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POTOIMPAPNYHECKNE N3OBPAXXEHNA

Habopa peareHToB «TecT-cMcTeMa UMMYyHO(epPMeHTHasA A1 BbISAB/IEHNSA
NMMYHOT/100y/IMHOB Knacca G K aHTUreHam OrnmMcToOpXncoB, TOKCOKap,
TPUXUHENT U IXMHOKOKKOB»
<NDPA-T'enbMUHTLI-1gG»

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM
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doTorpaunyeckme n3obpaxkeHna obLlero suaa
Habopa peareHToB « TecT-CMCTeMa MMMYHO(PepPMeEHTHas 1151 BbISIB/IEHWS
NMMYHOTr100yIMHOB Knacca G K aHTMIreHaM OnNUCcTOPXMCOB, TOKCOKAp,
TPUXUHENT U 3XNHOKOKKOB»

< DPA-T elbMUHTBLI-1gG»
Cepusa 01 ot 2022.10.03
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Cepuga 02 ot 2022.10.04
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®oto kopobxu (He B cOope) Habopa peareHToB
«Tecr-cacTreMa BMMYHO(EPMEHTHAS A8 BhISBJACHNS HMMYHOrN06y1na0B
Kaacca G k aHTHreHaM ONHCTOPXHCOB, TOKCOKAP, TPHXHHELT
B XHHOKOKKOB» «HMPA-T eabmMunroi-IgG»

l'enepansubili gupexrop AO «3KOna6» T.JO. N'amerko
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MpoLwHYpoBaHO, NPOHYMEPOBAHO
n CKpenj™HO neyvatbto

et N

pAO "3KOna6"

___ TaweHko T.1O.
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OBPA3LIbI MAPKVPOBKI

Habopa peareHTOB «TecT-cuctema MMMyHO(DepMeHTHaA AN1A BbIABIEHUSA
MMMYHOT/100yIMHOB Knacca G K aHTUreHam OrnmcTopXxucoB, TOKCOKaPp,
TPUXUHENT N 3XMHOKOKKOB»
"NDA-TelbMUHTLI-IgG"
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P\ M\ -UiA3paBOOXPaHEHIS

A0 «x3KON36”

TecT-cucrtema I/IMMyHO(*)epMEHTHaH Ana BbidBNeHUA

I/IMMyHOFfIO6y]'II/IHOB knacca G KaHTUreHam OonncTopxucos,

TOKCOKap, TPUXnHenn n aXnHOKOKKOB

NDA-TenbMUHTBLI-IgG

CocTtaB Habopa

NMMYH«COPB«HT

2 nnaHwerta

K«, KOKTPONIbHBI* MONOXUTCAKMBIA 06paseLl;, WHakTManpommHaw 1. (2.9 mn)

K> KOKTPONbHbIA orpularenanmii obpaaat;. nHal nampolannbiii

KoHbtorat
PW, pacTaep MHAMKATOPHbINA

[®Ce-T(x3B)], r3-kpaTHbI# KONLEHTPIT (hoctharHo-conaaoTo

6ythepHoro pacraopa c ramHosl

paeTaop Ans pasaasanus obpaaoa
aHT

2¢n (M02.9 M)
2 con. (no 12 mn)
2 dn. (no 13 mn)
2 ¢p/1. (no 40 mn)

2¢n. (no 13 mn)
1 con. (29 mn|

KakouauyHMKM ANs aBTOMaTM4YacKUX MAaTok (HakoHeuHNK
06beMOM 10 260 MK/, yHMaapcanbHblii, HaiiTpanbnbii.

rpagyvmpoaaHHbiii. PY Ni P9H 2019°N159)
VIHCTpyKmnus no npHuaHanuno
MacnopTt

MpuHagneXxHocTu:

BcnomoratesbHble NiacTumoable 6MKOCTH

Kneiikas nneHka Ona NNaHLWeToB

HBsAg. aHTuTena k BMY-1,2 n BI'C oTCcyTCT3YOT

19 wr.
L.
L.

Ons npodeccmoHanbHOro
NpUMeHeHns

AO “39KOna6”

NDA-TenbMunHTBI-IgG
TY 21.20.23-341-70423725-2022

OT 01 (™" 2022.10.03

REF 17.01 2 2024.04.03

KOHTpOsbHbIA Ne373

TOBaprII‘/II 3HaK, HauMeHoBaHMNe NpeanpunaTnAa-nm3rotToenTesnid, ero agpec, Tefle(bOHbl,-nyIOBl/lﬂ

XpaHeHus, «MeauLMHCKOEe U3aenne Aas AMarHOCTUKN ir>vitro» yKasaHbl HENOCPEeACTBEHHO Ha

eKoMad  aoskome
NDA-TenbMuHTHI-IQG 4 a .

m éHOCOHﬁeHT S ]

(1701 g2024£>4 T

» IKOnab AO* IKOna6*
NDA-TenbMuUHTLI-igG

MmI*HocopbekT
OXUHOKOKKO3 r.e

/\O/\ )Q02404/\

> OKOnab AO '3KOna6*

NDA-TenbMUHTLI-IgG
MIMmyHOCOp6eHT
Touncokapoa =

a0l 2040 ;

OunpexTop MAn

¥ OKOnab AO*9KOsasl
NDA-TenbMuHTbI-igG

MIMMYyHOCOpPOEHT
OfnmcTopxo3

L2024 04 I 1

¢ JKOnab AO3KOma6*
N®PA-TenbMUHTLI-IgS®

0]
Mor101 13mn
2024 04

+ OKOnab AO* 3KOmat*

NDA-TenbMuHTLI-IgG
KoHblorar »

(~01 12 mn
12024 04 %
M
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KOpobke
edKCM  AAKOeC ¥9KOna6  AO*3KOnas*
PU [PCB-T(x25)1
fliflo | 13mn
S 2024.04 [tor] 01 40 mn
' L 2024 04 ™
¢ OKOMa6  AO'3KOMB6*
Cton-peareHt!
1CotlOl| 25 mn J
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/YupexgaeHuii 3gpaBooxpaHeHunst

Afop peareHToB AO “3 KO” a6”

T«CT-CUCTOMa UMMYHODEPMAHTHAsA 415 BblSIBEHUN
UMMYHOT106Y/TIMHOB Kfacca Q K aHTUreHam O/IMCTOPXUCOB,
TOKCOKap, TPUXUHEN/ 1 3XMHOKOKKOB

NDA-TenbMUHTLI-IgG
CocTaB Habopa

MMuyHocop6aHT 2 nnaHwara
K*, KOHTPO/IbHbINM NOMOLWNAbHBIH 06paMu, UKaKTUanpoOMHUbIA 1 don. (2.$ mn)
K-. KOHTPO/IbHbI OTPHNATa/IbMBI 06paML,. UMAKTMMPOMUHBbIA 2 ¢pn. (no 28 mn|

KoHblorar 2 con. (no 12 mn}
PW. pacTBop nHAMKaTOpPHbIN 2 n (no 13 mn}
[®C&'TIX36L,. réHhaTHbIN HOHL@HTPAT choecharHo>conasoro 2 con (MO40 mn} 3 77
6ychapHOro pacrsopa C TBUHObI Ans I'IpO(bBCCVIOHaﬂbHOI'O A O ‘3 K O n a6
PPO. pactBop 15 paaBafaHks 06pa3nos 2 chbn (NO013un) MPMMEHEHNA
CTon-pBBraHT 1 chn. (28 mn)
Hakonaunvkm Ans aBTomMarsyackux nunatox (HakoHauHsK
06baMoM 10 260 MK/, YHUABPCANbHbINA, HEATPaIbHBIN, I/I q)A_ ren bMWHTbI _IgG
rpagyvpoBaHHbIii, PY N1P31/ 2011/1111) 16 w.
VIHCTPYKLWASA 11O MDYPMHAHWIO 1ur. TY 21.20.23-341-70423725-2022
Macnopt Jum.
MpuHaANeXXHOCTU: LOT 02 2022.10.03
8*C
BcnomorartenbHble N1acTUKOBbIE EMKOCTH 4 wr. 1 y n
Kneiikas nnenka LLs nnaHweTos 4urm. REF 17.01 y 2024.04.03

ra3/\. ACB KOHTponbHbIii Ns 374 B

HBsAg, aHTuTena k BUY-1.2 u BI'C otcyTcThytor

ToBapHbIli 3HaK; HaMMeHOBaHUE NPeaNpPUATUSA-U3TOTOBUTENSA; ero agpec, TenedoHbl, YCI0BuUS

XpaHeHusa; «MmegnynHCcKoe n3genne ona aAnarHoCTtuku In vitro» YKa3aHbl HEMNOCPEACTBEHHO Ha

Kopobke
»acompd adavoed > OKOma6  AO'9KOns6' i OKOmab  AODKOne6
VDATEbHLHLC ¢ N®A-FensMuHTbIRC PU . Kl
Y T VIMMyHOCOpP6EHT []3[[(2 f el Kﬂl(Z ran-g—
[‘Jg TpuxuHennes u,.
1702 yro24Mn = [3]02 y 202404 T & 2024.04
e3KonBb AO*IKONEG* ? 3KOna6 AO’ 3KOnaB* > 9KOnab AO‘ 3KOna6" «c-oN
NDA-TeNIbMUHTBI-NG NDA-TensMuHTLI-IgG CTon-peareHTl«
MIMMyHOCOpP6EHT ~ PPO .
Tokcokapoa EFZrg (unj{g 13mn [1n02 25mn/
Yy 202404 Y 2024.04
(6rj02 v 2024« |
e3KOo/MBoO A0 ORO* ("akp” AO*3KOna6* AO "IKONa6*
Pl ebimHQG NOA-TenbMuHTbI-IgG
NmmyHocop6eHT LWl ? KoHbtorat [®CB-T(x25)]
(/\OZOWC}TQOZOPHZ)OAlX(SF_:,EB\S [iof]02  12mn

fio fi 02 40mn QUI
12024.04 A

y 2024.04

Onpektop MAM 5
naapicb
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NPOLLHYPOBAaHO, NPOHYMEPOBaHO
N CKPENJIEHO NevaTbio
nuet
Few. A TM A O "3KOna6"
laweHko T.HO
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