepmMa) yesioBeka v TkaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuasn M3roToseHUs nonunponuneH Purell HP371P

Fa6apuTHble pasMepbl (A1ameTp X BbICOTA) 0 12,6x44,7mm.

Pa6ounin 06BEM 1,6 mn. }
Hanuune KpbILKM [a. CVMIOTHUTE/IEM M3 CUIMKOHOBOM PEe3nHbI
Tun pe3bbbl Ha KPUONPOONPKN BHYTPEHHS5

Pa6ounii TeMnepaTypHbIli AnanasoH Ot-196 °C po -86°C

Hanuuue/tun 2D wtpux-koga na, DataMatrix

YCTOMUMBOCTb K LIEHTPUDYMMPOBAHUIO £io 3000R no npofosibHoii ocu

MNMokasaTenb repMeTUYHOCTU Ao 95kMNa

Macca 0fHOW KPp1OMNpo6UPKU/KPbILLKN 1,12/0,7 .

YCTONUMBOCTbL K CTEPUN3ALNN napoBbIM METOAOM Npy Temnepatype (121+1)°C
Hannuve rpagyvpoBKu HeT

3. YnakoBka, TpaHCNOPTUPOBKA U XpaHeHne

YnakoBka obecneyMBaeT COXpPaHHOCTb U34eniA Npyu TpaHCNOPTUPOBKe. Kpuonpobunpky TpaHCHOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTua U3rotToButens B uana3oHe TemnepaTyp ot (- 50 o +50) C un BiaxHOCTU
[0 98% npu Temnepatype +25°C. NpefoxpaHAaTb OT NPAMOro nonagaHus ocagkos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON yrnakoBKe NpeanpuaTna U3rotoButens, nsberas saHaunTelbHbIX
konebaHnin TemnepaTypbl BO BPeMS XpaHeHUS. XpaHUTb B CyXOM MNPOX/afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn Ao 80% npu Temneparype +25°C.

4. TpeboBaHusa 6ezonacHoOCTH

Kprnonpobupkn SBNSKOTCA HETOKCUYHBLIM anuporeHHbIM NpoAyKTOM, 04HOPa30BOro MUCMNoIb30BaHuUs.
Kpronpo6upkn noctaBnAstOTCA He CTePUNbHbIMU. KpMonpobnpky yCToMYMBbI K CTEpUM3aL MM NapoBbiM METOA0M
npu Temnepatype (121+1)° C BTeueHune (20+2) MUH.

Mpn paboTe c KpMonNpobMpkamu, cogepxall,umm 6uomarepuasnbl, crnefyeT HageBaTb O4HOPAa30Bble pe3nHOBbIe
nep4yaTtku, BO n3bexaHne pucka MHPULUMPOBaHUA NepcoHana 6uomaTepmasioM. He UCnosb3oBaTb MO OKOHYaHUU
CpoKa rogHocTu. He ncnonb3oBaTh He NO HadHayeHUro. He ncnonb3oBaTb NpU O6HapPYXXeHUU MexXaHUYeCcKmUx
NMOBPEXAEHWA.

5. CseaeHns 06 ytunusaunm

N3penvs, nmeBLUME KOHTaKTE KPOBbIO UMM APYTUMN BUOMOTMYECKUMN XUOKOCTAMU, nogaexar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3atenbHbIM 06e33apaxmnBaHuemM nyTemMm crepuamnsagum nobbiMy Ha
OaHHOM npennpuaTue yCTaHOB/EHHbIMU MeToAaMu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbHO U/uan
ap. 6MONOrNYECKUMN XNLKOCTAMMN) BTOM UYMC/IE C UCTEKLLMM CPOKOM FOAHOCTU yTunuaupyrotcs no CaHlMvH
2.1.7.2790-10 knacc A.

6. [apaHTun n3rotosuTens

MarotoButens: «/1BJ1 TekHonogxuc MmoXyHpa Ko. KM», topugnyeckuii agpec: Mepmanus, 74564, T.
Kpaiinbexaim, Teogop-LUTopm-LWTpace, g. 17

M3roToBuTeNb rapaHTUpyeT COOTBETCTBME U3AeNNsa TpeboBaHMAM HOPMATUBHOM AokyMeHTauum (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3K 17025-2009, MOCT ISO 10993-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobt0aeHNN YCNOBUIA TPOMCNOPTUPOBKY,
XpaHeHns 1 NPUMeEHEHN BTeYeHne Cpoka rogHOCTW.

[apaHTUiiHble 0653aTeNbCTBa U3rOTOBUTENS U/MNK ero npeactasutens B PO i
MeOVLWHCKOe n3fesnive B Cilydae HeHaa/iexaruero XxpaHeHnsl, TpaHCNnopTUPOBK €
nsaenus. teChnO|OgieS

GmbH & Co. KG
fIxlor*orm-StraBi 17
Gi/ailsiTeit>t\ Geirnany
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MacnopT

Kprionpobupkn o6bemom 1,8 Mn ¢ 2D WTPKX-KOAOM, C BHYTPEHHEN pe3b0oid, ¢ KpbILLKaMU

Cepusa 14P1055500

Jata nsrotoBneHusi 12/2015

Ha3zHauyeHue

Kpronpo6upkn npegHasHaveHbl ans cbopa, 06paboTkun, KoHCepBaUMn U XpaHeHUss BMonornyecknx obpasyos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMeEM NapoB Xuakoro asorta (LN2), ansa uenen nonyyveHus
nHdopmaumn nNpy NposBeAeHUN MeANLMHCKNX UCCAefoBaHui in vitro B 1abopatopnax MeaAnLMHCKUX YUpexaeHni.
O6pa3suamn ABASIOTCA; BMOMOrMYecKme XNAKOCTAN (KPOBb, Naasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHuns

[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounin 06bLEM

Hanwnune KpbIwKn

Tun pe3bbbl Ha KpMonpobupke
Pabounin TemnepaTypHbIii grana3oH
Tannume/Tun 2D wTpux-Kkoga
YCTONUMBOCTb K LLEeHTPUAYrMpoBaHNIO
Mokasateslb repMeTUYHOCTH

Macca ogHoOW KpnonpoObupKn/KpbILWKN
YCTOMUMBOCTb K CTepunnsaumm
Hanuuve rpagyvnpoBku

nonunponuneH Purell HP371P

0 12,6x47,2MM.

1,8 mn.

[a, CynsIoTHUTesNIEM U3 CU/IMKOHOBOW Pe3unHbl
BHYTpPEHHSASA

OT1-196 °C po -86°C

na, DataMatrix

n0 3000g no NnpoaonbHOM ocn

o 95kMa

1,26/0,7 1.

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKA W XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb U3Aennii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeanpusaTus U3roToButens Bauana3oHe TemnepaTyp ot (- 50 go +50) Cwu BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNpegoxpaHaTb OT NPSAMOro nonagaHusi 0caZikos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NPeanpusaTUs U3roToBUTENs, nsberas 3HaumTe IbHbIX
KonebaHwii TemnepaTypbl BO BpeMs XpaHeHWs. XpaHUTb B CYyXOM NpOX/afHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn Ao 80% npu Temneparype +25°C.

4, TpeboBaHus 6e30nacHOCTU

Kpronpo6bupkun SABNSIOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro UCMNoIb30BaHUs.
Kpronpo6bupkn nocTassatoTca He CTepUbHbIMU. KpMonpobupky yCTonYMBbI K CTEpUM3aLmm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TedueHue (20+2) MUH.

Mpun paboTe c KpMonNpobMpkamu, cogepxall,umn 6ruomarepuasnbl, cnefyeT HaaeBaTb O4HOPa30Bble Pe3VNHOBbIE
nepyaTtku, BO n3bexaHne prcka NHPULMPOBaHNA NepcoHasia buomaTtepuasiom. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTbh He NO HadHayeHUro. He ncnonb3oBatb NpU 0O6HapyXXeHNUU MexaHUYeCcKux
NOBPEXAEHWA.

5. CeepfeHusa 06 ytunumsauunm

N3penns, nmesLUne KOHTaKT C KPOBbIO U/NMN APYTUMU BUOMOTMYECKUMN XUOKOCTAMU, NoAnexart yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTeNnbHbIM 06€e33apaxmnBaHueM nyTemM ctepuamnsaymm nobbiIMK Ha
OaHHOM npeanpuaTve YCTaHOB/AEHHbIMU MeToAaMn. Hencnonb3oBaHHble (HE MMEBLLME KOHTaKTa C KPpOBbHO 1U/Mnun
ap. 6MONOrNYECKUMU XNLKOCTAMN) BTOM YMC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUnmanpytotea no CaHllmnH
2.1.7.2790-10 knacc A

6. [apaHTUK n3rotoBuUTENA

M3rotoButenb: «J1B/1 TekHonomkmnc MeX yHa, Ko. KM», topngnyecknin agpec: NepmaHus, 74564, T.
Kpaiinbcxarim, Teogop-LWTopm-WTpace, 4. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBME U3AeNNSa TpeboBaHMAM HOPMaTUBHOM AokyMeHTauun (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3K470?5-?MM9, MOCT 1SO 10993-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobntogeHnn ycrnokE
XpaHeHns 1 NPUMEHEHNS BTeYeHne cpoka rogHoOCTW.

[apaHTUiiHble 0653aTeNIbCTBA N3rOTOBUTENA U/UNK ero npeactasutens B PO He |
MeAVLUNHCKOEe u3fenive B Crlydae HeHaasexallero XxpaHeHus, TpaHCNoOpTUPOBKA 1

n3nenuvs.
GmbH & C(
yhl”*odQi-Storm- 16e 17
I151 rmanv
dle| 613 23

tele fax: +49 7951 95613 35
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MNMacnopT

Kpronpobupku o6bemom 2,0 Mn ¢ 2D LITPKX-KOAOM, C BHYTPEHHEN pe3b0oi, ¢ KpbILLKamu

Cepus 14P1055501

1

[ata n3rotosneHms

12/2015 Z]

Ha3zHaueHue

Kprnonpobupku npegHasHaveHbl ansa cbopa, 06paboTkm, KOHCepBaUnKn 1 XpaHeHUs Guonornyecknx obpasLoB
npy TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMeEM NapoB Xuakoro asota (LN2), ansa uenen nonyyeHus
MHdopMauMn Npu NPoBeAeHNN MeAULMHCKUX NccnefoBaHuii in vitro B nabopatopuax MeaAnLMHCKUX YUpexaeHni.
O6pasuammn ABNAKTCA: BUoNornyeckne XXnMaKocTn (KpoBb, niasmMa KpoBu, crnepmMa) yesioBeka v TkaHu
6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotosneHus

[abapuTHble pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounii 06BbEM

Hanwnune KpbIwKn

Tun pe3bObl HA KPUONPOOUNPKN
Pabouunii TemnepaTypHbIii Agnana3oH
Hanunune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpudyrmposaHumio
Moka3aTtesib repMeTUYHOCTH

Macca ogHOW KprMonpooOupKn/KpbILWKN
YCTON4MBOCTb K CTEpUIN3aLmm
Hanuuve rpagyvpoBku

nonvnponuneH Purell HP371P

0 12,6x48,3MMm.

2,0 mn.

[a, CynnoTHUTesNIeEM U3 CU/IMKOHOBOW Pe3uHbl
BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

A0 3000R no NnpoaosibHOM ocn

o 95kMa

1,5/0,7 r.

napoBbIM MeTOA0M Npu Temnepatype (121+1)°C
HeT

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. YnakoBKa, TpaHCNOpPTUPOBKA U XpaHeHune

YnakoBka obecneumBaeT COXPaHHOCTb U3aenuii Npyu TPpaHCNOPTUPOBKE. Kpnonpobumpku TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeanpusaTua U3rotToButens Bauana3oHe TemnepaTyp ot (- 50 go +50) C un BAaxHOCTU
[0 98% npu Temnepatype +25°C. NpegoxpaHAaTb OT NPSAMOro nonagaHnsi 0caZikos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpPbITON YNakoBKe NpeanpusaTUs U3roToBUTENs, usberas 3HaumTe lbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpaHeHUS. XpaHUTb B CyXOM MpoOX/iafHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C u BnaxHoctn Ao 80% npu Temneparype +25°C.

4. Tpeb6oBaHuA 6e30NacHOCTU

Kpronpobupkn SBAsOTCA HETOKCUYHbIM anvuporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMO/b30BaHus.
Kprnonpo6bupkn nocTaefstoTca He CTepuibHbIMU. Kpuonpobunpky yCTounBbI K CTEPUAN3ALMM NapoBbIM METOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c KpMoONpPobMpkamu, cogepxall,umm 6uomarepuasnsl, crefyeT HaneBaTb O4HOPa30Bble pe3nHOBbIe
nepyaTku, BO n3bexaHne pucka MHPULMPOBaHUA NepcoHasia 6uomaTepuasiom. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBatb He NO HazHavyeHWo. He ncnonb3oBatb NpY O6HapPYXXeHUU MexXaHUYeCcKnUx
NOBPEXAEHWIA.

5. CsefeHunsa 06 ytunmsauum

N3paenvs, nMeBLUNE KOHTAKT C KPOBbIO U/NMN APYTMMU BUONOrMYECKUMU XUAKOCTAMU, Nogsiexar yTunmsauum
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3atesibHbIM 06e33apaxnBaHMeM NyTeM cTepununsauunm obbiMn Ha
OaHHOM npeanpuaTue YCTaHOBJ/IEHHbIMU MeToAaMn. Hencnonb3oBaHHble (He MMEeBLUME KOHTaKTa C KPOBbO U/1an
ap. 6MONOrNYECKUMU XULKOCTAMN) BTOM UYNC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUAn3npyroTcs no CaHlvH
2.1.7.2790-10 knacc A.

6. lapaHTUW nsrotoBuTENS

MarotoButens: «J/1BJ1 TekHonogxuc MueX yHg Ko. K», ropugnyeckuii agpec: Mepmanus, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTeNb rapaHTMpyeT COOTBETCTBME N3LeNnsa TpeboBaHMAM HOPMaTUBHOW AoKyMeHTauun (1ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MUICO/M3K 170257-709, I'OCT ISO 10993-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npn cobntoaeHnn +*atoBLLU
XpaHeHns 1 NpPUMEHEHNS BTeYeHne Cpoka rogHoCTW.

[apaHTUliHble 06513aTeNbLCTBA M3roTOBUTENS U/MAn ero npeactaButens B PO 1oT1
MeguLMHCKoe usgenune B Crlydae HeHad/exall,ero XpaHeHusi, TpaHCcnopTUpoBKi L
anenus. technologies

17
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MacnopT

Kprionpobupkm o6bemom 4,0 Mn ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3b0oid, ¢ KpbILLKamMu

Cepus 14P1055502

Jata n3rotoBrieHnsi 12/2015

Ha3zHauyeHue

Kpronpo6upkun npegHasHayeHbl ans cbopa, 06paboTku, KoHCepBaUMM 1 XpaHeHUs B6Monornyecknx obpasyos
npu Temneparype mMuHyc (196-86)°C c ncnonb3oBaHnem napoB xnakoro asota (LN2), ans uyenei nonyyeHms
nHdopMaLmn nNpn NpoBeAeHN MeANLMHCKNX UCCefoBaHui in vitro B nabopatopnax MeaAnLMHCKUX YUpeXxaeHni.
O6pasuamn ABASIOTCA: BMOMOrMYECKme XNAKOCTA (KPOBb, Naasma KpoBW, Cnepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotosneHus

[abaonTHbIe pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounii 06bEM

Hanuune KpbILwKn

Tun pe3bObl Ha KpMonpoobupke

Pabounin TemnepaTypHbIii Agnana3oH
Hanwnune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpudyrmposaHumio

nonunponuneH Purell HP371P

0 12,6x77,0MM.

4,0 mn.

fa. c 7nAoTHUTENEM U3 CUIMKOHOBOW Pe3uvHbl
BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

A0 30007 no NpoAobHOM ocn

Mokasarenb repMeTUHHOCTU Ao 95kMMa

Macca OfHOW KpUONpOG6UPKN/KPbILLKM 2,8/0,7 r.

YCTOMUMBOCTL K CTepuUIm3aLmnm naooBbIM MeTOAO0M Npu Temnepatype (121+1)°C
Hannuve rpagynpoBku HeT

3.  YnakoBKa, TpaHCNOpTUPOBKa U XpaHeHune

YnakoBka obecneymBaeT COXPaHHOCTb U3A4e/NA NPy TPaHCMOPTUPOBKE. Kpnonpooburpky TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTuUa U3rotToButens B Auana3oHe Temnepatyp ot (- 50 go +50) C u BiaxHoOCTU
[0 98% npu Temnepatype +25°C. NpefoxpaHAaTb OT NPAMOro nonagaHusa ocagkos.

Kpronpo6bupkn XpaHAaT B repMeTUYHO 3aKpbITON yrnakoBKe npeAnpusaTua N3rotoBuTens, nsderas sHaunmTesibHbIX
KonebaHuii TemnepaTypbl BO BpeMs XpaHeHUs. XpaHUTb B CyXOM NpOX/iaiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHua 6e30nacHOCTU

Kpronpo6bupkun SBNSAKOTCA HETOKCMYHbIM anMporeHHbIM NPOAYyKTOM, O4HOPAa30BOro NCMOJIb30BaHUS.
Kprnonpo6bupkn nocTasfstoTca He CTepUbHbIMU. Kpnonpobunpky yCToNUMBbLI K CTEpPUIM3aL MM NapoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHue (20+2) MUH.

Mpn paboTte c KpUonpobmpkamu, cogepxarunmm buomatepuansl, crnefyeT HageBaTb O4HOPA30Bble Pe3NHOBbIE
nepyaTku, BO n3bexaHne pucka UHULMPOBaHNA NepcoHasia 6uomaTepuasioMm. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He NO HazHavyeHWo. He ncnonb3oBatb NpY O6HaPYXEeHUU MexaHUYeCcKuUx
noBpeXaeHn.

5. CBegeHus 06 yTunusaumun

N3penvs, nmeBLUNE KOHTaKT C KPOBbIO W/WN APYTMMW BMOMIOTMYECKUMUN XUOKOCTAMU, NoAnexart yTuamnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c 06s3aTeNnbHbIM 06€e33apamnBaHueM nyTem crepuansaymm nobbiMy Ha
OaHHOM npeanpuaTue YyCTaHOB/EHHbIMU MeToAaMn. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPoBbHO W/unuv
ap. 6MONOrNYECKUMU XNLKOCTAMN) BTOM YMC/IE C UCTEKLLIMM CPOKOM roAHOCTW YTunuanpytotca no CaHllmnH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuTENA

MarotoButenns: «J1B/1 TekHonomkmnc M6 XyHa Ko. KM», ropunandecknii agpec: Nepmanus, 74564, T.
Kpalinbcxairim, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTENb rapaHTUpPyeT COOTBETCTBME U3Aennsa TpeboBaHUAM HOPMaTUBHOW AokyMeHTauum (1ISO
9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M3K-17025-2009, OCT 1SO 1IM993-
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnrogeHnn ycji roj~p,

XpaHeHns N NPUMEHEHNA BTeYeHne cpoka rofHocTn

MapaHTUliHble 0653aTeNbCTBA U3roTOBUTENA U/MNK ero npeactaButens B PO He
MeAVLWHCKOe U3fenve B Crlydae HeHaaexaruero XxpaHeHns, TpaHCNOPTUPOBKX
n3genus.

hibH & Co. KG
-Storm-Stra3e 17
fernrany
5613 20

Tek 55613 33
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MacnopTt
Kprionpobupkn 06bemom 5,0 Mn ¢ 2D LITPKX-KOAOM, C BHYTPEHHEN pe3b00oi, C KpbILLKaMI

Cepusi 14P1020500 JaTta n3rotoBrieHnsi 12/2015

1. Ha3sHaueHue
Kpronpo6upku npegHasHaveHbl ans cbopa, 06paboTku, KoHCepBaUnn 1 XpaHeHUss BrMoniornyeckmnx obpasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnemM napoB Xnakoro asota (LN2), ans uenei nonyyveHus
nHdopMaLmm Npyn NposBeAeHNN MeANLMHCKNX UccneaoBaHuii in vitro B naboparopuax MeauLMHCKUX YUpexaeHnn.
O6pasuamMn ABAAIOTCA; BMOMOrNMYecKme XNAKOCTA (KPOBb, N/asma KpoBW, crepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 00pasLbl KOXHbIX MOKPOBOB)

MaTepuas U3roToB/EHUS nonunponwuneH Purell HP371P

Ma6apuTHblEe pasmepbl (4MamMeTp X BbICOTa) 0 12,6x91,0MM.

Pa6ounii 06bEm 5,0 mn.

Ha/nume KpbILLKY [a. CyNnoTHUTENEM M3 CUMKOHOBOM pesnHbl
Tun pe3bObl HA KpUONpobupke BHYTPEHHs5

Pa6ouuii TeMnepaTypHbIii AnanasoH Ot-196 °C po -86°C

Hanuuve/Tun 2D wTpux-Kkoga Aa, DataMatrix

YCTOMUMBOCTb K LieHTpUdyrmpoBaHunio £io 3000R no npoAosbHOl ocu

Mokazartesib repMeTUYHOCTU £o 95kMa

Macca ogHOW Kpruonpoo6upKU/KpbILWKN 3,5/0,7 r.

YCTOMUMBOCTL K CTEPUAN3aLIMUN MapoBbIM MeTOAOM Mpyn Temnepatype (121+1)°C
Hanuuve rpagynpoBku HET

3.  YnakoBka, TpaHCMNopTUPOBKa U XpaHeHne

YnakoBka obecneumBaeT COXpPaHHOCTb U3aesiMii Npyv TPaHCMOPTUPOBKE. Kpruonpooburpkn TPaHCNOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTnsa U3rotoButensa B guanasoHe Temnepatyp oT (- 50 go +50) C u BiaxHOCTU
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSAMOro nonagaHusi 0caZikos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl YNakoBKe NPeanpusaTus U3rotoBuTens, nsberas 3HaunTe IbHbIX
KonebaHwii TemnepaTypbl BO BpeMs XpaHeHUA. XpaHUTb B CyXOM MPOX/afHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHocTtn go 80% npwn Ttemneparype +25°C.

4. TpeboBaHua 6e30nNacHOCTU

Kpronpobupkn ABAsHOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMo/b30BaHUs.
Kprnonpo6bupkn nocTaefstoTca He CTepuibHbIMU. KpMonpobumpku yCToiumBbl K CTEPUAN3aLUM NapoBbIM MeTOAOM
npu Temnepatype (121+1)° C BTeueHmne (20+2) MUH.

Mpun paboTte c KpMonpobmpkamu, cogepxaliumm 6ruomarepuasnsl, crefyeT HageBaTb O4HOPa30Bble pe3nHOBbIe
nepyaTtku, BO n3bexaHve pucka NHUUMpoOBaHNA nepcoHasia buomarepnanom. He ncnonb3oBatb MO OKOHYaHUN
CpokKa rogHocTu. He ncnonb3oBaTb He NO HaszHavyeHUo. He ncnonb3oBatb Npy 0O6HapYyXeHUM MexaHUYecKux
noBpeXaeHnA.

5. CsepgeHusa 06 ytunmsauymm

N3penns, nmesLUNE KOHTaKT C KPOBbIO U/MAN APYTUMW BUOMOTMYECKUMN XNLAKOCTAMU, NoANexart yTuamnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6sa3aTtenbHbIM 06e33apaxBaHnemM nNyTem CTepumsauum nrobiIMU Ha
OaHHOM npeanpuaTue yCTaHOB/AEHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMEeBLUME KOHTaKTa C KPOBbO U/Man
ap. 6MONOrNYECKUMUN XNAKOCTAMN) B TOM YMC/IE C UCTEKLLMM CPOKOM roAHOCTU YyTunuaupytotcs no CaHlMlmnH
2.1.7.2790-10 knacc A

6. TlapaHTuu nsroToBuTeENsA

MarotoButens: «J1B/1 TekHonomxkuc Mi6X yHa, Ko. KM», opnandecknii agpec: NepmaHus, 74564, .
Kpainbcxaim, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBME U3Aenns TpeboBaHUAM HOPMaTUBHOM AokymMeHTauuum (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT NCO/IVfaH-178r5.2009/12mSOJHO 99"
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwn cobaoaeHnmn
XpaHeHns 1N NPUMEHEHNS B TeYEHNe CpOoKa ro4HOCTMU.

lapaHTUliHble 0653aTeNbCTBA N3rOTOBUTENSA /UK ero npeactasuTens B PP
MeAVLNHCKOE u3fenive B Cllydae HeHaasiexallero XxpaHeHus, TpaHCNopTUPOBHU| eWwmm g fS
n3genus.

imbH & Co. KG
yhff'for-Sk*m-StraBe

'rail$ham 1 Gerrr any

1’Q7351 9213 2

'49 79U 61
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MacnopTt
Kprionpobupkn o6bemom 0,3 M ¢ 2D WITPUX-KOAOM, C BHELLHEl pe3b00id, 6e3 KpbiLLeK

Cepusi 2A0126 Jata n3rotoBrieHnsi 12/2015

1. Ha3HaueHue
Kpnonpobupku npegHasHaveHbl ansa cbopa, 06paboTku, KOHCEpPBaLMN U XpaHEHUS BMONOrnyecknx obpasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), onis uenei nonyyeHms
MHdopMaLmn Npu NpoBeAeHNN MeULMHCKUX UCCefoBaHWi in vitro B n1abopaTtopmnsax MeguuUHCKUX YUpeXaeHNK.
O6pasuamun ABNAIOTCS; BMONOrnyeckue XXMaKocTn (KpoBb, nsasma KpoBu, crnepmMa) YesioBeka v TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasubl KOXHbIX MOKPOBOB)

MaTepuan 13roToBneHus nonunponwuneH Purell HP371P
FabapuTHbIE pasMepbl (AMameTp X BbICOTa) 0 8,8x18,0MMm.

Pa6ounii 06bEM 0,3 mn.

Hanmuve KpbILLKm HET

Tun pesb6bl Ha KPMONPOGUPKe BHELLHAA

Pabouwnii TemnepaTypHbIii guanasoH O1-196 °C no -86°C
Hanunune/tun 2D wTpux-koaa Aa, DataMatrix

YCTOMUMBOCTL K LEHTPUYTMPOBaHNIO Ao 300041 o NpoAoLHOVE ocn
MokasaTeslb repMeTUYHOCTH Ao 95kMa

Macca ogHoOW KprMonpobupkm 02r

YCTOMUMBOCT K CTEPUAM3ALMN napoBbIM METOAOM Mpu TemnepaType (121+1) C
Hanunuve rpagyvpoBsku HET

3. YnakoBka, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka obecneumBaeT COXpPaHHOCTb U3aenunii Npy TpaHCNOPTUPOBKE. Kpnonpoobumpku TpaHCNOPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTusa N3rotoBuTeNnsa B guana3oHe Temnepatyp oT (- 50 go +50) C v BnaxHocTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSIMOro rnornagaHus 0caZikos.

Kprnonpo6umpkn XpaHAT B repMeTUYHO 3aKpPbITOM yNakoBKe NPeanpusaTUS U3roToBuTeNs, nsberas 3HaunTe IbHbIX
KonebaHwnii TemnepaTypbl BO BPeMS XpaHeHUA. XpaHUTb B CyXOM NpOX/iafHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C 1 BnaxHocTn go 80% npu Temneparype +25°C.

4. TpeboBaHnA 6e3onacHOCTU

Kpronpo6upkn SBNSIOTCA HETOKCUYHBLIM anuporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMO/1b30BaHUS.
Kprnonpo6umpkn NOCTaBAAKOTCA He CTepUIbHbIMU. KpMonpobunpky yCTouuBbI K CTEpUIM3anmm naposbiM MeTOAOM
npu Temnepatype (121+1)° C BTeueHue (20+2) MUH.

Mpun paboTe c KpMonpobmpkamu, cogepxall,umm buomaTepuasnbl, crefyeT HageBaTb O4HOPAa30Bble Pe3NHOBbIE
nepyaTtku, BO n3bexaHne prcka NHpLMpoBaHnsa nepcoHana buomarepnanom. He ncnonb3oBarb NO OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBatb He NO HazHadyeHWo. He ncnonb3oBatb NPy O6HapYXXeHUU MexaHUYeCcKuUx
noBpeXAeHWNA.

5. CsefeHus 06 yTuamsaumm

N3penvs, nmeBLUNE KOHTaKT C KPOBbIO U/WN APYTUMW BUOMOTMYECKUMN XUAKOCTAMU, nogaexar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3atenbHbIM 06€e33apaxmnBaHueM nyTemMm ctepuamnsauum nobbiMy Ha
OaHHOM npennpuaTue yCTaHOB/IEHHbIMU MeTodaMn. Hencnonb3oBaHHbIe (He MMEBLUME KOHTaKTa C KPOBbO U/Mn
ap. 6MONOrNYECKUMU XULKOCTAMMN) B TOM UYUC/IE C UCTEKLLMM CPOKOM FOAHOCTW YTUnn3snpytotca no CaHlMvH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsroToBuTeENS

M3rotoButens; «/1BJ1 TekHonogxkuc MmoXyHpa Ko. KM», topuanyeckuii agpec; Fepmanus, 74564, r.
Kpaiinbcxarim, Teogop-LUTopm-LWTpace, g. 17

MarnNTABUTPJIK FAPAHTMOYET COOTBETCTBME N3aennsa TpeboBaHMAM HOpPMaTUBHOW AokyMeHTauun (1ISO
9001-.2008 MOCT MCO/M3IK 15426-1-2003, ISO/IEC 15426-2;2015, FOCT MCOpLl * 9b-2UU9, IncT ISO 1099i -
12-2015, 'OCT ISO 10993-18-2011, INOCT I1SO 10993-1-2011) npn cobntogeHn
XpaHeHns 1 NPUMEHEHNS BTeYeHne cpoka rogHoCTW.

lapaHTUliHble 0653aTeNIbCTBa U3roTOBUTENA U/MNK ero nNnpeacTaBuTeNa B
MeAVLNHCKOE U3enune B Clyyae HeHaa/1exallero XpaHeHus, TpaHcnopTmpe hro
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kpronpobupkn o6bemom 0,5 mn ¢ 2D WTpUX-KOA0M, C BHELLHEW pe3b60oid, 6e3 KpbILuek

Cepusi 2A0127

[JlaTa usrotosneHns 12/2015

Ha3HaueHune

Kpronpo6upku npegHasHaveHbl Ans cbopa, 06paboTku, KoHCcepBaunm 1 XpaHeHUs Guonornyecknx obpasLoB
npy Temneparype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ans uenen nosnyyveHus
nHdopMaLmm Npy NpoBefeHUN MeANLMHCKUX nccnefoBaHuii in vitro B nabopatopuax MeauLUmMHCKUX yupexaeHni.
O6pasuammn ABNAITCA: 6BUONOrMyeckne XMaKoctTn (KpoBb, nasma KpoBu, crnepmMa) YesioBeka v TKaHu
6nonornyeckre (KOCTHas TKkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTtepwvan mn3rotosseHus

[abapnTHbIe pa3Mepbl (gMamMeTp X BbICOTA)

Pa6ounin 06bEM

Hanuune KpbILwKn

Tun pe3bbbl Ha KprUonpobupke
Pabouunii TemnepaTypHbIA auanasoH
Hanunune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpudyrmposaHumio

nonunponuneH Purell HP371P
0 8,8x25,0mM.

0,5 mn.

HeT

BHeLLUHAA

Ot -196 “C po -86°C

na, DataMatrix

A0 3000R no NnpoaosibHOM ocn

MokasaTesnlb repMeTUYHOCTU no 95kMMa

Macca 0fHO KpronpoBupKm 04r.

YCTONUMBOCTb K CTEPUN3ALIN napoBbIM METOAOM Mpy Temnepatype (121+1)°C
Hanunuve rpagyvnpoBKku HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKA W XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb U34enA Npyu TpaHCNopTMPoBKe. Kpuonpobnpkn TpaHCNopPTUPYHOT B
TPaHCNOPTHOW yNakoBKe NpeAnpuaTnsa n3rotoBuUTeNns BAuanasoHe Temnepartyp oT (- 50 go +50) Cwn BfiaxHoOCTH
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPSAMOro nonagaHusi 0cagkos.

Kprnonpo6umpku XpaHAaT B repMeTUYHO 3aKpPbITON yNakoBKe NpeanpuaTUSa N3rotToBuTens, nsberas sHaunTesibHbIX
konebaHwnii TemnepaTypbl BO BpeMs XpaHeHWs. XpaHUTb B CyXOM NPOX/iafHOM MecTe B Anana3oHe Temnepatyp (+5
- +40)°C u BnaxHocTn o 80% npu Temnepatype +25°C.

4. Tpeb6oBaHUs 6e30NacHOCTU

Kpronpo6bupkn SBNSIOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMOb30BaHus.
Kpronpo6upkn noctasfsatoTca He CTepuibHbIMU. Kpronpobunpky yCTonuMBbI K CTEpUM3aL i NapoBbiM METOAO0M
npu Temnepatype (121+1)° C B TeueHue (20+2) MUH.

Mpn paboTte c KpMonpobmpkamu, cogepxall,umm buomatepunansl, crneagyeT HageBaTb O4HOPA30Bble Pe3NHOBbIe
nepyaTku, BO n3bexaHne pucka UHPULMPOBaHNA nepcoHasia buomaTtepunasiom. He ncnonb3oBaTb MO OKOHYaHUK
Cpoka rogHocTu. He ncnonb3oBaTb He NO HazHavyeHWo. He ncnonb3oBaTb NpY O6HaPYXEHUU MexaHUYeCcKuUx
NOBPEXAEHWNA.

5. CsefeHuna 06 ytunmsauyum

N3penvsa, nmeBLUME KOHTAKT C KPOBbIO U/MMN APYTUMN BUONOrMYECKUMN XUAKOCTAMU, nogaexar ytuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6sa3aTtenbHbIM 06e33apaxnBaHnemM nNyTemM CTepumnsauum noobiIMU Ha
OaHHOM npeanpuaTue yCTaHOB/AEHHbIMU MeTogaMn. Hencnosnib3oBaHHbIe (He MMeBLUME KOHTaKTa C KpoBbio U/1an
ap. 6MONOrNYECKUMU XNAKOCTAMN) B TOM YMC/IE C UCTEKLLINM CPOKOM FrOAHOCTU yTuUimM3mpytotes no CaHlmH
2.1.7.2790-10 knacc A

6. TlapaHTuUu nsrotoBuTeNs

M3rotoButens: «J/1BJ1 TekHonomxkuc MueXyHpa Ko. KM», ropunandecknii agpec: Mepmanuns, 74564, r.

Kpaiinbcxarim, Teogop-LUTtopm-LWTpace, g. 17

M3roToBUTE/Nb rapaHTUPYeT COOTBETCTBME N3OS TPEGOBAHUSM HOPMETUBH MeHTaunn ubn
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT LCO/J -2®9,1P(CLU|
12-2015, IFOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu cobntoaeH [pawnop/' At
XpaHeHus1 1 NPYIMEHEeHNs1 B TeUeHne cpoka rogHoCTu.

FapaHTuiiHble 06513aTeNIbCTBA U3roTOBUTE/S M/MNKX ero npeacTaBuTens e | aanpo
MeAMLMHCKOE n3enne B cllyyae HeHa lexacLero XpaHeHusi, TpaHCNopTUpPoE 1Er(MArANMLNHC)<OTO
nsgenus. bdor gstorm-StraBe/17

74B6t lilsheim « G
35611

(TMalax: +4\
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MacnopTt

Kprionpobupkn o6bemom 0,7 M ¢ 2D WITPUX-KOAOM, C BHELLHEl pe3b00ii, 6e3 KpbiLLeK

Cepmﬂ 2A01144

[ata n3rotoBneHus 12/2015

Ha3zHauyeHue

Kpronpo6upkn npegHasHaveHbl A1s c6opa, 06paboTku, KOHCepBaLun 1 XxpaHeHUs1 6Guonornyecknx obpasuos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnemM NapoB Xnakoro asota (LN2), ans ueneii nonyyeHms
WMHpopMaL MM NpY NPOBEAEHUN MEAULMHCKUX UCCNefoBaHWiA in vitro B 1a6opaTtopusix MeAULNUHCKUX YUPEeXaeHNNA.
O6pasuamy SBNSITCA: GUOornyeckme Xnakoctu (KpoBb, Miasma KpoBU, crnepmMa) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTtepwnan nsrotosneHms

[abapuTHble pa3mepbl (AnamMeTp X BbICOTA)

Pa6ounin 06BEM

Hanunune KpbIwKkn

Tun pe3bbbl Ha KprUonpobupke
Pabounin TemnepaTypHbI arana3oH
Hanunumne/Tun 2D wTpux-koga
YCTOMUMBOCTb K LeHTpUdyrmpoBaHuio
MNMoka3arenb repMeTUYHOCTH

Macca ogHO Kpnonpooumpkun
YCTON4MBOCTb K CTEpUNnN3aumnm

nonunponuneH Purell HP371P
0 8,8x27,5Mm.

0,7 mn.

HeT

BHELLHASA

OT1-196 °C po -86°C

na, DataMatrix

A0 3000k No NpoAosibHOM ocn
no 95«MMa

0,43 1.

napoBbIM MeToA40M Npu TeMmnepatype (121+1)°C

Hanunuve rpagynpoBKu HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecneynBaeT COXpaHHOCTb M34eNui npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTna U3rotoButena B auana3oHe TemnepaTyp ot (- 50 o +50) C un BiaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPSIMOro nonagaHusi 0CaZiKos.

Kpronpo6upkn XpaHAaT B repMeTUYHO 3aKpPbITOM YNakoBKe NPeanpusaTUs U3roToBUTENs, nsberas sHaunTesibHbIX
KonebaHwnii TemnepaTypbl BO BpeMs XpaHeHWs. XpaHUTb B CyXOM NpOX/afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C u BnaxxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHMsa 6e30NacHOCTU

Kpronpo6bupkun SABNSKOTCA HETOKCUYHBLIM anuporeHHbIM NpoAyKTOM, O4HOPa30BOro MUCMNOIb30BaHUS.
Kpronpo6umpkn NOCTaBAAKOTCA He CTepUbHbIMU. KpMonpobnpky yCTon4MBbI K CTEpUIM3aLmm napoBbiM MeTOA0M
npu Temnepatype (121+1)° C BTeveHue (20£2) MuUH.

Mpun pab6oTe c Kpnonpobupkamu, cogepxalimmm 6ruomarepuasnsl, crefnyeT HageBaTb O4HOPAa30Bble Pe3NHOBbIE
nepyaTtku, BO nsdbexaHne pucka MHULMPOBaHNA nepcoHasia buomaTepuasioMm. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He Mo Ha3HayeHuro. He ncnonb3osatb Npu 06HApPYXXEeHUU MeXaHUYeCKnX
noBpeXaeHWNA.

5. CBepgeHua 06 ytunmsaymn

N3penna, nmeslUne KOHTaKTe KPOBbIO U/WMN APYTMMU BMOMOITMYECKUMN XUOKOCTAMMU, NoANexar yTunmnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTeNnbHbIM 06€e33apaxXnBaHUeM nyTemM ctepuamnsaymm nobbIMKU Ha
OaHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeToAaMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbIO U/1Uan
ap. 6MoNMOrMYECKUMU XNAKOCTAMN) B TOM YMC/IE C UCTEKLLIMM CPOKOM FOAHOCTU yTunmampytotesa no CaHllmnH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeENS

MarotoButens: «J1BJ1 TekHonomxknc Mi6X yHa, Ko. KM», ropuanyeckunii agpec: Mepmanus, 74564, T.

Kpalinbexarim, Teogop-LUTopm-LWTpace, 4. 17

M3roToBuTE/Nb rapaHTUPYeT COOTBETCTBUE M3Ae/nsi TPe60OBaHMAM HOPMAaTUB fral
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCO/M 9l
12-2015, 'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npn cobntogeHnn yic
XpaHeHNs N NPpUMeHeEHNsT B TeYeHne cpoka rogHoCTu. technologies
lapaHTUiiHble 0653aTeNbCTBA U3rOTOBUTENSA M/UMX ero npeactasmTens B P® | YcTpanatoTea Ha
MeJMLMNHCKOE U3fenne B C/lyuae HeHa 1exallero XpaHeHus, TPaHCMOPTUPOBKM . HeKoro
itorm-StraBe 17
nsgenvs. .
iermany
6613 20

Teiefr:\+49 7951165613 33
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MacnopT

Kprionpobupku o6bemom 0,75 Mn ¢ 2D WTPUX-KOAOM, C BHELLHEl pe3b0oid, 6e3 KpbILek

Cepus 2A01145

[JlaTa U3roToBneHNs! 12/2015 I_I

Ha3HaueHue

Kpronpo6bupkn npegHasHayeHbl 415 c6opa, 06paboTKn, KOHCepBaLMN U XpaHeHUs Bronornyecknx oépasyos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xnakoro asota (LN2), ans uenen nonyyveHus
nHdopMaLmn Npy NpoBeAeHN MeANLMHCKUX NCCefoBaHwui in vitro B nabopatopusix MeanLMHCKNX yUupexaeHni.
O6pasuamn ABAAIOTCA: BUONOrMYeCcKme XNAKOCTN (KPOBb, Na3mMa KpoBU, crnepmMa) YesioBeka v TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHnNs
[abapnTHbIe pa3Mepbl (gMamMeTp X BbICOTA)
Pabounii 06bEM

Hanwnyne KpbIWKn

Tun pe3bbbl HA KprUonpobupke
Pabouunii TemnepaTypHbIii Anana3oH
Hanunune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpUdyrmpoBaHuio
Mokasarenb repMeTMYHOCTU

Macca ofHoI Kpnonpobmpkun
YCTON4MBOCTb K CTEpUAn3aumnmn

nonunponuneH Purell HP371P
0 8,8x29,5mMm.

0,75 mn.

HeT

BHELLHAA

OT1-196 °C po -86°C

na, DataMatrix

n0 3000k No NpPoAosIbHOM ocn
no 95kMa

0,46 T.

napoBbIM MeETOAO0M MNpu TemnepaType (12111)°C

Hanuuuve rpagympoBkm HET

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka o6ecneumBaeT COXPaHHOCTb U3A4e/InA NPy TpaHCNOPTUPOBKe. Kpruonpobunpky TpaHCNopTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTua U3rotToButens Bauana3oHe Temnepatyp ot (- 50 go +50) C un BiaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPSMOro nonagaHusi 0caZikos.

Kpronpo6upkn xpaHAT B repMeTUYHO 3aKpbITOM YNakoBKe NPeanpusaTUS U3roToBUTENs, ulberas 3HaumTe IbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpPaHEHUS. XpaHUTb B CyXOM NPOX/J1agHOM MeCTe B AnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHua 6e30MacHOCTU

Kprnonpo6umpku SBNSKOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro UCMOb30BaHus.
Kpronpo6umpkn NOCTaBNATCA He CTepUbHbIMU. Kpnonpobunpky yCToONuMBbI K CTEpPUM3aL M NapoBbiM METOAO0M
npu Temnepatype (12111)° C BTeueHue (2012) MUH.

Mpun paboTe c KpMonpobmpkamu, cogepxall,umm bruomatepuasnsl, crneayeT HageBaTb O4HOPA30Bble pe3nHOBbIe
nepyaTtku, BO n3bexaHne pucka MHOULMPOBaHUA NepcoHana buomarepmnanom. He MCnosb30BaTb NO OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBaTh He N0 Ha3HavyeHUo. He Mcnonb3oBaTb NPy 06HaAPYXXEHNN MeXaHU4eCcKnx
NOBPEXAEHWIA.

5. CsegeHusi 06 yTunmsaumm

N3penvs, nMeBLUINE KOHTAKTE KPOBbIO U/MNU APYTMMU BUONOrMYECKUMU XUAKOCTAMW, NOASeXar yTunnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3atenbHbIM 06e33apaxmMBaHuem nytemMm crepuamnsagum nobbiMu Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTofgaMn. Hencnonb3oBaHHble (He MMeBLUNE KOHTaKTa C KPOBbO U/Man
ap. 6MONOrNYECKUMUN XNAKOCTAMN) BTOM YMC/IE C UCTEKLLMM CPOKOM rOAHOCTU yTunuaupytotcs no CaHlMlvH
2.1.7.2790-10 knacc A

6. lapaHTWUM n3roToBuTENSA

M3rotoButens: «JIB/1 TekHonomkmnc MMm6XyHa Ko. KM», ropnandecknii agpec: NepmaHus, 74564, .
Kpalinbexarim, Teogop-LUTtopm-LWTpace, g. 17

M3rotoBuTeNb rapaHTMpyeT COOTBETCTBME U3aenns TpeboBaHUAM HOpMaTMBHOM fokymeHTauum (ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT HCO/M3J< '

12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npwn cobaoaeHnn
XpaHeHns 1 NPUMEHEHNS B TEYEHNEe CPOKa ro4HOCTMU.

[apaHTUliHble 0653aTeNbCTBa U3rOTOBUTENA /WK ero nNpeacTaBuTens B
MeAVUMHCKOe U3fenve B Clyyae HeHa iexarwuero XxpaHeHus, TpaHcnopTtumpe!
n3genus.
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MacnopT

Kprionpobupku o6bemom 1,0 Mn ¢ 2D WITPKX-KOAOM, C BHELLHEN pe3b00id, 6e3 KpbILLIEK

Cepus 2A0140 Jata n3rotoeBnieHns 12/2015

1. Ha3HaueHue
Kpnonpobupkn npegHasHaveHbl aAns cbopa, 06paboTku, kKoHCepBaUMn U XpaHeHUss BMonornyeckmnx obpasyos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ans ueneii nonyyeHus
MHdopMaumn nNpu NpoBeAeHNN MeAVULIMHCKMUX UCCneaoBaHuii in vitro B nabopaTopusax MeAULMHCKUX YUpexaeHUN.
O6pasuamn ABASIOTCA; BUONOrMYeckme XMAKocTn (KpoBb, Nnsasma KpoBW, crepmMa) YesioBeka v TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuasn U3roToseHus nonunponwuneH Purell HP371P
FabapuTHble pasMepbl (AMaMeTp X BbICOTa) 0 8,8x44,0mMm.

Pa6ounin 06BEM 1,0 mn.

Hanuume KpbiLwKm HeT

Tun pe3b6bl Ha KpYonpoobupke BHELLHASA

Pa6ouuii TeMnepaTypHbIil J1uanasoH Ot-196 °C po -86°C
Hannune/Tun 2D wtpux-koaa na, DataMatrix

YCTONUMBOCTb K LE@HTPUADYTMpOBaHIio A0 300Ce no nNpofosibHoOl ocK
Moka3aTenb repMeTUHHOCTHU Ao 95kmMa

Macca ofHol KpMonpobupku 0,7r.

YCTOMUMBOCTL K CTEPUAN3aLmMK NapoBbIM METOAOM Npu Temnepatype (121+1)°C
Hanuuve rpagynpoBku HET

3. YnakoBKa, TPaHCNOPTUPOBKA W XpaHeHue

YnakoBka ob6ecneymBaeT COXPaHHOCTb U3A4e/nA NPy TPaHCMOPTUPOBKE. KpUonpoburpky TpaHCNopTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeAnpuaTua N3rotoBuTensa B guana3oHe Temnepatyp oT (- 50 o +50) C wn BiaxHOCTU
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT MPSIMOro rnonagaHns ocaZikos.

Kprnonpo6umpkn XpaHAaT B repMeTUYHO 3aKpbITON ynakoBKe NpeanpuaTUSa U3roToBUTeNs, usberas sHaunTesibHbIX
KonebaHwii TemnepaTypbl BO BpeMs XpaHeHWUs. XpaHUTb B CyXOM NPOX/iafHOM MecTe B Anana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTn o 80% npu Temnepatype +25°C.

4. TpeboBaHua 6e30nNacHOCTU

Kpronpo6bupkn SBNSKOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn NocTaBAstoTCA He CTepuibHbIMU. KpMonpo6umpku yCTolunBbl K CTEPUAN3ALMM NapoBbiM MeTOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c KpMonpobupkamu, cogepxaliumm buomatepuasnsl, cregyeT HageBaTb O4HOPAa30Bble Pe3NHOBbIE
nepyaTtku, BO n3bexaHne pucka NHMUMpoBaHNA nepcoHana buomarepnanom. He ncnosnb3oBaTb N0 OKOHYaHUN
CpokKa rogHocTu. He ncnonb3oBaTh He Mo HazHavyeHWo. He ncnonb3oBatb NpY 0O6HapyXeHUU MexaHUYecKux
noBpeXaeHn.

5. CsefeHusa 06 ytunmsauunm

N3penvs, nMeBLUINE KOHTAKT C KPOBbIO U/MNW APYrMMY BUONOrMYECKUMN XUAKOCTAMKU, NoAiexar yTuamsaunm
no CaHlMuH 2.1.7.2790-10 knacc b c 06a3arenibHbIM 06e33apaxnBaHMeM NyTeM CTepunnsaumm obbiMn Ha
OaHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMEeBLUME KOHTaKTa C KPOBbO U/Nn
ap. 61MoNOrMYECKMUN XNAKOCTAMN) B TOM YMC/IEe C UCTEKLLIMM CPOKOM roAHOCTU yTunuaupytotcs no CaHlMlvH
2.1.7.2790-10 knacc A

6. TlapaHTuu nsroToBuTENSA
M3rotoButenb: «JIBJ1 TekHonogxmnc Mu6X yHa Ko. KM», opnanyecknin agpec: Mep|\/(*ua, 74564, T.

Kpaiinbcxainm, Teogop-LUTopm-LWTpace, g. 17 n n
V3roTtoBuTENb rapaHTUPYET COOTBETCTBME n3gennsa TpeboBaHnamMm Hopmall LUK~ gokNeHTauum (15M
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT NCOIT “ 1097~

12-2015, IOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cob6nogeH|™
XpaHeHUs1 1 NMPUMEHEHUs B TeUYeHMe Cpoka rogHOCTU.
FapaHTUliHbIe 06513aTe/IbCTBA M3roTOBUTENA U/MNX ero npeacTaBuTens i
MeAULMHCKOe U3/iene B C/lyyae HeHa/lexallero XpaHeHus, TpaHcnopTuplos|  McnonbposaHua ICKOrO

nsaenus. Is. Co. KG
3tra(3 17

def( lany
+49 7S51 95613 33
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MacnopT

Kpvionpobupku obuemo 1,1 Mn ¢ 2D LWITPKX-KOAOM, C BHELLHel pe3bboii, 6e3 KpbILLek

Cepus 2A0147

[aTa n3rotoBneHus 12/2015

Ha3zHaueHue

Kpronpo6upkn npegHasHadveHbl A1s c6opa, 06paboTKuM, KOHCepBaLUN 1 XpaHeHUs1 6BUOorMyeckmx o6pasuos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHneM napoB xnakoro asota (LN2), ans uyenei nonyyeHms
WHhopMauumn nNpy NpoBefeHUN MeANLUHCKUX UccnefoBaHui in vitro B 1abopaTtopusix MegULNHCKUX YUpeXaeHWA.
O6pasuamy ABNSAITCA: 6GUOMOrnYeckme Xuakoctm (KpoBb, Miasma KpoBW, crnepMa) YesloBeKa 1 TKaHu
6uonornyeckue (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTtepwnan nsrotosneHmns

[abapuTHble pa3mepbl (AnamMeTp X BbICOTA)

Pabounin 06BEM

Hanunune KpbIwKn

Tun pe3bbbl Ha KpUonpobupke
Pabounin TemnepaTypHbIii gnanas3oH
Hanunuune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTPUdYrMpoBaHuto
MNMokasatenb repMeTUYHOCTH

Macca oHO KpnMonpoo6mpKn
YCTON4MBOCTb K CTepuMsaumnm

nonunponuneH Purell HP371P
0 12,6x35,2mMM.

1,1 mn.

HeT

BHeLUHSAA

OT1-196 °C po -86°C

[a, DataMatrix

[0 3000V No NpoAosibHOM ocn
no 95«Ma

0,77 r.

napoBbIM METOAOM Mpu TemnepaType (121+1)°C

Hanunuve rpagynpoBku HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecrneunBaeT COXPaHHOCTb U3A4enA NPy TPaHCMOPTUPOBKE. Kpuonpoobumpky TpaHCNopTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeanpuaTua U3rotoButensa BAuanasoHe Temnepartyp oT (- 50 go +50) C wu BfiaxHOCTH
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSIMOro rnonagaHnsa o0caikos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpPbITON YNakoBKe NPeanpusaTUs U3roToBUTeNs, usberas 3HaumTe IbHbIX
KkonebaHwnii TemnepaTypbl BO BpeMs XpaHeHUs. XpaHUTb B CYyXOM NpOX/afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtu Ao 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30MacHOCTU

Kpronpo6bupkn SBNSAKOTCA HETOKCUYHBLIM anuporeHHbIM NpoAyKTOM, 04HOPa30BOro UCMOb30BaHUS.
Kpronpo6upkn nocTasstoTca He CTepUIbHbIMU. KpMonpobumpku yCcToiumBbl K CTEpUM3aLnumn napoBbIM MeTOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun pa6oTe c KpMonpobupkamu, cogepxarummm buomartepuansl, crefyeT HaaeBaTb O4HOPa30Bble pe3nHOBbIe
nepyaTtku, Bo n3bexaHne pucka MHpULMpoBaHNSa nepcoHana buomarepnanom. He MCNo/b30BaTh NO OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBaTb He NO HazHauYeHWo. He ncnonb3oBatb NPy O6HapYXXeHNU MeXaHU4eCcKux
noBpexXaeHn.

5. CsefeHua 06 ytunmsauum

N3penvs, nmeBLUIMEe KOHTAKT C KPOBbIO U/MNK APYTMMN BUONOrMYECKUMN XUAKOCTAMU, Nogsexar yTunmsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6sa3atenibHbIM 06e33apaxnBaHnemM NyTem CTepumsauum nrobIMU Ha
OaHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeToAaMn. Hencnonb3oBaHHbIe (He MMEBLUME KOHTaKTa C KPOBbO U/Man
ap. 6MONOrNYECKUMN XNAKOCTAMN) B TOM YMC/1Ee C UCTEKLLIMM CPOKOM FOAHOCTU yTunmanpytotcs no CaHlMlmnH
2.1.7.2790-10 knacc A

6. [apaHTun n3rotosuTens

M3rotoButens; «J/1B/1 TekHonomkmc MoX yHa Ko. KM», topngnyecknin agpec: NepmaHus, 74564, r.
Kpalinbcxarim, Teogop-LUTtopm-LWTpace, g. 17

M3rotoBuTENb rapaHTMPYeT COOTBETCTBYE M3AEeNMA TpeﬁoBaHVIﬂM HOpMaTI/IBHOVI JokymeHTauum (1SO
9001:2008 MOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT ICO/MA™ ! 29 NCTA(M09913

12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu co6togeHUM awnotw BKp
XpaHeHus 1 MPUMEHEHUSI B TeUEHME CPOKa roAHOCTY.
apaHTuiiHble 06513aTeNbCTBA U3roTOBUTENSE U/UN ero NpeacTaBuUTeNs B loc'nsarstorea Hat...,,
MeAVLMHCKOE M3fie/IMe B C/lydae HeHaaexaruero XxpaHeHus, TpaHCrnopTMpoB 110nb3(xa9M"en|fii|ckloro
n3penvs. (ImbH&Co. KG
h/Abpor-Storm-Strarj® 17
Isheim «Gejnany
320
6613 33
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MNMacnopT

Kprionpobupku o6bemom 1,2 Mn ¢ 2D LUTPMX-KOAOM, C BHELLHEN pe3b00ii, 6e3 KpbILLIEK

Cepus 2A0150

JaTta n3rotoBneHusi 12/2015

Ha3zHauveHue

Kpronpo6upkn npegHasHaveHbl A1a c6opa, 06paboTKuM, KOHCeEpBaLUN 1 XpaHeHUs1 6BUOorMyeckmx o6pasuos
npy Temneparype MuHyc (196-86)°C c ncnonb3oBaHneM napoB Xnakoro asota (LN2), ans ueneii nonyyeHus
WHpopMauumn nNpy NpoBefeHU MeANLUUNHCKUX UCCefoBaHui in vitro B /1abopaTopusix MeANLUNHCKUX YUPeXAEeHUA.
O6pasuamn ABNSTCS; 6GUOIOrnYeckmne Xnakoctu (KpoBb, Miasma KpoBW, crnepmMa) YesioBeka U TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuvan n3rotoBfieHus
[abapnTHbIe pa3Mepbl (gMamMeTp X BbICOTA)
Pabounini 06BEM

Hanwnune KpbIwkn

Tun pe3bbbl Ha KpUonpobupke
Pabounin TemnepaTypHbIii guana3oH
Hannumne/Tun 2D wtpux-koga
YCTONUMBOCTb K LeHTpudyrnposaHumio
Moka3arenb repMeTUYHOCTHU

Macca ogHOIn Kpnonpoburpkn
YCTON4MBOCTb K CTEpUn3aumm
Hanuuve rpagyvpoBku

nonunponwuneH Purell HP371P
0 12,6x36,0mMm.

1,2 mn.

HeT

BHELLHASA

0OT1-196 °C po -86°C

na, DataMatrix

o 3000 no npogonbHoii ocy
no 95«MMa

0,8r.

napoBbIM MeTOAO0M Mpu Temnepatype (121+1)°C
HeT

3.  YnakoBka, TpaHCNoOpTUPOBKa U XpaHeHne

YnakoBka obecneumBaeT COXPaHHOCTb U3aennii Npu TPaHCNOPTUPOBKe. Kpnonpobupku TpaHCNOpPTUPYIOT B
TpaHCNOPTHOW ynakoBKe NpeanpuaTnsa N3rotoBuTens BAnanasoHe Temnepartyp oT (- 50 go +50) C v BnaxHoOCTH
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NPSIMOro nonagaHns ocaZikos.

Kpronpo6umpkn XpaHAaT B repMeTUYHO 3aKpbITON yrnakoBKe npeAnpusaTusa N3rotoButens, nsberas sHaunTesibHbIX
KonebaHwii TemnepaTypbl BO BpeMs XpaHeHWs. XpaHUTb B CyXOM NpOX/1iaiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHoctn go 80% npu Temneparype +25°C.

4, TpeboBaHus 6e30nacHOCT

Kprnonpo6bumpkun SBASKOTCA HETOKCUYHbLIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro MCMNoIb30BaHuUs.
Kpronpo6upkn nocTaefstoTca He CTepuibHbIMU. KpMonpobupku yCcToiumBbl K CTEpUAN3auum naposbiM MeTOA0M
npu Temneparype (121+1)° C BTeveHue (20+2) MUH.

Mpun paboTe c KpMonpobmpkamu, cogepxawumm buomatepuasnsl, crnegyeT HageBaTb O4HOPA30Bble Pe3NHOBbIE
nepyartku, BO n3bexaHne pucka UHMLMPOBaHNA nepcoHasia buomaTtepunasiom. He ncnonb3oBarTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He MO HazHavyeHWo. He 1cnonb3oBatb NpyY 06HaPYXXEeHNN MexXaHU4eCcKnx
NOBPEXAEHWIA.

5. CsegeHuns 06 ytunmsaymm

N3paenvs, MeBLUME KOHTAKT C KPOBbIO U/UNU ApYrMMU BUON0MMYECKUMU XNUAKOCTAMN, NoasiexarT yTunnsauunm
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3aTesibHbIM 06e33apaxnBaHneM NyTem CTepumsauum nrobIMU Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeToAaMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/Nn
ap. 6MONOrNYECKUMN XNLOKOCTAMN) BTOM YMC/IE C UCTEKLLMM CPOKOM FOAHOCTW YTUNu3snpyroTcs no CadlvH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBuTENA

MarotoButens: «J1BJ1 TekHonomxknc MoXyHa Ko. KM», ropunanyeckunii agpec: Mepmanus, 74564, T.
Kpaiinbcxaiim, Teogop-LWTopm-LWTpace, 4. 17

M3roToBuTeNb rapaHTUpyeT COOTBETCTBME U3Aenns TpeboBaHMAM HOpMaTmBy — AOKymeHTauun (ISO
9001:2008 OCT CO/MIK 15426-1-2003, ISO/IEC 15426-2:2015, FOCT I, rfC|9SO 40993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu cobnios, HfpBKH,
XpaHeHns 1N NPUMEHEHNS B TeYeHne CpoKa rogHOCTU.

MapaHTUiiHble 0653aTeNbLCTBA N3rOTOBUTENS /MKW ero npeacraBuTe,
MeAULNHCKOE U3AeNne B Cllydae HeHaa 1exalllero xpaHeHus, TpadcnopliVpo

usnenus. bH
A"n~N-~“raBeJdJ

aheim mCerrKady
Telefon: +1)9 7951 95613 20
Telefax; + 197951 95613 33

nosb30BaHWA Meg| u|~ckoro
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MacnopT
Kpvionpobupku o6bemom 1,4 mMn ¢ 2D LITPKX-KOAOM, C BHELLHel pe3b0boid, 6e3 KpbILLek

Cepus 2A0148 JaTta n3rotoBneHus 12/2015

1. Ha3HaueHwne
Kpronpobupku npegHasHayeHbl gns cbopa, 06paboTKn, KOHCEpBaLUM U XpaHeHUs1 GUoornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NapoB Xuakoro asota (LN2), ansa uenen nony4veHus
MHdopMaLmn Npy NPoBeAEeHUN MeAUNLVNHCKUX UCCNef0BaHWiA in vitro B 1abopaTopmnsaix MegULMHCKUX YUPEXAEHWIA.
O6pasuamMn aBATCA: BMOMOrNMYecKme XNAKOCTN (KPOBb, Nnasma KpoBW, crepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

MaTepuasn nU3roTosneHus nonunponuneH Purell HP371P
FabapuTHble pasMepbl (AMaMeTp X BbICOTa) 0 12,6x38,0mMm.

Pa6ounin 06BEM 1,4 mn.

Hanmune KpblILkn HeT

Tun pe3bbbl Ha KpUonpoobupke BHeLLUHAA

Pa6ounii TeMnepaTypHbIii AManasoH O1-196 °C po -86°C
Hanuuue/Tun 2D wTpux-Kkoaa pa, DataMatrix

YCTOMUMBOCTb K LEHTPUDYTMpoBaHUIO Ao 30001 no nNpofosibHol ocK
Moka3aTenb repMeTnYHOCTU no 95kMa

Macca ofHOW Kpronpo6upku 0,97 r.

YCTONUMBOCTb K CTEPUIN3ZALIAN napoBbIM METOOM Npyv Temnepatype (121+1)°C
Hannuve rpagynpoBku HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecneynBaeT COXPaHHOCTb U3aenunii Npy TpaHCNOPTUPOBKE. Kpuonpoburpky TpaHCNoOPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTua N3rotoBuTeNsa B guana3oHe Temnepatyp oT (- 50 o +50) Cwn BfaxHoOCTH
0,0 98% npu Temneparype +25°C. MNpefoxpaHATbL OT NPSAMOro nonagaHnsa ocazikos.

Kpronpo6bupkn XpaHAT B FepMETUYHO 3aKpbITOl YNakoBke NPeanpusaTus U3rotoBuTens, nsberas s3HaunTeNbHbIX
KonebaHwii TemnepaTypbl BO BpeMs XpaHeHUS. XpaHUTb B CyXOM NpoOXafHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHua 6e30MacHOCTU

Kpronpo6bupkun SBNSHOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, OAHOPa30BOro UCMOb30BaHus.
Kpronpo6upkn NocTaBnstoTCA He CTepuibHbIMU. Kpronpobunpky yCTOMUMBLI K CTEPUAN3ALMM NapoBbiM METOAO0M
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpn paboTe c KpUonNpobMpKamu, cogepxall,umm buomatepuasnsl, cnegyeT HageBaTb O4HOPA30Bble Pe3nHOBbIE
nepyaTku, BO n3bexaHne pucka NHLMPoOBaHNA nepcoHana 6uomarepnasiom. He ncnonb3oBaTb MO OKOHYaHUU
Cpoka rogHocTu. He Ncnonb3oBaTb He MO Ha3HavYeHU. He Mcrnonb3oBaTb NPy O6HaAPYXXEHNN MeXaHUYeCcKnx
NOBPEXAEHWIA.

5. CsefeHus 06 ytunmsauum

N3penvsa, nmeBLlIne KOHTaKT C KPOBbIO U/MMN APYTUMN BUONOrMYECKUMN XUOKOCTAMU, nogaexar ytuamsaumm
no CanlnH 2.1.7.2790-10 knacc b c o6sa3aTesibHbIM 06e33apaxBaHneM NyTeMm CTepumsauum nrobiIMU Ha
OaHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTo4aMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/1Uan
ap. 6MONOrNYECKUMUN XNAKOCTAMN) B TOM YUC/IE C UCTEKLLIMM CPOKOM rOAHOCTU yTunmsmpyrotca no CaHlMlmH
2.1.7.2790-10 knacc A.

6. [apaHTUM nu3rotoBuTens

M3rotoButens: «J1B/1 TekHonomknc MMm6XyHa Ko. KM», topnandecknin agpec™lepmanns, 74564, T.
Kpalinbcxarim, Teogop-LUTtopm-LWTpace, g. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBME U3Aennsa TpeboBaHUSAM HOPMA
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UC
12-2015, IOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cobntoge||
XpaHeHs N NPUMEHEHNS B TeYeHne CpoKa ro4HOCTMU.

FapaHTuiiHble 06A3aTeNIbCTBA UrOTOBUTESIA U/UNK ero npeactaButens)! pacnpocTt(Mii«6T03"ae5
. |[|>A e LM HEKOTo
MeAVLMHCKOE U3fesine B C/lydae HeHaexall,ero XpaHeHus, TpaHcrnopTmp:
nsaenvs.
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MacnopT

Kprionpobupku o6bemom 1,6 Mn ¢ 2D LUTPMX-KOOM, C BHELLHEN pe3bboii, 6e3 KpbILLEK

Cepus 2A0149

[aTta nsrotosneHus 12/2015

Ha3zHauyeHue

Kpronpo6upku npegHasHaveHbl Ansi c6opa, 06paboTkn, KOHCEPBaLUN U XpaHEeHUs1 BUONOrMyecknx o6pasuos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHnem napos xuakoro asota (LN2), gns yenen nonyyeHms
WHopMaLmM1 Npy NpoBeAeHNN MeAULMHCKUX UCCNefoBaHWii in vitro B nabopaTopusix MegULMHCKUX YUPEXAeHNA.
O6pasuamn SBMsATCA: BMONOrMYecKne XnaKoctTu (KpoBb, M1asma KpoBU, crnepMa) YenoBeKa U TKaHu
6nonornyeckre (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
MaTepvan n3rotoBfeHus
[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounin 06bEM
Hanwnune KpbIwKn
Tun pe3bbbl HA KpUonpobupke
Pabounin TemnepaTypHbIii Agnana3oH
Hanunune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTPUdYrnpoBaHuio
Moka3artesib repMeTU4YHOCTU
Macca ogHoOW Kpnonpoobmpkn
YCTON4MBOCTb K CTepunnsaunmn
Hanuuuve rpagyvpoBku

nonunponuneH Purell HP371P
0 12,6x38,5MMm.

1,6 mn.

HeT

BHeLUHSASA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NpoaosibHO ocn
o 95klMa

1,13 r.

napoBbIM MeTOA40M Npu Temnepatype (121+1)°C
HeT

3. YnakoBKa, TpaHCNOpTUPOBKa U XpaHeHue

YnakoBka obecneumBaeT COXpPaHHOCTb U3aenunii Npy TPaHCNOPTUPOBKe. Kpnonpobumpkn TpaHCNopTUPYIOT B
TpaHCNOPTHOI yNnakoBKe NpeanpuaTus N3rotoBuTesist B AnanasoHe temnepatyp ot (- 50 go +50) °C n BAaxHOCTN
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NPSMOro nonagaHnsa ocaZikos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOM YNakoBKe NPeanpusaTUS U3roToBUTESNSA, n3beras 3HaumTe IbHbIX
konebaHwii TemnepaTypbl BO BpeMS XpaHeHUS. XpaHUTb B CyXOM NPOX/afHOM MecTe BAnanasoHe Temnepartyp (+5
- +40)°C 1 BnaxHocTn 8o 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTU

Kpronpo6bupkn SBNSIOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMOb30BaHus.
Kpronpo6upkn NocTaBAstoTCA He CTepuibHbIMU. Kpuonpobunpky yCToMuMBbI K CTEPUAN3aLMM NapoBbiM METOAOM
npu Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpun pab6oTe c KpMonpobupkamu, cogepxaliumm buomatepuansl, crefyeT HageBaTb O4HOPa30Bble pe3nHOoBbIe
nep4yaTtku, BO n3bexaHne pucka NHMLMPOBaHNA nepcoHana buomarepnanom. He ncnonb3oBarb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBatb He MO HazHavyeHWo. He ncnonb3oBatb NpY O6HaPYXXEeHNUU MexaHUYeCcKuUx
noBpeXaeHn.

5. CeefeHnsa 06 ytunusaumm

N3penvs, nMeBLUME KOHTaKTe KPOBbIO U/UNW ApYrMMyU 6MON0OrMYeckKUMn XUAKOCTAMW, nogaexar ytuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6a3aTtenbHbIM 06e33apaxmMBaHUemM nyTemM CTepumsauum nobbiMu Ha
OaHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeToAaMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KpOBbH U/1uan
ap. 6MoMorMYecKUMmM XNAKOCTAMN) B TOM YMC/IE C UCTEKLLIMM CPOKOM FOAHOCTU YTunmanpytotea no CaHllnH
2.1.7.2790-10 knacc A

6. [apaHTUM M3roToBUTENA

M3rotoButens; «J1B/1 TekHonomxkmnc M6 XyHa Ko. KM», ropungndecknin agpec: Nepmanus, 74564, T.
Kpaiinbexaim, Teogop-LUTopm-LTpace, g. 17

M3roToBuTeNnb rapaHTMpyeT COOTBETCTBME N3Lennsa TpeboBaHMAM HOpMaTUBHPrin\nokymeHTaumm (1ISO
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCL UL/1yr* 7025-2009, FOCT ISO 10993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) nipn c6 J1 [ANNHAC M Mpc|BKA,
XpaHeHns N NPUMEHEHNS B TeYeHne CpoKa rogHOCTU.

lapaHTUiiHble 0653aTeNbCTBA U3roTOBUTENSA U/WAK ero npeacrad [p<1”paNg)a’H:A Ha
MeANLIMHCKOE U3aenne B Crlydae HeHa 1exallero XpaHeHus, TpaH'; [lavumHckoro

VISAENVA. &Co. KG

Theoc
74564 ~ WrmeVitmtoy
Teiefonr 7951 95613 20
Telefax; +4; '951 95613 33
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MacnopT

Kprionpobupku o6bemom 1,8 Mn ¢ 2D LITPMX-KOAOM, C BHELLHEN pe3bb0id, 6e3 KpbILLEK

Cepus 14P1067400

[aTa n3rotoBneHus 12/2015

Ha3zHauyeHue

Kpronpobupku npegHasHayeHbl gns cbopa, 06paboTKmM, KOHCEpPBaLUM N XpaHEHUST BUOIOrMyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xnakoro asota (LN2), ans uenein nonyyeHus
MHdopmMaLumn nNpyu NposBeaeHNN MeANLMHCKUX NccneaoBaHuii in vitro B nabopartopusix MeaAnLMHCKUX yupexaeHni.
O6pasuamu ABNAKTCA: GUONOrMYeckmne XXnaKoctTn (KpoBb, niasma KpoBu, crepmMa) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTtepwnan nsrotosneHms

[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA)

Pabounii 06EM

Hanunune KpbIwKn

Tun pe3bbbl Ha KpUonpobupke
Pabounin TemnepaTypHbIli gnanas3oH
Hanunumne/Tun 2D wTpux-koga
YCTOMUMBOCTb K LEHTPUDYIrMpoBaHuio

nonunponuneH Purell HP371P
0 12,6x40,6MM.

1,8 mn.

HeT

BHeELUHSAA

OT1-196 °C po -86°C

na, DataMatrix

A0 3000/ no NpoaonbHOl ocn

[Moka3atenb repmMeTMyHoOCTU no 95klMa

Macca oaHol Kpnonpoobumpku 125r.

YCTONUMBOCTb K CTEpPUAM3aLN napoBbIM METOAOM Npu Temnepatype (121+1)°C
Hannuune rpagyvpoBKu HeT

3. ¥YnakoBKa, TPAHCNOPTUPOBKA U XpaHeHue

YnakoBka obecneumBaeT COXPaHHOCTb U3A4e/nA Npy TPaHCMOPTUPOBKE. Kpuonpoourpky TpaHCNoOPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTusa N3rotoBuTeNsa B guanasoHe Temnepatyp oT (- 50 go +50) Cun BnaxHoCcTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPSMOro nornagaHnsa ocakos.

Kprnonpo6umpkn XpaHAaT B repMeTUYHO 3aKpbITO yNakoBKe NpPeanpusaTuUs U3rotoBuUTens, usberas 3HaumTe IbHbIX
KonebaHWin TemnepaTypbl BO BpeMS XpaHeHWA. XpaHNUTb B CyXOM NpOX/afHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C n BnaxHocTn go 80% npwu Temneparype +25°C.

4, TpeboBaHus 6e30nacHOCT

Kpronpo6bupkn SBNSHOTCA HETOKCUYHBLIM anuporeHHbIM NPOAYKTOM, OAHOPAa30BOro UCMOo/1b30BaHUs.
Kpronpo6upkn nocTaefstoTca He CTepuibHbIMU. KpMonpobumpku yCcToiumBbl K CTEpUAN3auum naposBbiM MeTOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun pa6oTe c Kpnonpobupkamu, cogepxarummm buomatepuansl, crnefyeT HageBaTb OAHOPa30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHne pucka NHLMPOBaHNA nepcoHana buomarepnanom. He ncnosb3oBaTb N0 OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBatb He NO HaszHavyeHWo. He ncnonb3oBatb NpY 0O6HapPYXXeHUM MexaHUYeCcKux
NOBPEXAEHWIA.

5. CBepfeHuns 06 ytunusaummn

N3penvsa, nmeBLlIMe KOHTaKTE KPOBbIO U/MNW APYTMMU BUONOrMYEeCcKUMN XUAKOCTAMW, Nogaexar ytuamsaumm
no CanlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxrBaHneM NyTem cTepunnsaummn odbbiIMn Ha
[aHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeTogamMu. Henmcrnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/Mn
ap. 6MONOrNYECKUMUN XULKOCTAMN) BTOM YNC/IE C UCTEKLLMM CPOKOM FOAHOCTY YTUNu3npyroTcs no CaxlflnH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBUTENA

M3rotoButenns: «J1BJ/1 TekHonomxkmnc M6 XyHa Ko. KM», ropuanyeckuii agpec: Nepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTeNb rapaHTUpPyeT COOTBETCTBME U3[enns TpeboBaHnsaM HppmaTuslion-gnkymeHTaumn/160°
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT VIE~" ... o 10993-
12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npw cobno™
XpaHeHns N NPYMEHEHNS B TeYeHne CpoKa rofHOCTU.

[apaHTUiiHble 06a3aTeNnbLCTBa U3roToBUTENSA /MK ero npeacrasure!

MegULMHCKOoe n3genue B Crlyvae HeHagnexallero XpaHeHusi, TpaHcnc pTMpoE M dorHckoro
nagenus.
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OCHOBHDIR TEXHINECKWE XBPAKTEPHCTHKM
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MacnopT

Kprionpobupku o6bemom 4,0 M ¢ 2D LUTPUX-KOZOM, C BHELLHEN pe3b00ii, 6e3 KpbILuek

Cepusa 14P1055604

[aTta n3rotossieHUs 10/2015

Ha3zHauveHue

Kpnonpobupku npegHasHaveHbl ansa cbopa, 06paboTkn, KOHCepBauUn 1 XpaHeHUs Bronornyecknx obpasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napoB Xnakoro asota (LN2), gnsa uenei nonyyeHns
MHdopMauMn Npu NpPoBeaeHNN MeAULMHCKUX UccnefoBaHuii in vitro B n1abopatopmnsax MeANLMHCKUX YUpexaeHUn.
O6pasuamn ABASIOTCA: BUONOrMUYecKne XXUAKOCTN (KPOBb, N/asma KpoBW, Cnepma) YesioBeka M TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuan ns3rotosneHuns
[abapuTHble pa3Mepbl (AnaMeTp X BbICOTA)
Pabounii 06BEM

Hanuune Kpbiwkn

Tun pe3bbbl HA KpUoNpobupke
Pabounin TemnepaTypHbIii Agnana3oH
Hanunumne/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpUdYyrmpoBaHuto
MNMoka3arenb repMeTUu4yHOCTU

Macca ofHoI Kpnonpobmpkn
YCTOMUMBOCTb K CTEpUAnN3aumnmn
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 12,6x68,6MM.

4,0 Mn.

HeT

BHeLLUHAA

OT1-196 °C po -86°C

na, DataMatrix

n0 3000g no npoaonbHOl ocn
o 95kMa

28T

napoBbIM MeETOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOpPTUPOBKA U XpaHeHue

YnakoBka obecneumBaeT COXPaHHOCTb U3aenuii Npu TpaHCNopPTUPOBKe. Kpnonpobupku TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusaTUSa U3roToBUTENSA B AnanasoHe Temnepatyp oT (- 50 go +50) °C u BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT MPSIMOro rnornagaHnsa ocafkos.

Kpronpo6upku XpaHAT B repMeTUYHO 3aKPbITOM YNakoBKe NPeanpusaTUS U3roToBUTeNs, usberas 3HaumTe ibHbIX
KkonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MNPOXNagHOM MecTe BAuanas3oHe Temnepartyp (+5
- +40)°C 1 BnaxHocTn go 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTU

Kpronpo6bupkn SBNSIOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMOb30BaHuUs.
Kpronpo6upkn NocTaBAstoTCA He CTepusibHbIMU. Kpnonpobunpky yCToMuMBbI K CTEpPUAN3aLMmM NapoBbiM METOAOM
npu Temnepatype (121+1)° C B TeueHue (20£2) MUH.

Mpun pa6oTe c KpMonpobupkamu, cogepxaliumm buomatepuansl, crenyeT HageBaTb O4HOPA30Bble Pe3NHOBbIE
nepyaTtku, BO n3bexaHne prcka NHpumMpoBaHnsa nepcoHana buomarepnanom. He ncnosnb30BaTb NO OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBaTh He NO HazHavyeHWo. He ncnonb3oBatb Npy O6HaPYXeHNN MexXaHUYeCcKuUx
NnoBpPeEXAEHWNA.

5. CeefeHuns 06 yTunusaumm

N3penvs, nMeBLUNE KOHTAKTe KPOBbIO U/UNK APYTMMU BUON0MMYECKUMU XUAKOCTAMW, Noasiexar yTuamsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c o6sa3arenbHbIM 06e33apaxkBaHneM NyTem CTepumsauum ArbbiIMn Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTof4aMn. Hencnonib3oBaHHble (He MMEeBLUME KOHTaKTa C KPOBbO U/Mn
ap. 6MONOTNYECKMMU XULKOCTAMN) BTOM YMC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUNU3npyroTcs no CaHllvH
2.1.7.2790-10 knacc A

6. [apaHTuUM mM3roToBuUTENA

MarotoButens: «J1B/1 TekHonomknc MMm6XyHa Ko. KM», opnandecknin agpec: Nepmanus, 74564, .
Kpaiinbexanm, Teogop-LUTtopm-LWTpace, g. 17

M3rotoBuTeNnb rapaHTMpyeT COOTBETCTBME U3AeNNsA Tpe6oBaHMAM HOPMATUBHOM AokyMeHTauum (1ISO
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT MICO/M3IHA!Y 025-2009, MOCT B0 10093-
12-2015, MOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npn cobntogeHnn ycjnoj
XpaHeHns N NPYMEHEeHNS B TeYeHne CpoKa rofHOCTU.

lapaHTUiiHble 06a3aTeNbCTBA U3roTOBUTENSA N/MNK ero npeactaBuTensa B PO HeeT|pAMMANHXKKU LWL A
MeAVLMHCKOEe U3enune B CNyyae HeHaa iexallero XpaHeHus, TpaHCNopTUPOBKU

/ 4ibH&Co0.KG
7r-Storm-Stra;3e 17
jlsheim « Geanany
197951 956>3 20
~951 ~5613 33
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MacnopT

Kprionpobupku o6bemom 5,0 M ¢ 2D LLTPMX-KOAOM, C BHELLHEN pe3bb0id, 6e3 KpbILLIEK

Cepusa 14P1020500

[aTta nsrotosneHus 10/2015

Ha3zHaueHue

Kpnonpobupku npegHasHadeHbl Ansa cbopa, 06paboTkm, KOHCepBauun 1 xpaHeHUs 6unonornyecknx obpasLoB
npu Temnepatype MuHyc (196-86)“C c ncnonb3oBaHnem napoB xuakoro asota (LN2), ona ueneii noayyeHus
MHdopMaLUmM Npu NpoBefeHn MegULNHCKUX UCCnefoBaHnii in vitro B nabopaTopusx MeAULNHCKUX YUPEXAEeHWA.
O6pasuamun ABNAKTCA: GUON0rMyeckne XnNaKocTn (KpoBb, naasma KpoBu, Cnepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

2. OCHOBHbIe TEXHMUYECKME XapaKTePUCTUNKN

MaTepuan n3rotosneHus
[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA)
Pa6ounin 06bLEM

Hanunune KpbIWwKn

Tun pe3bObl HA KpUONpPobupke
Pabounii TemnepaTypHbIii Anana3oH
Hannumne/Tun 2D wTpux-koga
YCTONUMBOCTb K LEHTPUYTMpOBaHUIO
Moka3artesib repMeTUYHOCTU

Macca ogHOWM Kpnonpoobumpkn
YCTON4MBOCTb K CTEpuUM3aumnm
Hanuuve rpagympoBku

nonunponuneH Purell HP371P
0 12,6x82,1mM.

4,0 Mn.

HeT

BHeLLUHAA

Ot -196 “C po -86°C

na. DataMatrix

00 3000g no NpoAosibHOM ocn
o 95kMMa

35T

napoBbIM MeTOAO0M MNpu Temnepatype (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA U XpaHeHune

YnakoBka obecneumBaeT COXPaHHOCTb U34enA NPy TPaHCNOPTUPOBKe. KpMonpooburpkn TpaHCNoOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTnsa n3rotoButensa BauanasoHe Temnepartyp oT (- 50 go +50) °C n BraxHoOCTH
00 98% npu Temnepatype +25°C. MNMpefoxpaHATbL OT NPSAMOro nonagaHns ocazikos.

Kprnonpo6upkn XpaHAaT B repMeTUYHO 3aKpbITOA YNakoBKe NpeanpusaTUS U3roTOBUTESNSA, n3beras 3HaunTe IbHbIX
KonebaHwii TemnepaTypbl BO BpeMs XpaHeHWUs. XpaHUTb B CYXOM NPOX/iafiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn go 80% npu Temneparype +25°C.

4, Tpeb6oBaHuss 6e30nacHOCTU

Kpronpo6bupkn SBNSKOTCA HETOKCUYHBLIM anvporeHHbIM NpoAyKTOM, O4HOPAa30BOro UCMO/1b30BaHUs.
Kpronpo6upkn NoCcTaBnstoTCA He CTepuibHbIMU. KpUonpobumpku yCToiumBbl K CTEPUAN3aLMM NapoBbiM METOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c KpMonpobupkamu, cogepxaliumm buomatepnansl, cregyeT HageBaTb O4HOPa30Bble pe3nHOBbIe
nepyaTku, BO nsdbexaHne prcka NHOULMPOBaHWS nepcoHana bnomarepmnanom. He ncnonb3oBaTb N0 OKOHYaHUN
CpokKa rogHocTu. He ncnonb3oBaTb He NO Ha3HavyeHWo. He Ucnonb3oBaTb NPy 06HAPYXXEHNN MeXaHUYeCKux
NOBPEXAEHWIA.

5. CeepfeHnsa 06 ytunusaumun

N3penns, nmesBlUMe KOHTaKT C KPOBbIO U/MNK APYTMMN BUONOrMYEeCKUMN XUAKOCTAMK, Nogaexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaxrBaHneM NyTem cTepunnsaummn obbiMn Ha
[aHHOM NpeanpuaTue yCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbIO U/Nn
ap. 6MONOrNYECKUMU XNLKOCTAMN) BTOM UYNC/IE C UCTEKLLMM CPOKOM FO4HOCTU YTUnmnsnpytotca no CaHlMvH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuTeNs

M3rotoButenb: «J/IBJ1 TekHonomkmnc MmoX yHA Ko. KM», opngndecknin agpec: N'epmaHus, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LTpace, 4. 17

M3rotoBuTeNnb rapaHTUpyeT COOTBETCTBME N3Aennsa TpeboBaHUsaM HopMaTn
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT C fcTilo 10993
12-2015, OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npwu cob6noan vpcMikm™
XPaHeHNs N MPUMEHEHNS B TEYEHME CPOKa rOAHOCTU. \echnologieS

lapaHTWiiHblE 06sA3aTeNIbCTBA U3rOTOBUTENS U/ ero npeactaButenst B PO He CTpaHATCA Ha
MeAMLMHCKOE U3Aenne B Cllydae HeHad1eXallero XpaHeHusl, TpaHCMopTK POBKA 1 )*B"l’r\’a\&\gﬁﬁLl.VlH CKoro

Theo
VRASIVA. 74564 Germany/
Telefoj y
Telef; 3
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MacnopTt

Kpronpobupkn o6bemom 0,3 M ¢ 2D WTPUX-KOAO0M, C BHYTPEHHEN pe3bboid, 6e3 Kpbilek

Cepusa 2A0136

[aTta n3rotoBsieHnA 12/2015

Ha3HaueHune

Kprnonpobupkn npegHasHayeHbl onsa cbopa, 06paboTkm, KOHCepBauum 1 XpaHeHnst 61uonornyeckmx obpasLuos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnemM NapoB xunakoro azota (LN2), ans ueneii nonyyeHus
MHdopMaunmn Npu NpoBeaeHNN MeSULNHCKMX UCCefoBaHnn in vitro B 1abopaTopusix MeAULUHCKNX YUpPeXaeHWiA.
O6pasuamu ABNAIOTCA: BMONOrNYecKue XXMAKocTn (KpoBb, MniasMa KpoBW, Criepma) yenoseka v TKaHu
6nonornyeckne (KOCTHasi TKaHb, 06pasubl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUKN

MaTepuan n3rotoBneHus
[abapnTHbIe pa3Mepbl (gMamMeTp X BbICOTA)
Pa6ounin 06bEM

Hanwnune KpbIwKkn

Tun pe3bObl Ha KPUONPOOUPKe
Pabounin TemnepaTypHbIii Agnana3oH
Hanunume/tun 2D wTpux-koga
YCTONUMBOCTb K LeHTpUdYrmpoBaHuto
Moka3arenb repMeTu4yHOCTU

Macca ofHOIn KpMonpobupku
YCTON4MBOCTb K CTEpuUM3aumnm
Hanunuuve rpagympoBku

nonunponuneH Purell HP371P
0 8,8x19,0mM.

0,3 mn.

HeT

BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

a0 3000g no npoaonbHo ocn
o 95kMa

0,24 .

napoBbIM MeTOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA U XpaHeHue

YnakoBKa obecneynBaeT COXPaHHOCTb U34enA NpyY TPpaHCNOPTUPOBKe. Kpnonpobunpky TpaHCNoOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTna U3rotoButensa BAuana3oHe Temnepatyp oT (- 50 go +50) °C n BAaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSMOro rnonagaHnsa ocaZikos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpPbITOM YNakoBKe NPeanpusaTUs U3roTOBUTENS, n3beras 3HaumTe IbHbIX
KonebaHui TemnepaTypbl BO BPeMS XpaHeHWUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTU

Kpronpo6bupkun SBNSIOTCA HETOKCUYHbLIM annuporeHHbIM NpoAyKTOM, O4HOPa30BOro UCMOb30BaHus.
Kpronpo6upkn NocTaBAstoTCA He CTepusibHbIMU. Kpnonpobunpky yCToMuMBbI K CTEpPUNN3aLMmM NapoBbiM MeTOAOM
npu Temnepatype (121+1)° C BTeveHue (20£2) MUH.

Mpun paboTe c KpMonpobmpkamu, cogepxawumm buomatepuansl, crefyeT HageBaTb O4HOPA30Bble Pe3NHOBbIE
nep4yaTku, BO n3bexaHne prcka NHOULMPOBaHWS nepcoHana buomarepmnanom. He MCNob30BaTb NO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHWo. He ncnosb3oBaTb Npy 06HaAPYXXEHNN MeXaHU4eCcKnx
NOBPEXAEHWIA.

5. CeefeHusa 06 ytunumsaunm

N3penns, nmeBlUME KOHTAKTe KPOBbIO U/MNW APYTMU BUONOrMYECKUMN XUAKOCTAMU, NOAexXar yTunmsaunm
no CaHlMnH 2.1.7.2790-10 knacc b c o653atesibHbIM 06e33apaxnBaHnemM NyTeM cTepunnsaumn nrdbiIMn Ha
OaHHOM npeanpuaTUe YCTaHOBJ/IEHHbIMU MeToAaMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/1n
ap. 6MONOrNYECKMMU XNOKOCTAMN) BTOM YMC/IE C UCTEKLLMM CPOKOM roAHOCTU yTunuaupytotcs no CaHlMlvH
2.1.7.2790-10 knacc A

6. [lapaHTuUM mM3roToBuTENA

M3rotoButens: «J1BJ1 TekHonomkmnc M6 XyHa Ko. KM», ropunanyeckuii agpec: NepmaHus, 74564, T.
Kpaiinbexaim, Teogop-LUTtopm-LWTpace, g. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBME U3AeNnsa TpeboBaHMAM HOPMaTUBHOM AoKyMeHTauum (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IOCT /ICq D993-
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npw cobntol}e
XpaHeHns 1 NPUMeHeHNs BTeYeHne Cpoka rogHOCTW.

lapaHTWiiHble 0653aTeNbLCTBA N3rOTOBUTENS U/UNK ero npeacrasute/
MeAVLWHCKOE 1U3fefive B Crlydae HeHaa/1exallero XxpaHeHus, TpaHcnopTm
n3genus.

¢ 1o3*0BiLLMNelP1"W1 Hekoro
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MacnopTt

Kprionpobupkn o6bemom 0,5 Mn ¢ 2D LITPKX-KOAOM, C BHYTPEHHEN pe3bboit, 6e3 KpbILLEK

Cepus 2A0140

Jata n3rotoBneHus 12/2015

Ha3zHauyeHune

Kpronpo6upkn npegHasHayveHbl ans cbopa, 06paboTku, KoHCepBaUMn 1 XpaHeHUs 6rmonornyeckmnx obpasyos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHuem napos xunakoro asota (LN2), gns ueneii nonyyeHns
MHdopMaLUn Npu NPoBeAEHNN MeAULMHCKUX UCCneaoBaHnin in vitro B nabopatopusx MegULMHCKUX YUpPeXaeHUNA.
O6pasuamu ABAAKOTCA: BMOMOrMYeCcKme XNAKOCTA (KPOBb, Naasma KpoBu, cnepma) HYesioBeka M TKaHu
6unonornyeckmne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHuns
[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA)
Pa6ounin 06bLEM

Hanwnune KpbILWKn

Tun pe3bbbl HA KpMonpobupke
Pabounin TemnepaTypHbIii Anana3oH
Hanunume/tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTPUyrmpoBaHuio
Moka3arenb repMeTMYHOCTU

Macca ogHOIn Kpnonpoo6umpKn
YCTONYMBOCTb K CTepunnsaumnmn
Hanuuve rpagyvmpoBku

nonunponuneH Purell HP371P
0 8,8x26,5MMm.

0,5 mn.

HeT

BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NnpoAaonbHO ocn
o 95klMa

0,4r.

napoBbIM MeETOA40M Npu Temnepartype (121+1)°C
HeT

3.  YnakoBka, TpaHCMNopTUPOBKa U XpaHeHne

YnakoBka o6ecrneunBaeT COXPaHHOCTb M34enui npu TpaHcnopTuposke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTUSa N3rotoBuUTeNsA B AnanasoHe Temnepartyp oT (- 50 go +50) °C n BnaxHocT
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPSIMOro nonagaHnsa ocaZikos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKPbITOM YNakoBKe NPeanpuUsaTUS U3roToBuTesNs, nsberas 3HaunTe IbHbIX
KonebaHwnii TemnepaTypbl BO BPEMS XpPaHEHUSA. XpaHUTb B CyXOM MpOX/JafHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C u BnaxxHocTn Ao 80% npu Temnepatype +25°C.

4, TpeboBaHus 6e30nacHOCTN

Kpronpo6bupkun SBNSHOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMO/b30BaHUS.
Kpronpo6bupkn noctasfstoTca He CTepuibHbIMU. KpMonpoburpku yCToiumBbl K CTEpPUAN3auMmM NapoBbiM MeTOA0M
npu Temnepatype (121+1)° C BTeveHune (20£2) MUH.

Mpun paboTe c KpUonpobmpkamu, cogepxall,umm buomatepnansl, cregyeT HageBaTb O4HOPAa30Bble Pe3nHOBbIe
nep4yaTku, BO n3bexaHne pucka NHPULMPOBaHNA nepcoHasia buomaTtepuasiom. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He Mo Ha3HavyeHU. He Mcnonb3oBaTb NpyY 06HaAPYXXEHNN MeXaHU4eCcKnx
noBpexXaeHu.

5. CeefeHus 06 yTunusaumm

N3penns, nmesBLUNe KOHTaKTe KPOBbIO U/MAW APYTUMN BUOMOTMYECKUMN XUAKOCTAMU, NoAnexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c 06sa3aTtenbHbIM 06e33apaXkmnBaHUeM nyTemM CTepumsauum nobbiMu Ha
OaHHOM npennpuaTue yCTaHOB/IEHHbIMU MeTo4aMn. Hencnonb3oBaHHbIe (He MMEBLUME KOHTaKTa C KPOBbO U/1an
ap. 6UO0I0TNYECKUMN XKNOKOCTAMM) BTOM UYAUC/IE C UCTEKWINM CPOKOM FOLAHOCTU YTUnmn3npytotca no CaxlvH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBuTENA

M3rotoButenb: «J/IB/1 TekHonogxkmuc MmoX yHa Ko. KM», topnagnydeckuin agpec: NepmaHus, 74564, T.
Kpaiinbexaiim, Teogop-LUTopm-LWTpace, g. 17

M3rotoBuTeNnb rapaHTUpyeT COOTBETCTBME U3AeNnNs TpeboBaHNAM HOPMAaTUBHOM AOKyMeHTauun (15()
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT 0 10993-
12-2015, IOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu codp Kn.
XpaHeHns 1 NPUMEHEHNS B TEYEHNEe CPOKa ro4HOCTMU.

[apaHTUiiHbIE 0653aTENLCTBA M3rOTOBUTENA U/MAK ero npeactaBii
MeAuUMHCKOe usgenve B Cny4vae HeHagexall,ero xpaHeHus, TpaHcno’ MEANUMHCKOro
nagenus.
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MacnopTt

Kprionpobupku o6bemom 0,7 M ¢ 2D LUTPUX-KOOM, C BHYTPEHHEl pe3b0oi, 6e3 KpbiLek

Cepus 2A01130

[JlaTa M3roToBneHus 12/2015

Ha3zHaueHue

Kpronpo6upku npegHasHaveHbl A/1si cbopa, 06paboTKu, KOHCEPBALMKN U XpaHEHUs1 BUOMOrMyecknx o6pasuos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHneM napoB Xuakoro asota (LN2), ons ueneii nonyyeHms
WHpopMaLM NpU NpoBeAeHNN MeAVNLIMHCKUX UCCNeA0BaHWiA in vitro B nabopaTtopusix MeAULMHCKUX YUPEeXAeHNA.
O6pasuamu sSBnsAOTCA: GMONOrMYEecKne XNAKocTh (KpoBb, MNaa3mMa KpoBU, crnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHns
[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounin 06bEM

Hanuune KpbIwkn

Tun pe3bObl HA KpUonNpobupke
Pabouunii TemnepaTypHbIii Anana3oH
Hanunume/Tun 2D wTpux-koga
YCTONUYMBOCTb K LLeHTPUdYrmpoBaHuio
MokasaTenb repmMeTUYHOCTH

Macca ofHo Kpnonpobupku
YCTON4MBOCTb K CTEepumM3aumnm
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 8,8x30,1mM.

0,7 mn.

HeT

BHYTPEHHSASA

OT1-196 °C po -86°C

na, DataMatrix

[0 3000/ no NpoaonbHOl ocn
no 95kMa

0,42 1.

napoBbIM MeETOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNoOpTUPOBKa U XpaHeHne
YnakoBka o6ecrneymBaeT COXpPaHHOCTb U3aenuii Npu TPaHCNOPTUPOBKe. Kpnonpoobupku TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeAnpuaTna N3rotoBuTeNs B AgnanasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHocT
[0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NPSMOro nonajgaHnsa ocafikos.
Kprnonpo6umpku XpaHAaT B repMeTUYHO 3aKpPbITON ynakoBKe NpeanpuaTUSa N3roToBUTenNs, nsberas sHaunTesibHbIX
KonebaHnin TemnepaTypbl BO BpeMs XpaHeHUA. XpaHUTb B CyXOM NPOX/afHOM MecTe B AnanasoHe Temnepatyp (+5

- +40)°C u BnaxxHocTn o 80% npw Temneparype +25°C.

4, TpeboBaHuss 6e30nacHOCT

Kpronpo6rpKn SIBNSHOTCH HETOKCUYHBIM anuporeHHbIM NpoAyKTOM, OAHOPa30BOro UCMo/1b30BaHusl.
Kprionpo6rpKK NocTaeAaioTcs He CTEPUIbHBbIMK. KpMonpo6upKn YCTOMUMBLI K CTEPUIM3aLMUM NapoBbIM METOA0M

npu Temneparype (121+1)° C BTeveHue (20£2) MUH.

Mpy paboTe ¢ KpMonpo6rpKamu, CofiepxaBLLmMMM GromaTepuanbl, crieqyeT HafeBaTb OIHOPA30Bble PEe3MHOBbIE
nepyaTku, Bo n3GexaHue pucka NHPULMPOBaHKA NepcoHana 6romMarteprasioM. He MCNob30BaTb MO OKOHYaHUU
CpoKa rofIHocTu. He Mcnonb3oBaTk He MO Ha3Ha4YeHUto. He UCMosb30BaTh NPY 0GHAPYXEHUU MEXaHUUEeCKNX

noBpexXaeHn.

5.

CBeageHusi 06 yTunmsaumm

N3penns, nmesLUNE KOHTaKT C KPOBbIO U/MNK APYTMMN BUONOrMYECKUMN XUAKOCTAMU, Nogsiexar yTuamsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxnBaHneM NyTem CTepumsaunm nrobIMU Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogamMu. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbIO U/Nn
ap. 6MONOrNYECKUMUN XNAKOCTAMN) BTOM UYUC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUAu3supyroTcs no CadlvH

2.1.7.2790-10 knacc A

[apaHTUM nsrotoBuUTens

M3rotoButenns: «J1BJ/1 TekHonomxkmc MoX yHa, Ko. KM», ropunandecknin agpec: NepmaHus, 74564, .

Kpaiinbcxaiim, Teogop-LUTtopm-LWTpace, g. 17

M3roToBuTe/Ib rapaHTUpPyeT COOTBETCTBME U3aenns TpebosaHusM|/lopmaTtuBHom gokymeHTauum (ISO
9001:2008 FOCT MCO/MIK 15426-1-2003, ISO/IEC 15426-2:2015, IOC TISO 10993-
12-2015, IOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu co6| p'pPpPOBKM,

XpaHeHna n NnpuMeHeHnAa B TedYeHne Cpoka rogHocTu.

SCkss

FapaHTmVlele 0b6si3aTesnIbCTBa M3roToBUTENSA U/UMN €ero npeacrask™M

MeAVLUMHCKOe 13ae/ine B Clydae HeHaaexallero XpaHeHusl, TpaHcn

nspgenus.
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MNMacnopTt

Kpronpobupkn o6bemom 0,75 Mn ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3bboit, 6e3 KpbiLLEK

Cepusa 2A2048

[aTta nsrotosneHus 12/2015

Ha3zHauyeHue

Kprnonpobupku npegHasHaveHbl ansa cbopa, 06paboTkm, KOHCepBaUnKn 1 XpaHeHUs Guonornyecknx obpasLos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHneM napoB Xunakoro asota (LN2), ons uyenei nonyyeHms
MHdopMaLUM Npu NPOBEAEHNN MEAULMHCKUX UCCnefoBaHnii in vitro B nabopatopusx MeANLNHCKUX YUpexaeHWn.
O6pasuamu ABNAIOTCA: GUONOrMyeckmne XNAKoCT (KpoBb, Nnaasma KpoBW, crepma) YesioBeka M TKaHu
6uonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE XapaKTePUCTUKN

MaTepuan n3rotoBneHns
[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA)
Pabounii 06bEM

Hanwnune Kpbiwkn

Tun pe3bObl HA KPUONPOOUpPKe
Pabounin TemnepaTypHbIli gnanasoH
Hanunuune/Tun 2D wtpux-koga
YCTONUMBOCTb K LLeHTPUyrmpoBaHmio
Moka3arenb repMeTU4HOCTU

Macca ogHOIn Kpnonpoburpkn
YCTONUMBOCTb K CTEepumM3aumm
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 8,8x31,2mM.

0,75 mn.

HeT

BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

A0 3000g no NpoAosibHOM ocn
o 95klMa

0,45 .

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCMNopTUPOBKa U XpaHeHune

YnakoBka obecneumBaeT COXPaHHOCTb U3Aennii Npu TPaHCNopPTUPOBKe. Kpnonpoobumpkn TpaHCNOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeAnpuaTUSa N3rotoBuUTeNs B AnanasoHe Temnepatyp oT (- 50 go +50) °C n BNaxHOCTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSIMOro rnornagaHnsa ocakos.

Kprnonpo6upkn XpaHAaT B repMeTUYHO 3aKpbITOM YNakoBKe NPeanpusaTUs U3roToBuUTeNs, nsberas 3HaumTe IbHbIX
konebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NPOXN1agHOM MecTe BuanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpo6bupkun SBNSKOTCA HETOKCUYHBLIM annuporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMo/1b30BaHUs.
Kpronpo6upkn noctaefstoTca He CTepuibHbIMU. KpMonpoburpku yCToiumBbl K CTEpPUAN3aLMM NapoBbiM MeTOA0M
npu Temneparype (121+1)° C BTeveHune (20£2) MuH.

Mpn paboTte c Kpuonpobmpkamu, cogepxarummm buomatepunasnsl, cnegyeT HageBaTb O4HOPA30Bble Pe3nHOBbIE
nepyaTtku, BO n3bexaHne pucka NHMLMPOBaHNA nepcoHasia buomarepnanom. He ncnosb30BaTb NO OKOHYaHUU
CpoOKa rogHocTU. He ncnonb3oBaTtb He N0 Ha3HavyeHuo. He Ucnosb3oBaTb NPy 06HAPY>XEHUN MeXaHU4eCcKnx
noBpexXaeHni.

5. CsefeHunsa 06 ytunmsauunm

N3penns, nmesLlUMe KOHTaKT C KPOBbIO U/MNK APYTMMU BUONOrMYeCcKUMN XUAKOCTAMW, Noasexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXnBaHMem NyTeM cTepuansaumn obbIM1 Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamMu. Hencrnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbIO U/Nn
Ap. 6MONOrNYECKUMN XUAKOCTAMM) B TOM YUC/IE C UCTEKLINUM CPOKOM FO4HOCTU YTUnmn3npytotca no CaxlvH
2.1.7.2790-10 knacc A

6. [apaHTUK nsrotoBuTENA

M3rotoButens: «J1BJ1 TekHonomkmnc M6 XyHa Ko. KM», topugnydecknini agpec: NepmaHus, 74564, .
Kpaiinbcxarim, Teogop-LUTtopm-LWTpace, g. 17

M3roToBuTeNIb rapaHTUMpPyeT COOTBETCTBYE MU3Aenus TpeboBaHnsm YOMNMaTUBHON aokyMeHTauun (ISO

9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, [O! ,17. 097, rOCTISO 10993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu co6’™ Cré'p'idhoBru.
XpaHeHnAa n NnpuMeHeHna BTedeHne CpoKa rogHoCTu.

FapaHTmVlele oba3aTenbLCTBa U3roToBUTENS U/UIN ero I'Ipe,qCTaBVIT’\ acnpocTpaHAa Ha
MegunUunHCKoe nsaenne B cydae HeHagexxauero XxpaHeHums, Tpchnlc LM HEKOro
n3genus.
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MNacnopT

Kprionpobupku o6bemom 1,0 Mn ¢ 2D WITPKX-KOAOM, C BHYTPEHHEN pe3bboit, 6e3 KpbILLIEK

Cepus 2A2140

[aTta nsrotosneHus 12/2015

HasHaudeHune

Kpronpo6upkn npegHasHaveHbl st cbopa, 06paboTKU, KOHCEPBaLUKN U XpaHEeHUs1 BUOIOrMYecKUx 06pa3Los
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHnem napos xunakoro asota (LN2), gnsa uyenei nonyyeHms
WHopMaLMM NpU NPoOBeAEHNN MeOULMHCKUX UCCNe0BaHUiA in vitro B nabopaTopusix MeAULMHCKUX YUPeXAeHNA.
O6pasuamn sSBNSKOTCSA: BUOOrNYecKne XnakoctTu (KpoBb, Masma KpoBu, crepmMa) YesioBeka U TKaHu

6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3roToBneHns
[abapunTHbIe pa3mMepbl (gMameTp X BbICOTA)
Pabounin 06bLEM

Hanwnune KpbIwKn

Tun pe3bbbl Ha KpMonpobupke
Pabounii TemnepaTypHbIli gnanasoH
Hannume/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpUdyrmpoBaHuio
Mokasarenb repmMeTU4yHOCTU

Macca ogHOIn Kpnonpobmpkm
YCTONUMBOCTb K CTEepumM3aumnm

nonunponuneH Purell HP371P
0 8,8x44,5mMm.

1,0 mn.

HeT

BHYTpPEHHSSA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no npoaonbHO ocn
no 95kMa

0,7r.

napoBbIM MeTOA40M Npu Temnepatype (121+1)°C

Hanwnune rpagyvpoBku HET

3. YnakoBKa, TPaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecrneunBaeT COXPaHHOCTb M34eNui nNpu TpaHcnopTupoBke. Kpronpobupkn TpaHCNopTUPYIOT B
TPaHCMNOPTHOI yNakoBKe NpeanpuATUSA N3roToBUTENA B AnanasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHocT
[0 98% npu Temnepatype +25°C. MNpegoxpaHATb OT NPSIMOro nonagaHns ocakos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOA yNakoBKe NpeanpusaTUs U3roToBUTens, usberas 3HaunTesIbHbIX
konebaHnin TemnepaTypbl BO BPEMSA XpPaHEHUS. XpaHUTb B CyXOM NPOXnafHOM MecTe BAuanasoHe Temnepatyp (+5
- +40)°C n BnaxxHocTn o 80% npu Temnepatype +25°C.

4, TpeboBaHus 6e30nacHOCTN

Kpronpobupkn ABAsKOTCA HETOKCUYHBLIM annporeHHbIM NPoAYKTOM, O4HOPa30BOro UCMO/1b30BaHUS.
Kprnonpo6bupkn nocTasfsatoTca He CTepuibHbIMU. KpMonpoburpKkn yCToMumBbl K CTepuansaumm napoBbiM MeTo40M
npu Temnepartype (121+1)° C B TeveHune (20£2) MUH.

Mpn paboTe c Kpuonpobmpkamu, cogepxaumm buomatepnasnsl, cnegyeT HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne pucka NHULMPoOBaHNA nepcoHasia buomarepnanom. He ncnosb3oBaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He NO HaszHavyeHWo. He Mcnonb3oBaTb NpyY O6HaAPYXEHNN MexXaHUYeCcKuUx
noBpeXaeHWNA.

5. CBepfeHns 06 yTunusaumm

N3penvs, nmesBlUMe KOHTaKTe KPOBbIO U/UNW ApYrMMyu GMONOMMYECKUMU XNAKOCTAMN, NnoanexarT yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3aresibHbIM 06e33apaxnBaHMeM NMyTeM CTepuan3saumnm obbIMN Ha
OaHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbIO U/Nn
Ap. 6MONOrNYECKUMU XNLKOCTAMN) BTOM UYNC/IE C UCTEKLLMM CPOKOM FOAHOCTM YyTunmnsnpytotca no CaHlMvH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuTENA

M3rotoButenb: «J1B/1 TekHonomkmnc MmoX yHa Ko. KM», topugnyecknin agpec: NepmaHus, 74564, T.
Kpaiinbexainm, Teogop-LUTopm-LUTpace, a. 17

M3rotoBuTenb rapaHTUpyeT COOTBETCTBME U3aenns TpeboBaHNSAM HOpMaTUBHOM AoKyMeHTauun (B0
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015,

12-2015, IOCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npn co6iJ B ~~io B p T[*,"Of*poB<H,

XpaHeHNs N NPUMEeHEHU BTeYyeHue CpoKa rogHoCTU. has» 4i' fe?»»
[apaHTUiiHble 06513aTeNIbCTBa M3roToBUTENSA WU/MN ero npeactas” Hs
MeAVLMHCKOE U3enune B Clyyae HeHaa/iexallero XxpaHeHus, TpaHCropTUPOBKY M /|cnonb3oBaHus i ea(lumHckoro
n3genus.
Thee  fstl
dilsneu 3era
3l fr.

ifax/+49 7951 9561
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MacnopT

Kprionpobupkn o6bemom 1,1 M ¢ 2D WTpux-KoAoM, ¢ BHYTPEHHEN pe3bboid, 6e3 Kpbilek

Cepus 2A2141

[aTta narotossieHnA 12/2015

HasHauyeHune

Kpronpo6upkn npegHasHaveHbl A1si cbopa, 06paboTKu, KOHCEPBAaLUN U XpaHeHUs1 6BUOIOrnMYeckmux o6pasuos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro azota (LN2), ons ueneii nonyyeHms
WMHopMaLMn Npy NpoBeAeHNN MeAULMHCKUX UccnefoBaHuii in vitro B nabopaTopusaix MegULMHCKUX YUPEXAEHWNA.
O6pasuamu ABNsOTCS; GMOM0OrMYecKne XnaKkoctu (KpoBb, Mnaa3ma KpoBU, crnepmMa) YesioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuas n3rotoBneHus
[abapnTHbIe pa3mMepbl (gMamMeTp X BbICOTA)
Pabounin 06BLEM

Hanwnuyne Kpbiwkn

Tun pe3bbbl Ha KpUonNpobupke
Pabounin TemnepaTypHbIii gnana3oH
Hanunuune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpudyrmposaHumio
Moka3arenb repMeTU4YHOCTU

Macca oHOIn KpnMonpoo6mpKn
YCTONUMBOCTb K CTEpUAn3aumnm
Hanuuve rpagynpoBku

nonunponwuneH Purell HP371P
0 12,6x35,2MM.

1,1 mn.

HeT

BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

n0 3000g no NpoAosibHOM ocn
o 95kMa

0,77 1.

napoBbIM METOAOM Mpu Temnepatype (121+1)°C
HeT

3. YnakoBkKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBKa obecneumBaeT COXPaHHOCTb U3AenA NPy TPaHCMOPTUPOBKE. KpMonpooburpkn TpaHCNoOPTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTna N3rotoButensa BAananasoHe Temnepartyp oT (- 50 go +50) °C n BnaxHocT
[0 98% npu Temnepatype +25°C. NpegoxpaHATb OT NPSMOro nonagaHusi 0caZikos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKPbITON YNakoBKe NpeAnpusaTUSa N3roToBUTENs, n3beras 3HaunTesIbHbIX
KonebaHnin TemnepaTypbl BO BPeMS XpaHeHUS. XpaHUTb B CyXOM NPOXNagHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C n BnaxxHocTn go 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpo6upkn SBNSKOTCA HETOKCUYHBIM annporeHHbIM NPOAYKTOM, OAHOPAa30BOro UCMo/b30BaHUs.
Kpronpo6bupkn nocTaefstoTca He CTepuibHbIMU. KpMonpoburpku yCToiumBbl K CTEPUNAN3aLMM NapoBbiM METOAO0OM
npu Temneparype (121+1)° C BTeveHune (20£2) MuH.

Mpn paboTte c Kpuonpobmpkamu, cogepxawumm buomatepnansl, cnegyeT HageBaTb O4HOPa30Bble Pe3NHOBbIE
nep4yaTtku, BO n3bexaHne pucka NHULMPOBaHNA nepcoHana buomarepnanom. He ncnosnb30BaTh MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO HazHavyeHWo. He ncnonb3oBatb NPy O6HaAPYXXEHNN MexXaHUYeCcKuUx
noBpeXaeHn.

5. CsefeHunsa 06 ytunmsauunm

N3penvs, nMeBLUNE KOHTAKT C KPOBbLIO U/WAN APYTMU BUOAOMMYECKUMU XNAKOCTAMN, NoasiexarT yTunnsaumnm
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3atesibHbIM 06e33apaxnBaHMeM NyTeM cTepuansaunmn nobbiMv Ha
[aHHOM NpeanpuaTue yCTaHOB/IEHHbIMU MeTogamMu. Hencrnonb3oBaHHble (HE UMEBLLME KOHTakKTa C KpOBbO U/nan
ap. 6MONOrNYECKUMU XULKOCTAMMN) B TOM UYUC/IE C UCTEKLLMM CPOKOM FOL4HOCTU YTUAn3npytotca no CadlvH
2.1.7.2790-10 knacc A

6. [apaHTUn nsroToBuTENA

MarotoButenns: «J1B/1 TekHonomxkmc MueX yHa Ko. KM», topnandecknin agpec: NepmaHus, 74564, .
Kpaiinbcxanm, Teogop-LUTtopm-LWTpace, a. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBME U3aenmsa TpeboBaHnsiM [HOpMaTUBHOM HTanm”

9001:2008 OCT MICO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, [O: 57N TCAT 15b 10993-
12-2015, OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npwu cob/ TpaB
XpaHeHWs U NPYIMEHEHUS BTeYeHne cpoka rogHoCTH.

[apaHTUliHble 06s3aTeNnbLCTBA U3roTOBUTENA N/MAKW ero npeacraBuTe]

MeguLNHCKOe nusgenune B Crlyvae HeHaaexallero XpaHeHus, TpaHcnc A MEQMLNHCKOTO
nsgenus. StraBe
* Gerrnaj/v

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2, OCHOBHDIE TEXHINECKIE XBPBXTEPHCTHIN
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MNMacnopT

Kpronpobupku o6bemom 1,6 Mn ¢ 2D LITPKX-KOAOM, C BHYTPEHHEN pe3b00oit, 6e3 KpbILLek

Cepus 2A01491

[aTta nsrotosneHus 12/2015

Ha3zHauyeHue

Kpnonpobupkn npegHasHaveHbl onsa cbopa, 06paboTkm, KOHCepBaUMN U XpaHeHUs Bronornyeckmux obpasLos
npu TemnepaTtype MuHyc (196-86)°C c nucnonb3oBaHnem napos xuakoro asota (LN2), gna yene nonyyeHms
nHdopMaLmm Npy NpoBeAeHNN MeLULNMHCKMX UCCnefoBaHnin in vitro B nabopatopuax MeAnLMHCKUX YUPEeXaeHUA.
O6pasuamn ABASIOTCA: BUONOrMYecKue XNLKoCcTn (KpoBb, MiasMa KpoBu, Cepma) YenoBeka 1 TKaHu
6nonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE XapaKTePUCTUNKN

MaTepuan n3rotoBneHns
[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA)
Pabounii 06bEM

Hanwnyne KpbIWKn

Tuvn pe3b0Obl Ha Kpnonpoobupke
Pabouunii TemnepaTypHblii auana3oH
Hanunune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTpudyrmposaHumio
MokasaTenb repmMeTU4yHOCTU

Macca ofHoI Kpnonpobmpkn
YCTON4MBOCTb K CTEpUNn3aumnmn
Hanuuve rpagympoBku

nonunponuneH Purell HP371P
0 12,6x38,5MM.

1,6 mn.

HeT

BHYTpPEHHSSA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NpoAosibHOM ocn
o 95kMa

1,12 r.

napoBbIM MeTOA40M Npu Temnepatype (121+1)°C
HeT

3. YnakoBKa, TPaHCNOPTMPOBKA U XpaHeHne
YnakoBka o6ecneymBaeT COXPaHHOCTb U3aenuii Npyu TpaHCNoOpPTUPOBKe. Kpnonpoobumpku TpaHCNoOpTUPYIOT B
TPaHCMNOPTHO yNakoBke NpeAnpuATUSA U3roToBUTENS B AnanasoHe Temnepatyp oT (- 50 go +50) °C n BfaxHoOCTn
[0 98% npu Temnepatype +25°C. NMpenoxpaHAaTb OT NPSAMOro nonagaHns 0caZikos.
Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITON YNakoBKe NPeanpusaTUS U3roToBuUTeNs, ulberas 3HaumTe IbHbIX
KonebaHnin TemnepaTypbl BO BpeMs XpaHeHUsl. XpaHUTb B CyXOM NpOX/1afHOM MecTe B AnanasoHe Temnepatyp (+5

- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpo6rpKn SIBNSIOTCA HETOKCUMYHBLIM anvMporeHHbIM NPoAyKTOM, 04HOPAa30BOr0 UCMNONb30BaHUS.
Kpronpo6rpKn nocTaBnatoTcs He CTEPUbHBbIMU. KpMONpo6GUPKK YCTOMUMBBLI K CTepUIM3anum napoBbiM METOA0M

npu Temneparype (121+1)° C BTeueHue (20+2) MUH.

Mpy paboTe ¢ KpUonpobrpKamun, coaepxaliumMmm GruoMatepuansl, crieqyeT HaaeBaTb 0iHOPA30BbIe PE3VHOBbIE
nepyarku, Bo n3bexaHue pucka UHPULMPOBaHKSA NepcoHana 6uomMareprasioMm. He MCNosb3oBaTh Mo OKOHYaHUN
CpoKa rofiHocTu. He MCnonb30BaTk He MO Ha3HaYeHUo. He 1CMonb3oBaTh NPU 0GHAPYXEHUN MeXaHUUYecKnx

NOBPEXAEHWIA.

5.

CeefggeHust 06 yTunmnsaumn

N3penvs, nmesLUNe KOHTaKT C KPOBbIO U/MNK APYTMMN BUONOrMYECKUMN XUAKOCTAMU, Nogsexar ytunmsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6a3arenbHbIM 06e33apaXmMBaHUeM nNyTemM CTepumsauum nobbiMn Ha
[aHHOM NpeanpuAaTue yCTaHOBNEHHbIMU MeTogamMu. Hemcnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbO U/Nn
4p. 6MONOrNYECKUMN XUAKOCTAMM) B TOM UYUC/IE C UCTEKLLMM CPOKOM FOL4HOCTU YyTUnmnsnpytotca no CadlvH

2.1.7.2790-10 knacc A

[apaHTUn narotoBuTens

M3rotoButenb: «J1B/1 TekHonomkmnc MmoX yHa Ko. KM», topngndecknin agpec: NepmaHus, 74564, .

Kpaiinbcxanm, Teogop-LUTopm-LUTpace, a. 17

/13roToBUTENb rapaHTUPyeT COOTBETCTBUE M3AeNnsi TPeGOBaHWSIM MOPMaTUBMO A 0KyMeHTaum ii~(I50
9001:2008 IOCT MCO/M3K 15426-1-2003, iSO/IEC 15426-2:2015, TOT [T 1SO 10993-
12-2015, FOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu co6/k pillpOBt H,

XpaHeHnAa n npuMeHeHna B TedeHne Cpoka roaHocTu.

lapaHTUliHble 06a3aTeNbLCTBA U3rOTOBUTENSA /MK ero npeacTaBum|eM KNI pa? LW S )@ esg™@tHr
MeAULUVHCKOe U3aesne BC/lyvae HeHaa 1exallero XpaHeHus, TpaHCH(ipTMpOBKVI 1 UCMNOJIb30BaHUS1 MeMLIMHCKOr o

nsgenus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

/GtHbH&Co. KG
Th/oc/p -Storm-Stra3e/7
745pYdh| ailsheiny”ermany
TetJtoif 91713 20
Telefal +49 7951 95613 33



MacnopT

Kprionpobupku o6bemom 1,8 Mn ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3b0oit, 6e3 KpbILLEK

Cepus 14P0674001

JaTta n3rotoBneHus 12/2015

HasHaudeHune

Kprnonpobupkn npegHasHaveHbl onsa cbopa, o6paboTkm, KOHCepBauun 1 XpaHeHUs Guonornyeckux obpasyos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHneM MapoB Xunakoro asota (LN2), gnsa uenen nony4veHus
MHopMaLMn Npu NPoBeAEHNN MeANLMHCKNX UCCNefoBaHuin in vitro B 1abopaTtopusx MegULUHCKNX YUpeXaeHUiA.
O6pasuammn ABNATCA: BMOMOrnYeckme XNAKocTn (KpoBb, Nnasma KpoBu, crepma) YesioBeka U TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIE TEXHUYECKNE XapaKTePUCTUKN

MaTepuan n3rotoBsieHUs
[abapuTHble pasmepbl (AUamMeTp X BbICOTA)
Pabounii 06bLEM

Hanwnune KpbILwKy

Tun pe3bbbl Ha KprUonpobupke
Pabouunii TemnepaTypHbIii guana3oH
Hanunumne/Tun 2D wTtpux-koga
YCTONUMBOCTb K LLeHTpUhyrmpoBaHuio
Moka3arenb repMeTUYHOCTH

Macca ogHON Kpnonpoounpku
YCTOMYMBOCTb K CTEpuUn3saumnm
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 12,6x40,6mM.

1,8 mn.

HeT

BHYTpPEHHSASA

OT1-196 °C po -86°C

na, DataMatrix

00 3000g no NpoAosibHOM ocn
no 95kMa

1,26 r.

napoBbIM MeTOAO0M Npu TemnepaType (121+1)°C
HeT

3. YnakoBka, TpaHCNOPTUPOBKA U XpaHeHne

YnakoBka o6ecneynBaeT COXpPaHHOCTb U3aenuii Npyu TpaHCNoOpPTUPOBKe. Kpnonpobumpku TpaHCNoOpPTUPYIOT B
TPaHCNOPTHOW ynakoBKe NMpeanpusaTus N3rotoBuTesist B AnanasoHe temnepartyp ot (- 50 go +50) °C v BnaxHoCcTn
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT NPSIMOro rnonagaHnsa ocaZikos.

Kprnonpobupkn XpaHAT B repMeTUYHO 3aKpbITON YNakoBKe NPeanpusaTUs U3roToBUTeNs, ulberas 3HaumTe IbHbIX
konebaHuii TemnepaTypbl BO BPEMS XpaHeHUS. XpaHNTb B CyXOM MNPOXN1agHOM MecTe BauanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temneparype +25°C.

4. TpeboBaHMsa 6e30MacHOCTU

Kpronpo6bupkn ABAsOTCA HETOKCUYHBIM annporeHHbIM NPoAYKTOM, O4HOPAa30BOro 1CMNos1b30BaHus.
Kpronpo6bupkn nocTasistoTca He CTepuibHbIMU. KpMonpobupku yCcToiumBbl K cTepuansaunm naposbiM MeTOA0M
npu Temneparype (121+1)° C BTeveHune (20£2) MUH.

Mpun paboTe ¢ Kpnonpobupkamu, cogepxalimmm 6ruomarepuasnbl, crefgyeT HafgeBaTb O4HOPAa30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHne pucka NHPULUMPOBaHUSA NepcoHasla 6uomaTepuasioMm. He ncnonb3oBarb MO OKOHYaHUK
Cpoka rogHocTu. He ncnonb3oBaTb He Mo HadHayeHuto. He ncnonb3oBatb Npy 06HapYyXeHUU MexaHUYeCcKuUx
NOBPEXAEHWIA.

5. CBepgeHua 06 ytunmsaymn

N3penvs, nmeBLUME KOHTaKTe KPOBbIO U/NMN APYTUMN BMONOrMYECKUMN XUOKOCTAMU, nogaexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6sa3aTesibHbIM 06e33apaxnBaHnemM NyTem CTepumsauum ArdbiIMU Ha
[aHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeTogaMn. Hencrnonb3oBaHHble (HE MMEBLUNE KOHTaKTa C KPOBbO U/1Uan
ap. 6MONOrNYECKUMN XULKOCTAMMN) B TOM UYNC/IE C UCTEKLUMM CPOKOM FOAHOCTU YTUNusnpyroTcs no CaxllnH
2.1.7.2790-10 knacc A.

6. [apaHTum n3rotosuTens

M3rotoButens: «J1BJ1 TekHonomkmc MueX yHa, Ko. KIM», ropuanyeckunii agpec: NepmaHus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LTpace, g. 17

M3roToBuUTENb rapaHTUPyeT COOTBETCTBUE U3Aenus TpeboBaHUSIM HEBPMATUBHOM foKyMeHTauumu (ISO
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOC 2B, I1SO |10993-
12-2015, OCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npu cO6/H|, m|:)pskn],
XpaHeHns N NPYMEHEeHUs BTeyeHne Cpoka rogHoCTH.

MapaHTUliHble 0653aTeNbLCTBA N3rOTOBUTENSA M/MAK ero NpeacTaBuT ™M

MeaUNLUMNHCKOE n3aenve B c/lydae HeHaaexallero XpaHeHus, TpaHCnopTUPOBKK™M B N MeAULUMHCKOro

nspenvs. Theod Straf3e im
74564 -iGerni
Telefoi

Telefa '+49 7951 95613 33 i
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MNMacnopt

Kprionpobupku o6bemom 2,0 M ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3bboid, 6e3 KpbiLLEK

Cepuist 14P1055502 [JlaTa usrotosneHus 12/2015

1. Ha3HaueHue
Kpnonpobupkn npegHasHayeHbl 418 c6opa, 06paboTkM, KOHCepBauun 1 XxpaHeHns 6MonorMyecknx o6pasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHneM MapoB Xuakoro asota (LN2), onsa uyene nonyyeHms
MHdopMaLmn Npy NPOBeAEHUN MELULMHCKMX UCCMef0BaHN in Vitro B 1a60paTopusax MegULUHCKNX YUpeXaeHni.
O6pasuamn ABASIOTCA: BLMONOrMYecKue XnaKocTn (KpoBb, MiasMa KpoBu, Crepma) YenoBeka U TKaHu
6uonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepwvan nsroToBeHUs nonunponuneH Purell HP371P
Fa6apuUTHble pasMepbl (AUaMeTp X BbICOTA) 0 12,6x41,1mm.

Pabounii 06bEM 2,0 mn.

Hanunune KpbIwku HeT

Tun pe3bObl Ha KPUONPooMpke BHYTPEHHs5

Pa6ouuii TeMnepaTtypHbIii AnanasoH O1-196 °C fo -86°C
Hanuuue/tun 2D wTprx-koaa fa, DataMatrix

YCTONYMBOCTb K LeHTPUdYrmpoBaHuto £0 30007 no npofo/ibHOl ocy
MokasaTtesib repMeTUYHOCTU Ao 95kMMa

Macca ofiHOW Kpronpo6upKn 15r

YCTOMUMBOCTb K CTEpUAM3aLnm napoBbIM METOAOM Mpyu Temnepatype (121+1)°C
Hannuve rpagympoBkun HeT

3. YnakoBkKa, TpaHCNOPTUPOBKA N XpaHeHue

YnakoBka o6ecneynBaeT COXPaHHOCTb MU3aenuii Npu TpaHCNopTUPOBKe. Kpnonpobupku TpaHCNoOpTUPYIOT B
TPaHCMNOPTHO yNnakoBKe NpeAnpuATUSA N3roToBUTENA B AnanasoHe Temnepatyp oT (- 50 go +50) C un BiaxHoOCTH
[0 98% npu Temnepartype +25°C. MNpefoxpaHAaTb OT MPAMOro nonajaHus ocaakos.

Kprnonpobupkn XpaHAT B repMeTUYHO 3aKpbITON YNakoBKe NpeanpusaTUS U3roToBuTeNs, nsberas 3HaumTe IbHbIX
konebaHuii TemnepaTypbl BO BPEMS XpaHeHUS. XpaHUTb B CyXOM MNPOX1afHOM MecTe BAuanasoHe Temnepatyp (+5
- +40)°C n BnaxxHocTn go 80% npu Temnepatype +25“C.

4. Tpeb6oBaHusa 6e30nNacHOCTU

Kpronpo6bupkun SBNSKOTCA HETOKCUYHBLIM anvporeHHbIM NPoAYyKTOM, O4HOPa30BOro UCMNOb30BaHUS.
Kpronpo6bupkn nocTaefstoTca He CTepuibHbIMU. KpMonpobupky yCToumBbl K CTEPUIM3aLMM NapoBbiM METOA0M
npu Temneparype (121+1)° C B TeueHue (20£2) MUH.

Mpn paboTte c KpMonpobmpkamu, cogepxaliumm 6uomarepuasnsl, crefyeT HaaeBaTb O4HOPa30Bble pe3NHOBbIe
nepyaTtku, BO nsdbexaHne pucka MHpULMPOBaHNA nepcoHana buomarepnanom. He ncnonb3oBarb N0 OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He NO HazHayeHWo. He ncnonb3oBatb NpY O6HapPYXXeHNU MexaHUYeCcKuUx
noBpeXAeHWNA.

5. CsefeHua 06 ytunmsauunm

N3penus, nmesBLlUMe KOHTaKTe KPOBbIO U/NMW APYTMMN BUONOrMYECKUMN XUAKOCTAMU, Nogsiexar yTunmsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06a3arenbHbIM 06e33apaxnBaHneM NyTeM CTepumMsauum ArobIMM Ha
OaHHOM npennpuaTue yCTaHOB/IEHHbIMU MeTo4aMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/1Uan
Ap. 6UONOTMYECKUMN XULKOCTAMMN) BTOM UYNC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUAun3upyroTcs no CaHlvH
2.1.7.2790-10 knacc A

6. [apaHTun n3rotosuTens

M3rotoButens; «/1BJ1 TekHonomxkuc Mi6X yHa, Ko. KM», topugnyeckunii agpec: Nepmanus, 74564, T.

Kpaiinbexanm, Teogop-LUTopm-LTpace, a. 17

M3rotoBUTE/Nb rapaHTMpPyeT COOTBETCTBME U3aennst TpeboBaHNAM wto i pokymclirayutl (ISO
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:20 : _ TOCTISO 10993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) np leT*|laHopTupoBKMY,
XpaHeHus1 U NPUMeHeHNs B TeYEHUE CPOKa FroAHOCTU.

FapaHTUiiHble 06513aTeNIbCTBA U3rOTOBUTENISA U/UN ero npeg, 15Ip]cst Ha
MeAULNHCKOE U3Ae/Me B Clydae HeHad 1eXalllero XpaHeHus, Tp WTCnonb30B'aHNs MeAULIMHCKOTO
n3penvsi.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kprionpobupkn o6bemom 4,0 M ¢ 2D WTPUX-KOAOM, C BHYTPEHHEN pe3b00id, 6e3 KpbILek

Cepus 14P10556041

[aTta n3srotosneHus 12/2015

Ha3HauyeHue

Kpronpo6upku npegHasHaveHbl Ansi c6opa, 06paboTKmM, KOHCepBaLUN 1 XpaHeHUs1 GUOI0rNYeckux o6pa3uos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHneM MapoB Xnakoro asota (LN2), ona uyenen nonyveHus
WMHpopMaLmMn NPy NpoBeAeHNN MeaULMHCKUX UCC/efoBaHuii in vitro B nabopaTopusix MeANLUNHCKUX YUPEeXAEeHUNA.
O6pasuamn SBMSAOTCS; GMONOrMUYEcKne XnAKocTn (KpoBb, MiasMa KpoBW, criepma) YesloBeka Y TKaHu
6uonornyeckre (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TEXHUYECKNE XapaKTePUCTUKMN

MaTepuan n3rotoBieHUs
[abapnTHbIe pa3Mepbl (gMamMeTp X BbICOTA)
Pabounin 06bEM

Hanwnune Kpbiwkn

Tun pe3bObl Ha KPUONPOOMpKe
Pabounii TemnepaTypHbIli gnana3oH
Hannune/Tun 2D wTpux-koga
YCTONUMBOCTb K LeHTPUdYrmpoBaHuio
MokasaTenb repmMeTu4yHOCTU

Macca ofHoOI Kpnonpobupku
YCTOM4MBOCTb K CTEpUAn3aumnm
Hanuuune rpagympoBkm

nonunponunen Purell HP371P
0 12,6x68,6MM.

4,0 mn.

HeT

BHYTPEHHSA

OT1-196 °C po -86°C

na, DataMatrix

n0 3000g no NpoAosibHOM ocn
o 95kMa

2,8T.

napoBbIM METOAOM Npu TemnepaType (121+1)°C
HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKa N XpaHeHue
YnakoBka o6ecneymBaeT COXPaHHOCTb U3A4e/InA Npy TPaHCMOPTUPOBKE. KpMonpoobumpkn TpaHCNoOpTUPYIOT B
TPaHCMNOPTHOI yNnakoBKe NpeanpuaTUS N3rotoBuUTeNs B AnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTn
[0 98% npu Temnepatype +25°C. NMpenoxpaHAaTb OT NPSAMOro nonagaHusi 0CaZikos.
Kpronpo6bupkn XpaHAaT B repMeTUHHO 3aKpbITON yrnakoBKe NpeanpusaTUSa U3roToBUTENS, n3beras 3HaunTe IbHbIX
KkonebaHuin TemnepaTypbl BO BPEMSA XpPaHEHUA. XpaHUTb B CyXOM NPOXNagHOM MeCcTe BAmanasoHe Temnepatyp (+5

- +40)°C n BnaxHocTtn go 80% npu Temnepartype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6rpKK SIBNSIOTCA HETOKCUUYHBLIM anuporeHHbIM NpoyKTOM, 04HOPa30BOro 1CMO/b30BaHUS.
Kpronpo6rpKn NocTaesioTcs He CTePUIbHbIMU. KpUonpo6upKM YCTONUMBBLI K CTEPUIN3aLUM NapoBbIM METOA0M

npu Temnepatype (121+1)° C BTeueHune (20+2) MUH.

Mpy paboTe ¢ KponpobBUpKammn, CoAepXaBLLMMM BUoMaTepuasbl, crieqyeT HaAeBaTb OIHOPa30Bble Pe3MHOBbIe
nepyaTku, Bo n3GexaHue prcka UHPULMPOBaHUSI NepcoHana 6uomarepmanioM. He MCNOMb30BaTh MO OKOHYAHWM
CpoKa roflHocTu. He MCNOMb30BaTb He MO Ha3Ha4YeHWo. He MCNO/b30BaThb MPY 0GHAPYXEHUM MEXaHUUECKUX

noBpPeXAEHUNA.

5.

CeeaeHusi 06 yTunmnsaumm

N3penvsa, nMeBLUNE KOHTAKT C KPOBbLIO U/MNW APYTMMN BUONOrMYECKUMN XUAKOCTAMU, nogaexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6sa3atenbHbIM 06e33apaxknBaHnemM NyTem cTepumsaymm nobbiMn Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/Nn
ap. 6MONOrNYECKUMUN XNAKOCTAMN) B TOM YNC/IE C UCTEKLLUM CPOKOM FOA4HOCTU YyTunuanpytotes no CaHlMlmH

2.1.7.2790-10 knacc A

6. [apaHTUM narotoBuTeENs
M3rotoButens; «J/1BJ1 TekHonogxuc MuoX yHa Ko. KM», topugnyeckunii agpec; Fepmanuns, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBUE U3AENNA TPEOOBAHUSM HOP ~Taunii|130!

9001;2008 IOCT MCO/MIK 15426-1-2003, ISO/IEC 15426-2;2015, [O"T,
12-2015, F'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cobo|
XpaHeHUsa 1 NPUMEHEHNA B TeYeHne CPpoKa rofHOCTU.

lapaHTUiiHbIE 06513aTeNIbCTBA U3roTOBUTENA /UK ero npeacTaBuUTess

technoio”et

MeAVLMHCKOe n3gesnive B C/lyyYae HeHaj/iexall,ero XxpaHeHUs, TpaHcnc|pTup
n3genus. Tl rrrniStral”™ 17
741 heinVt*rmany

Tel¥onf +49 7951 95613 20
Telstax|+49 7951 95613 33
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MacnopTt
Kprionpobupkn o6bemom 5,0 Mn ¢ 2D LITPMX-KOAOM, C BHYTPEHHEN pe3bboit, 6e3 KpbILLEK

Cepusa 14P1020400 [arta n3rotossieHnA 12/2015

1. HasHaueHue
Kpnonpobupkn npegHasHaveHbl aAns cbopa, 06paboTku, KoHCepBaUMN 1 XpaHeHUs B6MoNorMyecknx o6pasLos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), gnsa uyenen nonyveHus
MHdopMaLUM Npu NPoBeAeHNN MeULNHCKMX UCCNeaoBaHnii in vitro B nabopatopusx MegULMHCKUX YUpPeXaeHUNA.
O6pasuamu SBMAOTCA: BMOMOrNYecKme XNLAKOCTH (KpOBb, MiasMa KpoBu, Cepma) YenoBeka U TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUNKMN
Martepvan n3rotosneHus nonvnponuneH Purell HP371P
[abapuTHble pa3Mepbl (gMameTp X BbICOTA) 0 12,6x82,1mMm.
Pa6bounii 06bEM 5,0 mn.
Hanunuuve KpblIwkm HeT
Tvn pe3bObl Ha KpNonpoobrpke BHYTpPEHHSASA
Pabounin TemnepaTypHbIli gnanasoH OT1-196 °C po -86°C
Hannuuve/Tun 2D wTpux-koga na, DataMatrix
YCTONYMBOCTb K LEeHTPUPYrmpoBaHunto A0 3000g no NpoAosibHOM ocn
[Moka3aTenb repmMeTU4YHOCTU o 95kMa
Macca ofHoOi Kpnonpooumpkun 35T
YCTONUMBOCTb K CTepunnsaumnmn napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagyvnpoBku HeT

3.  YnakoBka, TpaHCNOpPTUPOBKA U XpaHeHune

YnakoBka obecneynBaeT COXPaHHOCTb U3aeNui Npu TPaHCNOpPTUPOBKe. Kpnonpobumpkn TpaHCNopTUPYIOT B
TpaHCNOPTHO yNnakoBKe NpegnpusaTusa U3rotoButens B gmanaloHe Temnepatyp ot (- 50 go +50) °C v BnaxHoCTn
[0 98% npu Temnepatype +25°C. NpegoxpaHAaTb OT NPSMOro rnornagaHnsa ocakoB.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBKe NpeanpuaTua n3rotoButens, nsberas s3HaunTesIbHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOxX/AafHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kprnonpobupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NpoAYyKTOM, O4HOPa30BOro UCMO/Ib30BaHUS.
Kprnonpo6bupkn nocTaBnsatoTca He CTepuibHbIMU. KpMonpobupkn yCTONUMBbLI K CTEPUAN3aLMM NapoBbiM METOA0M
npu Temnepartype (121+1)° C BTeveHue (20£2) MUH.

Mpn paboTe c KpMonpobmpkamu, cogepxalimmm buomarepuasnsl, cnefgyeT HaneBaTb O4HOPAa30Bble Pe3NHOBbIE
nepyaTkun, BO n3bexaHne prcka NHLMPOBaHNA nepcoHana buomarepnanom. He MCnonb30BaTb NO OKOHYaHUU
CpoOKa rogHoCcTU. He ncnonb3oBaTtb He NO Ha3HavyeHUo. He Mcnonb3oBaTb NPy 06HaAPYXXEHNN MeXaHUYeCKnXx
noBpeXAeHWNA.

5. CsefeHunsa o6 ytunusauunm

N3penvs, nmesBLUNe KOHTaKT C KPOBbIO U/NMN APYTMMN 6BUONOrMYECKUMN XUAKOCTAMU, nogaexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaXnBaHMemM NyTeM CTepuamMsauum nrobbiMn Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogaMn. Hencnosib3oBaHHbIe (He MMeBLUNE KOHTaKTa C KPOBbO U/Nn
ap. 6MONOrNYECKUMU XULKOCTAMN) BTOM YUC/IE C UCTEKLLUM CPOKOM FOAHOCTU YTUNm3npytoTes no CaHlunH
2.1.7.2790-10 knacc A.

6. [apaHTUM nsrotoBUTENA

M3rotoButens: «J1B/1 TekHonomkmc MueX yHa, Ko. KIM», topnandecknin agpec: Nepmanus, 74564, T.

Kpainbcxanm, Teogop-LUTopm-LWTpace, 4. 17

V3rotoBuTENIb rapaHTUPYyeT COOTBETCTBUE M3aenus TpeboBaHusn!) Ay ly™MHWLmn| (130
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:201!>, J 117fe,~0Cg OCT ISO 10993-
12-2015, FOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu baHclN~nposku,
XPaHeHNs 1 MPUMEHEHUS B TEYEHME CpOKa FrOAHOCTMU. iechnologies

FapaHTUiiHbIEe 06s13aTeNIbCTBA U3roTOBUTENS /N ero npeac|rasuer] |® «e pacnpocTpaHatoTCa Ha
MeAULNHCKOE U3aenne B C/lyvae HeHaa 1exallero XpaHeHusi, Tp; HCMo BaHWs heaULMHCKOro

. Dtra(3e 1
n3nenus.
743 ~Germany
Tete

Teiefaxl| 7951 95613 33
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MNMacnopT

Kpronpobupkn o6bemom 0,3 M 6e3 2D LTpUX-KoAa, C BHELLHEN Pe3bO0id, C KpbILLKaMK

Cepusa 2A01431

1

[aTta n3srotosneHusa 12/2015

Ha3HaueHune

Kpnonpobunpkn npegHasHaveHbl Ana cbopa, 06paboTku, KOHCepBaLMN U XpaHeHUs 6MONorMyecknx obpasLos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xunakoro asota (LN2), gnsa uenei nonyveHus
MHdopMaLUmM Npu NPoBEAEHNN MEAVULIMHCKMX UCCNeaoBaHuii in vitro B naboparopuax MeauLMHCKUX YUpexaeHUn.
O6pasuamu SBASATCSH; 6UONOrNYeckne XMAKocTn (KpoBb, Nnsasma KpoBu, crepmMa) YesnioBeka v TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHMUYECKME XapaKTePUCTUKN

MaTepuan n3rotoBfieHnNs

[abapuTHble pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounin 06BEM

Hanwnuyne KpbIwKn

Tun pe3bbbl Ha KpUoNpPoobupke
Pabounin TemnepaTypHbIli gnanasoH
Hannume/tun 2D wTpux-koga
YCTONUMBOCTb K LeHTpUdYrmpoBaHuto
MNMoka3aTenb repmMeTu4yHOCTU

Macca ofHOI KpnonpobupKn/KpbILWKN
YCTON4MBOCTb K CTEpUAn3auunmn
Hanuuve rpagympoBku

nonunponuneH Purell HP371P

0 8,8x19,3mM.

0,3 M.

[a, cynnoTHuTesieM 13 CUIMKOHOBOW Pe3vHbl
BHeLUHAA

0T1-196°C pno-86“C

HeT

00 3000g no NpoaonbHOM ocn

o 95kMa

0,2/0,1r.

napoBbIM METOAOM MNpu Temnepatype (121+1)°C
HeT

3.  YnakoBka, TpaHCNOpPTUPOBKA U XpaHeHue
YnakoBka o6ecneymBaeT COXPaHHOCTb U3A4e/NA NPy TPaHCMOPTUPOBKE. Kpnonpoobumpkn TpaHCNopTUPYIOT B
TPaHCMNOPTHO yNnakoBKe NpeanpuaTna N3rotoButensa B guanasoHe Temnepartyp oT (- 50 go +50) °C n BfaxHoOCTH
[0 98% npu Temnepatype +25°C. NpefoxpaHaTb OT NPSIMOro nonagaHnsa 0caikos.
Kpronpo6bupkn xpaHAT B repMeTUYHO 3aKpPbITON yNnakoBKe NpeanpuaTusa U3rotToBUTeNs, nsberas sHaunTe ibHbIX
KonebaHuii Temnepatypbl BO BPEMS XpaHEHUS. XpaHUTb B CyXOM NPOX/J1afHOM MeCTe B AnanasoHe TeMmnepatyp (+5

- +40)°C n BnaxHocTn go 80% npwu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH
Kpronpo6bupku sBAAKOTCA HETOKCUYHBLIM anmMporeHHbIM NPoAyKTOM, 04HOPAa30BOro MCMO/Ib30BaHMs.
Kpronpo6urpkn NocTaB/iskoTcs He cTepusibHbIMU. KpMonpo6burpKn yCTolumBbLI K CTepuM3aumm napoBbiM MeTOA0M

npu Temneparype (121+1)° C B TedeHue (20£2) MuH.

Mpy pa6oTe ¢ Kpronpo6rpkamu, coaepxall,uMm 6uomaTepuassl, crieqyeT HaaeBaTb OHOPa30Bble Pe3MHOBbIe
nepuaTku, Bo nsbexaHue prcka NMHPULUMPOBaHMSA NepcoHana 6uomMarepuasiom. He UCNob3oBaTh Mo OKOHYaHUM
CpoKa rofiHocTu. He Ucnonb3oBaTk He MO Ha3HaYeHUto. He UCNonb3oBaTh NPU 06HAPYXEHUU MeXaHUUYecKux

noBpexXaeHn.

5. CBegeHusa 06 ytunmsaymm
N3penvs, nMeBLUME KOHTAKT C KPOBbIO U/MMN APYTMMN BUONOrMYECKUMN XUAKOCTAMU, Nogaexar yTuamsaunm
no CaHlnH 2.1.7.2790-10 knacc b c o65a3atesibHbIM 06e33apaXxBaHneM nNyTem CTepuimsauum ArbbiMn Ha
OaHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeToAaMn. Hencnonb3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBb W/1Uan
ap. 6MONOrNYECKUMN XULKOCTAMN) BTOM UYMC/IE C UCTEKLLIMM CPOKOM FrOAHOCTU yTunmampytotesa no CaHlMlmnH

2.1.7.2790-10 knacc A

6. TlapaHTUM nsrotosBuTeNs
M3rotoButens: «J/1BJ1 TekHonogxuc MuoXyHpa Ko. KM», topugnyeckunii agpec: Fepmanuns, 74564, r.

Kpaiinbcxainm, Teogop-LUTopm-LTpace, a. 17

[\

M3rotoBuTeNlb rapaHTUpyeT COOTBETCTBUE U3AENNSA TPeGOoBaHMAM HOPMABHIM 1 gokymMmeHTayrw (ISO

9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:201 §
12-2015, FOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu c<

XpaHeHnda n npunMmeHeHna BTe4vYeHune Cpoka rogHoCTw.

MapaHTWiiHble 06513aTeNbCTBA U3roTOBUTENS U/MNK ero npegdt™
MeAVLUMHCKOE M3enue B c/lydae HeHadslexall,ero XpaHeHus, TpPHCno,

n3genus.
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MacnopT

Kprionpobupkm o6bemom 0,5 Mn 6e3 2D LWTPUX-KOLa, C BHELLHel pe3b60i, C KpbILLKaMu

Cepus 2A01371

[aTta n3rotosneHus 12/2015

Ha3HauyeHue

Kpronpo6bupku npegHasHaveHbl Ansi cbopa, 06paboTKU, KOHCEPBaLUKN U XpaHeHUs1 GUOMOrMyecknx o6pasuos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHneM napoB Xunakoro asota (LN2), gnsa uenei nonyyeHus
WMHopMaLM Npu NpoBeAeHNN MeOULMHCKUX NCC/ef0BaHWMiA in vitro B nabopaTopusix MeaULMHCKUX YUPEeXAeHW.
O6pasuamu SBMAKTCA: BUOMOrnYecKme XnaKocTn (KpoBb, naasmMa KpoBU, Crnepma) YesioBeka U TKaHu
6uonornyeckme (KOCTHasi TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHNYECKME XapaKTePUCTUKN

MaTepuan n3rotoBneHuns

[abapunTHbIe pa3mMepbl (AUameTp X BbicoTa)
Pa6ounii 06bEM

Hanwnyne KpbIWKn

Tuvn pe3bObl HA KPUONPOOUpKe
Pabounini TemnepaTypHbIli gnanasoH
Hannuue/tnn 2D wTpux-koga
YCTOMUMBOCTb K LLeHTPUyrmpoBaHmio
Mokasarenb repmMeTU4yHOCTU

Macca ogHOWM KpMonpoo6upKu/KpbILWKN
YCTON4MBOCTb K CTEepumM3aumm
Hanunuve rpagyvnpoBku

nonunponuneH Purell HP371P

0 8,8x28,4mMM.

0,5 mn.

[a, cynnotHuTeNneM 13 CUIMKOHOBOW pe3unHbl
BHeLLHAA

OT1-196 °C po -86°C

HeT

£0 3000g no NpoAosibHOW ocn

o 95kMa

0,4/0,1 1.

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBkKa, TpaHCMOPTMPOBKa U XpaHeHne

YnakoBka obecneumBaeT COXPaHHOCTb M34enui npu TpaHcnopTuposke. Kpronpobupkn TpaHCNOPTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NpeanpuaTUSa N3roToBUTENS B Ananas3oHe Temnepatyp oT (- 50 Ao +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSMOro rnornagaHusa ocakos.

Kprnonpo6bupkn XpaHAT B repMeTUYHHO 3aKpbITOl ynakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KkonebaHnin TemnepaTypbl BO BPEMS XpaHEHUA. XpaHUTb B CyXOM NPOXN1agHOM MeCTe BAuanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4, TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn SBAsKOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, O4HOPAa30BOro UCMO/1b30BaHUS.
Kprnonpo6bupkn nocTaefstoTca He CTepuibHbIMU. KpMonpoburpku yCToiumBbl K CTEpUAN3auum napoBbIM MeTOA0OM
npu Temneparype (121+1)° C BTeveHune (20£2) MUH.

Mpn paboTe c KPMONPOGMPKaMK, COAePKaBLLUMMN BromaTepuasbl, creayeT HafaeBaTb O4HOPa30Bble pe3nHOoBbIe
nepyaTku, BO n3bexaHve pucka NHULMpoBaHNSa nepcoHana buomartepnanom. He nCnosb30BaTb NO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTh He NO Ha3Ha4YeHU. He Mcnonb3oBaTb NP O6HAPYXXEHNN MeXaHUYeCKnUXx
noBpeXaeHWNA.

5. CsefeHua 06 ytunmsauum

N3penvsa, nmeBLlIMe KOHTAKTe KPOBbIO U/MNW APYTMMU BUONOrMYECKUMU XUAKOCTAMW, NOASeXar yTunmsaunumn
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3atenbHbIM 06e33apaxBaHnemM nNyTem CTepumsauum nrobiMu Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeToAaMn. Hencnosib30BaHHbIe (He MMEeBLUME KOHTaKTa C KPOBbO U/Nn
Ap. 6MONOrNYECKUMN XNOKOCTAMN) BTOM YMC/E C UCTEKLLMM CPOKOM FOAHOCTW YTUnusnpyroTcs no CaHlMlmH
2.1.7.2790-10 knacc A

6. [apaHTUK nsrotoBuTENA

M3rotoButenb: «J/1B/1 TekHonomkmc MeX yHa Ko. KM», topugnyiecknini agpec: NepmaHus, 74564, T.
Kpaiinbexainm, Teogop-LUTopm-LUTpace, a. 17

M3rotoBUTE/Nb FapaHTUPYeT COOTBETCTBME U3aeNns TPpeboBaHUSIM HOpP/1 TMulll|501
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TO 1" “TclT ISO 10993-
12-2015, OCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npu cob™ PT1pNek?,
XpaHeHUs 1 NPYIMEHEHUSA B TEUEHME CPOKa FOAHOCTU. technologies |

MapaHTUiiHbIe 06a3aTeNnbCTBA U3roTOBUTENSA U/WMN ero NpeacTasuT pacnpocTpaHalTCca Ha|
MeAVLMHCKOEe nu3genue B C/lyyae HeHaj/iexall,ero XpaHeHus, TpaHcno): ntoiri (& a,Mean 4N HCKOTo

AL
n3genuvsa. StraB
|
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MacnopTt

Kprionpobupkn o6bemom 0,7 mMn 6e3 2D LTpux-Koda, ¢ BHELLHe pe3b0oid, C KpbILLKaMM

Cepus 2A01401

[aTta nsrotosneHua 12/2015

Ha3zHauyeHue

Kprnonpobupkn npegHasHadeHbl onsa cbopa, 06paboTkm, KOHCepBauun 1 XpaHeHUs Guonornyecknx obpasLos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHnem napoB xuakoro asota (LN2), ons ueneid nonyyeHms
nHdopMaunmn Npu NpoBeneHN MegULMHCKMX UCCNeoBaHN in vitro B nabopaTopysax MeAULMHCKUX YUpeXaeHWNA.
O6pasuamn ABAKTCA: BUOMOTMYECKME XUOKOCTU (KPOBb, M1asMa KpoBUu, Cepma) YesioBeka U TKaHW
6uonornyeckme (KOCTHast TkaHb, 06pa3Lbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHUYECKNE XapaKTePUCTUKN

MaTepuan n3rotosneHuns

[abapuTHble pa3mepbl (AnameTp X BbICOTA)
Pa6ounii 06BLEM

Hanunune KpbIWwkn

Tun pe3bbbl HA KPUONPoOMpKe
Pabounin TemnepaTypHbIli gnanasoH
Hanunune/Tun 2D wtpux-koga
YCTOMUMBOCTb K LLeHTPUyrmpoBaHmio
MNMoka3artesib repMeTUYHOCTH

Macca ogHON KpMonpoOO6UPKU/KpbILWLKN
YCTOMUMBOCTb K CTepunnsaunmn
Hanunuve rpagymnpoBku

nonunponuneH Purell HP371P

0 8,8x28,8mM.

0,7 Mmn.

[a, cynnoTHuTesieM U3 CUIMKOHOBOW PE3UHbI
BHeLLHAA

OT1-196 °C po -86°C

HeT

£0 3000g no NpoAosibHOM ocn

no 95kMa

0,43/0,1 .

napoBbIM MeTOA40M MNpu Temnepatype (121+1)°C
HeT

3. YnakoBKa, TpPaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecneumBaeT COXpPaHHOCTb N34eNui npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCNOPTHOW yrnakoBKe NpeanpuaTna N3rotoBuUTeNns BAuanasoHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonagaHusi 0cagkos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOl ynakoBKe NpeanpuaTna n3rotoButens, nsberas 3HaunTeIbHbIX
KonebaHWin TemnepaTypbl BO BPEMSA XpaHEeHUs. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B Auana3oHe TemnepaTyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkun SBNSKOTCA HETOKCUYHBLIM annuporeHHbIM NpoAyKTOM, 04HOPa30BOro MCMNOIb30BaHMUS.
Kpronpo6bupkn nocTasfstoTca He CTepuibHbIMU. KpMonpobupky yCToiumnBbl K CTEPUIM3ALMM NapoBbiM METOAOM
npu Temneparype (121+1)° C B TeyeHue (20£2) MUH.

Mpun paboTe c Kpronpobupkamu, cogepxaslLMn 6ruomarepuasnbl, cnefyeT HaaeBaTb O4HOPAa30Bble Pe3NHOBbIe
nepyaTkun, BO n3bexaHne prucka NHLMpoBaHnsa nepcoHana buomarepnanom. He ncnonb3oBarb N0 OKOHYaHUU
CpoOKa rogHoOCTW. He Ucnonb3oBaTtb He Mo Ha3HavyeHuo. He Mcnosb3oBaTh NPy 06HAPY)XeHUN MeXaHU4eCKnXx
noBpPeEXAEHWNA.

5. CsepfeHusa 06 ytunmsauymm

N3penvs, nMeBLUNE KOHTAKTe KPOBbIO U/MNW APYTMMU BUONOrMYeCcKUMN XUAKOCTAMW, Noasexar yTuamsaunm
no CaHluH 2.1.7.2790-10 knacc b ¢ o65a3aresibHbIM 06e33apaXnBaHMemM NyTeM cTepunnsaunmn ftobbiIMN Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/Nn
ap. 6MONOrNYECKUMN XULKOCTAMN) B TOM UYUC/IE C UCTEKLLMM CPOKOM FOLAHOCTU YTUNu3upyroTcs no CaHlMvH
2.1.7.2790-10 knacc A.

6. [apaHTUM narotoBuTeENs

MarotoButens: «J1B/1 TekHonomxkmnc M6 XyHa Ko. KM», topnandecknin agpec: NepmaHus, 74564, T.
Kpaiinbexaim, Teogop-LUTopm-LTpace, g. 17 _

M3rotoBuTeNIb rapaHTUpPyeT COOTBETCTBUE U3AENUS TPEOOBaHUAN hoe 0ehi$6i|™ (ISb
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, pchCT ISO 10993-
12-2015, MOCT I1SO 10993-18-2011, INOCT ISO 10993-1-2011) npn co® CMNOPruLLRO™KN,
XpaHeHns N NPYMEHEeHNS BTeYeHne CpoKa rofHOCTU. Itechno/og/es |

MapaHTuUiiHbIe 0b6s3aTenbCTBa U3roToBUTENSA /NN ero npeacras™ 3acnpoCTPaHAKTCA Ha

MeAVUMHCKOe usfenive B C/lydyae HeHaj/iexatll,ero XxpaHeHus, TpaHcnoptupe™ v<c&d203(i™"Hfl meanumnHckoro
I Jstorm-Stratie 1" |

n3genus.
74na41 gitn « Germany
35175613:
lelfol
T#efE
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MNMacnopT
Kpronpobupkn o6bemom 0,75 Mn 6e3 2D LWITPUX-KOAQ, C BHELLHEN pe3bb0i, ¢ KpbILLKaMy

Cepus 2A01391 [arta n3rotossieHnA 12/2015

1 Ha3HaueHwne
Kpronpobupku npegHasHayeHbl Ans céopa, 06paboTkm, KoHCepBaUMn N XpaHeHUs BMOMOrMYeckMx oobpasLoB
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHWeM MapoB Xuakoro asota (LN2), ansa uenen nonyveHus
MHdopMauum Npu NpoBefeHnn MegULNHCKUX UCCef0BaHnii in vitro B nabopaTopysax MegULNHCKUX YUpexaeHWN.
O6pasuamu SBnSATCA: BUONOTMYECKNe XNAKOCTN (KPOBb, Na3ma KpoBW, CrnepmMa) YesioBeka 1 TKaHu
6unonornyeckre (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUKMN
Matepuan 13rotoB/ieHUs nonunponuneH Purell HP371P
[abapnTHbIe pasmMepbl (AUameTp X BbicoTa) 0 8,8x30,8MM.
Pabouunii 06EM 0,75 mn.
Hanuuve KpbILLKK [a, cynnoTHUTEeNEM M3 CUIIMKOHOBOW pPe3uvHbI
Tun pe3bbbl Ha KpMonpobupke BHELLHAA
Pabounin TemnepaTypHbIli gnanasoH OT1-196 °C po -86°C
Hanuune/Tun 2D wtpux-koga HeT
YCTOMYMBOCTb K LeHTpudhyrmpoBaHuto n0 3000g no npoaonbHOl ocn
lMokasaTtesib repMeTUYHOCTHU 00 95kMMa
Macca ogHOW KpMonpoo6MpKu/KpbILWKN 0,46/0,1 r.
YCTOMUMBOCTL K CTEpUAM3aLmnm napoBbIM MeETOA40M Npu Temnepatype (121+1)°C
Hanwnumne rpagynpoBku HeT

3.  YnakoBkKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBka obecneumBaeT COXPaHHOCTb N34eNuii nNpu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpusATUSa U3roToBUTENS B AnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTN
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonazaHus ocagkos.

Kpronpobupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesIbHbIX
KkonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/aAHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C u BnaxxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHusA 6€30MacHOCTU

Kpronpo6bupkun ABAsOTCA HETOKCUYHBIM annuporeHHbIM NPoAYKTOM, OAHOPAa30BOro NCMNo/1b30BaHUs.
Kprnonpo6bupkn nocTaBnsitoTCA He CTepusibHbIMU. Kpronpobmupky yCTONMUMBLI K CTEpUnsaLmm napoBbiM METOA0M
npu Temneparype (121+1)° C B TeueHne (20+£2) MuH.

Mpun paboTte c Kpuonpobupkamn, cogepxawmmm bnomatepmnasbl, cnegyeT HageBaTb O4HOPAa30Bble Pe3nHOBbIE
nepyaTku, BO n3bexaHne prcka MHOULMPOBaHMA NepcoHana bnomarepmasioMm. He ncnonb3oBaTb N0 OKOHYaHUM
Cpoka rogHocTu. He ncnonb3oBaTtb He NO Ha3Ha4YeHU. He MCNo/b30BaTh NPY O6HAPYXXEHNUN MeXaHU4YeCKnX
noBpexXaeHn.

5. CsegeHusa 06 ytunamsauunm

N3penvs, nmeBLlUIMEe KOHTAKTe KPOBbIO U/MNU APYrMMyU BUMOAOTMYECKUMU XUAKOCTAMW, NoanexaT yTunnsaunm
no CaHlunH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaxnBaHnemM NyTem cTepunnsaummn obbiM1 Ha
[aHHOM NpeanpusaTne yCTaHOBNEHHbIMU MeTogamu. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbIO U/Nnn
Ap. 6MONOrNYECKUMU XNLKOCTAMN) BTOM UYNC/IE C UCTEKLLUM CPOKOM FOAHOCTU YTUAun3npyroTcs no CaHlvH
2.1.7.2790-10 knacc A

6. [apaHTUM n3rotoBuUTENSA

M3rotoButenb: «J1B/1 TekHonomxkmc MvoX yHa Ko. KIM», topnandecknin agpec: NepmaHus, 74564, .
Kpalinbexarim, Teogop-LUTtopm-LWTpace, a. 17

M3roToBUTE/NIb rapaHTUpPyeT COOTBETCTBME U3Aenns TpeboBaHNUSAM HOpMaTMBHOM AOKyMeHTauum (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOOT MCO/M3K 17025 2000, MOG-T450 10993-
12-2015, FOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cobj| k
XpaHeHns N NPYMEeHEeHUs B TeyeHne Cpoka rogHoOCTH.

[apaHTUliHble 06s3aTeNnbLCTBa U3roTOBUTENSA W/UNK ero npeacrasu[t 3HXETIUHA
MeAVLUMHCKOe u3genune B C/lydae HeHaZ 1eXxallero XpaHeHus, TpaHcn: LIMHCKOTO
n3genus.
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MacnopT

Kprionpobupkm o6bemom 1,0 mn 6e3 2D WTpux-Koaa, ¢ BHELUHel pe3bOoi, € KpbILLKamu

Cepusa 2A01381 [ata nsroroeneHus 12/2015

1. Ha3HaueHue
Kpnonpobunpkn npegHasHaveHbl Ans cbopa, 06paboTkun, KoHCepBaLUMN U XpaHeHUs 6MoNormyecknx obpasyos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHMEM NapoB Xuakoro asota (LN2), ons uenen nonyveHust
MHdopMauum Npu NpoBefeHn MegULNHCKUX UccneqoBaHnii in vitro B n1abopaTopmsax MegULMHCKUX YUpexXaeHWNA.
O6pasuamu aBMATCA: 6MONOrNYeckue XXMAKocTn (KpoBb, Nnasma KpoBu, crepmMa) YenoBeka v TKaHu
6unonornyeckmne (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

Matepuan 13rotoB/ieHns nonvnponuneH Purell HP371P

[abapnTHbIe pa3Mepbl (gMameTp X BbICOTA) 0 8,8x45,7MMm.

Pabounini 06EM 1,0 mn.

Hannune KpbIwkn [Ja, cynnoTtHuTenem us CUINKOHOBOW Pe3nHbI
Tun pe3bbbl HA KPUONPoOMpKe BHELLHASA

Pabouunii TemnepaTypHbIii granasoH Ot -196 °C go -86°C

Hannuue/tnn 2D wTpunx-koga HeT

YCTOMUMBOCTL K LLEEHTPUYrMpoBaHnNIO no 3000g no npoaosibHOM ocn

[Moka3aTesb repMeTUYHOCTU no 95kMa

Macca ogHON KpMonpO6UPKU/KPbILKN 0,7/0,1r.

YCTOYMBOCTb K CTepunnsaumum napoBbIM MeETOAOM Npu Temnepatype (121+1)°C
Hannuve rpagynpoBku HeT

3. YnakoBkKa, TpPaHCNOPTMPOBKa N XpaHeHune

YnakoBka obecneumBaeT COXpPaHHOCTb N34enui npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUpYOT B
TPaHCNOPTHOW ynakoBKe NpeAnpuaTUSa N3roToBUTENS B AmanasoHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpenoxpaHAaTb OT NPAMOro nonajaHusa ocankos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTebHbIX
KonebaHwii TemnepaTypbl BO BPEMS XPaHEHUS. XpaHUTb B CyXOM MPOX/1agHOM MeCTe B AnanasoHe TemnepaTyp (+5
- +40)°C n BnaxHocTn go 80% npu Temneparype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABASKOTCA HETOKCUYHBIM annuporeHHbIM NPoAyKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6bupkn nocTaefstoTca He CTepuibHbIMU. KpUonpo6urpku yCToiumnBbl K CTEpUAn3aLnMn napoBbiIM MeETOA0M
npu Temneparype (121+1)° C B TedeHue (20£2) MUH.

Mpn paboTte c KpMonpobmpkamu, cogepxalimmm 6uomarepuansl, crneayeT HageBaTb O4HOPAa30Bble Pe3NHOBbIE
nepyaTtku, BO nsbexaHve pucka MHPULMPOBaHNA nepcoHana buomarepnanom. He ncnonb3oBaTb N0 OKOHYaHUN
CpokKa rogHocTu. He ncnonb3oBaTb He NO Ha3HauYeHWo. He MCnosb30BaTh NPY 06HAPYXXEHNN MeXaHUYeCKux
noBpeXAeHWNA.

5. CsefeHuna 06 ytunmsauum

N3penvs, nMeBLUINE KOHTAKT C KPOBbIO U/MNW APYTMMU GUOA0MMYECKUMU XNAKOCTAMN, Noasiexar yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxXnBaHMemM NyTeM cTepunnsaummn obbIM1 Ha
[aHHOM NpeanpuaTue YCTaHOB/IEHHbIMU MeToAaMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbIO U/Nn
Ap. 6MONOrNYECKUMN XUAKOCTAMM) B TOM UYNC/IE C UCTEKLLMM CPOKOM FOAHOCTM YTUAn3snpyroTcs no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUn nsroToBuTENA

M3rotoButenb; «J1B/1 TekHonomkmnc M6X yHa Ko. KM», topngndecknin agpec: NepmaHus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3roToBuTe/Ib rapaHTUPYyeT COOTBETCTBUE MU3aeNnsa TpeboBaHNAM HOPMaTUB HOM AoKyMeHTauun (1SO
9001:2008 TOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2013, TrOC~COW ~17W 5-~0~ IOc|t ISO 10993-

12-2015, 'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npm ; ¢ #VCU.L)BI/ILU,;RACMQEPTVIDOBKM,
XpaHeHnA n NpUMeHeEHNA B TedYeHne Cpoka rogHoOCTuU. k‘ |

FapaHTMVlele obsi3aTenbCTBa M3roToBUTENS U/UNN ero npeacrta P He pacnpOCTpaHﬂl-oTl:ﬂ Ha
MeagnUunHCKoe mnsaenne B criydae HeHagnexaulero XxpaHeHus, TFH].I 1K ﬂ/e,ﬂ'I/lLl'I/IHCKOI'O
n3genusa

(
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MacnopT
Kpronpobupkn o6bemom 1,1 Mn 6e3 2D LWTpUX-KoAa, C BHELLHEl Pe3bO0id, C KpbILLKaMM

Cepus 2A01421 [arta n3rotossieHunA 12/2015

1. Ha3HaueHue
Kpronpo6upku npegHasHayveHbl Ans c6opa, 06paboTkn, KOHCeEpBaLUMN U XpaHeHUS BMONorMyecknx o6pasLos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHMeEM NapoB Xugkoro aszota (LN2), ana uenen nonyyveHus
MHdopMaLUnmn Npu NPoBEAEHNN MeAVNLNHCKMX UCCNeaoBaHnii in vitro B nabopaTopusax MeAULMHCKUX YUpexXaeHUN.
O6pasuamn ABIAKTCA: BMOMOrNYecKme XNAKOCTU (KPOBb, M1asma KpoBu, Cepma) YesioBeka U TkaHu
6unonormnyeckmne (KOCTHast TkaHb, 00pasLbl KOXHbIX MOKPOBOB)

2.
MaTepunan 13roToBeHus nonunponuneH Purell HP371P
[abapuTHble pa3mMepbl (gMamMeTp X BbICOTA) 0 12,6x39,8MM.
Pabounini 06EM 1,1 mn.
Hannune KpbIwkn [a, cynnoTHuTeNneMm us CUINKOHOBOW pPe3unHbI
Tun pe3bbbl Ha Kpnonpoobupke BHeLLUHAA
Pabounin TemnepaTypHbIi gnanasoH OT-196 °C go -86°C
Hanwnuue/tnn 2D wTpunx-koga HeT
YCTOMUMBOCTb K LeHTpMdyrmpoBaHuio n0 3000g no NnpoaonbHOM ocu
lMokasaTtesib repMeTUYHOCTU 0o 95kMa
Macca ogHOIN KpMonpo6MPKN/KpbILLKN 0,77/0,8 r.
YCTOUMBOCTb K CTEPUIM3aLMU napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
Hanunuue rpagynpoBku HeT

3.  YnakoBkKa, TpaHCNoOpTUPOBKa U XpaHeHue

YnakoBKa obecneumBaeT COXpPaHHOCTb N34eNuii Npu TpaHCNOPTUPOBKe. KpnMonpobupku TpaHCNopTUPYIOT B
TpPaHCNOPTHOM yNakoBKe NpegnpusaTus M3rotoBuTtens BamnanaloHe temneparyp ot (- 50 go +50) °C v BNnaxkHOCTH
[0 98% npu Temnepatype +25°C. NpegoxpaHAaTb OT NPAMOro nonajaHusa ocaakos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOl yYNakoBKke NpeanpuaTua U3rotoBuTens, nsberas sHaunTeNbHbIX
KonebaHnin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/AaAHOM MecTe BAuana3oHe TemnepaTyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABISOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMoJsib30BaHUA.
Kpronpo6upkn nocTasnstoTCA He CTepusibHbIMU. KpMonpo6upKn yCToMUMBbI K CTepuan3aumm naposbiM METOA0M
npu Temnepatype (121+1)° C BTeveHune (20+2) MUH.

Mpn paboTte c Kpuonpobupkamn, cogepxarummm bnomaTepmnasnbl, creayeT HageBaTb OAHOPAa30Bble Pe3HOBbIE
nepyaTtkun, BO n3bexaHue prcka MHOMLMPOBaHWA nepcoHana bnomarepmanoM. He ncnonb3oBaTb MO OKOHYaHUN
CpoOKa rogHoCTW. He ncnonb3oBaTb He MO Ha3Ha4YeHWo. He ncnonb3oBaTb NPy 06HaAPY)XEHUN MeXaHUYeCKnx
noBpeXAeHWNA.

5. CsefeHua 06 ytunmsauum

N3penvs, nmeBLUME KOHTAKT C KPOBbIO U/NMN APYTMMN BUONOrMYECKUMN XUAKOCTAMW, nogaexar yTunmsaunm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXmnBaHMem NyTeM cTepuamnsaumn obbIM1 Ha
OaHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeTogamMu. Henmcnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbHO U/Mnun
Ap. 6MONOrNYECKUMN XUAKOCTAMM) B TOM YAUC/IE C UCTEKLUMM CPOKOM FOAHOCTU YTUAn3npytotca no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsroToBUTENA

M3rotoButenb: «J1B/1 TekHonomkmnc MmoX yHa Ko. KM», topugnyecknin agpec: NepmaHus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LTpace, a. 17

M3roToBuTENIb rapaHTUpyeT COOTBETCTBUE MU3aenunsa TpeboBaHNAM HOpMaTUBHOM AoKyMeHTauun (ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NTOCT MCO/M3K 17025-2009. IOl'T||50 10993-
12-2015, IOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cd6, BKM.
XpaHeHWs Y NPUMEHEHUS B TeYeHMe Cpoka rogHOCTW.

MapaHTUiiHbIe 06A3aTeNIbCTBa U3rotToBUTENs U/unm ero npeacrab>"

MeAVLMHCKOe u3genuve B C/lydae HeHaanexallero xpaHeHus, TpaHC! lro/|'oran+1"Me umum HeKoro
n3genus.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopT

Kprionpobupkn o6bemom 1,2 M 6e3 2D LUTPMX-KOa, C BHELLHEW Pe3bO0id, C KpbILLKaMK

Cepus 2A01411

1

[aTta nsrotosneHus 12/2015

HasHayeHune

Kpnonpobupkn npegHasHaveHbl Ana cbopa, 06paboTKn, KOHCepBaLMN N XpaHeHUs 6MON0rMyecknx o6pasLos
npu Temnepartype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NapoB Xugkoro asota (LN2), gnsa uenen nonyveHus
MHdopMauum Npu NPoBeLEHUN MEAULNHCKMX UCCef0BaHNiA in vitro B n1abopaTopusax MegULIMHCKUX YUpexXaeHWNA.
O6pasuamu sSBaATCA: GUONOrMYecKne XMAKoCcTn (KpoBb, Nnasma KpoBW, crepmMa) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

MaTepuan n3rotoBneHus

[abapnTHbIe pa3mMepbl (AnameTp X BbicoTa)
Pa6ounin 06bEM

Hanwnuyne Kpbiwkn

Tun pe3bbbl Ha KPUONPOOUpKe
Pa6ounii TemnepaTypHbIii gnana3oH
Hanwnuue/tnn 2D wTpunx-koga
YCTOMUMBOCTb K LLeHTPUYrmpoBaHuio
Moka3artesib repMeTUYHOCTU

Macca ogHOW KpMonpoo6MpKu/KpbILWKN
YCTON4MBOCTb K CTepunnsaunmn
Hanuuve rpagyvmpoBku

nonunponwuneH Purell HP371P

0 12,6x40,2mMM.

1,2 mn.

[a, cynnoTHuTesieM U3 CUIMKOHOBOW Pe3vHbI
BHeLLUHAA

OT1-196°C po -86°C

HeT

00 3000g no NpoAosibHOM ocn

o 95klMa

0,80/0,8 .

napoBbIM MeToAoM npu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TPaHCNOPTMPOBKa N XpaHeHune

YnakoBka obecneumBaeT COXPaHHOCTb U3Aenuii Npu TpaHCNopPTUPOBKe. Kpnonpoobupku TpaHCNopTUPYIOT B
TPaHCNOPTHOW yrnakoBKe NnpeanpuaTna N3rotoBuUTeNns BAuanasoHe Temnepatyp oT (- 50 go +50) °C n BNaxHOCTU
[0 98% npu Temnepatype +25°C. NpeaoxpaHATb OT MPSAMOro rnornagaHnsa ocakos.

Kpronpo6bupkn XpaHAT B repMeTUYHHO 3aKpbITOM yrnakoBKe NpeanpuaTna U3rotoButens, nsberas sHaunmTesibHbIX
KonebaHWin TemnepaTypbl BO BPEMA XpPaHeHUs. XpaHNTb B CyXOM MpoX/afgHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkn ABMSOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPAa30BOro UCMosib30BaHUS.
Kpronpo6bupky NocTaBNsAoTCA He CTeEPUbHbIMU. Kpronpobmnpky yCTONMUMBLI K CTEpUM3aL i napoBbiM METOA0M
npu Temneparype (121+1)° C BTeueHne (20+£2) MuH.

Mpn paboTe ¢ kpnonpobupkamum, cogepxasmm bnomaTtepunassl, cnegyet HageBaTb O4HOPa3oBble Pe3HOBbIE
nepyaTtku, Bo n3bexaHne prcka MHOULMPOBaHWA nepcoHana bnomarepmasioMm. He ncnosb3oBaTb NO OKOHYaHUM
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHuo. He 1cnosnb3oBaTb NpyY 06HAPY>XEHNN MeXaHUYeCKnXx
noBpeXaeHni.

5. CsefeHunsa 06 ytunusaunm

N3penns, nmesLINEe KOHTaKT C KPOBbIO U/MNW APYTMMN BUONOrMYECKUMN XUAKOCTAMU, Nogiexar yTuamsaunm
no CanlnH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaxXnBaHMem NyTeM cTepuansaummn fiobbIMN Ha
[aHHOM NpeanpusaTue yCTaHOBNEHHbIMU MeToAamMu. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbO U/Mnun
ap. 6MONOrNYECKUMN XNLKOCTAMMN) BTOM UYNC/IE C UCTEKLLMM CPOKOM FOAHOCTM YTUAu3npyroTcs no CaHlvH
2.1.7.2790-10 knacc A

6. [apaHTUK n3roToBUTENA

M3rotoButenb: «JIB/1 TekHonogxuc MoX yHa Ko. KM», topngnyiecknii agpec: NepmaHus, 74564, .
Kpaiinbcxarim, Teogop-LUTtopm-LWTpace, g. 17

M3roToBuTeNb rapaHTUpPyeT COOTBETCTBME U3Aenns TpeboBaHMAM HOpMaTuUBHOM aekymeHlaumn (15D |
9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCTUCo]MILW AH|EO(|]| T®” ¢ L993\

12-2015, IOCT ISO 10993-18-2011, MOCT ISO 10993-1-2011) npu cob/ogeHn'l HCPAOPTU(POBKYU, |
XpaHeHMs1 1 NPYIMEHEHUS B TeYeHMe CPOKa rogHOCTU. S i
lapaHTWiiHble 06513aTeNIbCTBa N3roTOBUTENA U/MNK ero npegcrasutens B PEL !
MeAVLMHCKOE n3fenune B c/lydae HeHa/1exacLero XpaHeHns, TpaHCNopTUPOB U CKOpO
nsgenus.
=’y
'95613 20 i

K ; +49 7951 95613 33 *
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MacnopT
Kprionpobupkn o6bemom 1,4 mn 6e3 2D LWTpux-Koaa, C BHELLHel Pe3b60id, C KpbILLKaMu

Cepus 2A01431 Jata n3rotoBneHus 12/2015

1. Ha3HaueHue
Kprnonpo6upku npegHasHaveHbl ans céopa, 06paboTKn, KOHCepBaUUN U XpaHeHUs BMoNormyecknx o6pasuos
npu Temnepartype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NapoB Xuakoro asota (LN2), gnsa uenen nonyveHust
MHdopMauum Npy NpoBefeHN MegULNHCKUX UccnegoBaHnin in vitro B nabopatopusx MeguLMHCKUX yUpexaeHnin.
O6pasuamn ABAKTCA: BMOMOrNYecKme XNLAKOCTU (KPOBb, M1asma KpoBW, Cepma) YenoBeka 1 TKaHu
6uonornyeckme (KOCTHasi TKaHb, 06pa3ubl KOXHbIX MOKPOBOB)

Martepvan nsrotosneHus nonvnponuneH Purell HP371P

[abapuTHble pa3mMepbl (MameTp X BbICOTA) 0 12,6x44,2MM.

Pabounii 06bEM 1,4 mn.

Hanunuue KpblIwkn [a, cynnotHutenem ns CUIMKOHOBOW Pe3vHbI
Tun pe3b6bl Ha KpNonpobupke BHeLUHAA

Pabounin TemnepaTypHbIii gnana3oH OT1-196 °C pgo -86°C

Hanwnuuve/tnn 2D wTpux-koga HeT

YCTONUMBOCTb K LLEHTPUYrmpoBaHnio n0 3000g no NpoAosibHOM ocn

MNMoka3arenb repMeTU4yHOCTU 0o 95kMa

Macca ogHOWM KpMonpoOUpPKU/KpbILLKN 0,97/0,8 r.

YCTOMUYMBOCTL K CTepunnsaunm napoBbIM MeToA0M Npu Temnepatype (121+1)°C
Hanuuue rpagyvmpoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka obecneynBaeT COXpPaHHOCTb U3A4enNuii Npu TPaHCNOPTUPOBKe. Kpnonpobupkn TpaHCNopTUpYLOT B
TPaHCNOPTHOM yNakoBKe NpeanpusaTus N3rotToBuUTeNs BAnanasoHe temnepartyp ot (- 50 go +50) °C v BNaxkHOCTH
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT MPAMOro rnonagaHus ocakos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBKe NpeanpuaTua U3rotoBuTens, nsberas sHaunTeIbHbIX
KonebaHnin TemnepaTypbl BO BPEMSA XpaHeHUS. XpaHUTb B CyXOM MpoX/iagHOM MecTe BauanasoHe TemnepaTyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABSOTCA HETOKCUYHBLIM annuporeHHbIM NPoAYKTOM, OAHOPAa30BOro UCMO/1b30BaHUS.
Kpronpo6upkn nocTaefstoTca He CTepuibHbIMU. KpMonpo6urpKn yCcToiumBbl K CTepuamnsanmnm naposbiM MeETOA0M
npu Temneparype (121+1)° C BTeueHne (20+£2) MuH.

Mpn paboTe c Kpuonpobupkamu, cogepxatl,umm uomarepuasbl, cnegyet HageBaTb O4HOPa30Bble Pe3VMHOBbIE
nep4yaTtku, BO n3bexaHve p1cka MHOULMPOBaHUA NepcoHana uomarepraniomMm. He ncnonb3oBaTb MO OKOHYaHUMU
Cpoka rogHocTu. He ncnonb3oBaTtb He N0 Ha3HavyeHuo. He Ucnosb3oBaTb NPy 06HaPY)XeHUN MeXaHUYeCcKnXx
noBpexXaeHn.

5. CBepgeHua 06 ytnnmsaymn

N3penvsa, nmeBLlIne KOHTaKT C KPOBbIO U/UNW ApYrMMyU BUMONOTMYECKUMU XNAKOCTAMN, Noasiexar yTunnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaXnBaHMem NyTeM CTepumsaumnmn obbIMN Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogaMn. Hencnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbO U/Nn
Ap. 6MONOrNYECKUMUN XUAKOCTAMN) BTOM YNC/IE C UCTEKLLNM CPOKOM FOAHOCTU YyTunmnsnpytotca no CaHlMvH
2.1.7.2790-10 knacc A

6. [apaHTUn nsroToBuTENA

MarotoButenb: «JIBJ1 TekHonogxkmuc MmoX yHa Ko. KIM», topuguyeckuii agpec: F'epmanus, 74564, r.

Kpalinbcxanm, Teogop-LUTtopm-LLTpace, 4. 17

M3rotoBuTENIb rapaHTUPYeT COOTBETCTBME M3aeNnus Tpe60BaHNSIM HOC 7B\éHTaumMm™N8p |
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT ncor D2/20N,r(*"TTSO 17993-

12-2015, 'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npwn cobnrogk I THiiHCNBAfHPOBKH, i
XpaHeHNs N NPUMEHEHNS B TEYEHME CpoKa rofgHOCTM. ;

FapaHTUiiHble 06513aTeNbLCTBA U3rOTOBUTENSA /UK ero NpeacTaBUTesr)
MeAMLUVHCKOe U3fesine BC/lyvae HeHaslexall,ero XxpaHeHusi, TpaHcnopT|4poBsl9

nagenvs. Mor-StorrTi-StraBe
?4>diNilsheim mGerrrjiny

149,/?7”~956)/20

n; 33

fefa)< 17951\

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt

Kprionpo6bupkn o6bemom 1,6 Mn 6e3 2D LUTpUX-KoAa, € BHELLHEW pe3b6oi, € KpbILLKamu

Cepusa 2A01433

[aTta n3rotosneHus 12/2015

Ha3zHauyeHune

Kpronpo6upku npegHasHaveHbl A1a c6opa, 06paboTku, KOHCepBaLun 1 XxpaHeHUs1 6Guonornyecknx o6pasuos
npu Temneparype MuHyc (196-86)°C c ncnosnb3oBaHMeM MapoB Xnakoro asota (LN2), gnsa uenen nonyveHus
WMHopMaLM1 Npy NPOBeAEHUN MEAULMHCKUX NCC/ef0BaHWMiA in vitro B nabopaTopusix MeAULNHCKUX YUPeXaeHUA.
O6pasuamu ABMATCA: 6MoNorMyeckne Xnakoctu (KpoBb, Miasma KpoBu, crepmMa) YesioBeka 1 TKaHu
6uonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuvan n3rotoB/ieHUs

[abapuTHble pa3mepbl (AnamMeTp X BbICOTA)
Pa6ounin 06BEM

Hanwnune KpbIwKn

Tun pe3bbbl Ha KpUonNpoobupke
Pa6ounii TemnepaTypHbIiA Agnanas3oH
Hannuue/tnn 2D wtpux-koga
YCTONYMBOCTb K LIeHTPpUyrmposaHuio
Moka3arenb repMeTU4HOCTU

Macca ogHO KpMOonpo6MPKN/KPbILLKN
YCTONYMBOCTb K CTepunnsaumnmn
Hanuuve rpagyvpoBku

nonunponuneH Purell HP371P

0 12,6x43,9MM.

1,6 mn.

[a, cynnotHuTeNnemM 13 CUIMKOHOBOW Pe3uHbI
BHeLLHAA

Ot -196 °C po -86°C

HeT

n0 3000g no NpoAosibHOM ocn

o 95kMa

1,13/0,8 .

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. ¥YnakoBKa, TpPaHCNOPTUPOBKA N XpaHeHne

YnakoBka obecneynBaeT COXPaHHOCTb U3Aennii Npu TPaHCNOPTUPOBKe. Kpnonpobupku TpaHCnopTUPYOT B
TpaHCNOPTHOW ynakoBKe NpeanpuaTUSa U3roToBuTeNsa BamnanasoHe Temnepartyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonazaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe NpeanpuaTua n3rotoButens, nsberas sHaunTesibHbIX
KonebaHWin TemnepaTypbl BO BPEMS XPaHEeHUs. XpaHUTb B CyXOM MPOX/AafAHOM MecTe BAuana3oHe Temnepartyp (+5
- +40)°C u BnaxxHocTn ao 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e3onacHoOCTH

Kpronpo6bupkn ABSOTCA HETOKCUYHBbIM annMporeHHbIM NPoAYKTOM, O4HOPa30BOro MCNOJIb30BaHUS.
Kpronpo6bupkn nocTasnstoTCA He CTepusibHbIMU. KpMonpobupKn yCTonuMBbI K CTepuamn3aumm napoBbiM METOAO0M
npu Temnepatype (121+1)° C B TeveHune (20+£2) MUH.

Mpun paboTte c Kpuonpobupkamun, cogepxarunmm bnomaTepnasbl, cnegyet HageBaTb O4HOPA30Bble Pe3nHOBbIE
nepyaTtku, BO n3bexaHve prcka MHOUUMpoBaHua nepcoHana buomarepmanom. He ncnosb30BaTb N0 OKOHYaHUN
cpoka rogHocTu. He Ucnonb3oBaTb He Mo Ha3HavyeHuo. He 1cnonb3oBaTh NpY O6HapPYXXEHUU MeXaHU4eCKux
noBpeXAEHWNA.

5. CsefeHuna 06 ytunmsauum

N3penvs, nMeBLUNE KOHTAKTe KPOBbIO U/MNW APYTMMU BUONOrMYeCcKUMN XUAKOCTAMW, noasiexar yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c 06s3aTefibHbIM 06e33apaxXnBaHMemM NyTeM cTepunnsaumn obbIMU Ha
[aHHOM NpeanpuAaTue yCTaHOBNEHHbIMU MeTogamMu. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KpOBbHO U/Mnun
Ap. 6MONOrNYECKUMN XUAKOCTAMM) B TOM UMC/E C UCTEKLWINM CPOKOM FOAHOCTU YyTUAnsmpytotca no CaHlMvH
2.1.7.2790-10 knacc A.

6. TlapaHTUM narotoBuUTENN

M3rotoButenb: «JIBJ1 TekHonogxuc MéX yHg Ko. KIM», ropugnyeckuii agpec: Fepmanuns, 74564, T.
Kpaiinbexaim, Teogop-LUTopm-LUTpace, a. 17

M3rotoBuTe/Nlb rapaHTUpyeT COOTBETCTBUE U3aenus TpeboBaHnAM HopMa ImBHUA AokymeHTaumn (ISQ,
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCTU ~ w. )5T 1$p 10993
12-2015, OCT ISO 10993-18-2011, OCT ISO 10993-1-2011) npu cobntoge|u TP 10 N G):/MT,OBKY,
XpaHeHns 1 NPYMEHEeHUS B TeYeHMe Cpoka rogHoOCTH.

lapaHTUiiHble 06s3aTeNnbCTBa U3roToBUTENSA /NN ero npeactasutens b NPo{ MNLLI+6s'iAN-"M
MeAVLMHCKOe 1U3aenuve B C/lydae HeHaZiexallero XpaHeHus, TpaHCNopTUPOBKN 6Koro

nsgenusi. i -Storm-StraBe 17/
ails
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MacnopT
Kpronpobupkn o6bemom 1,8 Mn 6e3 2D LTpUX-KoAa, ¢ BHELLUHe Pe3bb0id, C KPbILLKaMM

Cepus 14P10556001 Jata n3rotoBrieHns 12/2015

1. Ha3HaueHwne
Kprnonpo6upkn npegHasHaveHbl Ans cbopa, 06paboTKn, KOHCeEpBaLMN N XpaHeHUA BMONOrMyecknx ob6pasLos
npu Temnepartype MuHyc (196-86)°C ¢ ncnonb3oBaHMeM NapoB Xugkoro asota (LN2), ansa uenen nonyveHusi
MHdopMaLUn Npu NPOBELEHUN MELMLNMHCKMUX UCCefoBaHui in vitro B nabopatopuax MeguLnHCKUX YUpexaeHUi.
O6pasuamu SBMATCA: BMONOrNYeckne XMAKocTn (KpoBb, MaasmMa KpoBu, crnepma) YenoBeka v TKaHu
6unonornyeckme (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEOUCTUNKMN
MaTepuan n3rotoBneHus nonunponuneH Purell HP371P
[abapuTHble pa3mMepbl (gMameTp X BbICOTA) 0 12,6x46,0mMM.
Pabounii 06BEM 1,8 mn.
Hannure KpbIWKn [a, cynnotHuTesieM 13 CUIMKOHOBOW Pe3UHbI
Tun pe3bbbl Ha KpMonpoobrpke BHeLLHASA
Pa6ounii TemnepaTypHbIii gnanas3oH OT1-196 °C go -86°C
Hannuue/tnn 2D wTpunx-koga HeT
YCTONUMBOCTb K LeHTpUyrmpoBaHunio n0 3000g no npoaonbLHOM ocn
[Moka3aTenb repmMeTU4YHOCTU no 95kMa
Macca ogHON KpMonpobMpPKN/KpbILLKN 1,25/0,8 r.
YCTOIAUMBOCTb K CTEpuMsaunm napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
Hanuuue rpagyvpoBku HeT

3.  YnakoBKa, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBKa obecneumBaeT COXPaHHOCTb U3aeNui Npu TpaHCNOPTUPOBKe. KpnMonpobupkn TpaHCnopTUpYOT B
TPaHCNOPTHOW ynakoBKe NpeAnpuaTUSa N3rotoBuUTeNs BAnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajaHus ocakos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOlM YNakoBKke NpeanpuaTna n3rotoButens, nsberas sHaunTeIbHbIX
KonebaHWin TemnepaTypbl BO BPEMS XpPaHeHUs. XpaHNTb B CyXOM MPOX/AafHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn o 80% npu Temnepatype +25°C.

4., TpeboBaHus 6e30MacHOCTH

Kpronpobupku sBMsSKOTCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro UCMoJ/1b30BaHUS.
Kpronpo6bupkn nocTasisioTCa He CTepusibHbIMU. KpMonpobupKn yCTonUMBbI K CTepuamnsaumnm napoBbiM METOA0M
npu Temneparype (121+1)° C BTeueHune (20+£2) MuH.

Mpn paboTe c kpnonpobupkamu, cogepxatl,umm éromarepuasnsl, cnefyet HageBaTb O4HOPa30Bble Pe3VMHOBbIE
nepyaTtkun, BO n3bexaHve prcka MHOULMPOBaHUA NepcoHana romarepmasioMm. He ncnonb3oBaTb N0 OKOHYaHUU
CpoOKa rogHocTn. He ncnonb3oBaTb He MO Ha3HayeHuto. He ncnonb3oBaTb MPU 0GHAPYXEHUN MeXaHUYeCKNX
noBpeXAeHWNA.

5. CsefeHunsa o6 ytunusauunm

N3penvs, nmeBLlUMe KOHTAKT C KPOBbIO U/WUNn ApYyrMMu 6GUONOrMYeCKUMU XUAKOCTAMN, Nogaexar yTunmsauumn
no CaHlnH 2.1.7.2790-10 knacc b c o653atesibHbIM 06e33apaxnBaHmem NyTeM cTepuamsaumnmn tobbIMnN Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHbIMU MeTogamMu. Hencrnonb3oBaHHble (He MMEBLUME KOHTaKTa C KPOBbHO U/Mnun
Ap. 6MONOrNMYECKUMU XUAKOCTAMM) B TOM UYNC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUn3npytotca no CaHlMvuH
2.1.7.2790-10 knacc A.

6. TapaHTUM narotoBuTens

MarotoButenb: «JIBJ1 TekHonogxuc MoX yHa Ko. KM», topugudeckuii agpec: epmanmns, 74564, T.
Kpainbcxainm, Teogop-LUTopm-LTpace, a. 17 _

M3roToBuTe b rapaHTUpPyeT COOTBETCTBME U3aeNus TpeboBaHNAM HOOMaxmBHe-aokyaneHTaun™ ((Sp |
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rOCT(nC ™ |2*"0"2d % [MEc|150 ]b993-
12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cobn”™
XpaHeHns N NPYMEHEHNS B TeYeHne cpoka rogHOCTH.

MapaHTUiiHble 0653aTeNbLCTBA N3rOTOBUTENS /MW ero npeacTaBuTene
MeAVUNHCKOEe U3enuve B C/lydae HeHaa/iexall,ero XpaHeHus, TpaHcnopT]|posku KOro
n3genus.
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MacnopT

Kpronpobupkn o6bemom 4,0 mn 6e3 2D WTpux-Koaa, ¢ BHELLHel Pe3b60id, ¢ KpbILLKaMu

Cepus 14P10556011 [lata usrotosneHns 10/2015

1. HasHaueHue
Kpnonpobunpkn npegHasHaveHbl Ans cbopa, 06paboTKn, KOHCepBaLMN 1N XpaHeHUs 6MoNorMyecknx o6pasLos
npu Temnepartype mMuHyc (196-86)°C ¢ ncnonb3oBaHMeEM NapoB Xuakoro asota (LN2), ansa uenen nony4veHusi
MHdopMaLnn Npu NPoBeAEHUN MeAVULIMHCKMX UCCNeaoBaHWii in vitro B nabopaTopmsax MegULMHCKUX YUpexXaeHUNA.
O6pasuamn SBnsATCA: 6GUONOrMYecKne XXMAKocTn (KpoBb, Nniasma KpoBU, crnepmMa) YenoBeka v TKaHu
6unonornyeckne (KOCTHas TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepunasn n3roToB/1eHNs nonunponuneH Purell HP371P

[abapnTHbIe pa3mMepbl (gMaMeTp X BbicOTa) 0 12,6X75,2MM.

Pabounini 06bEM 4,0 mn.

Hannuvie KpbIwkn [a, cynnoTHuTenem us CUIMKOHOBOW pPe3nHbI
Tun pe3bbbl Ha KpUONpPoobupke BHELLUHASA

Pabounii TemneparypHbIi Agnana3oH Ot -196 °C go -86°C

Hanwnuune/tun 2D wTpmnx-koga HeT

YCTOMUMBOCTb K LLeHTPUYrmpoBaHuio [0 3000g ro NpoaosibHOWM ocn

[Moka3aTenb repmMeTU4YHOCTU no 95kMa

Macca ogHON KprMonpoo6MpKu/KpbILWKN 2,8/0,8 r.

YCTOUMBOCTb K CTEPUIM3aLMU napoBbIM MeETOAO0M MNpu Temnepatype (121+1)°C
Hanuuve rpagyvnpoBku HeT

3.  YnakoBka, TpaHCNoOpTUPOBKAa U XpaHeHne

YnakoBka obecneumBaeT COXpPaHHOCTb N34enui npu TpaHcnopTuposke. Kpnonpobupkn TpaHCnopTMpytoT B
TPaHCNOPTHOW ynakoBKe NpeAnpuaTUSa N3roToBUTENs B AmanasoHe Temnepatyp oT (- 50 go +50) °C 1 BNaxHOCTU
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonajaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl YNakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KonebaHnin Temnepatypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temneparype +25°C.

4, TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn ABASOTCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPAa30BOro MCNOJ/Ib30BaHUA.
Kpronpo6bupky NocTaBnsaoTCs He CTeEPUbHbIMU. Kpronpobmpky yCTOMUMBLI K CTEpUIM3anmmM napoBbiM MeTOAOM
npu Temneparype (121+1)° C BTeueHune (20+2) MuH.

Mpun paboTte c Kpuonpobupkamu, cogepxawumm buomaTepmnassl, cnegyet HageBaTb O4HOPa30Bble Pe3nHOBbIe
nepyaTtku, BO n3bexaHue prcka MHOULMPOBaHUA NepcoHana buomaTepuasioMm. He ncnonb3oBaTb MO OKOHYaHUN
CpoOKa rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4yeHuto. He ncnosb3oBaTb MPU 0GHAPYXEHUN MeXaHUYeCKNX
NoBpPEeXAEHNIA.

5. CsefeHunsa 06 ytunmsauum

N3penvs, nmeBLUIME KOHTAKT C KPOBbLIO U/MNK ApYrMMyU BUONOTMYECKUMU XUAKOCTAMW, Nog/exar ytmnmsaunm
no CaHlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXnBaHMemM NyTeM cTepunnsaummn lobbIM1 Ha
[aHHOM NpeanpusaTue yCTaHOB/IEHHbIMU MeTogamMu. Henmcnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbO U/Mnun
Ap. 6MONOrNYECKUMN XNAKOCTAMU) B TOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU yTUAmnsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsroToBUTENA

M3rotoButenb: «J1B/1 TekHonomkmnc MmoX yHa Ko. KM», topugndecknin agpec: NepmaHus, 74564, T.

Kpalinbcxanm, Teogop-LUTopm-LWTpace, 4. 17

M3roToBuTelb rapaHTUPYeT COOTBETCTBUE N3AeNUA TPe6oBaHUAM i ymeTrtaliym (iS”
9001:2008 IFOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rf" CT 170 10993-
12-2015, F'OCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cob KWN.

XpaHeHWs1 U NPYMEeHeHNs1 BTeYeHne Cpoka roAHOCTU.
rapaHTuiiHble 06s13aTeNIbLCTBA U3rOTOBUTESSA U/UAN ero npeactas’!

MeAVLUMHCKOE U3Aenune B c/lyyae HeHag exallero XpaHeHusi, TpaHCnopTUpPoBKy! © LMHCKOro

nsgenus.
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MacnopT

Kprionpobupkn o6bemom 5,0 Mn 6e3 2D LWTPUX-KOAQ, C BHELLHEN pe3b00oi, ¢ KPbILLKaMMU.

Cepusa 14P10203001 Jata n3rotosrieHus 10/2015

1. Ha3HaueHue
Kpronpo6upkn npegHasHaveHbl 4518 c6opa, 06paboTKn, KOHCEpBaLMM U XpaHeHUs 61onornyecknx o6pasLos
npu Temnepartype MuHyc (196-86)°C ¢ ncnonb3oBaHMeEM NApoB Xugkoro asota (LN2), ansa uenen nonyyveHus
MHdopMaLUmn Npu NPoBEAEHNN MeUNLNHCKUX UCCneaoBaHnii in vitro B 1abopaTopusx MeAULIMHCKUX YUpeXaeHUN.
O6pasuamu SBMATCA: BMONOrNYeckKue XMAKocTn (KpoBb, NnsasmMa KpoBu, crepmMa) yenoBeka v TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIEe TEXHUYECKME Xa0aKTEOUCTUKN
MaTepuan nU3rotoBfeHus nonvnponuneH Purell HP371P
[abapuTHble pa3mMepbl (gMamMeTp X BbICOTA) 0 12,6 x88,9mM.
Pabounii 6bEm 5,0 mn.
Hannune KpbIWwKn [a, CYNAOTHUTENIEM U3 CUIMKOHOBOW pPE3UHbI
Tun pe3bbbl Ha KpMoNpobupke BHeELUHSAA
Pa6ounii TemnepaTtypHbI gnanasoH OT1-196 °C po -86°C
Hannuue/tnn 2D wTpux-koga HeT
YCTOMUMBOCTb K LEeHTPpMEYrmpoBaHuio 00 3000g no NpoAaoAbLHON ocn
[Moka3aTesib repmMeTU4YHOCTU 0o 95kMMa
Macca ogHOW KpMonpoOUpPKU/KpbILWKN 3,5/0,7r.
YCTOMYMBOCTb K CTepumsaumnmn napoBbIM METOAOM Npu Temnepatype (121+1)°C
Hanunuve rpagyvnpoBku HeT

3. YnakoBkKa, TPaHCNOPTMPOBKa N XpaHeHue

YnakoBka obecneumBaeT COXpPaHHOCTb M34eNui npu TpaHcnopTupoBke. Kpronpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpusaTus U3roToBuTens Bauana3oHe TemnepaTyp oT (- 50 go +50) °C n BNaxHoOCTn
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonajgaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe NpeanpuaTna n3rotoButens, nsberas sHaunTesibHbIX
KonebaHWin TemnepaTypbl BO BPEMSA XpaHEeHUs. XpaHUTb B CyXOM MPOX/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn go 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn ABASOTCA HETOKCUYHBIM annporeHHbIM NpoAyKTOM, O4HOPAa30BOro UCMOo/1b30BaHUA.
Kpronpo6upkn nocTaBnstoTCA He CTepusibHbIMU. Kpnonpobupkn yCcToiumBbl K CTepumMsaLmm napoBbiM MeETOA0M
npu Temnepatype (121+1)° C B TedeHune (20+£2) MUH.

Mpn paboTte c Kpuonpobupkamu, cogepxawmm bnomatepnasbsl, cnegyet HageBaTb O4HOPa30Bble Pe3nHOBbIE
nepyaTkun, BO n3bexaHne prcka MHOULMPOBaHUA nepcoHana bnomarepmasioMm. He ncnonb3oBaTb N0 OKOHYaHUN
CpoOKa rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4yeHuto. He Ucnosib3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKnX
noBpeXaeHn.

5. CsefeHnsa o6 ytunusauunm

N3penvs, nMeBLUINE KOHTAKT C KPOBbIO U/MAN ApYrMU BUOA0MMYECKUMU XNAKOCTAMN, Noasiexar yTmnmsaummn
no CaHlnH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaxXmnBaHMemM NyTeM cTepuamsaunmn obbIMN Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogamMu. Hencrnonb3oBaHHble (He UMEBLLME KOHTaKTa C KPOBbO U/Nn
4p. 6MONOrNYECKUMUN XULKOCTAMN) B TOM YNUC/IE C UCTEKLINUM CPOKOM FOAHOCTU YTUnmnsnpytotca no CaHlMvuH
2.1.7.2790-10 knacc A

6. TlapaHTUM nsrotoBuTeENs

W3rotosutenb: «/1BJ1 TekHonogxnc Mv6X yHA Ko. KM», topugunyeckl, agppr: FepmOIymri4bvb4, r~
Kpaiinbcxaiim, Teogop-WTopm-Wrpace, g. 17

M3roToBuUTEsIb rapaHTUPyeT COOTBETCTBUE n3aenusa TpeboBaHmnam nt
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, I'OC! rO#f8E) [10993-
12-2015, I'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npy cOB61K"|
XpaHeHns 1 NPUMEHEHN B TeYeHne CpoKa ro4HOCTMU. [ |

MapaHTUiiHbIe 0b6a3aTeNbCTBa U3roToBUTENS U/ ero npeacTaBuTens
MeAVLUNHCKOEe U3eNune B C/yyae HeHaa iexallero XxpaHeHus, TpaHcnopT HEeKoro
n3genus.
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MacnopTt

Kprionpobupku obbemom 0,3 Mn 6e3 2D LTpUX-KoLa, € BHYTPEHHEN pe3bOol, C KpbILLKaMM

Cepus 2A01331

JaTta n3rotoBneHus 12/2015

Ha3HaueHune

Kpronpo6upku npegHasHaveHbl Ana c6opa, 06paboTkm, KOHCepBaLumM 1 xpaHeHUsi 6Guonornyecknx obpasLos
npu Temnepatype MuHyc (196-86)°C ¢ ncnonb3oBaHMeEM NapoB Xugkoro asota (LN2), ansa uenen nonyveHusi
WMHopMaLM1 Npu NpoBeAeHNN MeLULMHCKUX UCCefoBaHuiA in vitro B nabopaTopusix MeANLUMHCKUX YUPEXAEHUA.
O6pasuamu AB/AOTCSA; GUONOrNYECcKMe XMAKOCTU (KPOBb, M1asMa KpPoBW, criepMa) YesloBeKa 1 TKaHU
6uonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepuas n3rotoBneHus

[abapnTHbIe pasmMepbl (AUameTp X BbiCcOTa)
Pa6ounin 66Em

Hanunune KpbIwKkn

Tun pe3bbbl HA KPUONPOOUpPKe
Pabounii TemnepaTypHbI gnanasoH
Hannuue/tnn 2D wtpux-koga
YCTOMUMBOCTb K LLeHTPUyrmposaHmio
Moka3artesib repMeTU4HOCTU

Macca ogHOIN KpMonpo6MpPKU/KpbILLKN
YCTOMUMBOCTb K CTepunnsaunn
Hanunuue rpagynpoBku

nonunponuneH Purell HP371P

0 8,8 X32 mm.

0,3 mn.

[a, CynnoTHUTeNleM U3 CU/IMKOHOBOW Pe3uHbl
BHYTPEHHSSA

OT1-196 °C po -86°C

HeT

A0 3000g no npoaonbHOM ocn

o 95klMa

0,24/0,1 .

napoBbIM MeETOAOM MNpu TemnepaType (121+1)°C
HeT

3. YnakoBka, TpaHCNOPTUPOBKA U XpaHeHne

YnakoBKa obecneumBaeT COXpPaHHOCTb N34eNui npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCnopTUPYIOT B
TPaHCNOPTHOW ynakoBKe NnpeAnpuaTUSa U3roToBuUTeNsa B AnanasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonajaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl YNakoBke NpeanpuaTnua U3rotoButens, nsberas sHaunTesibHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/afHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4. TpeboBaHMsa 6Ge3onacHOCTU

Kpronpo6bupkn ABAsOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCNOJIb30BaHUS.
Kpronpo6bupkn nocTasnsioTCca He CTepusibHbIMU. KpMonpobupKn yCTonuMBbI K CTepuamnsaumm napoBbiM METOA0M
npu Temneparype (121+1)° C BTeyeHune (20+2) MUH.

Mpun paboTe c Kpuonpobupkamn, cogepxawmmm bnomaTepnasnsl, cneayet HageBaTb O4HOPAa30Bble Pe3HOBbIE
nep4yaTtku, BO n3bexaHne prcka MHOULMPOBaHWS NepcoHana bnomarepmanioM. He ncnosb3oBaTb N0 OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavYeHuto. He ncnosb3oBaTb NPy 06HaAPY>XeHUN MeXaHUYeCKNX
noBpeXaeHWNA.

5. CsefeHua 06 ytunamsauunm

N3penvs, nMeBLUINE KOHTAKTe KPOBbIO U/MNW APYTMMU BUONOrMYeCcKUMN XUAKOCTAMW, Nnoasiexar yTmnnsaummn
no CaHlnvH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06e33apaxnBaHmem nNyTeM cTepunusaumm nobbiMn Ha
[aHHOM npeanpuaTne yCTaHOBNEHHbIMU MeTogamMu. Henmcnonb3oBaHHble (HE UMEBLLME KOHTakKTa C KPOBbIO U/Nn
Ap. 6MOMOrNYECKUMN XUAKOCTAMM) B TOM YUC/E C UCTEKLINM CPOKOM FOAHOCTU YTuUAnsmpytotcsa no CaHlMNuH
2.1.7.2790-10 knacc A

6. [apaHTUK nsrotoBuTENA

M3rotoButenb: «JIBJ1 TekHonogxuc MoX yHg Ko. KIM», topuguyeckunii agpec: F'epmanus, 74564, T.
Kpaiinbexainm, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTe b rapaHTUpPyeT COOTBETCTBUE MU3aenns TpeboBaHNAM HOPMAaTUBHOM ,

9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, roCr 0993-
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cob6nK
XpaHeHUs U NPUMEHEHUS B TeYeHUe Cpoka rogHOCTW.

MapaHTUiiHble 06s3aTeNnbLCTBA U3roToBUTENSA U/ ero npeactasutena’
MeAVLMHCKOe U3aenue B C/lydae HeHaa iexallero XpaHeHus, TpaHcnopTup
n3genus.

MCNoJsib30BaHNA MeaUnLIMHCKOIro

Be 17

errnany
613 20
‘1333
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MacnopTt

Kprionpo6upku o6bemom 0,5 M 6e3 2D WTpux-KoAda, ¢ BHYTPEHHEN pe3b60iA, ¢ KpbiLLKamMi

Cepus 2A1372

[aTta nsrotosneHus 12/2015 |:|

HasHaudeHune

Kpronpo6upku npegHasHayveHbl 4518 c6opa, 06paboTKn, KOHCepBaLMM U XpaHeHNA 61MON0rMyecknx o6pasLos
npu Temnepartype MuHyc (196-86)°C c ncnosnb3oBaHMEM NAPOB XuAKoro asota (LN2), ansa uenen noayyeHus
MHdopMaunmn npu NpoBeAeHNN MeANLMHCKUX NccnefoBaHuii in vitro B nabopatopnsax MeanLMHCKUX yupexxaeHni.
O6pasuamu SBASATCA: 6MONOrMYeckne XMAKocTn (KpoBb, nsiasma KpoBW, crepmMa) YesioBeka 1 TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHus

[abapuTHbIe pa3mMepbl (gUameTp X BbicoTa)
Pabouunii 6bEMm

Hanuune KpbILwKn

Tun pe3bbbl HA KPUONPOOUPKe
Pa6bounii TemnepaTtypHbI granas3oH
Hanwnuue/tnn 2D wTpux-koga
YCTOMUMBOCTb K LLeHTpUyrmposaHuio
Moka3arenb repMeTu4yHOCTU

Macca oHO KpMONpPOO6UPKN/KPbILLKA
YCTON4MBOCTb K CTepuansaunmn
Hanuuve rpagyvpoBku

nonunponuneH Purell HP371P

0 8,8 X33 mm.

0,5 mn.

[a, CynnoTHUTENEM N3 CUIMKOHOBOW Pe3uHbl
BHYTpPEHHSASA

OT1-196 °C go -86°C

HeT

00 3000g no NpoaonbHOM ocn

o 95klMa

0,4/0,1 1.

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecneumBaeT COXpPaHHOCTb M34enui npu TpaHcnopTMpoBke. Kpronpobupkn TpaHCNopTUPYHOT B
TPaHCNOPTHOM yrnakoBKe NMpeanpusaTusa U3rotoButens B aunanaloHe Temnepatyp ot (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. MNMpefoxpaHATb OT NPAMOro nonajgaHusa ocagkos.

Kpronpo6bupkn xpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpusaTMa U3rotoButens, nsberas sHaunTesibHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C 1 BnaxHocTn go 80% npu Temneparype +25°C.

4, TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn ABASOTCA HETOKCUYHBIM annuporeHHbIM NPoAYKTOM, O4HOPAa30BOro UCMo/ib30BaHUA.
Kpronpo6upkn nocTaefstoTca He cTepusibHbIMU. KpMonpoburpKn yCToumMBbI K CTepuamnsaumm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20+£2) MuH.

Mpn paboTe c Kpuonpobupkamu, cogepxatl,umm bnomaTtepmnasbl, cnegyet HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHve prcka MHOULMPOBaHUA nepcoHana bnomarepmasioM. He ncnonb3oBaTb MO OKOHYaHUMN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4yeHuto. He ncnonb3oBaTb MNpU 0GHAPYXEHUN MeXaHUYeCKNX
noBpeXaeHn.

5. CsefeHna o6 ytunusauunm

N3penvs, nMeBLUINEe KOHTAKT C KPOBbIO U/WMAN ApYrMMuU BUMON0TMMUYECKUMU XNOKOCTAMU, noasiexart yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o653atesibHbIM 06e33apaXnBaHMem NyTeM cTepunvsaumn fobbIM1 Ha
[aHHOM npeanpuaTue YCTaHOB/IEHHbIMU MeTogamMu. Henmcnonb3oBaHHble (HEe UMEBLLME KOHTakKTa C KpOBbHO U/Mnun
Ap. 6MONOrNMYECKUMU XUOKOCTAMM) B TOM YNC/IE C UCTEKWINM CPOKOM FOAHOCTU YTUAnsmpytotca no CaHlMvH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsroToBUTENA

MarotoButenb: «JIBJ1 TekHonogxmuc MoX yHg Ko. KM», topugudeckunii agpec: F'epmanuns, 74564, r.
Kpaiinbcxanm, Teogop-LUTopm-LUTpace, a. 17

M3rotoBuTe/lb rapaHTUpyeT COOTBETCTBUE U3aeNus TpeboBaHnAM HopMaTuBHoNgokymeHTaumn (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT urn/m~/i 7[i?t;-9nnQ rnrT lerrnnaas-
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnog™e
XpaHeHns N NPYMEHeHNs B TeYeHMe CpoKa rogHOCTH

MapaHTUiiHble 0653aTeNbLCTBA U3rOTOBUTENSA U/ ero npeactaBuTens
MeAVLMHCKOe nu3genue B C/lydae HeHaanexall,ero XpaHeHus, TpaHcnopT!N
n3genus.

on”3™oBa™A/Y'eaMME'Hckoro

[ | 'JriizrP4& Co. KG
«el7

railsl®im «'Germany
+49 7951 95613 20

+49 7951 95513 33
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MNMacnopT
Kprionpo6upkn o6bemom 0,7 Mn 6e3 2D LTPUX-KO/a, C BHYTPEHHEN pe3bb0i, ¢ KpbILLKaMu

Cepusa 2A0144 [ata nsrotoBneHuns 12/2015

1. Ha3HaueHue
Kpnonpobupku npegHasHaveHbl Ana cbopa, 06paboTku, KOHCepBaLMN 1N XpaHEHUS BMONOrMYecknx o6pasLos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHWEM MapoB Xunakoro asota (LN2), gnsa uenen nonyveHusi
MHdopMaunmn Npu NpoBeaeHNn MeguLMHCKUX nccneaoBaHuii in vitro B naboparopuax MeanLMHCKNX yupexxaeHnii.
O6pasuamu SBASATCA: 6GUONOrMYeckne XNAKoCTn (KpoBb, Nasma KpoBW, crnepmMa) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKMNE Xa0aKTEOUCTUKN
MaTtepuan n3rotoB/ieHnsi nonvnponuneH Purell HP371P
[abapnTHbIe pasmepbl (gMamMeTp X BbiCcOTa) 0 8,8 X43,1 mm.
Pa6bounii 6bEm 0,7 mn.
Hannuve KpbIWKn [a, CynnoTHUTENIEM U3 CUIMKOHOBOW pe3uHbl
Tvn pe3bbbl Ha Kponpobupke BHYTPEHHSA
Pabounii TemnepaTypHbI grana3oH OT1-196 °C go -86°C
Hannuue/tnn 2D wtpux-koga HeT
YCTONUMBOCTb K LLEHTPUAYrMpoOBaHMIO n0 3000g no NpoAosibHOM ocn
[Moka3aTenib repmMeTU4YHOCTU no 95kMa
Macca ogHOI KpnonpobupKN/KpbILWKN 0,42/0,1 r.
YCTOUMBOCTbL K CTepunsaumm napoBbIM MeTOA40M Npu Temnepatype (121+1)°C
Hanuuve rpagympoBku HeT

3. YnakoBKa, TpaHCNOPTUPOBKa U XpaHeHne

YnakoBka obecneumBaeT COXpPaHHOCTb N34eNuii nNpu TpaHcnopTMpoBke. KpMonpobupkn TpaHCnopTMpYoT B
TPaHCNOPTHOM yNnakoBKe NpeanpusaTus U3rotoButens B gunanaloHe temneparyp ot (- 50 go +50) °C n BnaxHOCTH
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajgaHus 0cankos.

Kprnonpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl yNakoBke NpeanpuaTus U3rotoButens, nsberas sHaunTesibHbIX
KonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM MPOxX/afAHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobupku SBASOTCA HETOKCUYHbIM annMporeHHbIM NpoAyKTOM, O4HOPa30BOro MCMNOJIb30BaHUS.
Kprnonpo6bupkn nocTaBnsitoTCA He CTePUNbHbIMU. Kprnonpobupkn ycToiumBbl K CTepuimnsanmm napoBbiM METOA0M
npu Temneparype (121+1)° C BTeueHne (20+£2) MuH.

Mpn paboTte c kpuonpobupkamu, cogepxawmnmm bnomatepmnansl, cnegyet HageBaTb O4HOPA30Bble Pe3NHOBbIE
nepyaTtku, BO n3bexaHne pucka NHOULMPOBaHMA NepcoHana bnomarepmasioMm. He ncnosb3oBaTb MO OKOHYaHUMU
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHuo. He ncnonb3oBaTb NpyY 06HaAPY>XEHUN MeXaHU4eCcKnx
noBpeXAeHUA.

5. CsegeHunsa 06 ytunmsaymm

N3penvs, nmeBLUME KOHTAKT C KPOBbIO U/MNV APYTMMUA BUONOTMYECKUMU XUAKOCTAMW, NOAJexXar yTmnnsaumm
no CanlnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXnBaHMem NyTeM cTepunnsaumn obbIMN Ha
[aHHOM NpeanpusaTue ycTaHOBNEHHbIMU MeToAamu. Hencnonb3oBaHHble (He MMEBLLME KOHTaKTa C KpOBbHO U/unun
Ap. 6MONOrNYECKUMN XUAKOCTAMM) BTOM YUC/IE C UCTEKWINM CPOKOM FOLAHOCTM YyTUAnsmpytotca no CaHlMvuH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3roToBUTENA

M3rotoButenb: «JIB/1 TekHonomkmnc MveX yHa Ko. KM», opnandecknin agpec: NepmaHus, 74564, r.

Kpainbcxanm, Teogop-LUTopm-LTpace, a. 17

M3roToBuTeNb rapaHTMpyeT COOTBETCTBUE N3fenvsa TpeboBaHusAb en-"LI3In (isb
9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IC LUcT 170 10993-
12-2015, I'OCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu cob KW

XpaHeHUs1 1 MPUMEHEHNST B TeUeHe CPoKa roAHOCTU.
MapaHTUiiHble 06a3aTeNnbLCTBa U3roTOBUTENSA U/MAKN ero npeacTtas|™

MeAULUNHCKOE M3aenve B C/lyvae HeHajsiexallero xpaHeHus, TpaHenlf eMLMHEKOTO

n3aenusi.
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MacnopTt

Kpronpobupku o6bemom 0,75 mn 6e3 2D WTpux-Koda, ¢ BHyTPEHHEN pe3b60ii, C KpbiLLKamMi

Cepusa 2A0139 [ata nsroroeneHus 12/2015

1. Ha3HaueHue
Kpronpo6upku npegHasHayeHbl 418 c6opa, 06paboTKN, KOHCepBaLum 1 XpaHeHns 6uonornyeckmx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMeEM NapoB Xuakoro asorta (LN2), ans uenein nonyyeHus
MHdopMaLUM Npu NpoBeAeHNN MeANLMHCKNX MCCNeaoBaHuii in vitro B 1abopatopmnsax MeguuUHCKNX YUpexaeHni.
O6pasuamn ABAIOTCA: 6GUoNOrnMYeckne XMAKocTn (KpoBb, Maasma KpoBu, crnepmMa) YenoBeka v TKaHu
6unonornyeckme (KOCTHasi TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHMUYECKME Xa0aKTEOUCTUKN
Matepuan n3rotoBsieHNst nonvnponuneH Purell HP371P
[abapuTHble pa3mMepbl (gMameTp X BbICOTA) 0 8,8 X44,2 mm.
Pa6bounii 6bEm 0,75 mn.
Hannuve KpbILKn [a, CynnoTHUTEsNIEM U3 CU/IMKOHOBOW PE3UHbI
Tvn pe3bbbl Ha Kpnonpoobupke BHYTPEHHSASA
Pabounii TemnepaTypHbIii gnanas3oH OT1-196 °C pgo -86°C
Hannuue/tnn 2D wTpunx-koga HeT
YCTOMYMBOCTb K LeHTpMyrmpoBaHuio a0 3000g no npoaonbHON ocn
[Moka3aTesib repMeTU4YHOCTU no 95kMa
Macca ogHOW KpMonpoo6MpKu/KpbILWKn 0,45/0,1 r.
YCTONUMBOCTb K CTepunmsaumm napoBbIM MeETOAOM Npu Temnepatype (121+1)°C
Hanunuve rpagynpoBku HeT

3.  YnakoBKa, TPaHCNOPTUPOBKA U XpaHeHune

YnakoBka obecrneynBaeT COXPaHHOCTb U3aenunii Npyu TpaHCNopTUPOBKe. Kpnonpobumpku TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpusaTus U3rotoBuTens BauanasoHe TemnepaTyp oT (- 50 go +50) °C n BnaxHoOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajaHus 0cankos.

Kpronpo6bupkn xpaHaT B repMeTUHHO 3aKpbITOM yrnakoBKe npeanpusaTus N3rotoButens, nsberas sHaunTesibHbIX
KkonebaHuin TemMnepaTypbl BO BPEMA XpaHeHUs. XpaHUTb B CyXOM MPOX/AafHOM MecTe BAuana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABs0TCA HETOKCUYHBIM annuporeHHbIM NpoAyKTOM, OAHOPAa30BOro UCMOJ1b30BaHUS.
Kprnonpo6bupkn nocTasnstoTca He cTepusibHbIMU. Kprnonpobupkn ycToiumBbl K CTepuamnsaumm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20+£2) MuH.

Mpun paboTe c Kpuonpobupkamu, cogepxatl,umm bnomatepmnasnsl, cnegyet HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHve pucka MHOULMPOBaHUA nepcoHana buomarepmanioMm. He Ncnosb30BaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HayeHuto. He ncnonb3oBaTb NPU OGHAPYXEHUN MeXaHUYeCKNX
noBpeXAeHWNA.

5. CsefeHuns 06 yTunusaunm

M3penvs, uMeBLLME KOHTaKTe KPOBbIO U/WMAN APYTMMU BMOMOTNYECKMMU XUAKOCTAMU, NoAnexaT yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTenibHbIM 06e33apaxnBaHmemM NyTeM cTepunmnsaummn obbIMN Ha
[aHHOM NpeanpuAaTve YCTaHOBNEHHbIMU MeToAamu. Hemcnonb3oBaHHble (HEe UMEBLLME KOHTaKTa C KpoOBbHO U/unun
ap. 6MOMOTNYECKMMU XNLKOCTAMMN) B TOM UYNC/IE C UCTEKLLUM CPOKOM FOAHOCTU YTUAn3npyroTcs no CaHlMuH
2.1.7.2790-10 knacc A

6. [apaHTUK n3roToBUTENA

M3rotoButenb: «JIBJ1 TekHonogxuc MoX yHa Ko. KM», topugudeckunii agpec: epmaHus, 74564, T.

Kpaiinbexaim, Teogop-LUTopm-LUTpace, 4. 17

M3rotoButenb rapaHTnpyeT cooTBeTCcTBMue n3aenna Tpe6OBaHVIF|/I'I wy1 (|3@
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, 'O CT 1|SO 10993-
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cof. 3KW.
XpaHeHNA N NpUMEHEHNA B TedeHne CpoKa rogHoCTu.

lapaHTUliHble 06s3aTeNbLCTBA U3roToBUTENSA U/ ero npeacrar He pclcTrpocTpavstoTcs
MeguLNHCKoe n3genune B Crlydae HeHaa/1exallero XpaHeHus, TpaHc NAC®KNIM-VEM®Ne3 BOHMA MeANLIMHCKOrO
nsaenusi. lod' )r-Storm-Stral?i

Asheim mGermany
+49 7067973 20
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MacnopT
Kprionpo6upkn o6bemom 1,0 Mn 6e3 2D WTpUX-Koaa, C BHYTPEHHEN pe3bboid, ¢ KpbILLKaMu

Cepuis 2A0138 Jata n3rotosfeHus 12/2015

1. Ha3HaueHue
Kpronpo6upku npegHasHa4veHbl ans cbopa, 06paboTKn, KOHCEpBaLMM U XpaHeHUA BMON0OrnMyecknx o6pasLos
npu Temneparype MuHyc (196-86)°C c ncnonb3oBaHMeEM NApoB Xuakoro asota (LN2), ansa uenenn nosnyyeHus
MHdopMauumn npu NPoBeAEHNN MeANLMHCKUX UCcnefoBaHuii in vitro B nabopatopmsax MeguuMHCKNX YUpexaeHni.
O6pasuamu aBNATCA; 6GUONOrMYeckmne XXMAKocTn (KpoBb, niasma KpoBW, Crnepma) YesioBeka 1 TKaHu
6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

MaTepnan n3roToe/ieHns nonunponuneH Purell HP371P

[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA) 0 8,8 X51,5 MM.

Pa6ounin 6bEm 1,0 mn.

Hanunuve kpbiwkn [a, CYMNOTHUTENIEM U3 CUIMKOHOBOI pesunHbl
Tvn pe3bbbl Ha Kpnonpobupke BHYTPEHHsIs

Pabounii TemnepaTtypHbI guanas3oH OT-196 °C g0 -86°C

Hannuue/tnn 2D wTpux-koga HeT

YcTonumBocCTb K LLeHTpI/IquFVIpOBaHVIPO £o 3000g no npop'oanof/] ocu

Mokasarenb repMeTUYHOCTH [0 95kMa

Macca ofHO KprUonpob6upKN/KpbILLKN 0,7/0,1r.

YCTOMUMBOCTb K CTEpUIn3aLmnm napoBbIM MeTOA0M MNpu Temnepartype (121+1)“C
Hannuve rpagyvpoBku HeT

3. YnakoBkKa, TpaHCNOpPTUPOBKA U XpaHeHue

YnakoBka obecneymBaeT COXPaHHOCTb M34eNui npu TpaHcnopTMpoBke. Kpronpobupkmn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM yNnakoBKe NpeanpusaTus U3rotoButens BgmnanaloHe Temnepartyp ot (- 50 go +50) °C n BnaxHoCcTn
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajaHus ocagkos.

Kprnonpobupkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe NpeanpusiTa N3rotoBuTens, nsberas sHaunmTesibHbIX
KkonebaHuii TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1aiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C 1 BnaxHocTtn o 80% npu Temneparype +25°C.

4. TpeboBaHuA 6e30MacHOCTMU

Kpronpo6bupkn ABs0TCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPAa30BOro MCNoJsib30BaHUS.
Kpronpo6upkn nocTasnsioTCa He CTepusibHbIMU. KpMonpobupKn yCToiumBbl K CTepuamnsaumm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeveHue (20+£2) MUH.

Mpn paboTe c Kpuonpobupkamu, cogepxawmnmm bnomatepmnasbl, cnegyet HageBaTb O4HOPA30Bble PE3NHOBbIE
nep4yaTtku, BO n3bexaHve pvcka MHOULMPOBaHUA NepcoHana bromareprasioM. He ncnosb3oBaTb MO OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBaTtb He NO Ha3HavyeHuo. He ncnosb3oBaTb NPy 06HAPY>XEeHUN MeXaHUYeCKNX
noBpeXaeHn.

5. CsefeHua 06 ytunmsauunm

N3penvs, nMeBLUME KOHTAKT C KPOBbIO U/UNn ApyrMMu 61MOA0TrMUYEeCKMUI XULAKOCTAMU, Noasiexar yTmnnsaumm
no CaHlnH 2.1.7.2790-10 knacc Bc o6si3aTefibHbIM 06€e33apaxXmnBaHUemM nyTemM ctepuamnsaymm nobbiMn Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamu. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPOBbHO M/Mnun
4p. 6MONOrNYECKUMN XNUAKOCTSAMM) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTuUAmnsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. TlapaHTuUu nsrotoBuTeNs

M3rotoButenb: «JIBJ1 TekHonogxuc MoX yHg Ko. KM», topugnyeckuii agpec: Fepmanus, 74564, r.
Kpainbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3roToBuTe/Ib rapaHTUpyeT COOTBETCTBUE M3aennsa TpeboBaHNnAM HOpMaTUBHOW AOKyMeHTauum (150
9001:2008 TIOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, pCI'TrC'a/llT170252970CT||50 10993-

12-2015, FOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npu c(|6nJ W W aNg(ATUp6BKM,
XpaHeHna n NpuMeHeHna BTeYeHne CpokKa roaHoCcTu. I
rapaHTI/II7IHbIe 0bs13aTenbCTBa M3roToBUTENA U/MN ero npepcrabr He p3aloCTPaHAroTcs; Ha
MeanUMHCKOoe mnsaenue B C/lydae HeHagexauero XxpaHeHusa, TpaHcr I n”MnllasarfCnga m
AT KeH&Co. KG / !
p-rt/Arar3er7 1
-iGerilan;
(+497951
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MacnopT

Kprionpobupkn o6bemom 11 Mn 6e3 2D LITPUX-KOoa, C BHYTPEHHEI Pe3b00ii, C KPbILLKaMM

Cepus 2A0142

1

[aTta nsrotosneHusa 12/2015

Ha3HauyeHue

Kpronpo6upkn npegHasHayeHbl As18 c6opa, 06paboTKm, KOHCepBaUMM 1 XpaHeHNsT 61oornyecknx obpasLos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NApPOB XuAkoro asota (LN2), ana uenen nonyyveHus
WMHpopMaLMn NPy NPOBEAEHNN MEAULMHCKUX UCCMeA0BaHWUIA in vitro B nabopaTopusix MeANLUNHCKUX YUPEeXAEeHUA.
O6pasuamu SBASKOTCA: GUOIOrNYECKme XMAKOCTU (KpoBb, N/iasMa KpoBW, criepmMa) YesloBeKa 1 TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHNYECKME XapPaKTePUCTUKN

MaTepuan n3rotoBneHus

[abapuTHble pa3mMepbl (gMameTp X BbICOTA)
Pabounin 6bEm

Hanunune KpbIwKkn

Tun pe3bbbl HA KPUONPOOUpPKe
Pa6ounii TemnepaTtypHbI granasoH
Hannuue/tnn 2D wTpux-koga
YCTONYMBOCTb K LLeHTPUAYrMpoBaHUIO
Moka3arenb repMeTU4HOCTU

Macca ogHON KpMonpo6UPKN/KPbILLKA
YCTONYMBOCTb K CTepunnsaunn
Hanunuve rpagynpoBku

nonunponunen Purell HP371P

0 12,6 X41,4 mm.

1,1 mn.

[a, CYNAOTHUTENIEM U3 CU/IMKOHOBOW Pe3uHbI
BHYTPEHHSA

OT-196°C pgo -86°C

HeT

00 3000g no NpoAosibHOM ocn

no 95«Ma

0,77/0,7 .

napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
HeT

3. ¥YnakoBka, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka obecneynBaeT COXpPaHHOCTb U3aenuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCnopTMpyoT B
TPaHCNOPTHOM ynakoBKe NpeanpuATUSA U3roToBuTeNs BananasoHe TemnepaTyp oT (- 50 go +50) °C u BiaxHoOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonagaHus ocagkos.

Kpronpobupku XpaHAaT B repMeTUYHO 3aKpbITON yNnakoBKe NpeanpusaTUs U3roToBUTeNs, n3beras 3HaumTelbHbIX
KonebaHWin TeMmnepaTtypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM MpPox/1aAHOM MecTe B Anana3oHe Temnepartyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABs0TCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCMNOJIb30BaHUSA.
Kprnonpo6bupkn nocTaBnstoTCA He CTePUNbHbIMU. KpMonpobmnpky yCTONUMBLI K CTEPUIM3aLMmM NapoBbiM METOA0M
npu Temnepatype (121+1)° C BTeueHne (20+2) MuH.

Mpun paboTte c Kpuonpobupkamu, cogepxatl,umm bnomaTtepmnassl, cnegyet HageBaTb O4HOPa30Bble PE3VHOBbIE
nepyaTtku, BO n3bexaHne pucka MHOULMPOBaHUA nepcoHana bnomarepmasioM. He ncnosb30BaTb NO OKOHYaHUU
CpoKa rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHuo. He ncnonb3oBaTb NPy 06HAPYXEHUN MeXaHUYeCKnx
NMOBPEXAEHWIA.

5. CsegeHuns 06 ytunumsaumu

M3penvs, nMeBLUME KOHTAKT C KPOBbIO U/MNV APYTMMU BUOMIOTNYECKMMU XUAKOCTAMW, NoanexarT yTmnnsaunmn
no CaHlMnH 2.1.7.2790-10 knacc b c o653atenibHbIM 06e33apaxXnBaHMem NyTeM cTepunusaumm fitobbIMn Ha
[aHHOM NpeanpuaTUe YCTaHOB/IEHHbIMU MeTogamMn. Hencnonb3oBaHHble (HE UMEBLLNE KOHTaKTa C KPOBbIO U/Mnun
Ap. 6MONOrNYECKUMN XULKOCTAMN) BTOM UYNC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUAn3npytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3rotoBuTeNA

M3rotoBuTenb: «JIBJ1 TekHonogxkuc MveX yHg Ko. KM», ropugnyeckuii agpec: Fepmanuns, 74564, T.
Kpalinbcxanm, Teogop-LUTopm-LTpace, 4. 17

M3rotoBuTeNb rapaHTUpyeT COOTBETCTBUE U3aenus TpeboBaHUsM-!
9001:2008 TI'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:

12-2015, IOCT ISO 10993-18-2011, INOCT ISO 10993-1-2011)
XpaHeHns N NPYMEeHEeHUs BTeYeHne cpoka rogHoOCTW.

[apaHTUiiHbIe 06a3aTeNnbLCTBA U3roToBUTENSA U/ €ro nae,
MeAVUNHCKOEe U3[enuve B CNlyyae HeHaasiexallero XxpaHeHusl) TpaHc)
nagenus.

VBHOU goky(“HTalumn (1ISO
Cdivi®r7|~"009 TOCT ISO 10993-
ycn9»|p TLWHCcNgpTMpOBKY,

HSIOTCA Ha
P\ B MM, P(@Nb30B NS Me4NLMHCKOTO

“rm-StraBe
leisrt"Germar
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MacnopT

Kprionpo6upku o6beMom 1,2 Mn 6e3 2D LTpUX-Koa, C BHYTPEHHEI pe3b0oid, C KpbILLKaMM

Cepus 2A0141 Jata nsrotosneHus 12/2015

1. Ha3HaueHue
Kpronpo6upkun npegHasHayeHbl AN c6opa, 06paboTkm, KOHCepBaunmn 1 XxpaHeHns 6uonornyecknx obpasyos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHreM MapoB Xnakoro asota (LN2), ons uenei nonyyeHus
MHdopMaunn nNpm NposeaeHNN MeAULMHCKUX NCcnefoBaHuii in vitro B nabopatopmnsax MeguuuHCKNX YUpexaeHni.
O6pasuamu ABNAKTCA: BUNOMOTNYECKME XNAKOCTU (KPOBb, Nia3ma KpoBW, Crepma) YesioBeka U TKaHu
6nonornyeckne (KOCTHast TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

Matepwuan n3rotossieHus nonvnponuneH Purell HP371P

[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA) 0 12,6 X42,7 MMm.

Pabounin 66Em 1,2 mn.

Hannune kpbIwkn Aa, CYNNOTHUTENEM U3 CU/IMKOHOBOW Pe3vHbI
Tun pe3bbbl Ha KpNonpobrpke BHYTPEHHSA

Pabounii TemnepaTypHbIli Agnana3oH OT1-196 °C go -86°C

Hanuuune/tun 2D wtpux-koga HeT

YCTONYMBOCTb K LEHTPUYTMpoOBaHuo [0 3000g no NpoaosiLHON ocn

[Moka3aTesib repMeTUYHOCTU 0o 95kMa

Macca ogHON KpMOonpo6MPKU/KPbILLKA 0,84/0,7 r.

YCTOAUMBOCTL K CTEPUIM3aLMU napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBka, TPaHCMnopTMPOBKa MU XpaHeHune

YnakoBka obecneumBaeT COXpPaHHOCTb M34eNui npu TpaHcnopTupoBke. Kpuonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpuATUA U3roToBuUTeNs B AnanasoHe TemnepaTyp oT (- 50 o +50) °C u BiaxHoOCTN
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonagaHusi 0cazKos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe npeanpusaTua N3rotoBuTens, nsberas sHaunTesibHbIX
KonebaHnin Temnepatypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTn ao 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn ABISOTCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro UCMoJs1b30BaHUA.
Kpronpo6upkn NocTtaBnsaoTcs He CTEPUNbHbIMU. Kpronpobmpky yCTOMUMBbLI K CTEpUM3aL MM NapoBbiM MeETOAOM
npu Temnepatype (121+1)° C B TeueHune (20£2) MUH.

Mpun paboTe c Kpuonpobupkamun, cogepxawumm bnomaTepnasbl, cnegyet HageBaTb O4HOPa30Bble Pe3nHOBbIE
nep4yaTtku, BO n3bexaHve prcka MHOULMPOBaHUA nNepcoHana brnomarepmasioMm. He Mcnosb30BaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHuto. He ncnosb3oBaTb NPU OOHAPYXEHUN MeXaHUYeCKnX
noBpeXaeHWUA.

5. CsegeHnsa 06 ytunusauum

3penvs, nMeBLUME KOHTAKT C KPOBbIO U/UAn ApYruMu 61MoAormMyecKMMm XNaKoCcTamMmm, noanexart yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc bc o6s3aTenibHbIM 06€e33apaxXnBaHuemM nyTemM ctepuamnsaymm nobbiMu Ha
[aHHOM npeanpuaTue yCTaHOB/IEHHbIMU MeTogamMu. Hencnonb3oBaHHble (HEe UMEBLLME KOHTaKTa C KPOBbIO U/nnun
Ap. 6MONOrNYECKUMN XUAKOCTAMM) B TOM UMC/E C UCTEKLIMM CPOKOM FOAHOCTU YTUAnsmpytotca no CaHlMvH
2.1.7.2790-10 knacc A.

6. [apaHTUM n3rotToBUTENSA

M3rotoButenb: «J1B/1 TekHonomkmnc MoX yHa Ko. KM», topugudecknii agpec: NepmaHus, 74564, .
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, 4. 17

M3roToBuTe b rapaHTUpyeT COOTBETCTBUE N3aeNnns TpeboBaHMSAM HOPMaTUBHOM AOKYMeHTaunn/150_,

9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rodr 1L/ 3 1SO 10993-
12-2015, I'OCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cob6 n™g~" TpoBKiA,
XpaHeHUs U NPUMEHEHUS B TeYeHne Cpoka rogHOCTW.

MapaHTUiiHbIE 06s3aTeNbCTBA U3roTOBUTENSA U/ ero NpeacTasuT’ i acl TpocTpaHaioTcs Ha I
MeAVLMHCKOe u3genue B C/lyvae HeHaanexaulero xpaHeHus, TpaHcno|iB cni”lso WT?L 4% afiLMHCKoro
N3AENA. & Co. KG

:orm”~traBe ®
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MacnopT

Kpronpobupkn o6bemom 1,4 mn 6e3 2D WTpux-Koda, ¢ BHYTPEHHEN Pe3bO0id, ¢ KpbILLKaMi

Cepus 2A0143 [ata n3rotoBneHns 12/2015

1. Ha3HaueHue
Kpronpo6upkun npegHasHaveHbl Ans c6opa, 06paboTkun, KoHCepBaLUMn N XpaHeHUs 61uonormyecknx o6pasuos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHMEM NapoB Xugkoro asota (LN2), ana uenen nonyyveHus
MHdopMaLUM Npu NPoBeAEHNN MeAULMHCKUX nccneaoBaHuii in vitro B nabopatopmsaix MeAnLMHCKUX YUpexaeHni.
O6pasuamu ABNAKTCA: BMOMOrNYECKNE XUAKOCTU (KPOBb, Nfa3ma KpoBW, CnepmMa) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
MaTepnan n3roToe/eHNs nonunponuneH Purell HP371P
MabapuTHble pasmepbl (AMaMeTp X BbICOTA) 0 12,6 X44,2 MMm.
Pabounii 66ém 1,4 mn.
Hannune KpbIwkn Aa, CYNNOTHUTENIeM U3 CU/IMKOHOBOM Pe3vHbI
Tvn pe3bbbl Ha Kpuonpobupke BHYTPEHHAS
Pabounii TemnepaTypHbIn Anana3oH OT-196 °C go -86°C
Hannuue/tnn 2D wTpux-koga HeT
YCTOMUMBOCTb K LIeHTPUdYrmpoBaHuio [0 30009 ro nNpoaosiLHOI ocn
[Moka3aTesib repmMeTU4YHOCTU 00 95kMMa
Macca ogHON KprUomnpobuMpKN/KpbILKN 0,98/0,7 T.
YCTOMUMBOCTb K CTepUAn3saLm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hannuve rpagyvposkun HeT

3. YnakoBKa, TpPaHCNOPTUPOBKA U XpaHeHune

YnakoBka ob6ecneumBaeT COXPaHHOCTb N34eNui npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCNOPTHOM ynakoBKe NpeanpuaTUSa U3roToBuTens BamnanasoHe TemnepaTyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temneparype +25°C. MNpenoxpaHsaTb OT NPAMOro nonagaHusi 0cagkoB.

Kpronpobupku XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe npeanpusaTua N3roToBUTeNs, nsberas 3HaumTe IbHbIX
KonebaHWin TemnepaTypbl BO BPEMS XpaHEeHUs. XpaHUTb B CyXOM MPOxX/afHOM MecTe BAuana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temneparype +25°C.

4, TpeboBaHus 6e30nacHOCTH

Kpronpo6bupkn ABASOTCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCNOJ1b30BaHUS.
Kpronpobupky nNocTaBnsaoTCs He CTEPUNbHbIMU. KpMonpobmpky yCTOMUMBLI K CTEpUM3anmmM napoBbiM MeETOAOM
npu Temnepatype (121+1)° C BTeyeHue (20+2) MUH.

Mpun paboTe c Kpuonpobupkamun, cogepxawmmm bnomaTepnasbl, cnegyet HageBaTb O4HOPA30Bble Pe3nHOBbIE
nep4yaTtku, BO n3bexaHne prcka MHOULMPOBaHUA NepcoHana 6uomaTepuasioMm. He Ucnonb3oBaTb MO OKOHYaHUU
cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHUo. He 1cnonb30oBaTb NPy 06HAPY>XEHUN MeXaHUYeCKux
noBpexaeHni.

5. CsegeHuns 06 ytunusaumun

M3penvs, nMeBLUME KOHTAKT C KPOBbIO M/MAV APpYTMMU BUMOMOTMYECKMMU XNAKOCTAMN, Noanexar yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06€33apaxXnBaHUeM nyTemM ctepuamnsaymm nobbiMn Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamu. Hemcnonb3oBaHHble (He MMEBLLME KOHTaKTa C KPOBbHO W/1Un
Ap. 6MONOrNYECKUMN XNAKOCTSAMM) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTunmanpytotca no CaHllunH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBuTENA

M3rotoButesnb: «JIB/1 TekHonomkmc MoX yHa Ko. KM», topygudecknii agpec: NepmaHus, 74564, T.
Kpainbcxanm, Teogop-LUTopm-LWTpace, 4. 17

M3rotoBuTeNb rapaHTUpPyeT COOTBETCTBUE MU3a4ennsa TpeboBaHNAM HOPMaTUB HOIA
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UICO/lY BSaMA2J®fA09gfOC S (fI®3-

12-2015, MOCT I1SO 10993-18-2011, NOCT ISO 10993-1-2011) npu coba0aeHUN VG
XpaHeHUs1 1 NMPUMEHEHUs B TeUYeHNe CpoKa rogHOCTU.

FapaHTWiiHble 0653aTeNbCTBA U3rOTOBUTENSA U/UNN ero npeactasuTens B PO i fpocTpafe6 (NN AN/AS
MeAVLMHCKOe U3fenve B Clydae HeHad/1eXxallero XpaHeHus, TpaHCNopPTUPOBK i
n3aenusi. lstra Be 17
rmany
B13 2r1
elefrx; 7951 9
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MacnopTt

Kpronpobupkn o6bemom 1,6 mn 6e3 2D WTpUx-KoAda, C BHYTPEHHEN pe3bboiA, C KpbILLKaMW

Cepusa 2A014331 [aTa nsrotoBneHuns 12/2015

1. Ha3sHaueHwue
Kpronpo6upku npegHasHaveHbl 418 c6opa, 06paboTKnN, KOHCepBaLMM N XpaHeHNs 6uonornyeckmx obpasLuos
npu Temnepatype MuHyc (196-86)°C c ncnosnb3oBaHMEM NApPOB Xuakoro asorta (LN2), gns uenein nonyyveHus
MHdopMaLUM Npu NPoBeAeHNN MeAVULMHCKUX UccnefoBaHuii in vitro B nabopatopuax MeanuUMHCKNX YUpexaeHni.
O6pas3uamn ABAAKTCA: BMONOrNYeckue XnaKocTn (KpoBb, Masma KpoBK, crnepmMa) YenoBeka v TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIEe TEXHUYECKME Xa0aKTEOUCTUKHN
MaTepuan 1srotosfieHns nonunponuneH Purell HP371P
[abapuTHble pa3mMepbl (gMameTp X BbICOTA) 0 12,6 X44,7 MmMm.
Pabounini 6bém 1,6 wmn.
Hannune KpbIwkn Aa, CYNNOTHUTENEM U3 CU/IMKOHOBOW Pe3uHbl
Tun pe3bbbl Ha KpMonpoobrpke BHYTPEHHSA
Pabounii TemneparypHbIi Agnana3oH OT-196 °C go -86°C
Hanwnuune/tun 2D wTpmnx-koga HeT
YCTOMUMBOCTb K LLeHTPUYrmpoBaHuio [0 3000g no npoaonLHON ocu
Moka3aTesb repMeTnYHOCTU 0o 95kMa
Macca ogHOWM KpMonpo6MpKu/KpbILWKN 1,12/0,7 r.
YCTOMUMBOCTb K CTepuansauum napoBbIM METOAOM Mpu Temnepatype (121+1)°C
Hanuuve rpagynpoBkum HeT

3. YnakoBka, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka o6ecrneunBaeT COXpPaHHOCTb M34enui npu TpaHcnopTupoBke. Kpnonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpusaTus U3rotoBuTens Bauanas3oHe TemnepaTyp oT (- 50 o +50) °C n BiaxHOCTU
0,0 98% npu Temnepatype +25°C. NpefoxpaHATb OT NPAMOro rnonajaHus ocafkoB.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl YNakoBKe NpeanpuaTna n3rotoButens, nsberas s3HaunTesIbHbIX
KonebaHWin Temnepatypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM MpoxX/1aAHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C 1 BnaxHocTn go 80% npu Temnepatype +25°C.

4, TpeboBaHuA 6e30MacHOCTU

Kpronpo6bupkn ABsOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro UCMoJ/1b30BaHUA.
Kpronpo6bupky NocTaBnsaoTCAa He CTEPUNbHbIMU. KpMonpobmpky yCTONMUMBLI K CTEPUM3aLMM NapoBbiM METOAOM
npu Temneparype (121+1)° C BTeueHune (20+£2) MuH.

Mpun pa6oTe c Kpuonpobupkamu, cogepxawmmm bnomaTepnasbl, cnegyet HageBaTb O4HOPa30Bble Pe3HOBbIE
nepyaTtku, BO n3bexaHne prcka MHOULMPOBaHUA NepcoHana bnomarepmanioM. He ncnonb3oBaTb MO OKOHYaHUKN
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HaveHuto. He ncnosib3oBaTtb Npy 06HapYXeHUN MeXaHUYeCKnX
NoBpPeXAEeHNIA.

5. CsefeHnsa 06 ytunusauunm

N3penvs, MeBLUME KOHTaKT C KPOBbIO U/MAN APYTMMU BUOAOTMUYECKMMU XULAKOCTAMU, NoANexaT yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc b ¢ o653aTenibHbIM 06e33apaXnBaHMem MyTeMm cTepunnsaymn fitobbIMn1 Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeTogamMu. Hemcnonb3oBaHHble (HEe UMEBLLME KOHTaKTa C KpOBbHO U/Mnun
Ap. 6MONOrNYECKUMN XNUAKOCTSAMM) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTuUamsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTuUn nsroToBuTENA

M3rotoButenb: «J1B/1 TekHonogxkmuc MueXyHa Ko. KM», topugnyeckuii agpec: NepmaHus, 74564, r.
Kpalinbcxanm, Teogop-LTopm-LUTpace, 4. 17

M3roToBuTe b rapaHTUPYyeT COOTBETCTBMNE U3aennsa TpeboBaHMAM HOpMaTuBHOM JokymeHTaunm (1ISO
9001:2008 TIOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCKO/MIKT TD593-
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobntogeH
XpaHeHns N NPUMEHEHUS B TeYeHMe Cpoka rogHOCTH.

MapaHTUiiHble 06s3aTeNbCTBA U3roTOBUTENSA U/ ero NpeacTaBuTens e
MeAVLUMHCKOEe u3genue B C/lyvae HeHaanexaulero XpaHeHus, TpaHcnopTup intcKoo
n3genus.

Telefon
Telefax: +49 7951 95613
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MacnopT

Kpvonpobupku o6bemom 1,8 Mn 6e3 2D LWTpUX-Koaa, € BHyTPeHHel pe3b0oi, ¢ KpbILLKamu

Cepus 14P1055601

[aTta nsrotosneHus 12/2015

Ha3HauyeHue

Kprnonpo6upkn npegHasHayeHbl 418 c6opa, 06paboTKN, KOHCepBaLum 1 XpaHeHns 6uonornyeckmx obpasLos
npu TemnepaTtype MUHycC (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ans uyenen nonyyeHms
MHdopMaLmn nNpu NpoBeAeHUN MeANLVNHCKUX NCCNefoBaHuii in vitro B 1abopaTtopusax MeguUUHCKNX YUPEeXAeHWA.
O6pasuamu ABNAIOTCA: BMOMOrNYECcKNe XUAKOCTU (KPOBb, Nia3ma KpoBuW, Crepma) YesloBeka U TKaHu
6uonornyeckre (KOCTHas TkaHb, 06pasLbl KOXHbIX NOKPOBOB)

2. OCHOBHbIe TEXHUYECKNE XapaKTepUCTUKN

MaTepuan n3rotoBneHus

[abapnTHbIe pa3mMepbl (gMameTp X BbICOTA)
Pabounin 6bEMm

Hanuuune KpbILwKn

Tun pe3bbbl Ha KpMonpobupke
Pabounii TemnepaTtypHbIi grana3oH
Hannuue/tnn 2D wtpux-koga
YCTONYMBOCTb K LEHTPUYTMpOBaH1IO
Moka3artesib repMeTUYHOCTU

Macca ogHOW KpMonpoo6MpKu/KpbILWKN
YCTONYMBOCTb K CTEepunnsaunmn
Hanunuve rpagyvpoBku

nonunponwuneH Purell HP371P

0 12,6 X47,2 mMm.

1,8 ™.

[a, CynAoTHUTEsNIEM U3 CU/IMKOHOBOW Pe3uHbI
BHYTPEHHSA

OT1-196 °C go -86T

HeT

00 3000g no NpoAosibHOM ocn

no 95kMa

1,26/0,7 1.

napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBka obecneymBaeT COXPaHHOCTb U3aenuii Npu TpaHCNoOpPTUPOBKe. Kpnonpobupku TpaHCnopTMPYOT B
TPaHCNOPTHOW ynakoBKe NpeAnpuaTUSa U3rotToBuTeNnsa BAmnanasoHe Temnepartyp oT (- 50 go +50) °C n BAaxHOCTU
0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHus ocagkos.

Kpronpo6bupkn XpaHAaT B repMeTUYHHO 3aKpbITOM yrnakoBKe NpeanpusaTusa N3roToBUTENs, n3beras 3HaumTe IbHbIX
KonebaHnin Temnepatypbl BO BPeEMs XpaHeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B AuanasoHe Temnepatyp (+5
- +40)°C n BnaxHocTtn go 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobupku sBASIOTCA HETOKCUYHBIM anvporeHHbIM NPoAyKTOM, O4HOPa30BOro UCMNOIb30BaHUS.
Kpronpo6bupkn nocTasfstoTCa He cTepusibHbIMU. Kpronpobumpky yCTONMUMBLI K CTEpUM3aL MM napoBbiM METOA0M
npu Temneparype (121+1)° C B TeyeHune (20+2) MUH.

Mpun paboTe c Kpuonpobupkamu, cogepxaslummm buomaTepunasbl, cnegyet HageBaTb O4HOPA30Bble Pe3MHOBbIE
nepyaTtku, BO n3bexaHue prcka MHMUMpoBaHns nepcoHana buomarepmasioMm. He ncnonb3oBaTb NO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He Mo Ha3HaveHuo. He ncnosib3oBaTtb Npy 06HapYXeHUN MeXaHUYeCKnX
noBpeXaeHWNA.

5. CBegeHuna 06 ytunmsauymn

N3penvs, nmeBLlUIME KOHTAKT C KPOBbIO U/WMNW ApYTMMU BUONOrMYECKUMU XUAKOCTAMW, NoAsiexaT yTunmsaunumn
no CaHlnH 2.1.7.2790-10 knacc b c 06s3aTefibHbIM 06€33apaxnBaHuemM nyTemMm ctepuansauum nobbiMu Ha
OaHHOM NpeanpuAaTue yCTaHOBNEHHbIMU MeToAamu. Hemcnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPOBbHO 1U/1nun
ap. 6MONOrNYECKUMN XNAKOCTSAMM) B TOM HMC/E C UCTEKLLINM CPOKOM FrOAHOCTU yTunmampytotesa no CaHlluH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM nsroToBuTENSA

M3rotoButens: «J1B/1 TekHonogxkmc MoX yHa Ko. KM», topugudeckunii agpec: NepmaHus, 74564, .
Kpainbcxanm, Teogop-LUTopm-LWTpace, a. 17

M3rotoBuTENIb rapaHTUPYeT COOTBETCTBME MU3AeNNsa TpeboBaHusiM HopmaTtmnomoii/,ollymollrayum (ISO-
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, ITOCT U 10793-
12-2015, IOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npw cobnoge TfPopn,
XpaHeHWs U NPUMEHEHUS B TeYeHne Cpoka rogHOCTW.

MapaHTUiiHbIe 06A3aTeNIbCTBa U3roToBUTENS U/ ero npeacTaBuTens
MeAVLMHCKOe nu3genune B Crlydae HeHaanexaulero XxpaHeHusl, TpaHcnopTu|POBKI ntno IkoBaHMA MeaWULMH CKOro
nsaenuvs. GTtaH N Co. KO/

oc oryStc rm~traBe 17
/64 [railat|girn\9ermany
fefor :149\7951 95613 21
Telelad/+49 7951 95613 33 3
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OCHOBHOI® TEXHUMNECKNE XAPAKTEPHCTUKI
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MacnopT

Kprionpobupkn o6bemom 4,0 Mn 6e3 2D WTpuX-Koa, ¢ BHYTPEHHEI pe3b0b0id, ¢ KpbILLKaMu

Cepus 14P10555011 [ata nsrotoBneHuns 12/2015

1. Ha3HaueHue
Kpnonpobupkn npegHasHa4veHbl Ans cbopa, 06paboTKn, KOHCepBaLMM U XpaHeHUs 61Monornyecknx obpasuos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ana uyeneii nonyyeHms
nHdopmaumn nNpyn NposefeHnn MegULVUHCKUX UCCef0BaHnA in vitro B 1abopaTopusax MegULNHCKNX YUpexXaeHUNA.
O6pasuamu ABNAOTCA: GUONOrMYeckmne XNAKoCTn (KpoBb, Nnnasma KpoBW, crnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUNKN
Matepuan n3rotoB/ieHnsi nonunponuneH Purell HP371P
[abapuTHble pa3mMepbl (gMamMeTp X BbICOTA) 0 12,6 X77,0 mMm.
Pa6bouunii 06bEM 4,0 mn.
Hannume KpbIWKN [a, CynnoTHUTesIeM U3 CUIMKOHOBOW Pe3uvHbl
Tvn pe3bbbl Ha Kpuonpobupke BHYTPEHHSSA
Pabounii TemnepaTtypHbI grana3oH OT1-196 °C pgo -86°C
Hannuue/tnn 2D wTpunx-koga HeT
YCTONYMBOCTb K LEHTPUYIrMpoBaHuio 00 3000g ro nNpoaosibHOWM ocu
[Moka3aTesib repMeTUYHOCTU [0 95kMMa
Macca ogHON KpMonpo6MPKN/KpbILLKN 2,8/0,7r.
YCTOUMBOCTL K CTepunsaumm napoBbIM MeTOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBka, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka ob6ecneumBaeT COXpPaHHOCTb N34eNuii Npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCnopTUpYLOT B
TPaHCNOPTHOM ynakoBKke NMpeanpusTMsa n3rotoButensa BAnanasoHe Temnepatyp oT (- 50 go +50) °C n BnaxHocTn
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonajgaHus 0cankos.

Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBke NpeanpuaTua n3rotoButens, nsberas sHaunTesibHbIX
KonebaHnin Temnepatypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/afHOM MecTe BAnanasoHe Temnepatyp (+5
- +40)°C u BnaxHocTtn ao 80% npu Temnepatype +25°C.

4, TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn ABMSOTCA HETOKCUYHBIM annMporeHHbIM NPoAyKTOM, O4HOPAa30BOro UCMNoJib30BaHWS.
Kpronpo6upkn nocTaBnstoTCa He cTepusibHbIMU. Kpronpo6bupkn yCcToiumBbl K CTepUMsanmm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20+2) MuH.

Mpn paboTe c Kpuonpobupkamun, cogepxawmnmm éromarepmassl, cnegyet HageBaTb 0O4HOPa30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHve prucka MHOULMPOBaHUA nepcoHana brnomarepmasioM. He ncnosb3oBaTb N0 OKOHYaHUN
CpoOKa rogHoOCTW. He ncnonb3oBaTb He MO Ha3Ha4dyeHuto. He ncnosb3oBaTb NpU OOHAPYXEHUWN MeXaHUYeCKNX
MOBPEXAEHWIA.

5. CsegeHua 06 ytnnmsauum

M3genvs, nMeBLUME KOHTaKT C KPOBbIO U/WUAN APYTUMW BUOMOTMYECKUMN XUOKOCTAMU, NoAnexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6a3atenbHbIM 06€33apaXXnBaHUeM NyTemM CTepumsauum nrobIMU Ha
[aHHOM npeanpusaTve yCTaHOB/IEHHbIMU MeToAaMu. Hencnosib3oBaHHbIe (He MMeBLUMEe KOHTaKTa C KPpoOBbHO U/1an
Ap. 6MONOrNYECKUMN XNOKOCTAMU) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTuamsmpytotcsa no CaHlluH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsroToBUTENA

M3rotoButens: «J1B/1 TekHonomkmc MoX yHa Ko. KM», topugudeckunii agpec: Mp™Manus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LWTpace, 4. 17

M3roToBuTe/Ib rapaHTUpyeT COOTBETCTBUE U3AeNnsa TpeboBaHUAM

9001:2008 TI'OCT MCO/MIK 15426-1-2003, ISO/IEC 15426-2:2015, IC 3 10993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npwn cob. Tpasllopl®poB n
XpaHeHns 1 NPpUMEHEHUA B TeYeHne CpoKa rofHOCTH.

apaHTUiiHbIe 06A3aTeNIbCTBa U3rOTOBUTENA U/WK ero npeacrasurt! Ha
MeANLMHCKOe U3fenune B Crlydae HeHa lexallero XpaHeHus, TpaHen(optyp| OVLUNHCKOro
n3genus.
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MacnopTt

Kprionpobrpkn o6beMoM 5,0 M 6e3 2D WTpux-Koga, C BHYTPEHHEN pe3b00ii, ¢ KpbILKamm

Cepus 14P102030011 [ata n3rotosneHus 12/2015

1. Ha3HaueHue
Kpnonpobupkn npegHasHaveHbl ans cbopa, 06paboTku, KoHCepBaLUMn U XpaHeHUs 6MONorMyecknx o6pasLos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NapoB Xunakoro asota (LN2), ansa uenen nonyveHusi
nHdopMauumn Npu NPoBEAEHNN MeOULNHCKUX UCcnefoBaHnii in vitro B nabopaTtopusix MegULNHCKUX YUpexaeHWn.
O6pasuamu SBAsATCA: 6MONOrNYeckue XMAKocTn (KpoBb, MiaasmMa KpoBu, criepmMa) yenoBeka v TKaHu
6uonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEOUCTUKMN
Matepuan n3rotoBneHnsi nonunponuneH Purell HP371P
[abapnTHbIe pasmMepbl (gMaMeTp X BbicoTa) 0 12,6 X91,0 mm.
Pa6ouunii 06bEM 5,0 mn.
Hannuve KpbIWKn [a, CynnoTHUTENIEM U3 CUIMKOHOBOW PE3UHbI
Tvn pe3b6bl Ha KpMonpoobupke BHYTPEHHSISI
Pabounii TemnepaTtypHbI grana3oH OT1-196 °C pgo -86°C
Hannuue/tnn 2D wTpunx-koga HeT
YCTOMUMBOCTb K LLEEHTPUdYrMpoBaHnto £0 3000g no NpoAosibHOM ocn
lMoka3aTenib repmMeTU4YHOCTU 00 95klMa
Macca ogHOWM KprMonpoo6MpKu/KpbILWKn 3,5/0,7 r.
YCTONUMBOCTb K CTepumsaumm napoBbIM MeTOA0M Npu Temnepatype (121+1)°C
Hanuuuve rpagyvmpoBku HeT

3. YnakoBka, TPaHCMOPTMPOBKa U XpaHeHne

YnakoBka obecneumBaeT COXPaHHOCTb N34eNui npu TpaHcnopTMpoBke. KpMonpobupkmn TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpusaTUs U3roToButens BamanasoHe TemnepaTyp oT (- 50 go +50) °C n BlaxHOCTU
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusa ocagkos.

Kpronpobupku XpaHAaT B repMeTUHHO 3aKpbITOM yrnakoBKe npeanpusiTMa N3rotoBuTens, nsberas sHaunmTesibHbIX
KonebaHnin TemnepaTypbl BO BpeEMA XpaHeHUs. XpaHUTb B CyXOM MpoX/iaAHOM MecTe B Auana3oHe TemnepaTyp (+5
- +40)°C n BnaxHoct o 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobunpkn sSBASOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPA30BOro MCNOJ1b30BaHUS.
Kpronpo6upkn nocTaBstoTCa He CTepusibHbIMU. Kpronpobupkn yCcToiumBbl K CTepUMsanmm napoBbiM METOA0M
npu Temneparype (121+1)° C BTeueHune (20+2) MuH.

Mpun paboTte c Kpuonpobupkamn, cogepxawmmm bnomatepnasnsl, cnegyet HageBaTb O4HOPa30Bble Pe3HOBbIE
nep4yaTtku, Bo n3bexaHne prucka MHOULMPOBaHUA NepcoHana bnomareprasioM. He ncnosb3oBaTb MO OKOHYaHUU
CpoKa rogHocTu. He ncnonb3oBaTb He Mo Ha3HavyeHuo. He ncnosb3oBaTb NpU 0GHAPYXEHUN MeXaHU4eCcKnx
noBpeXAeHWNA.

5. CsefeHns 06 yTunusaumm

N3penvs, nmeBLUME KOHTaKTe KPOBbIO /WM APYTMMU BMOMOTNYECKUMU XUAKOCTAMU, NoAnexart yTuansaumm
no CaHlNnH 2.1.7.2790-10 knacc b c o65a3aTesibHbIM 06e33apaxXnBaHMem NyTeM cTepunusaumn fiiobbIM1 Ha
OaHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KPpOBbHO U/1an
ap. 6MOMOTNYECKMMU XUAKOCTAMM) B TOM YNC/IE C UCTEKLINM CPOKOM FOAHOCTU YTUAmnsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsroToBUTENA

M3rotoButenb: «JIBJ1 TekHonogxuc MoX yHg Ko. KM», topugudecknii agpec: Fepmanus, 74564, r.
Kpaiinbexanm, Teogop-LUTopm-LUTpace, a. 17

M3roToBuTENb rapaHTUpPyeT COOTBETCTBUE MU3aenua TpeboBaHNAM HOpMaTUBHOM
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT.MCO/MAM .0993-
12-2015, FOCT ISO 10993-18-2011, FOCT ISO 10993-1-2011) npu co6nwgebujbe»1i»)ab 10|:allfHeku,
XpaHeHns 1 NPUMEHEHUS BTeYeHne Cpoka rogHOCTH.

lapaHTUiiHbIE 06A3aTeNlbCTBa M3roToBUTENS U/MNK ero npeacrasute”

MeAVUNHCKOe n3genue B C/lydae HeHaznexallero xpaHeHus, TpaHcnoph( HEKOro
n3genus.
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MNMacnopT
Kprionpo6upkn obbemom 0,3 Mn 6e3 2D LTpUX-Koa, C BHELLHel pe3b0oii, 6e3 KpbiLLek

Cepusa 2A01362 Jata n3rotoBneHus 12/2015

1. Ha3sHaueHue
Kpnonpobupkn npegHasHaveHbl Ans cbopa, 06paboTku, KoHCepBaLUMn 1N XpaHeHUs 6uonornyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHMEM NApPoB Xuakoro asorta (LN2), ans uenein nonyyveHus
MHdopMaLnn Npu NpoBeaeHNN MeANLMHCKUX NccnefoBaHuii in vitro B nabopatopmnsaix MeAnLMHCKUX YUpexaeHni.
O6pasuamu ABNAIOTCA: GUONOrMyeckmne XNAKoCT (KpoBb, naasma KpoBu, crnepma) HYesioBeka U TKaHu
6uonornyeckune (KOCTHasi TKaHb, 06pasubl KOXHbIX MOKPOBOB)

2.
MaTtepwnan n3rotoBneHus nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (AUamMeTp X BbICOTA) 0 8,8 X18 mm.
Pabounin 06BEM 0,3 M.
Hanuuve KpbILWKM HeT
Tvn pe3bbbl Ha Kpuonpoobupke BHeLLUHAA
Pa6ounii TemnepaTtypHbI guanas3oH 0OT1-196 °C pgo -86°C
Hanunuune/tun 2D wTpux-koga HeT
YCTONMYMBOCTb K LEHTPUPYrMpoBaHunto 00 3000g no NpoAosibHOM ocn
MokaszaTesib repmMeTUHYHOCTU no 95kMa
Macca oHOM Kpronpo6upku 02r.
YCTOMYMBOCTb K CTepunusaumm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBkKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka obecneumBaeT COXpPaHHOCTb M34enui npu TpaHcnopTMpoBke. Kpronpobupkmn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM ynakoBKke NpeanpusaTusa U3rotoButensa B gmnanasoHe Temnepatyp oT (- 50 go +50) °C n BAaxHOCTn
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusa ocagkos.

Kprnonpobupkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe npeanpusaTia N3rotoBuTens, nsberas sHaunmTesibHbIX
KkonebaHuin TemnepaTypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NpOX/1afHOM MecTe B Anana3oHe Temnepartyp (+5
- +40)°C u BnaxxHocTn ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

Kprnonpo6bupkn ABSOTCA HETOKCUYHBbIM annMporeHHbIM NpoAyKTOM, 04HOPa30BOro MCMNOIb30BaHMUS.
Kprnonpo6bupkn nocTasnstoTca He cTepusibHbIMU. Kprnonpobupkn yCcTonumBbl K CTepuamnsaumm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20+2) MuH.

Mpn paboTe c Kpuonpobupkamu, cogepxawmnmm bnomatepmnassl, cnegyet HageBaTb O4HOPa30Bble Pe3HOBbIE
nep4yaTku, BO n3bexaHve pucka MHOULMpPOBaHUA nepcoHana buomarepmasioMm. He ncnosb30BaTb N0 OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4vyeHuto. He ncnosib3oBaTb NpU OGHAPYXEHUN MeXaHUYeCKUX
NoBpPEXAEHUNA.

5. CsefeHunsa 06 ytunusaunm

M3genvs, nMeBLUME KOHTaKT C KPOBbIO W/WMAN APYTUMW BUOMOTMYECKUMN XUAKOCTAMUY, Noanexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6s3atenbHbIM 06e33apaxnBaHneM NyTeMm CTepumsauum ArobIMU Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamMu. Hencnosib3oBaHHbIe (He MMeBLUME KOHTaKTa C KpOBbHO U/1uan
Ap. 6MONOrNYECcKUMN XUAKOCTAMU) B TOM YMCNE C UCTEKLINM CPOKOM FrOAHOCTW yTunmanpytotcs no CaHlMlvH
2.1.7.2790-10 knacc A.

6. [apaHTUn nsroToBuTENA

M3rotoButenb: «J1B/1 TekHonogxuc MmoX yHa Ko. KM», ropugnyeckuii agpec: epmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LUTpace, 4. 17

M3roToBuTe/Ib rapaHTUpyeT COOTBETCTBUE U3aeNus TpeboBaHNAM HOPMaTUBHOM AOKyMeHTauwm (KSQ-
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, I'OCT |
12-2015, F'OCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu coontod ejfj

XpaHeHWsi 1 MPUMEHEHNST B TEHYEHME CpOKa rOHOCTM. Msae
lapaHTUiiHbIe 0b6A3aTeNIbCTBa U3roTOBUTENS U/UNK ero npeacrasute;)d|||
MeAMLNHCKOe M3aesnive B Crlydae HeHaZexallero XxpaHeHusl, TpaHCnopTUpoB tononb3oBaHus rieanLK(HCKOro
nsaenus. GtjlbH & Co. KG
od4r-Storm-StraBe ni

lany
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MacnopT

Kprionpobupkn o6bemom 0,5 mn 6e3 2D LWTprX-KoAa, C BHELLHEN pe3bboid, 6e3 KpbILLEK

Cepus 2A01372 Jata n3rotosrieHus 12/2015

1. Ha3HaueHue
Kpronpo6upkn npegHasHaveHbl 4718 c6opa, 06paboTKn, KOHCEpBaLMM U XpaHeHNs 61oNorMyecknx o6pasLos
npu Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHMEM NApoB Xuakoro asota (LN2), ansa uenen nonyveHusi
MHdopMaLnn Npu NpoBeaeHNN MeANLMHCKNX nccnefoBaHuii in vitro B nabopartopusix MeanLMHCKUX yupexaeHni.
O6pasuamu ABNAITCA: ONOMIOTMYECKME XNOAKOCTU (KPOBb, Na3ma KpoBW, Crepma) YesioBeka 1 TKaHu
6uonornyeckre (KOCTHas TkaHb, 00pasubl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEOUCTUKMN
Martepvian 1u3rotossieHus nonunponuneH Purell HP371P
[abapnTHbIe pasmepbl (gMamMeTp X BbicoTa) 0 8,8 X25,0 mm.
Pa6ounii 06bEM 0,5 mn.
Hanuuuve KpblIwkun HeT
Tvn pe3bbbl Ha KpMonpoobrpke BHeLLUHAA
Pabounii TemnepaTypHbI guanas3oH OT1-196 “C po -86°C
Hanunune/Tun 2D wtpux-koga HeT
YCTOMUMBOCTb K LIeHTPpUyrmpoBaHumio no 3000g no NpoAosbHOM ocu
[NMoka3aTenb repMeTuyHOCTU o 95kMa
Macca ogHoM Kpnonpobumpkm 04r.
YCTOAUMBOCTb K CTepunn3aymm napoBbIM MeToOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBkKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBKa obecneumBaeT COXPaHHOCTb M34eNui npu TpaHcnopTupoBke. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeAnpuaTUSa U3roToBuTeNnsa BananasoHe Temnepatyp oT (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonajaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe npeanpusaTua N3rotoBuTens, nsberas sHaunTe ibHbIX
KonebaHuii Temnepatypbl BO BPeMs XpaHeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B Aguana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTn go 80% npu Temnepatype +25°C.

4. TpeboBaHMsA 6e30MacHOCTU

Kpronpo6bupkn ABASOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCNOJIb30BaHUS.
Kpronpo6bupky NocTaBnsaloTCAa He CTeEPUNbHbIMU. KpMonpobmpky yCTOMUMBLI K CTEpUIM3anmmM napoBbiM MeTOA0M
npu Temneparype (121+1)° C BTeueHne (20+£2) MUH.

Mpn paboTte c kpuonpobupkKamu, cogepxasluMm bromaTeprasibl, cneayeT HaaeBaTb O4HOPa30Bble PE3VNHOBLIE
nepyaTtku, BO n3bexaHve prcka MHOULMPOBaHUA NepcoHana bromarepmasioMm. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3HavyeHuro. He ncnonb3oBaTb MNPy 0OHAPYXEHUM MeXaHUYeCKnX
noBpexXaeHn.

5. CBegeHua 06 ytunmsaymn

N3penvsa, nMeBLUME KOHTAKT C KPOBbIO U/WMNV ApYTMMU BUOMOTMYECKMMUN XUAKOCTAMW, NoAniexaT yTunmsaunumn
no CaHlNnH 2.1.7.2790-10 knacc b c o653aresibHbIM 06e33apaxnBaHmem nyTeM cTepunusaumm nobbiMn Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamMu. Hemcnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPOBbHO U/1an
4p. 6MONOrNYECKUMN XNOKOCTSAMM) B TOM YUC/E C UCTEKLLINM CPOKOM FrOAHOCTU yTuUAmMsmpytotea no CaHllmH
2.1.7.2790-10 knacc A.

6. [apaHTUn nsrotoBuTeENs

MarotoButenb: «J1B/1 TekHonogkmuc MoX yHa Ko. KM», topugudeckunii agpec: Nepmanus, 74564, r.
Kpainbcxanm, Teogop-LUTopm-LTpace, 4. 17

M3roToBuTe/Ib rapaHTUpyeT COOTBETCTBUE MU3aeNnsa TpeboBaHNAM HOPMaTUBHOW AokyMeHTauumn (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCTINCO/M3  7D25-2009, MOCT ISO ~ 993-

12-2015, MOCT ISO 10993-18-2011, IOCT ISO 10993-1-2011) npwu cobntolo,e, nraXo~UBKu,!
XPaHeHNs N NPUMEHEHNsI B TeYeHMe CpokKa rogHOCTW. L P

[apaHTUiiHble 06s13aTeNIbCTBa U3roToBUTENS U/MN ero npeactaBuTe|n cill'l‘lwp loTCTa A |
MegULMHCKOe usgenune B C/lyvae HeHagnexaruero XxpaHeHus, TpaHcnopT! cnciia6<BLU 10-/?77?1al9 1|l Hekoro
n3agenus.

Co. KG
r-gltorm-~aRe 1'
aernran'y

i'efon  ~49 7951
Taiefax. 4 9 7951 9573 33
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MacnopT

Kprionpobupkn o6bemom 0,7 mn 6e3 2D LWTprX-Koda, C BHELUHEN pe3bboii, 6e3 KpbIeK

Cepust 2A01402

JaTa n3rotoBneHus 12/2015 0

Ha3HauyeHue

Kpronpo6bupkn npegHasHadyeHbl Ana cbopa, 06paboTkm, KOHCepBaunn 1 XpaHeHUss 6nonornyecknx obpasyos
npu TemnepaTtype MuHyc (196-86)°C c ncnonb3oBaHneM MapoB Xnakoro asota (LN2), onsa uyenen nony4veHus
MHdopMaLmMn nNpn NpoBeAeHUN MeAULMHCKUX UCCefoBaHWi in vitro B 1abopaTtopmnsx MeguLUHCKNX YUPEXAEHNIA.
O6pasuammn ABNAKTCA; 6UOMOTNYECKME XUAKOCTAN (KPOBb, Nfa3ma KpoBuW, crepma) YesioBeka 1 TKaHu
6nonornyeckne (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
MaTepuan n3rotoBneHus
[abapnTHbIe pasmepbl (gMamMeTp X BbiCcOTa)
Pabounin 06BEM
Hanwnune KpbIWKn
Tun pe3bbbl Ha KpUONpPoobupke
Pabounii TemnepaTypHbI guana3oH
Hannuue/tnn 2D wTpunx-koga
YCTONUMBOCTb K LLeHTPUAYrMpoBaHUIO
Moka3arenb repMeTUYHOCTH
Macca ogHOn KpMonpobupku
YCTONYMBOCTb K CTEepuAnsaumnmn
Hanunuve rpagynpoBku

nonunponuneH Purell HP371P
0 8,8 X27,5 mm.

0,7 mn.

HeT

BHeLLHAA

OT1-196 °C go -86°C

HeT

n0 3000g no npoaonbHO ocn
o 95klMa

0,43 .

napoBbIM METOAOM Mpu TemnepaType (121+1)°C
HeT

3. ¥YnakoBka, TPAHCNOPTUPOBKaA N XpaHeHue

YnakoBka obecneumBaeT COXPaHHOCTb M34eNuii npu TpaHcnopTupoBke. Kpronpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpuaTUSa U3roToBuTens BamnanasoHe TemnepaTyp ot (- 50 oo +50) °C n BlaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonajaHus ocagkos.

Kprnonpobupkn XpaHAT B repMeTUYHO 3aKpbITOl ynakoBKe npeanpusaTna U3rotoButens, nsberas sHaunTesibHbIX
konebaHuii Temnepatypbl BO BPeMsi XpaHeHNs. XpaHUTb B CyXOM NpOX/iafHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4. TpeboBaHusA 6e30MacHOCTMU

Kpronpobupku SBASAOTCA HETOKCUYHbIM annMporeHHbIM NpoAyKTOM, 04HOPa30BOro UCMOIb30BaHuUs.
Kprnonpo6bupkn nocTaBnstoTCca He CTEPUNbHbIMU. Kpronpobmupky yCTONUMBbLI K CTepunsalmm napoBbiM METOAOM
npu Temnepatype (121+1)° C B TeueHune (20+2) MuH.

Mpn paboTe c Kpuonpobupkamun, cogepxawmnmm romaTeprasibl, cnegyet HaaeBaTb O4HOPa30Bble PE3NHOBLIE
nepyaTtku, BO n3bexaHve pucka MHOULMPOBaHUA NepcoHana buomarepraniomMm. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4vyeHuto. He ncnosb3oBaTb NpU 0OHAPYXEHUN MeXaHUYeCKNX
noBpeXaeHUNA.

5. CegeHus 06 ytunumsaumun

N3penvs, nMeBLUME KOHTAKT C KPOBbIO M/WMAN APYTMMN BUOMOTMYECKUMN XUOKOCTAMU, NoAnexar yTuamnsaumm
no CaHlnH 2.1.7.2790-10 knacc bc o6s3aTefnibHbIM 06e33apaXXmMBaHUeM nyTem CTepumsauum nobbiMu Ha
[aHHOM NpeanpuaTue yCTaHOBMEHHbIMU MeToAamMu. Hencnosib3oBaHHbIe (He MMeBLUME KOHTaKTa C KPOBbHO U/1an
ap. 6MONOTNYECKMMU XUAKOCTAMM) BTOM YMC/E C UCTEKLIMM CPOKOM FOAHOCTU yTuUAmnsmpytotca no CaHllvH
2.1.7.2790-10 knacc A.

6. [apaHTUn n3rotoBuTENsA

MarotoButenb: «JIBJ1 TekHonogxuc Mu6X yHg Ko. KM», topygudeckunii agpec: Fepmanus, 74564, r.
Kpalinbcxanm, Teogop-LTopm-LLUTpace, 4. 17

M3roToBuTe b rapaHTUpyeT COOTBETCTBUE MU3aennsa TpeboBaHnAaM HopMaTtuBHo(y kKymeHTauumn (ISO
9001:2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT /1CO/M3 555:2009, KOC 1 I1SO ip993-
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobio”e
XpaHeHUs N NPYMEHEHNS B TEeHYEHME CPOKa rogHOCTH

FapaHTMf/‘lele 0bs13aTenbLCTBa M3roToBUTENSA U/NN ero I'Ipe,El.CTaBI/ITe/ HOTCALL" ;
MeAVUUMHCKOe uU3fenive B C/lydyae HeHaj iexallero XxpaHeHus, TpaHcnopt! 'ATOG’\LU'ILI'I/I:HCKOFO
nspgennsa.
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'‘Germany
W 7951 95613 20
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MacnopTt
Kpvionpobupku obbemom 0,75 mn 6e3 2D LUTpUX-Koaa, € BHeLUHER pe3bboid, 6e3 KpbILLek

Cepus 2A01392 [laTa 13roToBNEHMS 12/2015 []

1. Ha3HaueHue
Kpronpo6upkun npegHasHaveHbl Ans c6opa, 06paboTKn, KOHCEpBaLMM U XpaHEeHUA 6MON0rMyecknx obpasLos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHMEM NApoB Xuakoro asorta (LN2), ans uenen nonyyveHus
MHdopMaLMn Npu NpoBeaeHNN MeANLMHCKNX NCcnefoBaHwni in vitro B 1abopaTtopmnsax MeAnLMHCKUX YUpeXaeHuii.
O6pasuamu ABNAITCA: GUONOrMYeckmne XNAKoOCT (KpoBb, naasma KpoBu, cnepma) YesioBeka U TKaHu
6uonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHMYECKME Xa0aKTEOUCTUKN
MaTepuasn n3roToB/1eHNsA nonunponuned Purell HP371P
[abapnTHbIe pasmMepbl (AUameTp X BbiCcOTa) 0 8,8 X29,5 mMm.
Pabounii 06EM 0,75 mn.
Hannuvne KpbILWwKn HeT
Tun pe3bObl HA KPUONPOOUPKe BHELLHAA
Pabounii TemnepaTtypHbI guana3oH OT-196 °C go -86°C
Hannuue/tnn 2D wTpux-koga HeT
YCTOMYMBOCTb K LeHTpMdyrmpoBaHuio [0 3000g ro nNpoaosibHOW ocu
[Moka3aTenb repmMeTU4YHOCTU no 95kMa
Macca ofHOIA Kpnonpobupku 0,46 T.
YCTOAUMBOCTL K CTEPUIM3aLMU napoBbIM MeETOAOM MNpu Temnepatype (121+1)°C
Hannuvne rpagympoBku HeT

3. YnakoBka, TpaHCNOPTUPOBKa N XpaHeHne

YnakoBka obecneumBaeT COXpPaHHOCTb N3aenui npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpuaTus U3rotoButens BamanasoHe TemnepaTyp oT (- 50 o +50) °C n BiaxHOCTN
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusa ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpusaTua U3rotoBuTens, nsberas sHaunTesibHbIX
KonebaHWin TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NpOX/1iaiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpo6bupkn ABMS0TCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPAa30BOro MCMNOIb30BaHMUS.
Kpronpo6bupkn nocTasnsloTca He cTepusibHbIMU. Kpronpobupkn yCcTonumBbl K CTepumMsaLmm napoBbiM METOA0M
npu Temnepatype (121+1)° C B TeveHne (20+£2) MuH.

Mpn paboTe c KpuonpobupKamu, cogepxarummm ériomartepuasibl, cneayeTt HaeBaTb O4HOPa30Bble PE3VNHOBLIE
nep4yaTtku, BO n3bexaHve prcka MHOULMPOBaHUA NepcoHana brnomarepmasioM. He ncnosnb3oBaTb MO OKOHYaHUKN
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavYeHuto. He ncnosib3oBaTb NPU OGHAPYXEHUN MeXaHUYeCKNX
noBpexaeHnA.

5. CBegeHuna 06 ytunmsaymn

N3penvs, MeBLUME KOHTAKT C KPOBbIO WU/MNV APpYTMMU BUOMOTUYECKUMU XUAKOCTAMN, NoAnexarT yTunnsaummn
no CaHlMnH 2.1.7.2790-10 knacc b c o06s3aTefnibHbIM 06€e33apaxXnBaHUemM nyTemM ctepuamnsaymm nobbiMu Ha
OaHHOM NpeanpuAaTue yCTaHOBNEHHbIMU MeToAamu. Hencnosb3oBaHHble (He MMEBLUME KOHTaKTa C KPpOBbHO U/unun
Ap. 6MOMOTNYECKUMU XUOKOCTAMM) B TOM YNUC/IE C UCTEKLIMM CPOKOM FOLAHOCTU YyTUAnsmpytotcsa no CaHllvH
2.1.7.2790-10 knacc A.

6. TapaHTMn nsrotoBuTeNA

M3rotoButenb: «J/IB/1 TekHonogxuc MoX yHa Ko. KM», topugudeckunii agpec: F'epmanus, 74564, T.
Kpaiinbcxanm, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTenb rapaHTUpyeT COOTBETCTBUE M3a4eNnsa TpeboBaHNAM HOpMaTUBHOW AokyMeHTauuu (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCO/AIML3K 17025
12-2015, INOCT ISO 10993-18-2011, I'OCT ISO 10993-1-2011) npu cobarogeHnmn
XpaHeHns N NPUMEHEHNS BTeYeHne CpoKa rogHOCTHU.

[apaHTUliHble 0b6a3aTeNnbLCTBa N3roTOBUTENSA U/MKN ero npeacrasutens B PO

MeAVLMHCKOE M3[enne B c/lyuae HeHaa1exalll,ero XpaHeHUs, TPaHCMoOpPTUPOBK i AT AL 2'boal/ii&</l i (“c
n3genus. / n
1-81ral3e™7
[many
20
95613 33
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MacnopT

Kprionpobupku o6beMom 1,0 M 6e3 2D LTpUX-Koa, C BHELLHEN pe3b00i, 6e3 KpbiLlek

Cepusa 2A01382 [arta nsrotoBnexHus 12/2015

1. HasHaueHue
Kpnonpobupkn npegHasHaveHbl aAns cbopa, 06paboTku, KoHCepBaLUMN 1 XpaHeHUs BMoNorMyecknx o6pasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMeEM MapoB Xuakoro asota (LN2), ans ueneii nonyyeHus
MHdopMaUMn npu NPoBeAeHNN MeAULIMHCKUX MCcnefoBaHuii in vitro B 1abopatopmnsax MeguuUMHCKUX YUpexxaeHni.
O6pasuamn ABAKOTCA: BMONOrNYeckKne XNAKocTn (KpoBb, MasmMa KpoBu, criepmMa) YenoBeka 1 TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKNE Xa0aKTEOUCTUKN
MaTepuan n3rotoBneHus nonunponuneH Purell HP371P
[abapuTHble pa3mMepbl (gMamMeTp X BbICOTA) 0 8,8 X44 mm.
Pa6ounin 06bEM 1,0 mn
Hanunuve KpblIwkn HeT
Tvn pe3bbbl Ha Kpnonpobupke BHeLLUHASA
Pabounii TemnepaTtypHbI granas3oH OT1-196 °C po -86°C
Hanwnuue/tnn 2D wTpunx-koga HeT
YCTOAMUMBOCTb K LEeHTprdhyrmpoBaHuio 00 3000g no NpoAosibHOM ocn
[Noka3zaTenb repMeTnyHOCTU o 95kMa
Macca oHOIn KpMonpobupku 0,7r.
YCTOMYMBOCTb K CTepuan3aymm napoBbIM MeETOAOM Npu Temnepatype (121+1)°C
Hanuuuve rpagympoBku HeT

3.  ¥YnakoBka, TPaHCNOPTMPOBKa N XpaHeHune

YnakoBka obecneumBaeT COXpPaHHOCTb U3aenui npu TpaHcnopTMpoBke. Kpronpobupkn TpaHCnopTUpyoT B
TPaHCNOPTHOM ynakoBKe NpeanpuATUSa U3rotoBuTens BananasoHe TemnepaTyp oT (- 50 o +50) °C n BaxHOCTU
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonagaHusi 0cajKos.

Kpronpobupkn XpaHAT B repMeTUHHO 3aKpbITOM yrnakoBKe npeanpusaTia N3rotoBuTens, nsberas sHaunTesibHbIX
KonebaHnin TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1aiHOM MecTe B Avana3oHe Temnepartyp (+5
- +40)°C n BnaxHoctn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6€30MacHOCTMU

Kpronpo6bupkun sABAsOTCA HETOKCUYHBIM annuporeHHbIM NpoAYyKTOM, O4HOPAa30BOro MCNoJib30BaHUS.
Kpronpo6bupkn nocTaBnstoTCa He CTepPUbHbIMU. Kpronpobmnpky yCTONMUMBLI K CTEpUM3aLm NapoBbiM METOA0M
npu Temnepatype (121+1)° C B TeueHne (20+£2) MuH.

Mpn paboTe c Kpuonpobupkamu, cogepxatl,umn uomaTepuasibl, cnegyet HaeBaTb O4HOPa30Bble PE3NHOBLIE
nepyaTtku, BO n3bexaHve pucka MHOULMPOBaHUA NepcoHana nomareprasiomMm. He ncnonb3oBaTb MO OKOHYaHUMN
Cpoka rogHocTu. He ncnosb3oBaTb He MO Ha3HauvyeHuto. He ncnonb3oBaTb NpU 0OHAPYXEHUM MeXaHUYeCKMX
noBpPeEXAEHWNA.

5. CsefeHns 06 ytunusaumun

M3penvs, nmeBLlUIME KOHTaKTe KPOBbIO /WM APYTUMN BMOMOrNMYECKUMN XUAKOCTAMU, NoAnexar yTuansaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s13aTenibHbIM 06€33apaXnBaHUeEM nMyTemM CTepuamnsauum nobbiMu Ha
OaHHOM npeAnpuaTUe YCTaHOBNEHHbIMU MeToAamMu. Hencnonb3oBaHHble (HE MMeBLUME KOHTaKTa C KPOBbHO u/1an
Ap. 6MONOrNYECKUMN XNAKOCTAMU) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTW yTunmanpyrotca no CaHlrlunH
2.1.7.2790-10 knacc A

6. [apaHTUK nsroToBuTENA

M3rotoButenb: «J1IB/1 TekHonomxuc MoX yHa Ko. KM», topugudeckunii agpec: F'epmanus, 74564, T.
Kpaiinbexanm, Teogop-LUTopm-LTpace, 4. 17

M3roToBuTeslb rapaHTUpyeT COOTBETCTBUE N3LeNnsa TpeboBaHMAM HOPMaTUBHOW AokyMeHTauun (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015,

12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnto/
XpaHeHns 1 NPYMEHEeHUSA B TeYeHne cpoka rogHoOCTW.

[apaHTUiiHble 06s3aTeNIbCTBa U3roToBUTENS N/UNn ero npeacrasute/ls cn|lW®pabktoTcll!MB
MegULUMHCKOEe n3aenve B CNlydae HeHagJsiexalero xpaHeHus, TpaHcnopra WACKOO
n3genus.

-bH & Co. KG

rm-Stra3e 1)

Sim « Germany

95/76137]
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MacnopT

Kpronpobupky obbemom 1,1 Mn 6e3 2D LWTpUX-KofAa, ¢ BHELLUHEW pe3b00id, 6e3 KpbILLek

Cepua 2A01422

Jata n3rotoeneHus 12/2015 0

Ha3zHauyeHue

Kpronpo6upku npegHasHayveHbl 4518 c6opa, 06paboTKn, KOHCEpBaLMM U XpaHEeHNS 61MON0rMYecknx o6pasLos
npu Temneparype MuHyc (196-86)°C ¢ ncnosnb3oBaHMEM NApPOB XuAKoro asorta (LN2), ans uenen nosayyveHus
MHdopMaLUmM Npu NPoBEAEHNN MeAULIMHCKUX NCcneaoBaHnii in vitro B nabopatopusax MeauLMHCKUX YUpexaeHni.
O6pasuamm ABNAKTCA: GUONOrMyeckmne XNAKocTn (KpoBb, Naasma KpoBu, crepma) YesioBeka 1 TKaHu
6unonornyeckne (KOCTHast TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHus
[abapuTHbIe pasmepbl (AnameTp X BbicOTa)
Pabounin 06bEM

Hanuune KpbIwku

Tun pe3bObl HA KPUONPOOUpKe
Pa6ounii TemnepatypHbIi gnanasoH
Hannuue/tnn 2D wTpunx-koga
YCTONUMBOCTb K LLEeHTPUAYrMpoBaHNIO
MNMoka3arenb repMeTUYHOCTH

Macca ogHon Kpnonpobumpkm
YCTONYMBOCTb K CTepununsaunmn
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 12,6 X35,2 mMm.

1,1 mn

HeT

BHeLUHASA

OT1-196 °C go -86°C

HeT

00 3000g no NnpoaonbHOM ocn
no 95klMa

0,77r.

napoBbIM MeTOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TPaHCMOPTMPOBKa U XpaHeHune

YnakoBka obecneumBaeT COXPaHHOCTb M34eNui npu TpaHcnopTMpoBke. Kpuonpobunpky TpaHCNopTUPYIOT B
TPaHCNOPTHOW yNnakoBKe NpeanpuaTUSa U3rotoBuTens BananasoHe TemnepaTyp ot (- 50 o +50) °C n BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonagaHusa ocagkos.

Kpronpobupkn XpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpusaTna U3rotoButens, nsberas sHaunTesibHbIX
KonebaHWin Temnepatypbl BO BPEMS XpaHeHUs. XpaHUTb B CyXOM NpOX/1aiHOM MecTe B Auana3oHe Temnepartyp (+5
- +40)°C n BnaxHocTn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6€30MacHOCTMU

Kpronpobupkn sSBASAOTCA HETOKCUYHbIM anvporeHHbIM NpoAyKTOM, O4HOPa30BOro MCMNOIb30BaHUS.
Kprnonpo6upkn nocTasnstoTCa He CTEPUbHbIMU. KpMonpobmnpky yCTONMUMBLI K CTEpPUIM3aLMi NapoBbiM METOAO0M
npu Temnepatype (121+1)° C BTeueHne (20+£2) MUH.

Mpn paboTe c Kpuonpobupkamu, cogepxatl,umn uomaTepuasibl, cnefyeT HaeBaTb O4HOPa30Bble Pe3VHOBbIE
nepyaTku, BO n3bexaHve pucka MHOULMPOBaHUA NepcoHana uomarepraniomMm. He ncnonb3oBaTb MO OKOHYaHUMN
Cpoka rogHocTu. He ncnosb3oBaTb He MO Ha3HaudyeHuto. He ncnonb3oBaTb MpU 0OHAPYXEHUM MeXaHUYeCKmx
NoBpPeXAeHNA.

5. CegeHus 06 ytunusaumun

N3penns, nmesLlUMe KOHTAKT C KPOBbIO W/UNW ApYTrMMU BMOMOTMYECKUMU XUOAKOCTAMMU, NoAnexart yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o6s3aTefnibHbIM 06€e33apaxmnBaHuem nyTemM ctepuansaymm nobbiIM1 Ha
[aHHOM npeanpusaTve yCTaHOBNEHHbIMU MeToAamMun. Hencnosb3oBaHHble (He MMeBLUME KOHTaKTa C KpOBbHO U/1an
4p. 6MONOrNYECKUMN XNAKOCTAMM) BTOM YNC/E C UCTEKLLNM CPOKOM FOAHOCTU YTUAM3MpytoTca no CaHlMuH
2.1.7.2790-10 knacc A.

6. [apaHTUn n3rotoBuTeENs

MarotoButenb: «J1BJ1 TekHonomxkmc MmoX yHa Ko. KM», topmngnyeckunii agpec: epmanus, 74564, T.
Kpainbcxanm, Teogop-LUTopm-LTpace, 4. 17

M3roToBuTe/Ib rapaHTUPyeT COOTBETCTBUE MU3a4enna TpeboBaHNAM HOPMaTUBHOW ,

9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT ICB/M3K 1} 16993-
12-2015, MOCT I1SO 10993-18-2011, INOCT ISO 10993-1-2011) npn cobnoaeH vk
XpaHeHNs N NPYMEHEeHUS B TeYeHMe Cpoka rogHOCTH.

MapaHTWiiHble 0653aTeNbCTBA N3rOTOBUTENSA /UK ero npeacTaBuTens e
MeAVLUMHCKOe U3fenuve B CNyyae HeHadsexarwuero xpaHeHus, TpaHcnoptupolll W W nn MHCKOro
n3genus.
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MacnopT

Kprionpobupkn o6bemom 1,2 Mn 6e3 2D LTpux-Koa, ¢ BHELHER pe3b0oid, 6e3 Kpbiluek

Cepua 2A01412

JaTta n3rotosneHus 12/2015

HasHaudeHune

Kpnonpobupkn npegHasHaveHbl aAns cbopa, 06paboTKn, KOHCEpBaLMM U XpaHeHUs 61oNornyecknx obpasLos
npu Temnepartype MuHyc (196-86)°C c ncnosnb3oBaHMEM NApPOB XuAkoro asorta (LN2), ans uenein noayyeHus
MHdopMauumn Npu NPOBEAEHNN MeAVNLMHCKMX UCCNeaoBaHnii in vitro B nabopatopuax MeauLMHCKUX YUpexaeHnn.
O6pasuamun SBASAOTCA: BMONOrNYeckue XMAKocTn (KpoBb, MaasmMa KpoBW, crepmMa) yesioBeka v TKaHu
6unonornyeckme (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHUYECKMNE XapaKTePUCTUKN

MaTepuan 13roToBsieHUs
[abapuTHble pa3mMepbl (MameTp X BbICOTA)

nonunponuneH Purell HP371P
0 12,6 X36,0 MMm.

Pabounii 06bEM 1,2 mn

Hanunuve KpbILWKM HeT

Tvn pe3bObl Ha KpUonpobupke BHeLLHAA

Pabounin TemnepaTypHbIA Ayanas3oH OT1-196 °C po -86°C
Hannumne/Tun 2D wTpux-koga HeT

YCTOMUMBOCTb K LLEEHTPUQYTMpOBaHUIO 0o 3000g no NpoAosibHOM ocn
Moka3aTesib repMeTUYHOCTU o 95kMa

Macca oHOM KpMonpoobupkm 0,80

YCTOMUMBOCTb K CTepumM3aumm
Hanuuue rpagyvpoBku

napoBbIM MeToOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA W XpaHeHue

YnakoBka obecneumBaeT COXPaHHOCTb N34enui npu TpaHcnopTMpoBke. KpMonpobupkn TpaHCNopTUPYHOT B
TPaHCNOPTHOM yNakoBKe NpeanpuATUSa U3roToBuTens BamnanasoHe TemnepaTyp oT (- 50 o +50) °C n BaxHOCTU
[0 98% npu Temnepatype +25°C. MNpenoxpaHsaTb OT NPAMOro nonagaHusi 0cagkKoB.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl yrnakoBKe npeanpusaTna U3rotoButens, nsberas sHaunmTesibHbIX
KonebaHuii Temnepatypbl BO BPeEMs XpaHeHNs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn o 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTH

Kpronpo6bupkn ABMs0TCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro NCNOoJIb30BaHUS.
Kpronpo6upkn nocTasfstoTca He CTepusibHbIMU. Kpronpobupkn yCcToiuvBbl K CTepuamnsaumm napoBbiM METOA0M
npu Temneparype (121+1)° C BTeueHne (20+£2) MuH.

Mpn paboTe ¢ Kpuonpobupkamu, coaepxatl,umn romarepuasbl, cnegyet HaeBaTb 04HOPa30Bble PE3NHOBLbIE
nepyaTtku, BO n3bexaHve pucka MHOULMpPOBaHUA nepcoHana buomareprasioMm. He ncnonb3oBaTb MO OKOHYaHUMU
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HayeHuto. He ncnosib3oBaTb NpU OGHAPYXEHUN MeXaHUYeCKnUX
noBpeXaeHUNA.

5. CsefeHunsa 06 ytunmsauunm

N3penvs, nMeBLUME KOHTAKT C KPOBbIO M/MNN APYTMMU BUOMOTMUYECKUMU XULAKOCTAMMW, NoANexaT yTuansaunm
no CaHlnH 2.1.7.2790-10 knacc b c o6a3atenbHbIM 06e33apaxmnBaHneM NyTem CTepumsauum ArobiIMU Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamu. Hencnosib3oBaHHbIe (He MMeBLUME KOHTaKTa C KpOBbo U/1an
Ap. 6MOMOTNYECKMMU XUOKOCTAMM) B TOM YMUC/IE C UCTEKLINM CPOKOM FOLAHOCTU YTUAnsmpytotca no CaHllvH
2.1.7.2790-10 knacc A

6. [apaHTUn nsrotoBuTENA

M3rotoButenb; «J/IB/1 TekHonogxuc MoX yHa Ko. KM», topugnyeckuii agpec: F'epmanums, 74564, r.
Kpainbcxanm, Teogop-LUTopm-LTpace, 4. 17

M3rotoBuTe/lb rapaHTUpyeT COOTBETCTBUE U3LeNnsa TpeboBaHMAM HOpMaTUBHOW AoKy/ HTauumn (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UICO/M3K 1702 WCrTo 3~"3-
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobntogeHnn 18]

XpaHeHns 1 NPYMEeHEeHNs BTeYeHne cpoka rogHoOCTW.

lapaHTUiiHble 06A3aTe/IbCTBa U3roTOBUTENS U/NMW ero NpeacTaBuTens e
MeAVLUMHCKOe U3genuve B C/lydae HeHaanexall,ero XxpaHeHus, TpaHcnopTmp|ol HEKOro
n3genus. bl
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MacnopT
Kprionpobupkn o6bemom 1,4 Mn 6e3 2D WTpUX-Koaa, C BHELLHel pe3b0oid, 6e3 KpbiLLeK

Cepus 2A01432 [arta n3rotossieHunA 12/2015

1. Ha3HaueHwue
Kpnonpo6bupkn npegHasHayeHbl g/is1 c6opa, 06paboTKu, KOHCeEpBaLVM U XpaHEeHUs BLUoNornyecknx obpasuos
npu TemnepaTtype MuHyc (196-86)“C c ncnosib3oBaHMeM NapoB Xnakoro asota (LN2), ana uyeneii nonyyeHns
MHdopMaunn nNpyu NpoBeaeHNN MeANLMHCKNX UccefoBaHui in vitro B 1abopaTtopmnsax MeanLMHCKUX YUpexXaeHuii.
O6pasuamu ABNAKTCA; BMOIOTMYECKME XUAKOCTU (KPOBb, Nfa3ma KpoBW, CnepmMa) YesioBeka 1 TKaHu
6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHNYECKNE Xa0aKTEOUCTUKN
Matepuran n3rotoB/ieHnsi nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (gMameTp X BbicoTa) 0 12,6 X38,0 MM.
Pa6ounii 06bEM 1,4 mn
Hanunuve KpbILWKn HeT
Tvn pe3bbb! Ha Kpruonpobupke BHeELUHSAA
Pabounii TemnepaTypHbIA Anana3oH OT-196 °C no -86°C
Hanunune/tun 2D wTpux-koga HeT
YCTOIAYMBOCTb K LLEHTPUYrmpoBaHuto 00 3000g no NpoAosibHOM ocn
[MokasaTesib repMeTU4YHOCTU no 95kMa
Macca ofHol Kpnonpo6upku 0,97 r.
YCTONUMBOCTbL K CTEpUIn3aLmm napoBbIM MeETOAOM Mpu Temnepatype (121+1)°C
Hanunuve rpagyvpoBku HeT

3. YnakoBKa, TPaHCNOPTUPOBKA N XpaHeHne

YnakoBka o6ecnevmBaeT COXpPaHHOCTb U3AeAnA NpyY TPaHCMOPTUPOBKE. KpMonpo6urpku TpaHCNoOpTUPYIOT B
TPaHCNOPTHOW ynakoBKe NpeanpusTMsa U3rotoButensa B avanasoHe Temnepatyp oT (- 50 go +50) °C n BlaxHocTn
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHus ocagkos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOl ynakoBKe NpeanpusaTnsa N3rotoButens, nsberas sHaunTesibHbIX
KonebaHWin Temnepatypbl BO BPEMS XpaHEeHUs. XpaHUTb B CyXOM MPOX/1aiHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C n BnaxHocTtn ao 80% npu Temnepatype +25°C.

4, TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABISOTCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCNoJ1b30BaHUS.
Kpronpo6upkn nocTassloTCca He CTEPUNbHbIMU. Kpronpobmpky yCTONUMBLI K CTEpUM3aLMM NapoBbiM MeETOAO0M
npu Temnepatype (121+1)° C BTeueHne (20+2) MuH.

Mpn paboTte c Kpuonpobupkamu, cogepxawmnmm romarepmasbl, cnefyeT HaeBaTb O4HOPa30Bble PE3NHOBLbIE
nep4yaTtku, BO n3bexaHve prcka MHPUUMPOBaHUSA NepcoHana brnomarepmasioM. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He Mo Ha3HavyeHuto. He ncnonb3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKnX
noBpeXaeHn.

5. CsefeHuna 06 ytunumsauunm

M3penvs, MeBLUME KOHTAKT C KPOBbIO U/MAN APpYTMMU BUOMOTMYECKUMU XUAKOCTAMMW, NoAnexart yTunnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c 06s3aTefibHbIM 06€e33apaxXnBaHUemM nyTemM ctepuamnsauum nobbiMu Ha
[aHHOM npeanpusTve yCTaHOB/IEHHbIMU MeTodaMn. Hencnonb3oBaHHble (He MMeBLUNE KOHTaKTa C KPOBbO U/Win
Ap. 6MONOrMYEeCKNMU XUAKOCTAMU) B TOM YMC/E C UCTEKLLIMM CPOKOM FOAHOCTW yTunmampytotea no CaHllunH
2.1.7.2790-10 knacc A.

6. [apaHTUK nsrotoBUTENSA

M3rotoButenb: «JIBJ1 TekHonogxuc MueX yHg Ko. KM», topugnyeckunii agpec: N panus, 74564, T.
Kpalinbcxarim, Teogop-LUTopm-LWTpace, a. 17

M3roToBuTe/Ib rapaHTUpyeT COOTBETCTBUE MU3a4eNnsa TpeboBaHNAM HOPMaTUBHOW LWKyMeHTaumn (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/]Y13K : ~5-2009, NOCT ISO 10993

12-2015, I'OCT ISO 10993-18-2011, 'OCT ISO 10993-1-2011) npwu cobntoa( i TAHCNOPTU|)OBKN.
XpaHeHNA N NpUMeHeHNA B TedeHne CpokKa rogHoCTu.

I_apaHTVIVIHbIe 06s13aTeNnbCTBa U3rotoBUTENsSt N/MNN ero npeancraBuUTeInN TCHAMa i
MeanUunHCKoe nsaenne B C/lydae HeHagnexaulero XpaHeHums, TpchrlopT!! - MeN\LL"V‘”!CKOFO
nsgenvs. technologies i

GmbH & Co/KG
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MNMacnopTt

Kpronpobupky obbemom 1,6 Mn 6e3 2D LWTpUX-Koag, ¢ BHELLHel pe3b6oid, 6e3 KpbiLLek

Cepusa 2A01439

[aTta n3rotossieHUsA 12/2015

Ha3HaueHue

Kpnonpobunpkn npegHasHaveHbl An1a c6opa, 06paboTKn, KOHCcepBauum 1 XpaHeHns 61uonornyeckmx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMeEM NapoB Xnakoro asota (LN2), ans ueneii nonyyveHus
MHdopMaunn Npu NPOoBeEAEHNN MeAULMHCKMUX NCCNeaoBaHuii in vitro B nabopaTtopuax MeauLmMHCKUX yUupexaeHnii.
O6pasuamu saBnsATCs; 6GUoNorMyeckne XUAKocTn (KpoBb, Nniasma KpoBW, cnepmMa) YesnioBeka U TKaHu
6unonornyeckne (KOCTHas TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIEe TEXHUYECKNE XapaKTePUCTUKN

MaTepuan n3rotoBsfieHNs
abapuTHble pa3mMepbl (gMamMeTp X BbICOTA)
Pa6ounin 06BEM

Hanuune KpbIwku

Tun pe3bbbl Ha KpMonpobupke
Pabounii TemnepaTypHbIi arana3oH
Hanuune/Tun 2D wtpux-koga
YCTONUMBOCTb K LLeHTpUdyrmpoBaHuio
Moka3arenb repmMeTU4HOCTU

Macca oHOIn Kpnonpobumpkm
YCTON4MBOCTb K CTepuAnsaunmn
Hanuuve rpagyvnpoBku

nonunponuneH Purell HP371P
0 12,6 X38,5 mm.

1,6 mn

HeT

BHeLUHAA

OT1-196 °C pgo -86°C

HeT

00 3000g no NpoAosibHOM ocn
o 95klMa

1,13 r.

napoBbIM MeToAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBKa obecneumBaeT COXPaHHOCTb M34eNui npu TpaHCNoOpTUPOBKe. Kpronpoburpky TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM yNnakoBKe NpeanpusaTUs U3roToBUTeNs Bauana3oHe Temnepatyp oT (- 50 go +50) °C n BNaxHocTn
[0 98% npu Temnepatype +25°C. MNMpenoxpaHAaTb OT NPAMOro nonagaHusi 0CaZikos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe npeanpusaTUSa N3roToBUTeNs, nsberas 3HaumTe lbHbIX
KonebaHnin Temnepatypbl BO BPEMS XpaHEeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B AnanasoHe Temnepartyp (+5
- +40)°C n BnaxHoctn go 80% npu Temnepatype +25°C.

4. TpeboBaHusA 6e30MacHOCTU

Kpronpo6bupkn ABSOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MUCMNo/Ib30BaHUS.
Kpronpo6bupkn nocTasnsloTCa He CTepusibHbIMU. KpMonpobupKn yCcToiumBbl K CTepUMsanmm napoBbiM MeTOA0M
npu Temneparype (121+1)° C BTeueHune (20+£2) MuH.

Mpn paboTte c Kpuonpobupkamu, cogepxawmnmm uomateprasbl, cneayeT HaaeBaTb O4HOPa30Bble PE3VNHOBbIE
nepyaTtku, BO nsbexaHve prcka MHOULMPOBaHUA NepcoHana uomareprasioMm. He ncnonb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnosb3oBaTb He MO Ha3HauveHuto. He ncnonb3oBaTb NPy 0OGHAPYXXEHUM MeXaHUYeCKMX
noBpeXAeHWNA.

5. CBepgeHusi 06 yTnnmsauymm

N3penvs, MMeBLUME KOHTaKTe KPOBbIO W/MAN APYTMMU BMOMOTUYECKMMU XUAKOCTAMU, Noanexart yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s13aTefibHbIM 06€e33apaxXmnBaHUeM nyTemM ctepuansaymm nobbiMn Ha
[aHHOM npeanpuaTue yCTaHOBNEHHbIMW MeToAamMu. Hencnonb3oBaHHble (He UMEBLLME KOHTaKTa C KPpoOBbHO 1U/Mnun
Ap. 6MONOrNYECKUMN XUAKOCTAMM) B TOM YNC/E C UCTEKLLMM CPOKOM FOAHOCTU YTUAmM3mpytoTea no CaHlunH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuTENA

M3rotoButenb: «J1B/1 TekHonogxuc MueXyHpa Ko. KM», topuguyeckunii agpec: F'epmanus, 74564, T.
Kpaiinbexanm, Teogop-LUTopm-LWTpace, 4. 17

MN3roToBUTE b rapaHTUPYeT COOTBETCTBUE U3AeNusa TpeGoBaHUAM HOpMaTUBHOM fokymMeHTauunm (1ISO
9001:2008 TIOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, 9, MOCT JSQ, 10993-

12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnlse” fnONNOBKIj,
XpaHeHWs1 U NPUMEHEHNST BTEYEHMEe CPOKa roAHOCTU. ®

MapaHTUiiHble 0653aTeNbLCTBA U3roTOBUTENSA /MM ero NpeacTaBut3p%-N ANHOf)acaBipTauHAIO|
MeAVLUNHCKOE U3enNune BC/yyae HeHaa iexallero XpaHeHus, TpaHcno LyHKOO
n3penusi.

Gm )H & Co. KG
bdo|Netorm-StraBe

u . Gerd
i9/9*1 956{
793! 3i

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt

Kprionpobupkn o6bemom 1,8 mn 6e3 2D WTprx-KoAa, C BHELLHEN pe3bb0oid, 6e3 KpbILLEK

Cepus 14P10556002

[aTta nsrotosneHus 12/2015

Ha3HaueHue

Kprnonpobupkn npegHasHaveHbl ans cbopa, 06paboTkmn, KoHCepBaLMn U XpaHeHUs 6MONorMyecknx o6pasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMeM NapoB Xnakoro asota (LN2), ans uenein nonyyeHms
nHdopMauum Npu NpoBeaeHNN MeaguLMHCKUX nccneaoBaHuii in vitro B nabopatopusax MeanLMHCKUX yupexaeHni.
O6pasuamm SBnATCA: 6GUONOrMYeckne XXMAKocTn (KpoBb, Nniasma KpoBW, Cnepma) YesioBeka M TKaHu
6uonornyeckre (KOCTHas TkaHb, 00pasLbl KOXHbIX NOKPOBOB)

2. OCHOBHbIe TEXHMUYECKME XapaKTePUCTUKN

MaTepuan n3rotoBneHus
[abapnTHbIe pasmepbl (gMamMeTp X BbicoTa)
Pa6ounin 06BEM

Hanwnune KpbIwKn

Tun pe3bbbl Ha KpMonpobupke
Pabounii TemnepaTypHbI Auana3oH
Hanunune/Tun 2D wTpux-koga
YCTONUMBOCTb K LLeHTPUAYrMpoBaHuto
Moka3arenb repMeTUYHOCTH

Macca ogHol Kpnonpobupku
YCTONYMBOCTb K CTepuansaumm
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 12,6 X40,6 mM.

1,8 mn

HeT

BHeLLHAA

OT1-196 °C po -86“C

HeT

n0 3000g no NpoAosibHOM ocn
o 95klMa

1,25

napoBbIM MeETOAOM Mpu TemnepaType (121+1)°C
HeT

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. YnakoBka, TpaHCNOPTUPOBKa U XpaHeHue

YnakoBka o6ecrneunBaeT COXPaHHOCTb M34eNNA NpU TpaHCNOPTUPOBKe. Kpnonpobunpky TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKke NMpeanpusatMsa U3rotoButens B amanaloHe Temnepatyp oT (- 50 go +50) °C n BnaxHoCcTn
[0 98% npu Temnepatype +25°C. MNpefoxpaHAaTb OT NPAMOro nonagaHusi 0cagkKoB.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe npeanpusaTus N3rotoButens, nsberas sHauntTesibHbIX
KonebaHuii TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM MPOX/1aiHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C n BnaxHoctn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpobupku sBAslOTCA HETOKCUYHBbIM annMporeHHbIM NPoAYyKTOM, O4HOPa30BOro MCMNoJib30BaHUS.
Kpronpo6upkn NocTaBnsoTCa He cTepusibHbIMU. KpronpobupKkn yCTonumBbl K CTepuMsaLmm napoBbiM METOA0M
npu Temneparype (121+1)° C B TeyeHune (20+2) MUH.

Mpn paboTe c Kpuonpobupkamu, cogepxasmmm buomaTepunasbsl, cnegyet HageBaTb O4HOPa30Bble Pe3nHOBbIE
nep4yaTtku, BO n3bexaHne prcka MHOULMPOBaHUA nepcoHana 6uomareprasioMm. He ncnonb3oBaTb MO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavYeHuto. He ncnosb3oBaTb NPy 0GHAPYXEHUN MeXaHUYeCKNX
noBpeXaeHWNA.

5. CsefeHua 06 ytunmsauum

N3penvs, uMeBLUME KOHTaKTe KPOBbIO U/MAn ApyrMMu 6MOAOTMUYECKMMUN XULAKOCTAMMU, NoAniexarT yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c 06si3aTefnibHbIM 06€e33apaxmnBaHUemM nyTemM ctepuamnsaymm nobbiMn Ha
OaHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeTogamu. Henmcnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbHO U/Mnun
Ap. 6MONOrNYECKUMN XNAKOCTSAMM) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU YyTUAnsmpytotcs no CaHlMNuH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3roToBUTENA

M3rotoButenb: «JIBJ1 TekHonogxuc MoX yHa Ko. KM», topuguyeckuii agpec: F'epmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTtopm-LWTpace, a. 17

M3roToBuUTe b rapaHTUpYyeT COOTBETCTBUE N3LENNSA TpeboBaHMAM HOPMaTUBHOW AokyMeHTauumn (1ISO
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3K 17025 2009. I'OCT ISO 1I'I9y-
12-%015, FoCT 180 10993-18-2011, IOCT 150 10993-1-2011) Apn-cobreaeHt———

XpaHeHNA N NpUMeHeHnAa BTe4vYeHne Cpoka rogHoCTw. | 1
MapaHTUiiHbIe 06513aTeNIbCTBA NU3roTOBUTENA U/UNKN ero npeactasuTens B pAppcTwHALY Ma
MeAUUMHCKOEe nsaenve B Crlydae HeHaa/iexarLuero XxpaHeHus, TpaHCNopTUpoB T'oa boBaHua meaunwylHB<c(ro
napenus. - lecnnologies
bH A Co. Ki
,Storrn-StriBe 17
rmany
20
A4



MacnopT
Kpronpobupku o6bemom 2,0 M 6e3 2D LWTpUX-KoAg, € BHeLLHel pe3b0oi, 6e3 KpbiLLek

Cepus 14P10556012 [ata n3rotoBrieHus 12/2015

1. Ha3HaueHwne
Kpronpo6upkun npegHasHayeHbl 418 c6opa, 06paboTkm, KOHCepBauumn 1 XxpaHeHnsa 6monornyecknx obpasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM NapoB Xnakoro asota (LN2), ans ueneii nonyyeHus
MHdopMaLMn Npu NpoBeaeHNNn MeANLMHCKNUX nccrefoBaHuii in vitro B nabopartopusix MeAnLMHCKUX yupexaeHni.
O6pasuamm ABNAKTCA: BNOMOTNYECKME XNAKOCTU (KPOBb, NNasma KpoBuW, crepma) YesioBeka U TKaHu
6uonornyeckre (KOCTHas TkaHb, 06pasLbl KOXXHbIX NMOKPOBOB)

2. OCHOBHble TEXHUYECKMNE Xa0aKTEOUCTUKN
Matepwnan n3rotoBneHus nonunponuneH Purell HP371P
[abapnTHbIe pa3Mepbl (AUamMeTp X BbICOTA) 0 12,6 X41,1 mm.
Pa6ounin 06bEM 2,0 mn
Hanuuve KpblIwkun HeT
Tvn pe3bbbl Ha Kpnonpoobrpke BHeLLUHASA
Pabouunii TemnepaTypHbIli gnanasoH OT1-196 °C go -86°C
Hanunuune/Tun 2D wTpux-koga HeT
YCTOIAUMBOCTb K LIEEHTPUYrmpoBaHuto 00 3000g no NpoaoAbLHON ocn
MokaszaTesib repMeTUHHOCTU o 95kMMa
Macca ofHo Kpuonpoobunpkn 1,7r.
YCTOIAYMBOCTb K CTepumnsaumnm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpanyvnpoBku HeT

3. YnakoBKa, TPaHCNOPTMPOBKa N XpaHeHune

YnakoBka o6ecneyunBaeT COXPaHHOCTb U3AeAnn Npu TpaHCNOPTUPOBKe. Kpuonpoburpky TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM yNnakoBKe NpeanpusaTus U3rotoButens BamanasoHe Temnepatyp oT (- 50 go +50) °C u BiaxHOCTU
[0 98% npu Temneparype +25°C. MNpenoxpaHAaTb OT NPSAMOro nonagaHnsi 0CcaZikos.

Kpronpobupku XpaHAaT B repMeTUYHO 3aKpbITON yrnakoBKe NpeanpusaTus N3rotoBuUTeNs, nsberas 3HaumTe lbHbIX
KonebaHuin TemnepaTypbl BO BPeMs XpaHeHUs. XpaHUTb B CyXOM NPOX/1iaiHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn Ao 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6bupkn ABSIOTCA HETOKCUYHBIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro MCMNO/1b30BaHUS.
Kprnonpo6upkn nocTaBnsiloTCA He CTEPUNbHbIMU. KpMonpobmupky yCTOMUMBLI K CTEpUAN3aLMM NapoBbiM MeTOAOM
npu Temnepatype (121+1)° C BTeueHne (20+2) MuH.

Mpn paboTe c kpuonpobupkamun, cogepxarummm romatepuasbl, cnefyeT HaeBaTb 04HOPa30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHve p1cka MHOULMPOBaHUA NepcoHana éromaTepuasioMm. He ncnosb3oBaTb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavYeHUto. He ncnonb3oBatb Npu O6HapYyXXeHUM MeXaHUYeCKnX
noBpPeEXAEHWNA.

5. CsefeHunsa 06 ytunusaunm

N3penvs, nMeBLUNE KOHTaKTe KPOBbIO M/MAN APYTMMU BMOMIOTNYECKUMU XUAKOCTAMMU, NoAanexarT yTuamnsaumm
no CanlnH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06€e33apaxXnBaHUeM nyTemM ctepuamnsaymm nobbiMm Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamMu. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPOBbHO U/1Unuv
ap. 6MONOrNYECKUMN XULAKOCTAMN) BTOM UYNC/IE C UCTEKLLNM CPOKOM FOAHOCTU YTUAn3mnpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A

6. [apaHTUK nsroToBUTENA

M3rotoButenb: «J1B/1 TekHonomxkmc MmoX yHa Ko. KM», topugnyecknii agpec: F'epmanus, 74564, T.
Kpalinbexanm, Teogop-LUTopm-LUTpace, 4. 17

M3roToBUTE b FrapaHTUPYyeT COOTBETCTBME U3AENNS TPEGOBAHNSIM HOPMAaTUBHOM foKyMeHTauum (1ISO
9001:2008 TOCTUNCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT TS0-10993-
12-2015, IOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnoad
XpaHeHns N NPYMEHEeHUs B TeYeHMe Cpoka rogHOCTW.

MapaHTUiiHbIE 06s3aTeNnbCTBA U3roTOBUTENSA U/ ero npeacTaBuTens p”0n p@{H|aaH3BPTCA!
MeAVLNHCKOe U3enune B CNyyae HeHaa/exarLero XxpaHeHusi, TpaHCnopTK

n3gennsa.
GmbH & Co. KG

Storm-StraBe nr
Tsheim mGen”nany
320
~3 33
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MacnopT

Kprionpo6upkn o6bemMom 4,0 M 6e3 2D LUTPMX-KOa, C BHELLHEW pe3b0oid, 6e3 KpbiLLeK

Cepus 14P10556022

JaTta narotosneHusi 12/2015

Ha3zHauyeHue

Kpnonpobupku npegHasHaveHbl Ana cbopa, 06paboTKn, KOHCepBaLum U XpaHeHUs 61UON0rMyecknx o6pasLos
npu Temnepatype MuHyc (196-86)°C c ncnonb3oBaHMEM NApPOB Xuakoro asorta (LN2), ansa uenein nonyyveHus
MHOpPMaLMN NpU NPOBEAEHNN MEAULIMHCKUX MCcneaoBaHuii in vitro B naboparopusix MeaAnLMHCKUX yupexaeHnii.
O6pasuamu ABNAOTCA; GUONorMyeckmne XNAKoCcTn (KpoBb, naasma KpoBW, Ccrnepma) HYesioBeka U TKaHu
6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2.
MaTepuan n3rotosneHus
[abapnTHbIe pa3Mepbl (gMameTp X BbICOTA)
Pabounii 06bEM
Hanuune KpbILwKn
Tun pe3bb6bl Ha KpMonpoburpke
Pabounii TemnepaTypHbIA guana3oH
Hanwnuue/tnn 2D wTpunx-koga
YCTONUMBOCTb K LLeHTpUdyrmpoBaHuio
MNMoka3arenb repMeTU4yHOCTU
Macca ogHOIn Kpnonpoo6umpKn
YCTONYMBOCTb K CTEpUmM3aumnm
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 12,6 X68,6 mm.

4,0 Mn.

HeT

BHeLUHSASA

0T1-196°C po -86°C

HeT

[0 3000g no NnpoAosibHOM ocn
no 95kMa

2,8 T

napoBbIM MeTOAOM MNpu Temnepartype (121+1)°C
HeT

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

3. YnakoBKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBka o6ecrneunBaeT COXPaHHOCTb U34eNui npu TpaHCNopTUPOBKe. KprMonpoburpky TpaHCNoOPTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpusaTUs U3roToBuTens BauanasoHe Temnepatyp oT (- 50 go +50) °C n BiaxHoCcTn
[0 98% npu Temnepatype +25°C. MNpenoxpaHAaTb OT NPAMOro nonagaHusi 0cajKos.

Kpronpo6bupkn XpaHAT B repMEeTUYHO 3aKpbITOl ynakoBKe NpeanpusaTua N3rotoButens, nsberas sHaunTesibHbIX
KonebaHWin Temnepatypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM NPOX/1aHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4, Tpeb6oBaHusi 6€30MacHOCTMU

Kpronpobupku sBASKOTCA HETOKCUYHBbIM annMporeHHbIM NPoAyKTOM, 04HOPAa30BOro MCMNO/Ib30BaHMUS.
Kprnonpo6bupkn nocTasfstoTCca He CTepusibHbIMU. KpMonpobupkn ycTonumBbl K CTepuamnsanmm napoBbiM METOA0M
npu Temneparype (121+1)° C BTeueHne (20+£2) MuH.

Mpn paboTe c Kpuonpobupkamu, cogepxatl,umm bnomaTepunasbl, cnegyet HageBaTb O4HOPa30Bble PE3VHOBbIE
nep4yaTtku, BO n3bexaHne prcka MHOMLMPOBaHWA NnepcoHana buomarepmanom. He ncnosb3oBaTb Mo OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHuo. He ncnonb3oBaTb Npyv 06HAPY)XEHUN MeXaHUYeCKnXx
NOBPEXAEHWIA.

5. CsefeHnsa 06 ytunmsaunm

N3penus, nMeBLUME KOHTaKTe KPOBbO W/MAn ApYrMMnU GMOMOrNMYEecKUMN XUAKOCTAMU, Noanexart yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c 06s13aTefnibHbIM 06€e33apaxXnBaHUeM nyTemM cTepuansaymm nobbiMn Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamMu. Hencnosb3oBaHHble (He MMeBLUME KOHTaKTa C KPpoBbH n/1an
Ap. 6MONOrNYECKUMN XNAKOCTSAMM) BTOM HMC/E C UCTEKLLNM CPOKOM FOAHOCTU yTuUimMsmpytotes no CaHlunH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuTENA

M3rotoButenb: «JIBJ1 TekHonogxuc MeX yHg Ko. KM», topugnyeckunii agpec: Fepmanus, 74564, T.
Kpaiinbexanm, Teogop-LUTopm-LWTpace, 4. 17

M3roToBuTe/NIb rapaHTUpyeT COOTBETCTBUE M3aeNuns TpeboBaHNAM HOpMaTUBHOW AokyMeHTauun (1ISO
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FTOCT UICO/M3K 17025-2009, MOCT ISO 10993
12-2015, MOCT I1SO 10993-18-2011, INOCT I1SO 10993-1-2011) npwu co6. n.yeno'Bil TTP3HITTOPT+POBKW

XpaHeHUs1 1 NPUMEHEHUST B TeUEHWE CPOKa rOAHOCTN. T
[apaHTUiiHble 06s13aTeNIbCTBa U3roTOBUTENS U/UNK ero npeacraBun 67~ "~pawpo arca Ha
MeAVLUMHCKOe u3aenune B c/lydyae HeHaaexallero XxpaHeHus, TpaHcn “ncl t3! HW\$bNeaium Hekoro
n3penna. technologies
GmbH&CoyKG
No]X"orm-atra3e 17
‘Germany
S§5513 20

+49 7951 nS-'-iS 33



MacnopTt

Kprionpo6upkn o6beMom 5,0 M 6e3 2D LLTPUX-Ko/a, C BHELLHEN pe3b00id, 6e3 KpbiLlek

Cepus 14P10203002

[aTta nsrotosneHus 12/2015

HasHaudeHune

Kpuonpobupku npegHasHayeHbl As1 c6opa, 06paboTkM, KOHCEepBaLMK 1 XpaHEHWsT BMO/I0rMYecKnX 06pasLoB
npu TemnepaTtype MuHyc (196-86)°C c ncnosib3oBaHMEM MapoB Xnakoro asota (LN2), ans uenei nonyyeHus
WMHpopMaL M Npu NPOBEAEHUU MeAULUNHCKUX UccreaoBaHuii in vitro B 1abopaTtopusx MeAULUHCKUX YUpeXaeHWA.
O6pasuamu sSBASKOTCS: 6UOMOrMyYeckme XXUAKOCTU (KPoBb, NiasmMa KpoBU, CrepmMa) YesioBeka U TKaHu
6unonornyeckne (KOCTHasi TKaHb, 06pasLbl KOXHbIX MOKPOBOB)

2.
MaTepuan n3rotoBneHus
[abapuTHble pa3mMepbl (gMameTp X BbICOTA)
Pa6ounin 06bEM
Hanwnune KpbIWKn
Tun pe3bbbl Ha KpUonpoobupke
Pabounii TemnepaTypHbIii gnanas3oH
Hanunuune/Tun 2D wTpmx-koga
YCTONUMBOCTb K LeHTPUyrmpoBaHmio
MNMoka3arenb repMeTU4HOCTH
Macca ogHOn Kpronpobupkun
YCTONUMBOCTb K CTEepunnsaumnmn
Hanuuve rpagyvmpoBku

nonunponuneH Purell HP371P
0 12,6 X82,1 mm.

5,0 mn.

HeT

BHeLLUHAA

0OT1-196°C po -86°C

HeT

00 3000g No NpoAosibHOM ocn
no 95kMa

35T

napoBbIM MeToAO0M Npu TemnepaType (121+1)°C
HeT

3. ¥YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHue

YnakoBka o6ecrneunBaeT COXPaHHOCTb U3Aenii Npyu TpaHCNopTUPOBKe. KpMonpobupkn TpaHCNoOpTUPYIOT B
TPaHCNOPTHOM yNakoBKe NpeanpusaTUs U3rotoButens BauanasoHe Temnepatyp oT (- 50 go +50) °C n BaxHoOCTH
[0 98% npu Temneparype +25°C. MNMpenoxpaHAaTb OT NPSAMOro nonagaHusi 0CaZKos.

Kpronpo6bupkn XpaHAT B repMeTUYHO 3aKpbITOM yrnakoBKe Npeanpustnsa N3rotoBuUTeNs, nsberas aHaumTe lbHbIX
KonebaHWin Temnepatypbl BO BPEMS XpaHEeHUs. XpaHUTb B CyXOM NPOX/1afHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoctn ao 80% npu Temnepatype +25°C.

4, TpeboBaHusa 6e30MacHOCTU

Kprnonpobupkn ABMISIOTCA HETOKCUYHBIM annuporeHHbIM NpPoAYKTOM, O4HOPa30BOro MCMNOJIb30BaHUS.
Kpronpo6upkn nocTasnsioTCca He CTepusibHbIMU. Kpronpobmnpky yCTONMUMBLI K CTEPUIM3aLMM NapoBbiM METOA0M
npu Temneparype (121+1)° C BTeyeHune (20+2) MUH.

Mpun paboTe c Kpuonpobupkamu, coaepxatl,umm romarepuasbl, cnegyet HaaeBaTb O4HOPa30Bble PE3NHOBLbIE
nepyaTtku, BO n3bexaHne pucka MHPUUMPOBaHUSA NepcoHasia buomaTepuasiom. He ncnonb3oBartb MO OKOHYaHUN
Cpoka rogHocTu. He ncnonb3oBaTtb He MO Ha3HavyeHuto. He ncnosnb3oBaTb NpU 0GHAPYXEHUN MeXaHUYeCKnUX
noBpeXaeHn.

5. CsegeHunsa 06 ytunusauunm

N3penvs, nMeBLUME KOHTaKTe KPOBbIO W/WMAN ApyruMu 6MOMOTMYECKUMU XNLAKOCTAMMU, NoAnexaT yTuamnsaumm
no CaHlMnH 2.1.7.2790-10 knacc b c o653aTesibHbIM 06e33apaxXnBaHmem NyTeM cTepuansaummn obbIMm1 Ha
[aHHOM NpeanpuaTue yCTaHOBNEHHbIMU MeToAamu. Hencnonb3oBaHHble (He MMeBLUME KOHTaKTa C KPpoBbiO 1U/Mnun
Ap. 6MONOrNYECKUMN XNUAKOCTSAMM) B TOM YMC/E C UCTEKLINM CPOKOM FOAHOCTU yTUAmM3mpytoTca no CaHlNuH
2.1.7.2790-10 knacc A.

6. [apaHTUK n3rotToBUTENSA

M3rotoButenb: «JIBJ1 TekHonogxuc MmeXyHa Ko. KIM», topugnyeckuii agpec: Nepmanus, 74564, r.
Kpalinbexanm, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTe/lb rapaHTUpyeT COOTBETCTBUE U3LeNnsa TpeboBaHMSAM HOPMaTUBHOM AokymMeHTauum (1ISO
9001:2008 TIOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT NCIrO/M3KA7025-2009, MOCT ISO 19933-
12-2015, OCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnoae|]| ik
XpaHeHns N NPYMEeHEeHUs B TeYeHne Cpoka rogHoOCTW.

MapaHTUiiHbIe 06A3aTeNlbCTBa U3roToBUTENS U/MNK ero npeacTaBuTens
MeAVLMHCKOe nu3genue B Cryvae HeHaanexauwlero XxpaHeHus, TpaHcnopTu|:)c
n3genus.

1'onb30My|NONy1 CcKOro

Be 17
ermany
5613 20
TT55613 33 !
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MacnopT

Kprionpobupkn o6bemom 0,3 Mn 6e3 2D WTprx-KoAaa, C BHYTPEHHEN pe3bboid, 6e3 KPbILLEK

Cepus 2A01366 JaTta nsrotosneHusa 12/2015

1. HasHaueHue
Kpronpo6upkn npegHasHaveHbl 4518 c6opa, 06paboTKn, KOHCEpBaLMM U XpaHeHNs 61O0N0rMyecknx o6pasLos
npu Temnepartype MuHyc (196-86)°C c ncnonb3oBaHMEM NApPOB XuAKoro asota (LN2), ans uenein nonyyeHus
MHdopMaLMn Npu NpoBeAeHNN MeANLMHCKNUX NccrefoBaHuii in vitro B nabopartopusax MeAnLMHCKUX yupexaeHni.
O6pasuamu ABNAKTCA: BNOMOTNYECKME XNAKOCTU (KPOBb, N/ia3ma KpoBW, crepma) YesioBeka 1 TKaHu
6uonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHMYECKMNE XapaKTePUCTUKN
MaTepuan n3rotosnieHns nonunponuneH Purell HP371P
[abapnTHbIe pa3mMepbl (AUameTp X BbicOTa) 0 8,8 X19,0 mm.
Pa6bounii 06bEM 0,3 M.
Hanunuve KpbILWKM HeT
Tun pe3bbbl Ha Kpuonpobupke BHYTPEHHSA
Pabounin TemnepaTypHbIii gnanasoH OT1-196 °C go -86°C
Hanunuune/Tnn 2D wTpux-koaa HeT
YCTOMUMBOCTb K LEHTPUYTrMpoBaHnio [0 3000g no NpoAonbLHOM ocu
Moka3arenb repMeTUYHOCTH 0o 95kMa
Macca oHOWM KpronpoobupKm 0,24 .
YCTOAYMBOCTb K CTEpUIM3aunm napoBbIM MeETOAOM Npu TemnepaType (121+1)°C
Hanuuve rpagyvpoBku HeT

3. YnakoBKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBka o6ecrneynBaeT COXPaHHOCTb M34eNui npu TpaHCnopTMpoBke. Kpuonpoburpky TpaHCNopTUPYIOT B
TPaHCNOPTHOM ynakoBKe NpeanpusaTUs U3rotoBuTens BananasoHe TemnepaTyp oT (- 50 o +50) °C n BAaXHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonajaHus ocagkos.

Kpronpobupkn XpaHAaT B repMeTUYHO 3aKpbITOM ynakoBKe NpeanpusaTus N3rotoButesns, nsberas 3Haumte bHbIX
KonebaHuii Temnepatypbl BO BPeMs XpaHeHUs. XpaHUTb B CyXOM NPOX/iafHOM MecTe B AnanasoHe Temnepatyp (+5
- +40)°C n BnaxHoct o 80% npu Temnepatype +25°C.

4. TpeboBaHMA 6Ge3onacHOCTU

Kpronpo6bupkn ABAsOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPa30BOro NCNOJ/Ib30BaHUS.
Kpronpo6upkn NocTaBnstoTCA He CTEPUNbHbIMU. KpMonpobmpky yCTOMUMBLI K CTEpUM3aL M napoBbiM MeTOA0M
npu Temnepatype (121+1)° C B TeueHune (20+2) MuH.

Mpn paboTe c Kpuonpobupkamu, cogepxatl,umm uomarepuasnsl, crefyeT HaeBaTb O4HOPa30Bble PE3NHOBbIE
nepyaTtku, BO n3bexaHve prcka MHOULMPOBaHUA nNepcoHana bnomarepmasioM. He ncnosb3oBaTb MO OKOHYaHUU
Cpoka rogHocTu. He ncnonb3oBaTb He MO Ha3Ha4vYeHuto. He ncnosb3oBaTb MNpU OGHAPYXXEHUM MeXaHUYeCKNX
noBpeXaeHWNA.

5. CBepgeHus 06 ytunusaymn

N3penvs, uMeBLLME KOHTaKTe KPOBbIO U/MN APYTUMN BUOMOrMYECKUMN XUAKOCTAMK, nogsexar yTuamsaumm
no CaHlnH 2.1.7.2790-10 knacc b c o6s3atenbHbIM 06€33apaxkmnBaHNeEM NyTeEM CTepUM3auum AKObIMU Ha
[aHHOM NpeanpuAaTue yCTaHOB/IEHHBbIMU MeToAaMu. Hencnosib3oBaHHble (He MMEeBLUNE KOHTaKTa C KpOBbIO U/1Uan
4p. 6MONOrMYecKNMN XUAKOCTAMU) B TOM YMC/E C UCTEKLIMM CPOKOM FOAHOCTU yTunuaupytoTtcs no CaHlMlmH
2.1.7.2790-10 knacc A

6. T[apaHTUM nsrotosuTens

M3rotoButens: «J1BJ1 TekHonogxmuc MmeXyHa Ko. KIM», topuguyeckunii agpec: F'epmanus, 74564, T.
Kpaiinbexanm, Teogop-LUTopm-LUTpace, 4. 17

M3roToBuTE Ib rapaHTUpyeT COOTBETCTBUE n3aenusa TpedosaHnsam HOMy A TMHHNM ANHYwAnT T nnllan-—
9001:2008 IOCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, IOCT | , rpC|"SO 10993-
12-2015, MOCT ISO 10993-18-2011, NOCT ISO 10993-1-2011) npu cobnto|™e| AN (NKA |
XpaHeHUs 1 NPUMEHEHUS B TeYeHne Cpoka rogHoCTW.

[apaHTUiiHbIE 06A3aTeNIbCTBa U3roTOBUTENS U/MNK ero npeacTaBuTe;|s|

MeauLMHCKOe n3fenue B C/lydae HeHaa/1exall,ero XpaHeHusi, TpaHcnopTup 0/1b30BaHNS MeANLNHCKOTO
nsaenuvs. H & Co. KG
Tt'lo//f-a»6yTi-StraBel7
T45PMNON Ml
Telll;'+49 ~13 20

Teief/k: +49 7951 95613 33
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MacnopTt

Kprionpo6upku o6beMom 0,5 M 6e3 2D LLUTPUX-KoAa, C BHYTPEHHEN pe3b0oid, 6e3 KpbILLek

Cepusa 2A03721

1

[aTta n3rotossieHUs 12/2015

Ha3HauyeHue

Kpronpo6upkn npegHasHayeHbl 4518 c6opa, 06paboTKn, KOHCepBaL MM U XpaHeHNs 61onornyecknx o6pasLos
npu TemnepaTtype MuHyc (196-86)°C c ncnosb3oBaHreM MapoB Xnakoro asota (LN2), ona yeneii nonyyeHms
MHdopMaLunn nNpu NpoBeaeHNN MeANLMHCKNUX NccnefoBaHuii in vitro B 1abopaTtopmnsax MeAnLUMHCKUX YUpeXaeHuii.
O6pasuamu ABNAKTCA: GUONOrMYeckmne XNAKocTn (KpoBb, naasma KpoBu, cnepma) YesioBeka U TKaHu
6unonornyeckne (KOCTHast TkaHb, 06pasLbl KOXHbIX MOKPOBOB)

MaTepuan n3rotoBneHUs
[abapuTHbIe pasmMepbl (AUamMeTp X BbicOTa)
Pabounin 06BLEM

Hanuune KpblILwkn

Tun pe3bObl HA KPUONPOOUpPKe
Pabounin TemnepaTypHbIii gnanas3oH
Hanuune/tun 2D wTpux-koga
YCTOMUYMBOCTb K LLeHTPUyrmpoBaHumio
MNMoka3arenb repMeTUYHOCTH

Macca ofHol Kpronpobupku
YCTONYMBOCTb K CTepuansaumm
Hanuuve rpagynpoBku

nonunponuneH Purell HP371P
0 8,8 X 26,5 MMm.

0,5 mn.

HeT

BHYTPEHHSSA

OT1-196 °C go -86°C

HeT

00 3000g no NpoaonbLHOM ocn
o 95kMMa

0,4r.

napoBbIM MeETOAOM Mpu TemnepaType (121+1)°C
HeT

3. YnakoBKa, TpaHCNOPTUPOBKA N XpaHeHue
YnakoBka o6ecrneyunBaeT COXPaHHOCTb M34eNui npu TpaHcnopTupoBke. Kpronpobupkn TpaHCNOPTUPYIOT B
TPaHCMNOPTHOI yNakoBKke NpeanpusaTUs U3rotoButens BauanasoHe Temnepatyp oT (- 50 go +50) °C n BfiaxHOCTH
[0 98% npu Temnepatype +25°C. MNMpefoxpaHAaTb OT NPAMOro nonazaHus ocagkos.
Kpronpo6bupkn XpaHAT B repMETUYHO 3aKpbITOl YNakoBke NpeanpuaTua U3rotoButens, nsberas 3HaunTesibHbIX
KonebaHuin TeMnepaTypbl BO BPEMSA XpPaHEHUS. XpaHNTb B CyXOM NMPOxX/afHOM MecTe B Auana3oHe Temnepatyp (+5

- +40)°C u BnaxxHocTn o 80% npu Temnepatype +25°C.

4. TpeboBaHuA 6e30MacHOCTU
Kpnonpo6upkn SIBMSIKOTCA HETOKCUYHBLIM anmporeHHbIM NPoAyKTOM, 04HOPa30BOro NCMO/b30BaHKS.
Kpronpo6upkn nocTtaBnstoTcst He CTepuibHbIMU. KpMonpoGupKK YCTOMUMBLI K CTEPUIN3ALMM MapOBbIM METOAO0M

npu Temneparype (121+1)° C B TeyeHune (20+2) MUH.

Mpy pa6oTe C KpMONPOGUPKaMK, coaepxallMm 6uomatepuarbl, cefiyeT HaaeBaTb 04HOPA30Bble Pe3VHOBbIE
nepyaTkui, BO U36exaHne prcka MHPULMPOBaHUA NepcoHana 6nomartepuasioM. He MCNO/b30BaTh MO OKOHYaHUM
CpoKa rofIHocTu. He MCNoMb30BaTh He MO Ha3Ha4YeHWo. He UCMosb30BaTh NPY 0GHAPYXEHUN MeXaHNYECKMX

noBpeXAeHUA.

5. CsefeHua 06 ytunmsauum
M3penvs, nmeBLUNE KOHTaKTe KPOBbIO WU/MNV ApYTrMMU BUOMOTNYECKUMU XUAKOCTAMU, NoanexarT yTmnnsaumm
no CaHlnH 2.1.7.2790-10 knacc b c 06s13aTefibHbIM 06e33apaxXnBaHMem NyTeM cTepunusaumn fobbIM1 Ha
[aHHOM NpeanpuaTUe YCTaHOB/IEHHbIMU MeTogamMu. Hencnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbHO U/Mnun
Ap. 6MONMOrNYECKUMN XNAKOCTSAMM) B TOM YMC/E C UCTEKLLINM CPOKOM FOAHOCTU yTunmampytotesa no CaHlunH

2.1.7.2790-10 knacc A

6. TlapaHTUM narotoBuTENN
M3rotoButenb: «J1B/1 TekHonomkmnc MmeXyHa Ko. KM», opngnyecknin agpec: epmanus, 74564, r.

Kpaiinbexaim, Teogop-LUTopm-LUTpace, 4. 17

M3rotoBuTENb rapaHTUpPyeT COOTBETCTBME M3aenust Tpe6oBaHUsIM HOPMaTMBHOM AOoKyMeHTaumm (ISO
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT UCO/M3K 1/0217-200a-LLICT4.5&46913-

12-2015, MOCT I1SO 10993-18-2011, NOCT ISO 10993-1-2011) npu coba0aeHnN

XpaHeHnA N NpUMeHeHna B TedeHne CpoKa rogHoOCTU.

3r’ncNenp”BH 1

lapaHTuiiHble 06513aTeNbCTBA U3rOTOBUTENS U/UAW ero NpeacTaBuTens B HLL
MeAVLMHCKOE U3fenune B C/lydae HeHa exalllero XpaHeHusi, TpaHcnopT1po oro

n3genvs.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MacnopT

Kprionpo6upkn o6bemom 0,75 mMn 6e3 2D WTpux-Koaa, ¢ BHYTPEHHEW pe3b0oid, 6e3 KpbiLLek

Cepua 2A01932 Jata n3rotoBneHus 12/2015

1. Ha3HaueHue
Kpronpo6upkn npegHasHaveHbl ans céopa, 06paboTKn, KOHCEpBaLMM U XpaHeHUs 61onornyecknx o6pasuos
npu TemnepaTtype MUHyc (196-86)°C c ncnosib3oBaHMeEM MapoB Xnakoro asota (LN2), ans uenein nonyyeHus
MHdopMaLnn npu NpoBeAeHNN MeAULIMHCKUX MccnefoBaHuii in vitro B nabopatopmnsax MeguuUMHCKUX YUpexaeHni.
O6pasuamu ABNAIOTCA: BUOMOTMYECKME XULKOCTU (KPOBb, Nnasma KpoBu, CNepma) YesioBeka U TKaHu
6uonornyeckue (KOCTHas TkaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIE TEXHMYECKME XapaKTePUCTUKN
MaTepunan n3rotosneHus nonvnponuneH Purell HP371P
[abapnTHbIe pasmMepbl (gUaMeTp X BbiCcOTa) 0 8,8 X31,2 mm.
Pa6ounin 06BEM 0,75 mn.
Hanunuve KpbIWKM HeT
Tvn pe3bbbl Ha KpNonpoobrpke BHYTPEHHSA
Pabouunii TemnepaTypHbIli gnanasoH OT1-196 °C go -86°C
Hanuune/Tun 2D wTpux-koga HeT
YCTOAUMBOCTb K LEHTPUDYrMpoBaHuio n0 3000g no NpoAosibHOM ocn
Moka3arenb repMeTUYHOCTH 0o 95kMa
Macca ofHo Kpronpoobunpku 0,45 .
YCTOMUMBOCTb K CTEpUAn3aLmnm napoBbIM METOAOM Mpu TemnepaType (121+1)°C
Hanuuve rpagynpoBku HeT

3. YnakoBkKa, TPaHCNOPTUPOBKA U XpaHeHue

YnakoBka ob6ecneumBaeT COXPaHHOCTb M34eNuii npu TpaHcnopTMpoBke. Kpronpobupkn TpaHCNoOpTUPYIOT B
TpaHCNOPTHOW ynakoBKe NpeAnpuaTUSa U3rotoBuTens BamnanasoHe TemnepaTyp ot (- 50 go +50) °C 1 BAaxHOCTU
[0 98% npu Temnepatype +25°C. MNMpefoxpaHsaTb OT NPAMOro nonazaHus ocagkos.

Kpronpo6upkn XpaHAT B repMeTUYHO 3aKpbITOlM YNakoBke NPeanpuaTus n3rotoButens, nsberas sHaunTesibHbIX
KonebaHuin TemnepaTypbl BO BPeEMS XpaHeHUs. XpaHUTb B CyXOM MPOxX/AafHOM MecTe B Auana3oHe Temnepatyp (+5
- +40)°C u BnaxxHocTn go 80% npu Temnepatype +25°C.

4, TpeboBaHus 6e30MacHOCTU

Kpronpo6bupkn ABASOTCA HETOKCUYHBbIM annMporeHHbIM NPOAYKTOM, O4HOPAa30BOro NCMNo/b30BaHUS.
Kpronpo6bupky nNocTaBnsaloTCs He CTeEPUNbHbIMU. KpronpobupKn yCTONUMBBLI K CTEpUM3aLmm napoBbiM METOAO0M
npu Temneparype (121+1)° C BTeueHne (20+£2) MuH.

Mpn paboTe c kpuonpobupkamu, cogepxawnmm bnomaTepmnassl, cnegyet HageBaTb O4HOPA30Bble Pe3nHOBbIE
nepyaTtku, BO n3bexaHne pricka MHOULMPOBaHUA NepcoHasna buomMmaTeprasioM. He UCnosb3oBaTb N0 OKOHYaHUU
CpokKa rogHocTu. He ncnonb3oBaTb He N0 Ha3HavyeHMo. He 1Ccnosb30oBaTb NPy 0O6HAPY)XEHNN MeXaHUYeCKnUx
NOBPEXAEHWIA.

5. CsefeHua 06 ytunmsauunm

N3penvs, nmeBLUME KOHTaKTe KPOBbHO U/MAn ApyrMMu 6MOAOTMUYECKMMUN XNAKOCTAMN, NoAnexarT yTmnnsaummn
no CaHlnH 2.1.7.2790-10 knacc b c 06s3aTefnibHbIM 06€e33apaxmnBaHuem nyTemM ctepuamnsaymm nobbiMn Ha
[aHHOM NpeanpuAaTue yCTaHOBNEHHbIMU MeToAamu. Hemcrnonb3oBaHHble (HE UMEBLLME KOHTaKTa C KPOBbHO U/Mnun
Ap. 6MONOrNYECKUMN XUAKOCTAMM) B TOM YMC/E C UCTEKLIMM CPOKOM FOAHOCTU YTUAnsmpytotcsa no CaHlMuH
2.1.7.2790-10 knacc A.

6. TlapaHTuUM mnsrotoBuTENs

MarotoButenb: «JIBJ1 TekHonogxmuc MoX yHg Ko. KM», topugudeckunii agpec: Fepmanus, 74564, T.
Kpaiinbexaiim, Teogop-LUTopm-LWTpace, a. 17

M3rotoBuTeNIb rapaHTUpyeT COOTBETCTBUE U3AeNUsa TpeboBaHUsAM HopMAaTMBHOW nnlylypauralilm (ion---------- -
9001:2008 I'OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT UCO /M ™[N0 |8, T-AT 1*0®99;-
12-2015, I'OCT ISO 10993-18-2011, INOCT ISO 10993-1-2011) npu cob6nogenn i \[MW M#H W op L, )C|Ne kDK

XpaHeHusi N MPUMEHEHNS B TEYEHME CPOKa FoAHOCTU. / N ;

FapaHTUiiHbIE 06s3aTeNbCTBA U3rOTOBUTENS U/UNN ero NpeacTaBuUTeNst B \
MeAMLNHCKOE U3aesnne B C/lydae HeHaj/iexallero XpaHeHusl, TPaHCMNOPTUPOE KM~ cMb30oBaHUsA MegULUHCKO|ro
n3genus. / | 3tbH & Co. KG

"J.I0!I>6torm-StraBe M/
c/ailsheim « GejijQny
126" 20
ax: +49 79-ns5613 33
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lNacnopT

Kpnonpo6upkn 06bemom 5 mn ¢ 2D WTpmx-Kofamuy ¢ rpaflyupoBKoii ¢ BHellHel pe3bboli 6e3 Kpblllek

Cepus 14C10203002 [ata n3rotosneHus 11/2015

1. Ha3HaueHue
Kpronpobupky npeaHasHaueHb! 41s coopa, 06paboTKm, KOHCEPBaLMM 1 XpaHEeHWs G1O/I0rMYecknx 06pasLioB
npn Temnepatype MUHyc (196-86)°C ¢ 1cnonb30BaHMeEM MapoB Xuakoro asora (LN2), 4na ueneli nonyyeHys
VH(opMAaLWY MPU NPOBEAEHN MEAVLIMHCKMX UCCIef0BaHWN in Vitro B 1abopaTtopusx MeAVLIMHCKMX YUPEXAEHMIA.
O6pasuamm ABNAKOTCA: BMO/OMMUYECKVE XUOKOCTU (KPOBb, M/1a3Ma KPOBY, CiepMa) YerioBeKa Y TKaH
Gronornyeckme (KOCTHast TKaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHbIe TEXHUYECKMNE Xa0aKTEOUCTUKN
Marepvian 1sroTos/eHua nosvnponieH Purell HP371P
FabapuTHble pasMepbl (YameTp X BbICOTa) 0 12,6 x82,1 Mmw.
Pabounii 06bEM 50 mn.
Hanvume KpbILLKK Het
Tvn pe3bbbl Ha KPYOMPOGKpPKe BHELLHASA
Pabounin TemnepaTypHbIii AManasoH Or-196 °C po -86°C
Hanmuve/tvin 2D LTprix-Koaa [Ja, DataMatrix
YCTONUMBOCTb K LIEHTPUDYTMPOBAHIIO [0 30009 no NpoAo/bHON ocv
lNokasaresb repMeTUYHOCTH 0o 95kMa
Macca 0fHOI KprompoBrpKm 35T
YCTONUMBOCTb K CTEPUM3ALWAN MapoBbIM METOAOM pyn Temneparype (121+1)°C
Hanvuve rpagyvipoBkm [a

3. YnakoBKa, TpaHCMOPTUPOBKa U XpaHeHue

YnakoBKa 06ecrneymBaeT COXPaHHOCTb U3AEMWIA NPK TPAHCMOPTUPOBKE. KpronpooupKy TPaHCOPTUPYHOT B
TPAHCMOPTHOV YNakoBKe NPeAnpUsTUS U3TOTOBUTENA B AnanasoHe Temneparyp ot (- 50 go +50) °C v BfaxHOCTU
[0 98% npm Temneparype +25°C. MpenoxpaHaTb OT NPAMOro MonafaHnA 0CaaKoB.

Kpronpobrpkm XpaHsT B repMETUYHO 3aKPbITOI YNakoBKe NpeanpusTUs U3roTOBUTES, U36eras 3HauMTEIbHbIX
Kone6aHWii Temnepatypbl BO BPeMS XpaHeHWs. XpaHWTb B CyXOM NpOoX/1aHOM MeCTe B Auarna3oHe Temneparyp (+5
- +40)°C v BnaxkHocTy 0 80% npm Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

Kpronpo6upki SBMSKOTCA HETOKCMYHBIM arpOreHHbIM MPOZYKTOM, OHOPa30BOro MCro/b30BaHA.
Kprionpo6upkm MocTaBskoTeA He CTepu/ibHbIMU. KprompoBrpKy YCTOMUMBbGI K CTEPU/I3ALIM MapoBbIM METOA0M
npy Temneparype (121+1)° C B TeueHne (20+2) MyH.

Mpn paboTe ¢ KPYONPOOUPKaMK, COAEPXKALLMMIA BruoMaTepransbl, CreayeT HafesaTb O4HOPa30Bble PE3NHOBbIE
nepyaTku, BO 130eXKaHNe PrCKa MHPLIMPOBaHUA NepcoHasia briomarepuasiom. He 1Crosb30Barh Mo OKOHYaHWN
CPpOKa roAHOCTV. He 1CMosb30BaTh He Mo HasHaueH 0. He 1enosb30BaTh My OGHAPYXKEHWMM MEXaHNYECKUX
NOBPEXAEHMIA.

5. CeegeHunsa 06 ytunmsaymm

Vi30envs, nvieBLLME KOHTaKTE KPOBBO W/ ApyriMn BUOMIOMHECK MM YNAKOCTAMW, NOL/IEXAT YTIM3aLWN
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apaXkmBaHem nytem CTepuisaumn todbiMn Ha
[JAHHOM MpeanpusT/e YCTaHOB/IEHHLIMM METOAaMM. Heuncrnosib3oBaHHbIe (He MVIEBLLIME KOHTaKTa C KPOBbHO W/
[p. BUOMOTMHECKMMN YKULKOCTAMM) B TOM YMC/IE C UCTEKLLIM CPOKOM FOAHOCTY yTUin3mpyrotes no CaHivH
2.1.7.2790-10 knacc A

6. rapaHTI/II/I n3rotoBuTensd

VizrotosuTenb: «/1B/1 TekHonomkmc MMOXyHA Ko. K, ropuapndeckuin agpec: FepManus, 74564, T.
Kpaiinbexaiiv, Teogop-LLitopm-LLitpace, g, 17

/3rotoBuTENb rApaHTMPYET COOTBETCTBIE U3AENMS TPEGOBAHWSIM HOPMAaTUBHON AoKymeHTaLmm (1SO
9001:2008 IOCT CO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT MCO/M3K 17025-2009, MOCT ISO 10993-
12-2015, MOCT 1SO 10993-18-2011, MOCT 1SO 10993-1-2011) npw COGMHOAEHNN YCIOBUIA TPAHCTIOPTUPOBKY,
XpaHeHVA 1 NMPUMEHEHNS B TEYEHME CPOKa MOAHOCTUA.

FapaHTUiAHble 06si3aTeNbCTBA M3roTOBUTENA W/WN ero npeactasuTens B PO He pacn(3
MeMLMHCKOE U3EeNMe B Clydae HeHaf1exaLlero XpaHeH!s, TpaHCNoPTUPOBKA Y UCTON
v3aenvs.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MacnopTt

Kpronpo6rpku o6beMoM 4 M ¢ 2D WTpKX-KoJaMu C rpalyMpoBKoOii ¢ BHelLHel pe3bboli 6e3 Kpblllek

Cepust 14C10556022 [ata n3rotos/ieHus 11/2015

1. Ha3HaueHue
Kpronpobupku npeaHasHadeHb! 4715 coopa, 06paboTky, KOHCepBaLWW U XpPaHEHS B1OMOTMYECKX 06Pa3LIoB
npn Temneparype MuHyc (196-86)°C ¢ 1cnonb3oBaHreM napos Xuakoro asota (LN2), 4na ueneii nonyyeHns
VH(opMAaLWY NP1 NPOBEAEHM MEAVLIMHCKMX UCCIE[0BaHMIA in Vitro B 1iabopaTtopusix MeAVILIIHCKUX YYPEXAEHNIA.
O6pasLiammy SBNSKOTCA: B1OMOrMYECKE XUOKOCTU (KPOBb, M1ia3Ma KpPoBM, Criepma) YerioBeka 1 TkaHu
Gronormyeckme (KoCTHas TKaHb, 06pasLibl KOXHbIX NMOKPOBOB)

2. OCHOBHblE TEXHUYECKUE XapakTepucTuku
Marepvian 13rotosneHys nosvnponunieH Purell HP371P
FabapuTHble pasMepbl (AyameTp X BbICOTa) 0 12,6 x68,6 Mm.
Pabounii 06bEM 4,0 mn.
Hannuve KpbILLKu HeT
Tvn pe3bbbl Ha KPYONPOBKpPKe BHELLHASA
Pabounin TemnepaTypHbIi AyanasoH Or-196 °C o -86°C
Hannune/tvn 2D wrpmnx-koaa [Ja, DataMatrix
YCTONUMBOCTb K LIEHTPU(YTMPOBaHMIO £10 3000g no NpoAo/bHON OcK
lNokasaresb repMeTU4HOCTA [0 95kTla
Macca 0fHOM Kpronpoorpku 28T.
YCTONUMBOCTb K CTEpUAM3ALWN MapoBbIM MeToZoM Npu Temneparype (121+1)°C
Hannuue rpagyvipoBkm ir:|

3. ¥YnakoBka, TpaHCNOpTUPOBKa U XpaHeHue

YnakoBKa 06ecrneymBaeT COXPaHHOCTb U3AEMWIA MPK TPAHCMOPTUMPOBKE. KpronpoOrpKm TpaHCMopTUPYHOT B
TPaHCMOPTHOW YNakoBKe NpeanpusiTUS U3roTOBUTENA B AnanasoHe Temneparyp oT (- 50 4o +50) °C 1 BfaXHOCTU
[0 98% npm Temneparype +25°C. MpeaoxpaHsaTb OT NPAMOro MonagaHs 0CaKoB.

Kpronpobupky XpaHAT B repMETUHHO 3aKPbITOM YMakoBKe NPeanpuUsTUS U3roToBUTENS, 13beras 3HauMTe bHbIX
KonebaHuii Temneparypbl BO BPeMs XpaHeHUs. XpaHWTb B CyXOM NPoXiaaHOM MeCTe B AyianasoHe TemMneparyp (+5
- +40)°C 1 BnaxxHoCTK A0 80% npu Temneparype +25°C.

4, TpeboBaHusa 6e30MacHOCTU

Kpronpo6upKy SIBMIAKOTCA HETOKCMYHBIM arvporeHHbIM MPOAYKTOM, OAHOPa30BOr0 MCro/b30BaHYA.
Kpronpobrpkim NocTaBnskoTes He CTepu/IbHBIMA. KpronpoBrpKIA YCTOMUMBbI K CTEPUIM3ALIM MapoBbIM METOA0M
npv Temneparype (121+1)° C B TeueHue (20+2) MyH.

Mpn paboTe € KPUOMPOBMPKaMK, COAEPXALLMMI BroMaTEpVabl, CrieayeT HaZleBarb OHOPA30Bble PE3VHOBbIE
nepuyaTku, BO U36eXaHMe pucka MHPMLMPOBaHKA NepcoHana bromMareprasioM. He 1Crosb30Barh Mo OKOHYaHN
CpoKa roHoOCTU. He 1cnonb30BaTh He N0 Ha3HaueHW. He 1Cnob30BaThb MK 0BHAPYXXEHN MEXaHUUECKIX
MOBPEXAEHWIA.

5. CBegeHunsa 06 ytunmsauymn

Vi3Oenwns, MveBLLIME KOHTAKTE KPOBBIO W/ ApYriMM BUOTOMHECK MM XUAKOCTAMM, MOL/IEXKAT YTUIN3ALWN
no CaHlMnH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apaXkKnBaHNEM MyTEM CTEPUM3ALN IHOObIML Ha
[JaHHOM NpeanpusTe YCTaHOB/IEHHLIMN MEeToaMM. Hencrnosb3oBaHHbIe (He MMIEBLLE KOHTaKTa C KPOBbO W/
[p. GMOMOTMHECKMU >KUOKOCTAMM) B TOM HMC/IE C UCTEKLLM CPOKOM FOAHOCTV YTUn3upyrotes no CaHlMvH
2.1.7.2790-10 knacc A

6. FapaHTvu/l n3rotosuTena

VizrotoBuTtesb: «/1B/1 TekHonomxuc MvIoX yHA, Ko. KM, toprandeckuin agpec: Fepmanus, 74564, T.
Kpaiinbexaiiv, Teogop-LLtopm-LLtpace, o 17

/13rotoBumTENb rAPaHTMPYET COOTBETCTBIE U3AENMS TPEGOBAHNAM HOPMATUBHOM AoKyMeHTauwn (ISO
9001:2008 OCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT ICO/M3K 17025-2009, IOCT ISO 10993-
12-2015, FOCT 1SO 10993-18-2011, I'OCT I1SO 10993-1-2011) npwm COGMOAEHNN Y 1 TPaHCNOPTUPOPKNA—
XpaHEeHVA U MPYMEHEHUS B TEYEHME CPOKA FOAHOCTU.

lapaHTUiHbIe 06s3aTeNbCTBA U3rOTOBUTENS WWIW ero npeacTasuTens B PO
MEOMLYHCKOE U3AENE B Clydae HeHa/IeXaLlero XpaHeHus, TpaHCopTUPOBK
V3aenms.
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MacnopT

Kpronpo6upku 06beMoM 5 M1 ¢ 2D LITPUX-KOAAMM C FPajyvpoBKOli ¢ BHYTPEHHE pe3b6oii ¢ KpbiliKamu

Cepus 14C1020502 [Jara nsrotoeneHus 11/2015

1. Ha3HaueHue
Kpronpobupku npeaHasHadeHb! /15 coopa, 06paboTKy, KOHCEpBALWM 1 XpaHeHUs B1OMOTMYECKMX 06pa3LI0oB
Mpn Temneparype MuHyc (196-86)°C ¢ ucnonb3osaHem napos XuaKoro asota (LN2), gns ueneli nosyveHms
VH(opMAaLWW MNPV NPOBEAEHW MEAVLIMHCKMX UCCIef0BaHWI in Vitro B 1iabopaTopusix MeALMHCKUX YUPEXAEHMIA.
O6pasLamm ABNAKOTCA: BMO/OMMUECKVE XUAKOCTU (KPOBb, M/ia3Ma KPOoBY, CNepMa) YerioBeKa Y TKaHN
6u1orornyeckyie (KoCTHas TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakKTepuctumkm
Marepvian 13rotos/eHrs nosvnponuneH Purell HP371P
FabapuTHble pasMepbl (AyameTp X BbICOTa) 0 12,6 x91,0 mm.
Pabounii 06bEM 50 mn.
Hanmuvie KpbILKy [1a, CYI/IOTHATENEM U3 CWIMKOHOBOW pe3uHbl
Tvin pe3bbbl Ha Kpronpoobupke BHYTPEHHAA
Pabouwnii TeMneparypHbIi Aviana3oH 071-196°C p0-86°C
Hannune/Tvin 2D wwtprx-koaa [Ja, DataMatrix
YCTOMYMBOCTb K LIEHTPUDYTMPOBaHIIO [0 30009 nNo NpoAo/bHON ocn
lNokasaresb repMeTU4HOCTA [0 95kMa
Macca 0fIHOI KpPYOMPOBUPKA/KPbILLKMA 35/08T.
YCTOMUMBOCTb K CTEpUM3aLWN rnapoBbIM METOAOM pn Temneparype (121+1)°C
Hanmuve rpagympoBku Ja

3.  YnakoBka, TpaHCNOpPTUPOBKa U XpaHeHue

YnakoBKa 06ecrneymBaeT COXPaHHOCTb U3AENMWIA MPK TPAHCMOPTUMPOBKE. KpronpobrpKi TPaHCIOPTUPYHOT B
TPaHCMOPTHO YMaKOBKE NPEANPUSTUS M3roTOBUTENS B Avana3oHe TeMnepatyp ot (- 50 ao +50) °C 1 BnaxHOCTH
[0 98% npu Temneparype +25°C. MpegoxpaHAaTs OT NPSAMOro MonagaHva OCaaKoB.

Kpronpobupky XpaHsT B repMETUHHO 3aKPbITON YNaKOBKe MPEeANpUATUS U3rOTOBUTENS, U3beras 3HaYUTE bHbIX
KonebaHuin TeMneparypbl BO BPEMS XpaHeHUs. XpaHWTb B CyXOM NpOXIaaHOM MECTe B Ayanas3oHe TemMneparyp (+5
- +40)°C v BriaxkHocTn a0 80% npw Temneparype +25°C.

4. TpeboBaHMsa 6e30MacHOCTA

Kpronpobupku SBNSKOTCA HETOKCUYHBIM annporeHHbIM NPoAYKTOM, OAHOPa30BOr0 UCMO/b30BaHVA.
Kpronpobrpkm NocTaBnskoTeA He CTepU/IbHBIMA. KpronpoBrpKIA YCTOMUMBbI K CTEPUM3ALMA NapPoBbIM METOA0M
npy Temneparype (121+1)° C B TeueHne (20£2) MyH.

Mpn paboTe ¢ KPUONPOBUPKaMK, CofepXaLLWMN BromaTepuasbl, CreayeT HaaeBarb OAHOPa30BbIe PE3VHOBbIE
nepyaTky, BO M3beXaHue pucka MHPULMPOBaHUA NepcoHasia brioMarepuasioM. He CMonb30BaTh Mo OKOHYaHWM
CpoKa rofiHoCTU. He 1cnonb30BaTh He N0 Ha3HaYeHW. He 1crosb30BaTh Mpy 06HaPY)XEHN MEXaHUHYECKMX
MOBPEXAEHUIA.

5. CsegeHunsa 06 ytunmsaymm

V3oenus, veBLLIME KOHTaKTe KPOBLHO W/ ApYriMM GUOMOrMYECKUMIA XXUAKOCTAMU, NOL/IEXAT YTWIN3aLWN
no CaHlMyH 2.1.7.2790-10 knacc b ¢ 0653ate/bHbIM 06e33apakviBaHMEM NMyTeM CTEPUNU3ALIN JFOObIMM Ha
[JaHHOM NpeanpysTie YCTaHoB/EHHbIMW MeTo4aMU. Hencnosnb3oBaHHbIe (HE MMEBLLME KOHTaKTa C KPOBLIO W/
[p. GMOMOMHECKAMI XXUOKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM FOAHOCTI YTUM3MPYHoTCa no CaHlH
2.1.7.2790-10 knacc A

6. rapaHTVIVI n3rotosuTena

VizrotoBuTtesb: «/1B/1 TekHonomxuc MVIoX yHA, Ko. KM, topuandeckuin agpec: Fepmanus, 74564, T.
Kpaitnbexaliv, Teofop-LLtopm-LLtpace, g, 17

M3rotoBumTeNb rapaHTUPyeT COOTBETCTBIE U3AENMs TPEGOBAaHUAM HOPMATMBHON JoKyMeHTauwn (ISO
9001:2008 OCT ICO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT ICO/M3K 17~7-2009, FOCT KM 1M993-
12-2015, [OCT 1SO 10993-18-2011, OCT ISO 10993-1-2011) npu cobmoaeH] I
XPaHeHWs U NPUMEHEHNS B TEYEHME CPOKA MOAHOCTU.

FapaHTUiHbIe 06s13aTeNbCTBA M3roToBUTEN W/WM ero npeacTasuTtens B I4
MeAVLMHCKOe M3Je/ne B Clydae HeHaO/Iexalllero XpaHeH!s, TPaHCMopPTUPONH ro
v3oenvs.

4 ibH & Co. KG
| r-Storm-Stral® 17
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MacnopTt

Kpronpo6vpkn 06beMoM 2 M ¢ 2D LWITpUX-KoaamMu ¢ rpafyMpoBKoli ¢ BHYTPEHHEN pe3bboii ¢ KpbilKaMu

Cepus 14C10556031 [ata n3rotosneHus 11/2015

1. Ha3sHaueHue
Kpronpobupky npeHasHaueHbl /1 coopa, 06paboTku, KOHCEPBALMM Y XPaHEHS G1OMOTMYECKMX 06pa3LIoB
npv Temnepatype MuHyc (196-86)°C ¢ 1cnonb3oBaHMEM MapoB XUaKoro a3ota (LN2), ana uenei nomyyeHns
VH(opMaLmMKM Mpy MPOBELAEHNN MEAMLIHCKMX UCCIEL0BAHMI in Vitro B /laboparoprsax MeAVILIIHCKIX YUPEXAEHMIA.
O6pa3Liamy SBNAKOTCA: BUO/OrMYeCcKMe XXUOKOCTU (KPOBb, Mia3Ma KpPoBK, Criepma) YerioBeka 1 TKaHu
Gronormyeckme (KocTHasi TKaHb, 06pasLibl KOXXHbIX MOKPOBOB)

Marepvian 13roToB/eHNs nosvnponunieH Purell HP371P

FabapuTHble pasmepbl (AMaMeTP X BbICOTa) 0 12,6 x 48,3 Mm.

Paboumii 06bEM 20 mn.

Hamume KpbILLKu [, CYI/IOTHATENEM U3 CUIMKOHOBOM Pe3iHbl
Tun pe3bObl Ha KPMOMPOGUPKe BHYTPEHHSAA

Paboumii TemneparypHbIli AvianasoH Or-196 °C o -86°C

Hanmuve/Tvin 2D Lrprix-Koga a3, DataMatrix

YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO [0 3000g no NpoAo/bHOM OcK

lNokasaresb repMeTU4HOCTH 00 95kMa

Macca 0fHOI KpronpooupPKA/KPbILLIKKA 15/0,7 .

YCTOUMBOCTb K CTEpUI3ALMN MnapoBbIM MeToZOM Npy Temneparype (121+1)°C
Hanunuve rpagyvpoBskn HeT

3. YnakoBka, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBKa 06ecrneymBaeT COXPaHHOCTb U3AENWIA MPK TPAHCMOPTMPOBKE. KpronpoBrpKI TPaHCTIOPTUPYHOT B
TPaHCMOPTHO YMakoBKe NPEANPUSITAS M3rOTOBUTENS B Avana3oHe Temnepatyp ot (- 50 ao +50) °C v BraxHoCTH
[0 98% npm Temneparype +25°C. MpenoxpaHaTb OT NPAMOTo MonagaHys 0caaKoB.

KpronpoOupky XpaHsT B repMETMYHO 3aKpbITOl YMAKOBKe MPEeAnpUSTVS U3rOTOBUTENS, 13beras 3HauYmnTe IbHbIX
Kone6aHWii Temneparypbl BO BPeMs XpaHeHus. XpaHWTb B CyXOM NPoxX/aiHOM MeCTe B Auarnas3oHe Temneparyp (+5
- +40)°C v BnaxkHocTh 0 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobrpkm SBNSKOTCA HETOKCMYHBIM anvporeHHbIM NPOZAYKTOM, OAHOPa30BOr0 UCMO/b30BaHVA.
KpronpoGupky NocTaBnskoTeA He CTEpUIbHBIMI. Kpronpooupkm YCTOMUMBGI K CTEPUIM3ALMM NapoBbIM METOLOM
npy Temneparype (121+1)° C B TeueHne (20£2) MyH.

Mpn paborte ¢ KPYoMpPOoBUPKamMK, CoAepXaLLVMN BromaTepuaibl, CreayeT HafeBarb OAHOPAa30BbIe Pe3VHOBbIe
nepuyaTku, BO U36eXaHMe prcka MHP1UMPOBaHWA NepcoHana bromMareprasioM. He 1Cro/b30Barh Mo OKOHYaHN
CpoKa rogHoCTU. He 1Crosb30BaTk He Mo HasHaueHWo. He 1Cnonb3oBaTh Mpr 0OHaPY»KEHUN MEXaHWUUECKIIX
NOBPEXAEHUIA.

5. CBegeHusa 06 ytunmsaynm

Vi3nenvs, vieBLLME KOHTaKTEe KPOBLIO W/ ApYriMK BMO/OMHECKMM XUAKOCTAMM, NOAEXAT YTM3aLmm
no CaHlMH 2.1.7.2790-10 knacc b ¢ 06s13atenbHbIM 06e33apakKMBaHNEM MyTEM CTEPMM3ALIN NIHOOLIMA HA
[JaHHOM MpeanprsTMe YCTaHoB/IEHHbIMW METOAaMI. Hencnonb30BaHHbIe (He MMEBLLME KOHTaKTa C KPOBbLIO W/
[p. GMOMOTMHECKMMN XXUOKOCTAMM) BTOM YMC/IE C UCTEKLUM CPOKOM FOAHOCTU YTUM3upytoTcs no CaHlMH
2.1.7.2790-10 knacc A

6. rapaHTl/II/l n3rotoBuTenAa

W3rotosutenb: «/1B/1 TekHonomxumc MvioX yHa, Ko. KM», topramdecknii aapec: Mepmanus, 74564, T.
Kpaiinbexaiiv, Teogop-LLtopm-LLtpace, o 17

M3roToBUTENb rapaHTUpyeT COOTBETCTBUE M3aeNns TpeboBaHUAM HOpMaTUE HN ANKYMPHTAHMK (151
9001:2008 IOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, rOCT UCO/A
12-2015, IOCT 1SO 10993-18-2011, MOCT ISO 10993-1-2011) npwv cO6MOAEHUN
XpaHeHVs U NPUMEHEHUS B TeUeHWe CPpoKa rofHOCTW.

apaHTUiAHble 06s3aTe/bCTBA M3rOTOBUTENS W/WIN €ro npeactaButens B PO

MEOMLHCKOE U3AENNE B Cllydae HeHa IeXallero XpaHeHms, TPaHCNOPTUPOBK i Mb30BaHNS MeAULIAHCKOIC
n3penvs.
Itorm-StraBe /7
«any
20
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MacnopTt

Kpronpo6vpkn o6beMoM 5 M1 ¢ 2D LWUITPUX-KOAAMU C TpafyMpOoBKO C BHELLHEW pe3b6oii ¢ KpbllKamm

Cepus 14C1055600 [ata n3rotosneHus 11/2015

1. Ha3HaueHue
Kpronpobupku npepHasHadeHb! [y coopa, 06paboTKy, KOHCEPBALWM M XpaHeHNs B1OMOTMYECKYX 06pa3LI0oB
npn Temneparype MUHyc (196-86)°C ¢ 1cnonb3oBaHeM MapoB XuaKoro asota (LN2), gns ueneli nosyyveHms
VH(opMaLM Mpu MPOBEAEHN MEAVLMHCKMX UCCIELO0BAHMIA in Vitro B labopaTtopusx MeAVILIHCKMX YUPEXAEHWIA.
O6pa3Lammn SBAKOTCH: BUOSOrMYECKME XUOKOCTY (KPOBb, M/1a3Ma KpoBK, Criepma) YerioBeka 1 TkaHu
6uronoruyeckvie (KOCTHas TKaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHblE TEXHUYECKUE XapakKTepuctumkm
Martepvian 13rotosneHys nosvnponwieH Purell HP371P
FabapuTHble pasMepbl (YaMETp X BbICOTA) 0 12,6 x91,0 mm.
Pabounii 06bEM 50 mn.
Hanmume KpbILLKu [, CYN/IOTHATENEM U3 CUIMKOHOBOW pe3iHbl
Tvin pe3bbbl Ha Kpronpoobrpke BHELLHASA
Paboumii TemnepaTtypHbIil ayianasoH Or-196 °C po -86°C
Hannune/Tvn 2D wimpmux-kopa [a, DataMatrix
YCTONUMBOCTb K LIEHTPUDYTMPOBAHIIO [0 3000g no NpoAo/bHOM Ocu
lNokasaresb repMeTUYHOCTH 00 95kMa
Macca 0ZIHOI KPYOMPOBMPKA/KPbILLKA 35/08r.
YCTONUMBOCTb K CTEpUIM3aLym MapoBbIM METOAOM Mpun Temneparype (121+1)°C
Hanuuue rpagyvipoBku na

3. YnakoBka, TpaHCNOpTUPOBKa U XpaHeHue

YnakoBka 06ecrneumBaeT COXPaHHOCTb U3AEMWIA NPy TPAHCTIOPTUPOBKE. KprompobrpKi TpaHCNIOPTURYHOT B
TPaHCMOPTHOV YrakKoBKe NPeanpusTUs M3roTOBMTENS B AMana3oHe Temneparyp ot (- 50 ao +50) °C v BraxHocTH
[0 98% npu Temnepartype +25°C. MpenoxpaHaTs OT NPAMOro NnornasaHys OCaaKoB.

Kpronpobrpkm XpaHsT B repMETUHHO 3aKPbITOl YMaKOBKe NPEANpUATUAS U3roTOBUTENS, 13berast 3HaumUTe bHbIX
KonebaHumii Temneparypbl BO BPEMS XpaHeHWs. XpaHUTb B CyXOM MPOX/IaAHOM MeCTe B Ayana3oHe Temnepatyp (+5
- +40)°C 1 BnaxkHocTn a0 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobrpkm SBNSKOTCA HETOKCUYHBIM anvporeHHbIM NPOAYKTOM, OAHOPA30BOr0 UCMO/b30BaHVA.
KpronpoGupky NOCTaBNSKOTCA He CTEPUIbHBIMK. KpronpobupkmM YCTOMUMBbI K CTEPUIM3ALMM NapOoBbIM METOLOM
npy Temneparype (121+1)° C B TeueHue (20+2) MyH.

Mpn paboTe ¢ KPUOMPOOUPKaMK, COAEPXALL, MM BroMaTEpUabl, CreayeT HaaeBarb OAHOPAa30Bble PE3VHOBbLIE
nepuyaTku, BO 136EXaHMe prcka MHP1UMPOBaHWA NepcoHasia GriomMareprasioM. He 1Crosb30Barh Mo OKOHYaHN
CpoKa rogHoCTU. He MCrosb30BaTk He Mo HasHaueHWo. He 1Crosb30Barh My 0OHAPYYKEHUN MEXaHUUECKMX
MOBPEXAEHUIA.

5. CBepgeHus 06 ytnnuvsaymn

W3aenus, MeBLLIYE KOHTaKT C KPOBBHO W/WM ApYTMIA GMOIOTUECKMMU YUOKOCTAMM, NOAIEXAT YTUIn3aLmm
no CaHMuH 2.1.7.2790-10 knacc b ¢ 06s3aTeNbHbIM 06e33apakviBaHEM MyTeM CTEPUIN3ALINM JHOObIMM Ha
[JaHHOM npeanpusTue YCTaHOBEHHbIMM MeToAaMU. Hercrnonb30BaHHbIe (He MMEBLLME KOHTaKTa C KPOBbLHO W/
[p. 61010TMUECKMI YKMAKOCTAMM) B TOM HUC/IE C UCTEKLLIM CPOKOM FOAHOCTY YTUAm3upytotes no CaHmvH
2.1.7.2790-10 knacc A

6. rapaHTl/II/l n3rotoBuTenAa

VizrotoBuTtesb: «/1B/1 TekHonomxuc MVIoX yHA, Ko. KM, topuandeckuin agpec: FepmaHus, 74564, T.
Kpaiinscxaiiv, Teogop-LLUtopwm-LLtpace, o 17

M3rotoBumTeNb rapaHTUPyeT COOTBETCTBIE U3AENMs TPeGOBaHUAM HOPMaTUBHOM AoKyMeHTauwmn (ISO
9001:2008 IMOCT CO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT CO/M3K 1702b-2009,TOCT150TM93-
12-2015, IOCT 1SO 10993-18-2011, MOCT ISO 10993-1-2011) npm cobnoaeHm K No
XpaHeHUs U NPUMEHEHUA B TEYEHME CPOKa roAHOCTU.

FapaHTUiHble 006s13aTeNbCTBA U3rOTOBMTENS /WK €ro npeacTasuTens B P4

irilw sw/i 1

MeauLMHCKOoe n3fenve B Crlydae HeHaaieXalllero XpaHeHus, TpaHCnopTypoBH os
n3genus.
-StraBe 77
3ny
20
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MacnopTt

Kpronpo6upku o6beMoM 4 M ¢ 2D LUITPUX-KOAAMU C TpafyMpoBKOi C BHELLHE! pe3b6oii ¢ KpbiluKamm

Cepus 14C1055604 [ata n3rotos/ieHus 11/2015 |:|

1. Ha3HaueHue
Kpronpobupky npeaHasHadeHb! 415 coopa, 06paboTku, KOHCepBaLMM U XpaHEHVS B1OMOTMYECKMX 00pa3LIoB
npu Temneparype MuHyc (196-86)°C ¢ 1cronb3oBaHeM NapoB uaKoro asota (LN2), 4a Lenein nonyyeHys
MH(opMaLmmM Mpy MPOBELEHNN MEAVILIIHCKX UCCIEL0BAHMIA iN Vitro B 1abopatopusix MeAVILIIHCKUX YYPEXKAEHWIA.
O6pasLamm ABNAOTCAH: BUOMOTNYECKNE XUAKOCTU (KPOBb, IVia3Ma KPOBY, CNepMa) YesIoBeKa U TKaHM
Bronornyeckme (KOCTHas TkaHb, 0OpasLibl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHNYECKMNE Xa0aKTEONCTUKN
Marepuas 13roTos/eHys nonmnponunieH Purell HP371P
FabapuTHble pasvepbl (AMameTp X BbICOTa) 0 126 x77,0 Mm.
Pabounii 06bEM 40 mn.
Hanmime KpbILLKu [a, CYNIOTHATENEM V3 CUIMKOHOBOI Pe3VHbI
Tun pe3bbbl HA KPUOMPOGMpKe BHELLHSA
Paboumii TemnepaTypHbIil ayianasoH Or-196 °C po -86°C
Hanmuve/tvin 2D LuTprix-Koaa [Ja, DataMatrix
YCTOMYMBOCTb K LIEHTPUYTMPOBaHIIO [0 3000g no NpoAo/bHOM Ocu
lNokasaresib repMeTnyHOCTU 0o 95kMa
Macca 0fHOI KpronpooUPKA/KPbILLIKA 2,8/08r.
YCTOMUMBOCTb K CTEpUIM3aLmK MapoBbIM METOAOM Mpy Temneparype (121+1)°C
Hanvumre rpagyvposkm A

3. YnakoBKa, TpaHCMopTUPOBKa N XpaHeHune

YnakoBka 06ecreunBaeT COXPaHHOCTb U3AENMIA My TPAHCMOPTUPOBKe. Kpronpobrpky TPaHCNIOPTHPYHOT B
TPAHCMOPTHOV YNakoBKe NpeanpuUsTUS U3roToBUTENS B AuanasoHe Temneparyp ot (- 50 Ao +50) °C v BraxHoCTV
[0 98% npn Temneparype +25°C. MpefoxpaHsats OT NPAMOro MomnafaHrs OCaaKoB.

Kpronpobrpkm XpaHsT B repMETUHHO 3aKPbITOM YMakoBKe NPeanpuaTUS M3rotoBUTeNs, nberas 3HaunTe bHbIX
KonebaHuii Temneparypbl BO BPEMS XpaHeHWs. XpaHnTb B CyXOM NPOXI1aaHOM MecCTe B Anana3oHe Temneparyp (+5
- +40)°C v BnaxxHocTy A0 80% npm Temneparype +25°C.

4. TpeboBaHMA 6Ge3onacHOCTH

Kpronpobupku SBMSKOTCA HETOKCUYHBIM anvporeHHbIM NPOYKTOM, OAHOPa30BOr0 UCMO/b30BaHVA.
Kpuronpo6upky NoCTaBSOTCA He CTEPUbHBIMX. KpronpoOupKy YCTOMUMBbGI K CTEPUM3ALIAN NapOBbIM METOAOM
npy Temneparype (121+1)° C B TeueHre (20£2) MUH.

Mpn paboTe ¢ KPUONPOBUPKaMK, CofepXaLLIMM BromaTepuasbl, CreayeT Haaesarb OAHOPa30Bble PE3VHOBbIE
nepuyaTku, BO U36EXaHMe pucka MHPMLMPOBaHMA NepcoHana bruomMarepriasioM. He 1Cro/b30BaTh Mo OKOHYaHN
CPpOKa roAHOCTY. He MCrosib30BaTh He Mo HasHaueHUHo. He 1enosib30BaTh My 0GHAPYXKEHWMM MEXaHNYECKUX
NOBPEXAEHMIA.

5. CBepgeHus 06 ytunmsaymn

Vi30envs, veBLLIME KOHTaKTe KPOBbHO W/ APYTMA GHONOTUHECKUMM YKMOKOCTAMM, NOA/IEXAT YTUIN3aLIMM
no CaHMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apadKvBaHNEM MyTeM CTEPUM3ALWN MIOObIMM Ha
[JaHHOM NpeanpusT e YCTaHOB/IEHHbIMY MeToZaM/. Hemcnosb30BaHHbIe (HE MIMEBLLIME KOHTaKTa C KPOBbLHO /W
[p. GUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLIM CPOKOM OAHOCTV yTUim3unpytotcs o CaHlH
2.1.7.2790-10 knacc A

6. FapaHTmm n3roroBuTens

VisroToBuTens: «/1BJ1 TekHonomkme MMeXyHz, Ko. K, topuanyeckunin agpec: Fepmanuns, 74564, T.
Kpaitnbexaliv, Teogop-Litopm-LLtpace, 4. 17

VizroToBuTENb rapaHTUPyeT COOTBETCTBIE M3/ MNs TPeOGoBaHWAM HOpPMATVBHOM foKymeHTaumn (ISO

9001:2008 I'OCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT U 17025-2009, IOCT ISO 10993-

12-2015, I'OCT 1SO 10993-18-2011, IOCT 1SO 10993-1-2011) mpm cobnoge ATNii+cnop TPTPtBKH,— .

XPaHEHNA N NPUMEHEHNA B TEYEHME CPOKa roHOCTW. ww w T |

apaHTUitHbIe 06s3aTeNbCTBA U3rOTOBUTENSA WM €ro NpeacTaBuTeNs Pe@-pa
MEAVILHCKOE M3AeNne B Clyvae HeHa/IeXallero XpaHeHms, TpaHCropT) MW TN HPKOro
VI3Aea. technologies |
nany i
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MacnopT

Kpronpo6rpku o6beMoM 2 M ¢ 2D WTPKX-KoAaMu C rpafyMpoBKoOii ¢ BHeLLHel pe3bboli ¢ KpbiliKamm

Cepus 1C1055603 [ata n3rotos/ieHus 12/2015

1 Ha3HaueHne
Kpvronpobupky npeaHasHayeHb! 4715 coopa, 06paboTKy, KOHCepBaLmM 1 XpaHEHNs B1OMOTMYECKMX 06pa3LIoB
npy Temnepatype MuHyc (196-86)°C ¢ ucrnonb3oBaHneM MapoB XuaKoro asota (LN2), ans uenein noyveHus
MH(OpMaLIN Mpy NPOBELEHUN MEAVILIIHCKX UCCIEA0BaHIA in Vitro B 1laboparoprsix MeAVLIIHCKUX YHPEXaEHWIA.
O6pasLiamm SBMAKOTCA: BUO/OrMYECKME XUAKOCTY (KPOBb, M1a3Ma KpPoBK, Criepma) YerioBeka 1 TkaHu
Bronormyeckyrie (KOCTHas TKaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKME Xa0aKTEOUCTUKN
Martepvan 13roToB/eHys nosvnponuneH Purell HP371P
FabapuTHbIE pa3mepb! (AVAaMETP X BbICOTA) 0 12,6 x48,3 Mm.
Pabounii 06LEM 2,0 mn.
Hanmuvie KpbILwky [a, CYNIOTHATENEM V3 CUWIMKOHOBOW Pe3nHbI
Tun pe3bObl Ha KPUOMpooMpke BHeLLHAA
Pabounii TemnepatypHbIli AvianasoH Or-196 °C mo -86°C
Hanmuve/tvin 2D LuTprix-Koaa [Ja, DataMatrix
YCTOMYMBOCTb K LIEHTPUYTMPOBaHIIO £10 3000g no NpoAosIbHON ocu
lNoka3arenb repMeTUYHOCTA [0 95kMa
Macca 0fHOI KpronpooUPKIA/KPbILLIKKA 1,7/08 .
YCTOMUMBOCTb K CTEpUM3aLWN MnapoBbIM METOAOM Npu Temneparype (121+1)°C
Hanmuve rpagympoBku [a

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka 06ecrneumBaeT COXPaHHOCTb U3AEMMIA NP TPAHCMOPTUPOBKE. Kpronpooupky TpaHCMopTUPYHOT B
TPAHCMOPTHOW YNakoBKe NpeAnpUsTUS U3roTOBUTENS B AuanasoHe Temneparyp or (- 50 Ao +50) °C 1 BiaxHOCTH
[0 98% npy Temneparype +25°C. MpefoxpaHAats OT NPAMOro NnonafaHys OCaaKoB.

Kpronpobupky XpaHAT B repMETUUHO 3aKPbITON YMakOBKe MPEeAnpUSTVS U3roTOBUTENS, U30eras 3HaUYUTe IbHbIX
KornebaHuii Temneparypbl BO BPEMS XpaHEHUs. XpaHWTb B CyXOM MPOX/1aAHOM MeCTe B yiana3oHe TeMneparyp (+5
- +40)°C v BnaxkHocty [0 80% rpn Temneparype +25°C.

4, TpeboBaHus 6e30MacHOCTH

KpronpoOrpkm SBNSKOTCA HETOKCUMYHBIM anporeHHbIM NMPOAYKTOM, OAHOPa30BOr0 UCMO/b30BaHVA.
Kpronpo6upky NOCTaB/SKOTCA He CTepUIbHBIMK. KpronpooupKy YCTOMUMBLI K CTEPUM3ALN NapoBbIM METOAOM
npv Temneparype (121+1)° C s TeueHme (20+2) MyH.

Mpn paboTe ¢ KPYONPOGUPKaMK, COOEPHaBLLVIML BrioMaTepUasbl, CreayeT HaaeBarb OAHOPa30Bble PE3VHOBbIE
nepyaTki, BO M36eXxaHue pucka MHUUMPOBaHUA NepcoHasia briomMarepuasioM. He MCnosb30BaTh Mo OKOHYaHWM
CpOKa rofiHOCTU. He 1Cnonb30BaTh He MO Ha3HAYEHWIKO. He 1Cronb30BaTh Mpy OGHaPYXXEHUN MEXaHUHECKIMX
NOBPEXAEHUIA.

5. CBepgeHua 06 ytunusaymn

W3aenus, MMeBLLIYE KOHTaKT C KPOBLIO W/ ApYrMA GUONOMUECKAMUN XUAKOCTAMU, MOL/IEXAT YTIn3aLmm
no CaHlMnH 2.1.7.2790-10 knacc b ¢ 06s3aTe/bHbIM 06e33apadXVBaHNEM MyTeM CTEPUM3ALIWN NIK0ObIMA Ha
[JaHHOM MpeanpusTue YCTaHOBIEHHBIMM METOAAaMI. Hencnonb30BaHHbIe (HE MMEBLLE KOHTaKTa C KPOBLIO W/
[p. GMOMOTMHECKMMN XXUOKOCTAMM) B TOM YMC/IE C UCTEKLUM CPOKOM FOAHOCTU YTUM3upytoTes ro CaHlMH
2.1.7.2790-10 knacc A

6. rapaHTVIVI n3rotosuTens

VizrotoBuTenb; «/1BJ1 TekHonomkme MvioX yHA, Ko. K, topuanyeckinin agpec: Fepmanuns, 74564, T.
Kpaiinbcxaiiv, Teogop-LUtopm-LLitpace, 4. 17

VisroToBuTENb FrAPaHTUPYET COOTBETCTBYE M3AENMA TPEGOBaHMAM HOpPMaTVBHOM fOKyMeHTaumn (ISO
9001:2008 OCT CO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT CO/M3H
12-2015, TOCT ISO 10993-18-2011, IOCT 1SO 10993-1-2011) npw cobnogeH™
XpaHeH1s 1 NPUMEHEHUS B TeUeHWe CpoKa rofHOCTI.

FapaHTUiAHbIe 06s3aTe/LCTBA M3roTOBUTENA W/WN ero npeacTasutens )

MeOULIMHCKOE M3AeNne B Cllyyae HeHa/IeXarLero XpaHeHus, TpaHcrnoprupal firbaoMIHHT AJfiifiH Koro

,H & c o K e 1
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MacnopT

Kpronpobupkn o6bemom 5,0 mn 6e3 2D WTPUX-KoAa, C BHYTPEHHe pe3b6oid, 6e3 Kpbilluek

Cepus 14P10200023 [ata n3rotosneHus 12/2015

1. Ha3HaueHue
Kpronpobupku npeaHasHaueHb! g1 coopa, 06paboTky, KOHCEPBALWM M XpaHeHNs B1OOrMYeCKVX 06pasLoB
Mpn Temnepartype MUHyc (196-86)°C ¢ 1cnonb30BaHMEM MapoB XuUaKoro asota (LN2), gns ueneli nomyyveHms
VH(opMaLmMmM Mpy MPOBELAEHNN MEMLIMHCKMX UCCIIELO0BAHMIA in Vitro B 1Iaboparopysx MeAVLIHCKMX YUPEXAEHUIA.
O6pasuamm fBMAKOTCA: BMO/OMMUECKUE XUAKOCTU (KPOBb, MN/ia3Ma KpPOoBY, CNiepMa) YesIoBeKa 1 TKaHM
6uronornyeckyie (KoCTHas TKaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2.
Marepuan 13rotos/ieHUs nosvnponunieH Purell HP371P
FabapuTHble pasMepbl (YameTp X BbICOTa) 0 12,6 x82,! mm.
Paboumii 06bEM 50 mn.
Hanvume KpbILLKK Het
Tvn pe3bbbl Ha KPMOMPOBKpPKe BHYTPEHHAS
Pabounin TemnepaTypHbIii AvanasoH Or-196 °C po -86°C
Hamuve/tvin 2D wrpmx-koga Het
YCTOMUMBOCTb K LIEHTPUYTMPOBaHIIIO [0 30009 no NpoAo/bHON ocv
lNokasaresb repMeTnyHoCTU 0o 95kMa
Macca 0fHOI Kpronpo6UpKM 35T
YCTONUMBOCTb K CTEPUM3ALWAN MnapoBbIM METOAOM Npu Temneparype (121+1)°C
Hanmuve rpagympoBku HeT

3.  YnakoBka, TpaHCNOpPTUPOBKa U XpaHeHue

YnakoBKka 06ecreuvBaeT CoXpaHHOCTb M3ZE/MiA NMpy TPaHCNIOPTMPOBKE. Kpronpo6rpky TpaHCMopTUPYHOT B
TPaHCMOPTHO YNaKOBKE NPEANPUSTUS M3rOTOBUTENS B Avana3oHe Temnepatyp ot (- 50 ao +50) °C v BnaxHOCTU
10 98% npy Temneparype +25°C. MpeoxpaHsaTb OT NPAMOTo MoragaHys 0CaaKoB.

Kpronpobupky XpaHsT B repMETUUHO 3aKPbITON YNakOBKe MPeanpUsTV S U3roTOBUTENS, U30eras 3HaUMTESbHbIX
KoneGaHWii TeMrepatypbl BO BPeMS XpaHeHUs. XpaHUTb B CyXOM MPOX/IaiHOM MeCTe B AuanasoHe Temneparyp (+5
- +40)°C v BnaxkHocty o 80% npm Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpobrpky SBNSHOTCA HETOKCUYHBIM arpOoreHHbLIM NMPOLYKTOM, 0HOPa30BOr0 UCMO/b30BaHIA.
Kpronpo6urpky NocTaB/skoTeA He CTeprsibHbIMK. KpronpoBrpKy YCTOMUMBLI K CTEPUI3ALIAN NapoBbIM METOL0M
npy Temneparype (121+1)° C s TeueHne (20+2) MyH.

Mpun paboTe ¢ KPYoNPOBUPKaMK, COAEPXALLL M BrOMaTEPUabI, CrieayeT HaeBaTb 0AHOPAa30Bble PE3VHOBbLIE
nepyaTki, BO U3beXxaHue prcka MHPULMPOBaHUA nepcoHasia brioMarepuaioM. He UCno/b30BaTh Mo OKOHYaHWM
CPpOKa rofIHOCTW. He 1crnosb30BaTh He Mo Ha3HaueHo. He 1Cronb30BaTh NMpy 06HaPY>KEHUN MEXaHUYECKVIX
MOBPEXIEHWIA.

5. CeegeHunsa 06 ytunmsaymm

V130envs, MIMEBLLIME KOHTaKT C KPOBbIO W/ APYTIMK GOMOTUYECKMM YKMAKOCTAMU, NOA/IEXAT YTWI3ALWN
no CaHlMiH 2.1.7.2790-10 knacc b ¢ 06s3aTe/bHbIM 06e33apaXK/BaHEM MyTEM CTEPUM3ALINM NHOObIMM Ha
[JaHHOM NpeanpuAaTre YCTaHOB/IEHHbIMI MeTodamn. Hercnonb30BaHHbIe (He MEBLLIME KOHTaKTa C KPOBbHO W
[p. GMOMOTVHECKVIMU XUAKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM FOAHOCTW yTUm3upyrotes ro CaHlH
2.1.7.2790-10 knacc A

6. rapaHTI/IVI n3rotoBuTensa

VrotoBuTens: «/1BJ1 TekHonomkme MMoXyHz, Ko. K», topuanyeckunin agpec: Fepmanmns, 74564, T.
Kpaitnbexaiiv, Teogop-LLtopm-Litpace, 4. 17

VizroToBuTENb rapaHTVPyEeT COOTBETCTBME M3Ae/ms TPeOG0BaHWAM HOPMATMBHON AOKyMeHTaumm (ISO
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT MCO/M3K 17025-2009, MOCT 1SO 10993-
12-2015, MOCT I1SO 10993-18-2011, OCT ISO 10993-1-2011) npw cOBM0AEHAN CNOBUIHL P ITIOPTUPOBKA.,.
XpaHeHVA 1 NpUMEHEHUA B TeYeHMe CpoKa rOAHOCT.

FapaHTWIAHbIE 06S13aTeNbCTBA M3TOTOBUTENA W/ ero npeactaButens B P4 |0
MeJMLIMHCKOE VU3AENVE B Cllydae HEeHAL/IeXKALL,ero XpaHeH s, TPaHCNopTUpPOs! BelbIM'  ivsow
n3aenms. .
oA technologies
&Co. KG 1
StraSi 17
vV /795! 320
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MNacnopT

Kpronpobupkn o6bemom 4,0 mn 6e3 2D WTPUX-KoAa, C BHYTPEHHe pe3b6oid, 6e3 KpbiLluek

Cepust 14P1055022 [ata n3rotosneHus 12/2015

1. Ha3HaueHwue
Kpronpobupky npeaHasHaueHb! 4id coopa, 06paboTKM, KOHCEPBaLMN Y XPaHEeHWA B10/IorMyecknx 0bpasLioB
npv Temnepatype MuHyc (196-86)°C ¢ Ucrosnb30oBaHNEM MapoB XUaKoro a3ota (LN2), Ans Lenein nomyyeHus
VH(hopMaLMn Mp1 NPOBEAEHAN MEAVLIMHCKMX UCCIe0BaHIA in Vitro B TabopaTopusix MEAVLIHCKVX YHPEXKOEHNIA.
Ob6pasLiamn SABNSKOTCS; BUOMOTMYECKUE YUAKOCTM (KPOBb, Mfia3Ma KpoBU, CriepMa) YesioBeKa U TKaH!
6uronornyeckye (KocTHas TkaHb, 06pasLibl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TEXHNYECKME Xa0aKTEONCTUKN
Marepuas 13roToB/eHus nosvnponunieH Purell HP371P
FabapuTHble pasMepsb! (AYameTp X BbICOTa) 0 12,6 x68,6 Mmw.
Paboumii 06bEM 4,0 mn.
Hannume KpbILLKK Het
Tun pe3bbbl Ha KPUOMpobupke BHYTPEHHASA
Paboumii TemnepaTtypHbIil ayanasoH Or-196 °C po -86°C
Hannuve/tvn 2D wrpux-koaa Het
YCTONUMBOCTb K LIEHTPUDYTMPOBAHIIO £10 3000g no NpoAosIbHON ocu
lNokasaresb repMeTUYHOCTH [0 95kTa
Macca 0HOA KpMOMpPOoBUPKA 28T
YCTOMUMBOCTb K CTEpUN3aLmm MapoBbIM METOAOM Mpn Temnepatype (121+1)°C
Hannuve rpagyvposku Het

3. YnakoBKa, TpaHCNOPTUPOBKa N XpaHeHune

YnakoBka 06ecreurBaeT COXPaHHOCTb U3AENMIA MPY TPAHCMOPTUPOBKe. KprompobrpKy TpaHCNIoPTHPYHOT B
TPAHCMOPTHOW YNakoBKe NpeanpusTUS U3roTOBUTENS B AuanasoHe Temneparyp or (- 50 Ao +50) °C 1 BiaxHoCTH
[0 98% npu Temneparype +25°C. MpegoxpaHAaTs OT NPSMOro nonagaHys OCaaKoB.

Kpronpo6urpky XpaHAT B repMETUYHO 3aKPbITON YINakoBKe NPeAnpusTUAS U3roToBUTENS, M30eras 3HauMTe bHbIX
Kone6aHWii Temneparypbl BO BPEMS XpaHeHUs. XpaHWUTb B CyXOM MPOXIaHOM MeCTe B AuanasoHe Temneparyp (+5
- +40)°C 1 BnaxkHOCTM 10 80% npu Temneparype +25°C.

4, TpeboBaHuA 6e30MacHOCTU

Kpronpo6upkin SBMAKOTCA HETOKCUYHBIM anporeHHbIM NPOYKTOM, OIHOPa30BOro WCMo/b30BaHUS.
Kpronpo6urpky NoCTaBskoTCA He CTepIbHBIMK. KpronpoBrpKy YCTOMUMBLI K CTEPUIM3ALIAN NApPOBbIM METOLOM
npv Temneparype (121+1)° C B TeueHue (20+2) MyH.

Mpw paboTe € KproNpobupKamm, cofepxalyMi bromarepuarbl, credyeT HafeBaTb 0HOPa30Bble PE3VIHOBbIE
rnepyaTky, BO M36exaHve prcka MHPMLMPOBaHKA NepcoHana triomMarepriasioM. He 1Crosib30Barh Mo OKOHYaHUN
CPpOKa rofiHOCTU. He 1CMO/b30BATbL He M0 Ha3HAYEHWIO. He 1Cro/b30BaTh Mpy 0OHapYXEeHUN MEXaHUYECKVIX
MOBPEXAEHUIA.

5. CBegeHnsa 06 yTunimnsaumm

Vi3penvs, MMEBLLVE KOHTaKT C KPOBBHO W/ APYTMM BUOMOTMUECKVMM YXULKOCTAMU, NMOA/IEXAT YTUN3ALIWAN
no CaHlMnH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apakmBaHem nytem CTepuiisaumy ilobbIM1 Ha
[JaHHOM MpeAnpusT/e YCTaHOBNEHHLIMM METOZaMW. Hencnosb3oBaHHbIe (HE MMEBLLIME KOHTaKTa C KPOBbLHO W/
[p. GMOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM FOAHOCTV yTUim3unpyrotcs no CaHlH
2.1.7.2790-10 knacc A

6. lapaHTUM n3rotoBuUTens

W3rotoButenb; «/1B/1 TekHonomkmc MvioX yHa, Ko. KM, topuanueckmii aapec; Mepmanns, 74564, T.
Kpaiinbcxaiiv, Teopop-LLitopm-LLitpace, g, 17

VizroToBuTEb rapaHTUPYET COOTBETCTBIE M3AE/MA TPeGoBaHMAM HopMaTVBHOM foKymeHTaumn (ISO
9001,2008 MOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2;2015, NOCT ICO/M3K 17025-2009.

12-2015, IOCT 1SO 10993-18-2011, 'OCT I1SO 10993-1-2011) npw cobraaeHUN[ycoB]<uy
XpaHeH1s 1 NMPUMEHEHNS B TEUEHME CPOKa FOAHOCTU.

apaHTUiMHbIe 06s3aTebCTBA U3roTOBUTENA WK ero npeactasuTtens B P
MeaMLMHCKOe M3MEMVE B Clydae HeHaa/1eXaLLEero XpaHeH!s, TpaHCropTPOB
n3aenvs.

@ 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU Telefax: +49 7951 95b13



MacnopTt

Kpronpobupkn o6bemom 2,0 mn 6e3 2D WTPUX-KoAa, C BHYTPEHHe! pe3b6oid, 6e3 KpbiLliek

Cepus 14P1055012 [ata n3rotosneHus 12/2015

1. HasHaueHue
Kpronpo6upkn npeaHasHaueHb! g1 coopa, 06paboTky, KOHCEpBAaLWM M XpaHeHUs B1oorMyeckyx 0bpasLos
Mpn Temneparype MUHyc (196-86)°C ¢ 1cnonb3oBaHeM NapoB XuaKoro asota (LN2), 4na ueneii nonyyeHns
MH(opMaLmMM Mpu MPOBEAEHUN MEAVLIMHCKMX UCCIIEA0BAHMIA in Vitro B 1abopaTtopusx MeALMHCKMX YUPEXOEHNI.
O6pasLamn SBNAKTCA: BMO/OMMUYECKVE XUOKOCTN (KPOBb, M/1a3Ma KPOBY, CNEPMA) YerIOBEKA Y TKaHW
6ronornyeckyie (KOCTHas TKaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHbIe TEXHUYECKUE XapakTepucTmnkmn
Marepvian 13rotosneHys nosvnponunieH Purell HP371P
FabapuTHble pasvepb! (OYamMeTp X BbICOTa) 0 126 x41,1 mm.
Paboumin 06LEM 2,0 M.
Hanmuvre KpbILLKu Het
Tvn pe3bbbl Ha KPYOMPOBKpPKe BHYTPEHHAA
Pabounin TemnepaTypHbIii AManasoH Or-196 °C po -86°C
Hamuve/tvin 2D wrpmx-koga HeT
YCTONUMBOCTb K LIEHTPUKYTMPOBaHIIO £10 3000g o NpoAo/IbHONR ocu
lNokasaresb repmMeTM4HOCTM 1o 95kMa
Macca 0fHO Kpronpooupku 15T
YCTONUMBOCTb K CTEPUM3ALAN napoBbIM MeTOA0M Mpu Temneparype (121+1)°C
Hanvuve rpagyvipoku Het

3. YnakoBKa, TpaHCMNopTUPOBKa U XpaHeHue

YnakoBka 06ecreunBaeT COXPaHHOCTb M3AEMIA NPy TPAHCMOPTUPOBKe. KpronpoBypky TpaHCNopTHPYHOT B
TPAHCMOPTHOI YNaKoBKe NMPeAnpUsSTUS U3rOTOBUTENA B AnanasoHe Temnepatyp or (- 50 4o +50) °C 1 BaXHOCTM
[0 98% npy Temneparype +25°C. MpenoxpaHats OT NPAMOro NnornasaHys 0CaaKoB.

Kpronpo6upKm XpaHAT B repMETUYHO 3aKPbITON YrakoBKe NPeAnpUsTAA U3roToBUTENS, U30erast 3HauMTe bHbIX
KonebaHWii TeMrepatypbl BO BPeMS XpaHeHs. XpaHWTb B CyXOM NPoxX/1aiHOM MeCTe B Auarnas3oHe Temneparyp (+5
- +40)°C 1 BnaxxHocTh 10 80% npu Temneparype +25°C.

4. TpeboBaHUs 6e30MacHOCTU

Kpronpobrpkm SABNSKOTCA HETOKCMYHBIM anvporeHHbIM MPOAYKTOM, OA4HOPa30BOr0 UCMO/b30BaHVA.
Kprionpo6urpky MOCTaB/SKoTCA He CTePUTbHBIM. KpronpoBrpKy yYCTOMUMBbI K CTEPUM3ALIN NapOBbIM METOLOM
npv Temneparype (121+1)° C s TeueHure (20+2) MyH.

Mpw paboTe € KpMONpoGUpKamm, cofepxalLmm bromarepuarbl, CriefyeT HafeBaTb 0HOPa30Bble Pe3VIHOBbIE
rnepyarTkyl, BO U36eXaHVe prcka MHHMLMPOBaHUA NepcoHasia bruomMarepuasioM. He 1enosb30Barh No OKOHYaHM
CPpOKa rofHOCTW. He MCMosb30BaTh He Mo Ha3HaueHWo. He 1Crosb30BaTh Mpr 0GHaPYXEHUN MEXAHUHECKMX
MOBPEXIEHWIA.

5. CBegeHunsa 06 ytunmsaymnm

Vi3penus, MeBLLE KOHTaKT C KPOBBLIO W/ APYTMM BUOOMMUECK MM XXALKOCTAMM, NOL/IEXAT YTUIM3aLWAN
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06513aTe/bHbIM 06e33apadkviBaHNEM MyTeM CTEPUM3ALIWN MI0ObIMM Ha
[JaHHOM NpeanpusT/e YCTaHOB/EHHbIMM METOAAMW. Hencno/b30BaHHbIe (HE VIMEBLLIMIE KOHTaKTa C KPOBbLHO W/
[p. BVONOrMYECKUMM XUAKOCTAMM) B TOM HIC/IE C UCTEKLLIMM CPOKOM FOAHOCTU YTUAM3UPYroTCA 1o CaHMuH
2.1.7.2790-10 knacc A

6. [apaHTUn n3rotoBuUTens

W3rotosutenb: «/1B/1 TekHonomkmc M'vioX yHa, Ko. KM», topuandecknii aapec: Fepmanns, 74564, T.
Kpaiinbcxaiim, Teogop-LLtopwm-LLtpace, o 17

VizroToBuTENb rapaHTVpyeT COOTBETCTBYE M3/ TPeOoBaHWAM HOPMATVBHOM LOKyMeHTaumn (ISO
9001:2008 IOCT UCO/M3K 15426-1-2003, I1SO/IEC 15426-2:2015, MOCT UCO/M3K 17025-2009, IOCT ISO 10993-

12-2015, TOCT I1SO 10993-18-2011, MOCT I1SO 10993-1-2011) npm cobnroap BUM
XpaHEHVA 1 NPUMEHEHUA B Te4eHMe CPOKa roAHOCTUA.

apaHTUitHbIe 06s3aTe/NbCTBA U3rOTOBUTENS WK ero NpeacTaBuTenr p~tpallnTeab
MEOVLIMHCKOE U3AENe B Clydae HEeHa//IeXaLLero XpaHeHus, TPAHCTIOPTK onbXXKHX Me|,  nckoro
V3. technologies

j3mbH &Co. KG’
<por-Storm-Stra3e 17
4 Ci~shei”- Gei/rnany
C4BMA51\a&013 20
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MNMacnopT

Kpronpobupkn o6bemom 1,6 mn 6e3 2D WTPUX-KOAa, C BHYTPEHHEN pe3b60oii, 6e3 Kpbillek

Cepus 2A014391 [Jata n3rotos/ieHus 12/2015

1. Ha3HaueHue
Kpronpo6bupku npeaHasHaueHb! A5 coopa, 06paboTKK, KOHCEPBALIMN Y XpaHEHNS GMONOTMYECKUX 00pa3LI0oB
Mpn Temneparype MUHyc (196-86)°C ¢ 1CMosb30BaHMEM MapoB XuAKoro asota (LN2), 4na uenein nosyyveHms
MH(opMaLmMmM Mpy MPOBEAEHUM MEAMLIMHCKX UCCIIELO0BAHMIA in Vitro B laboparopusx MeAVLIMHCKMX YUPEXAEHUIA.
O6pasuamm ABNAKTCA: BMO/OMMUECKVE XUAKOCTU (KPOBb, MN/ia3Ma KpPoBY, CNiepMa) YesIoBeKa 1 TKaHM
6uronornyeckyie (KoCTHas TkaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHbIe TEXHUYECKME Xa0aKTEOUCTUKN
Marepuan 13rotosnieHns nosvnponunieH Purell HP371P
FabapuTHbIE pa3vepb! (A1ameTp X BbICOTa) 0 12,6 x38,5 mm.
Pabounii 06bEM 16 mn.
Hannuve KpbiLLku Het
Tvin pe3bbbl Ha KpPUOMNpPOoBMpKe BHYTPEHHSA
Paboumii TemnepaTtypHbIi1 ayanasoH Or-196 °C po -86°C
Hannuve/tvn 2D wrpmx-koaa Het
YCTOMUMBOCTb K LIEHTPMAYTMPOBAHIIIO [0 30009 No NpoA0LHOMA ocv
lNokasaresb repMeTnyHoCTU 00 95kMa
Macca 0fHOI Kpronpooupkx 112 r.
YCTONUMBOCTb K CTEPUI3ALIAN MnapoBbIM METOAOM Ny Temneparype (121+1)°C
Hanmuve rpamyvpoBku HeT

3. YnakoBKa, TpaHCMNopTUPOBKa U XpaHeHue

YnakoBKka 06ecreuvBaeT COXpaHHOCTb U3AE/MUIA NPy TPaHCNOPTUPOBKE. Kpronpobupky TPaHCNOPTHPYHOT B
TPAHCMOPTHOI YMaKoBKe NPeAnpUsTUS U3roTOBUTENS B AnanasoHe Temneparyp oT (- 50 Ao +50) °C 1 BaXHOCTM
[0 98% npu Temneparype +25°C. MpenoxpaHATs OT NPSMOro NonafaHms OCaaKoB.

Kpronpobupky XpaHsT B repMETUHHO 3aKPbITOM YNakoBKe MPeanpysT s U3rOTOBUTENS, U30eras 3HaUUTE TbHbIX
KonebaHuii TemnepaTypbl BO BPEMS XpaHeHWs. XpaHUTb B CyXOM MPOX/IaAHOM MeCTe B Auana3oHe Temneparyp (+5
- +40)°C v BnaxxHocTn o 80% npy Temneparype -625°C.

4, TpeboBaHMA 6Ge3onacHOCTU

Kpronpo6upky SIBMISKOTCA HETOKCUYHBIM anporeHHbIM MPOLYKTOM, OAHOPa30BOr0 MCro/b30BaHVA.
KpronpoGupKM NOCTaBNSkoTCA He CTEPUIbHBIMK. Kpronpooupkm YCTOMUMBbI K CTEPUIM3ALMM NapOoBbIM METOLOM
npy Temneparype (121+1)° C B TeueHme (20+2) MyH.

Mpv paboTe ¢ KpronpobupKamm, CoaepxaLLL M/ bromateprarbl, credyeT HafeBaTb 0|HOPa30Bble Pe3VIHOBbIE
rnepyarku, BO 13beXKaHne prcka MHP1LMPOBaHWA NepcoHaia GrioMarepriasioM. He 1Cnosb30Barh Mo OKOHYaHUN
CpoKa roHoCTU. He 1CNosb30BaTh He N0 Ha3HaYEeHIK0. He 1ernosb30Barth npy 06HapYyXeHUN MEXaHUHECKIX
MOBPEXAEHNIA.

5. CBefeHnsa 06 yTunnsauunm

V3Oenvs, MveBLLIME KOHTAKTE KPOBbO WM APYTIMK GUOMOTMUECKMI YKUOKOCTAMM, NOA/IEXAT YTWI3ALWN
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apakBaHeEM MyTeM CTePUIM3aLIN NIloObIMA Ha
[JaHHOM NpeanpusTv e YCTaHOB/IEHHbIMY METoAaMU. Hercrosib30BaHHbIE (HE MIMEBLLIME KOHTaKTa C KPOBLHO W/wWin
[p. GUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM TOAHOCTV yTUimM3npyrotes no CaHlH
2.1.7.2790-10 Knacc A

6. rapaHTVIl/I n3rotoBuTtensa

VizroToBuTenb: «/1BJ1 TekHoNomkme MveX yHA, Ko. KI», topuanyeckuin agpec: FepManmns, 74564, T.
Kpaitnbexaiiv, Teogop-LLtopm-LLtpace, 4. 17

VizroToBuTENb FrAPaHTUPYET COOTBETCTBIE M3AENMA TPeGOBaHMAM HOpPMATVBHOM AoKyMeHTaumm (ISO
9001:2008 MOCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, NOCT ICO/M3K 17025-2009, IOCT 1SO 10993;:
12-2015, IOCT 1SO 10993-18-2011, MOCT I1SO 10993-1-2011) npw cobrtoneHnn yranplui-Lgadu«impr/ApnexT”
XPaHEHVA Y NMPUMEHEHNS B TEYEHVE CPOKA NOAHOCTU.

apaHTUiHbIe 06s3aTENBCTBA U3rOTOBUTENA WK ero npeacTasutens B RL
MEAVILHCKOE M3LeN e B Clyvae HEHaL/IeXaLll,ero XpaHeHns, TpaHcnopTupos!*'uyumnPckor6
n3oenvs. I 1
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MacnopTt
Kpronpobupkn o6bemom 1,4 mn 6e3 2D WTPUX-KOAQ, C BHYTPEHHel pe3b6oii, 6e3 Kpbilluek

Cepus 2A014321 [Jara n3rotosneHus 12/2015

1. Ha3HaueHue
Kpvronpobupky npeaHasHaueHb! 4715 coopa, 06paboTKy, KOHCepBaLyWv 1 XpaHEHNs B1OMOTMYECKMX 06pa3LIoB
Mpn Temneparype MuHyc (196-86)°C ¢ 1cnonb30BaHMeM MapoB XuaKoro asota (LN2), 4na ueneli nonyyeHns
MHopMaLM NpK NPOBEAEHNN MEAVLIMHCKUX 1CCNIE0BaHUIA in Vitro B 1abopatoprsix MEAMLMHCKUX YHPEXAEHWIA.
O6pasLiamy AB/IAKOTCA: GUOMOTMYECKVIE XKUOKOCTU (KPOBb, M/1a3ma KPOoBK, CiepMa) YerioBeKa Y TKaHW
6uoorMyeckme (KOCTHas TkaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKUE XapakTepucTuku
Marepvian 13rotos/ieHns nonmnponuneH Purell HP371P
FabapuTHble pasMepsb! (OyameTp X BbICOTa) 0 12,6 x38 mw.
Pabounii 06bEM 14 mn.
Hannuve KpbILLKm Het
Tun pe3bObl HA KPMOMPOGMPKe BHYTPEHHSA
Pabounii TemneparypHbiii AvanasoH Or-196 °C mo -86°C
Hanmuve/Tvn 2D wmpux-koga HeT
YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO [Z0 3000g No NPoAO/bHOM OcK
lNokasaresnb repMeTNYHOCTU [0 95kla
Macca 0fHOI KpronpoGupKM 098r.
YCTONUMBOCTb K CTEpUM3aLAN MapoBbIM METOAOM Mpyn Temneparype (121+1)°C
Hannuve rpaayvpoBsku Het

3.  YnakoBka, TpaHCNOPTUPOBKAa N XpaHeHune

YnakoBka 06ecreunBaeT COXPaHHOCTb U3AEMWIA NPy TPAHCTOPTUPOBKE. Kpronpobrpku TpaHCNopTHPYHOT B
TPaAHCMOPTHOW YNakoBKe NpeanpusTUS M3roToBUTeNs B AvanasoHe Temneparyp ot (- 50 o +50) °C v BnaxHocTy
[0 98% npu Temneparype +25°C. MpenoxpaHATs OT NPSMOro NnonafaHms 0CaaKoB.

Kpronpobrpkm XpaHAT B repMETUHHO 3aKpbITOl YMakoBKe MPeAnpUsTVS U3roTOBUTENS, 13beras 3HaUUTE bHbIX
KoneGaHuin TeMrepartypbl BO BPEMS XpaHeHUs. XpaHWTb B CyXOM NPOX/IaiHOM MeCTe B AuarnasoHe Temneparyp (+5
- +40)°C v BnaxxHocTn 10 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30NacHOCTU

Kpronpobrpkm SBASKOTCA HETOKCUYHBIM anvporeHHbIM NPOAYKTOM, OAHOPa30BOr0 UCMO/b30BaHVA.
Kpronpo6upKmM MoCTaB/skoTCA He CTepUTbHBIM. KpronpoBrpky YCTOMUMBLI K CTEPUM3ALIN NApOBbIM METOLOM
npy Temneparype (121+1)° C B TeyeHne (20+2) MUH.

Mpn paboTe ¢ KPUONPOGUPKaMK, COAEPXALLL UMM BroMaTepUasbl, CeayeT HaaeBarb OAHOPa30Bble PE3VHOBbIE
nepyaTky, BO M3beXxaH1e prcka MHPULMPOBaHWA NepcoHasia GrioMartepuasioM. He 1cnosnb30Barhb Mo OKOHYaHW
CPpOKa roAHOCTW. He MCMosb30BaTh He Mo Ha3HaUeHWo. He 1Crosb30BaTh Mpy 0OHaPYXEHUN MEXAHWYECKIMX
MOBPEXAEHMIA.

5. CBepgeHua 06 ytunmsaymn

W3penus, nveBLIMe KOHTAKTe KPOBLHO W/ ApYriMA GUOIOMMUECKMMIN XUAKOCTAMY, NOAEXAT YTUM3aLmm
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06€33apaXknBaHMEM MyTeM CTEPUIM3aLIMM NIH0ObIMA Ha
[JaHHOM NpeanpusTV e YCTaHOB/IEHHbIMY MeToAaMU. Hercnosb30BaHHbIE (HE VIMEBLLIVIE KOHTaKTa C KPOBLIO W/wWn
[p. GUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM TOAHOCTW yTUim3upytotces no CaHlH
2.1.7.2790-10 knacc A

6. rapaHTI/II/I n3rotoBuTena

VizrotoBuTtesb: «/1B/1 TekHonomxuc Mv6X yHA, Ko. K, topuaundeckuii agpec: Fepmanus, 74564, T.
Kpaiinbexaiiv, Teogop-LLtopw-LLtpace, a. 17

/3rotoBumTEb rapaHTPYET COOTBETCTBUE M3AENMs TPEOOBaHMAM HOPMATVBHOW AOKyMeHTaLmm (1SO,
9001:2008 MOCT UCO/M3K 15426-1-2003, I1SO/IEC 15426-2:2015, MOCT UCO/LW
12-2015, OCT 1SO 10993-18-2011, I'OCT I1SO 10993-1-2011) npv cob/mtof,

XpaHEeHVA Y NPUMEHEHUS B TEYEHME CPOKa rOAHOCTUA.

FapaHTWiHble 06sI3aTe/bCTBA M3rOTOBUTENS W/WIN €r0 MPeLCTaBUTEeSA
MeAWLIMHCKOe M3JeNe B Clydae HeHafIeXaLlero XpaHeHus, TpaHCropTy
v3oenvs.

1 L.Ali4/riorrn-S
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MacnopTt

Kpuonpo6upkn o6bemom 1,2 Mn 6e3 2D WTPUX-Koaa, ¢ BHYTPeHHel pe3bboil, 6e3 Kpbllek

Cepus 2A01421 [ata n3rotosneHus 12/2015

1. Ha3HaueHue
Kpronpobupky npeaHasHadeHb! 415 coopa, 06paboTKy, KOHCepBaLWMW 1 XPaHEHKS B1OMOTMYECKMX 00pa3LIoB
npy Temneparype MuHyc (196-86)°C ¢ ucrnosnb3oBaHneM MapoB XuaKoro asota (LN2), ans uenein nomyyeHns
VH(opMaLmMn Mpu NPOBEAEHM MEAMLIMHCKWX UCCNeA0BaHWI in Vitro B nabopaTopusx MeAULIMHCKMX YUPEXOEHNN.
O6pasLiamm ABMAKOTCA: BMOMOTMYECKNE XUOKOCTU (KPOBb, M/1a3Ma KpoBK, Criepma) YerioBeka 1 TKaHu
Bronornyeckme (KOCTHas TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakTepunucTukun
Martepvian 13roToseHys nosvnponwneH Purell HP371P
FabapuTHble pasmMepbl (AviameTp X BbicoTa) 0 12,6 x 36,5 Mm.
Paboumin 06EM 12 mn
Hamume KpbILLKu [a, CYNIOTHATENEM V3 CUWIMKOHOBOM Pe3vHbI
Tvin pe3bbbl HA KpUonpootrpke BHYTPEHHSA
Paboumii TemnepaTtypHbIi1 AyanasoH Or-196 °C mo -86°C
Hanmuve/Tvn 2D wmpux-koga HeT
YCTOMYMBOCTb K LIEHTPMAYTMPOBaHIIO 10 3000g no Npo/oskHo ocv
lNokasaresib repMeTnyHOCTU 0o 95kMa
Macca 0fHOI KpronpooupKm 0,84r.
YCTOMUMBOCTb K CTEPUM3ALIAN MapoBbIM METOAOM pn Temneparype (121+1)°C
Hanmuue rpagyvipoBkm Het

3. YnakoBKa, TpaHCNOpPTUPOBKa N XpaHeHune

YnakoBKa 06ecrneumBaeT COXPaHHOCTb M3AENIA NPy TPaHCTOPTMPOBKE. KprionpoBrpKn TpaHCNopTURYHOT B
TPAHCMOPTHOW YNakoBKe NPeAnpUsTAS U3roTOBUTENS B AyanasoHe Temneparyp ot (- 50 Ao +50) °C v BnaxHoCTV
[0 98% npy Temneparype +25°C. MpefoxpaHAats OT NPAMOro nornafaHys OCaaKoB.

Kpronpo6upkm XpaHAT B repMETUYHO 3aKPbITON YNakoBKe NPeAnpusTUs U3roTOBUTENS, U3berast 3HauMTe bHbIX
Kone6aHWii Temneparypbl BO BPeMs XpaHeHUs. XpaHUTb B CyXOM MPOXIafHOM MeCTe B Ayana3oHe Temneparyp (+5
- +40)°C v BnaxkHocTy A0 80% npun Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobrpkm SBNSHOTCA HETOKCMYHBIM anvporeHHbIM NPOZAYKTOM, OAHOPa30BOr0 UCMO/b30BaHYA.
Kpronpo6upKmM NocTasskoTes He CTepu/IbHbIMU. KprompoBrpKy YCTOMUMBBI K CTEPUI3ALIAN NapoBbIM METOL0M
npu Temneparype (121+1)° C B TeueHue (20+2) MyH.

Mpn paborte ¢ KPYoNpPOBUPKamMK, COAEPArLIMN GroMaTtepyab, CrieayeT HaZeBarb 04HOPAa30Bble Pe3VHOBbIe
nepyarki, BO 136eXaHMe prcka MHP1UMPOBaHWA NepcoHana bromareprasioM. He 1Crosb30BaTh Mo OKOHYaHN
CPpOKa roAHOCTW. He MCMo/b30BaTh He Mo Ha3HaUeH. He 1Cronb30BaTh Mpr 0OHapYXEHN MEXaHHYECKIX
MOBPEXAEHUIA.

5. CeegeHunsa 06 ytunmsaymm

Vi3Oenvs, MMeBLLIME KOHTAKTE KPOBbHO WK APYTIMM BG1OMOTVYECKMM YXMAKOCTAMW, NOA/IEXAT YTU3aLWN
no CaHlMH 2.1.7.2790-10 knacc b ¢ 06s3aTe/bHbIM 06e33apadk BaHEM MyTEM CTEPUM3ALIMA MHOOLIMA Ha
[JaHHOM MpeanprsTUe YCTaHoB/eHHbIMM MeToAaMU. Hercnosnb3oBaHHbIe (He MMEBLLE KOHTaKTa C KPOBLHO WK
[p. GUOMOTNYECKMU YKOKOCTAMM) B TOM HMC/IE C UCTEKLLM CPOKOM FOAHOCTV YTUimM3unpytotces no CaHlH
2.1.7.2790-10 knacc A

6. rapaHTVII/I n3rotosuTena

M3rotoButens: «/1B/1 TekHonomxuc MvioX yHa, Ko. KM, topmuanyeckinii aapec: Fepmanus, 74564, T.
Kpaiinbexaiim, Teomop-LUtopm-LLtpace, A, 17

VizroToBuTeNb rapaHTUPyeT COOTBETCTBIE M3AENMA TPeGoBaHMAM HOPMATVBHOM AoKymeHTauwmn (1SO
9001:2008 T'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UICO/M3K 1707009, MOCT
12-2015, FOCT 1SO 10993-18-2011, MOCT ISO 10993-1-2011) npv cOBNHOAEHNN,-

XPaHeHVs U NPUMEHEHUS B TeUeHWe CpoKa rogHOCT.

FapaHTUiiHbIe 06s3aTeNbCTBa M3roToBUTENS W/WIK ero npescTasutens B K
MEeVLMHCKOe U3AENMe B Cllydae HEHaL/IeKaLL,ero XpaHeHus, TPaHCNopTUPOBK]]
v3aenvs.
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MacnopTt

Kpronpobupkn o6bemom 1,1 mn 6e3 2D WTpUX-KoAa, C BHYTPEHHel pe3bboii, 6e3 Kpbilek

Cepusi 2A01224 [Jara vn3rorosneHus 12/2015

1. Ha3sHaueHue
Kpronpobrpki npeaHasHaueHbl 4is coopa, 06paboTKI, KOHCEPBALMN Y XpaHeHWs G1ONIor4eckux obpasLioB
Mpun Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHMeEM NapoB »MAKoro asota (LN2), Ans ueneii nomyyeHms
VH(opMaLWM NpY MPOBEAEHUN MEANLMHCKX UCCNEA0BaHMIA in Vitro B labopatopusix MeAULMHCKUX YHPEXOEHWIA.
O6pasLiamy ABMIAOTCA: GUOMOTMYECKIME XUAKOCTU (KPOBb, M/1a3via KpoBK, CriepMa) YesioBeka M TKaHu
6uonornyeckme (KocTHast TKaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHbIe TEXHNYECKME Xa0aKTEOUCTUKN
Marepvan 13roToB/eHNs nosvnponwieH Purell HP371P
FabapuTHble pasvepb! (OMameTp X BbICOTa) 0 12,6 x35,2 MMm.
Pabounii 06bEM 11 mn
Hanmuve KpbILLKA HeT
Tvn pe3bbbl Ha KPYOMPOBKpPKe BHYTPEHHASA
Paboumii TemnepaTypHbIil ayanasoH Or-196 °C mo -86°C
Hamuve/tvin 2D wrpmx-koga HeT
YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO 10 3000g no Npo/ossHol ocn
lNokazaresib repmMeTM4HOCTU [0 95kMa
Macca 0fiHOI KpronpoGUPKK 077rT.
YCTONUMBOCTb K CTEPUI3ALIAN napoBbIM MeTOA0M Npu Temneparype (121+1)°C
Hanuumre rpaayvpoBkm Het

3. YnakoBkKa, TpaHCNopTUPOBKa U XpaHeHue

YnakoBka 06ecrneumBaeT COXPaHHOCTb M3AEWIA MPY TPAHCMOPTUPOBKE. Kpronpobrpku TpaHCNopTUPYHOT B
TPAHCMOPTHOI YNakoBKe NpeAnpUsTUS U3roToBUTENS B AuanasoHe Temneparyp or (- 50 ao +50) °C 1 BaXHOCTK
[0 98% npy Temneparype +25°C. MpegoxpaHsaTs OT MPAMOro NomnafaHys OCaaKoB.

KpronpoGrpku XpaHAT B repMETUYHO 3aKPbITOW YMakoBKe NPEeANpUATUS U3roTOBUTENS, U3berast 3HauMTe bHbIX
KorebaHWIi TeMrepartypbl BO BPeMS XpaHeHUs. XpaHWUTb B CyXOM MPOX/IaHOM MeCTe B AuarnasoHe Temneparyp (+5
- +40)°C n BnaxxHocty Ao 80% npn Temneparype +25°C.

4. TpeboBaHuA 6€30MacHOCTMU

Kpronpobupky ABNSAKOTCA HETOKCMYHBIM anvporeHHbIM MPOZYKTOM, OHOPa30BOro MCro/b30BaHVA.
Kprionpo6upKmM NocTas/stoTes He CTepU/IbHbIMU. KprompoBrpKy YCTOMUMBLI K CTEPU/I3ALIAN NapoBbIM METOL0M
npy Temneparype (121+1)° C B TeueHue (20£2) MUH.

Mpv paboTe € KproNpobupkamK, cofepxall, vy Briomateprassl, CriefyeT HaaesaTb 0[JHOPa30Bble PE3VHOBbIE
rnepyaTky, BO U36eXaHVe prcka MHHMLMPOBaHUA NepcoHasia bruomMarepuasioM. He Uernosb30Barh Mo OKOHYaHN
CPpOKa roAHOCTW. He 1CMo/b30BaTh He Mo Ha3HaueHWo. He 1Cro/b30BaTh Mpy 0OHaPYXEHUN MEXAHHYECKMX
MOBPEXIEHWIA.

5. CBepgeHusa 06 ytnnmsauymm

Vi3penus, viMeBLLE KOHTaKTe KPOBbLHO W/WIN APYTMM BUO/OTMUECKMM YXALKOCTAMU, MO/ IEXAT YTUIN3aLIWAN
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apadKviBaHNEM MyTEM CTEPUIN3ALIM IHOObIMA Ha
[JaHHOM NpeanpusT e YCTaHOB/IEHHbIMY METoAaMK. Hewrcrosib30BaHHbIE (He MMEBLLIVIE KOHTaKTa C KPOBLHO W/wn
[p. GUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM TOAHOCTV yTim3npytotes no CaHlMH
2.1.7.2790-10 knacc A

6. rapaHTI/II/I n3rotoBuTenAa

VizrotosuTenb: «/1B/1 TekHonomkuc MVIOX yHA, Ko. KM, toprandeckuin agpec: Fepmanus, 74564, T.
Kpaitnbexaliv, Teogop-LLitopm-LLitpace, a. 17

MN3rotoBUTENb rapaHTUpPYeT COOTBETCTBME U3Ae/ns TpeboBaHUsIM HOpMaTUBHOM AokKyMeHTauumn (1ISO_
9001:2008 FOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT MICO/MIK :

12-2015, FOCT 1SO 10993-18-2011, IOCT 1SO 10993-1-2011) npu cobntogeHum ycnokE
XpaHeHnsa n NpuMeHeHnsa BTeyeHne cpoka rogqHocCTu.

FapaHTUiAHbIE 06si3aTe/NbCTBA UTOTOBUTENA W/ ero npeactaButens B PO He pt
MEAVILIIHCKOE M3Lenne B Cllyvae HEHa/IexalLero XpaHeHys, TPaHCTIOPTUPOBKA U T
V3oenvs.
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MacnopTt

Kpronpobupkn o6bemom 1,0 mn 6e3 2D WTPUX-KOAQ, C BHYTPEHHel pe3b6oii, 6e3 Kpbiliek

Cepya 2A01832 [ata n3roros/ieHus 12/2015

1. Ha3HaueHue
KpvronpoGrpkn npeaHasHaueHbl 41a coopa, 06paboTKK, KOHCEPBALIMM Y XpaHEeHNs 61O/0r4eckux obpasLioB
npu Temneparype MUHyC (196-86)°C ¢ 1Cronb3oBaHMeM NapoB XWAKoro asora (LN2), 4na ueneii nomyyveHys
MHopMaLM NpY NPOBELEHUN MEAVLIHCKAX UCCIEA0BaHII in Vitro B labopatoprisix MeAVLIIHCKX YHPEXKAEHUIA.
O6pasLiamy ABIAKOTCA: GUOMOTMYECKVIE XUOKOCTU (KPOBb, M/1a3via KPOoBK, CriepMa) YerioBeka M TKaHW
6uronornyeckme (KoCTHast TKaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakKTepucTtunkmn
Marepuan 13rotoseHus nosvnponuneH Purell HP371P
FabapuTHble pasMepsb! (AYameTp X BbICOTa) 0 8,8 x44,5 mm.
Pabounii 06bEM 1,0 mn.
Hannuvie KpbILLKK HeT
Tvn pe3bbbl Ha KPMOMPOBKpPKe BHYTPEHHSA
Paboumii TemnepaTtypHbIil Aviana3oH Or-196 °C po -86°C
Hanmmuve/tvin 2D wprix-Koga HeT
YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO [0 3000g No NPOAO/LHOM OcK
lNokasaresb repMeTUYHOCTH [0 95kla
Macca 0fHOI KprOMpoBUpKA 07r
YCTONUMBOCTb K CTEPUM3ALAN MapoBbIM METoAOM Npu Temneparype (121+1)°C
Hannuve rpagyvposkm HeT

3. YnakoBka, TpaHCMNopTUPOBKa N XpaHeHune

YnakoBka 06ecreunBaeT COXPaHHOCTb U3AENWIA NPy TPAHCMOPTUPOBKE. KpronpoBypKy TpaHCNIoPTUPYHOT B
TPAHCMOPTHOW YrNakoBKe NpeanpusTUs M3roToBUTeNs B AuanasoHe Temneparyp ot (- 50 o +50) °C v BnaxHoCTV
[0 98% npu Temneparype +25°C. MpenoxpaHaTs OT NPAMOro nonafaHus OCaaKoB.

Kprionpo6upky XpaHAT B repMETUYHO 3aKPbITOM YNakoBKe NpeanpusTUs U3roTOBUTENS, U3berast 3HauMTe bHbIX
KonebaHWIA TeMrepartypbl BO BPEMS XpaHeHUs. XpaHWTb B CyXOM NPOX/1aiHOM MeCTe B Auana3oHe Temneparyp (+5
- +40)°C v BnaxkHocTy [0 80% mpn Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpo6upki SBMAKOTCA HETOKCUYHBIM anporeHHbIM NPOYKTOM, OHOPa30BOro VCMo/b30BaHMS.
Kpronpo6upKmM NocTaBnstoTes He CTepu/IbHbIMU. KprompoBrpKy YCTOMUMBLI K CTEPUI3ALIAN NapoBbIM METOL0M
npy Temneparype (121+1)° C B TeueHne (20+2) MyH.

Mpv paboTe € KpMONpPoGUPKamK, cofepxalLmMm briomateprassl, CredyeT HafeBaTb 0[|HOPa30Bble PE3VHOBbIE
rnepyaTky, BO U36eXaHVe prcka MHHMLMPOBaHUA NepcoHasia romMareprasioM. He UCronb30BaTh Mo OKOHYaHN
CPpOKa roAHOCTW. He MCMosb30BaTh He Mo Ha3HaueHW. He 1Crosib30BaTh Mpy 0OHapYXEHN MEXaHHYECKMX
MOBPEXAEHNI.

5. CBegeHnsa 06 ytunimnsaumm

Vi3penvs, MeBLLE KOHTaKTEe KPOBbHO W/ APYTMM BUOMOTMUECKMM XALKOCTAMU, MO/ IEXAT YTUIN3aLIWN
no CaHlMnH 2.1.7.2790-10 knacc b ¢ 06s13aTe/IbHbIM 06e33apadkviBaHEM MyTeM CTEPUM3ALIWN MI0BbIMM Ha
[JaHHOM MpeanpusT/e YCTaHOB/IEHHLIMM METOZaMW. Hencno/nb3oBaHHbIe (HE MIMEBLLIME KOHTaKTa C KPOBbLIO /W
[p. GUOMOTNYECKMM >KOKOCTAMM) B TOM HMC/IE C UCTEKLLM CPOKOM TOAHOCTV yTim3umpytotcs no CaHlMiH
2.1.7.2790-10 knacc A

6. [apaHTUn nsrotoBuTens

VizrotoBuTens: «/1BJ1 TekHonompkme MvioX yHa Ko. K, topuanyeckunin agpec: FepmaHns, 74564, T.
Kpaitnbexalim, Teopop-LLitopwm-LLitpace, 4. 17

VizroToBuTENb rapaHTUPYET COOTBETCTBIE M3AENMA TPeGOBaHMAM HOPMATVBHOM AoKymeHTauwmn (1SO
9001:2008 MOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT ICO/M3K 17025-2C
12-2015, MOCT 1SO 10993-18-2011, MOCT ISO 10993-1-2011) npw cobntogeH ycnonm”

XPaHEHVA Y NPUMEHEHUS B TEYEHME CPOKA rOAHOCTUA.

FapaHTWiiHbIe 06s3aTe/bCTBA M3roTOBUTENS W/WIN ero npeactasuTens B PO He pt
ME[MLVHCKOE U3AEe/Ne B Clyqae HeHayIeXalliero XpaHeHws, TPaHCNIOPTUPOBKA U e
V30envs.
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MacnopTt

Kpnonpo6upkn o6bemom 5,0 M ¢ 2D LWITPUX-KOAOM C rpaflyMpoBKOiA, ¢ BHyTpeHHeli pe3b6oii, 6e3 KpbILeK

Cepus 14C10203001 [ata n3rotosneHus 11/2015

1. Ha3HaueHue
Kpronpobripku npeaHasHaveHbl 419 coopa, 06paboTKK, KOHCEPBALWN Y XpaHeHUs G1O/or1yeckmx obpasLos
Mpu Temneparype MuHyc (196-86)°C ¢ mcnonb3osaHem napos »maKoro asota (LN2), 4ns ueneii nonyyeHms
VHhopMaLWM NP NPOBEAEHAM MEOVLIMHCKYIX UCCNeA0BaHWIA in Vitro B 1abopaTopusx MeAULIMHCKVX YUPEXOEHNI.
Ob6pasLiamu SBNSKOTCA: GUOMOTMYECKIME YXMAKOCTY (KPOBb, Mia3via KpoBK, CriepMa) YerioBeka M TKaHu
6uonornyeckme (KoCTHast TKaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakKTepuctumkm
Marepuan 13rotos/ieH!s nosvnponwieH Purell HP371P
FabapuTHble pasMepb! (AyameTp X BbICoTa) 0 12,6 x82,1 mm.
Pabounii 06LEM 5,0 mn.
Hannuvie KpbILLKm HeT
Tun pe3bObl Ha KPMOMPOBUPKE BHYTPEHHASA
Pabounii TemneparypHbIi1 auanasoH Or-196 °C po -86°C
Hammume/Tvin 2D wrpux-koga 03, DataMatrix
YCTOMYMBOCTb K LIEHTPU(YTMPOBAHIIO [0 3000g no NpoAo/bHOM OcK
lNokasaresib repMeTUYHOCTA [0 95kMa
Macca 0fHOI KpronpoGrpKmM 35T
YCTONUMBOCTb K CTEPUM3ALWAN napoBbIM MeToZoM Npu Temneparype (121+1)°C
Hanvuue rpaayvpoBkm Ja

3. YnakoBka, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBka 06ecreunBaeT COXPaHHOCTb M3AEWIA NPy TPaHCMOPTUPOBKe. KpronpobrpKy TPaHCTIOPTMPYHOT B
TPAHCMOPTHOI YNakoBKe NpeAnpUsTUS U3roTOBUTENS B Anana3oHe Temnepatyp oT (- 50 Ao +50) °C 1 BaXHOCTM
[0 98% npy Temneparype +25°C. MpefoxpaHAaTb OT MPAMOro MonagaHra 0CaziKoB.

KpronpoGmpku XpaHsAT B repMETUYHO 3aKPbITO YMakoBKe MPeAnpUATUS U3roToBUTeSs, 3beras 3HauUTe bHbIX
KonebaHWIi Temneparypbl BO BPeMS XpaHeHUs. XpaHuTb B CyXOM NPOX/IaHOM MeCTe B AuanasoHe Temneparyp (+5
- +40)°C 1 BnaxkHoCTM 10 80% npu Temneparype +25°C.

4. TpeboBaHMsA 6e30MacHOCTU

Kpronpo6urpkuy SBNSKOTC HETOKCUYHBIM anvporeHHbIM NMPOoAyKTOM, 0IHOPa30BOro VCMo/b30BaHMS.
Kpronpo6upkiM NoCTaB/skoTCA He CTepuIbHbIMU. KPrOMpOGUPKKM YCTOMUMBDGI K CTEPU/IM3ALIMM MapoBbIM METOAOM
npy Temneparype (121+1)° C B TeueHne (20+2) MyH.

Mpn pabore ¢ KpronpobrpKamy, COAEPKaLLMMY BroMaTeprabl, CriedyeT HafesaTb O4HOPa30Bble Pe3nHOBbIE
repyartky, BO 13beXaHne pricka MH(MLMPOBaHKA NepcoHasia GromarepraioM. He 1ernosb30BaTh Mo OKOHYaHWM
CPpOKa rofHOCTW. He 1Crosb30BaTh He Mo HasHaYeHWHo. He 1Cro/b30BaTh Mpy 06HAPY>KEHUN MeXaHNYECKMX
MOBPEXAEHWIA.

5. CsegeHunsa 06 ytunmnsaumm

Vi3Oenvs, MMEeBLLIME KOHTaKT C KPOBLIO W/ APYriMN GUOMOMMHECKV M XUAKOCTAMM, MOL/IEXAT YTUM3aLmm
no CaHlMvH 2.1.7.2790-10 knacc b ¢ 06s3aTenbHbIM 06e33apakviBaHeM MyTeM CTEPUM3ALIN SIHOObIMA Ha
[JaHHOM NpeanpusTV e YCTaHOB/IEHHbIMY MeToZaM/. Herenosb30BaHHbIe (He MIVIEBLLIME KOHTaKTa C KPOBLHO W/
[p. BUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLIM CPOKOM FOAHOCTY YTUn3upyrotes no CaHivH
2.1.7.2790-10 knacc A

6. rapaHTVIVI n3rortoBuTensd

V3rotoButenb: «/1B/1 TekHonomkme MoX yHA Ko. K, opuandeckuin aapec: FepmaHns, 74564, T.
Kpaiinbcxaliv, Teogop-LLtopm-LLtpace, 4. 17

VizroToBuTENb rapaHTUPYeT COOTBETCTBIME M3Ae/ms TPeOGoBaHWAM HOPMATMBHOM AOKyMeHTauum (ISO
9001:2008 MOCT UCO/M3K 15426-1-2003, I1SO/IEC 15426-2:2015, MOCT HCO/M3HT7D2S=fe09H:QCIS_Ojm993-
12-2015, MOCT 1SO 10993-18-2011, 'OCT ISO 10993-1-2011) npv CO6/OAEHNM Yer
XpaHEeHVS Y NPUMEHEHUS B TEYEHME CPOKa rOAHOCTU.

FapaHTWiiHble 06s3aTeNbCTBA U3rOTOBUTENS W/W ero npeactasuTens B PO
MEAVILIIHCKOE U3AEeNe B Clydae HEHa/IeXKaLLEro XpaHeH s, TPaHCTIOPTVPOBKM |
v3aenms.
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MNMacnopT

Kpronpobupkn o6bemom 2,0 mn 6e3 2D WwTpux-Koga c rpafyMpoBKOWA, C BHEWHe pe3b0oii, ¢ KpbIilKaMu.

Cepya 14C105560003 [ata n3rotoeneHus 11/2015

1. Ha3HaueHue
Kpronpobrpkn npeaHasHaueHbl 418 coopa, 06paboTKK, KOHCEpBALWN 1 XpaHeHUs G1Ooryeckmx 0bpasLoB
npu Temneparype MuHyc (196-86)°C ¢ mcnosb3oBaHMeM NapoB »uakoro asora (LN2), a4ns ueneli nosyyeHus
VHhopMaLM NpK NPOBEAEHUN MEAVLIVIHCKUX UCCNEA0BaHWIA in Vitro B Tabopatopusx MeOULMHCKVX YUPEXIEHNI.
O6pasLiamyt ABMIAOTCS; GUOMOTMHECKVIE XUAKOCTU (KPOBb, M/ia3ma KpoBK, CriepMa) YerioBeKa M TKaHu
Gronormyeckme (KocTHast TKaHb, 06pasLbl KOXHbIX NMOKPOBOB)

2. OCHOBHbIe TEXHUYECKME Xa0aKTEOUCTUKN
Martepwian 3roToB/eHIs no/mnporwnieH Purell HP371P
FabapuTHble pasMepb! (AvameTp X BbicoTa) 0 12,6 x41,1 mwm.
Paboumin 06bEM 2,0 mn.
Hanmume KpbILLKY [, CYI/IOTHATENEM U3 CUIMKOHOBOW pe3uHbI
Tun pe3bObl HA KPUOMPOOUPKE BHELLHSAS
Paboumii TemnepaTypHbIi1 avanasoH Or-196 °C o -86°C
Harmuve/tvin 2D wrpux-koga Het
YCTOMYMBOCTb K LIEHTPUDYTMPOBAHIIIO [0 3000g No NpPoA0/bHOM Ocu
lNokasaresb repMeTUYHOCTH o 95kMa
Macca 0HOI KponpPOBUPKA/KPBILLK 1,7/08r.
YCTONUMBOCTb K CTEpUAM3aLWAN napoBbIM METOAOM Npu Temneparype (121+1)°C
Hannuve rpagyvpoBku Jia

3. YnakoBKa, TPaHCMopTUPOBKa N XpaHeHue

YnakoBka 06ecrneumBaeT COXPaHHOCTb M3AEMMIA MU TPAHCMOPTUPOBKE. Kpronpobupky TpaHCMopTUpYHOT B
TPaHCMOPTHOW YMakoBKe NPeAnpuATAS U3roTOBUTENA B AyanasoHe TeMreparyp or (- 50 Ao +50) °C v BriaxHoCTH
[0 98% npy Temneparype +25°C. MpefoxpaHAaTs OT MPAMOrO MonagaHVa 0CaIKoB.

Kpronpobupkm XpaHAT B repMETUHHO 3aKPbITOl YMakoBKe NPeANpUATAS U3roTOBUTESS, 13berast 3HaUnTe bHbIX
KonebaHUin TeMneparypbl BO BPEMS XpaHeHUs. XpaHWTb B CyXOM NpoxX/iaaHOM MeCTe B AyianasoHe Temneparyp (+5
- +40)°C 1 BnaxxHocTh a0 80% npw Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpobripki SBNSKOTCA HETOKCUYHBIM anporeHHbIM NPOAYKTOM, 0AHOPA30BOro MCMo/Ib30BaHMS.
Kpronpobrpkm NoCTaBNsOTCA He CTepU/IbHBIMA. KprompoBrpKIA YCTOMUMBbI K CTEPUIM3aLMM NapoBbIM METOA0M
npv Temneparype (121+1)° C B TeueHue (20£2) MyH.

Mpn pabote ¢ KPYONPOOUPKaMK, COAEPXKALLMMI BroMaTeprasbl, CrieayeT HafeBaTb OHOPA30Bble PE3VHOBbIE
nepyaTky, BO M3beXaHue pucka MHPULMPOBaHUA NepcoHasia GuomareprasioM. He 1Cnosb30BaTh Mo OKOHYaHWM
Cpoka roaHOCTU. He MCronb30BaTh He Mo HasHaueHuto. He 1Cro/b30BaTh Mp 06HAPYKEHN MeXaHI4eckyX
MOBPEXAEHMIA.

5. CBepgeHusi 06 yTnnmsauymm

V3oenus, veBLIME KOHTaKT C KPOBLHO W/ ApYriMA GUONOMHECKAMUN YUAKOCTAMU, MOL/IEXAT yTm3aumm
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06513aTe/bHbIM 06e33apadKviBaHNEM MyTeM CTEPUM3ALWN IK0ObIMU Ha
[JaHHOM NpeanprisTe YCTaHoB/IEeHHbIMM MEeToAaMU. Hercrnosib3oBaHHbIe (He MMEBLLME KOHTaKTa C KPOBLHO W/
[p. BMOMOTNUECKMM YXMUOKOCTAMU) B TOM YMCIE C UCTEKLLMM CPOKOM FOAHOCTY YTUAm3unpytotca ro CaHMiH
2.1.7.2790-10 knacc A

6. TlapaHTUM nsrotoBuTens

VizrotoBuTenb; «/1B/1 TekHonomkuc Mv6X yHa, Ko. Kis», topuaudeckuii agpec; FepManus, 74564, T.
Kpaiinscxaiiv, Teopop-LLtopw-LLitpace, a. 17

Vi3roToBuTeb rapaHTUPYeT COOTBETCTBME U3AeNnA TPeBOBaHNAM HOPMATVBHON ,  ymeHTauym (ISO
9001;2008 OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2;2015, FOCT LCON T-reePtso-roggg-
12-2015, MOCT 1SO 10993-18-2011, 'OCT ISO 10993-1-2011) npwv cob/OAEHNL YC.

XpaHeH!s 1 NMPUMEHEHNS B TEUEHWE CPOKa FOHOCTU.

apaHTUiHbIe 06s3aTeNbLCTBA U3roTOBUTENS W/ €ro npeactaBuTeNs B Hi rreBMEOTLL Ha
MeAVLMHCKOe M3JeNne B Clydae HeHa/Iexalllero XpaHeHus, TpaHCnopTMpPOB
u3aenvs.
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MacnopT

Kpronpo6vpku o6bemom 4,0 Ma 6e3 2D WTprx-Koaa C rpagyvpoBKoii, ¢ BHELLHE! pe3b60oii, C KpbILKamu.

Cepus 14C1055501 [ata n3rotosneHus 12/2015

1. Ha3HaueHwne
Kpronpoupkn npeaHasHaueHb! 418 coopa, 06paboTKI, KOHCEPBALMN Y XpaHEeHNs G1O/IorM4ecknx obpasLioB
Mpun Temneparype MuHyc (196-86)°C ¢ ucrnosnb3oBaHem napos Xuakoro asota (LN2), gns ueneii nonyseHms
VHhopMALWM MK NPOBEAEHUN MEAVILIMHCKYIX UCCNEA0BaHUIA in Vitro B 1abopaTopusx MeAULIMHCKVIX YHPEXIEHNIA.
O6pasLiamyt ABMIAKOTCA: GMOMOTMYECKVIE XKUAKOCTU (KPOBb, M/1a3ma KpoBK, CriepMa) YerioBeKa v TKaHW
Gronornyeckme (KocTHast TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakKTepuctumkm
Marepuasn 13rotos/ieH!s nonvnponuneH Purell HP371P
FabapuTHble pasMepsb! (AyaveTp X BbICOTa) 0 12,6 x 68,6 Mm.
Paboumin 06EM 4.0 mn.
Hasmuve KpbiLLku [1a, CYI/IOTHUATENEM U3 CUIKOHOBOM Pe3iHbl
Tvin pe3bbbl Ha Kpronpoobrpke BHELLIHSIA
Pabounii TemnepaTypHbIii AvanasoH Or-196 °C go -86°C
Harmume/tvin 2D wrpmx-koga Het
YCTOMYMBOCTb K LEHTPUKYTMPOBaHIIO [Z10 30009 no NpoAosbHOM ocK
lNokazaresib repmMeTM4HOCTU 10 95kTa
Macca 0Z1HOM KpPMONPOGUPKA/KPbILLKMA 2,8/08T.
YCTOMUMBOCTb K CTEpUn3aLmm rnapoBbIM METOAOM pun Temneparype (121+1)°C
Hannuve rpafyvposku Ja

3.  YnakoBka, TpaHCNOPTUPOBKa U XpaHeHue

YnakoBKa 06ecrneumBaeT COXPaHHOCTb M3AENMIA NPy TPAHCTIOPTUPOBKE. KpronpoBrpKi TpaHCNOPTURYHOT B
TPAHCIMOPTHOIA YMaKoBKe NPeAnpusTAA U3roTOBUTENA B AyanasoHe TeMneparyp oT (- 50 ao +50) °C v BnaxHoOCTH
[0 98% npy Temneparype +25°C. MpefoxpaHAaTb OT MPAMOrO MonagaHMa 0Ca/IKoB.

Kpronpobrpkim XpaHAT B repMETUHHO 3aKPbITOI YakoBKe NPeanpusTUa U3roToBUTeNs, U36eras 3HaumTe bHbIX
KonebaHuii Temneparypbl BO BPEMS XpaHeHUs. XpaHuUTb B CyXOM NPoXIaaHOM MeCTe B AyanasoHe TeMneparyp (+5
- +40)°C v BnaxkHocTy Ao 80% nipn Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTMU

KpronpoOupkuy SBASKOTCA HETOKCUMYHBIM anporeHHbIM NMPOAYKTOM, 0OAHOPA30BOro UCMOsIb30BaHMS.
Kpronpobrpkm NoCTaBNsoTCA He CTepu/bHBIMA. KprompoOrpKIA YCTOMUMBbI K CTEPUIM3ALIM MapoBbIM METOA0M
npv Temneparype (121+1)° C B TeueHne (20+2) MyH.

Mpw paboTe ¢ KpMOnpooupKamm, CoAepxaLLL MMM BroMarepuasibl, CriefyeT HaZleBaTb O4HOPA30Bble PE3VHOBbIE
nepyarki, BO 136eXKaH1e prcka MHPMLMPOBaHUA NepcoHasia Griomareprasiom. He 1erosb30Barh Mo OKOHYaHM
CpoKa rofHOCTW. He MCrosb30BaTh He Mo HasHaueHUHo. He 1cnosib3oBaTh My OGHAPYXKEHUM  MEXaHNUECKUX
MOBPEXAEHMIA.

5. CBefeHnsa 06 ytunmsauymn

V130envs, MIMEBLLIME KOHTaKT C KPOBbIO W/ ApYriMM G1OMOTVUECK MM XUAKOCTAMM, MOL/IEXAT yTUM3aLmm
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s3aTe/bHbIM 06e33apaXKvBaHEM MyTEM CTEPUM3ALINM NHOObIMM Ha
[JaHHOM MpeanprsTe YCTaHoB/IEHHbIMW METOAaMU. Hencnosib30BaHHbIE (He MMEBLLE KOHTAKTa C KPOBLIO Wi
[p. GUOMOTNYECKMY YKVOKOCTAMM) B TOM HUC/IE C UCTEKLLIM CPOKOM TOAHOCTY YTUim3upyrotes o CaHMH
2.1.7.2790-10 knacc A

6. TlapaHTUM nsrotoBuTeNs

VizrotoBuTenb: «/1B/1 TekHonomkuc MmoXyHa, Ko. K, ropmnandeckuii agpec: epmanus, 74564, T.
Kpaiinscxaliv, Teogop-LLitopm-LLitpace, g, 17

VizroToBuTENb rapaHTUPyeT COOTBETCTBME M3Le/ms TPeboBaHNAM HOPMATMBHOM AokyMeHTaumm (1ISO
9001:2008 I'OCT NCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT UCO/M3K
12-2015, OCT 1SO 10993-18-2011, I'OCT ISO 10993-1-2011) npwv cobrogeH[n
XpaHeH1s 1 NPUMEHEHNS B TEUEHME CPOoKa rOHOCTU.

apaHTUiiHbIe 06s3aTe/LCTBA U3rOTOBUTENSA W/WIN €r0 MPELCTaBUTENS B
MeAVLMHCKOe M3JeNne B Cydae HeHaLyIexaLLlero XpaHeHus, TpaHcnopTvp
v3aenvs.

leimj Geipany
5G13 20
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MacnopT

Kpuonpo6upkn o6bemom 2,0 Mn 6e3 2D WTPUX-KoAa C rpafyvpoBKOW, ¢ BHYTPEHHe pe3bboid, ¢
KpbILLIKaMK.

Cepus 14C1055600 [Jara nsrotosneHuns 11/2015

1. Ha3HaueHue
Kpronpobupky npeaHasHadeHb! 415 coopa, 06paboTku, KOHCepBaLmM 1 XpaHeHu st G1OMOTMYeCKMX 06pasLIoB
Mpun Temneparype MyHyc (196-86)°C ¢ MCronb30BaHMEM MapoB »MaKoro asota (LN2), ans uenein nomydeHms
MHhopMALWM NPK NPOBEAEHUN MEAVLIVIHCKUX UCCIEA0BaHUIA i Vitro B labopatoprisx MeAVILIIHCKUX YUPEXKAEHWIA.
O6pa3Lamm SBMISKOTCH: BUOMOTMYECKVE XUAKOCTU (KPOBb, M/1a3Ma KPOoBK, Criepma) YeioBeKa Y TKaHM
6ronormyeckme (KocTHast TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHbIle TEXHNYECKUE XapakKTepuctumkm
Martepuian 13roTos/eHys nosvnponuneH Purell HP371P
FabapuTHbIE pasvepb! (AvameTp X BbICOTa) 0 12,6 x41,1 mm.
Paboumin 06EM 2,0 mn.
Hasmuvie KpbILLKA [, CYIN/IOTHATENEM U3 CUIMKOHOBOW pe3uHbl
Tvin pe3bbbl Ha KpPUOMNpPOBKpKe BHYTPEHHAA
Paboumii TemnepaTtypHbIi1 ayanasoH Or-196 °C pgo -86°C
Hannuve/tvn 2D wrpmx-koaa HeT
YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO [Z0 3000g no NpoAo/bHOM OcK
lNokasaresb repMeTUUHOCTA [0 95kTa
Macca 0HOI KpronpooupKA/KPbILLIKKA 15/0,7r.
YCTONYMBOCTb K CTEPUIN3ALIAN MnapoBbiM METoAOM Npu Temneparype (121+1)°C
Hannuve rpanyvpoBsku HeT

3.  YnakoBkKa, TpaHCMNopTUpOBKa N XpaHeHune

YnakoBka 06ecreunBaeT COXPaHHOCTb U3AENMIA NPy TPaHCNoPTUPOBKe. Kprompobrpky TPaHCNIOPTHPYHOT B
TPAHCMOPTHOI YNakoBKe NPeAnpUSTUS U3rOTOBUTENA B Anana3oHe Temneparyp oT (- 50 fo +50) °C v BaxHOCTU
[0 98% npu Temneparype +25°C. MpeaoxpaHaTs OT NPSAMOro MomnafaHys OCaaKoB.

Kpronpobrpkm XpaHAT B repMETUHHO 3aKPbITOl YMakoBKe NPeAnpUATUAS U3roTOBUTENS, 13berast 3HaUnUTE bHbIX
Kone6aHWii Temneparypbl BO BPEMS XpaHEeHUs. XpaHUTb B CyXOM MPOX/IaHOM MeCTe B Auarna3oHe Temneparyp (+5
- +40)°C v BnaxxHocTh 10 80% npu Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

Kpronpobrpkm SBNSKOTCA HETOKCMYHBIM anvporeHHbIM NPOAYKTOM, OAHOPa30BOr0 UCMO/b30BaHVA.
Kpronpo6upKm MocTasstoTcs He CTepu/IbHbIMU. KprompoBrpKy YCTOMUMBGI K CTEPU/I3ALIAN NapoBbIM METOL0M
npy Temneparype (121+1)° C B TeueHure (20+2) MyH.

Mpn paboTe ¢ KPUONPOBUPKaMK, CoepXaLWMn BromaTepuasbl, CreayeT HaaeBarb 0AHOPAa30Bble PE3VHOBbIE
nepuyaTku, BO U36EXaHMe pucka MHMLMPOBaHMA NMepcoHana bruomarepriasioM. He 1Cro/b30BaTh Mo OKOHYaHN
CPpOKa roAHOCTY. He 1ICro/ib30BaTh He Mo HasHaueHUHo. He 1enosib30BaTh Mpy 0GHapYXKEHUN MEXaHNYECKUX
MOBPEXAEHUIA.

5. CBegeHunsa 06 ytunmsaymn

W3aenus, nveBLIMEe KOHTAKTE KPOBBHO W/ ApYriMA GMONIOMHECKMMUN YUAKOCTAMU, NOL/IEXAT YTUn3aLmm
no CaHMnH 2.1.7.2790-10 knacc b ¢ 06s3aTe/bHbIM 06e33apadKviBaHNEM MyTeM CTEPUI3ALMN MI0ObIMM Ha
[JaHHOM MpeanpusaT/e YCTaHOB/EHHLIMM METOZaMU. Heuncnosib3oBaHHbIe (He MMEBLLME KOHTAKTa C KPOBbLHO W/
[p. GUOMOTNYECKUMU YKUOKOCTAMM) B TOM HUC/IE C UCTEKLLM CPOKOM rOAHOCTY YTuimsupyrotes no CaHvH
2.1.7.2790-10 knacc A

6. rapaHTVIl/I n3rotoBuTensa

VizrotosuTenb: «/1B/1 TekHonomkmc MvoX yHa, Ko. K, ropuandeckuin aapec: FepmaHnmn 74564, T.

Kpaiinbexaiiv, Teogop-LLitopm-LLitpace, 4, 17

M3rotoBuTesb rapaHTUpyeT COOTBETCTBUE U3AENNs TPe6oBaHMAM HOPMaTVBHO! v
9001:2008 I'OCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCT ICO/M3K \3L T9:
12-2015, MOCT 1SO 10993-18-2011, 'OCT 1SO 10993-1-2011) npwm COGMOAEHNM YCC)L TMpOBKI
XpaHeHVs Y NPUMEHEHUS B TEYEHME CPOKa FOAHOCTI. technologies

apaHTWiiHbIe 06s3aTeNbLCTBA U3rOTOBUTENS WWIK ero npeactasutens B PO He aHAoTCA Ha
MeAVLIMHCKOE U3Jesve B CNyvae HeHaL/1exaLlero XpaHeHus, TPaHCopTUPOBKY _iTtKOro
VBNV, ;>r-Storm:-Stifebe 17

leim « Cermany
795175613 20
95613 33
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MNMacnopT

Kpuonpobupkn o6bemom 4,0 mn 6e3 2D WTPUX-Koga C rpagyvmpoBKOii, C BHYTPEHHE pe3b6oid, ¢
KpbILWKaMm

Cepy 14C1055503 [ata n3rotosneHys 12/2015

1. Ha3sHaueHne
Kprionpobripku npeaHasHayeHbl 4ia coopa, 06paboTKy, KOHCEPBALWN 1 XpaHeHUs B1OMorM4ecKyX 06pasLoB
Mpu Temneparype MuHyc (196-86)°C ¢ ucrnosnb3oBaHnem napos »uaKoro asota (LN2), gns ueneid nomyyeHms
VHhopMaLWM MPK NPOBEAEHM MELMLMHCKYIX UCCNeA0BaHWI in Vitro B 1abopaTopusx MeAULIMHCKVX YUPEXAEHNIA.
O6pasLiamn SB/IAKOTCA: GUOMOTMYECKVIE XUOKOCTU (KPOBb, M/ia3via KPOoBK, CriepMa) YerioBeKa v TKaHW
6uonornyeckme (KocTHast TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHbIe TEXHNYECKUE XapakKTepucTtumkm
Martepuan n3rotos/eHus nonvnponunieH Purell HP371P
rabapuTHble pa3mepbl (AMaMETP X BbICOTA) 0 12,6 X68,6 M.
Pabounii 06bEM 4,0 mn.
Hanmuve KpbILwky [, CYI/IOTHATENIEM U3 CUIMKOHOBOW pe3uHbl
Tun pe3b0Obl HA KPUOMPOBUPKE BHYTPEHHSIA
Paboumin TemnepaTypHbIii ayanasoH Or-196 °C po -86°C
Hannuve/tvn 2D wrpmx-koaa Het
YCTONUMBOCTb K LIEHTPAYTMPOBaHMIO [Z10 3000g no NpoAosIbHON ocu
lNoka3atesib repMETUYHOCTU 0o 95kMa
Macca 0ZIHOM KpPMONPOGUPKA/KPbILLKMA 28/08T.
YCTONUMBOCTb K CTEPUM3ALAN napoBbiM METOAO0M Npu Temneparype (121+1)°C
Hanmuve rpaayvipoBku A

3.  YnakoBKa, TpaHCNoOpTUPOBKa U XpaHeHue

YnakoBka 0becreuvBaeT CoXpaHHOCTb U3/ NPy TPaHCNIOPTUPOBKE. Kpronpobrpky TPaHCTOPTUPYHOT B
TPAHCMOPTHOM YMakoBKe MPeAnpUsTUS U3rOTOBUTENA B Anana3oHe Temneparyp oT (- 50 fo +50) °C v BaxHOCTU
[0 98% npu Temneparype +25°C. MpefoxpaHAaTb OT MPAMOrO MonagaHVa 0CaIKoB.

Kpronpo6upkin XpaHAT B repMETUYHO 3aKPbITON YINakoBKe NPeanpUATAA U3roToBUTENS, M30eras 3HauMTeSIbHbIX
KoneGaHWiA TeMrepartypbl BO BPeEMS XpaHeHus. XpaHWTb B CyXOM NPOoX/1aiHOM MeCTe B Auarna3oHe Temneparyp (+5
- +40)°C v BnaxkHocT A0 80% npv Temneparype +25°C.

4. TpeboBaHusa 6e30MacHOCTU

KpronpoGupky SIBMISKOTCA HETOKCMYHBIM arMporeHHbIM MPOZYyKTOM, OHOPa30BOro MCrO/b30BaHVA.
Kpronpo6urpky NocTas/sakTes He CTepTbHbIMK. KpronpoBrpKy YCTOMUMBLI K CTEPUIM3ALIAN NApOBLIM METOLOM
npu Temneparype (121+1)° C s TeueHne (20+2) MyH.

Mpun paborte ¢ KPronpodupKam, COOEPaBLLIMA BrioMaTepUasbl, CrieayeT HaaeBarb OAHOPa30BbIe Pe3VHOBbIE
repyartky, BO 13bexaHre pricka MHMLMPOBaHS NepcoHasia bruomMarepuasioM. He 1crnosb30Barh Mo OKOHYaHM
CPpOKa roAHOCTW. He 1crnosb30BaTh He Mo Ha3HaueHW0. He 1Cronb30BaTh Mpy 06HAPYXKEHUN MEXaHUHECKMX
MOBPEXIEHWIA.

5. CBegeHna 06 ytunmsaymm

V13Oenns, vieBLLE KOHTAKTE KPOBLIO /WM APYriMN B/O/IOMHECKV MM XUAKOCTAMM, MOLIEXAT YTUIN3aLN
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apadkviBaHNEM MyTeM CTEPUIM3ALMN MI0ObIMA Ha
[JaHHOM MpeAnpusT/e YCTaHOB/IEHHLIMM METOZaMU. Hencnosb30BaHHbIe (HE MIMEBLLIME KOHTaKTa C KPOBbLIO /Wi
[p. GUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM OAHOCTV YTUM3UpYyroTtes o CaHlH
2.1.7.2790-10 knacc A

6. FapaHTmm n3rortosuTensd

VizrotoBuTenb: «/1BJ1 TekHonomkme MvioX yHA, Ko. K, topuanyeckinin agpec: Mepmanus, 74564, T.

Kpaitnbexaliv, Teogop-LLitopm-LLitpace, 4. 17

M3rotoBuTesb rapaHTMpyeT COOTBETCTBYE U3AENNA TPeb0BaHNAM HOPMATUBHO HU, Lum| 150
9001:2008 I'OCT MCO/M3K 15426-1-2003, I1SO/IEC 15426-2:2015, MOCT CO/ Jop” rc5% ijjo w 993
12-2015, IOCT 1SO 10993-18-2011, IOCT 1SO 10993-1-2011) mpm cobmogeHur ot —

XPaHEeHUs1 N NPYMEHEHUS B TEYEHME CPOKA FOAHOCTL.
TapaHTUiHble 06s3aTENLCTBA M3rOTOBUTENS W/WIW €0 NPEeLCTaBUTENs B

MeMLMHCKOE MU3AENNE B Clydae HeHa/IExaLL,ero XpaHeHusl, TpaHCropTupo[ "1 umHOKCro
V3AEnA. or-Storrri-Stra3e 17
ermany
613 20
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MacnopTt

Kpunonpobupkn o6bemom 5,0 mn 6e3 2D wTpux-Koga ¢ rpagynpoBKOiA, ¢ BHYTPeHHeR pe3b6oid, ¢
KpbILWKaMN.

Cepus 14C1055403 [ata n3rotosneHus 12/2015

1 Ha3HaueHne
KpvronpoGrpkin npeaHasHaueHb! 41a coopa, 06paboTKK, KOHCEPBaLMN Y XpaHeHNs 61O10r4eckux 0opasLioB
Mpn Temneparype MuHyc (196-86)°C ¢ 1cnosb30BaHMEM MapoB XuaKoro asora (LN2), 4na uenein nonyyeHus
MHOpMaLM NpY NPOBELEHNN MEAVILHCKX UCCIEA0BaHWIA iN Vitro B 1abopatopursix MEAVLIMHCKUX YHPEXOEHIA.
O6pasLiamm SBMAKOTCH: BUOOrMYECKME XUOKOCTY (KPOBb, M/1a3Ma KpoBW, Criepma) YesioBeka 1 TkaHu
6uronornyeckme (KocTHast TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHbIE TEXHNYECKNE Xa0aKTEOUCTUKMN
Marepuan 13roTos/eHus nosvnponunieH Purell HP371P
FabapuTHbIE pasMepbl (AVaMeTp X BbICOTa) 0 12,6 x82,1 mm.
Pabounii 06BLEM 5,0 mn.
Harmume KpbiLLKm [a, CYN/IOTHATENIEM U3 CUIMKOHOBOW pe3iHbl
Tvin pe3bbbl Ha KPUONPOBKpKe BHYTPEHHSA
Paboumii TemnepaTtypHbIi1 ayanasoH O1-196 °C fo -86°C
Hannuve/Tvn 2D wimpmux-koga Het
YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO [0 3000g no NPoAO0/bHOM Ocu
lNoka3atesib repMEeTUYHOCTU o 95kMa
Macca 0fHOI KpronpooupKA/KPbILLIKA 35/08T.
YCTOMYMBOCTb K CTEPUM3ALWN MapoBbIM METOAOM Mpun Temneparype (121+1)°C
Hannuue rpagyvipoBkm A

3. YnakoBKa, TpaHCMopTUPOBKa N XpaHeHue

YnakoBka 06ecreumBaeT COXPaHHOCTb M3AENMIA MU TPAHCNIOPTUPOBKE. Kpronpobupky TPpaHCMopTUPYHOT B
TPAHCMOPTHOI YNakoBKe NPeAnpysTUS U3rOTOBUTENA B Anana3oHe Temnepatyp oT (- 50 Ao +50) °C 1 BNaXHOCTM
[0 98% npu Temneparype +25°C. MpenoxpaHats OT NPSAMOro MonagaHWs OCaaKoB.

KpronpoGupky XpaHsT B repMETUHHO 3aKPbITOV YNakoBKe MPEeAnpUSTVS U3roTOBUTENS, U30eras 3HaUUTE TbHbIX
KonebaHuii Temneparypbl BO BPEMS XpaHeHUs. XpaHuTb B CyXOM MPOX/1aaHOM MeCTe B Aviara3oHe TeMneparyp (+5
- +40)°C v BnaxxHocTH A0 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpobupky ABMSKOTCA HETOKCUYHBIM anmporeHHbIM MPOAYKTOM, 0HOPA30BOro MCMO/b30BaHMS.
KpronpoGupky NocTaBSkoTCA He CTEpIbHBIMK. KpronpooupKy YCTOMUMBGI K CTEPUM3ALYN NapoBbIM METOAOM
npv Temneparype (121+1)° C B TeueHure (20+2) MyH.

Mpu paboTte ¢ KpronpobrpKamu, COAEPXKaLLMMM BroMaTepransl, credyeT HaaesaTb OHOPa30Bble PE3VHOBbIE
nepyarky, BO 136eXKaHne prcka MHPMLMPOBAHMA NepcoHaria GrioMareprasioM. He 1Crosb30Barh Mo OKOHYaHUN
CpoKa roHoCTW. He 1CNosb30BaTh He M0 Ha3HaYeHW. He 1enosb30BaTh Mp OGHAPYXXEHWN MEXaHUHECKIMX
MOBPEXAEHNIA.

5. CBefeHnsa 06 ytunmsauymn

Vi30envs, vieBLLIME KOHTaKTe KPOBbHO W/ ApYriMM GOMOMHECK MM XUAKOCTAMM, NOLEXAT YTUIM3aLWN
no CaHMH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apaXkmBaHem nytem CTepum3aLmm toobIM1 Ha
[JaHHOM MpeanpusTe YCTaHOB/IEHHbIMM METOAaMM. Hercrnonb30BaHHbIe (He MMEBLLME KOHTaKTa C KPOBLHO WK
[p. BMOMOTNUECKMM YXMUOKOCTAMU) B TOM YMC/IE C UCTEKLLMM CPOKOM FOAHOCTU YTUn3upyrotesa no CaHMnH
2.1.7.2790-10 knacc A

6. [apaHTUM nsrotoBuTens

VizrotoBuTenb: «/1BJ1 TekHonomkuc MmeXyHa, Ko. K, ropuanyeckuin agpec: fepMaHus, 74564, T.
Kpaitnbexaliv, Teogop-Litopm-LLtpace, g, 17

V3rotoBuTeb rapaHTMpyeT COOTBETCTBYE U3AeNNA TPeBOoBaHNAM HOpMaTUBHO"  yméHTauwm (1ISO
9001:2008 I'OCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT UCO/rpd NolnroSHjsf'i 1931

12-2015, IOCT 1SO 10993-18-2011, IOCT 1SO 10993-1-2011) npw cobnopeHAn 1T[5aHenpu[ K
XpaHeHUs 1 NPUMEHEHVIA B TEYEHME CPOKa rOAHOCTU.
lapaHTUiHbIe 06513aTe/bCTBA U3TOTOBUTENS WM €ro npeacTasuTens B PO pacpaifiro™LL
MEAVLIMHCKOe M3Ae/ve B Cllyvae HeHa/1eKaLLero XpaHeHus, TpaHCMopTMPOBK(L LA enninannckoro
n3aenvA. e 17
rmany
613 20

elefax: +49 7351 95613 33
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MacnopT

Kpuonpo6upkn o6bemom 2,0 Mn 6e3 2D WTpux-kofa ¢ rpagympoBKOii, ¢ BHELHEW pe3b60ii, 6e3 KpbiLLEK.

Cepus 14P10556012 [Jata n3rotos/ieHns 12/2015

1. Ha3HaueHue
Kprionpobrpku npeaHasHayeHs! [ coopa, 06paboTKy, KOHCEPBALWM M XPaHEHNS B1OMOTMYECKMX 00Pa3LIoB
npy Temneparype MuHyc (196-86)°C ¢ UCronb30BaHNEM MapoB »MaKoro asota (LN2), Ans uenein nonyyeHus
VHhopMALWM MPK NPOBEAEHNN MEAVLIMHCKYIX UCCNEA0BaHWIA in Vitro B 1abopaTopusx MeAULIMHCKVX YHPEXIEHNN.
O6pa3sLamMu ABMAKOTCA: BUOMOMMUECKIME XXUOKOCTU (KPOBb, IVia3Ma KpoBY, CriepMa) YesioBeka Y TKaHu
6uonornyeckme (KOCTHas TkaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2. OCHOBHbIe TEXHNYECKME Xa0aKTEOUCTUKN
Marepman 13rotoB/eHs nonunponunieH Purell HP371P
rabapuTHble pas3mepb! (AMaMeTp X BbICOTa) 0 12,6 Xx41,1 mm.
Paboumii 06BbEM 2,0 mn.
Hannuve KpbILwKky Het
Tun pe3bbbl Ha Kpronpobrpke BHELLHAS
Paboumii TemnepaTypHbIi1 ayanasoH Or-196 °C po -86°C
Hannune/tvn 2D wipux-koda HeT
YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO [0 30009 nNo NpoAo/LHOW ocv
lNokasaresib repMeT14HOCTU [0 95kMa
Macca 0fHOI Kpronpooupku 17r.
YCTOUMBOCTL K CTEpPU3ALIN MapoBbIM METOAOM Mpu Temneparype (121+1)°C
Hanmuve rpafayvpoBku i)

3. YnakoBKa, TpaHCMopTUPOBKa U XpaHeHue

YnakoBka obecreuvBaeT CoXpaHHOCTb U3AEMNIA NMpY TPaHCNIOPTMPOBKE. Kpronpo6rpky TPaHCTOPTUPYHOT B
TPAHCMOPTHOI YNakoBKe NPeAnpUsTUS U3roTOBUTENS B Anana3oHe Temnepatyp oT (- 50 4o +50) °C 1 BaXHOCTM
[0 98% npu Temneparype +25°C. MpeoxpaHaTb OT MPAMOro MonagaHa 0CazIKoB.

Kpronpo6upkin XpaHAT B repMETUYHO 3aKPbITOW YMakoBKe MPeAnpUATUS U3roTOBUTENS, 3berast 3HaUUTe bHbIX
KorebaHWIA TemMneparypbl BO BPEMS XpaHeHUs. XpaHWTb B CyXOM NPOoX/1aiHOM MeCTe B yana3oHe Temneparyp (+5
- +40)°C 1 BnaxxHocTH A0 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpo6upky SIBMISKOTCA HETOKCMYHBIM anvporeHHbIM NPOAYKTOM, OAHOPa30BOr0 UCTO/b30BaHVA.
Kpronpo6upkiM NocTasstoTcs He CTepuIbHbIMU. KPrOMpOGUPKKM YCTOMUMBbGI K CTEPU3aLMA MapoBbIM METOAOM
npy Temneparype (121+1)° C B TeueHne (20£2) MUH.

Mpun paborte ¢ KPronpPoBUPKamMK, COAEPKALLMMI BroMaTepyaribl, CrieayeT HafeBaTb OHOPA30Bble PE3NHOBbLIE
rnepyarTky, BO 13beXaH1e pricka MHMLMPOBaHKA NepcoHasia GruomMarepuasiomM. He 1erosb30BaTh Mo OKOHYaHMM
CPpOKa roAHOCTY. He MCrosib30BaTh He Mo HasHaueH . He 1cnosb30BaTh My 0GHaPYXXEHUN MEXaHNYECKUX
MOBPEXAEHWIA.

5. CBefeHnsa 06 ytunnsaumm

Vi3Oenns, vieBLLE KOHTAKTE KPOBBIO W/ APYrIMM BUOMIOMHECK MM XUAKOCTAMY, NOA/IEXAT YTUIN3ALWN
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apaXkmBaHem nytem CTepuiMsaumn todbIMn Ha
[JaHHOM MpeAnpusT/e YCTaHOB/EHHLIMM METOAaMM. Heuncrnosb3osaHHbIe (He MMEBLUME KOHTaKTa C KPOBbO W/
[p. BUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLIM CPOKOM FOAHOCTY YTUn3upyrotes no CaHMvH
2.1.7.2790-10 knacc A

6. rapaHTI/II/I n3rortoBuTens

WsrotoBuTenb: «/1B/1 TekHonomkmc MvoX yHa Ko. KI'», topuanuieckuii aapec: FepmaHns, 74564, T.
Kpalinbexaiiv, Teogop-LLUtopm-LLitpace, o 17

Vi3rotoBuTeNb rapaHTUPyeT COOTBETCTBME U3AENNSA TPEOOBAHMAM HOPMATVBHOMN AnkyMeHTaumm (ISO-------------
9001:2008 IOCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FOCT CO/M3IK, JIENeLLE1I DM CLUIED'B803- !
12-2015, MOCT I1SO 10993-18-2011, 'OCT ISO 10993-1-2011) npu cobnoagHn yic® PPl &1, 1
XPaHEHVS Y NMPUMEHEHNS B TEYEHME CPOKa FOAHOCTU. w n.. i

FapaHTUiMHbIe 06s3aTeNbCTBA U3rOTOBUTENS WK ero npeacTaButens B PO |
MEAVLIVHCKOE V3Ae/Ve B Cllyuae HEHaZNIEXALLEro XpaHeHus, TPaHCNoPTVPOBK/  pr o)pk3osaHst Meam|/(MHCKoro

& Co. K

naaenms. pTbH
ro|:Ip.r-Storm-Stijj3e 17
E¥dermany
7:\"in613 20
Telefaxl +43 7351 95613 33
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MacnopT

Kpronpobupkn o6bemom 4,0 mn 6e3 2D WwTpux-Koga ¢ rpagyvMpoBKOA, € BHELIHEN pe3b6oid, 6e3 KpbIlek.

Cepusi 14C1055301 [Jara n3rotoeneHus 11/2015

1. Ha3sHaueHue
Kpvonpobrpkm npeaHasHayeHbl 4ia cobopa, 06paboTKK, KOHCEPBALWN 1 XpaHeHUsA GUO/OrMYeCKyX 06pasLoB
npu Temneparype MUHyc (196-86)°C ¢ mcrosb3oBaHVeM MapoB »uakoro asora (LN2), ans ueneli noyyeHus
VHhopMALWV TP NPOBEAEHNN MEAVILIVIHCKUX VCCNEA0BaHWIA in Vitro B 1aGopaTopusix MEAVLIMHCKVX YUPEXIEHMIA.
O6pasLamu SBNSIOTCS: GUOMOTMUECKVE XUAKOCTU (KPOBb, MN/1a3Ma KPOBY, CriepMa) YeslioBeka M TKaHU
Gronormyeckme (KocTHast TkaHb, 06pasLibl KOXHbIX MOKPOBOB)

2. OCHOBHble TEXHNYECKUE XapakTepuctumkmn
Marepuas 13roTos/eHus nonmnponuieH Purell HP371P
FabapuTHbIE pa3Mepbl (AVAMETP X BbICOTa) 0 12,6 x68,6 MM.
Paboumin 06EM 4,0 mn.
Hannume KpbiLLKn HeT
Tvin pe3bbbl Ha KPMOMpobrpKe BHELLHSIA
Pabounii TemneparypHbIi1 auanasoH Or-196 °C fo -86°C
Hamuve/tvin 2D wrpux-koga HeT
YCTONUMBOCTb K LIEHTPUKYTMPOBAHIIO 10 3000g no Npo/osbHol ocn
lNokazaresnb repMeTU4HOCTA [0 95k Ta
Macca 0fHOI KpronpooupKm 28T.
YCTOMUMBOCTb K CTEpUIM3aLym MapoBbIM METOAOM pun Temneparype (121+1)°C
Hannuve rpagyvipoBkm ir:|

3.  YnakoBKa, TpaHCMNopTUPOBKa N XpaHeHune

YnakoBKa 06ecrneumBaeT COXPaHHOCTb U3AEMWIA MpY TPAHCMOPTMPOBKE. KpronpoBbrpKi TPaHCNIOPTURYIOT B
TPAHCMOPTHOI YNakoBKe NPeAnpUsITUS U3rOTOBUTENA B Anana3oHe Temneparyp oT (- 50 4o +50) °C v BaxHOCTU
[0 98% npm Temneparype +25°C. MpenoxpaHats OT NPAMOro NnomnazaHys OCaaKoB.

Kprionpo6upkm XpaHAT B repMETUYHO 3aKPbITON YNakoBKe NPesnpuaTUA U3roToBUTeNs, U3beras 3HauUTe bHbIX
KornebaHuii Temneparypbl BO BPEMS XpaHeHWs. XpaHUTb B CyXOM MPOX/1aaHOM MeCTe B Ayana3oHe TeMneparyp (+5
- +40)°C v BnaxxHocTy [0 80% npu Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobrpkm SBNSKOTCA HETOKCUYHBIM arvporeHHbIM MPoAYKTOM, OfHOPa30BOro VCMOb30BaHMS.
KpronpoGrpkM NocTaBnskoTea He CTepIbHBIMK. Kpronpooupkm YCTOMUMBGI K CTEPUM3aLMN NapoBbIM METOLOM
npy Temneparype (121+1)° C B TeueHne (20£2) MyH.

Mpn paborte ¢ kpronpobrpkamK, CofepXaLL, MM BruoMaTepuasisl, CneayeT HaZleBarb OAHOPA30BbIe PE3VHOBbIE
nepyaTky, BO 136eXKaH1e prcka MHP1LMPOBaHWA NepcoHasia GrioMareprasioM. He 1Crosb30Barh Mo OKOHYaHUN
CpoKa rogHocTW. He 1CNosIb30BaThb He M0 Ha3HaueHW. He 1enosb30BaTh Mp 0BHAPYXKEHM MEXaHUUECKIX
MOBPEXAEHNIA.

5. CBegeHnsa 06 ytunmsaymm

Vi3Oenvs, MveBLLIME KOHTaKTE KPOBbIO W/ APYTMKA BG1OMOTVYECK MM XUAKOCTAMM, NOA/IEXAT YTUIN3aLN
no CaHlMH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apaXkKuBaHNEM MyTeM CTEPUM3ALN IHOObIMN HA
[JaHHOM NpeanprsTie YCTaHoB/IEHHbIMW METOAaMU. Hencnosnb30BaHHbIE (HE MMEBLLIME KOHTAKTa C KPOBLIO W/
[p. BMOMOTNUECKMM YXUOKOCTAMU) B TOM YMCIE C UCTEKLLMM CPOKOM FOAHOCTU YTUAM3upyotca ro CaHMH
2.1.7.2790-10 knacc A

6. rapaHTVIM n3rotoBuTensa

VizrotosuTenb: «/1B/1 TekHonomkmc MvoX yHa Ko. KI'», ropyandeckuin aapec: MepmaHns, 74564, T.
Kpaiinbexaiiv, Teogop-LLtopwm-LLtpace, o 17

VizroToBuTENb rapaHTUPyeT COOTBETCTBME M3Ae/ s TPeOOBaHNAM HOPMATMBHON AOKyMeHTaumm (ISO
9001:2008 IOCT CO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, FTOCT MCO/WK 17025-2009,1UCI 150-1T3093=|
12-2015, MOCT 1SO 10993-18-2011, MOCT 1SO 10993-1-2011) npw cO6MOAEHMM
XPaHEHVs 1 NPUMEHEHUSA B TEYEHME CPOKa rOAHOCT.

FapaHTWiHbIE 00s3aTeNLCTBA U3rOTOBMTENS /W €70 NpeacTaBuTens B PO 170eTpaMiiiiTcNeHa
MEMLMHCKOe U3AENMe B Cllydae HeHaL/IeXaLl,ero XpaHeHs, TpaHCnopTpoBkK! mh [ @)
VISRENA. Mr| '& Co. KG

~mor-hlo/\-Stralib 17
Ge/many
1320
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MacnopT

Kpronpobupkn o6vemom 5,0 mn 6e3 2D WwTpux-Koga ¢ rpagyvMpoBKOA, C BHELIHEN pe3b6oid, 6e3 KpbILek.

Cepys 14C1020500 [Jata n3rotos/ieHus 11/2015

1. Ha3HaueHue
Kpronpobripku npeHasHaueHbl /1 coopa, 06paboTKy, KOHCEpBaLWM M XpaHeHNst B1OMOTMYECKMX 06pa3LoB
Mpun Temneparype MuHyc (196-86)°C ¢ ncnonb3oBaHeM NapoB »MaAKoro asota (LN2), anst ueneid nomyyeHms
MHhopMALWM MPW NPOBEAEHUN MEAVILIVIHCKUX VUCCMIEA0BaHIA in Vitro B 1abopatopusix MeAVLIMHCKVX YHPEXOEHIA.
O6pasLiamy ABMIAKOTCA: GMOMOTMYECKVIE XKUOKOCTU (KPOBb, M/ia3ma KpOoBK, CriepMa) YerioBeKa M TKaHW
6uonornyeckme (KoCTHas TkaHb, 0BpasLibl KOXXHbIX MOKPOBOB)

Marepuas 13roToB/eHus nosvnponunieH Purell HP371P
FabapuTHble pasMepbl (AviameTp X BbicoTa) 0 126 x82,1 mw.

Pabounii 06bEM 5,0 mn.

Hannuve KpbILLKn HeT

Tun pe3sbObl Ha KPUONPOBKPKe BHELLHSA

Paboumin TemnepaTypHbIi auanasoH Or-196 °C pgo -86°C
Hannuure/tvn 2D wipux-koga Het

YCTOAUMBOCTb K LIEHTPUEYTMPOBaHIIO [0 30009 No NpoAo/LHOM ocv
lNokasaresb repMeTUYHOCTH [0 95kMa

Macca 0iHOI KpronpooupKm 35T.

YCTOMUMBOCTb K CTEpUn3aLmm napoBbIM MeToZoM Npu Temneparype (121+1)°C
Hannuve rpagyTpoBku ir:|

3. YnakoBka, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBKka 0becreuvBaeT COXpaHHOCTb M3ZE/MIA MpY TPaHCTIOPTMPOBKE. Kpronpo6upKy TPaHCMopTUPYHOT B
TPAHCMOPTHOI YMaKOBKe MPeAnpUsTUS U3roTOBUTENA B Anana3oHe Temneparyp oT (- 50 go +50) °C v BnaxkHoCTH
[0 98% npu Temneparype +25°C. MpeoxpaHAaTb OT MPSAMOro MonagaHna 0CaaKoB.

Kpronpo6upkin XpaHaT B repMETUYHO 3aKPbITO YMakoBKe NPeAnpUATUS U3roToBUTESS, 13beras 3HaUUTE bHbIX
KonebaHWii TeMrepaTtypbl BO BPeMs XpaHeHus. XpaHWTb B CyXOM NpoxX/1aHOM MECTe B Auarna3oHe Temneparyp (+5
- +40)°C 1 BnaxxHocTH [0 80% npu Temneparype +25°C.

4. TpeboBaHus 6e30MacHOCTH

Kpronpobupky SBMAKOTCA HETOKCUYHBIM arMporeHHbIM NPOZAYKTOM, OAHOPa30BOro UCTO/b30BaHVA.
Kpronpo6upky NocTaB/saoTes He CTepTbHbIMK. KpronpoBrpky yYCTOMUMBLI K CTEPUM3ALIN NapOBLIM METOL0M
npy Temneparype (121+1)° C B TeueHme (20£2) MyH.

Mpv paboTe € KpronNpobrpkamm, coaepxall vy BriomaTteprasbl, CriedyeT HaaeBaTb 0HOPa30oBble PE3VIHOBbIE
rnepyarku, BO 136eXaH1e prcka MHPMLMPOBaHMA NepcoHasia GriomMarepriasioM. He 1Crosb30BaTh Mo OKOHYaH!N
CPOKa rofiHoCTL. He MCMoNb30BaTh He Mo HasHaueHuio. He 1Cnonb3oBaTh Mpi 0OHapyXeHU MexaHU4eckyx
MOBPEXIEHWIA.

5. CBegeHnsa 06 ytunmsaymm

Vi3penus, viMeBLLE KOHTAKT C KPOBBIO W/WIN APYTMM BUO/OTMUECKV MU YXALKOCTAMU, NMOL/IEXAT YTUIN3aLWAN
no CaHlMnH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apakvBaHneM nytem CTepuinsauyn tobbiM1 Ha
[JaHHOM NpeanpusT e YCTaHOB/IEHHbIMY MeToZaMy. Hemcnosb30BaHHbIE (HE MIMEBLLIVIE KOHTaKTa C KPOBbLIO W/wm
[p. BUOMOTMHECKMMN YKUOKOCTAMM) B TOM YMC/IE C UCTEKLLM CPOKOM OAHOCTV YTUm3upyrotes o CaHlH
2.1.7.2790-10 knacc A

6. [apaHTUn n3rotoBuTens

VizrotosuTenb: «/1B/1 TekHonomxkmc MMoXyHZ Ko. KI'», ropyandeckuin aapec: FepmManus, 74564, T.
Kpaiinscxaliv, Teogop-LLitopm-LLitpace, g, 17

VizroToBuTENb rapaHTVpYyET COOTBETCTBME M3AEMS TPeboBaHUAM HOPMATUBHOW AOKyMeHTauumn (ISO—
9001:2008 IOCT CO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, OCT K 1C993-
12-2015, IOCT 1SO 10993-18-2011, IOCT ISO 10993-1-2011) npwm cobrroagh
XpaHeH1s 1 NPUMEHEHNS B TEYEHKE CPOKa FOHOCTU.

lapaHTWiiHble 0bsi3aTe bCTBa M3roTOBUTENS W/ €ro NpeaCTaBUTeNs wes
MeVLWHCKOE V3[e/ne B C/lyuae HeHa//IeXaLLEero XpaHeHsi, TPaHCMopTK L Hexoro
V3Lenmsi.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MNMacnopTt

Kpuonpobupkn o6bemom 2,0 M1 6e3 2D LWTpUX-Koaa C rpafynpoBKOiA, C BHYTPEHHeEN pe3bboii, 6e3
KPbILLEK.

Cepuia 14C105560004 [Jara n3rotosneHus 11/2015

1. Ha3HaueHue
KpronpoGupky npeaHasHadeHb! 415 coopa, 06paboTKm, KOHCEPBaLMM 1 XpaHEHWS G1OMI0rMYecKx 06pasLioB
npv Temneparype MUHyc (196-86)°C ¢ 1Cronb3oBaHeM NapoB uaKoro asora (LN2), 4na ueneit nosyyeHms
VH(opMaLMM NPy MPOBELAEHNN MEAMLIMHCKMX UCCIIELO0BAHMIA IN Vitro B labopaTtoprisix MeAVILIIHCKUX YUPEXKAEHWIA.
O6pasLamy ABNAKOTCS: GUOMOTMUECKIE XUAKOCTU (KPOBb, MNJ1a3Ma KPOBY, CriepMa) YesioBeka 1 TKaHU
Gronormyeckme (KocTHast TKaHb, 06pasLibl KOXHbIX NMOKPOBOB)

2. OCHOBHble TEXHUYECKUE XapakKTepuctumkm
Marepvian U3roTosneHus nosvnponunieH Purell HP371P
FabapuTHble pasMepbl (YameTp X BbICOTa) 0 12,6 x41,1 mm.
Pabounii 06bEM 2,0 mn.
Hannuve KpbILwKky Het
Tvn pe3bbbl HA KproMpobrpKe BHYTPEHHASA
Paboumii TemnepaTtypHbIil ayanasoH Or-196 “C o -86°C
Hannume/tvn 2D wrpux-koaa HeT
YCTOMUMBOCTb K LIEHTPMYTMPOBaHIIO [0 3000g no NpoAo/bHOM ocu
lNoKazare/b repMeTUYHOCTU [0 95k Ta
Macca 0HoI Kpronpobrpkn 15
YCTOMUMBOCTb K CTEpUIM3aLmm MapoBbIM METOAOM Mpu Temneparype (121+1)°C
Hanmuve rpagympoBku Ja

3. YnakoBka, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBKa 06ecreuvBaeT CoXpaHHOCTb M3ZEMMiA NP TPaHCTIOPTUMPOBKE. KpronpooupKi TpaHCMopTUPYHOT B
TPaHCIMOPTHOW YrakoBKe NPesnpusTAA U3roTOBUTENA B Axana3oHe Temneparyp oT (- 50 o +50) °C v BnaxHOCTH
[0 98% npy Temneparype +25°C. MpefoxpaHaTs OT NPSAMOro MonagaHVs 0CaKoB.

Kpronpobupky XpaHAT B repMETUUHO 3aKPbITON YMaKOBKe MPeAnpusTAS U3roTOBUTENS, 13berast 3HaumUTe bHbIX
KoneGaHWii Temneparypbl BO BPeMs XpaHeHs. XpaHWTb B CyXOM NPOoX/1aiHOM MECTe B Ayana3oHe Temneparyp (+5
- +40)°C v BnaxkHocty A0 80% rpn Temneparype +25°C.

4. TpeboBaHMA 6e30MacHOCTU

Kpronpobrpkm SABNSKOTCA HETOKCMYHBIM anporeHHbLIM MPOAYKTOM, OAHOPA30BOro W1CMob30BaHMS.
Kpronpobupky NOCTaBNSKOTCA He CTEpIbHBIMK. Kpronpobupkuy YCTOMUMBbI K CTEpUIM3aLMA NapoBbIM METOLOM
npv Temneparype (121+1)° C s TeueHue (20£2) MUH.

Mpn paboTe ¢ KPUONPOGUPKaMK, CoEePXALLVIMM BroMaTepUasbl, CrieayeT HaeBarb OAHOPa30BbIE Pe3VHOBbIE
nepuyaTku, BO U36EXaHMe pucka MHPMLMPOBaHKA NMepcoHana bruomMarepriasioM. He 1Cro/b30Barh Mo OKOHYaHN
CpoKa rogHocTW. He 1Cnob30BaTh He Mo Ha3HaueHW. He 1ernosb30BaTth Mpu OGHapY)KEHN MEXaHUHYECKMX
MOBPEXIEHWIA.

5. CBepgeHus 06 ytnnmsauymm

Vi30enms, vieBLLME KOHTaKT C KPOBBIO W/ ApYriMK BMO/IOMHECKMM YXUAKOCTAMI, MOL/IEXAT YTWIM3aLn
no CaHlMH 2.1.7.2790-10 knacc b ¢ 06s13aTe/NbHbIM 06e33apaXkKuBaHNEM MyTEM CTEPUM3ALIN NHOObIMM Ha
[aHHOM NpeAnpusT/Ae YCTaHOBEHHLIMM MeTo4aMKW. Heuncrnosib3oBaHHbIe (HE MMEBLLIME KOHTaKTa C KPOBbLHO /Wi
[p. 610M10TNUYECKUMU YKUAKOCTSMM) B TOM HUC/IE C UCTEKLLIMM CPOKOM FOAHOCTY YTUAm3upytotes no CaHMivH
2.1.7.2790-10 knacc A

6. TlapaHTUM narotosBuTeNs

VizrotoBuTenb; «/1BJ1 TekHonomkuc MveX yHA, Ko. K, ropranyeckuin agpec: fepMaHus, 74564, T.
Kpaitnscxaiiv, Teogop-LLitopm-Litpace, g, 17

Vi3roToBwTeENb rapaHTUPYeT COOTBETCTBYE W3NS TPeGOBaHKAM HOPVETVB1H

9001:2008 OCT MCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT MCU/LY E jO9ffOCTN© 1CA3-
12-2015, I'OCT I1SO 10993-18-2011, IOCT ISO 10993-1-2011) npum cobnogeHmn ~ NP CnE™YMUPO&KK, ;
XpaHeHVs 1 NPUMEHEHS! B TEUEHIE CPOKA TOIHOCTU. « technohgies |
FapaHTWiiHbIe 06s3aTeNbCTBA U3rOTOBUTENS WWK €ro npeactasuTens B PO |c"xpaHstoTcs

MeOMLMHCKOE M3AENME B Clydae HeHa/IeXaLLero XpaHeH s, TPaHCoPTUPOBKM
V3aenus. .

Jim 1 Gerrr

"5yss6i:

Y51 QW s
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MacnopTt

Kpnonpobupkn o6bemom 4,0 mn 6e3 2D WTpUX-Koga ¢ rpagyvpoBKOii, € BHYTPEHHeN pe3bboii, 6e3

KPbILWEK.

Cepua 14C10553012 [ata n3rotoe/eHus 11/2015

1. Ha3HaueHue
Kpronpo6upki npeaHasHaueHb! 4715 coopa, 06paboTKy, KOHCEPBALWM 1 XpaHeHUs B1O/oryeckmMx 06pasLoB
Mpn Temneparype MuHyc (196-86)°C ¢ Mcronb3oBaHneM napos Xuakoro asota (LN2), gns ueneli nomyyeHms
VHhopMALWV MPK NPOBEAEHUN MEAVLIMHCKYIX UCCNEA0BaHWIA in Vitro B 1abopatopusix MeAVILIMHCKUX YUPEXIEHIA.
O6pasLiamu SB/IAKOTCS; GUOMOMMYECKVE XUOKOCTW (KPOBb, M/ia3via KPOBU, CriepMa) YerioBeKa v TKaHW
6uronornyeckyie (KoCcTHas TkaHb, 06pasLibl KOXKHbIX MOKPOBOB)

2.
Marepwian 13rotosneHns nonmnponunieH Purell HP371P
FabapuTHblE pa3vepb! (AYamMETP X BbICOTa) 0 12,6 x68,6 mm.
Paboumii 06bEM 4,0 mn.
Hannuve KpbILLKu HeT
Tvin pe3bbbl Ha KPUONpPOBKpKe BHYTPEHHSA
Paboumii TemnepaTypHbIii ayanasoH Or-196 °C fo -86°C
Harmuve/tvin 2D LTpuix-Koaa Het
YCTOMUMBOCTL K LIEHTPUYTIPOBaHMIO [0 30009 No NpoAo/bHOM ocu
lNokasaresb repMeTnyHoCTU [0 95kMa
Macca 0HOIn KpronpooupKn 28T
YCTORUMBOCTb K CTEpUM3aLyn MapoBbIM MeToAO0M Mpu Temneparype (121+1)°C
Hannuve rpaayvpoBku Ja

3.  YnakoBkKa, TpaHCMNopTUpPOBKa N XpaHeHune

YnakoBka 06ecreumBaeT CoXPaHHOCTb U3AENMWIA MPK TPaHCMOPTMPOBKE. Kpronpo6rpKm TPaHCIOPTUPYHOT B
TPAHCMOPTHOM YMaKOBKe MPeANpUSTUS U3rOTOBUTENA B AyanasoHe TeMneparyp oT (- 50 go +50) °C 1 BnaxkHoCTH
[0 98% npm Temneparype +25°C. MpenoxpaHAaTs OT MPSAMOro MonagaHWs OCaaKoB.

Kpronpobrpkim XpaHAT B repMETUHHO 3aKPbITOI YMakoBKe NPeanpuUsTUS M3roToBUTENS, 136erast 3HaUMUTE bHbIX
Kone6aHWii Temneparypbl BO BPpeMsi XpaHeHUs. XpaHUTb B CyXOM MPOXIaAHOM MeCTe B AuanasoHe Temneparyp (+5
- +40)°C v BnaxxHocTv o 80% npu Temneparype +25°C.

4.  TpeboBaHus 6e30MacHOCTH

Kpronpobupky SIBMISKOTCA HETOKCUYHBIM annporeHHbIM MPOLYKTOM, O4HOPa30BOr0 MCro/b30BaHVA.
Kpronpo6upky NocTaBSoTCS He CTePUbHBIMX. KpronpoOupky YCTOMUMBGI K CTEPUM3ALWAN NapOoBbIM METOAOM
npv Temneparype (121+1)° C B TeueHure (20+2) MyH.

Mpv paboTe ¢ KpronpobupKamm, cofepxalyiMi broMarepuasibl, criefyeT HafeBaTb O4HOPA30Bble PE3VHOBbIE
rnepyarky, BO M3BeXaHne prcka MHP1LMPOBaHUA nepcoHaia GrioMareprasioM. He 1Crosb30Barh Mo OKOHYaHUN
CpoKa rofiHOCTY. He 1CMob30BaTh He Mo HasHaueHuto. He MCrorb30BaTh My 0OHaPYXXEHNN  MEXaHNHECKVIX
NOBPEXAEHMIA.

5. CBefeHna 06 ytunmsauymn

V3oenus, vieBLLIME KOHTaKT C KPOBLIO W/ APYriMUA GUOMOMMYECKUMIA XXUAKOCTAMU, NOL/IEXAT YTUn3aLmm
no CaHlMuH 2.1.7.2790-10 knacc b ¢ 06s13aTe/bHbIM 06e33apadKviBaHNEM MyTeM CTEPUM3ALIN I0ObIMM Ha
[JaHHOM NpeanpusTe YCTaHoB/IEHHbIMW MeToaMU. Hercnosnb30BaHHbIe (He MMEBLLME KOHTaKTa C KPOBLIO W/
[p. BMOMOTNYECKVMM YKMUOKOCTAMU) B TOM YKMCTE C UCTEKLLIMM CPOKOM rOAHOCTU YTuAmM3unpytotcs no CaHNmH
2.1.7.2790-10 knacc A

6. FapaHTvm n3rotosuTensa

V3rotoBuTenb: «/1B/1 TekHonomkmc MvbX yHA Ko. KI'», topuandeckuii aapec: FepmaHns, 74564, T.
Kpaiinbcxaiiv, Teogop-Litopm-LLtpace, 4. 17

VizroToBuTESb rapaHTVPyEeT COOTBETCTBYIE M3ae/ms TpeboBaHnaM HoprlaTnate™ M j Ayt
9001:2008 I'OCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, TOCTmn 1 :(* "~ Ne 55)0" |LL) 10993-
12-2015, IOCT 1SO 10993-18-2011, MOCT 1SO 10993-1-2011) mpm co6nrop,eq|/|*|/|"\n63mm TpaHcro| 5| ipo™m
XpaHeH1s 1 MPUMEHEHUS B TEUEHMEe CPOoKa rOHOCTU.

FapaHTUiHbIe 06s3aTe/bCTBA M3roTOBUTENS /WK ero npeacTasuTens|s PO He 1’\CT(3aHK(b*TI/I§/M"\
MeJVLIMHCKOE V3/ieN e B Crly4ae HeHaZyIeaLliero XpaHeHIsl, TPaHCTIOPTUPOBKY 1 :n6as3[0 &e1nk@®e AULYH <Oro
VISAEIVA. ! /ibrm-StraRe 17

eiai 1Germany »
9713 20i
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MNMacnopT

Kpnonpobupkn o6bemom 5,0 mn 6e3 2D WTpux-Koga c rpagyvpoBKOi, ¢ BHYTPEHHEN pe3bboii, 6e3
KPbILLEK.

Cepya 14C1020501 [ata n3rotoe/eHus 11/2015

1. Ha3HaueHue
Kpronpobupky npeaHasHadeHb! 41s coopa, 06paboTKK, KOHCEPBALMM 1 XpaHEeHWs 61o/oryeckmx 0bpasLos
Mpun Temneparype MyHyc (196-86)°C ¢ MCronb3oBaHEM NapoB XMAKOro asota (LN2), ans ueneii nonyyeHms
VHhopMALWM MPK NPOBEAEHUN MEAVILIMHCKYIX UCCNEA0BaHWIA in Vitro B 1aGopaTopusx MeSULIMHCKVX YUPEXAEHNI.
O6pasLiamy ABMIAKOTCA: GUOMOTMHECKVIE XKALKOCTU (KPOBb, M/ia3via KpoBU, CriepMa) YerioBeKa M TKaHu
Gronormyeckme (KoCTHasi TKaHb, 06pasLibl KOXXHbIX NMOKPOBOB)

Marepwiasn 13roToB/eHIs nonmnponuieH Purell HP371P
FabapuTHbIE Pa3Mepbl (AVaMETP X BbICOTa) 0 12,6 x82,1 mm.

Pabounii 06LEM 5,0 M.

Harmure KpbILLKA HeT

Tvin pe3bbbl Ha KPMOMpPoBrpKe BHYTPEHHAA

Paboumin TemnepaTypHbIii avanasoH 07-196 °C o -86°C
Harmuve/Tvin 2D wrprix-Koaa HeT

YCTOMYMBOCTb K LEHTPUKYTMPOBAHIIIO [0 30009 No NpoA0/LHOR Ocu
lNoKazarenb repmMeTYHOCTU [0 95k a

Macca 0fHOI KprompoBrpKm 35T

YCTOMYMBOCTb K CTEpUM3aLWAN NapoBbIM METOZLOM Mpu Temneparype (121+1)°C
Hanmuve rpagyvpoBku i}

3.  YnakoBKa, TpaHCNOPTUPOBKa U XpaHeHune

YnakoBka 06ecreumBaeT COXPaHHOCTb M3AEMMIA MU TPaHCNOPTUPOBKE. Kpronpobupky TpaHCMopTUpYHOT B
TPaAHCMOPTHOI YNakoBKe NpeAnpUsTUS U3roTOBUTENS B AnanasoHe Temneparyp oT (- 50 4o +50) °C v BNaxHOCTU
[0 98% npy Temneparype +25°C. MpenoxpaHats OT NPSAMOro MonagaHWa OCaKoB.

Kpronpobupky XpaHsT B repMETUUHO 3aKPbITON YMakoBKe MPeAnpUsTAS U3roToBUTESS, 13berast 3HaunUTe IbHbIX
KonebaHuii Temneparypbl BO BPEMS XpaHeHWs. XpaHUTb B CyXOM MPOX/Ia4HOM MeCTe B Ayana3oHe Temneparyp (+5
- +40)°C v BnaxxHocTH A0 80% npu Temneparype +25°C.

4., TpeboBaHus 6e30MacHOCTH

Kpronpobupkm SBNSHOTCA HETOKCUYHBIM anpOreHHbLIM MPOAYKTOM, OAHOPA30BOro VCMO/b30BaHYA.
Kpronpo6brpkM NocTaBnskoTea He CTepIbHbIMK. KpronpoorpKmM YCTOMUMBbI K CTEPUIM3aLMA NapOoBbIM METOAOM
npy Temneparype (121+1)° C B TeueHre (20£2) MrH.

Mpn paborte ¢ KpronpodupKamy, COOEPaBLLIMM BroMaTEPUabl, CrieayeT HaZleBaTb OAHOPa30Bble PE3VIHOBbLIE
nepyarki, BO 13beXKaHMe prcka MHP1LMPOBaHMA NepcoHasnia brioMarepuasiom. He 1erosb30BaTh Mo OKOHYaHUM
CPOKa rofHOCTU. He MCronb3oBaTh He Mo HasHaueHwio. He MCronb3oBaTh Mpi 0OHAPYXKEHNM  MEXaHNHECKIX
MOBPEXKAEHWIA.

5. CBepgeHua 06 ytunmsaymn

V130envs, vieBLLIME KOHTaKT C KPOBBHO W/ APYrMM BOMOTUHECK MM YXINAKOCTAMW, NOL/IEXAT YTUIN3aLMm
no CaHlMH 2.1.7.2790-10 Knacc b ¢ 06s13atenbHbIM 06e33apaXKiBaHEM NMyTEM CTEPUIU3ALIN NHOOLIMA Ha
[JaHHOM MpeanpusTue YCTaHOB/EHHBIMU MeToAaMM. Hercrosib30BaHHbIe (He MMEBLLIVE KOHTaKTa C KPOBLHO W/
[p. BMOMOTNUECKMM YMUOKOCTAMM) B TOM UMC/IE C UCTEKLLMM CPOKOM FOZHOCTU yTuimaupytotca no CaHlH
2.1.7.2790-10 knacc A

6. rapaHTI/IVI n3rotoBuTensa

M3rotosutens: «/1B/1 TekHonomxumc MvioX yHa, Ko. KM», topuamdecknii agpec: FepmaHn®,'A 564, T.
Kpaitnbexaiiv, Teogop-LLtopm-LLtpace, 4. 17

VisroToBuTENb rapaHTUPYeT COOTBETCTBME M3Ae/Ms TPEOOBaHNAM HOPMATMBHON [0K vrauym (1SO
9001:2008 OCT UCO/M3K 15426-1-2003, ISO/IEC 15426-2:2015, MOCT MICO/M3K 17j
12-2015, MOCT 1SO 10993-18-2011, MOCT ISO 10993-1-2011) npw cobrtoagHnM
XpaHeH1s U NPUMEHEHUS B TeUeHne Cpoka rofHOCTI.

FapaHTUiiHbIe 06s13aTe/bCTBA M3roTOBUTENS WK ero npeacTasutens B Po |

MEeAVLMHCKOE U3Lene B CNyvae HeHaO/IeXalllero XpaHeH s, TpaHcnopTnposiv) pro
nsgenva. “
Gerrrany
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 320
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Urkundenrolle 1l UR 422 / 2017 Uz447/2017

Notariat Crailsheim M Tel. 07951/946130*Fax 07951/946161

Notarielle Beglaubigung

Vorstehende, 128-fach (auf jeder Seite des Textes) vor mir volizogene Unterschrift von
Herm Martin von Lueder, geboren am 18.05.1957,
geschaftsansassig in 74564 Crailsheim, Theodor-Storm-StraBe 17,

- ausgewiesen durch Personalausweis -

jiaubige ich hiermit offentlich.

iterzeichnete Text ist It Angabe in russischer Sprache in kyrillischer Schriftart er-
stellt, t*jcher der Notar nicht machtig ist

Crailsheim, d ~ Dtember2017

Notariat Crailsheim

'aq, e~

-Schumm-
Notar

\\WNOTWCRLO1SUO01\NOAHGroup\WorkiNOAHWord\REFOO003\DOKNOTAR\UZ _URKUN\U044717A.U01
434055
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[Fepb dheaepansHoii 3eMnn baaeH-Broptembepr]

HoTtapuanbHbliin peectp L UR 422 / 2017 Uz 447 / 2017

Hotapwart Kpaiinscxaiima Il *Ten. 07951/946130*®akc 07951/946161

HOTAPUANBHOE 3ABEPEHUE

HacTosiWMM CBUAETeNbCTBYI0 NOAMIMHHOCTb CAEeNaHHOW B MOEM NMPUCYTCTBUK (HA KaXA o

CTpaHuLe TekcTa) BbllECToAWEN noagnucH

rocnognHa MapTuHa c¢oH Jllogepa, gata poxgeHuns 18.05.1957,
MeCTOHaxoxaeHne KomnaHuun -74564 Kpalinocxanm, Teogop-LWTopm-wrpacce, 17,

- npegbvABuBLIEro yaoctoeepeHme JIMHHOCTH.

MoAnnCcaHHbIA TEKCT COAEPXUT MHPOPMALLMIO HA PYCCKOM si3blke KUPUAMMYECKUM WpPUdTOM,

KOTOpbIM HOTapuyc He Bnajeer.
Kpainbcxalim, 1 ceHTs6pa 2017 roga
HoTtapuat Kpainbcxaiima

/nognuce/
wymm
HoTtapwnyc

PenbegHasa neuatb: [HoTapnat Kpainbcxaiimal

\\INOTWCRLO1SUGO1\NOAHGroup\Worki NOAHWORD\REFOO003\DOKNOTARIUZ - URKUN\U044717A.U01 434055

NepeBeAeHO AUNIOMUPOBAHHbLIM NEPEBOAYNKOM
[epaceBbiM BaHOM BanepbeBuuem

J]
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Poccuiickas degepauns
Mopog MockBa
CefbMOro CeHTAOPA fBe ThICAYN CEMHAALATOrO rofa

WBaHa Banepbesunya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb MOoANMCaBLLErO JOKYMEHT YCTaHOB/EHa.

3aperncTpuposaHo B peectpe: No ~

LWMHbBI (no Tapudy): 100 py6. 00 kon.
BsbickaHo rocyah . .
YINaueHo 3a ,)\/'D' BOBOTO M TEXHUYECKOTO Xi (Krepa: 200 py6. 00 kon.

E.B. Jlam3nHa

B6ero npeluHypoBassa. =
poHymBpoa
f)jBuarbtQ

COMMBIOT XA T b
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