YTBEPXIAIO

HHCTPYKIHUA IO MIPUMEHEHHIO MEAXIIHHCKOI'O H3AEJIHA

«Cncrema Tpancnopraas 'EM co cpenoit ans sapycos
no TY 20.59.52-029-17547866-2020 s papnanTax HCnoJSHEHHR»

Mocksa 2022

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI



1 HASHAYEHWE N YKA3AHWA MNO NMPUMEHEHWNIO N3OE/TNA

MeauumHCKoe n3aenve Ans AnarHOCTMKK in vitro «Cuctema TpaHcnopTHasa FEM co cpefoit ans
BMpycoB no TY 20.59.52-029-17547866-2020 B BapmaHTax UCMNONHEHUA» (aanee Mo TekCTy - M3genue)
npefHa3Ha4yeHo A/14 0Tbopa 1 TPAHCMOPTUPOBKIM Bromartepuana, NOTeHLMaIbHO COAEP>KaLLEro BUPYChI.

O6nacTb NpuMeHeHuns: 3nenme npegHasHayueHo AN KAMHUYECKOW NabopaToOpHOM AMarHOCTUKN.

W3penve npegHasHauyeHo Ans NpogecCnoHanbHOro NPUMEHEHNS.

MoTeHUManbHble nNOTpebutenn Wspgenus -  MeAMUMHCKWUIA  paboTHMK MB0  paboTHMK C
6monornyeckm obpasoBaHNEM.

®PYHKUMOHA/IbHOE Ha3HayeHWe - BCMOMOraTe/lbHOe CPeACTBO B AMArHOCTUKE WH(EKUMOHHbIX
3a60n1eBaHui.

MokazaHWs K MpUMEHEeHWIO: W3genve NpUMEHsieTca B C/lydae HeobxoauMMocTh oTbopa U
TPaHCNOPTUPOBKM GuoMaTepuana, MOTEHLUMAIbHO COAepXKallero Bupycbl (B T.4. BMPYC naparpunna,
BMPYC NPOCTOro repreca, LMTOMEranoBupyc, pecnmpaTopHO-CUHLMTUAbHbIN BUPYC).

N3penve npegHasHauyeHo Ans NPMMEHEHMS BO BCEX PErMOHaxX CTpaHbl AN BCEX C/I0EB HACENEHUS.

W3penvie He CoflepXXMT B COCTaBe MaTepUasioB XXMBOTHOMO M YeI0BEYECKOr0 NMPOUCXOXAEHUS.

2. XAPAKTEPUCTUKA N3OENNA

2.1. COCTAB N3OENNA

W3penve npenctaBnseT co60M CTePUbHBIA KOMMEKT, COAepXalymii npobupKy € TPaHCMOPTHOM
Cpefo WM TPaHCMOPTHOW cpefor MOAUMDMUMPOBAHHOW ANS BUPYCOB, FEPMETUYHO YKYMOPEHHYHO
BMHTOBOW KPbILLIKOM, N 30HA-TaMMOHbI (B 3aBMCUMOCTM OT BapuaHTa MCMOHEHWS) - MpUCnocobieHme
4ns oT60pa Npob ANs TPaHCNOPTUPOBKW. 30HA-TaMMNOHbI NPeACTaBNsA0T co60i abcopbmpyOLLMiA TaMMOoH
KanneBuAHON UM LUNNHAPUYECKON (POPMbI, U3TOTOBMEHHLIN U3 HEWNOHA, 3aKPeneHHbI Ha O4HOM U3
KOHL,0B TBEPAOr0 CTEPXKHS, UMEHYEMOIO «0Cb». OCb MMEET TOUKY MepesioMa, No KOTOPOI 30HA, SIOMat0T
Mpn nepeHoce 6V1ONOrMYECKOro MaTeprana B NPOOUPKY C TPAHCMOPTHOW cpefoil. Kaxaas yKynopeHHas
npobupka BOXeHa BMECTe C 30HAOM-TaMnoHamMu (B 3aBMCMMOCTM OT BapuvaHTOB WCMOSIHEHMS) B
repMeTUYHO 3anasiHHYHO YMakoBKY Tuna 6mncTep.

CocTaB Cpefibl: PacTBOP X3HKCA, aHTUMUKPOGHbIE NpenapaTbl.

BeLuecTBo Macca, 1
KH:POs 0,06
Na2HPO4X7H20 0,09
blaHCO3 0,35
NaCl 8,0

KC1 0,40
CaCb 0,14

MinCbxbHro 0,10
MfiS04x7H20 0,10
D-rntoko3a 1,0

XnopameHukon 0,01
Lnknorekcumung, 0,001

CoctaB cpefbl MOAMMULMPOBAHHOM: pPacTBOpP X3HKCa MOAUGULMPOBAHHbIA, aHTUMWUKPOOHbIE

BeLluecTBo Macca, r
KH:PO: 0,06
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Na2HP04x7H20 0,09

KaHCO3 0,35
NaCl 8,0
KC1 0,40
D-rntoko3a 10

XnopamdeHukon 0,01
Unknorekcumng 0,001

3nenme n3roTaBnnBaeTCcs B CTEPUILHOM FOTOBOM K NMPUMEHEHWIO BUAE.
N3penve npegHasHauveHo 415 O4HOKPATHOTO NPUMEHEHNS.

N3nenve Henb3si NPUMEHSTL B C/lyyae NOBPEX/AeHNst 6/IMCTEPHOI YMaKOBKM.
TexHUYecKoe 06CNyXMBaHNE U PEMOHT 3enns He NpefyCMOTPEHBI.

2.2. NPNHUWNIM PABOTbI U3AEJTNA

B coctaB 6/mcTepa C CMCTEMOI TPaHCMOPTHOW BXOAUT CTepunbHas npobupka co cpepomn ans
BMPYCOB U CTEPW/IbHbIE 30HA-TaMMOHbI (B 3aBUCUMOCTY OT BAPUAHTOB MCMOJTHEHWS).

Cpefa TpaHCMOPTHas NpeAcTaBnseT COO0M XUAKNIA cyocTpaT Ans COXpaHeHUs Y TPaHCNOPTUPOBKM
LUMPOKOro cnekTpa BupycoB. Cpefa COLEPXUT aHTubaKTepuasibHble M NPOTUBOrPUOKOBbIE Npenapathbl
L)1 NOZABMIEHNS Pa3MHOXEHWS MUKPO/IOPBI.

TpaHcnopTHas cpefa N8 BMPYCOB MpefcTaBnseT cob60i Moaudukaumio pactBopa XaHKca Ans
3YKapuMoOTMYECKMX KYNbTYyp KJ/IETOK, pa3paboTaHHyl cneumanbHO ansa cbopa, TPaHCMOPTUPOBKA U
XpaHeHWs BUPYCHBIX Mpob.

C nomMoLypto CTEPUILHOIO 30HA-TaMMNOHA MPOBOAMTCA MPO600TOOP, 3aTeM 30HA-TAMMOH aKKypaTHO
ybupatoT B CTepunbHYH MPOOMPKY, He Kacascb eé CTeHOK. Bupycbl, cofepxaiivecs B 61onpobe,
COXpaHAITCA Npu TemnepaType oT +9 go+ 28 C° - 48 yacos; npn + 2 o +8 C° -120 u.

TpaHcrnopTHas cpeay, COAepXalllyto buomaTepuan, UCNoNb3YT AN AanbHELWEN AMarHoCTUKN UH
BUTPO. ANA UCCnefoBaHua obpasua ¢ NMpPUMEHEHNEM METOAO0B amMmnINMUKaLUN HYKNEUHOBLIX KWUC/OT, B
yacTHoctu OT-IUP.

W3penvie He ncnonb3yeTcs B KOMOMHALMW C U3LENUAMW, HE ABNAIOWNMUCA MESULNHCKUMM.

2.3. MPOAOJTXUTE/IbBHOCTb KOHTAKTA N3OENNA C OPTAHN3IMOM MALVEHTA
KpaTKoBpemMeHHbI KOHTaKT 30H/-TamrnoHa CO C/IM3UCTLIMI 060/104KaMmM Ye/loBeKa
2.4. BAPUAHTbI NCIMO/THEHNA

3nenve nsrotasnveaeTca B CefyrOWnX BapuaHTax UCMONHEHNSA:

Ne HavmeHOBaHWe C BapuaHTOM MCMOHEHWS U3AENNs YCnoBHoe 0603HaueHme

1 Cuctema TpaHcnopTHast TEM co cpefaoit Ans BUPYCOB C CT 'EM co cpefoii ans BUPYCOB -
YHVBEPCA/IbHBLIM Y1 Ha30(hapyHreaslbHbIM 30HA-TaMnoHamy;  H/Y
Cuctema TpaHcropTHas TEM co cpefoit ans BupycoB CT F'EM co cpefoii ans BApycoB

2 MOAM(ULMPOBAHHON C YHUBEPCAIbHbLIM W MoauguLmMpoBaHHom - H/Y
Ha3o(apuHreaslbHbIM 30HA-TaMMNoHamu,;

3 Cuctema TpaHcnopTHasi 'EM co cpefoii ans BUpycosB ¢ CT 'EM co cpefoi gns BUpPYCoOB -
Ha3o(apyHrea/lbHbIM 30HA-TaMMOHOM; H
Cuctema TpaHcnopTHasi TEM co cpeaoit ans BupycoB CT 'EM co cpefioit gns BUPYCOB

4 MOAM(ULMPOBAHHOW C Ha30(hapUHreaslbHbIM 30H/- MoAnuumMpoBaHHoM - H
TamrnoHoOM;

5 Cuctema TpaHcnopTHasa 'EM co cpepfoii Ans BUpPYyCcoB C CT 'EM co cpefaoit ans BUPYCOB -
YHVBEPCa/IbHbIM 30H-TaMMOHOM, Yy
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Cucrtema TpaHcnopTHasa 'EM co cpegoi ans Bupycos CT 'EM co cpepoii ans BUpYyCcoB
MOAN(ULMPOBAHHOW C YHMBEPCa/IbHBIM 30HA-TaMMOHOM. MOAN(ULMPOBAHHON - Y

MpuHagnexHocTb: 1.KpbiwkKa Ans 3aKpbITUs I'Ip06l/IpKl/I [lononHUTeNbHad. NocTaBnseTca BMeCTe C
3penvem nnm oTAensHO Mo 3anpocy I'IOTpE6VIT€fIFI.

2.5. POPMA BbIlNMYCKA

Kaxgas npo6upka, repMeTMUYHO YKYMOPEHHas KPbILIKOM, BNIOXeHa BMECTE C 30HA-TaMMoHamMu (B
3aBUCVMOCTY OT BapuaHTOB UCMOMHEHUS) B UHAVBUAYaNbHYIO YNaKoBKY Tvna 6nucTep (TpaHCMopTHas

cuctema). CoaepuMmoe OfHON WHAMBMAYaNbHOW YNAaKOBKW WCMOMb3yeTcs Ans B3ATMS  06pasua
610NIOrMYECKOro MaTepuana oT OAHOI0 MaLWeHTa.

He 60nee 450 W34envini BNOXeHO B NOTPeGUTENLCKYHO (TPaHCMOPTHYHK) KOpobKy. Kpome 3Toro, B
NoTPebUTENbCKYHO KOPOOKY MOXEeT ObITb B/IOXKEHA YNaKOBKa C MPUHALNEXHOCTAMMU - KpbILLKamMu Ans
3aKpbITUA NPOBUPKM [ONOMHUTENbHAaA. Hannume M KOMMYECTBO KPbIWeK A1A 3aKpbITUS MPOOUPKY
onpepenseTcs no TpeboBaHWIO NOTpebuTens, Ho He 6oee 450 LT.

Ha npobupKy, NHAMBMAYaNbHYIO YNaKOBKY W YNakoBKY ANA NPUHaA/IEXHOCTeN HaHeceHa o6Las
MH(opMaums 06 M3LenMn 1 NPUHALIEXHOCTM K WU3LENNI0, a TakKe YKasaHuA Mo MPUMEHEHUO U
XPaHEHWIO B BUAE MaHUMYNALMOHHbBIX 3HaKOB M rpagmyeckmx cumsosios no NOCT P CO 15223-1.

2.6. METOLO CTEPUNN3SALNN NSOENNA

WN3genve noaBepraeTcs  paguauyOHHOM  CTepUAM3auMM € MPUMEHEHVWEM  pafnaLlyoHHO-
TEXHOMOTUYECKO YCTaHOBKM C YCKOPUTENSIMU  3/1EKTPOHOB MPOMbILLIEHHOTO Ha3HauyeHus 6o

pafnaLMOHHO-TEXHOMOTMYECKON YCTAHOBKM C  PAAMOHYK/IUAHBIMU  UCTOYHUKAMU  MOHU3MPYHOLLErO
N3Ny4YeHunsa 3aKpbITOoro Tmuna ®Co.

WN3penvie He SBNSIETCA MCTOYHWKOM MOHW3UPYIOLLETO WM3/yYeHWsi, B TOM YuCie reHepupyemoro, a
TaKXKe U3aeNnemM 1 ToBapoM, CoZlepXKalliM PaanoakTUBHbIE BELLECTBA.

2.7. JENCTBUSA B CNYYAE HAPYLUEHWUA CTEPUBHOCTU YMNAKOBKW

He ncnonb30Batb TPaHCNOPTHLIE CUCTEMbI MPWN HAPYLUEHUM LenoCTHOCTH CTepMﬂbHOVI YMaKOBKW.

2.8. MEPEYEHb NMPNUMEHAEMbIX CTAHOAPTOB

MeguumHckoe mnsgenne «Cuctema TpaHcrnoptHas TEM co cpegoit gns supycos no TY 20.59.52-
029-17547866-2020 B BapmaHTax MCMNOMHEHNS» COOTBETCTBYET HalMOHa/IbHbIM CTaHAapTaM PocCuiicKoi
defepayny Ha NPOAYKUNIO:

FOCT P 51088-2013 MeavumnHCKue un3genns ANs AWarHOCTUKA WH BUTPO. PeareHTbl, Habopbl
peareHToB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepuasibl, NUTaTeNbHble cpeabl. TpeboBaHUA K U3LennaM u
NOAAEPXKMBAIOLLIEN JOKYMEHTaLMN.

FOCT P 51352-2013 MeauuMHCKMe 13aenus Ans AMarHoCTUKM UH BUTPO. MeTofbl UCMbITaHWIA
(n. 5.4.12).

FOCT P 52770-2016 W3penusa megmumHckme. TpeboBaHMs 6Ge3onacHOCTM. MeTofbl CaHMTapHO-
XUMUYECKMX N TOKCUKOOTNYECKUX UCTbITAHWIA.

FOCT ISO 10993-10-2011  WM3penusi  meguumHckme. OueHKa  GMONOrMYecKoro  AeicTans
MeAuUMHCKMX n3genuin. Yactb 10. MiccnefoBaHns pa3apaxkatoLlero 1 CEHCUBUIN3NPYHOLLIErO AeNCTBUS.

FOCT? NCO 15223-1 N3penusa megnumHckme. CUMBOSbI, MPUMEHsSeMble Npyv MapKUpoBaHUN Ha

MEAULMHCKUX W3AeNMNsX, ITUKETKaX WM B COMPOBOAUTENbHOM [OKyMeHTaumu. Yactb 1 OCHOBHble
TpeboBaHUs.
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roct 33756-2016 YnakoBka notpebuTensckas nonmmepHas. O6LMe TeXHWUYECKMe YCNoBus
(n.n. 5.2.2,5.2.3,5.2.4).

FOCT 24105-80 (CT C3B 884-78) MN3genuna n3 nnactmacc. TepMUHbI U onpefenieHns fed)eKToB.

MY 4.2.2039-05. MeTofbl KOHTpONsA. bakTepnmonornyeckme n MUKPOOGUONOrnyeckne (axTopbl.
TexHuMKa cbopa 1 TPaHCNOPTMPOBKM BUoMaTepuasa B MUKPOOMOIOrnyeckme nabopaTopmu,

MY 1.3.2569-09 OpraHusauusi paboTbl nabopaTopuii, UCMONb3YHOLWMX METOAbI aMnanpuKalmm

HYK/IEMHOBBLIX KWC/IOT Npu pabote € MaTepuasioM, CoAepXalimm MuKpoopraHusmel -1V rpynn
naToreHHoCTU

2.9. TEXHNYECKWME XAPAKTEPUCTUKWN N3OE/IP1A

W3penve 1 ero KOMMOHeHTbI O/KHbI COOTBETCTBOBATh TpGﬁOBaHVIﬂM n HOpMaM, YKa3aHHbIM B

Tabnmue 1
Tabnuua 1 TpeboBaHMS U HOPMbI
HavmeHoBaHue TpeboBaHWA 1 HOPMbI
1 Mpob6upka
BHewwHWi BUL Cneupann3npoBaHHbIi NOAYyNpPo3padHbIin cocy/

UWMIMHAPUYECKON (HOPMbI, MMEIOLLIMIA KOHIYECKoe AHO. B

BEPXHE YacTh MEET [BYX3aX0/HYH0 MpaByH pPe3bby ¢
LLAroM pe3sbobl 4 MM.

"eoMeTpUYECKUE pasmepbi:

- BJIVHa, MM 82 +0,87

- [MameTp B BepXHeli yactu(no . 14,4+0,43

pe3bbe), Mm 12 £0,43

- [MaMeTp B HWXKHEW YacTu, MM
2 KpblLwKa

BHewHWin BUA KpbillKa ¢ ABYX3ax0[HON pe3bb0ii ¢ warom pe3bbbl 4 MM

M BbICTYNalOWMM Ha BHYTPEHHel MOBEPXHOCTU [Ha
KPbILLKX 3/1EMEHTOM, HapYXXHbIN uaMeTp KOTOpPOro paBeH
BHYTPEHHEMY AMaMeTpy ropsioBUHbI NPOGUPKK.
Ha BHYTpeHHeli  CTOPOHE  KpbIWKK  PacrnosioKeHo
YCTPOWCTBO (hMKCaLUMMN 30HA-TaMMOHa.

LIBeT KpbILLKK: UepHbIit

BCe BapuaHTbl UCNONHEHUA

CeoMeTpUYECKIe pasMepbl:

- Onametp, MM AMaMeTp KpbIWKW B BepxHel yactu (16,0+0,43) mm;
ANaMeTP KPbILLIKK B HXKHER YacTu (16,9+0,43) mwm;
- BbICOTa, MM 14,4 +0,43

3 Mpobupka, yKynopeHHas KpblLLIKOA

epMETUYHOCTb Mpo6upKa repMeTUUHO YKYNOPEHa KPbILLKOVA.

Y papHasi NpoYHOCTb Mpo6rpKa BbLUEPXKMBAET OAHO MaaeHue 6e3 paspyLUeHus
M TEUM NPU UCMbITaHUM Ha Yaap Mpy CBO6OAHOM NafieHNN.
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HanmeHoBaHMe

MapKkunpoBka

4 30HA-TaMMOHbI

BHeLuHWiA BUA

['eomeTpryeckne pasmepsbl

[JIMHa 0CK 30HAA
e N8 Ha3o(hapuHreasbHOro

* AN4d YHuUBeEpCabHOIro

O/IMHa TaMMNOHa
*  ANs Ha3o0(hapuHreanbHOro

e [Ns yHMBEpcasbHOro

TOYKa NepesioMa ocy Ha PaccTosHUM OT
Hambornee YAaneHHOW OT Hee TOUKM

TamroHa.
e [N14 Haszo(hapuHreasbHOro

* [ANd YHUBEPCa/IbHOro

5 TpaHcnopTHas cpefa

BHeLlwHWiIn BUA cpepl
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Tpe60oBaHNS U HOPMbI

Ha npo6rpKy HaknenBaeTCsa 3TUKETKa C YKa3aHNEM:

- IoroT!na U3roToBuTeNs;

- COKpALLLEHHOr0 HaMMeHOBaHWUA N3roTOBUTENS;

- HaumeHoBaHuA M3genus;

- 06bema cpefpl;

- HoMepa cepun/napuu;

- CpOKa rofiHOCTM.

Ha 3TMKeTKy HaHeceHa MapKupoBKa  COr/1acHO
TpeboBaHuam FOCT P NCO 15223-1:

- «13rotoBuUTENbY;

- «Kog, napTum»;,

- «MepguumHcKoe u3genve AN AWArHOCTUKW - WH
BUTPO;

- «PaimaumoHHas cTepunmnsaums»;

‘ «He fonyckaTb BO3/eNCTBMS COMTHEYHOrO CBETaY,

- «O6paTnTeCh K MHCTPYKLUMMN MO NPUMEHEHUIO,

- «/Iicnonb3oBatb 40»;

- «3anpeT Ha NOBTOPHOE MPUMEHEHNEY,

- «Homep No Katasiory».

ATNKeTKa LO/MKHA UMeTb CBOOOLHOE MM 0(hOPM/IEHHOE
COOTBETCTBYHOLMM 06pa3oM nosie AN HaHeCeHus
BPYYHYIO C MOMOLLGI0 MUCbMEHHBLIX MPUHAA/IEXHOCTEN
HeobX0AMMON MH(opMaumMm 06 wuccnegyeMom o6pasue
(«PUNO», «MeCTO 3ab60pax», «faTa», «BPEMSs»),

AbcopbupytoLme TaMMOHbI KanneBuaHon nnn
LUMIMHAPUYECKON (OPMbI, M3rOTOBMEHHbIE W3 HEN/OHA,
3aKpen/ieHHble Ha OfHOM W3 KOHLOB TBEPAOr0 CTEPXKHS,
MMEHYEMOIO «OCb».

Pa3Mepbl A0MKHbI COOTBETCTBOBATL 3asB/IEHHBIM
napameTpam

152,042 mmMm;
151,01 mMwm;

2916 MM;
22,06 MM;

10145 Mwm;
80,5+1 mwm;

Mpo3pauHas GecLBeTHas WM 6GeAHO-KeNTas XWAKOCTb,
FOMOreHHast Mo KOHCUCTEHLM.



HanmveHoBaHMe Tpeb0oBaHWSA 1 HOPMbI

lNokasaTenb aKTUBHOCTU BOAOPOAHbIX pH 7,0 + 0,5 npu Temnepatype oT 18 o 25 °C
MoHoB (pH)

O6beM cpefbl B Npobupke 20,2 mMn

[lonycKaeTcs NPOBOAUTL BU3yasbHYH MPOBEPKY MYTEM
CpaBHEHUS! YPOBHS Cpefbl B MPOGUPKE C YPOBHEM Cpefbl B
COOTBETCTBYIOLMX KOHTPO/bHbLIX 06pasuax. B cnydae
BM3ya/IbHOTO HECOOTBETCTBUSI M3MEPUTL 06BEM Cpefdpbl C
CMOMb30BAHEM MEPHOTO LUIMHApPA.

6 MiHauBMayanbHasa (6n1mcTepHas) ynakoska

CocraB B KaXKgon 6/MCTEpPHOM YNakoBKe HaxoaaTca npobupka c
TPAHCMOPTHOW CPesjoii 1 30HA-TaMMoH
BHewwHuiA Bug, ®yTnap u3  (HOPMOBAHHOW MO pasmepy W  opme

ynakoBbiBaemoro W3genua nnéHkn. YnakoBKa [0/MKHa
OblTb  6e3 TpewwuH, pa3pbiBOB, MPOKOJIOB, MOPE30B,
3arpsAsHeHnid. MeyaTb, HaHeCeHHas Ha WHAVBUAYa/bHYHO
YNaKoBKY, [0/MKHa OblTb YETKOW 1 XOPOLLO YATaeMOIA.

['eomMeTpuyeckme pasmepsbl: AnnHa 19510 mm
LWMpKUHa 37+5 MM
BbicoTa 2015
MapkupoBka Ha  wvHamBuayanbHyto  (6/IMCTEPHYIO)  YMaKOBKY

HaHeceHa cnegytowas NHpopmMaums:

- HauMeHOBaHWe U3roTOBUTENSA W NIOTOTUN;

- aipec U3roToBUTENS;

- HaMMeHoBaHue W3genus;

- cocTaB M3penus;

- HOMep cepumn/napTuu;

- CPOK rofiHOCTH;

- Hagnueb: «nsa NpodeccMoHaIbHOro NPUMEHEHUSAY;

- HOMep TEXHUYECKUNX YCOBUIA;

- HOMep perncTpaLmoHHOro y0oCTOBEPEHUS.

Ha wHauvBuayanbHyto  (6/IMCTEPHYIO)  YMakKOBKY
HaHeceHbl cumBosbl No FOCT P NCO 15223-1:

- «13rotoBUTENbY;

- «MeguumnHCcKoe wu3genvie  Ana  OMArHOCTUKUA  MH
BUTPO»;

- «3anpeT Ha NOBTOPHOE MPUMEHEHNEY;

- «He 1ucnonb30BaTh NPU NOBPEXKAEHUN YMAKOBKU»;

- «He gonyckaTb BO34eiCTBUA CO/THEYHOIO CBETaY;

- «TeMnepaTypHbIiA AranasoHy;

- «bepeyb OT BRarn»,

- «ObpaTnTECh K MHCTPYKLMMW MO MPUMEHEHNIOY;

- «PagmaunoHHasn ctepunmsaumns»;

- «/Icnonb3oBaThb [0»;

- «Kog napTum»;

- «Homep no Kartasory».

Ha wHAMBMAYa/IbHOM YMaKOBKE WMEEeTCA  KpaTkas
WHCTPYKUMA MO NPUMEHEHWUIO UW34enns B BUAe NATU
nocneaoBaTeNbHbIX UNMKOCTPaLUA.
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HanmeHoBaHue

["epmMeTMYHOCTb

7 ¥YnakoBKa 19 NpuHaaneXxHocTen

KomnnekTauus

MapkunpoBka

TpeboBaHMsi N HOPMbI

NHaMBMayanbHas YynakoBKa AOMKHA ObiTb FepPMETUYHO
3aKpbiTa.

Komnnekrauus [o/mKHa COOTBETCTBOBATb 3asiB/IeHHOW B
TY.
Ha ynakoBKky [ANns NPUHALIEXHOCTEN  HaHeceHa
cnepyroLas MHgpopmaums:
HavIMeHOBaHWe NpUHagNeXxHocTu K M3genunio;
HavVIMeHOBaHWe N3roToBUTENS;
NOroTUn N3roToBUTENS;
afipec U3roToBuUTeNS;
HOMep cepun/napTuu,
CPOK rogHocT nsgenus (rog, Mecsy, BKIOUNUTENbHO);
YCNoBuA XpaHeHus (nNponucaHo Noapo6Ho);
HOMep TEXHUYECKUX YCIOBUIA;
HOMep PerncTpaLMoHHOro yA0CTOBepeHNS;
4MCO eAVMHUL, NPUHALNIEXHOCTEN B YMaKOBKe.
Ha 3TukeTKy HaHeceHbl cumsonel no NOCT P NCO
15223-1:
- «MepguumHckoe  m3genne  Ans AMArHOCTUKUA — WMH
BUTPO»;
- «3anpeT Ha NoBTOPHOE MPUMEHEHNE,
- «O6paTnTecb K UHCTPYKLUMKN NO NMPUMEHEHUIO;
- «TemnepaTypHbIi Aranas3oH»;
- «bepeyb OT Bnarm»;
- «He gonyckaTb BO34eNCTBMS COTHEYHOrO CBETa;
- «lcnonb3oBatb 4o»;
- «Kop naptumn»;,
- «Homep no Katanory».

8 MN3genve B NOTpe6UTENbCKO (TPAHCMOPTHON) yNaKoBKe

MapKunpoBka
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Ha noTpebuTenbCKyt YMNakoBKY HaK/eeHa 3TUKETKa,
CoepXalas CcnefytoLlyro MH(opMaLumIo:

HaMmeHoBaHue V3penns;

- HavMeHOBaHMe N3roTOBUTENS;

- NIOrOTUN U3roTOBUTENS;

- ajpec U3roToBuUTeNSs;

- HOMmep cepumn/napTuu;

- [laTa V3roTOB/IEHNS;

- HOMep TEXHWYECKNX YCOBUIA;

- HOMEpP PerncTpaLMoHHOro yA0CTOBEPEHNS,

- CPOK rofiHOCTW n3aenuns (rog, Mecsl, BKNHOYUTE/BbHO);

- YCNOBUWSi XpaHeHUs (NpornucaHo nogpo6Ho);

- yuncno VM3penuii B NoTpebuTenbCKo KOpooKe;

-HagnNucb:« /19 NPoeccroHaIbHOrO MUCMO0/b30BaHNSAY;

- Macca HeTTo;

- Macca 6pyTTo;

- YC/IOBUSI XPaHEHWS M TPAHCMOPTUPOBAHNS.

Ha 3TukeTKy HaHeceHbl cumBosibl no NOCT P UCO
15223-1:



HaumeHoBaHe Tpe6oBaHMsS U HOPMbI

-  «MepguumHcKoe wm3genve Ana  AMAarHOCTUKM - MH
BUTPOY»;

- «3anpeT Ha NOBTOPHOE MPUMEHEHME,

- «TemnepaTypHbIi AMana3oHy;

«ObpaTnTECh K UHCTPYKLMM MO NMPUMEHEHNIO;

- «bepeyb OT Bnaru»;

- «He gonyckaTb BO3A€ENCTBUSA CONMHEYHOIO CBETaY;

- «JlaTta N3roToBneHns»;

- «/icnonb3oBatb f0»;

- «Kog, napTum»;

- «Homep no KaTanory».

Hauine MHAVKATOPOB CTEPUNNSALMA 4o VHOMKATOPOB  CTEpPUM3aLMM  Ha  [BYX

MPOTUBOMONOXKHBLIX TPaHsAX MNOTPeOUTENLCKON YNaKoBKM
(N0 oAHOMY MHAMKATOPY Ha KaXKayro rpaHb).

KonuecTso dopMMPYHOT MO 3ampocy NoTpe6uTens

9 ®YHKLMOHANbHbIE XapaKTepUCTUKN

CTepunbHOCTL N3nenve fI0MKHO GbITb CTEPUNBHBIM.
CoxpaHenue — HyKNeUHOBBIX  KUCTIOT o ny e HYK/TEMHOBbIX KUC/IOT BUPYCOB A0/KHO ObITh
BMPYCOB npu XpaHeHuK B

onpeaeneHo cooTBeTCTBYHOLWMMI MLLP MeToavKamu nocne

MIEAMLMHCKOM USAeNMN B Tederive 49 XpaHeHus B V3aenum npu 3afaHHbIX YCMOBUAX
yacoB Mpw TemnepaTtype oT +9 g0 +28 p B pu 3aq, y :

°C, B TeyeHme 120 wyacoB npu
Temneparype +2 go +8 °C.

3. MEPbI MPEAOCTOPOXHOCTW MNMPU PABOTE C N3AETMEM

W3penvie npefHasHauyeHo TOMbKO A4N15 MPOGeCCUOHAIbHOTO NPUMEHEHMS.

Heucnonb3oBaHHOe W3aenvie He TOKCUYHO W MOMIHOCTLIO 6e30MacHO [/1F YesIOBEKA, XXMBOTHbLIX U
OKpY>KatoLLel cpefpl.

MoTeHUMa/IbHBIA  PUCK NPUMEHeHUA WM3penms - Knacc 2a cornacHo [Mpukasy MwuHUcTepcTBa
3apaBooxpaHeHns P® Ne 4H ot 06 utoHsA 2012 T.

Mpn 3abope 6GMOMOrMYECKOro MaTepvasa W WUAEHTUMKALMM  COAepXKalumxcs B HeM
MVKPOOPraH1U3MOB W 3alLMTbl OKPY>KatoLLel cpefbl He06X0AMMO:

* uccnefyemblii 6UONOrMYECKNA MaTepuan OLEHMBaTb, KakK MH(ULMPOBAHHbIA MW NOTEHUMANbHO
VH(ULMPOBaHHLIA MaTepuan, KOTOPbIA 3aBe4OMO WM C BbICOKOW CTEMeHbl0 BEPOATHOCTU COAEPXKUT
YKM3HECMOCOOHbIE MUKPOOPraH13Mbl, 4OCTOBEPHO WM MPELNONOXUTENbHO Bbi3biBalOLLMe 3a60/1eBaHNS
YesioBeKa,

e AN obecneyeHns IMYHO 6e30MacHOCTU COTPYAHUKOB OpraHM30BbIBaTb XpaHeHue U paboTy C
6ronornyeckum martepuanom B cootBetcTBum ¢ CaHlnH 3.3686-21 «CaHWUTapHO-3MMAEMUONOTMYECKMe
TpeboBaHNA MO NPOPUNAKTUKE WHPEKUMOHHBbIX 6onesHei», CaHlMnH 2.1.3684-21 B u4actu
Knaccupukaumm MeguuMHCKMX OTX0A0B, cobntogate TpeboaHmsi TOCT P 52905 «JlabopaTtopum
meauuuHekme. TpeboBaHMs 6€30MacHOCTM», «HCTPYKLUMM M0 Mepam NponIakTUKX pacnpoCTpaHeHNs
VH(EKUMOHHBIX 3ab0/1eBaHNA Npu paboTe B  KIMHUKO-AMArHOCTUYECKUX flabopatopusx nedyebHo-
NPONNAKTUYECKINX YUpeXaeHnin», yTB. MuH3gpasom CCCP 17 aHBaps 1991 roga.

*» TpeboBaHMA K NOMELLEHUAM U MPOBEAEHNIO PaboT ¢ MeAULMHCKAM M3feNMeM B COOTBETCTBUM C
CaHlNvH 3.3686 1 TOCT P 53079.4-2008.
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*K Mpouedype B3ATUA W TPaHCMNOPTUPOBKM  6GMONOrMYECKOro MaTtepuana [orycKaeTcs
MEeAMLMHCKUIA MepcoHan, WMEIOWMIA cpejHee W BbiCllee NPOJecCMOHaIbHOe MEeAULIMHCKOe WK
6ronornyeckoe 06paszoBaHve U NPOLLEALINIA CreLMaIbHbIR MHCTPYKTaX MO TEXHWKe paboTbl U Mepam
6esonacHoCTW.

N3genve OTHOCMTCS K rpynne roproumx mMatepuanoB. [pu KOHTaKTe C OTKPbITbIM OFHEM FOpuUT
KONTALWMM MfameHeM C 06pa30BaHMEM pacrhiiaBa W BbLUENEHWEM YINIEKMCNOro rasa, napoB BOAbl U
ra3oo6pasHbIX NPOAYKTOB.

[na obecneyveHnsi NOXapHO 6e30MacHOCTV B NPOLECCE XPaHEHUA W aKCnyaTauumn M3genns, He
[onycKaTb BO3AENCTBUIA OrHS, NonagaHns MCKp.

[ns TylweHns n3aennii, N3roToBNEHHbIX 13 NOMMMEPHBIX MaTepPVanoB, NMPUMEHAIOT OrHETYLUNTENN
N60ro Tvna, BoAy, BOASHOW Nap, OrHeracuTebHble NeHbl, MHEPTHbIE rasbl, MECOK, acbecToBble 0AesNa.

[ns 3aUMTbl OT TOKCUYHbIX NPOAYKTOB, 06pa3ytoLLMXCA B YCNOBUSX MOXapa, Npu Heo6XxoaMMOCTH
NPUMEHSIOT M30/IMPYHOLLIME NPOTMBOrasbl NH060ro TMna unm unbTPyHoLLME NPOTUBOrasbl Mapku BK® no
FOCT 12.4.121-2015 CCBT.

4. MPOTMBOMOKASAHNA K MTPUMEHEHWIO
OTCyTCTBYIOT.
5 YTUIN3ALNA

cnonb3oBaHHble 34enms U UCNonb30BaHHbIE PacXo4Hble MaTepuabl YTUAN3MPOBATL COracHO
CaHWUTapHO-3NMAEMUNONOTNYECKAM  TpeboBaHUAM K 06palieHN0 € MeAMLUMHCKMMKW  0TX0f4amu B
cooteetcTBUM C CaHlMH 2.1.3684-21, KaK MeguUMHCKME OTX0Abl Krnacca B (3anvaemuoniornyecku
OracHbIe 0TX0fbl).

W3genva, npvwegwive B HENPUroAHOCTb, B TOM 4YuC/e B CBA3W C UCTEYEHMEM CpOKa FOAHOCTM,
YTUIN3NPOBATL  COMMIACHO  CaHMTapHO-3MMAEMUOMOTMYECKUM  TpeboBaHUAM K 0bpalleHno ¢
MeAVLUHCKUMN 0TX04aMu B cooTBeTCTBUM ¢ CaHlMnH 2.1.3684-21, Kak MeguLMHCKME O0TX0Abl Knacca A
(anugemuonornyecky 6esonacHble 0TX0/bl, N0 cOCTaBy NpUGMXKeHHbIe K TKO).

ObpalleHne C MeAMUMHCKAMW OTXOZamu CneayeT BbIMOMHATb COMMACHO CXeMe, MPUHATOW B
KOHKPETHOM  OpraHv3aumy, OCYLUECTBAIOWEA MEAUUMHCKYH — [LedaTenbHOCTb.  [laHHas — cxema
paspabaTbiBaeTCd B COOTBETCTBMM C TpPebOBaHWAMU BbllleyKa3aHHbIX CaHWUTapHbIX Mpasun U
YTBepXAaeTca pyKOBOAUTENIEM OpraHM3aLmm.

6. OBOPYOJOBAHUVE N MATEPNA/bI, HEOBEXOANMBIE NPV PABOTE C U3AENVNEM

[ns  TpaHCMopTMPOBKM U XpaHeHusi 6MOOrMYecKoro marepuana Heob6Xoaumo YCTPOWCTBO
NoAAepXXaHNs TeMnepaTypHOro pexxuma, Hanpuvep TepMOCyMKWU AnS TPaHCNOPTUPOBKM BMOM0rMYeCKNX
matepuasnioB npu 3afaHHOM fAuanasoHe Temnepatyp no TY 9398-007-17547866-2008 PY Ne &®C3
2009/04492 vnu aHasor.

7. AHANTMSNPYEMBIE MPOBbLI

Wccnemyemblii  6Monornyeckuii mMatepuan - MasKu CO CAM3ACTOM MONOCTM HOca, pTa, 3eBa
(pOTOrNIOTKK), HOCOI/IOTKW; OTAENIieMOe C/IM3UCTbIX 060/104eK LIEPBMKASIbHOIO KaHala, Baranmia,
HapY>XXHbIX MOMOBbLIX OpraHoB. [MpefBapuTenbHas 00paboTka aHanM3vpyeMblX MPo6 6GUOMOrMYecKoro
marepuvana He TpebyeTcs.

8. MPABWJTIA SABOPA BENOJTIOMTMYECKOIO MATEPUATA

Martepuran gnsa uccnefoBaHus 6epyT HEMoOCPeACTBEHHO M3 oyara MHGEKUMM Wam uccrepyrot
K/MHWUYECKM 3HAYUMMBbIA  6ronornyecknii  matepuan. Heobxoammo cobnogath acenTuky, u3beras
KOHTaMMHauuyu 6Monormyeckoro Matepuana. Konnyectso matepuana A0/MHKHO ObiTb AOCTATOUHbLIM A5
NpPoBeAEeHNs  MCCNeAoBaHWs, 4TO 06ecrneynBaeTcs CTPOrMM  ChnefoBaHMEM METOAMKaM  B3ATUA
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6uomatepnana, onncanHeM B MY 4.2.2039-05 «Texuuka cOopa B TpaHCIOPTHPOBAHKA GHOMATEPHANIOB
B MHEKpoOHONOrHUYecKkHe naGoparopun» B myHkTax 8.1 — 8.4 HacToAIIeH HHCTPYKIUMH NO NPHMEHEHHUIO,
Jina nAccnenopauns ¢ UENbI0 MOHHTOpHHra 8o30yaureneii OPBH, Ttaxmx xak SARS-CoV-2,
PEKOMEHIYeTCH OTOHPATh Ma3KU H3 MONOCTH HOCO- H POTOIIOTKH B ONHY MPOOHPKY.

8.1. BasTue Ma3K0B ¢O CIH3KCTOl 060104YKHM HOCOTTIOTKH.

Ecnan nonocts Hoca 3anofHeHa CAM3bi0, TIepeR Npouexypolt NpoBecTH BhIcMapkupaHue. JIErkum
ARMKEHHEeM MO HAPYKHON CTEHKe HOca BBOAAT CyXol 30HA Ha30(hapHHreabHEIM TAMIOHOM A0 HHXKHEH
PaKOBHHBEI, CJIETKa OMYCKAIOT KHH3Y, BBOAAT B HHKHHR HOCOBOH XOI 1MOA HHXXHIOI HOCOBYIO PAKOBHHY,
AENAOT BpAIiATeIbHOE HBMXEHHE K YAAIAIOT BAONL HapykHO# cTeHkH Hoca. OGmas rayb6una
MOrpyxXeHns 30HAR AO/DKHA COCTABIIATL HE MEHEe IONOBHHBI PacCTOAHHMA OT HO3APH A0 YIIHOIO

OTBEpCTHA.
8.2. BaaTne Ma3KOB U3 POTOINIOTKH.

Ma3ok OepyT CyXHM CTEpHIBHBIM 30HIOM ¢ YHMBEPCAIBHBIM TAMNOHOM BpAWIATEILHBIM
HABXXCHHEM C TOBEPXHOCTH MHHAATHH, HEOHBIX AyXeK M 3aaHell CTEHKM DPOTOINIOTKH, AXKypaTHO
NPIKUMAT A3RIK HAUMEHTA MNATeNICM.

8.3. BasTHe Ma3KoB CO CIM3HCTOH NEPEAHUX OTACOB NMONOCTH HOCA.

VHuBepcanbHEI TAMNOH BBOAHTCR CHAvana B 3XOPOBYIO HO3APIO AO YNOpA HA YPOBHE HOCOBOH
PaKkoBMHLI X BpamiaTeIbHLIMH ABHKCHUAMH COOHpaloT MaTepran co cansuctoit. [Tosropsior mpouenypy
B XpPYrOM HOCOBOM XOZ€.

8.4. Uccnenonanue OTASNIEMOr0 XEHCKHX MIOAOBBIX OPraHoB

Basrwe Marepuana NPOBOAMT AKYUIEP-TMHEKOAOT O NPOBEJCHMS MaHYaNnbHOTO UCCIEAOBAHHA
Marepuan u3 BynbBbl, MpeAABEpHs BlaranAma OepyT YHHBEPCILHEIM TaMIIOHOM. Marvepuan u3
prarammia GepyT MOCNe BBEHEHHS 3epKana M MOAbBEMHHKA BO Bnaramuime. Matepuan cobupator
YHHBEPCAILHBIM TAMIOHOM C 33THETO CBOAA MK C NATOJOTHYeCKH H3IMEHEHHBIX y4acTKOB. Matepunan u3
LlepBHKATBHOIO Kasana Gepyr, ofHaxas mieliky MATKH ¢ MOMOWIBIO 3epkai. Braramummyio ee yacTh
TIIATENbHO 00pabaThIBAIOT YHHBEPCANBHEIM TAMITOHOM,

9, IOATIOTOBKA U3AEJIHA JJIS1 HCCIEJNOBAHUA

H3nemie nocTaBngeTcs B TOTOBOM K npuMeHeHHio Bune. Cnenmanbunx Ae#icTBHit MO NOArOTOBKE
u3aenua K pabote He Tpebyercs.

10. IPOBEIEHHUE HCCAEJOBAHHSA
IMepen HauanoM paGoTsl ¢ M3aeaKeM 03HAKOMBTECH ¢ HHCTPYKIKEH HO IPUMEHEHHIO.

10.1, NOPAOK PABOTSHI C USAENHUEM

¢ YpanuTe ymakoeky;

¢ Ha cneuuansHoM Hone Ha ITHKETKE MpoSupky HanecuTe HHpopmaumio o6 necneayemom obpasie:
- ® U.0. nanuenta;
- mecTo 3a0opa Suomarepuana;
-AaTa H BpeMs B3ATHA GHONOTHYECKOro MarepHana.

¢ HM3pnexure 30HA-TaMNIOH (BI) (B 3aBHCHMOCTH OT BAPHAHTA HCMIOMTHEHKS);

¢ Bossmure mmpoby;

e CHuMHTe KPHIUKY ¢ MPpoOUPKM ¥ BBEAUTE 30HA-TAMIIOH B NpobHpKY;

o [lepeMemaiiTe TPAHCIIOPTHYIO CPEAy TAMIOHOM KPYTOBBIMH NBHXEHHAMH B TedeHHe 10 cexyHA
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OcTaTky XHOKOCTH Ha 30H/E OTOXMMUTE O CTEHKH Npobupku

CnomatiTe 30HA-TAMMNOH B TOUKE Nepenoma o kpakt mpoGupku;

3aBuUHTHTE KPHIIKY A0 GHKCALHH 30HA3-TaMIIOHA B Heil;

Tpaucnoprupyiite 1po6y B naboparopuio.

[Mposemure ananus 6uomarepuana meronom [1LIP.

Bpems xpaHeHus GHoMarepHaia B H3/le/TMH He AONKHO NPEBHIaTh 48 4acoB NpH TeMneparype oT
+9 C no +28°C, npu temneparype ot +2 a0 +8 °C Bpema xpanenus Guomarepuana B M3ZenHH
Moxet ObiTh yBenuyero 1o 120 yacos.

10.2. B3SATHUE U TPAHCIIOPTHPOBKA UCCJIEAYEMOI'O MATEPHAIJIA

B3aTHe H TPAHCTIOPTHPOBKA HCCEAYEMOT0 MAaTEpPHAaNa NPOH3BOAAT B COOTBETCTBHH C JOKYMEHTOM:
- MY 4.2,2039-05. Metoan kouTpoas. Buonoruyeckue 1 Mukpobuonoruueckue dpakropbl. Texuuka
cGopa 1 TpaHCIOPTHPOBKY GHoMaTepuana B MukpoGrosoruieckne naGoparopun

10.3. YCJIOBHMSI TPAHCITIOPTUPOBKH U3MAEJIUA C MOMELLEHHO! B HET'O ITPOBOH
BUOJIOTHYECKOI'O MATEPHAJIA

e Bpema pocrasku Gnomarepuana or MoMeHTa otbopa mpoObi B TPAHCNOPTHYIO CHCTEMY H 10
Havana HCCNeA0BanHA HEe AOMKHO npepbiaTsh 48 yacos npu Temuepatype ot +9 T no +28C, npu
Temnepatype oT +2 a0 +8 °C BpeMa TpaHCMOPTHPOBKH BHPYCOB MOXeT ObITh ypennueHo no 120
4acoB.

[Mocne noctaBkn GuoMarepsana B 1aGOpaTOpHH HEMENICHHO NPOH3BECTH JanbHellline Npouenyps
C LeNTBIO BHAENCHHA K AanbHeRiueli naeHTHUKaUMH coaepxkalKxca B npobe BUpycos.

10.4. MEPB!, ITPENOTBPALLIAIOUME BO3HUKHOBEHHE PUCKOB

Toabko ans npodeccHOHaNbHOro NpHMEHEHHA. Bce MABHHNYNALMY C H3ACTHEM NOCHC H3BICUCHUA
B3 GnucTepHON YNakoBKH, B TOM 4YMCNe TPaHCMOPTHPOBKA Hienuit ¢ GnoMarepHanoM, AOKHBI
OCYWMICCTBAATLCA npodeccHoHanamu. B3srtve W TPaHCIOPTHPOBKY HCCACAYEMOTO MaTepHana
NPOU3IBOOKTD B COOTBETCTBHH C HOPMATHBHLIM AOKYMEHTOM: MeToanueckne pexoMeHaaluun MuH3npasa
PCOCP 19 nexabpa 1991 r.

He ucnons3oBaTh TPAHCMOPTHBIE CHCTEMBl NpPH HANHYMM HapylICHMS YNaKOBKH HIH APYTrUX
BHAMMBIX MEXaQHH4YECKHX TOBPEKACHUAX, UIMCHCHHSA IBETA CPEbl H NOJBICHHA MYTHOCTH.

[lpn paGore <c pmaHHO#  npoaykuMeldi  CienyeT  pPYKOBOACTBOBATLCA — CaHMUTApHO-
3MHACMHONOTHYSCKHMM NPABHJIAMH M METOAMHECKHMH YKA3aHUAMH, PErIaMCHTHPYIOILMMH NPOBEACHUE
Gaxrepuonorndeckux uccnenosanuii (O3 Ne 52-03 or 30 mapra 1999 r., Canllun 3.3686-21, CaulluH
2.1.3684-21).

Ilpu paboTe ¢ u3AeNMAMH ClIEAYET HafeBaTh OAHOpasoBbie MemuuuHckue nepuatku (FOCT P
52239), Bo H3bexanne pucKa HHOHUMPOBAKHA NEPCOHANa CHOMAaTEpHAIONM.

Tonbko wix ONHOKPATHONO NpuMeHeHHA. H3aenue CTEPHNBLHO H [IPH MNOBPEKACHKH YIIAKOBKH HE
MOXeT OhTh HCNOJBL30BAHO.

[potusonokasanus Kk mpuMeHeRHIo H3neana - oTCyTCTBYIOT.

Cobmoaats TpeGoBaHNA YTHIU3AUNH MEAHLMHCKHX H3ACHR.

Heo6xoanMo NpoBOANTH CMIELHANBHYIO [OATOTOBKY H HHCTPYKTaX 00CHYXHBAIOIIETO ICpcOHana.

Hzpnenue He TOKCHYHO H NOTHOCTHIO 530NaCHO WA YENOBEKA, KHBOTHLIX, OKPYKalomeil cpeasb!;
HE COAEPKUT NIOTEHIHANBHO HHEKUHOHHBIR MaTepHan.

JIn% npenoTBpAICHHA PHUCKOB JIOKHONOMOKUTEILHBIX Pe3yAbTAaTOB Heobxoanmo cobmoaars
TnpaBuIa aCENTHKH, H3beras KOHTAMHHALME NMPoOkl GHONOrHYECKOro MaTepHana.
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10.5. NMPNYNHbI BOSHNKHOBEHWE PUCKOB JTOXXHOOTPULIATE/IbHbBIX
PE3YJIbTATOB 1 CINMOCOBbl X YCTPAHEHUA

MpUYMHaMK BO3HMKHOBEHUS PUCKOB JIOXKHOOTPULATENbHBIX PE3yNbTaTOB MOTYT CNYXXWUTb
Hecob/oieHVe NPaBWA NPeaHaIMTUYECKOro aTana Ucc/eaoBaHNiA:

* NOArOTOBKM MaLMeHTa K UCCNe0BaHNAM;

* METOAUKN cbopa buomartepuana,;

* NPaBU/bHOV 1 CBOEBPEMEHHOI A0CTaBKM GromaTepuana B 1abopaToputo.

[N ycTpaHeHWs PUCKOB IOXKHOOTPULATENbHBIX Pe3y/1bTaToB He06X0AMMO:

- CTporo cobnogatb TpeboBaHNA JOKYMEHTOB:

MY 4.2.2039-05 «MeTofbl KOHTpons. buonorunyeckne n MMKpoburonornyeckue aktopbl. TeXHMKa
cbopa 1 TpaHCNOPTUPOBKM BriomaTtepuana B MUKpoO6K1OIornyeckmne naboparopums.

- CTporo cobnoaath YCIoBUs TPaHCNOPTUPOBKM 61MOIOMMYECKOro Mmatepumasna B 1abopatopuio.

10.6. CIMOMNb3OBAHUE MPUHAANEXHOCTW: KPbIWWKA A/ SAKPbITUA NMPOBUNPKIA
OOMNONTHUTENBHASA.

JlononHNTeNbHAsA KPbILLKa HeCTepuibHa, He KOHTaKTMPYET C NauveHToM 1 61MoobpasyoM B cpeje,
npeAHasHavyeHHbIM 4na UccnefoBaHns. Kpbilka ncnonb3yeTca B 1abopaTopun UCKIKUUTENBHO Ans
3aKpbITMA NPOOMPOK Moc/e oToopa obpasua U3 NPOOMPKK Nepes, yTunnsaymei, B T.4. Npu
MCNO/Mb30BaHUM aBTOMATUYECKOr0 aHa/IM3aTopa, A4/1s 3alnThbl MOBEPXHOCTEN OT NOTEHUMA/IbHO
KOHTaMWHMPOBaHHOI0 06pasLa 1 NpefoTBPaLLEeHNS Pa3INTUA COAEPXKMMOro BO BpeMs YTUIN3aLMK.

MPVHAANEXHOCTb MOXET BbITb MCMONb30BaHa NPU HEOOXOAMMOCTU 1 Ha YCMOTPEHWe NOTPebuTeNs

10.7. IH®OPMALMA AN1A MONb3OBATE/EN MO BHYTPEHHEMY KOHTPO/IHO
KAYECTBA.

[na KOHTPONA KayecTsa Y NPUEMKN M3TOTOBIEHHON NMPOAYKUMM NPOBOAAT CeAytoLme OCHOBHbIE
KaTeropum WCnbiTaHWW B COOTBETCTBMM C TpeboBaHuamu OCT 15.013-2016: npuemo-caaTouHble
UCMbITAHWS, MEPUOANYECKME UCMbITAHUS U KBIMMUKALMOHHbIE UCMbITaHWsA. MeToauka MCMbITaHus 1
AaHHble No 06beMyY MCMbITaHUIA NpeacTaBneHbl B TY 20.59.52-029-17547866-2020.

11. YCNOBUNA XPAHEHNA N TPAHCITOPTUPOBAHWA U3OE/TNA
11.1. YCNOBUNA XPAHEHUA

N3gmenna B ynakoBKe 3aBOfa M3rOTOBUTENA [O/MKHbI XPaHUTLCA B 3aKPbITbIX OTan/InMBaeMbIX
CK/1aACKMX NOMELLIEHUAX Ha CTeNIaXxax.

Ycnosua XxpaHeHusi Msgenuna (6e3 Guomatepuana): npu Temnepatype oT +2 C go +28 C wu
OTHOCUTE/IbHON BMaXXHOCTWM BO3fyxa He Bbiwe 70% Ha pacCTOAHUM He MeHee OfHOro metpa oOT
OTONUTENbHbIX NPUOOPOB.

B npouecce XpaHeHUs He [ONyCKaTb MOBPEXAEHWI YNakoBKW, BO3LEWCTBUM Tenna, Bnaru,
CO/IHEYHOr O CBETa, MOBbILIEHHbIX TEMMNepaTyp, OrHA, nonagaHnsa UCKp.

[onyckaeTcs wrabenvposaHve M3gennii B noTpebuTebCKOoM YNakoBke He 60/1ee YeTbipex psLoB.

11.2. YC/1OBNA TPAHCIOPTUPOBAHP1A

YCcnoBus TpaHCNOPTUPOBaHUS - npu TemnepaTtype oT +2C 1o +28 C 1M OTHOCMTENbHOM BNAXKHOCTY
BO3ayXa He 6onee 70 % B yCNOBUSX, UCK/OYAOLWMX AEACTBME NPSMbIX COTHEYHBIX NyYeld 1 Bnaru.

V3genve TpaHCNOpPTUPYIOT B 3aKPbITbIX TPAHCMOPTHLIX CPeAcTBaX BCEMM BUAAMW TPaAHCMOPTa,
obecreymBaroLLEro pernameHTMpyeMyto TemrepaTypy TPaHCMOPTMPOBaHUS, MO MpaBuiaM MepeBo3KM
rpy30B, AENCTBYIOLLMM Ha COOTBETCTBYHOLLEM BUAE TpaHCMopTa.
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Npy TPaHCMOPTMPOBAHWUM, OCYLUECTBNEHUM MOFPY3KU W BbIrPYy3KW WM3aenns A0MKHbI GbiTh
MPUHSATBI MePbI, NPeAOXPaHsIoLLVe Tapy OT MeXaHUYECKUX MOBPEXAEHWI, BO3ALACTBMS aTMOCHEPHbIX

0Ca/IKOB.
Morpy3o4Ho-pasrpy3oyHble  paboTbl MPU  CKNaAMPOBaHWM YNaKOBAHHOW NPOAYKLMU  [O/MKHbI

BbINo/HATLCA no MOCT 12.3.009.
Mocne otb6opa npobbl MN3genns TpaHCNOPTUPYIOT Npu TemnepaTtype npy TemnepaTtype oT +9 Ao
+28 C° - 48 yacos; npu Temnepatype oT +2 fo +8 G®- 120 yacos.

11.3. CPOK ITOAHOCTWU

CpoK rofHocTn roToBoro W3genua cocTaBndeT 2 rofja M WUCYUCNAETCA C daTbl NpoBefeHuA
pafvaunMoHHON cTepunu3aumy no (akTy NpuHATMA npodykumm 'TK npowssogutens. PagmaumoHHas
CTepunu3auna NpoBoAUTCA B TeueHue 1 Hefenu nocne U3roToBneHNa U3genus.

3pennd, TpaHcnopTupyemble M XpaHVBLUMECA C HapyLleHWeM pernameHTUpPOBaHHOIO pexuma,
NPUMEHEHWIO HE MOAJIEXAT.

W3genve nocne nepBOro BCKPbITUA BHYTPEHHEN YMakoBKW He MOASEXUT XPaHEHUO W AO/MKHO
ObITb 1CMNO/L30BAHO HE3aMEeL/INTEBLHO.

3pennsa ¢ UCTeKLMM CPOKOM FOAHOCTU K MPUMEHEHUIO HE OMYCKatoTCs.

12. TAPAHTUN N3TOTOBUTE/A

Pa3paboTyumK 1 Npon3BoOANTENb MEAULMHCKOTO U34eNns:

OO6LLECTBO C OrpaHNYeHHOW 0TBETCTBEHHOCTLIO «TEM» (OO0 «"EM»),

topuanyecknin agpec: Poceus, 127083, r. MockBa, yn. 8 MapTa, 4. |, cTp. 12, 3Tax 3, NOMeLLeHne
XXV- komHata U,

(hakTnyecknin agpec: Poccus, 127083, r. Mocksa, yn. 8 MapTa, 4. 1, cTp. 12, 3Tax 3, nomeLleHune
XXV- komHata U,

WHH 7714044006; Ten.. +7-495-612-43-12, +7-495-612-86-63, +7-495-787-66-09; hakc: +7-495-
612-40-81 , e-mail: sale@hemltd.ru.

13. CMOJIb3YEMbIE CUMBOJ1bl MNPV MAPKWPOBKE U3OAENNA
MapK1poBKa NpPobupKN; NHANBUAYaNbHOK N NOTPEOGUTENLCKO YNAKOBKM, YNAaKOBKY ANs NMPUHAAIEXHOCTE

npoBoAMTCA B cooTBeTCTBMU € N. 1.5.5-1.5.7 TY 20.59.52-029-17547866-2020. CumBO/bI, UCNOJb3yeMble NpU
MapKMpPOBKe, YKasaHbl B Tabnuue 3.

Tabnuua 3. CMMBOAbI, NUCNO/b3yeMble NPU MapPKNPOBKE

m] N3rotoBuTesnb

JaTta n3rotoesneHus

! 2 ! Mcnonb3oBaTtb 40

LOT Kog naptuu
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PagunaLnoHHas cTepuamn3aLus

He ncnonb3oBaTb NpY NOBPEXAEHUN YNAKOBKN

He gonyckatb BOBAGVICTBVIFI COJ/IHEYHOT O CBETa

bepeub OT Bnaru
Mpepen TemnepaTtypsbl
3anpeT Ha NOBTOPHOE NPUMEHEHNE
MeauunHCKOe nsgenve Ans AUarHoCcTUKM in vitro

O6paTnTECh K MHCTPYKLMU MO NPUMEHEHNIO

Homep no KaTanory
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