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MepeBop ¢ aHr:LWiIAckolkO sA3bika na pyccKuii
OT1 «/jl1-;JIANG BIORI-AR BIOTECHNOLOGY CO., LTD.» («4X3U349H EMOPEAP
1)NONAXHONOAXW KO., IT[.»), s noATBEpXAal0 TOYHOCTb, NPaBUIbHOCTb 1
.Tociolicpiiocib 11pc;IoCiallJICimoro gokymenTa.
A2022 T.
HJn)
pe3naeHT
%
NMHCTPYKUWMA MO NPUMEHEHUIO
MEANLNHCKOIO N3AETNA (,3<
Rl

["Ny60KOMYHOUHbIA NiaHWweT 96 NyHOK, 6eCLBETHBIA, NONNMPONUIEHOBbLIN,
06beMO.M 2,2 M1, Y-00pa3HOC [HO, HECTEPW/IbHBIA, COBMECTUMBbIN C

dBTOMaTU3NPOBaHHbIMUA CUCTEMaMW BblAENEHNA HYKNENHOBbLIX KWC/OT, B COCTaBe

Bepcua 28102022 ot 28 okTa6ps 2022 T.
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1. HammemoBanuc n coctaB MegULNHCKOI0 U30ennx

| Ny6OKONYMOYUHbIA NnaHWeT 96 NyHOK, 6ecuBeTHbIA, NOAUMPONUNEHOBBIN,
obbeMoM 2,2 M/, Y-06pasHOe AHO, HECTEPW/bHbIA, COBMECTUMbIA C
aBTOMATM3MPOBAHHLIMU CUCTEMAMW BblfeNIEHNSt HYKENHOBBLIX KUCMOT, B COCTaBe

- rny60oKoNyHounbIi nnaHwet - 10 ynakoBOK M0 5 LUTYK B KOPOOGKE;
- UHCTPYKUMA NO NPUMEHEHNIO - 1 WT.

2. Tlokasammn}! wn 1lpotmBornokasanubl K TMPUMEHEHUI0 MEeAULMHCKOro
n3nennn.

[MokasaHuAa K NPUMEHEHNIO

«ny6oKoNyHounblA NaaHwWweT 96 NyHOK, 6eCLUBETHbIA, MOAUMPONUIEHOBbIN,
obbemMoM 2,2 M, Y-06pasHOe  AHO, HECTEPW/bHbIA, COBMECTUMbIA C
aB'ToMa3 131pPoBanmMbIMU CUCTEMAMW BbIAENEHNA HYKNEUHOBbIX KUCMOT, B COCTaBe»
NOA/IEXUT OJHOKPATHOMY MWCMO/Mb30BaHNIO MPY MPOBEAEHNM aBTOMATMYECKOrO
BblENEHNA HYK/IEMHOBLIX KUCNOT M3 NIO60ro Tuna 6monormyeckoro marepuana
YenoBeKa He3aBNCUMO OT OMpeAensemMoro anaanTa.

NMpoTMBONOKa3aHUA K NPUMEHEHUIO, BO3MO>KHbIe NO60YHbIE ABMEHUSA

11poTmBonokasanua K NPUMEHEHNIO, BO3MOXXHbIe NO6GOYHbIE ABNEHNSA B paMKax
YCTaHOBJ/IEHHOI0 Ha3Ha4yeHNA OTCYTCTBYIOT.

3. WHdopmaumm 0 no3eHUManbHbIX HOTPedU rensix MeauLMHCKOrO
n3nenmn.

loTenumanblible  MOTpeGUTENM -  MEPCOHaN  KIMHMKO-AMArHOCTUYECKMX
nabopartopuin  (cneumannctbl B 06/1aCTM  K/IMHUYECKOW  nabopaTopHOW
AVMarHOCTUKM). 1'0bKo Ans NPOeCCMOHAIbHOTO NPUMEHEHNS.

4. 4A'exvn4ecKue xapak'rcpucrmku. OnucaHuWe 0CHOBHbIX (DYHKLMOHAbHbIX

3/1EMEH 0 B.

Martepuvian 1U3rorosfieHns NoMNPOnNuIeH
11c1 GEeCLIBETHbI
KonnyecTso ynok, LLT. 96

Tun gHa nynku Y-06paznoe
LioMUHaNI>HbIA 06'bEM NTYHKW, M 2,2
CTepunbHOCTb HecTepuIbHO
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Wipenne 6uonornyeckn unHeptHo. CsobogHo o1 [AHK, PWKas, O-MCs,
NHrnéuTopos IMI1P

Pa3Mepbl MnaHLWeTa NpuBefeHbl Ha pUCyHKe 1

—ee Y TOM A

PucyHoK 1- Pa3mMepbl niaHLeTa, Mm

5. ®yHKUMOMANbNOC Ha3HayeHue, TMPUHUMNBLI AeicTBUA K NOPALOK
NPUMeHeHNS

Ha3HaueHune

«[ NyBOKONMYHOUHbIA NnaHwWweT 96 NyHOK, 6ecLUBETHbIA, MNOMMNPONWUIEHOBBIN,
obvemom 2,2 wmn, V-06pa3HOe [AHO, HECTEPW/bHbLIA, COBMECTUMbBIA C
aB roMar13vpoBaHMbIMI CUCTEMaMI BbIAEEHNA HYKIEMHOBBIX KWUCNOT, B COCTaBe»
NpeAHasHauyeH A1 pasMELLEHMS B HEM >KWAKOCTeN (peareHTOB ¥ 06pasuoB
61onornyeckoro marepuana) Tpebyemoro o6bema npu BblAENEHUN HYK/IEMHOBBIX
KWUCMOT C MCMO/Mb30BAaHNMEM COBMECTMMbIX aBTOMATM3MPOBaHHbIX CUCTEM OYMCTKU
HYK/IEMHOBBIX KWUC/IOT B NPOLIECCe OHOBPEMEHHON MHOrOKaHa/lbHOW 06paboTKM
6vomateprana (B TOM uumcie MarHMTHOW cenapauun). M3genve npeaHasHauyeHo
;19 04HOPA30BOro MPUMEHEHUs MPOgIeCCUOHaNbHLIM  M0/1b30BaTENEM  MNpK
MPOBeAEHNN ANArHOCTUYECKMX npoueayp in vitro.

®YHKLUMOHaNbHOE Ha3HaYeHne

["y6OKONYHOUHbIA  MnaHweT 96 NyHOK, 6ecuBeTHbIM, NOAUMPONUIEHOBbLIN,
obvemom 2,2 Mn, V-00pasHOC [AHO, HECTEPW/bHbIN, COBMECTUMbIA C
aBTOMaTU3MPOBAHHbLIMM CUCTEMAMW BblAENEHNSI HYKNENHOBbLIX KWUCMOT, B COCTaBe,
NCMOMb3YeTCA B K/IMHWKO-AMArHOCTMYECKMX  nabopaTopusx B KayecTse
pacxofHo!'o ma'rcpuana (BCromoraTe/lbHOro CpefcTsa) nMnpu NPOBEAEHMU
ANarHoCTUKK in Vitro.
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MpuHUMN gercTBuA

OT KayecTBEHHO ¥ BOCMPOM3BOAMMOI OUNCTKM HYKNEMHOBBIX KWCNOT, GENKOB W
KNETOK 3aBUCUT YCMEeX MNocnedytolero aHanmsa. CUCTEMbI  BblAeNeHMs
HYK/TEMHOBbIX KMUCNOT 06ECMEeUMNBAOT KaueCTBEHHbIE Pe3y/bTaTbl C MUHUMANBHOM
3aTpaToli BPEMEHM Ha PY4YHYH MOAFOTOBKY, MOMOras aBTOMATU3MPOBaTb
3HauMTe/bHYHO YacTb paboyero npouecca.

[CNy60OKONMYHOYHble  MJaHWeTbl  YCTOMYMBBI  NPU  B3aUMOLEACTBUM €
BruomMonekynamMm 1 naeasbHO NOAXOAAT A1 BblAENEHUS HYKNEMHOBbIX KWUCMOT, B
TOM uucne pAis paboTbl € MarHUTHbIMK - 4YacTuuamu. [pu  1Cnob30BaHUM
MM1aHLWETOB M rpebeHOK HaKOHEUYHMKOB, CreLnanbHO pa3paboTaHHbIX 4/ CUCTEM
BlvgeneHns  HYK/IEMHOBBIX  KWC/OT, 3HAYUTE/IbHO  MOBbLILWAETCA  KA4ecTBO
BbleNeHns GeNIKOB ¥ HYK/EMHOBbLIX KWUCMOT W BbIXO[, LefeBoro npogykra (cwm.
PUCYHOK 2).

["Ny60KOMYHOUNbIN NAAHLLET COAepXXUT 96 NYHOK M NO3BONSET Pa3MeCTUTb B HEM
HeobXo4MMOoe KO/MMyecTBO Ouomatcpuana. Martepyan M3roToB/eHWUs MiaHLeTa
XVMUYECKN YCTONYMB K CNIMPTaM 1 OPraHUyYeCcKUM pacTBOPUTESISIM.

Mpn paboTe ¢ MarHWTHbIMK YacTULAMU NMAHLLETbI UCMO/Mb3YHTCS COBMECTHO C
rPeBEHKON HAKOHEYHWKOB AN MarHMTOB C FNYyGOKMMM NyHKaMW. B Takumx
CUCTEMAX  BblAENEHWMS  HYKNEMHOBbIX  KWUCNOT  MarHUTHble  CTEPXHU  C
O[IHOPa30BbIMN HAaKOHEYHMKaMI OCYLLECTBNSIOT c6Op, MEepPeHOC W CMeLlMBaHue
MarHu THbIX YacTul,

PUCyHOK 2 - TlpuHUMN OeiACTBUSA

MopuaoK npumMenenus.

Mopsagok NMPUMEHEHNA MNJ1aHLLUETOB F]'Iy6OKO]'IyHO‘-IHI:>IX npmseeaeH B
.)i(eﬂﬂyaTaLLMOHHOVI AOKYMEHTaUn COBMECTUMbIX C HUMW CUCTEM [O/14 BblAENTEHNA
HYK/TEMHOBbIX KWUC/OT.
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Mepes yCTaHOMKON B [epXaTenn CUCTEMbl efiefyeT OCMOTPeTb Wu3fenve ua
OTCYICTUME KaKnX-MB0o NOBPEeXAeHUI.

6. dkcunya laymounble / PyHKUNOHa/IbHbIe XapaKTEPUCTUKN U METO/bI
KOH rponu.

6.1 COBMECTUMOCTb NaTUETOB C COOTBETCTBYHOLLMMK MO3NUMAMK (rHe3LamMu)
CYC TEMbI BblAeNeHUa HyKNenHoBbLIX KUC/OT;

MnaHLWeTbl A0MKHbI CBOOGOJHO YCTaHABNMBATLCS B COOTBETCTBYIOLLYIO MO3ULIMIO
(rHe3a0) CUCTEM  BblENEHUS HYKEMHOBbLIX KUC/IOT U pacnoniarathCs B Held (HEM)
6e3 BUAMMOrO YKIOHA U CMELLIEHUS.

CoOTBETCTBME OLEHMBAETCA BU3yaslbHO B 8-10 noBTOpax npu paboTe Ha
COBMEC''MMOIA CUCTEME BbIAENEHUS HYKNENHOBBIX KMC/OT.

6.2 BsavmMHasa !'eOMCTpUYecKas COBMECTMMOCTb /yOOKOMYHOUHbIX MIaHLLETOB
M rpe6eHOK HaKOHEYHWNKOB:

11aKOHEUYHVKW TPebeHKN A0/MKHbI CBOOOAHO MOrpYXaTbCA B COOTBETCTBYHOLLME
NYHKN nnaHweTa. pebeHKa HaKOHEYHWKOB, pPa3MeLLeHHas B MnaHLLeTe, A0/MKHa
pacrionaratbC B HemM 6e3 BUAMMOrO YKNOHA W CMeLLeHMs.. HaKOHEYHWKU
rpeGeHKN A0/MKHbI CBOGOAHO U3BMEKATLCA M3 IYHOK MAaHLLIeTa.

CooTBe TCTBME OLeHNBAETCA BU3yaslbHO MNPV COBMELLEHUN MaHLIETOB U rpebeHoK
llaKoNeYyHNKOB BPYUHYH Mpu TeCTUpOBaHMM 8-10 LUTYK KaXaon eMHULbI.

1ny60OKONMYHOUHbIE NAHLLETHI TEOMETPUYECKM COBMECTUMbI C  rpebeHKamu
HAKOHEYHMKOB, VMEIOLLIMMU pa3Mepbl, KOTOPble YKasaHbl Ha PUCYHKe 3;

Prcy HOK 3 - Pa3mepHble XapaK3'epuCTVKN COBMECTMMbIX FPe6eHOK HaKOHEYHIKOB
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6.3 CoxpaHeHVe LenocTu CTEHOK Fﬂy6OKOI'IyI/IO‘-II'IOFO nnaHweTa B npouecce
BblAENEHNA HYKNENHOBbLIX KUC/OT:

110 OKOHYaHWM LMKNA BbIAENEHUA HA HApPY>XHOW MOBEPXHOCTY NJIaHLLeTa AO/MKHbI
O'TCYrcTMoBaTb BUAWMbIE TNa:loM cnegbl Xugkoctn. Yepes 3-3,5 MUHYTbI MoC/e
pasMeLLeHNs MaHWeTa Ha fMcTe (UAbTPOBa/IbHOW OyMary Cnefbl >XUAKOCTU
)10 JK1l bl OTCY I'CTBOBATb.

COOTBETCTBME OLIEHVBAETCA BU3YaslbHO B 3 MOBTOpAX.

7. MapknpoBkKa.

11a MapKMpOBKe YMaKoOBOK (MEPBUYHOI 1 TPAHCMOPTHOIA) UCMONb3YOTCS CUMBO/IbI,
pacLLMdpOBKa KOTOPbIX MpeAcTaBfeHa B Tabnmue 1

abnmua

HanmeHoBaHUue cnmBona CnmBon

Kog napTtum LOT

Micnonb3oBatb A0

M3ro''oBuTCNb (HaMMEHOBaHWe 1 aapec U3roToBUTENS)

[ata n3'oToBNeHNA

3penve mefmuMHCKOe 418 AMArHOCTUKN in Vitro livd|
3anpeT Ha HOB3 OpPNOC MPUMEHEHMe d)’
11e ncnonb30BaThb MPY MOBPEXAEHWUM YNaKOBKU (§)

A

bcpeub oT Bnarn / CoxpaHsTb B CyXOM COCTOSHUM

11e ponyckaTb BO3AENCTBMSA COMHEYHOro ceeTa / Jepxatb
BN OT MCTOYHMKOB Tensa

11penen TeMHepa'Typbl
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8. Cpok MOQO1OCN

4 oroBuTenb rapaHTUpPyeT COOTBETCTBME W3OeNUA TpeboBaHUAM TEXHUYECKOW
AOKYMeHTauUun. MapaHTUIHbIN CPOK - 36 MECSILIEB CO AHSA U3rOTOB/IEHNS.

9. ['paHcuop rmpoBKa u XpaHeHwue.

9.1 W3pgenve XpaHAT B TPAHCMOPTHON YMakOBKe B 3aKPbITbIX YUCTbIX U CYXUX
CKNaACKMX MOMELLEHNAX C 3aluMToi OT nonajaHus Bnarm U NpsMbIX
CO/IHEYHbIX /lyyel, Ha pPacCTOSHUM He MeHee 1 M OT HarpeBaTe/bHbIX
NprOOPOB Ha CTesnaXax, OTCTOALMX OT Mosa He MeHee yYeM Ha 5 cm B
YCNOBUAX, WCKIHOYAOLWMX BO3MeiCcTBME adeCcCMBHbIX cped (KMCNOTHOW,
LLLeNOYHON W [p.), & TaKXKe SIErKOBOCT/IAMEHSIOLMXCA U FOPHOYUMX XXMAKOCTEN
npu remnepatype ot 5 o 30°C B Cyxom MecTe.

9.2 W3menve TpaHCMOPTMPYIOT BCEMM BMAAMM  TpaHCropTa B KPbITbIX
FPaHCHOPIHbLIX CPEACTBAX B COOTBETCTBMM C MpaBuiamu MEepeBO30K py3oB,
[eViCTBYIOLMMM HA JAHHOM BWAE TpaHcnopTa.

9.3 1lpn XpaHeHWM U TPAHCMOPTUPOBAHWW He PEKOMEHAYeTCs LUTabenmpoBaHue
FPaHCHOPIHbIX YNAaKOBOK APYT Ha Apyra.

9.4 1le ponyckaeTcsa Tpa}lCllopTypoBanve n3aenunii 6e3 TPAHCNOPTHOW YNaKoBKM.
9.5 YCnoBus OKpY>KatoLLLE cpeabl NpU TPaHCMOPTUPOBKE:

- Temneparypa Bo:LLyxa oT MuHyc 40°C go 60°C,
- O'THOCU'TeNbHaa BNIaYKHOCTL BO3ayXa <95 %;
- aTMOC(hepHOe AaBeHne 84,0-106,7 KIMa.

10. Y rmnmsaHuwn.

\cnonb3oBaHHble M3[enns OTHOCATCS K aNMAEMMONOrMYECKMe ONacHbIM OTX0AaM.
1 eMCHONb30BaHI HIle  M3[ennst OTHOCATCS K 3MUAEMUONOrnyeckne 6e3onacHbIM
oTX0faM. YTunu3aums [o/KHa MPOBOAUTLCS B COOTBETCTBMM C MpaBuiaMy,
[EVCTBYIOLIMMA Ha TeppuTOpUM CTpaHbl MOTPe6UTeNns ¢ cobntoaeHNeM BCex
YCTAHOB/NEHHbIX OFPaHNYeHU A Ha MOMEHT YTUN3ALIN.

B Poccuiickoin ®efepaummn yTunnsauma nsgenns nponsBoguTca B COOTBETCTBUN C
Tpe6oBaHmamy  CaHllmll  2.1.3684-21  «CaHMTapHO-3NUAEMMONIOTMYECKUe
TpeboBaHNA K COAEPXXaHMIO TEPPUTOPUIA TOPOACKMX W CebCKMX MOCENeHNI, K
BOAHbIM  0ObekTaM, MNWUTLEBOM BOAE W MUTLEBOMY  BOAOCHAOXEHWIO,
aTMOC(hepHOMY  BO3[yXy, Mo4YBaM, >KWbIM  MOMELLEHUAM,  3KCMJyaTaumm
MPOMN3BOACTBEHHbIX, OOLLECTBEHHbLIX MOMELLEHWA, OpraHu3auMn 1 npoBeAeHNIO
CaHWUTapPHO-UPO'I'MBOIHNAEMNYECKNX  (MPOUNIAKTUYECKNX) MEPOMNPUATUIA.
OTxoAb! crefyet YTWAU3MPOBATb Yepe3 opraHusaumun, UMEKOLLME NIMLEH3NI0 Ha
3TOT BUA [EAT e/IbHOCTW.
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11.  YKasaHuu Ho aKcnnyaTtauun.

MpumeHeHVe  rNy60KONYHOUMbIX  M/IAHLIETOB  AO/KHO  OCYLUECTBAATLCA B
COOTBETCTBUM C UUC'PYKLUMEN MO MPUMEHEHUIO CAMOr0 M3AeNns U COBMECTUMBIX
CUCTeM [191 BblfeNleHNsi HYK/IEMHOBbLIX KUC/OT, Hanpumep, MpoLeccop MarHUTHbIX
yacTuL, 419 OYUCTKM HYK/IEMHOBLIX KUCNOT, KNeTok u 6enkos KingFisher (PC3
2009/05562), CraHuua posupyrowas astomatmdeckas Microlab 8TALLel c
npuHagnexxHoctsamun (P31 2018/6981), AHanm3aTtop aBTOMATUYECKNIA MOAY/bHBbIA
1'teeclor YO ¢ npuHagnexxHoctamm (PC3 2008/03047).

JlonycTumble YCNOBMA 3KCNIyaTaunu:
"emmepaTypa BO3ayxa o1 5 o 30°C.

CneflyeT cobntogaTb MOPSAOK TPAHCMOPTMPOBAHUS, XPaHEHUSt U MPUMEHEHNS,
W:HIOXKCLLI bIiA B MHCTPYKLMAX MO 3KCN/yaTauyu.

12. ['peboBaHun K  TeXHUYECKOMY  06CNY>XMBaHUIO n pemMoTy
MeAUUMHCKOro nsgent!.

1ny60KONYHOUHbIA NnaHwWeT 96 NyHOK, O6ecUBETHbIA, MOMUNPONMIEHOBbIN,
obbeMoM 2,2 M, Y-06pasHOe [HO, HECTepuW/bHblA, COBMECTUMbIA C
aBTOMaTM3MPOBaHHbLIMW CUCTEMaMM BblfeNleHNsi HYKIEMHOBLIX KWUC/OT, B COCTaBe,
SBNSETCS M3OEIMEM OAHOKPATHOrO MPUMEHEHWS, TEXHNUYECKOMY OOC/TY>XXMBaHMIO

HC nopnexa''.

13.11pn!mellviemblie c3 angapThbl.

Clanpgap! HanmeHoBaHMe craHgapTta

N3nennsa megmumHckme. CuctemMbl ynpasieHus
KauecTBOM. TpeboBaHWA ANs LeNein perynmpoBaHns
MeguunHckme nsgenvs. NprumeHeHne MeHeKMeHTA
pUCKa K MeAULMHCKUM U3AeNNAM
MeanumHckme nsgenvsa. CUMBOIbI, UCNO/b3yeMble C
ISO 15223-1 NH(OopMaLmMen, NpeaocTaBISEMON NMPON3BOANTENEM.
Yactb 1 O6wme TpeboBaHmA
N30envs MmeMUMHCKNE ANS AMarHOCTUKM in Vitro.
liN ISO 23640 OueHKa CTabuIbHOCTM peareHToB 418 ANarHOCTUKN in
vitro
Onpektrea 98/79 / EC EBponenckoro napnameHTa u
1=C Directive 98/79/EC coseTa 0T 27 0KTA6pa 1998 r. 0 MeAULMHCKNX
n3nennax ons AMarHOCTUKK in vitro

ISO 13485

ISO 14971
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14.  llpoiUHUiiHicJib megnuMHCKOro nsgenns:

«ZINIJIANG BIOREAR BIOTECHNOLOGY CO., LTD.»
(«4K3113>111 EMIOPEAP BUOTEXHONOMKN KO., TT[,»)

ALlpec Npou3BOANTENS MEAULIMHCKOTO U3AE/US:

1st 1-loor, Building 2, N0.3535, Linggongtang Road, Nanhu district, Jiaxing,
Zhejiang, China / 1 3tax, 3paHve 2, No0.3535, JluHrronrtaH Poya, HaHxy
AncTpukT, xmakeuHr, Xenmpkanr, Kutaii

TenedoH:-1-86 057382618891
OjicKi poiman noura: sales@biorear.corn

15.  Ynonvomouenublii npegeraBuTesib NPON3BOANTENS:

O6LLeC'nto € OrpaHNYeHHON OTUETCTUEHHOCTLIO «Kocmodapm» (000
«Kocmohapm»)

Allpec YHONMOMOYETIOT0 NpeAcTaBUTeNs NPON3BOANTENS MeANLIMHCKOTO
N3nennn:

107076,I". Mocksa, yn. CTpoMbIHKa, 4. 19, KOpH. 2, nomelleHne 128, komHaTta 7
TeneoH: H7 (495) 644-00-31
Anekrponuaun noyta: oiTice@cosrnopharm.ru

Si
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Tremslalioii from jjiglish into Russian

IYomZ [lIJIANG BIORI-AR BIOTECHNOr.OGY CO., LTD. ("ZHEJIANG BIOREAR
iillO riiCIINOLOGY CO., LTD."), | certify that the document provided is accurate, correct and
valid.

Signature/N

INSTRUCTIONS FOR USE OF
THE MEDICAL DEVICE

Deep well plate 96 wells, colorless, polypropylene, 2.2 ml volume, V -bottom,
non-sterilc, compatible with automated nucleic acid extraction systems , in the

composition

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

Deep well plate 96 wells, eolorless, polypropylene, 2.2 ml volume, V-shaped
bottom, non-sterile, compatible with automated nucleic acid extraction systems, in
the composition

- deep well plate - 10 packs of 5 pieces per box;
- instructions for use - 1pc.

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

Indications for use

" Deep well plate 96 wells, colorless, polypropylene, 2.2 ml, V -bottom, non-sterile,
compatible with automated nucleic acid extraction systems, in the composition™ is
to be used once when carrying out automatic extraction of nucleic acids from any
type of human biological material, regardless from the analyzed analyte .

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 the 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.

Production material polypropylene

Color eolorless _

Number of holes, pcs. 96

Hole bottom type V-shaped

Nominal well volume, ml 2.2

non- sterile

The product is biologically inert. Free from DNA, RNases , DNases PCR
inhibitors.
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The dimensions of ihe plate are shown in Figure 1

~«c|ca o ofrn rr o] =

V' \

Figure 1- Dimensions of the plate, mm

5. Functional purpose, principles of operation and application procedure
Intended use

" Deep well plate 96 wells, colorless, polypropylene, 2.2 ml, V-shaped bottom,
non-sterile, compatible with automated nucleic acid extraction systems, in the
composition” is designed to contain liquids (reagents and samples of biological
material) of the required volume at isolation of nucleic acids using compatible
automated systems for purification of nucleic acids in the process of simultaneous
multichannel processing of biomaterial (including magnetic separation). The
product is intended for single use by a professional user when performing
diagnostic procedures in vitro .

Functional use

Deep-well plate 96 wells, colorless, polypropylene, 2.2 ml, V -shaped bottom, non-
sterile, compatible with automated nucleic acid isolation systems, included, used in
clinical diagnostic laboratories as a consumable (auxiliary) for diagnostics in vitro .

Operatini* principle

rhe success of the subsequent analysis depends on the qualitative and reproducible
purillcation ol' nucleic acids, proteins and cells. Nucleic acid extraction systems
provide quality results with minimal manual preparation time, helping to automate
much of your workilow.

Deep well plates are resistant to interactions with biomoleculcs and are ideal for
nucleic acid isolation, including for working with magnetic particles. When using
plates and lip combs specially designed for nucleic acid extraction systems, the
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quality of protein and nucleic acid extraction and the yield of the target product arc
signillcantly improved (see Figure 2).

The deep-well plate contains 96 wells and allows you to place the required amount
of biomaterial in it. The tablet material is chemically resistant to alcohols and
organic solvents.

When working with magnetic particles, plates are used in conjunction with a comb
of lips for magnets with deep wells. In such nucleic acid extraction systems,
magnetic rods with disposable lips collect, transfer, and mix the magnetic particles.

Figure 2 - Principle of operation

Application procedure.

deep well plates is given in the operating documentation of compatible systems for
nucleic acid extraction.

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

6. Operational / t'linctional characteristics and methods of control.

6.1 Compatibility of plates with the corresponding positions (nests) of the
nucleic acid isolation system :

rhe plates should be freely installed in the appropriate position (socket) of the
nucleic acid extraction system and located in it (it) without a visible slope and
displacement.

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

6.2  Mutual geometric compatibility of deep well plates and tip combs:
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The tip combs should be free to dip into the appropriate wells of the plate. The
comb of tips placed in the plate 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 aligning plates and tip combs by testing 8-10
pieces of each unit.

Deep well plates are geometrically compatible with tip combs having the
dimensions shown in figure 3:

-i535 ~115

figure 3 - Dimensional characteristics of compatible tip combs

6.3  Preservation of the integrity of the walls of the deep well plate during the
extraction of nucleic acids:

At the end of the release cycle, there should be no traces of liquid visible to the eye
on the outer surface of the tablet. After 3-3.5 minutes after placing the tablet on a
sheet of filter paper, there should be no traces of liquid.

Compliance is assessed visually in 3 repetitions.

7. IMarking.

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

‘fable

Symbol name Symbol

Batch code LoT
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Symbol name

Use up to
Manufaclurer (name and address of manufacturer)
Dale of manufacture

Medical device for diagnostics in vitro

Reuse prohibition
Do not use if packaging is damaged

Protect 1iVom moisture / Keep dry

Avoid exposure to sunlight/ Keep away from heat sources

I'cmperature limit
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8 Kxpiry date.

The manulaclurer guarantees that the products meet the requirements of the
technical documentation. Warranty period - 36 months from the date of
manu facture.

9. Transportation 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 flammable and combustible liquids at a temperature
ol'5to 30 " C in adry 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 1t is not allowed to transport products without transport packaging.
9.5 linvironmental 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 are classified as epidemiologically hazardous waste. Unused
products are epidemiologically safe waste. Disposal must be carried out in
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.
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The use of deep well plates should be carried out in accordance with the
instructions lor use of the device itself and compatible systems for nucleic acid
extraction, for example, Kingb’ishcr magnetic particle processor for purification of
nucleic acids, cells and proteins (b'SZ 2009/05562), Microlab STARIet automatic
dosing station with accessories ( RZN 2018/6981), Freedom EVO automatic
modular analy/.er with accessories (FSZ 2008/03047).

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 .

Deep well plate 96 wells, colorless, polypropylene, volume 2.2 ml, V -shaped
bottom, non-sterile, compatible with automated nucleic acid extraction systems, as
a part, is a single-use product, not subject to maintenance.

13. Applied 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
EC Directive 98/79/EC ofthe Council of 27 October 1998 on medical devices
for in -diagnosis vitro

ISO 13485

ISO 14971

EN IS0 23640

14. Medical device manufacturer:

ZIITJIIANG B1()RI:IEAR biotechnology CO,, LTD.
("ZITJIANG biorear biotechnology CO., LTD.")

Address of the manufacturer of the medical device:
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1 I'loor , Building 2, N0.3535 , Linggongtang Road , Nanhu district, Jiaxing ,
Zhejiang , China / 1 Floor, Building 2, No .3535, Linggongtan Road, Nanhu
District, Jiaxing, Zhejiang, China

Phone: f 86 057382618891
Email: sales@biorcar.coni

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
'I'elephone: +7 (495) 644-00-31
Email: ofnce@cosmoDharm.ru

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



- ey

ITepeBog ¢ aHrMHACKOrO M KUTAKCKOrO S3LIKOB Ha PYCCKHH A3BIK

Cepruduxar

HTozomur/ CCPIT Kurafickufl xoMuTeT cofieiiCTBHA pa3BETHIO NEXAYHAPOAHON TOProsian

Kurafickuit koMuTeT CosteiCTBAA PasRHTHIO MEXAYHAPOAHON TOProbi 1 Mexynaponas
Toprosax nanara Kurag
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KuTanckuin KOMUTET COAENCTBUS Pa3BUTMIO MeXXAYHAPOAHO TOProBnm n MexxayHapoaHas
Toprosas nanara Kutas

KuTalicknin KOMUTET COAENCTBUS Pa3BUTUIO MEXAYHAPOAHOM TOProBn
01271929 /KuTanckuii Komutet
COLeCcTBUA Pa3BUTUIO MEXAYHapPOLHOM TOproBan*cneymasibHas nevaTb 418 TOProBbIX
ceptudmkatos (37)

Ceptudmkar
Ne223301A0/020327

/OdpuunanbHan «eyallb/KNTaNCKUN KOMUTET COAENCTBMUSA Pa3BUTUIO MeXIYHapOHOWA
ToproeAn*cneyunasnbHasi neyaTb 418 TOProebix cepTudurkatos (37)

HacTtosawmm noaTBep>aaetcsd, 4To rnevaTb Zhejiang Biorear Biotechnology Co., Ltd.
KOMMNaHM Ha npuiaraemMom AOKYMEHTE ABSeTCA NOA/IMHHONA.

/OduumnansHas nevyatb/KNTancKNin KOMUTET COAENCTBUS Pa3BUTUIO MeXXAyHapOoaHOM
TOoproBan*cneymansHas neyartb 418 TOProBbixX cepTudmkatos (37)

/NMuuyHasa nognucbk-wTamn/Y>xkaH bo
/OduumnansHas «eyaTb/KUTaMCcKnUi KOMUTET COAEACTBMS Pa3BUTUI0 MeXAYHapPOAHOMN
Toproean*cneymanbHas nevatb A1 TOProBbix cepTugmnkaros (37)

04.11.2022.
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OT «ZHEJIANG BIOREAR BIOTECHNOLOGY CO., LTD.» («4>K3L34AH BEVOPEAP
BNOTEXHONOAXKWN KO., ITA.»), 4 NOATBEP>KAA0 TOYHOCTb, NPaBU/IbHOCTb U
[OCTOBEPHOCTb MPefoCcTaBIeHHOro AOKYMeHTa.

/OmupanbHaa ne4aTb/O00 " YWXKILU3AH BMOPEAP BUOTEXHOIOMKW KO., NTA." *33040210056406

YTBepXaeHo: 28 okTabpa 2022 r.

Mognuce/Nms: (BuraH Jin)

JomkHoCTb: Buue-npesnaeHT

NHCTPYKUNA no NMPUMEHEHNIO
MEAVNUNHCKOIO N3AEJTNA

["Ny6OKONYHOUHbIM MNaHLWET 96 NYHOK, 6eCUBETHBIA, NONUMPONUIEHOBBINR,
06beMOM 2,2 MN, Y-06pa3Hoe JHO, HECTEPW/IbHbIA, COBMECTUMBIN C

aBTOMaTU3NPOBaHHbIMW CUCTEMaMW BblAEeNEHNA HYKNENHOBbLIX KUCNOT, B COCTaBe

Bepcua 28102022 ot 28 okTa6pa 2022 .
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1. HanmeHoBaHMe 1 cocTaB MeLULLIMHCKOIO NU3AEeNNA:

[ y6OKOMYHOUHbIA NiaHWweT 96 NyHOK, 6eCUBETHbIN, NOAUMPONUIEHOBBIN,
obvemMom 2,2 M, Y-o6bpasHoe [AHO, HECTEpW/IbHbIA, COBMECTUMbIA C
aBTOMaTM3MPOBaHHbLIMK CUCTEMaMU BblfeNleHUs HYK/IEMHOBbLIX KWUC/OT, B COCTaBe

- rNy6OKOMYHOUHbIA NiaHLeT - 10 ynakoBOK Mo 5 LUTYK B KOPOOKE;
- IHCTPYKLIMS 1O NPUMEHEHMIO - 1 L.

2. TokasaHMa W NPOTMBOMOKAa3aHUS K MPUMEHEHUID MEeAULMHCKOrO
n3penus.

[Moka3zaHA K NPUMEHEHNIO

«[ Ny6OKONYHOUHbIN NnaHWeT 96 NyHOK, 6GecuUBETHbIA, MOMMNPONUIEHOBSIN,
obbeMoM 2,2 M/, Y-00pa3HOe [HO, HECTEPW/bHbLIA, COBMECTUMbIA C
aBTOMAaTU3VPOBaHHbLIMU CUCTEMAMI BbLLENEHNS HYKIEMHOBBIX KUCOT, B COCTaBe»
NOAIEXMUT OAHOKPATHOMY WCMO/b30BaHMIO NPU NPOBEAEHNM aBTOMATUYECKOro
BblENIEHNA HYKMEMHOBbLIX KUCMOT M3 NHOBOro Tuna GMonorMyeckoro Marepuana
YeNoBeKa He3aBMCUMO OT OMNpeaensiemMoro aHanuTa.

NMpoTunBONOKasaHNA K NPUMEHEHNIO, BO3MO>KHbIE No6OYHbIE SIBNEHNSA

lNpoTMBOMNOKa3aHUA K NPUMEHEHUIO, BO3MOXKHbIE NO6GOYHbIE ABNEHNSA B pamMKax
YCTaHOBJ/IEHHOI0 Ha3Ha4eHNA OTCYTCTBYIOT.

3. VHdopmaumss 0 MOTeHUManbHbIX MOTPe6UTENAX MeAULUHCKOIO
n3nenus.

MoTeHuManbHble  NOTPebUTeNM -  MEepcoHan  KAMHWUKO-AMarHOCTUYECKMX
naboparopuii  (cneynanuctbl B 006MacTU  KAMHWYECKOM  NnabopaTopHOM
AMarHocTukK). TonbKo Ans NPofeccnoHanIbHOro NPUMEHEHUS.

4. TexHUYecKMe XapaKTepucTukn. OnmcaHMe OCHOBHbIX (YHKLMOHANbHbIX

3/1EMEHTOB.
Martepuan n3roToB/eHNs MoONUMPONUeH
LigeT GecLBETHbIN
KonnyecTso NyHOK, LLUT- 96

Tvn AHa NyHKK Y-06pa3Hoe
HomuHaIbHbIA 00BEM NTYHKN, M 2,2
CTepuibHOCTb HeCTepuIbLHO

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



N3genve 6uonornyeckn wuHeptHo. CeobogHo ot [AHK, PHKas, [Ob)Kas,
nHruéutopos MLP.

Pa3mepbl nNnaHLLeTa NpuBefeHbI Ha pUCYHKe 1

--------

oooooooo

cccccccc

--------

PucyHok 1- Pa3mepsbl nnaHLwieTa, MM

5. ®YHKUMOHANbHOE Ha3HauyeHWe, TMPUHUMNbI AeACTBUA U NOPAAOK
NPUMeHeHNS

Ha3HayeHune

«["Ny6OKONMYHOUHbIN NiaHWeT 96 NyHOK, 6ecuBeTHbIW, MOMNPONUIEHOBBIN,
obvemom 2,2 Mn, V-06pasHOe [HO, HECTEPW/bHbIA, COBMECTUMbIA C
aBTOMaTM3MPOBaHHLIMW CUCTEMaMM BblAENeHNS HYKIEMHOBbLIX KWUC/OT, B COCTaBe»
npefHasHayeH A1 pasMelleHnss B HeM >KMAKOCTeid (peareHTOB M 06pasLoB
6ronornyeckoro marepuana) Tpedbyemoro o6bema npy BblAeNeHUN HYKIENHOBbIX
KWUC/OT C UCMONb30BaHWEM COBMECTMMbIX aBTOMATM3MPOBaHHbIX CUCTEM OYUCTKU
HYK/IEMHOBbIX KUCNOT B MpoLecce OAHOBPEMEHHOM MHOrOKaHa/IbHON 06paboTKK
buomaTepuana (B TOM 4ucCie MarHUTHOW cenapaumun). M3genne npegHasHavyeHo
A1 O[HOPA30BOr0 MNPUMMEHEHMs MPOgeCCMOHa/IbHLIM  M0/1b30BaTeNleM MU
NPOBeAEeHNN AnarHOCTUYECKMX npoueayp in vitro.

(hYHKLUMOHANbHOE Ha3Ha4YeHue

"Ny60KONYHOYHbIA MNaHWweT 96 /yHOK, 6eCUBETHbIA, MOJUNPOMUIEHOBSIN,
obbemoM 2,2 w1, V-00pasHOE [AHO, HECTEpPW/bHbIA, COBMECTUMbIA C
aBTOMaTM3MPOBAHHLIMI CUCTEMaMU BbIAENEHNA HYKEUHOBBIX KWUC/OT, B COCTaBe,
NCMOMb3YeTC B KAMHWUKO-AMArHOCTUYECKMX  flabopaTtopusix B KauyecTBe
pacxXo4HOro Matepuana (BCMOMOraTe/lbHOro CpefAcTBa) NpU  NPOBeAEHU
ANAarHoCTMKM in vitro.
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NPUHUMN AeNCTBMUS

OT KayeCTBEHHON 1 BOCMPOU3BOANMON OUUCTKMN HYK/IEMHOBBIX KWUCMOT, GENKOB W
KNETOK 3aBUCUT yCrex nocneayrowero aHanmsa. Cuctembl  BblAeNeHUS
HYK/IEMHOBbLIX KMUCMOT 06ecrneynBaloT KayeCTBEHHbIE Pe3y/bTaTbl C MUHUMA/IbHOM
3aTpaTo/i BPEMEHM Ha pPyYHYIO MOAroTOBKY, MOMOras aBTOMaTU3MpOBaTb
3HaYNTE/NbHYIO YacTb paboyero npouecca.

[Ny6OKONMYHOUYHblE  MMaHLWeTbl  YCTOMYMBbLI  MPW  B3aUMOAEWCTBUM  C
BrnomMonekynammn 1 naeanbHO NOAXOAAT ANA BbIAENEHUA HYKNEUHOBbLIX KUC/OT, B
TOM uucne And paboTbl C MarHWTHbIMK - YacTuuamu. [py MCNONb30BaHWUN
MNaHLWETOB U rpe6eHOK HaKOHEYHWKOB, CrneLmasibHO pa3paboTaHHbIX AN CUCTEM
BblAeNeHUA  HYKNEeUHOBbIX  KUCMOT, 3HauYMTeNbHO MOBLILLAETCA  KayeCTBO
BbleNleHNss BefIKOB M HYK/IEMHOBbLIX KUC/IOT M BbIXO[ LeNIeBOro mpofykra (Cwm.
PUCYHOK 2).

["Ny60KOTYHOUHBIN MMaHLLIET COAepXXNUT 96 NIYHOK U MO3BO/ISIET Pa3MECTUTb B HEM

Heo6Xo4MOe KOMMYeCTBO OuomaTepuana. Matepuan WM3roTOBMEHUS NJiaHLLeTa
XUMUYECKM YCTOYMB K CIMPTaM M OPraHNYeCcKM PacTBOPUTE/SAM.

Mpw pa60Te C MarHATHbIMK YaCTuUaMW MiaHWETbl UCMNOJIb3YKOTCA COBMECTHO C
FpE6€HKOI7I HaKOHEYHMKOB A1 MarHUToB C F]'Iy6OKI/IMI/I NYHKamn. B Takmx
cucrtemax  BblaeneHna - HYKNEUMHOBBLIX  KUC/IOT  MarHUTHblE  CTEPXHU  C
0A4HOPa30BbIMN HaKOHEYHUNKaMWN OCYLLECTBAIOT C60p, nepeHoc n cMmewmBaHmMe
MarHUTHbIX YaCTwL,.

PUCYHOK 2 - MpuHUmn aencTemns

MopsfoK NPUMEHEHMS,

MopsnoK  MPUMEHEHWs  NNaHWETOB  Ny6OKOMYHOUHbIX — MNpUBEAEH B
3KCMNyaTaUMOHHOW AOKYMEHTALM COBMECTUMbIX C HUMW CUCTEM NS BblAeNEHNS

HYK/TEMHOBbIX KWUC/OT.
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Ilepen ycTaHOBKOM B JepkaTend CHCTEMH! CleNyeT OCMOTPETh H3AENHe Ha
OTCYTCTBHE KaKHX-JIH0O0 NOBpeKAeHHIA.

6. IxcnayaTanuonnnie / PyHKIUHORAAbHbIE XAPAKTEPRCTHKE B METOAbI
KORTPOAS.

6.1 CoOBMECTHMOCTD IVIAHILIETOB C COOTBETCTBYIOIMMH MO3ALMAMH (THE3aM¥u)

CHCTEMBI BhIACICHHA HYKICHHOBBIX KHCIOT:

TInanmeT AOMKHE CBOGOAHO YCTAHABNHBATHCA B COOTBETCTBYIOUIYIO NO3KHLIHIO
(rHEe3R0) CHCTEMEI BHJEICHHS HYKICHHOBRIX KHCIIOT M PAcionaraThes B Helt (Hem)
6e3 BUAHMOTO YKJIOHA H CMEIleHHS.

CootBercTBHe oneHuBaeTcs BH3yasbHo B 8-10 moBTOpax npm pabGore Ha
COBMECTHMO}M CHCTEME BHIC/ICHNA HyK/IEHHOBBIX KHCJIOT.

6.2 BsaumHas reoMeTpHYecKas COBMECTHMOCTh ITyOOKONYHOYHBIX M/AHILETOB
B rpe6eHOK HAKOHETHHKOB:

HaxoneuHHku rpe0eHKH AOJIKHEI CBOOGOAHO MOTPYXaTbCA B COOTBETCTBYIOLIHE
NyHKH TaHmeTa. ['pefeHka HAKOHEYHAKOB, pa3MeIlleHHas B MNAHINETe, JOJDKHA
pacrionaraTeci B HeM Ge3 BHAMMOro YKNOH& M cMmenieHmsa. HakoHewHHK]
rpeGeHKH RODKHEI CBOGOAHO H3BNEKATHCA M3 IYHOK ILTAHIIETa.

CooTBeTCTBHE OLEHMBACTCS BH3YANBHO OPH COBMEISHHH IUIAHIIETOB U rpebeHoK
HAKOHEYHHMKOB BPYJIHYIO [IPH TeCTHpOBaHUM 8-10 MTyK KaXtoH eAHHULILL.

I'nyGoxkonyHOYHElE TMUIAHUIETH TEOMETPHYECKH COBMECTHMBI C rIpedeHKaMu
HaKOHEYHHKOB, HMEIOLKMH pa3Mephl, KOTOphie Yka3aHh Ha PucyHke 3:
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Pucynok 3 — PasmepHaie XapakTepUCTHKH COBMECTHMEIX I'peOCHOK HAKOHEYHHKOB
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6.3 CoxpaHeHMe LenocTn CTEHOK Fl'ly60KOI'IyHO‘-IHOFO niaHWweTa B Mnpouecce
/ BblAE€NEHNA HYKTENHOBbBIX KUC/OT:

Mo OKOHYaHMM LMKNA BbIJENEHNS HA HAPY>XHOW MOBEPXHOCTU MMaHLLIETa A0MKHbI
OTCYTCTBOBATb BUAMMbIE [N1a30M Cnefbl XUAKocTW. Yepe3 3-3,5 MUHYTbI nocne
pa3MeLLeHNs MNaHLLeTa Ha fnMcTe (UNbTPOBA/ILHOM Gymarn cnefibl XXUaKocTu
NI0/MKHbI OTCYTCTBOBATb.

COOTBETCTBME OLIEHVBAETCSA BU3YabHO B 3 MOBTOpAX.

7. MapKupoBkKa.

Ha MmapkupoBKe YMakoBOK (MEPBMYHON W TPaHCMOPTHOI)  MCMONb3ytoTCs
CMMBO/bI, paclUM(pOBKa KOTOPbIX NpeAcTaBneHa B Tabnuue 1

Tabnmua 1

HanmeHoBaHMe cumBona Cumson

Kog naptun HOT

icnonb3oBatb 10
3rotosutens (HameHoBaHWE W aipec N3roToBUTENS)
J[lata n3rotoeneHms

3nenve menLMHCKOE A9 ANarHOCTUKA in Vitro NI

3anpeT Ha NOBTOPHOE NMPUMEHEHNE [

He v1cnonb3oBaTb NpY NOBPEXAEHNM YNaKOBKM

Bepeub oT Bnarn / CoxpaHsATb B CyXOM COCTOSHUN

He nonyckaTb BO3ENCTBNA CONMHEYHOro ceeTa/ [epxartb
Ba/M OT UCTOYHMKOB Tenna

X

Mpepen Temnepatypbl
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8. CpoK rofHocTw.

3rotoBuTenb rapaHTUpPYeT COOTBETCTBME WU3AeNnUA TpeboBaHUAM TEXHUYECKOM
OOKYMeHTaUuN. MapaHTUIHbIA CPOK - 36 MECSALEB CO [JHS M3rOTOB/IEHUS.

9. TpaHCNOPTMPOBKA U XpPaHEHNE.

9.1 W3genue XpaHAT B TPAHCMOPTHON YMakKOBKE B 3aKPbITbIX UMUCTbIX U CYXMX
CKNMAZCKNX MOMELLEeHMsAX C 3aluTol OT MonajaHns Bfarm u npsmbIixX
CO/IHEYHbIX Jly4Yeil, Ha pPacCTOSHUU He MeHee 1 M OT HarpeBaTe/bHbIX
NnpubopoB Ha CTe/naXax, OTCTOALMX OT Mofia He MeHee YemM Ha 5 cMm B
YCNOBUSX, WCK/OYalOWMX BO3MENCTBME arpeccuBHbIX cped  (KUCTOTHOM,
LLeSIOYHOM 1 Ap.), & TakXKe NIErKOBOCM/TaMEHSIIOLLMXCA U TOPOYNX XKNLKOCTER
npu TemnepaType ot 5 40 30°C B CyXOM MecTe.

9.2 V3genne TpaHCMOPTMPYKOT BCEMM  BUAAMK  TPaHCMoOpTa B KPbITbIX
TPaHCNOPTHbIX CPEACTBAX B COOTBETCTBMM C NpaBMIaMi MEPEeBO3OK FPy30B,
[ENCTBYIOLMMM Ha AaHHOM BUAE TPaHCMopTa.

9.3 lpu XpaHeHUN 1 TPAHCNOPTMPOBAHUM HE PEKOMeHAyeTCs LTabenMpoBaHue
TPaHCMOPTHbIX YNAaKOBOK APYT Ha apyra.

9.4 He ponyckaeTcs TpaHCMOPTUPOBaHUe U3eNnin 6e3 TpaHCMOPTHOW YNaKoBKMU.
9.5 Ycnosus oKpyxKatoLeli cpefibl Npy TPaHCMOPTUPOBKE:

- TeMrneparypa Bo3ayxa oT MunHyc 40°C po 60°C,
- OTHOCUTE/IbHAasA BNaXKHOCTb BO3ayXxa <95%:
- aTMOC(hepHOe AaB/ieHne 84,0-106,7 klMa.

10. YTunusayms.

\cnonb3oBaHHbIE N34eMS OTHOCATCA K aNUAEMMOIONMYECKME OMacHbIM OTX04aM.
Hencnonb3oBaHHblE M3OENNA OTHOCATCA K 3NMAEMMUONOrnyeckne 6e30MacHbIM
0TX0faM. YTunmsaums [O/HKHA MNPOBOAUTLCA B COOTBETCTBMM C MpaBuiamu,
AEVCTBYHOLLUMMIN Ha TEppUTOPUN CTpaHbl MOTPebuTens ¢ Co6MoAeHNEM BCeX
YCTaHOB/IEHHbIX OFPaHNYEHNIA HA MOMEHT YTUU3ALNN.

B Poccuiickoin ®efepaummn ytunmsaums nsnennis NnpovusBoanuTCs B COOTBETCTBUN C
Tpeb6oBaHuamyn  CaHlMnH  2.1.3684-21  «CaHUTapHO-3NUAEMMONOTNYECKINEe
TpeboBaHWS K COAEPXKaHUI0 TeppuTOpUA TOPOACKUX W CENbCKUX MOCENeHui, K
BOAHbIM  OObekTam, nMNUTLEBOW BOAE W MUTLEBOMY  BOLOCHAGXEHWIO,
aTMOC(epHOMY  BO34yXY, MOYBaM, >KW/bIM  MOMELLEHUAM, 3KChayaTaumm
MPOV3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWA, OpraHu3aumMn 1 MnpoBeAeHNIo
CaHWUTapHO-MPOTMBO3NMAEMUYECKNX  (NPOdUIaKTUYECKUX) MePONPUSATUIA».
OTxofbl cneflyeT yTUAN3MPOBaTL Yepe3 opraHusauun, UMEIOLLME NIULEH3NI0 Ha
3TOT BUS, AEATENBHOCTU.
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11. YKasaHuA no aKkcnnyaTtauuu.

[MpMeHeHWe  ryOOKOMYHOUHbIX M1aHWeTOB  [JO/HKHO  OCYLLECTBAATLCA B
COOTBETCTBUM C UHCTPYKUMEN MO NPUMEHEHUIO CaMOro M3Lennst U COBMECTMMbIX
CUCTEM [/151 BbleNIEHNA HYKNENHOBBLIX KUCMOT, Hanpumep, Mpoueccop MarHUTHbIX
4acTUL, AN OYUCTKN HYKNEMHOBBLIX KMCMOT, KneTok n 6enkoB KingFisher (®C3
2009/05562), CraHuma posvpyrowas asToMatudeckad Microlab STARlet ¢
npuHagnexxHocTamm (P3H 2018/6981), AHanmn3aTtop aBTOMATUYECKUIA MOAY/bHbIIA
Freedom EVO c npuHagnexxHoctamu (©C3 2008/03047).

[lonycTumble yCNOBUA 3KCNIyaTaLun:
TemnepaTypa Bo3gyxa o1 5 go 30°C.

CnepfyeT cobntofatb NOPAAOK TPAHCMOPTMPOBAHWS, XPaHEHWS U NMPUMEHEHWS,
M3NOXEHHBIV B MHCTPYKLWMSX MO 3KCMyaTaLmu.

12. TpeboBaHMA K  TEXHUYECKOMY  OOCNY>XMBaHUKD N PEMOHTY
MeAULIMHCKOrO U3aenns.

"Ny60KONYHOYHbIA MnaHWweT 96 NyHOK, 6eCUBETHbIN, NOAUMPONUIEHOBBINR,
obbemMoM 2,2 M, Y-06pasHoe [HO, HeCTepWusbHbIiA, COBMECTUMbIA C
aBTOMAaTM3MPOBaHHLIMX CUCTEMAMM BblAeNEHNSI HYKEMHOBbIX KUC/OT, B COCTaBe,
SBNAETCA U3AENMEM OAHOKPATHOrO MPUMEHEHWS, TEXHUYECKOMY O06CTYXXMBaHWIO
He nog/iexar.

13.NMpuMeHAeMble CTaHAapThHlI.

CranpapT HanmeHoBaHme cTaHaapTa
1SO 13485 N3pennst MeguumHekie. CucTeMb YrpaeieHus
KauecTBOM. Tpe6oBaHWs ANst Liefeii perynnpoBaHuns
1SO 14971 MeauumHcKme nsgenms. MNprMeHeHre MeHeKMeHTa

prcKa K MeAULMHCKAM U3AeNnam
MeanumHckue nsgenus. CUMBObI, UCNOMb3YeMble C
ISO 15223-1 MH opMaLMen, NPeaoCTaBNSeMO NPON3BOANTENEM.
Yactb 1 Obwpme TpeboBaHUS
N3nennsa MmeauumnHCKue ans AnarHoCTUKK in Vitro.
EN 1SO 23640 OueHKa CTabunbHOCTY peareHToB 415 AMArHOCTUKN In
vitro
AvpekTnea 98/79 / EC EBponeinckoro napnameHTa u
EC Directive 98/79/EC coBeTa 0T 27 oKTA6pa 1998 r. 0 MeAULUHCKNX
N30ennax 4na AUarHoCcTUKKM in vitro
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14. TlpomnsBoguTenb MEAULMHCKOTO U3LEeNna:

«ZHEJIANG BIOREAR BIOTECHNOLOGY CO., LTD.»
A («YK3U3AH BUOPEAP BUOTEXHOJTIOAXW KO., JITA.»)

AJpec Npon3BoANTENS MEAULIMHCKOTO U3eNns:

1st Floor, Building 2, N0.3535, Linggongtang Road, Nanhu district, Jiaxing,
Zhejiang, China/ 1 3Jtax, 3paHve 2, N0.3535, JluHrroHrtaH Poya, HaHxy
AncTpukT, kuakcuHr, XempkaHr, Kutai

TenedgoH: + 86 057382618891
AnekTpoHHas nouTa: sales@biorear.com

~~

15. ¥YNO/NHOMOYEHHbI NpeacTaBUTENb NPOU3BOANTENS:

OG6LLEeCTBO C OrpaHUYeHHON OTBETCTBEHHOCTLIO «Kocmodapm» (000
«KocMohapm»)

Anpec ynonHOMOYEHHOTO NPeAcTaBUTENS NPOM3BOANTENS MEAULMHCKOIO
N3aenus:

107076, r. MockBa, yn. CTpoMbIHKa, 4. 19, Kopn. 2, nomelleHne 128, komHaTta 7
TenegoH: +7 (495) 644-00-31
AnekTpoHHasa noyta: office@cosmopharm.ru
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Mepesog A\ N TeKcTa caenaH MHOM, NepeBoA4YNKOM ABAOLIMNHO

Poccuinickas degepayus
opoa MockBa
JBajuaTb feBATOro HoA6pA ABe ThicAYM ABajuaTh BTOPOro roga
A, PebpnHa EneHa AMnTpureBHa, BPEMEHHO UCMO/HAKOWan 06593aHHOC TN HOTapr®
ropoga Mocksbl AKumoBa I'ne6a bopucosmya, cBUAETENLCTBYH MNOAMHHOCTb NOANMUCY NMEPEBC
ABAO LW NHONBIOKINLLLLLAM1™MbEBHBI.
Moanwuckh AT wuya. sLLUQeJ ™M ucymemsuu.

NnyHoe, HT yCTaHOB/EHa.
3aper\ 77/09-0/77-2022-"05 "
Ynna oro felicTeua: 400py6. 00 kon.

E.[. PebpuHa

Bcero npoLuHypoBaHo, NMPoHYMepPOBaHO
M CKpeneHo nevyaThbo_32

BPVO HoTapuyca
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