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doTorpauryeckmne n3obpaxeHns n3aenms.

Habop peareHTOB A151 KO/IMYECTBEHHOI O onpeaeneHnsa cBoboaHoro TupokcnHa (FT4 (CL1A)) B
CbIBOPOTKE KPOBW Ha aBTOMaTUYECKOM MMMYHOXeMU/TIOMUHECLEHTHOM aHanu3aTope cepum
Maglumi gns gnarHocTuku in vitro

Shenzhen New Industries Biomedical Engineering Co.,Ltd. («LLU3HbYK3Hb Hbto HAacTpr3
Bromeaykan VHxnHupuHr Ko., J114.»), Kutaii

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



& 000 LUPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU  MMMYHOXEMUJTIIOMUHECLLEHTHOM aHanmsatope cepum Maglumi gns guarHocTUKK in vitro)



Kaprpumx (100 Tecros) (Habop pearenros 114 xonuuecTsenHoro onpenenenns ceoGoanoro tHporckna (FT4 (CLIA)) B CHIBOPOTKE KPOBH Ha ABTOMATHYECKOM
& 000 LUPMH (7] INFO@CIRMIRU & WWW.EO0STDRAVNADIORRU  HMMYHOXEMIIIOMHHECLIEHTHOM aHAanM3aTope cepui Maglumi fna Auars#ocTHKH in Vitro)




MaTepunan KOHTPOAbHbIA (Habop peareHTOB A5 KOIMYECTBEHHOMO ONpeAeneHna cBo6oaHoro TupokcnHa (FT4 (CLIA)) B CbIBOPOTKE KPOBM Ha aBTOMaTUUYECKOM
@ 000 LMPMM 2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU MMMYHOXEMUNTKOMNHECLEHTHOM aHann3aTtope cepun Magluml Ana AnarHoCTMKn in Vitro)



Bcero npowmTo, NPOHYMEPOBaHO W CKPEnIeHo
rMeyaTtbio M MOAMUCHIO: nucra (-0B)

FeHepanbHbIA gUpeKTOp T.A
M.I.

KYCAINO

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



MpunoxeHune A CrtpaHuua 1un3 19
K AKTY OLieHKW pe3ynbTaToB TEXHUUYECKUX UCMbITaHWUI

rs iy MeAMLUHCKOr0o n3genus ans guarHocTukm in vitro Ne 202 IRTI-906.
doTorpamyeckme n3obpaxxeHns obLLero suaa MeanLUNUHCKOro U3genus

O6LWMIA B MEANLVNHCKOTO N3MeNINs BO BHELUHeN (MOTPebnTeNbCKOM) ynakoBKe

asa

McnbiTaTenbHbIin LeHTp OO0 «MeanKo-TexHONornyeckoe AreHTCTBo»,
YHVKaU/TbHbI HOMep 3anmcK 06 akKpeauTaLmum B peecTpe akkpeauToBaHHbIX uy PO: RA.RU.21H067

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



MpunoxeHve A

K AKTY OLeHKU Pe3ynbTaToB TEXHUYECKUX UCMbITaHWiA

MeMLUHCKOro K Aenuns ans AMarHocTuky in vitro Ne 2021RTI1-906.
doTorpamyeckre n3obpaxeHnsa o6LLero Bmaa MegULMHCKOro U3genms

CrtpaHuua 2 3 19

MoTpebuTenbckasa ynakoBKa, BUA crnepeau.
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McnbitatenbHbli LeHTp OO0 «MeanKo-TexHONornyeckoe AreHTcTBo»,
YHUKa/IbHBIA HOMEP 3anucn 06 akkpeauTauun B peecTpe akkpeaMToBaHHbIX ny P®; RA.RU.21H067
& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



npunoxexHve A

K AKTY OLEHKW pe3ynbTaToB TeXHUYECKUX WUCMbITaHWi

MeAMLMHCKOro usgenus ans guarHoctmku in vitro Ne 2021RTI-906.
doTorpauyeckne n3obpaxeHns o6LLero B1aa MeaULMHCKOro usgenus

CrtpaHnua 3 n3 19

MoTpebnTenbckaa ynakoBKa, BU/ C NPaBOil CTOPOHbI.

ISnibel G

McnbnatenbHblil LeHTp OO0 «MeanKo-TexHonornyeckoe AreHTCTBo»,
YHUKa/IbHbIA HOMEp 3anmncy 06 aKKpeaMTaLMm B PeeCTpe akkpeanToBaHHbIX vy, P®; RA.RU.21H067
& 000 LIUPMM @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



npunoxexHuve A

. K AKTY OLEHKWN pe3ynbTaToB TEXHUYECKPPC UCMbITAHWI

I?rrs.: > MeAWLMHCKOro n3genus ans gnarHoctuku in vitro Ne 2021RTI-906.
doTorpaduyeckme n3obpakeHns obLLero suaa MeauLMHCKOro nusgenns

CrtpaHuua 4 n3 19

MoTpebuTenbCcKas ynakoBKa, BUj C3aAW.

WcnbitatensHblin ueHTp OO0 «Meanko-TexHONornveckoe AreHTcTeo»,
YHUKa/bHbIA HOMEp 3amnncy 06 akKpeanTaLMKn B PeeCTpe akKpeanToBaHHbIX nnu, P®; RA,RU,21H067

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



MpunoxeHune A

K AKTY OLIEHKU Pe3y/bTaTOB TEXHUYECKMNX UCMbITaHUI

MeAVNLMHCKOrO H0aenns ans anarHocTukm in vitroNe 2021RTI-906
doTorpamyeckme n3obpakeHns obLLero suga MeauLMHCKOro n3genus

CtpaHuua 5 u3 19

MoTpebuTenbcKas ynakoBKa, BU/ C 1EBO CTOPOHBbI.

MACLLMI

FT4
REF B
130203004M a
LOT
00420092801

2
2021-09-28

WcnbiratensHblid LeHTp OO0 «Meanko-TexHOnorn4eckoe AreHTCcTBo»
YHUKaAbHbIN HOMEp 3anuncy 06 akKpeanTaLumn B peecTpe akkpeauToBaHHbIX any, Pd: RA.RU.21H067

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



npunoxeHune A CrtpaHnua 6 13 19
K AKTY OLLeHKM pe3y/ibTaTOB TEXHUYECKUX UCMbITaHWUA

MeLNLMHCKOro M3genmns gns AuarHocTuky in vitro Ne 2021RTI-906.

doTorpaduyeckme nlobpakeHns o6LLEro BUAA MEAULMHCKOTO U3henms

¢

MoTpebuTenbcKan ynakoBKa, BUA CHU3Y.

CAUTION nil)
Wrong Side Up! ~ 2

VicnbiTatenbHblid LeHTp OO0 «Meauko-TexHonornyeckoe AreHTCTBO,
YHUKa/bHbIA HOMEpP 3anucK 06 aKKpeauTaLMmn B PeecTpe akkpeanToBaHHbIX vy, P®: RA.RU.21H067

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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npunoxexne A CTpaHuua 8 u3 19
K AKTY OLEHKMN pe3y/bTaToB TEXHUYECKUX UCMbITaHWN

i 'SITv MeAVNLMHCKOTo n3fenvs Ang gnarHoctuku in vitro Ne 2021RTI-906.
doTorpamyeckme n3obpaxeHns o6LLero Bua MeauLMHCKOro n3genus

LW Tpux-kog Internal quality control
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VicnbitatenbHblii ueHTp OO0 «Meanko-TexHON0rn4eckoe AreHTCTBO,
YHUKa/bHbIA HOMEp 3anuncK 06 akkpeauTaumn B peecTpe akkpeanToBaHHbIX any, P®: RA.RU.21H067

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpunoxkeHve A CrpaHnua 10 n3 19
K AKTY OLEHKMN pe3ynbTaToB TEXHUYECKUX UCMbITaHWI

MeANLMHCKOro M3genns ans anarHoctukm in vitro Ne 202I1RTI-906.

doTorpamyeckme n3obpaxeHns obLLero Buaa MeLULUHCKOTO 13genms

CepTudukaT KOHTPOSA KayecTBa.

CERTIFICATE

Qality Intptcton 01

kmpmion Q uM Approvwl

AdA
ForRtiMM

Nw InduatrtM Biomadicai
EngioMdng Co.. Ltd.

Mepuko-TexHonornyeckoe
ATEeHTCTBO

VicnbiTaTenbHblin ueHTp OO0 «Mefguko-TexHOoN0rn4eckoe AreHTCTBO,
YHUKasbHbI/ HOMEP 3anucy 06 akKpeauTaLuum B peecTpe akKpeamToBaHHbIX uy P®: RA.RU.21H067

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

K AKTY OLLEHKM pe3ynbTaToB TEXHUYECKMUX UCMbITaHWUIA

MeAUNLMHCKOro n3genus ans gnarHoctuku in vitro Ne 202IRTI-906.
doTorpaduyeckre n3obpaxeHns obLiero suaa MeanUNMHCKOro U3genus

CtpaHuua 12 u3 19

Tabnuua 3Ha4YeHNn AN KOHTPO/IbHOrO MaTepunana
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WcnbitatensbHobiii LeHTp OO0 «Meauko-TexHOM0rn4eckoe AreHTCTBo»,
YHUKaNbHbIA HOMEp 3an1cy 06 akkpeauTaLWm B PeecTpe akkpeanToBaHHbIX nn Pd: RA.RU.21H067
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MpunoxeHune A Ctpanuua 13 u3 19
K AKTY OLIEHKU Pe3y/NbTaToB TEXHNYECKNX WUCTIbITaHWi

MeANLMHCKOro n3genvs ans auarHocTukm in vitroNe 2021RTI-906.
doTorpauyeckre n3obpaxeHuns obLiero Bnaa MeAULMHCKOro U3genus

N"3S

MaTepuan KOHTPO/bHbIN. O6Wwnii BUA.

VicnbiTatenbHblin ueHTp OO0 «Meanko-TexHOMormyeckoe AreHTCTBO»,
YHUKa/IbHbI HOMEp 3an1cu 06 akkpeauTaLmy B peecTpe akKpeanToBaHHbIX iny PP; RA.RU.21H067

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



Mpunoxetne A 3 CTpanuua 14 u3 19
K AKTy OLIEHKN PEe3yNbTaTOB TEXHTECKMUX UCNbITaHNN

Y MeAUUMHCKOro M3genua Ans guarHoctuky in vitro Ne 2021RTI-906.
doTorpamyeckme n3obpaxeHns o6LLEero Buaa MeLULUUHCKOTO U3genus

MaTtepuan KOHTPO/bHbI. MapKupoBKa.

FT4 (CUA)

jgrl 004200100} N

C 2021Y»re
|

EnynHrupgcCe i

WcnbiTatensHblii ueHTp OO0 «Megnko-TexHOMornieckoe AreHTcTBO»,
YHUKabHbIA HOMEp 3an1cu 06 akkpeauTaLMm B peecTpe akkpeanToBaHHbIX 1uy P®: RA.RU.21H067

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



MpunoxeHne A CrpaHuua 15 3 19

K AKTY OLIEHKMN pe3yNbTaToB TEXHWUYECKMUX UCMbITaHWNIA
MEAULNHCKOr0o U3henuna Ans anarHocTuky in vitro Ne 2021RTI-906.

doTorpaduueckme n3obpaxeHms obLLero Bnga MeanLMHCKOro nusgenns

% r oK

MaTepuan KOHTPO/bHbI. MapKnpoBKa.

M
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Wum* ZOtfi.
Tvof(V»lu» 24QP9-.
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WcnbiratenbHblil ueHTp OO0 «Meanko-TexHON0rmyeckoe AreHTCTBO»,
YHUKa/bHbIA HOMEp 3anuncy 06 aKKpeauTaL M B peecTpe akkpeauToBaHHbIX nny PO; RA.RU.21H067

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



npunoxexve A

K AKTY OLEHKW pe3ynbTaToB TEXHUYECKUX WCMbITaHWi

MeAMLMHCKOTO 13genvs Ans guarHocTukm in vitro Ne 2021RTI-906.
doTorpauyeckme n3obpakeHns obLLero Buaa MegULUHCKOTO U3Aenns

Crpanuua 16 n3 19

MaTtepunan KOHTPO/bHbIN. MapKupoBKa.
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Vicnbita'renbHbli LeHTp OO0 «MeanKo-TexHONormu"Koe AreHTCcTBo»,
YHUKa/IbHbI/ HOMEP 3anncK 06 aKKpeauTaLmMmn B PeecTpe akkpeamToBaHHbIX nuly P®: RA.RU.21H067

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



MpunoxeHue A Crpanuua 17 13 19
K AKTY OLIEHKM pe3ynbTaToB TEXHUYECKUX UCMbITaHWiA

t W  MeLMUMHCKOrOo n3genvs Ans gnarHoctmku in vitro Ne 2021RTI-906.
doTorpamyeckme n3obpaxxeHns obLLero Buja MeanLMHCKOro n3genns

Kaptpumk. O6wuii Bug.

VicnbiTatenbHbli LeHTp OO0 «Meanko-TexHOMormyeckoe AreHTCTBO»,
YHUKa/IbHbIA HOMEP 3anncK 06 akKpeauTaLun B peecTpe akkpeanToBaHHbIX nuy, P®; RA.RU.21H067

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



MpunoxeHne A CrpaHuua 18 n3 19
K AKTy OLUEHKN pe3y/ibTaToB TEXHNYECKNX NCNbITaHWIA

3£

doTorpaguyeckme M306paxXeHNs 06LLEro B1Aa MeaULIMHCKOTO U3fenus

KapTpugx. Bua cnepegn.

MAGUIMI"* FT4(CLIA)
B
7’r‘
ei*IMEIUM an #

1MV

VcnbiTatenbHblid LeHTp OO0 «Megnko-TexHonornveckoe AreHTCTBO,
YHUKa/IbHbIA HOMEpP 3anncK 06 aKKpeauTaLumn B peecTpe akkpeanToBaHHbIX nl, P®: RA.RU.21H067

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



MpunoxeHne A
K AKTY OLEHKMN pe3ynbTaToB TEXHUYECKUX UCTIbITaHWiA

63 S‘o MeAMLMHCKOro M3aenuns Ans AmarHocTuky in vitro Ne 2021RTI1-906.
doTorpauyeckme n306paxeHns o6LLero Buaa MefULUHCKOTO U3aenms

CrtpaHuuya 19 u3 19

Kaptpugx. Bug c3agn.
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WcnbiTatenbHbli LUeHTp OO0 «MeanKo-TexHONorMueckoe AreHTCTBO,

YHUKaNbHbIA HOMep 3anmcK 06 aKKpeaMTaLLMmn B PeecTpe akkpeaMToBaHHbIX nul, PP; RA,RU.2IH067
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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