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Ccflj

MepeBoO ¢ amc\lln)cKoro A3biKa na pyccKuii

Ot «/i 1I-JJIANG BIOR1:AR BIOTI'CIINOLOGY CO., LTD.» («4>XK3L34AH BMO1>HAP
BMO TLXI FONTOAXWN KO., T A-»), 9 HOATHCPXAAK TOYHOCTb, NPaBUILHOCTb K
JocioBapiioci’b Hpcaoc rasncHoro gokymenTa.

YTBep 2022 T.
Moanucs/U an Jin

3"-npe3naeHT

MHCTPYKUMA no MPUMEHEHWIO
MEONUMHCKOIO U3AENTINA

"pebeHKa NakoHeuYnmnkoB ans marHntos DW, 6ecuBeTHas,
MONIMHPOHWIEHOBAsA, HECTEPUIbHAaA, COBMecTMMas ¢
aB3'oma’'l'manpoBaHHbIMY CUCTEMAMU BbifeNeHUA HYK/TEUMHOBbLIX KUC/OT,

B COCTaBe

[Bepcusa 28102022 oT 28 okTA6ps 2022 T.
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1. MaumenoBamunc n coctaB MEegULMHCKOIO U3enuna:

Fpe6eHKa HaKOHEYHNKOB Ans MarHutos DW, 6eCLI|BETHaFI, nosmnpornnneHoBas,
HeCTepunbHasda, COBMECTMMadA C aBTOMaTU3NPOBaHHbLIMWU CUCTEMaMW BblAENEHNA
HYKNENHOBLIX KUC/IOT, B COCTaBe

- rpebeHKa HaKOHEYHMKOB - 5 MakeToB Mo 2 LUTYKW B yNakoBke, 10 ynakoBOK B
KOpOOKe;
- WHCTPYKLMSA HO MPUMEHEHMNIO - 1 LT,

2. TokasaHua W wuUpolMBOMOKA3aHMA K UPUMENENNID MEAULUHCKOTO
n3pennsa.

MokasaHNa K NpUMEHEHNIO

«["pebeHKa HaKOHEeYHWKOB Ana MagHWUTOB DW, GecugeTHass, nonvnponuieHoBas,
HecTepu/ibHas, eOBMECTUMas .C aBTOMATU3NPOBaHHLIMU CUCTEMaMU BblAeNeHUs
HYK/TeMHOBbIX KWesnor, B COCTaBe» MoA/1eXUT 0AHOKPaTHOMY MCMO/b30BaHNIO MpU
MPOBeAEHNN aBTOMATUYECKOrO Bble/IEHNSt HYKNENHOBbIX KMUCMOT U3 /IK060ro TnHa
OMON0rMYecKoro MaTepuasna YenoBeka He3aB1CMMO OT OMNPeAesSeMOro ananmTa.

|/|pOTI/IBOHOKa3aHI/IFI K HOUMEHEHLLO, BOSMO>XHbIE No60YHbIE ABNEHNSA

11porvBOHOKa3aHNA K MPUMEHEHUIO, BO3MOXHble NoboYHbIe ABMEHUS B paMKax
YCraHOBJ/IEHHOIN0 HasHa4yeHnA OTCYTCTBYHOT.

3. MHdopmauus o norcnuHanbWbiX MNOrPcO6UTCAAX MEAMLMHCKOTO
n3genus.

loreHumanbilble  MOTPEOWUTENM -  MEPCOHAN  K/IMHMKO-AMArHOCTUYECKMX
naboparopuii  (cneumannctbl B 00M1aCTU  KAMHMYECKOW  nabopaTopHOiA
TUarHOCTUKN). 'TONbKO ANt NPOteCCUOHaNbHOI0 NPUMEHEHNS.

4., leXHHYecKwue XapaKrepnctmkun. OnuncaHne OCHOBHBbIX
dJyHKLl,l/IOHaﬂbeIX 3/1IEMEHIO B I'p66eHKI/I HaKOHEYHUNKOB.

Matepvan U3rotoB/ieHuns noaMNponuIeH
1(ser becLBeTHbIN
KonnyecTBO HaKOHEYHMKOB, LLIT. 96
C'repunb!tocTb HeCTepuILHO

MeauumHCKoe u3genve 6uonormyeckn wuHeptHo. CeoboaHo ot AHK, PHKas,
[OHKa3, nirnéutopos MLP.
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Pa3mepbl rpe6eHKN HaKOHEUHWKOB MpPUBEAEHbI Ha PUCYHKe 1

PrucyHoK 1- Pa3mMepbl rpebeHKM HaKOHEUYHMKOB, MM

5. Ma3navyenme MeAULMHCKOTO0 U3AeNUS, NMPUHLUUNbI AeNCTBUA M NOPSAA0K
npumenennss MeguULUUHCKUX U3LAeNUi

Ha3HayeHune

«["pebeHKa HaKOHEYHWMKOB ans marHutoB DW, 6GecuBeTHas, NoOMMNpPonmnneHoBas,
HEC repunbHasi, COBMECTUMasi C aBTOMAaTM3MPOBaHHbIMW CUCTEMaMW BblAeNeHUs
HYKNEMHOBLIX KWCMOT, B COCTaBe» MpefHa3HayeHa A5 pasMeLleHns Ha
Maruv ’Holi  TONoBE  COBMECTMMbIX aBTOMATM3MPOBAaHHbIX CUCTEM  OUUCTKM
HYKNEUHOBbIX  KWUCNOT W yAepXaHWs MarHWTHbIX 4acTuL, B  Mpouecce
OAHOBPEMEHHOM  MHOrOKaHa/lbHOM  00paboTkM  Guomatepuana  (MarHUTHOM
cenapauun) nNpu  UCNOMb30BaHUM  NyOOKONYHOUHbIX MaHweToB. W3genuve
npegHasHayeHO A4 O4HOPA30BOr0  MPUMEHEHWst  NPOKECCUOHAbHLIM
HoNb30o!LLrenieM npn NpoBeAeHNN AMarHOCTMYECKUX NpoLeayp in vitro.
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PYyUKWOWHbIE WNnavyenme

| pebeHKa HaKOHEYHMKOB Ans MarHuToB DW, 6ecuBeTHas, MoAMMpOnuieHoBas,
Hec'repu/ibHasi, COBMECTMMasi C aBTOMATU3MPOBaHHbLIMW CUCTEMaMW Bble/leHUs
HYK/IEMHOBbLIX KWC/OT, B COCTaBe, WCMOMb3YeTCAd B KAMHWUKO-AMArHOCTUYECKNX
naboparopunax B KayecTBe pacxOfHOro matepuana (BCMoMoraTe/lbHOro CpefcTsa)
Npv NPOBeAEeHNN ANAarHOCTMKM In Vitro.

MpTnwn geincTeuA

OT KauyecTBEHHOI 1 BOCMPOM3BOAMMOI OUUCTKM HYKNEUHOBBIX KUCMOT, GENKOB 1
KMNETOK 3aBUCUT YCMeX Mocneaytollero aHanmza. CUCTeMbl  BbleneHUs
HYK/IEMHOBbIX KUC/IOT 06eCneumBaroT KaueCTBEHHbIe Pe3ynbTaThl C MUHMMA/LHOV
3aTPaToOi BPEMEHM HA PYYHYH TOAFOTOBKY, MOMOras aBTOMATK3MPOBaThb
3HauM TeNbHYH YacTb paboyero MpoLecca.

[pPe6eHKN HAKOHEYHWUKOB, W3rOTOB/EHHbIE M3 MOMWMPONWUIEHa, YCTONUMBLI NpU
B3aMMOAENCTBMM C OMOMONEKYMaMU W MAealbHO MNOAXOAST Ans paboTbl C
MarHUTHbIMM  YacTuvuamu. 11pM  MCMoNMb30BaHUM  TPeGEHOK  HAKOHEYHWKOB,
eHeUManblK) pa3paboTaHHbIX /11 CUCTEM BbIAENEHUS HYKNEMHOBbIX KUCMOT,
3HAYMTENbHO MOBBILLIAETCA KAYECTBO BblAeneHNs 6ENKOB N HYKENHOBbIX KUCMOT U
BbIXOZ, LieNeBoro npogykta (CM. pUCYHOK 2).

B cuctemax BblAeNneHUA  HYK/EUHOBLIX KWUCMOT MarHUTHbIE CTEPXHU e
04HOPa30BbIMA HaKOHEYHMKaMW OCYLUECTBAAKOT C60p, nepeHoc 1N cmMewlnBaHNE
MarHUTHbIX YacCTuL.:

1) Kol'mla MarHUTHbIA CTEPXKEHb, PACMONOXEHHbIA BHYTPU HaKOHEYHWKa,
OMyCKaroT B PacTBOP, MarHUTHbIE LUAPMKM COBMPAOTCA Ha KOHLE HaKOHEYHMKa.

2) Korga HakOHEYHMK MOMELLAOT B NYHKM MaHLLETa, YacTuLbl 0CBOBOXAAKOTCA B
pe3ynbTaTe NepeMeLLeHNs MarHUTHBIX CTPEXHel M3 HaKOHEYHMKaL.

3) HakoHeYHMK 006/eryaeT CMmeLlnBaHue peakKTnBoB C 4acTuulaMWn, TOCKOJIbKY
MarHMTHadA ro/ioBKa ABMXKETCA BBEPX W BHUS.
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PyucyHoK 2 - 11lpnluyin AencTens

MopsaoK NPUMEHEHNS TPe6EeHOK NAaKOHEeY/LLIKOB.

MopsaaoK NpUMEHeHWs M3AeNUs NPUBEAEH B 3KCMJyaTaLMOHHOW AO0KYMeHTaLum
COBMEC TUMbIX C HIIM CUCTEM /191 BblAENEHNS1 HYK/IEUHOBBIX KUC/OT.

1lepen YCTaHOBKOW B [epaTenm CUCTEMbl CrefyeT OCMOTPeTb W3fenve Ha
OTcyic TBUE KaKWX-IM60 MOBPEXAEHNIA.

6. )K'Cllnya raymonnbie / YyHKLMNOHA/IbHbIE XapaKTEPUCTUKUN U METOAbI
KOH [ ponn.

6.1 CoBMeCTMMOCTb  IpebeHOK  HAKOHEYHMKOB C  COOTBETCTBYHLLUMMM
[epxatensamMym CUCTEMbI BblAeNeHUsA HYKNeNHOBbIX KUC/OT:

Fpe6eHKa HaKOHEYHMKOB [A0/DKHa CUMMMETPUYHO 3aXBaTbiBaTbCA C ABYX CTOPOH
JepxatenemMm cuctembd! BblAeNEHUS HYKIEUHOBbLIX KUCIOT U Ct)I/IKCI/IpOBaTbCFl B HEM
B Te4yeHne BCEro uukna BblAENEHNA HYKNENHOBLIX KWCAOT, MPOBEAEHHOM B
COOTBETCTBUWM C 3aflaHHbIM MPOTOKO/I0M 3KCTPaKLUMN.

Coo'TBe TCTBME OLeHMBaeTCcA Bu3yasibHO B 8-10 noBTopax npu paboTe Ha
COBMeEC'I'MMOI CMUCTEME BblfeNIeHN HYKNENHOBBIX KWC/IOT.

6.2 B3aumHas reomeTpuuyeckas COBMECTMMOCTb TFPEOEHOK HAKOHEYHMKOB U
Ny60KONYHOUHbIX MMIAHLIETOB:

11aKOHEUHUKW TPeBeHKM [OMKHbI CBOGOAHO MOrpyXKaTbCsi B COOTBETCTBYHOLLME
NYHKN nnaHweTta. FpebeHka HaKOHEYHMKOB, pPa3MellieHHast B NaHLeTe, J0/MKHa
pacrionaraTbCd B HeM 0e3 BWAMMOIO YKNOHA W CMeLleHUs. HaKOHEYHMKY
rpe6eHKN A0/MKHbI CBOOOIHO U3BNEKATLCS M3 IYHOK MaHLLeTa.

COOTBETCTBME OLIEHMBAETCA BM3YaslbHO NPV COBMELLEHNIN MNAHLLETOB N rpebeHoK
HaKOHEYHMKOB BPYYHYKO MpU TecTMpoBaHUM 8-10 LWITYK Kaxaonl eauHuupbI
NPOAYKLMN.

1pe6eHKN HaKOHEYHUKOB TFeOMETPUYECKM COBMECTUMbI C [/1yOOKO/TYHOUHbIMU
NNaHLWeTaMu, UMEKLWUMI pa3Mepbl, KOTOpble YKasaHbl Ha PUcyHke 3
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PUCyHOK 3 - Pa3MepHble XapaKTepuCcTMKN COBMECTUMbIX M/IaHLLETOB
I Ny60KO/TYHOUHbIX

6.3 ['eomeTpmyeckad COBMECTUMOCTb 1pe6eHOK HaKOHEYHMKOB C MarHUTHbIMU
ro/I0BKaMn CUC'TEMbI BbleNeHNA HYK/TEMHOBBLIX KUC/OT:

CTEPXKHW MarHUTHOM TOMOBKN CUCTEMbl BbIJENEHNS HYKNEMHOBbLIX KUCMOT
N0MKHbI GECHPEHSTCIBCHHO, Ha 3aaHHY0 B 3KCMJyaTalUyOHHOW [OKyMeHTaLuu
CUCTEMbI TNTyBUHY NOrPYXaTbCs B FPe6GEHKN HaKOHEUHIKOB.

CoorBercrase OLIEHVMBAeTCs Bu3yanbHO B 8-10 noBTOpax npu paboTe Ha
COBMECTVMOWA CMCTEME BbIIENEHNS| HYKNIEVHOBBIX KUC/OT.

6.4  YpaepxaHuWe MarHUTHbIX YacTWL, MPK 3KCniyaTalunm B CUCTEME BblAeNeHUs
HYKNENHOBbIX KUC/OT:

B HWKHeli 4aclu BCEX HAKOHEYHWKOB FPeBGeHKM MOC/e M3BMEYEHUS U3 JTYHOK
HMAHLLC'Ta, B KOTOPbIX COAEPXaNiC PacTBOP C MarHUTHBIMM YacTULAMK, AO/KEH
Obirb BUAVWMbIA HEBOOPYXKEHHbLIM [/1a30M PAaBHOMEPHO PacnpeAeneHHbIi HanerT,
VIMEIOLLMIA LIBEM MarHUTHbIX 4YacTWL, BXOAALMX B WUCMOMb3YEMYH) COBMECTUMYHO
CUCTeMY BblAENEHUS HYKNENHOBbIX KWACNOT.

111 3TOM XXMAKOC'Tb, KOTOPas OCTaeTCs B IYHKax NfaHLIeTa, fO/KHA UMETb LIBET
M Npo3pavyHOer WCXOAHOro (40 BHECeHWA MarHUTHbIX YacTul) pacTeopa.
JlonyckaeTca He3HauMTeNbHbIA (Mal03aMEeTHbIN 11a30M) 0CaA0K B eAVHUYHbIX (1-
10) nyHKax nnaHLweTa*.

Coorsercrame OLEHMBAETCA BM3yaslbHO npu TectMpoBaHum 10-20 npo6 B 3
HOB ropax. flonyckae Tca NpUCyTCTBUE ocadka B 1-2 NyHKax.
Mpbimeunnue:

* [p HeCOOTBETCTBUM AAHHOrO MOKasaTens ykasaHHbIM TPeGOBaHWAM HEO6XOAMMO MCKIUATH
HapyLLeHne paboTbl PYMKLMOHAYbHBIX MOAY/e MarHNTHO FONOBKM CUCTEMbI BblAENEHLUL HYKNEMHOBbIX
KUCNOT.
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6.5 Coxpaucnuc LeNoCTU CTEHOK TrpebeHOK HaKOHEYHWKOH B mpouecce
BblAENEHNA HYKNENHOBLIX KUC/OT:

Mo OKOHYaHWW UMKNa BblAENeHNA B HaKOHEYHMKaX [O/MKHbl OTCYTCTBOBATb
BUOUMBIE N1aBOM CNedbl XXNAKOCTW.

CooTBeTCTBME OLEHMBaeTCs BU3Ya/lbHO B 3 MnoBTOpPax.

7. MapkupoBKa.

Ha MapKMpoBKe YNaKoBOK (NMePBUYHON 1 TPAHCMOPTHO) 1CMONb3YHOTCA CUMBOSbI,
pacLUMpoBKa KOTOPbIX NPeAcTaBneHa B Tabnuue 1

Tabmmua 1

HanvmeHoBaHMe cuMmBOa CumBon

Kopg naptum LOT

Vicnonb3oBsart b go

3rotosu refib (HaMMeHOBaHWe 1 apec U3roToBUTENSA)

iJ
Jlara n3rotosneHus
3penve megnumMHCKOe Ans AnarHOCTUKK in Vitro 1UVD 1
3anpeT Ha HOB'TOPHOE NPUMeHeHMe ®
11c cnosb3oBaTh NPU HapyLLEHNN YNAaKOBKU (8)
bepeub oT Bnarv / CoXpaHATb B CyXOM COCTOSHMM
1le ponycka'l's BO3AENCTBUA CONMHEYHOro ceeTa / [epxaTb
BOAN OT MCTOYHWKOB Ternna
11penen TemnepaTypbl

'C

8. CpoOK rogHocTu.
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3roToBuTeNlb rapaHTUPYeT COOTBETCTBME W34eNM TPeboBaHMSM TEXHUYECKOM
AOKYMeHTaUuK. MapaHTUIAHbIA CPOK - 36 MECALIEB CO AHA NU3roTOB/EHWS,

9. [pamcuMoprvpouKa u xpaHeHue.

9.1 W3penue XpaHsT B TPAHCMOPTHOM YNakoBKe B 3aKPbITbIX YMCTbIX U CyXUX
CKNafCKMX MOMELLEHMSAX C 3alMTON OT nornagaHus Bnarv v NPsiMbIX COSMTHEYHbIX
Ny4eid, Ha PacCTOSHUM HC MeHee 1M OT HarpeBaTe/IbHbIX NPMOOPOB Ha CTesnaxax,
OTCTOALMX OT TM0Sida HC MeHee 4YeM Ha 5 CM B YCNOBMAX, WCKIKOYAKOLLMX
BO3JENCTBME arpeccuBHbIX cpef (KUCNOTHOW, LWENOYHON W Ap.), a Takxke
NErkoBOCMNIAMEHSIOLLNXCS W FOPHOUNX XXUAKOCTER npu Temnepatype oT 5 ao 30°C
B CYXOM MecTe.

9.2 V3pgenvie TpaHCMoOPTUPYKOT BCEMW BuAaMM TPaHCMNOpPTa B KPbIThbIX
rPaHCHOPTHbLIX CPefCcTBaX B COOTBETCTBUW C MpaBWiamn MepeBO30K py3O0B,
[EVCTBYIOLMMM Ha JaHHOM BuWAe TpaHcnopTa.

9.3 1l  XpaHeHWUN N TPaHCMOPTUPOBaHUN He  peKoMeHAyeTcs
LUITabennpoBaHne TPaHCMOPTHBIX YMAaKOBOK APYr Ha Apyra.

9.4 1l ponyckaeTcsi TPaHCMOPTUPOBaHME WU3fenns 6e3  TPaHCMOPTHOW
YNaKoBKMU.

9.5 Ycnosus oKpyXatoLel cpefbl Npy TPaHCNOPTUPOBKE:

- TeMneparypa Bo3gyxa oT MuHyc 40°C go 60°C,
- 0/ MOCT eflbHas BNa>KHOCTb BO3AyXa <95 %;
- armoc(|)cpnoe ;VHTeHnc 84,0-106,7 klMa.

10. Yl nnusaynn.

icnonb3oBaHHble M3AeNNs OTHOCATCA K aNUAEMMONOrMYECKME OMacHbIM OTXOZaM.
llenclionb3oBaHHble U30eNMS OTHOCATCA K 3NuMAemMmoniornyeckne 6e3onacHbIM
orxogam. YTunmsaums [O/MKHa MNPOBOAMTLCA B COOTBETCTBMM C MpaBuiaMu,
[EVCTBYIOLMMM Ha TEpPPUTOPUM CTpaHbl MNOTPebuTenss ¢ CoGMtOAeHNEM BCEX
YC'TanoB/ENMbIX OrpaHUYeHNn Ha MOMEHT YTUIN3aLMN.

li Poccuiickoin ®efepaummn yTunmnsaums nsgenns npomnsBoamTCs B COOTBETCTBUN C
rpcooBaHunsMn  CaHllvM  2.1.3684-21  «CaHWUTapHO-3NNLEMNOOTMYECKNE
I'peboBaHNA K COfepXKaHUO TeppUTOPUIA TOPOACKUX W CENbCKUX TMOCENEHNA, K
BOAHbIM  00beKTaM, MUTbLEBOM  BOAe W MUTLEBOMY  BOAOCHABXEHWIO,
aTMOC(epHOMY  BO3fyXy, MOYBaM,  >KWbIM  MOMELLEHWNAM,  3KCriyarTaumu
MPOVN3BOACTBEHHBIX, OOLLECTBEHHBLIX MOMELLEHWUIA, OpraHM3aLuMm 1 NPOBELEHUIO
CaHW'TapHO-HPO! ' IBO3HNACMNYECKMX (MpornakTUYecKnXx) MEPONPUATUIN».
OTxoapl cnegyeT yTUAN3MPOBaTbL Yepe3 opraHusaunn, UMerollne NULEH3NIO Ha
3TOT BUA Lles'TeNbIOCT.
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11. VicaiaimH no akcnsyatauun.

MpUMeHeHNe W3ACNA [O/MKHO OCYLUECTBNATLCA B COOTBETCTBUM C UHCTPYKLUMEN
HO MPVMMEHEHWIO CaMOro W3fenns M COBMECTUMbIX CUCTEM [N  BblaeseHns
HYKNEMHOBbLIX KWUCMOT, Hanpumep, Mpoueccop MarHUTHbIX YacTuL, 419 OYUCTKM
HYK/IEMHOBBIX KUC/OT, KNeToK 1 6enkoB KingFisher (PC3 2009/05562).

JonycTnmMble yCnoBmA aKcnayaTaunm:
'leMHepaTypa Bo3ayxa o1 5 go 30°C.

CnenyeT cobniofath MOPSAOK TPAHCMOPTUPOBAHUSA, XPaHEHMSt U MPUMEHEHNS,
N3NOXEHHbIA B UHC TPYKLMAX MO 3KCMyaTaLuu.

12, Mpe6onanum K FCXMHYCCKOMY  06CNYXMBaAUHIO M PEMOHTY
Mmen|lyTICKOL 0 nsgenus.
|/|3,£|,€]'II/IF| MeaAnUMHCKKNE MNOoJIMMEPHbLIE pacxogHbie COBMeCTUMbIE C
dBTOMaTU3NPOBaHHbIMA CUCTEMaMW BbIAENEHNA HYKNENHOBbLIX KWC/OT ABAAKOTCA
n3gennamMmn  OAHOKPATHOINro npuMMeEHEHUs, TEXHUYECKOMY OGCJ'Iy)KI/IBaHI/IlO He
no/exar.

13. MpumeHdAeMble c3anjapThl.

Csaunpgaps HanmMmeHoBaHue ciangaps a

N3penna meguumHcekue. CUCTeMbl ynpaBieHus
KayecTBOM. TpeboBaHUsA ANs Leneit perynmpoBaHms
MeavupnHckme ngenns. NMprumeHeHne MeHeKMeHTa
pUCKa K MeAULMHCKUM N3eNNsAM
MegamumHckme nsgenms. CUMBObI, UCMOMb3yeMble C
ISO 15223-1 NHhopMaLmein, NpeaoCcTaBISAEMO NPON3BOAUTENEM.
Yac b 1 O6Lme TpeboBaHUS
N3penna meguumHCKme Ana AMarHocTUKK in vitro.
liN 1SO 23640 OueHKa CTabunbHOCTN peareHToB A/19 ANarHOCTMKK in
vitro
/1,vpekTrBa 98/79 / EC EBpONenCKOro napiameHTa u
\iC Directive 98/79/IrC coBeTa 0T 27 OKTA6pA 1998 r. 0 MeAULNHCKNX
n3nennax onsa AMarHOCTUKM in vitro

ISO 13485

ISO 14971

14.MpowusBoausenb MeAULWHCKOIO N3fenng:

«ZI liniANG BIOREAR BIOTECHNOLOGY CO., LTD.»
(«WHKO1 [LL | BMOPE.AP BUOTEXHONOMKMN KO., TTA,»)

Apapec upoussoansens [MegULUUHCKOTFO MU3Aenuns:
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Isl I'loor, Building 2, N0.3535, Linggongtang Road, Nanhu district, Jiaxing,
Zhejiang, China / 1 3tax, 3gaHuve 2, N0.3535, Jluttourram Poyg, HaHxy
AncTpukT, Dxmakenur, Xermpkanr, Kutait

Tenedon: | 86 057382618891
3nekuy pouHaun Houra: Salcs@biorcar.com

15. Y NOTHOMOYEHHbII HpegerannTenb NPoOM3BOAMN FENn:

OO6LLUeCTBO C  OrpaHMYeHHON  OTBETCTBEHHOCTbIO  «Kocmodtapm» (OO0

«Kocmothapm»)

Appec ynonHOMOYEHHOro HpegeraBsurenn TnMpPou3BOAUTENA MEAULMNHCKOTO
v3/lenlliv:

107076, r. MockBa, yn. CTpoMbIHKa, 4. 19, KOpH. 2, nomeLleHne 128, komHaTta 7
Tenedon: 47 (495) 644-00-31 -

9nekrponnan nouta: olTicc@cosmopharm.ru
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Translationfrom English into Russian

I'om /1 11{11ANG BIORI'AR BIOTRCIINOLOGY CO., LTD. ("ZHEJIANG BIOREAR
BIO ri'CI INOI.OGY CO., LTD."), I certify that the document provided is accurate, correct and
\alid.

~JooTeoTJS
Approj™rf; Oclober'~K 2022

Signalure/Name:

PosTSanrVisbPresfeni

INSTRUCTIONS FOR USE OF
THE MEDICAL DEVICE

Tip comb for DW magnets, clear, polypropylene, non-slerilc, compatible

with automated nucleic acid extraction systems, in the assortment

Version 28102022 dated October 28, 2022
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1. Name and composition of the medical device:

Tip comb for DW magnets, clear,, polypropylene, non-slerile, compatible with
automated nucleic acid extraction systems , including

- comb oftips - 5 packs of'2 pieces per pack, 10 packs per box;
- instructions lor use - 1pc.

2. Indications and contraindications for the use of a medical device.

Indications for use

| he tip comb for DW magnets, colorless, polypropylene, non-sterile, compatible
with automated nucleic acid extraction systems , in the assortment” is to be used
once when performing automatic extraction of nucleic acids from any type of
human biological material, regardless of the analyte being determined .

Contraindications for use, possible side effects

There are no contraindications for use, possible side effects within the established
purpose.

3. Information about potential consumers of a medical product.

Potential consumers are the personnel of clinical diagnostic laboratories
(specialists in the field of clinical laboratory diagnostics). For professional use only.

4. Specifications. Description of the main functional elements of the comb

of tips.
Production material polypropylene
Color colorless
Number oftips, pcs. 96
non- sterile

fhe medical product is biologically inert. Free from DNA, RNases , DNases , PCR
inhibitors.

fhe dimensions of the comb of the tips are shown in Figure
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igure 1- Dimensions of the comb of tips, mm

5. Purpose of the medical device, principles of operation and procedure
for the use of medical devices

Inieniled use

"Comb of lips for DW magnets, colorless, polypropylene, non-slerile, compatible
with aulomated systems for the extraction of nucleic acids, as a part" is intended
for placement on the magnetic head of compatible automated systems for
purification of nucleic acids and retention of magnetic particles in the process of
simultaneous multichannel processing of biomaterial (magnetic separation) when
using deep well plates. The product is intended for single use by a professional
user when performing diagnostic procedures in vitro .

Functional use

fip comb lor DW magnets, colorless, polypropylene, non-sterile, compatible with
automated nucleic acid extraction systems, as a part, used in clinical diagnostic
laboratories as a consumable (auxiliary) for diagnostics in vitro .
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Operatim” principle

The success of the subsequent analysis* depends on the qualitative and reproducible
purification of nucleic acids, proteins and cells. Nucleic acid extraction systems
provide quality results with minimal manual preparation time, helping to automate
much of your workllow.

Tip combs made of polypropylene are resistant to biomolecules and are ideal for
working with magnetic particles. When using tip combs specially designed for
nucleic acid extraction systems, the quality of protein and nucleic acid extraction
and the yield ol'thc target product are significantly improved (see Figure 2).

In nucleic acid extraction systems, magnetic rods with disposable tips collect,
transfer and mix magnetic particles:

1) When the magnetic rod located inside the tip is lowered into the solution, the
magnetic balls are collected at the end of the tip.

2) When the tip is placed in the wells of the plate, particles arc released as the
magnetic bars move out of the tip,

3) The tip makes it easier to mix reagents with particles as the magnetic head
moves up and down.

‘igurc 2 - Principle of operation

The order of application of tip comb.

Refer to the instructions for use of the product for compatible nucleic acid
extraction systems.

Before installation in the system holders, inspect the product for any damage.

6. Operational / functional characteristics and methods of control.
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6.1 Compatibility of tip combs with corresponding nucleic acid extraction
system holders ;

The comb of tips should be symmetrically captured from both sides by the holder
of the nucleic acid extraction system:and fixed in it during the entire cycle of
nucleic acid extraction carried out in accordance with the specified extraction
protocol.

Compliance is assessed visually in 8-10 repetitions when running on a compatible
nucleic acid isolation system.

6.2  Mutual geometric compatibility of tip combs and deep well plates;

The comb tips should be free to dip into the appropriate wells of the plate. The
comb of tips placed in the tablet should be located in it without a visible slope and
displacement. The comb tips should be free to remove from the wells of the plate.

Compliance is assessed visually by manually aligning plates and combs of tips by
testing 8-10 pieces of each product.

The tip combs are geometrically compatible with deep well plates having the
dimensions shown in Ifigure 3:

Figure 3 - Dimensional characteristics of compatible deep well plates

6.3 Geometric compatibility of tip combs with magnetic heads of the nucleic
acid extraction system :

The rods of the magnetic head of the system for extracting nucleic acids must
freely, lo the depth specified in the operational documentation of the system, be
immersed in the combs of the tips.

Compliance is assessed visually in 8-10 repetitions when running on a compatible
nucleic acid isolation system.

6.4 Retention of magnetic particles during operation in a nucleic acid extraction
system :
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The underside of all comb tips, when removed from the wells of the plate, which
contained the solution with magnetic particles, should be visible to the naked eye
evenly distributed coating, having the color of the magnetic particles included in
the compatible nucleic acid extraction system used .

In this case, the liquid that remains in the wells of the plate should have the color
and transparency of the original (before the introduction of magnetic particles)
solution. J1 slight (hardly visible to the eye) sediment is allowed in single (1-10)
wells of the tablet *.

Compliance is assessed visually by testing 10-20 samples in 3 repetitions. I'hc
presence of sediment in 1-2 wells is allowed.

Sote:

* Ifihis inciiccuor docs not meet the specified requirements, it is necessary to exclude the malfunction of
the functional modules ofthe magnetic head ofthe nucleic acid extraction system.

6.5 Preservation of the integrity of the walls of the combs of the tips during the
extraction of nucleic acids:

At the end of the extraction cycle, the tips should be free of visible traces of liquid.
Compliance is assessed visually in 3 repetitions.

7. Markin».

On the labeling of packages (primary and transport), symbols are used, the
decoding ol'which is presented in table 1

fable 1

Symbol name Symbol

Batch code LOT

Use up to

Manufacturer (name and address of manufacturer)

Date of manufacture (

Medical device for diagnostics in vitro IVD

I Reuse prohibition
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Symbol name Symbol

Do not use if packaging is broken

Protect Irom moisture / Keep dry

Avoid exposure to sunlight / Keep away from heat sources
v A

femperalure limit

8. Kxpiry date.

The manufaclurcr guarantees the conformity of products to the requirements of
technical documentation. Warranty period - 36 months from the date of
manu facturc.

9. [I'ransportation and storage.

9.1 The product is stored in a transport package in closed, clean and dry
warehouses protected from moisture and direct sunlight, at a distance of at least 1
m from heating devices on racks at least 5 cm from the floor in conditions that
exclude the impact of aggressive environments (acidic, alkaline, etc.), as well as
Ilammable and combustible liquids at a temperature of 5to 30 ° C in a dry place.

9.2 'The product is transported by all means of transport in covered vehicles in
accordance with the rules for the carriage of goods in force for this type of
transport.

9.3 During storage and transportation, it is not recommended to stack transport
packages on top of each other.

9.4 It is not allowed to transport the product without transport packaging.
9.5 luwironmental conditions during transportation:

- air temperature from minus 40°C to 60°C,
- relative air humidity < 95 %;

- atmospheric pressure 84.0-106.7 kPa.

10. Disposal.

Used products arc classified as cpidemiologically hazardous waste. Unused
products are cpidemiologically safe waste. Disposal must be carried out iIn
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accordance with the rules in force in the country of the consumer, observing all
established restrictions at the time of disposal.

In the Russian federation, the product is disposed of in accordance with the
requirements of SanPiN 2.1.3684-21 “Sanitary and epidemiological requirements
for the maintenance of territories of urban and rural settlements, for water bodies,
drinking water and drinking water supply, atmospheric air, soils, residential
premises, operation of industrial, public premises, organization and
implementation of sanitary and anti-epidemic (preventive) measures. Waste should
be disposed of through organizations licensed for this type of activity.

11. Instructions for use.

fhe use of the product must be carried out in accordance with the instructions for
use of the product itself and compatible systems for the extraction of nucleic acids,
Ior example, the KingFisher Magnetic Particle Processor for Purification oi'
Nucleic Acids, Cells and Proteinsf FSZ 2009/05562).

Permissible operating conditions:
Air temperature from 5 to 30°C.

The order of transportation, storage and use, set out in the instructions for use,
must be observed.

12. Requirements for the maintenance and repair of a medical device.
Medical polymer consumable products compatible with automated nucleic acid
extraction systems arc single-use products that are not subject to maintenance.

13. Applicable standards.

Standard Name of the standard

Medical products. Quality management systems.
Requirements for Regulatory Purposes

Medical products. Application of risk management to
medical devices

Medical products. Symbols used with information
ISO 15223-1 provided by the manufacturer. Part 1 General
requirements

Medical products for in vitro diagnostics. Evaluation
of the stability of reagents for in vitro diagnostics
Directive 98/79/ EC of the European Parliament and
HC Directive 98/79/EC of the Council of 27 October 1998 on medical devices
for in -diagnosis vitro

ISO 13485

ISO 14971

HN IS 0 23640
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14.Mt4lical device manufacturer:

/1 lilJIANG BIORIIHAR BIOTECHNOLOGY CO., LTO.
("ZHEJIANG BIOREAR BIOTECHNOLOGY CO., LTD.")

Address of the manufacturer of the medical device:

1st  I'loor , Building 2, N0.3535 , Linggongtang Road , Nanhu district, Jiaxing ,
Zhejiang , China / | I’loor, Building 2, No .3535, Linggongtan Road, Nanhu
District, jiaxing, Zhejiang, China

Phone: f-86 057382618891
Email: sales@biorear.com

15. Authorized representative of the manufacturer:
Cosmofarm Limited Liability Company (Cosmofarm LLC)

Address of the authorized representative of the manufacturer of the medical
device:

107076, Moscow, st. Stromynka, 19, bldg. 2, room 128, room 7
1elephone; M (495) 644-00-31
Email: orrice@cosmopharm.ru
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/ MepeBoA C aHINNIACKOI0 U KUTANCKOr0 A3bIKOB Ha PYCCKUI SA3bIK

CepTudukar

[NoroTun/CCFIT Kutaiickuii KOMUTET COAENCTBUA Pa3BUTUIO MEXKAYHaPOAHOM TOPros/m

KuTalicknii KOMUTET COAENCTBUS Pa3BUTUIO MEXAYHAPOAHOM TOproBan n MexayHapoaHas
Toprosas nanata Kntas
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| OT «ZHEJIANG BIOREAR BIOTECHNOLOGY CO., LTD.» («4>K3LU3AH BNOPEAP
BUOTEXHONOOKN KO., NTA.»), 4 NoATBEP)KAA TOYHOCTb, NMPaBU/IbHOCTb U
[OCTOBEPHOCTb MPefoCTaB/IEHHOI0 AOKYMEHTA.
[OmumansHas nedaTs/O00 " WK3L3AH BMOPEAP BUOTEXHOIOAKU KO., TA." *33040210056406

YTBepXAeHo: 28 okTA6ps 2022 T.

Mognuce/Nms: ( Brnan Jln )

JO/MmKHOCTL: Buue-npe3ngeHT

WHCTPYKUWA no MPUMEHEHWIO
MEAULIMHCKOIO U3AENSA

(pebeHKa HAKOHEUYHMKOB /191 MarHMToB DW, GecLBeTHas,
NONMNPONUIEHOBas, HECTEPU/IbHAs, COBMECTUMAS C
aBTOMaTU3NPOBaHHbLIMK CUCTEMAMM BblAeNeHNS HYKNENHOBbIX KUC/OT,

B COCTaBe€

Bepcusa 28102022 ot 28 okTa6pa 2022 T.
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1. HanmeHoBaHuMe 1 cocTaB MeAULMHCKOro U3fenns:

MpebeHKa HAKOHEYHWKOB ANnst MarHutoB DW, GecuBeTHas, MO/MMPONU/IEHOBaS,
HecTepu/ibHas, COBMeCTMMasi C aBTOMAaTU3MPOBAHHLIMW CUCTEMaMMK BblAe/eHMs
HYKNENHOBbIX KUCMOT, B COCTaBe

- rpe6eHKa HAKOHEYHUKOB - 5 MaKeToB MO 2 LWITYKM B ynakoBKe, 10 ynakoBOK B
KOpOoOKe;
- UHCTPYKLUMS NO NPUMEHEHMIO - 1 WT.

2. MokasaHMs W MNPOTMBOMOKA3aHUSA K MNPUMEHEHWUIO MeAULMHCKOrO
n3aenus.

NMoka3zaHnA K NPUMEHEHUIO

«pe6eHKa HaKOHEYHMKOB Ana MarHutoB DW, GecuBeTHasl, nMo/vMnponusieHoBas,
HeCcTepu/bHasi, COBMECTUMAasi C aBTOMaTU3MPOBAHHbIMW CUCTEMaMK BblAeNeHNS
HYK/IEMHOBbIX KWUCMOT, B COCTaBe» MOAEXMNT OJHOKPATHOMY MCMOMb30BaHMIO Npu
NpoBeAeHNN aBTOMATUUYECKOrO BblleNIeHUSI HYK/IEMHOBbIX KUCMOT M3 Nt060ro Tnna
61M0N0rMYeCKOro MaTepumasna YyesioBeKa He3aBUCUMO OT OMpeaesiieMOro aHanuTa.

NMpoTmBONOKasaHUA K NPUMEHEHUIO, BO3MO>KHbIE NO60OYHbIE SIBNEHUSA

MpoTMBONOKasaHNA K MPUMEHEHWUIO, BO3MOXHble no6o4YHbIe SABNEHUS B paMKax
YCTaHOB/IEHHOI0 Ha3Ha4yYeHUNA OTCYTCTBYIOT.

3. ViHopmaums 0 MOTeHUMasbHbIX  MOTPEOMTENSIX  MeAULMHCKOro
n3aenus.

MoTeHUManbHble  noTpebuTenn - nepcoHan  K/AWMHWUKO-ANATHOCTUYECKMX
nabopatopuii  (cneymanucTbl B 06/1aCTM  K/IMHWYECKO  nabopaTopHO
ANArHOCTMKK). TOoNbKO A8 NpoecCUOHaNbHOI0 NPUMEHEHNS.

4. TexHun4yecKue XapaKTEPUCTUKN. OnucaHwne OCHOBHbIX
(PYHKLUMNOHANBbHbIX 3/IEMEHTOB FpebeHKN HaKOHEYHMKOB.

MaTepuan n3rotToBneHns NoNMNPONUeH
LiBeT becyBeTHbIN
KonnyecTBO HAKOHEYHWUKOB, LLIT. 96
CTepunbHOCTb HecTepuabLHO

MeguunHckoe wu3genne 6MoNorMyeckn uHepTtHo. Csob6ogHo oT AHK, PHKas,
OHKa3s, nirnéutopos MLP.
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Pa3Mepbl rpe6eHKN HAKOHEYHMKOB NPUBeAeHbl Ha pUCYHKe 1.
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PucyHok 1- Pa3mepbl rpe6eHKN HaKOHEYHUKOB, MM

5. HasHaueHWe MeauLIMHCKOro W3Aenunsi, MPUHLUMNbI AeACTBMA U NOPsSaoK
NPUMEHEHNST MeANLMHCKMX U3aennii

Ha3HaueHune

«["pebeHKa HaKOHEYHWKOB ANnA marHuToB DW, GecuBeTHas, MonvMnponuieHoBas,
HecTepu/ibHas, COBMecTMMas C aBTOMAaTM3MPOBAHHbIMU CUCTEMaMW BblAeNeHUSA
HYK/IEMHOBbBIX KWUCNOT, B CcOCTaBe» MnpeAHasHadeHa fANa pasMeleHnsa Ha
MarHUTHOW rofioBe COBMECTUMbIX aBTOMaTU3MPOBAHHbIX CUCTEM  OYUCTKMU
HYK/IEMHOBbLIX  KWUCMIOT W yAepXaHWA  MarHuUTHbIX 4YacTuy B npoLlecce
OfJHOBPEMEHHOW  MHOroKaHanbHOW 06paboTKn 6GuomaTepmana (MarHUTHOM
cenapauum) nNpuv  UCNONb30BaAHMM TNYOOKONYHOUHbLIX NaHWeToB. W3genuve
npefHasHadeHo ans 0HOPa30BOro NPUMEHEHUS npogeccuoHanbHbIM
nosib3oBaTesIeM Mpu NPOBeAeHUN AMarHOCTMYeCKUX npoueayp in vitro.
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(hYHKLUMOHANbHOE Ha3HaueHue

"pebeHKa HaKOHEeYHWKOB A1 MarHuToB DW, 6ecuBeTHas, noannponuaeHoBas,
HecTepusibHasa, COBMecTUMasi C aBTOMaTU3NPOBAHHbLIMW CUCTEMaMW BblAeNeHUA
HYK/IEMHOBbLIX KWUC/IOT, B COCTaBe, MCMO/Ib3yeTCA B K/AWHUKO-ANATHOCTUYECKUX
nabopaTtopmax B KayeCcTBe pacxofHOro martepuana (BCMOMOraTe/lbHOro CpeAcTBa)
npu NpoBeAeHNN GUarHOCTUKMK in Vitro.

MpuHUMN AencTBms

OT KauyecTBEHHON U BOCI'IpOI/I3BO,U,I/IMOI7I OYNCTKWN HYKNEWNHOBbLIX KWUC/OT, 0e1KOB U
KNeTOK 3aBUCUT ycnex nocreaylowero adHanmsa. CucTembl  BblfeneHuns
HYKNENHOBbLIX KUC/OT obecneymBaldT KauyeCTBEHHbIE pesynbTaTthbl C MUHUMAa/TIbHOW
3aTpaToli BPeMeHM Ha py4yHyl0 MOATOTOBKY, MoMOras aBTOMaTU3MpoBaTb
3HAYMTENbHYI0 YacTb paboyero npotecca.

Mpe6eHKN HaKOHEYHWKOB, M3roTOB/IEHHbIE M3 MOMMUMPONUAEHA, YCTOMUMBbLI NpU
B3aMMOJENCTBUM C GUOMOMEKYylaMM W WAeanbHO MNoAXoAAT ANns paboTbl C
MarHUTHbIMW  YacTuuamu. [pu  MCMNONb30BaHMM  TFPe6eHOK HAKOHEUYHMKOB,
cneumanbHo paspaboTaHHbIX AN CUCTEM BblENIEHUS HYKNEUHOBbLIX KWUCMOT,
3HAUNTENbHO MOBbILLIAETCS KAuyeCTBO BbIAE/EHNS GE/TKOB U HYKNEUHOBbIX KUCMOT U
BbIXO/ Lle/IeBOro NpoAyKTa (CM. PUCYHOK 2).

B cuctemax BblgenleHUA HYK/EMHOBbIX KWUCNOT MarHUTHble CTEPXHU C
0AHOpPa3oBbiIMN HaKOHEYHMKaMW OCYLLECTBAAIOT C60p, nepeHoc n cMewnBaHuMe
MarHMTHbIX 4YacTuL:

1) Korga MarHUTHbIA CTEpPXeHb, PacMnoJIOXKEHHbIA BHYTPU HAKOHEYHWKA,
OMyCKalT B pacTBOP, MarHUTHbIE LLUAPUKM COOMPAIOTCH Ha KOHLLe HAKOHEYHMKaA.

2) Korpa HaKOHeYHMK MOMeLLalT B IYHKM MaHLWeTa, YacTuLbl 0CBO6OXAaOTCS B
pe3ynbTaTe NepemMeLleHNss MarHUTHbIX CTPEXHeN 13 HaKOHeYHMKa.

3) HakoHeYHWK o6neryaeT CMellMBaHWe PeaKTUBOB C 4YacTULAMMK, MOCKOMbKY
MarHUTHasi ro/I0BKa ABUXXETCS BBEPX U BHU3.
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PUCYHOK 2 - TpuHUMN geincTens

MopsiioK NpYMeHeHUs Tpe6eHOK HaKOHEYHMKOB.

MopAagoK NPUMeHeHUs U3fenna NpuBeaeH B 3KCﬂﬂyaTaLLMOHHOVI JOKYMEHTaLU NN
COBMECTUMBbIX C HAM CUCTEM ONA BblAeNeHNA HYKNENHOBbLIX KNACMOT.

Mepes ycTaHOBKOIM B fepXaTeiu CUCTEMbl CrefyeT OCMOTPeTb W3fAeNnne Ha
OTCYTCTBME KaKMX-TNBO MOBPEXAEHUNA,

6. OKcnnyaTauMoHHble / (hyHKLUMOHA/bHbIE XapaKTEPUCTUKMA U METObI
KOHTPONS.

6.1 CoBMecTUMOCTb Fpe6eHOK HaKOHEYHUNKOB c COOTBETCTBYHOLWNMHN
pep>xatenamMmm CUCTeEMbI BblAaeNeHNA HYK/TEMHOBbLIX KUC/OT!

Fpe6eHKa HaKOHEYHUKOB AOJ/TXXHa CUMMETPUYHO 3axBaTbliBaTbCA C ABYX CTOPOH
jepxxatenem CUCTEMbI BblAENEHNA HYKNEUHOBBLIX KUC/IOT U (pVIKCVIpOBaTbCFI B HEM
B TedyeHue BCero uumkKsia BblaeneHnAa HYKNENHOBbLIX KWC/I0T, MpPoBegeHHOM B
COOTBETCTBUMN C 3afaHHbIM MPOTOKO/IOM 3KCTpPaKunn.

CooTBeTCTBME OUEHMBaeTCA Bu3lyalbHO B 8-10 noBTopax npu paboTe Ha
COBMECTUMOW CUCTEME BbIfe/IEHNA HYK/TIEMHOBbIX KUC/OT.

6.2 Bs3aummMHasi reomeTpuyeckass COBMECTUMOCTb FpPe6eHOK HaKOHEUYHWKOB MU
rNy60KONYHOUYHbIX MIAHLLETOB:

HakoHeYHMKN TpebeHKM A0MXKHbI CBOGOAHO MOrpyXaTbCA B COOTBETCTBYHOLLME
NYHKM nnaHweTa. Fpe6eHKa HAaKOHEYHMKOB, pa3mellleHHass B MaHLIeTe, A0/HKHA
pacnonaraTeC B Hem 6€3 BWAMMOr0 YK/OHA W CMeleHNss. HaKoHeUYHUKU
rpe6eHKN fOMKHbI CBOGOAHO M3BMNEKATbCA M3 NYHOK MaHLLIeTa.

COo0TBETCTBUE OLEHMBAETCA BU3yaslbHO NPV COBMELLLEHMUW MaHLLIETOB U rpe6eHoK
HaKOHEYHWKOB BPYUHYI MNpu TecTUpoBaHMM 8-10 WTYK Kaxaon eanHULbI
NpoayKumMu.

[pe6eHKN HAKOHEYHMKOB TeOMETPMUUYECKU COBMECTUMMbI C [/ly6OKOYHOYHBIMU
nAaHLWeTaMn, UMELWMMMN pa3sMepbl, KOTOpbIe YKasaHbl Ha PUCyHKe 3:
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PucyHok 3 - Pa3mepHble XapaKTePUCTUKN COBMECTUMbIX MJ1aHLLETOB
rNy60KO/TYHOUHbIX

6.3 [TeomeTpuyeckas COBMECTUMOCTb Fpe6eHOK HaKOHEYHNKOB C MarHUTHbIMU
ronroBkaMmn CUCTeMbl BblgeNneHNA HYKNENHOBbLIX KUC/IOT:

CTEPXHWU MArHWTHOM TOMOBKWU CUCTEMbl BbIJeNEeHUSS HYKIEMHOBbIX KUCIOT
[OMKHbI 6ecnpenaTCTBEHHO, Ha 3afaHHYH B 9KCM/AyaTaLWOHHOW AOKYMeHTaLuu
CUCTeMbIl FTy6MHY NOrpyXaTbCa B rpe6eHKN HAKOHEUYHUWKOB.

CooTBeTCTBME OUeHMBaeTCcd Bu3yaslbHO B 8-10 noBTopax npu paboTe Ha
COBMECTMMOM CUCTEME BbleNEHNSA HYK/TEMHOBbIX KUC/OT.

6.4 YpepXaHue MarHUTHbIX 4acTul, NPU 3KcnayaTauunm B CUCTEMe Bblfe/eHNS
HYK/IEMHOBbIX KWCMOT:

B HWXHel 4acTu BCeX HAKOHEYHUKOB rpebeHKW Moc/e W3B/IeYeHUS U3 NIYHOK
nnaHLWeTa, B KOTOPbIX COAEpPXXancs pacTBOP C MarHUTHbIMW YacTuLaMu, LOSDKeH
ObiTb BMAWUMbIA HEBOOPY>XEHHbIM [/1a30M PaBHOMEPHO pacnpejesieHHblli Hanert,
UMEKLLNIA LUBET MarHUTHbIX 4YacTul, BXOASLWMX B MCMNONb3YeEMYH COBMECTUMYHO
CUCTEMY BbIAENIEHNS HYKNENHOBbIX KUC/OT.

Mpn 3TOM XMAKOCTb, KOTOPasi 0CTaeTCca B IYHKaX NAaHWeTa, 4O/IKHA UMeTb LBET
M MpPOo3payHOCTb WCXOLHOro (40 BHECEeHWA MAarHWTHbIX 4YacTul) pacTBopa.
[lonyckaeTcs He3HauyUTeslbHbIA (Mano3aMeTHbIN rnasoM) ocafoK B eAUHUYHbIX (1-
10) nyHKax nnadwertax*.

CooTBeTCTBME OLEHMBAETCA BU3yanlbHO nNpu TecTupoBaHuu 10-20 npo6 B 3
nosTtopax. [lonyckaeTca NpuUcyTcTBue ocagka B 1-2 nyHKax.
MpumeyaHue:

* Mpu HECOOTBETCTBAN [AHHOIO NOKazaTens ykasaHHbIM Tpe6oBaHUAM HEO6XOAUMO WCKINKUYNTb
HapylweHue paboThbl PYHKLNOHANbHBIX MOAYNEA MArHUTHON TONOBKU CUCTEMbI Bbl[NEHNSA HYKNEUHOBIX

KUCNoT.
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/| WN3rotoBuTeNb rapaHTUpPyeT COOTBETCTBME W3A4eNMA TpeboBaHMAM TEeXHUUYECKOW
AOKYMeHTaunun. MapaHTUAHbIN CPOK - 36 MecsueB CO AHS U3FOTOB/IEHUS.

9. TpaHcnopTMpOBKa U XpaHeHWe.

9.1 M3genve xpaHSAT B TPAHCMOPTHOW YNaKoBKe B 3aKPbITbIX YMCTbIX U CYXMX
CKNaACKMX MOMELeHNAX C 3alMTONn OT nonagaHus Brarn nU NpPsmbIX CONTHEYHbIX
Ny4ei, Ha pacCTOAHUM He MeHee 1 M OT HarpeBaTe/ibHbIX NPUBOPOB Ha cTenaxax,
OTCTOALWMX OT Mosla He MeHee YeM Ha 5 CM B YCNOBUAX, WCK/IKOYaKOLWKUX
BO34eNCTBME arpecCMBHbIX cpef (KUC/IOTHOW, LWeM0YHON W Ap.), a TakKxe
NEerkoBOCM/TAMEHSOLNXCA M FOPOYNX XUAKOCTe npn TemnepaTtype ot 5 go 30°C
B CYXOM MecTe.

9.2 N3penve TpaHCNOPTMPYOT BCEMW BUAAMW TpaHCcNopTa B  KPbITbIX
TPAHCNOPTHbLIX CpeAcTBaX B COOTBETCTBUM C MpaBuIamMu MNepeBO30K [pPYy30B,
[EeNCTBYOLW MMM Ha JAHHOM BUAe TpaHcnopTa.

9.3 Mpwu XpaHeHUM M TPaHCNOPTUPOBAHMWM He peKoMeHayeTcs
lTabennpoBaHne TPAHCMNOPTHBIX YNAKOBOK APYT Ha Apyra.

9.4 He ponyckaeTcss TpaHCropTUpoBaHuMe wu3genvst 6e3  TPaHCMOPTHON
YMaKOBKMW.

9.5 YcnoBusa oKpyxatlLlen cpefbl NpU TPaHCMOPTUPOBKE;

- TemnepaTypa Bo3gyxa 0T MuHyc 40°C po 60°C,
- OTHOCUTENIbHAsA BNaXXHOCTb BO34yXxa < 95 9;
- aTMochepHoe gaBrieHune 84,0-106,7 Klla.

10.  YTunusauus.

icnonb30BaHHbIE U3AENMNA OTHOCATCA K 3NUAEMUOIOTMYECKMEe ONacHbIM 0TX0aM.
Hencnonb3oBaHHble W3AeNNSA OTHOCATCS K 3MNUAEMMOMOrMYeckne 6e30MacHbIM
0TX04aM. YTUnusauus [O/KHA MpOBOAUTLCS B COOTBETCTBMW C NpaBuiamu,
[eACTBYIOLWMMN Ha TeppuTOpPUM CTpaHbl MNOTPe6uTens ¢ cobntogeHnemMm BcCex
YCTAHOB/IEHHbIX OFPaHUYEHU HA MOMEHT YTUM3aALMN.

B Poccuiickon ®degepaunmn yTunmsayma m3genna nponsBognuTcs B COOTBETCTBUN C
TpeboBaHNAMM CaHlluH 2.1.3684-21 «CaHUTapHo-anuageMmonorn4yecKkue
TpeboBaHNA K COAEpPXXaHUIO TEPPUTOPUIA TOPOLCKUX U CENbCKUX MNOCEeSIeHUN, K
BOAHbIM  06beKTaM, MWUTbEBON BOAE W  MNUTbLEBOMY  BOAOCHabXeHWto,
aTMoc(hepHOMY  BO34yXy, NnouyBaM, >KWAbIM MOMELLEHUAM, 3KchsyaTaynu
NPOM3BOACTBEHHbIX, O6LLECTBEHHbLIX MOMELW,eHWA, opraHu3aumm u MpoBeAeHUto
CaHUTapPHO-NPOTMBO3INUAEMUYECKUX (NnpohmnnakTNyecKnx) MEPONPUATUIR».
OTxo4bl cnefyet yTWUAn3MpoBaTb Yepes opraHusauum, MMeroLine JINUEH3NK Ha
3TOT BUJ AEATENIbHOCTW.
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/ 11. ¥Ka3aHua no akcnsyartaymn.

MpumeHeHne n3neNnnsa AO/MHKHO OCYLLECTBAATLCA B COOTBETCTBUM C UHCTPYKUMEN
Nno MPUMEHEHUID CaMOro wu3gesMsa M COBMECTUMbIX CUCTEM ANA  BblAeNeHns
HYK/IEMHOBbIX KWUCNOT, Hanpumep, poueccop MarHUTHbIX YacTu, A1 OYUCTKM
HYKNENHOBbIX KNCOT, KNeTok 1 6enikoB KingFisher (PC3 2009/05562).

[onycTnMble yCNOBUA 3KCnayaTaymn:
TemnepaTypa Bo3gyxa oT 5 no 30°C.

CneayeT co6nwogaTh MOPSAOK TPaHCMOPTUPOBAHMS, XPaHEHUS U MPUMEHEHMS,
N3/TOXKEHHbI B MHCTPYKLMSAX MO 3KCMyaTaLum.

12.  TpeboBaHUSI K TEXHUYECKOMY  OOGCNY)KMBAHUIO W PEMOHTY
MEANLIMHCKOTO U3feNus.
I/Is,u,envm MeanUnNHCKNe noJIMMepPHbIE pacxogHble COBMECTUMDbIE C
aBToOMaTnU3IMpoBaHHbIMMU CUCTEMaMW BbleNeEHNA HYKNENHOBbLIX KWUCAOT ABAAKTCA
n3gemamMmm OAgHOKpPaTHOro rmnpuMMeHeHunAa, TEXHUYECKOMY O6Cﬂy)KI/IBaHI/HO He
nognexar.

13. NprnmeHsemMble CTaHAAPTHI.

CTtaHgapT HanmeHoBaHWe cTaHaapTa
1SO 13485 N3genus meanumHckmne. CUCTeMbl yNpaBieHms
KauecTBOM. TpeboBaHUS Ans Lenein perynmpoBaHus
MeanumHckne nsaenns. NMpumMeHeHe MeHEMKMEHTA
ISO 14971

pucKa K MeAULMHCKUM U3LeNnNaAM

MeguynHckne nigenmsa. CUMBObI, NCNO/b3YEMble C
ISO 15223-1 NHopMaLnen, npegocTaBnAeMOn NPON3BOAUTENEM.

Yactb 1. O6uime TpeboBaHMsA

N3nenna meguumHcKne oas AUarHocTUKK in vitro.
ENISO 23640 OueHKa cTabuibHOCTM peareHToB ANS ANarHOCTUKM in

vitro

OnpekTtmea 98/79 / EC EBponeiickoro napnamMeHTa u
EC Directive 98/79/EC coBeTa 0T 27 oKTA6psA 1998 r. 0 MeAULNHCKUX

N3gennax ona AMarHoCcTUKK in vitro

H.Mpon3BoanTeb MeAULIMHCKOIO U3aenns:

«ZHEJIANG BIOREAR BIOTECHNOLOGY CO., LTD.»
(«WK3L3AH BUOPEAP BUOTEXHOMOMXKW KO., NTA.»)

AJpec Npon3BoANTENS MEAULIMHCKOIO U3AENNS:
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1st Floor, Building 2, No0.3535, Linggongtang Road, Nanhu district, Jiaxing,
Zhejiang, China/ 1 3tax, 3paHume 2, No0.3535, JInHrroHrtaH Poypa, HaHxy
AVcTpuKT, IXXnakcnHr, XengkaHr, Kutan

TenedoH: + 86 057382618891
ONeKTPOHHadA noyta: sales@biorear.com

15.¥YMo/IHOMOYEHHbIN NPeacTaBUTE b MPOU3BOANTENS:

O6LWecTBO C  OrpaHWYeHHOW  OTBeTCTBEHHOCTbO  «Kocmodapm» (OO0
«Kocmoapm»)

Apec YNONHOMOYEHHOIO MpeACTaBUTENS MNPOU3BOAUTENS MeAMLMHCKOIO
N3enns:

107076, r. MockBa, yn. CTpoMbIHKa, A. 19, KOpH. 2, nomelwleHne 128, komHaTa 7
TenedgoH: +7 (495) 644-00-31"
ONeKTPOHHaA noyTa: ofFice@cosmopharm.ru
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MepeBog da wo TekcTa cfenaH MHOM, NepeBofYNKOM ABLOWINHON HT A3beR MU T pib

Poccuiickas depepauns
M"opog MockBa

[BajuaTb AeBATOrN0 HOAOPA f4Be ThICAYM ABaALaTb BTOPOro roga
,U, PebpuHa EneHa AMnTpueBHa, BPEMEHHO UCNONHAO W AA 0693aHHOCT M

ropoga Mockebl Akumosa ne6a bopucoBnya, cBUAETEeNbCTBY NOANNHHOCT b NOANUCK NEPEBO
ABpoOWNHOW HaTanbn AHAaTONbEBHbI.

Moanucb caenaHa B MOEM NPUCY T CTBUMU.
JIuHH o M ffeBfSfKti"eeo LOKYMEHT ycTaHoB/NeHa

H
pe: Ne 77/09-H/77-2022- a

bHOTO aeiicTBUA: 400py6 QQ Y~
E.l. PebpunHa
Bcero npowHypoBaHo, NPOHYyW poBaH\
nckpenneHo nevyaTbio 33 /ancT (M){

BPWNO HoTapuyca
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