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CucTemMa KOHTPONSA YPOBHS M1HOKO3bl B KpoBU CNYyTHUK o TY
26.60.12-005-63 752244-2023
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CeHepa/ibHbIA JUPEKTOP
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MN.N.lWnwko
2024r.

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHI/ W PETMCTPALIMI MEAHLMHCKWX H3ENHIA



CuncTemMa KOHTPOASA YPOBHSA TOKO3bl B KPOBU CnyTHMK no MY 26.60.12-005-63752244-2023 (komnnaekraHua M:1), B cocTaBe:

OG6GTHH BUA MEULUHCKOTO M3LeNnus.

CMNYTHUK

CNCTEMA KOHTPOJIA YPOBHHA
MMHOKO3bl B KPOBW CIMYTHUK
no TY 26.60.12-005-63752244* 2023

VAOOHHWIKATA

KPO8M10MKAN

9

3A6 cekyHL,

OJIHATH HA.KIOO
V3MEPEHWI

6£90MACHQE
WIEE

TECT-NONOCKM

CMYTHWMK

CUCTEMA KOHTPOJIS Y «)8H 51 T/IOKO3bI
BKPOEU CNYTHUK
no T¥ 26.A0.12-006-63753244-202S

PYKOBOACTBO MO 3KCI/TYATALUUA

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



Cuctema KOHTPONA YPOBHA FNOKO3bl B KpOBM CNyTHUK Mo TY 26.60.12-005-63752244-2023 (komnnekTaunsa X«1), B cocTase:

1. Fnrokometp CnyTHMK- 1wl.

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



CuctemMa KOHTPONSA YPOBHMW rNoKoibl B kKpoBu CnyTHUMK no TY 26.60.12-005-6J752244-2023 (KomnnekTauusa Nel), B cocTase:

2. TecT-n0oNOCKH CNYTHWUK K CUCTEME KOH ipons YPOBHSA rNOKO3bl B KpoBU no TY 21.20.23-006-63752244-2023 - 10 w|/yn.

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



CuctemMa KOHTPONA ypOBHA FHOKO3bl B KpOBM CnyTHUK Mo TY 26.60.12-005-63752244-2023 (komnack*Tayua Nel), B cocTase:

3. Ckapugumkarop Diaconl B KOMNeKTe CO CTepuUNbHbIMK NaHueTamu, nponssogctea OK Biotech Co. Ltd., PY No ®C3 2010/06698 -1 TT.

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



Cuncsema KOHTPONSA YPOBHS FNOKO3bl B KpOBM CNyTHUK Mo TY 26.60.12-005-63752244-2023 (komnnekTaunsa Ne2)

4. KoH3ponbHbII! pacTBOp HOPManbHOW KOHUEeHTpayumu- 1 wr.

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



CucrtemMa KOHTPO/IA YPOBHU TNIOKO3bl B KPOBM CNyTHUK No TY 26.60.12-U05-63752244-2023 (komnnekTaums X®!), B cocTase;

6. batapciika CR2032 - | wr.

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



( ncTema KOHTPONA YPOBHS FNHOKO3bl B KPOBU C'nywink no T> 26.60.12-005-63752244-2023 (komnnektauusa Nel), B cocTase:

7. dyTnap - 1wr.

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



CucTemMa KvH i pons ypoBHM TNOKO3bl B KpoBU CnyTHMK no TY 26.60.12-005-63752244-2023 (komnnekTaunsa Ne2), B coctaBe:

O6wWunii BUA MEAULMHCKOTO n3fenus.

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



CucloMA KOHTPONSA YPOBHA MHOKO3bl B KPOBU CNyTHUK 110 TY 26.60.12-005-t)5752244-2023 (komnnekTaums .N22). B cocTaBe:

1. FnokomeTp CNYyTHUK- 1wT.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Cuctema K'oH1|)Ona ypoBHA rnoKosbl B kponu Ciivihiik no TY 26.61M2-005-63752244-2023 (Komnnek3anns Jl«2). B cocTase:

2. TccT-nonockn CNyTHUK K CUCTEME KOH ipo/s YPOBHA FNOKO3bl B Kponu no TY 21.20.23-006-63752244-2023 - 10 wa3/yn.

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

1



CuncromMa KOWPONSA YPOBHA 110KO1bl B KPOBH CNyTHMK HO Y 26.60.12-005-63752244-2023 (kommackTamns Ne2). B cociaBc:

3. Ckapudukatop Diacont B KOMNIeKTe CO CrepunbubiMun naHuetamu, nporsogcn sa OK Biotech Co. Ltd.,, PY  &®C3 2010/06698-1 w i,

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

12



CuncrtemMa KOHTPONA YPOBHA TNMOKO3bl B KPOBU CHY FrHUK no TY 26.60.12-005-63752244-2023 (by>mMnnemaunua Ne2), B cocTaBse:

4. KOHTPONbHbIA pacTBOP BbICOKOW KOHLeHTpaymu- 1 wT.

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

13



CuctemMa KOHTPONSA YPOBHMW FNOKO3bl B KpoBU CnyTHMK no Y 26.60.12-005-63752244-2023 (komnnek TanHa X®2), B coc3aBc:

6. Batapeiika CR2032 - | wr.

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

14



CucTtema KOHTPONA YPOBHA TNHOKO3bl B KPOBK ( NyTHMK no T> 26.60.12-005-6375224-4-2023 (komn.1CKTauma Y&P), B cocTaBe:

7. dyTnap —1luwr.

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

15



C UCTCMa KOHTPO/IA YPOBHSA TNOKO3bl B KPoBM CnyTHUK no Y 20.60.12-005-i>3752244-2U23 (komnnekTaums .Nsl)

MakeT MapKMpoBKW NOTpebuTenbCKOl ynakoBku (mecto nponssogctsa OO0 «Koponés®dapm». Poccus)

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

4670015459818

16



C UCTeMa KOHTPONSA YPOBHA FNWKO*bl B KpoBUM CNyTHUK HO | Y 2(b<)U.12-0()5-()J752244-2U2) (KomnneknaHHa «1)

MakeT MapKMPOBKM HOTpebLW CNbCKON ynakoBku (Mecto npotBonctea OK Biotech Co., I.td., [aiiBaHb)

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

4712803569313

17



( HCXEMa KOHTPONA YPOBHS FMOKO3bl B KPOBH ( MYTHUK HO Y 26.60.12-005-63752244-2023 (komnnekTauyns M2)

MakeT MapKVpoBKW NOTPebUTeNbCKOW ynakoBkn (Mecto nponssonersa OO0 «Koponés®apm», Poccua]

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

4670015456961

18



( mcrcma KoH rponis ypoBHA FNOKO3bl B KPOBU C NYTHUK no Y 26.60.12-(Y)5-63752244-2023 (komnnekTauunsa .M»)

MakeT MapKMpoBKK No3pebHTenbCKOl ynakoBku (mecto npoussogctea OK Biotech Co., Ltd., TaiiBaHb)

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

4712803586563

19



Cuerema KonTpoas yponnﬁ rioKo3ns B kposu Cuytink no TY 26.60.12-005-63752244-2023

Maxer cTuKepa noTpebHTeNbLCKOI YNaKOBKH, KoMniekTauns Nel

CucTeMa KOHTPONS YPOBHSA INIOKO3bi B KpoBu CniyTHuK no TY
26.60.12-005-63752244-2023 (komnnexTauus No1), B cocrase:

1. fmokoMeTp CnyTHUK - 1 wr.

SN al

2. TecT-nonocku CnyTHUK K CUCTEMEe KOHTPONA YPOBHSA MMIOKO3bI
no TY 21.20.23-006-63752244-2023 - 10 wr./yn.

LOT rosen M|

3. Ckapnoukatop Diacont B kKoMnneKTe O CTepUNbHLIMK NaHUETaMu,
npouasoacTtaa OK Biotech Co. Ltd., PY N ®C3 2010/06698 - 1 urr.

LOT K ronen (M
4. KOHTPONbHbLIM PACTBOP HOPMANbHOW KOHUEHTPaunu - 1w,
LoT] 3 e aal

5. batapeika CR2032 - 1 wr.
6. ®yTnap - 1um.
7. PyKoBOACTBO NO 3akcnayaTaumm - 1 wr.

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




C'HCTeMa KOHTPOAS YPORHS 1110K03b1 B KposH CnyTunk no TY 26.60.12-005-637522.44-2023

Maker cTHKepa noTpefHTEIbCKOI YNaKoBKH, KoMILieKTalha Ne2

CrcreMa KOHTPONA YPOBHSA rNIoKo3bl B KpoBu CnyTHMK no TY
26.60.12-005-63752244-2023 (komnnexTaumn No2), B cocTase:

1. TniokoMeTp CnyTHUK - 1 Wr.
SN sl

2. Tect-nonockn CnyTHUK K CUCTEeMe KOHTPONA YPOBHA FIOKO3bl
no TY 21.20.23-006-63752244-2023 - 10 wr./yn.

LOT o roser o]

3. CkapundukaTtop Diacont B koMnneKTe CO CTEPUNbHLIMU NaHLIeTaMy,
npouasoacTtsa OK Biotech Co. Ltd., PY N@ ®C3 2010/06698 - 1 urr.

LOT o rogen oM
4. KOHTPONbHbLIN PAaCTBOP BbICOKOWU KOHLIEHTpauuu - 1 wr.
Lo7] B e sl
5. barapenka CR2032 - 1 wr.

6. ®ytnap - 1wr.
7. PyKoBOACTBO NO 3KCNAyaTauum - 1 wr.

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.G0SZDRAVNADZOR.RU




CHcTemMa KOHTPOAS YPOBHS 1110K03bE B Kposu Caytauk 1o TY 26.60.12-005-63752244-2023 (komnaextauns Nel) 22

MakeT MapKHPOBKH TPAHCNOPTHON YiakoBKkH (mecTo nponssoactsa 000 «Kopoaés®apm», Poccus)

CucteMa KOHTPONA YPOBHSA rMiOKo3bl B KPOBU CNYTHUK
noTY 26.60.12-005-63752244-2023

sl NpoussoanTens: 000 «ANaKOHT»,

Poccus, 125284, r. MockBa, yn. berosas,
' I .13, k8. 90
MecTo nponsBoAacTea:

000 «Koponés®apm», Poccus,
+30°C 141074, MockoBcKasa obnacTb,
+4°C r. Koponés, yn. MnoHepckas, a. 4

90 B Pemc*rpauuonuoe yaocrosepeHune
30-20-7731-1025 RUS No o .
KOMMUMYECTBO
foa n mecay

ynakosbiBaHUA

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.G0SZDRAVNADZOR.RU




CHeTeMa KOHTPOAA yPoBHSA rA10x03b1 B KposH Cnytank no TY 26.60.12-005-63752244-2023 (comunckTauns Nel)

MakeT MAPKHPOBKH TPAHCNOPTHOI ynakosBku (MecTo nponisoactaa OK Biotech Co., Ltd. , Taiisans)

23

19y 7

|
|
30-20-7731-1025 TWN
w

KONMUYECTBO

CucTeMa KOHTPONA YPOBHS rMioKo3bl B KpoBM CNyTHUK
no TY 26.60.12-005-63752244-2023

sl Npounssoautenn: 000 «ANMaKOHT,
Poccus, 125284, r. Mockea, yn. beroas,
a. 13, k8. 90

MecTo npon3BoACTBa:

OK Biotech Co., Ltd.

No. 91, Sec. 2, Gongdao 5th Road,
30070, Hsinchu City, Taiwan, (TanBaHb)

PernctpaunoHHoe yaoctosepeHue
NQ oT r.

foa v mecsiy

ynakoBbiBaHUA

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




CHCTEMA KOHTPOAIA YDOBHR FII0K03H B Kposy CnyThek no TY 26.60.12-005-63752244-2023 (komnaexTaunn M2) 24

Maxet MAPKHPOBKH TRANCHOPTHON YiakoBkH (MecTo nponagopcTes OO0 «KoponEa®apm», Poccnst)

CucTteMa KOHTPONS YPOBHSA FMIOKO3bl B KpOBU CNYTHUK
no TY 26.60.12-005-63752244-2023

sl Mpoussoantens: 000 «AUaKOHT»,

Poccus, 125284, r. MockBa, yn. berosas,
I I a. 13, ke. 90
MecTO Npou3BOACTBA:

000 «Koponéas®apm», Poccus,
+30°C 141074, MockoBcKasa 06nacTb,
+4°C r. Koponés, yn. MMoHepckas, a. 4

-20- - PerucTpaunoHHoe yaocTosepeHue
30-20-7731-1026 RUS No o 0
KONMUJECTBO
foa nMecsay
ynaKoBbiBaHUA

& 000 LHPMH [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



CHeTems KOHTPORA YPOBHA FMI0K03b 8 Kposn CnyTunk no TY 26.60.12-005-63752244-2023 (xomnaextauna Nel) 25

Maxer MAPKHPOBKH TPAHCROPTIIOH ynakoskn (mecto nponisoactTsa OK Biotech Co., 1.¢d. , Talinaus)

19 T

30-20-7731-1026 TWN

KOJIUMECTBO

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

CucTeMa KOHTPONA YPOBHA FMIOKO3bl B KPOBM CNyTHUK
no TY 26.60.12-005-63752244-2023

sl NpomasoauTtens: 000 «ANaKOHT,
Poccua, 125284, r. Mockea, yn. berosas,
a. 13, k8. 90

MecTo Nnpou3BoACTBa:

OK Biotech Co., Ltd.

No. 91, Sec. 2, Gongdao 5th Road,
30070, Hsinchu City, Taiwan, (TaisaHb)

PerncrpaunoHHoe yaoCTOBEpEHUe
No oT, r.

foa n mecay
ynaxKoBbiBaHus




T HCTEMa KOHTPONSA YPOBHSA MLOKO3bl B KPOBU C NYTHUK N0 i N z0.0H.ix-uu?-0"/r.:244-zuz"

TpancnoprHas ynakoBka

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



