3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM

o6wwuin NMCA-Nmakcns (IMAXYZ) IREF/BT12-09

TY 21.20.23-082-94568735-2019
Habop peareHToB A1 KOJIMYECTBEHHOIO
Py MMMYHOOEePMEHTHOrO onpeaesnieHns obLero
npocTaT-cneymMguryeckoro aHTureHa
B CbIBOPOTKE KPOBM YesioBeka
"TMCA-Nmakcnz{1IMAXY2)"
CocTaB Habopa:

cepusi: 1. MukponnaHweTt 1 ynak

2. KannbpoBo4Hbre npoobl 6 .
008 3. KOHTpoibHasa cbiBOpPOTKa 1don.

. 4. KoHbtorat 1dn.
,gl,g;rgl-gglnyCKa. 5. bydoep P 1 chn.
6. Bydoep N 1 con.

7. PactBop TMB 1 cpn.

8. CTon-peareHT 1 cpn.

9. MNakeT 3aKpblBaloLLMACS 1 wWr.

10. NMnéHka anasaknenBaHua MUKponaaHweTa 1 wir.

11. BaHHOYKN ONA BHECEHUA peareHToB 2 Wwr.

&pno’\»ﬁmw‘. Poccua 194356.,2.04HOpPa30Bble HAKOHEUYHVKN 4nA fosatopos 16 wTt
HKT-MMeTepb6ypr, ﬁopora B £ < W

AntuTtena k BUY 1,2,8upycy renatuta C n HBSAg OTCYyTCTBYOT
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IIpomnuTo, NponymMeposano,
H CKpeIIeHo NeYaThio
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| «YTBEP »

| I'eBepanbHBIH JUPEKTOP

MAKET MAPKHPOBKH

HaGop pearenToB AJ8 KOJHY€CTBEHHOT0 HMMYHO(EPMEHTHOIO Onpe/ie/ieHHS
o6mero npocrar-cienugHYECKOro AHTHreHa B ChIBOPOTKE KPOBH Y€JIOBEKA
«O6muii IICA-Amakcns (IMAXIZ)»

TV 21.20.23-082-94568735-2019
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o6wmin MCA-Nmakens (IMAXYZ)

REF BT 12-09

Hab6op peareHTOB A151 KOIMYECTBEHHOIO MMMYHO(EPMEHTHOrO ONpesesieHUs
o6LLero npocTar-crneuuiuyecKoro aHTUreHa B CbIBOPOTKE KPOBU YesioBeKa
«O6wmii MCA-Nmakens (IMAXIZ)»

TY 21.20.23-082-94568735-2019
PY

LOT Cepusa 008 [Jata Bbinycka 2019-06

CocTaB Habopa:

. MukponnaHLet

. Kannbposo4Hble Npobbl

. KOHTposibHasA cbiBOPOTKA

. Konbtorar

. Bythep P

. Bythep 1N

. PactBop TMbB

. Cton-peareHT

. MakeT 3aKpbIBaOLLNACA

10. MNneHKa ong 3aKknenBaHNA MUKPOr/IaHLLeTa
11. BaHHOYKW N1 BHECEHUS peareHToB

12. OpHopasoBble HAKOHEYHUKMW 419 [103aTOPOB

O© 00 N O Ol A WODN

+2-8C

" logeH go 2021-06

lynak.
6 .
1 don.
1.
1dn.
1 don.
1.
1dmn
TuwrT.
Twr.
2uwT.
16 w.

Ml AO «Butan [leBenionmeHT KopriopaiiwH», 194356, CaHKT-MMeTepbypr,

Jopora B KameHKy, oM 56, nutepa A,
Ten. (812) 702-10-86

TonbKo Ans in vitro gMarHoCTUKK

NV ital

Development

AHTUTena K BUY 1,2, Bupycy renatnta C n HbsAg oTcyTCTBYIOT.
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O6uwwuii MCA-Nmakeus (IMAXYZ)
IVD
MwuKponnaHLWeT ¢ MOHOK/OHa/IbHbIMW aHTuTenamn K NCA

[T0OTOB K MUCMO/b30BaHUIO I +2-8°C

LOT 008

rogeH go; 2021 -06 4 Vital

O6wuin MCA-Nmakcns (IMAXYZ)
IVD

KannbposouHas npoba Ne 1

0 Hr/Mn

0,5 mn

[ToTOBa K UCMNO/1b30BaHUIO 4 +2-8°C
LOT 008 RS-

A ropgeH po: 2021-06

o6wmin MCA-Nmakens (IMAXYZ)
IVD

KanunéposouHasa npoba Ne 2

1 Hr/Mn

0,5 mn

[ToTOBa K UCMNO/1b30BaHUIO +2-8°C
LOT 008 fyte!

rogeH po: 2021-06
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O6wmin MNCA-Nmakens (IMAXYZ)
IVD

KannéposouHasa npoba Ne 3
4 Hr/mn
0,5 mn

[ToTOBa K UCNOJ/Ib30BaHUIO

LOT 008

rogeH go; 2021-06

O6wuin MCA-Nmakens (IMAXYZ)
IVD

KannbpoBo4Hasi npoba Ne 4
10 Hr/mn
0,5 mn

[foTOBa K UCMOJ/Ib30BaHUIO
LOT 008
N rogeH po: 2021-06

O6wwuii MCA-Nmakens (IMAXYZ)
IVD

KannbpoBouHas npoba Ne 5
30 Hr/mn
0,5 mn

[foTOBa K UCMO/Ib30BaHUIO

LOT 008
N rofeH po: 2021-06

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

in+2-8°C
- Vil
A -2-8°C

i@

N -H2-8°C

Vital
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obwnii MCA-Nmakcns (IMAXYZ)
IVD

KannéposoyHasa npoba Ne 6
60 Hr/mn
0,5 mn

[ToTOBa K UCMNOJ/Ib30BaHUIO

LOT 008
2 ropeH fo: 2021-06

o6wwmin MCA-Nmakens (IMAXYZ)
IVD

KoHTposibHas CcbIBOPOTKA
2,5-3,9 HIr/Mn
0,5 mn

[ToTOBa K UCMNOJIb30BaHUIO

LOT 008

rogeH fgo: 2021-06

O6wumii MCA-Nmakens (IMAXYZ)
IVD

KoHbtorat

14 mn

[T0TOB K MCMNO/1b30BaHUIO

LOT 008

rogeH go: 2021-06
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| +2-8oc

AVital

I +2-8°C

iIF Vital

| +2-8c



o6wwmin MCA-Nmakens (IMAXY Z)

IVD

Byep P

3,0 mn

[T0TOB K MCMNO/1b30BaHUIO +2-8°C
LOT 008 Vital

rogeH go: 2021-06

Byduep N
Bytep ansa npombiBky (20x)
20 mn

PasBectn B 20 pas3 I +2-8°C

LOT 008

AN
“ rogeH o: 2021-06 Vital

TonbKo ans in vitro gnarHoCTUKM

PactBop TMbB
14 mn

[[0TOB K MCMNOJZIb30BaHWUIO I +2-8°C

LOT 008

“ rogen 10; 2021-06 4 Vil

TonbKo ana in vitro gnarHoCTUKM
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LOT 008 A

“ rogeH go: 2021-06
TonbKo Ang in vitro AMarHoCTUKK

Vital
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ITIpommnTo, NpoHymeposano,
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Wwo L
eHepanbHbIA MPEKTOP
AO «BpTtagwexnonmeHT KopnopanwH»

KW\
A.lM.Mnexos

MAKET MAPKWPOBKW MPYTMOBOW TAPbI

Habop peareHToB AN1a KONMYECTBEHHOTO MMMYHO(DEPMEHTHOIO ONpesesieHUs
06uero npocrar-cneymmnyeckoro aHTUreHa B CbIBOPOTKe KPOBU YenoBeka
«Oowmin NCA-Nmakcuns (IMAXY Z)»

TY 21.20.23-082-94568735-2019

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



O6muil [ICA-Hmaxca3 (IMAXYZ)
HaGop pearenton pis KONHYECTBEHHOTO NMMYHOGEPMEHTROIO ONPESE/ICHAR
ofmero npocTaT-cnenEGEIECKOr0 RHTHICHA

B CHIBOPOTKE KPOBH HeI0BEKS
TY 21.20.23-082-94568735-2019

Cepra XXXX 8 lopen go YYYY-XX

Ha6opos B xopobke: XX miT.
Macca merro naGopa: XX r.
Maces nerro: XX r.

Macca Gpyrro: XX,

o AOQ Buran ienenonment Kopnopsiima», 194356, Cankr-IlerepGypr,
JNopora B Kamenky, aom 56, iarepa A

Fowe LA Fyia
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IlpomnTo, npouymepoBano,
H CKPeILIeHO NedaThIo
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