l doTorpauryeckme n3obpaxxeHns obLLEro Buaa
Habopa peareHToB «TecT-cUCTEMA UMMYHO(epMEHTHAA A1 BbIAB/IEHUA U NOATBEPXAEHNA
Hannumna aHTUTen K Bupycy renatuta C» «MPA-BIC»,
C MPUHAaLNEXHOCTAMN, HEOOXOAUMbBIMUY ANA NMPUMEHEHUA MELAVULMNHCKOTO U3AE/INA MO Ha3HAYEHUIO.

Komnnektbl Ne 1,1R
KomnnekT Ne 1
Cepusi 01 0T 2021.05.20

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM
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AT

TECT-CUCTEIV1A

«>A-BIC
fPPORAr

|p0;2023 05/

a60p PBarBKTOM I-» Yy »A1l
El,nﬂyplfp|3>K,c|,aH|/||/|a,c|,pa|300xpau-aaulzlﬂaz,ﬁ(l7k (o] Igé )l‘l 30
TecT-cucrtema MMMyHOd)epMeHTHaﬂ ANA BbIABNEHUA U
NoATBEPXAEHUA HAaNU4na aHTUTEN KBUpYycy renatuta C

[Ana BbiMMCHHA aHTuTan k Bupycy renatuta C B
CKPUHMHTOBOM MCC/IEA0BaHUU Ha PadCopHOM
nnavwara 1py pyHHoit noctavoama ®A unm c

HEnoslbaoBaH1am BaToMaru4acuoro UdA-aHanHaaropa.
PaccuuTaH Ha UCCNaf0aaHme *+ 0BPasLOB, ak/oHaN KOHTPONbHbI#
CocTtas Habopa
VIMMyHOCOpGeHT

Komnnekt Nil/la

1UT.
K«, VHsIKTManpoaamHbIi 1 cn. (0,8 m>
K>. HHAIOMAPOBXKHHBIA 1 1,0mr)
KoHbtorar 1 2.0
®CE-T(x38) 1hn. (40,0 MNT)
PPO 14wm|. 10]Omn)
1¢n. (200mn)
L6P 1tn. (28.0 nn)
T™MB 1¢n. (2,0 MN)
Cron*paaraHt 1do (24,0Mm0)
OpHopaaoabla ulKomaunmlm ans
aeTBMaTMYactr x nunarox laurr

MpuHagnexHocTH:

HSaAg, *kTxrausl BNe. i

P»ArEHTOB
NO npunnemennpga nabvopa pba

nagTBEAH<AEeHUSs wmanuuwun auTt

pujO apito

T

__,OKBBITMAA NNA BLISBANEHUSA U
AHTUTEN K BUPYCY FEMATUTA C

N. 0CP 201070979~ 3™ 02.07.18.

N1*x "
KoMUJ.e«™ J\g;cl-vy:]/l 1 C*u CKpi 10DOM.

FenatuTa

M muiBUiixeTB lipn py*u*

NA.unn c
uocxe'

NCUONUICBA»»»**A

n,om»Tllyeckoro W «-
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MHCTPYKUWA
no NPMMEHEHWNIO HABOPA PEATEHTOB

TECT-CUCTEMA HMMYHO®EPMEWUTHASA A4 MOTBEPXXAEHNA
HATNYNA AHTUTEN K BUPYCY TEMATUTA C

w . "n<1l>A.-src:"
3A0 “OKOna6"

PerncTpauynowtoe ygocTosepeHne Ms ®CP 2010/09794 oT 02.07.1S e
Ans yupaxaaHnii agpspoosipaHaHus
TceT-cmeTBma VIVIMyHOCbeMBHTHM ANA BblABNEHNA U
NOATBEPXAEHMA HANNYUA aHTUTEN K BUPYCY MBIDKTHT» C

KomnnekTbl Ne 2/3,2/4
Komnnext NB2/3 [ins nosToapxaaum ya/'muss emnrran Waepycy ranenrra C nyram
AbiAanamns enasTpa «ATUran K 8**» My »BTTUMI BTBanMo
Psiecumtam MaimeaAeMKM 34 06pMuUM. exNtoUM mOUTPONaKMa

/1A NoATBEPXAEHNA HANMUYMA aHNITCN K aHTUreHaMm Bupyca renatuta C

CocTtaB Habopa

MmMmyHocop6eHT: Core/NSa/NS4/NSS 1wr.
K'», UHaKTUBUPOBaHHbI 1 cpn. (0,6 mn)
10, MaKkTUBMpPOBaHH» Il 1 dn. (1,0 mn)
KoHblorat 1dpn. (1,6 mn)

1 n (40 mn)

®CB-T(x26)
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AMnnekT Ne 3
/Cepus 13 o1 2021.05.20

3A0 "9KOna6"

MHCTPYKUWNA
Ho MPUMEHEHWIKO HABOP . PEATEHTOIN

TECT-CUCTEMAVWMMYHOa>EPMEHTHASA AnsA
BbIANNEHNA 1 MOATBEPXAEHNA HANNYNA
AHTUTENK BUPYCY TEMATUTAC

"MOPA.-BI'C:"

PernctpaynoHHoe >'docmo<>epemie Ne ® CP 2010/09794 oT 02 07. IS.

KomnnekTbl 3,3R
[/1» nonTeepXAeHUA anu4mna aT-uten Kk ouTurctiaM uiipyca renatut* C
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no MNVBFHHAOMECPIPEATEHICS

TECT-CUCTEMAVWMMYWO®EPMEHTHAA A M

aMABNEHNAWN NMOATBEPOKAEHNA HANNYNA
AHTUTENKBWUPTCY TEMATUTAC

"Ta® A .-Brc'"

PerucTpounaunyoe yJloctoepctu: Ne ®CP 2010/09794 ot 02.07.JS.T.

KomanucnA Kt 3«3R. _
N« NOAT»CPXNCKUB MNONNYBLA «UMKTEN K aunTurenam supyca renatmta

f.akotab.ru

r-

;'Bk./\ N
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a |11 »
s yspexaennit gponoagpovenns SAO “OKONAb”
UMMYNO€|>BPM*HTHas 418 BbISBNEHUA U
NOA-BTC

KOMNIMKINEA  *A*eeusriic «eo BAB™ > BBPLuM «cWj*>

CocTaB Habopa
VumymceopeenT: Cei*

«crpunoa
gerpmua
n. (0.8 vn
K ERRER g
KeH>10rer 211 Sll(‘lzgr\’nﬁﬂ;
.CeQ'T(Kza) 1pn. (13 mn)
1n.(13mn)
T™B 1<r(1.3mn
cTBN-P*«lant I n.[12.1 mn)
HekeHeuHVEN ans
meTeManumekux nunatos I wr

MpuHagnexHocTn:

scnexonuenEsama nnactuxow W«MXOCT* 4 urr.
KNe*xast Wi W A M nnanwerc

UBMY.mnwem X

TiC

pp U3BOAMTENL> ANAT wy
HAeopoB-u roTpBbi>d
JIEKARCTBEHIiIbDCCP6pCT

m TK

-id
' tAL2S0fI55/f OAO-3KOTMHB'
NOAYBIC
MMMYyHOCOpPBEHT

12022 0



eHepanbHbln anpekTop 3A0 «3KOnab» B.HO. bopucos
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MpoLwHypoBaHO, NPOHYMEPOBAHO
1w ckpensieHo nevyartbio,
1 ~1_  _nwuct
ekTop 3A0 "9KOna6"
[aweHkoT.10.
2021 .



>3KOnab

£>

Ha6op peareHtoB n

a [\

Ana yuypexpaeHuin 3 4 p aBooXxpaHeHMNssI/I\VWJi«D

TecT-cuctema UMMyHOEPMEHTHas 419 BbIABIEHUS 1
NoATBEPXAEHUS HANNUNST aHTUTeN K BUpYcy renatuta C

NPA-BI'C

[ns BbiSIBNeHWs aHTUTeN K BUpYycy renatuta C B

Komnnekt Nel/l

CKPUHUHIOBOM WCC/Iej0BaHNN Ha pa36bopHOM
nnadweTe npu pyyHoli noctaHoske N®A nnm c

1cnosib3oBaHnem aBToMaTnyeckoro UdA-aHanmsarTops
PaccuuTaH Ha nccnegoBaHne 96 06pa3LoB, BKIOYAA KOHTPO/IbHbIE

CocTaB Habopa
VIMMyHOCOp6EeHT

K+, MHaKTUBMPOBaHHbI
K-, "HaKTUBNPOBaHHbI
KoH-btorar

DCB-T(x25)

PPO

PPK

LBP

TMB

Cron-peareHT
OfHOpPa3oBble HAKOHEUYHVKN AN1s
aBTOMaTUYeCKMX NUNeToK

MpuHagnexHocTun:

BcnomoraTtesibHble N1acTUKOBble EMKOCTU
Knelikasi nneHka gns nnaHweToB

luwr.

1 cpn. (0,6 mn)
1cbn. (1,0 mn)
1cpn. (1,0 mn)
1 chn. (40 mn)
1don. (

1don. (

1 chn. (13 mn)
1. (

1 don. (12,6 mn)

16 wr A

4 wr.
4 wr

HBsAg, aHTureHnbl BAY, aHTutena k BUY-1,2 otcyTcTBytoT

[na npodgeccroHanbHOro NpUMeHeHust

NPA-BI'C
TY 9398-038-70423725-2021
PY Ma®CP 2010/09794 oT 02.07.18

Komnnekt Ne  1/1
Cepusa 02

KaTtanoxHbin Ne
KOHTpONbHbIA Ne
Jata wusrotoBneHus: 2021.05.20

FopeH no; 2023.05.20

02.10
239

ToBapHbIii 3HaK, HAMMEHOBaHKE NPeANPUATUA-U3TOTOBUTENS, ero aapec, Tene(“oHbl, YCNoBUs
XpaHEeHUs, «TO/MbKO f/151 in Vitro AMarHoCTUKM» yKa3aHbl HEMOCPEACTBEHHO Ha KOPOOKe

» 9KOnBe6 3A0 -OKOnae'

NPA-BIC n
MIMMyHOCOp6EHT

C.02
FopeH po: 2023.05 I

W'3KOnB6 3A0 "OKOna6*

NPA-BIC Tp

PPO il
c. 02 12 mn S
logeH no: 2023.05 A “*

3A0 "OKOnae'

NPA-BI'C
PPK

r 07 13 MN
lopeH po: 2023.05
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'N'9KOnab 3A0'9KOna6'

LIBP
c.02 13mn
lopeH po: 2023.05

*KOna6 3A0 '3KOnE6'
®CB-T(x25)
c 02 40 mn
opeH po: 2023.05

? 3KOne6 3A0'9KOna6"

Cton-peareHTs

3006 sy

NOA-BIC

T

o6 YOOe
NOABIC t —

K* n
c.02 10mn W»l;
Fcurunp 2023057

noAsrc  t-1

KOHbKJrei.I \ \

3CHd
N®A-BI'C n
TMB
c 02 13 M1
FogTa(Y. 2023.06 A



Ha6op peareHToB n*"N1rr\ cz"

L yupexaennii 3,qpaBooxpaHeva0/\O O9KON30
TecT-cucTema MMMYHOMEPMEHTHasA A/1A BbIABNEHUNA U
NOATBEPXKAEHUA HANNUMA aHTUTEN K BUpPYCY renatuta C

Komnnekt NSI/1R
"

NPA-BI'C

[ns BbiSIBNEeHWs aHTUTeN K BUpYycy renatuta C B
CKPUHUHIOBOM WCCMeA0BaHNM Ha pa3bopHOM
nnaHweTe Npu py4Hoi noctaHoBke VDA nnm c
crnosb3oBaHnem asTomatnyeckoro NdPA-aHanmasaropa.

PaccuuTaH Ha nccnegosaHne 96 o6pa3LoB, BKIOYASA KOHTPOIbHbIE

CocTaB Habopa
VIMMyHOCOpP6eHT

luwr.

K+, NHaKTMBUPOBaHHbI 1 cpn. (0,5 mn)
K-, MHAKTUBUPOBAaHHbI 1 ¢on. (1,0 mn)
KoHblorat 1dn. (12 mn)
®CB-T(x26) 1 cpn. (40 mn)
PPO 1cpn. (12 mn)
LIBP 1cpn. (13 mn)
TMB 1 pn. (1,3 mn)
Crton-peareHT 1dpn. (12,5 mn)
OfHOpPa3oBble HAKOHEUYHWKMN A5
aBTOMaTUYeCKUX NUMneTok 16 wr
|_|pVIHa,qJ'Ie)KHOCTVIZ
BcnomoraTtesibHble N1acTUKOBble EMKOCTHU 4 . a| I
4 wrt

Knelikasi nneHka Ans nnaHweToB

HBsAg, aHTureHnl BUY, antutena k BMY-1,2 otcyTtcTBytoT

YTBEPXOARO
anpektop 3A0 «3KOnab»
B.FO. bopucos

2021 r

3A0 “9KOnab6”

[ns npod)eccroHanbHOro NpUMeHeHus =Nn=
NPA-BIC =
TY 9398-038-70423725-2021

PY NedCP 2010/09794 o1 02.07.18 | <0

Komnnekt Ne 1/1R KaTtanoxHblidi Ne 02.16.1 j

Cepus 06 KOHTpOnbHbIA Ne 243 |

Jata wn3srotosnieHus: 2021.05.20 [
FopeH no; 2022.05.20

ToBapHbIli 3HaK, HAMMeHOBaHMWe NPeANpPUSTUS-U3rOTOBUTENS, ero agpec, TenedoHbl, yCnoBus
XPaHeHWsi, «TONbKO AN1S in Vitro ANarHoCTUKM» YKa3aHbl HEMOCPEACTBEHHO Ha KOPOGOKe

C3KOna6  3A0-3KOna6
NOA-BIC (;9K0nab  3A0-3KOna6-
MIMMyHOCOpPGEHT
cos UubP
Fogen ao: 202205 | c. 06 13 mn
(T 3KOIn56 3A0 -3KOT16
NODA-BIC @ 3KOnab  3A0"3KOna6"
. 06 12 wn ®CB-T(x25)
FopeH fo: 2022.05 A . 06 40 M1

\ 3KOna6b 3A0 -9KOna6"

NoA-BIC
KoHblorat Y
c 06 i3N1.4
rogeH go: 2022.05 &

& 000 LMPMM (@] INFO@CIRMIRU @ W

lopeH pfo: 2022.05 =

[l) 3KOna6

WW.GOSZDRAVNADZOR.RU

3A0 "9KOnab6"

uo3igiia’

C K
[ %VFAB

4 3HOMD>

nen-nrc J-

N
Fopam fo: 2022 06 *

NoA-8rc 3 .
TMB
c 6 1.2un
MYopHop 202205



N pupektop 3A0 «9KOnab»

B.FO. Bopucos

Habop peareHTOB 2021 r
[Ana yupexaeHuii 3apaBooxpaHeHns 3 A O ”3 K O N 8 6 ”

TecT-cucteMa UMMYHOEPMEHTHas! 151 BbISIBNIEHUS U

NoATBEPXAEHUST HA/IMUUS aHTUTeN K BUpYcy renatura C

NPA-BI'C

[ns BbISIBNEeHWs aHTUTeN K BUpYycy renatuta C B
CKPUHWHIOBOM MUCCNEeA0BaHNM Ha Pa3GopHOM 3A0 “OKOna6’
nnaHweTe Npu pyyHoii noctaHoBke NPA nnm c

1cnosib30BaHMeM aBToMaTu4veckoro VIdA-aHannsaropa. Ons I'IpO()beCCVIOHaJ'IbHOFO npUMEeHeHNs

NDA-BIC =

KomnnekTt Nel/la

PaccuuTaH Ha nccnegosaHne 96 06pa3LoB, BKIKOYAA KOHTPOSIbHbIE

CocTaB Habopa

VMY HOCOPGEHT Lur. TY 9398-038-70423725-2021

Ke, MHaKTMBUPOBaHHbIii Ln. (0,6 mn) PY Ne®dCP 2010/09794 ot 02.07.18

K-, NHAKTVBNPOBAaHHbI 1 con. 16 mn) - T

KoHblorat 1cpn. (2,0 mn) o

©CB.T(x26) 1o, (40,0 mn) KomnnektHa 1/la KaTtanoxHblii Ne 02.10a
PPO 1chn. (16,0 mn) Cepus 03 KOHTposibHbIN Ne 240
PPK 1 cbn. (26,0 mn)

LBP 1cpn. (26,0 mn) .

TVE 1cpn. (2.6 wn) Jata wnsrotoBneHus: 2021.05.20

CTon-peareHT 1cpn. (26,0 mn) FopeH po: 2023.05.20

OfHopa3oBble HAKOHEYHUKU /15

aBTOMATUUYECKMX NUMNeToK 16 wr A

MpuHagnexHocTu:

BcnomoraTtesibHble N1acTUKOBbIe EMKOCTU 4 wr.

Kneiikasi nneHka gnsi nnaHweToB 4 wr

HBsAg, aHTureHsl BUY, aHtntena k BUY-1,2 otcyTcTBYIOT

ToBapHbIN 3HaK, HAMMeHOBaHVe NPeANPUATUA-U3TOTOBUTENS, ero afpec, TeNneOoHbl, YC0BUS
XpaHeHus1, «TONbKO AN14 in Vitro AnarHoCTUKM» yKa3aHbl HENOCPeACTBEHHO Ha KOPOOKe

® 3KOma6  3A0"3KOna6" (KoMab  3a0°arkonas'

awnes

N®A-BIC NoA-eic
VIMMYHOCOP6EHT LGP

c. 03 25 mn e 05
cO3

FofeH 10: 2023.05 Fopen o: 202305

logeH fo: 2023 05

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

lopeH po: 2023.05

KONwit 5*r3/n
NPA BIC t A
c.l0o -TOMA-I . LLI .
roaws».
0. 3KOne6 3A0 "3KOna6" »: 9KOna6 3A0 "9KOna6"
N®A-BIC ®CB-T(x25)
PPO
c.03 c 03 40 mn _ + JHOMW
lopgeH po: 2023.05 » ropeH go: 2023.05 Jonsrc
-¥KOnNw6  3A0 "IKOna6" ¢ OKOna6  3A0"3KOnas" T3<0MW MO3HsI
V®A-BIC B
BPK CTon-peareHTn« cos M2 T
FopeHao.3CP3 {ft
¢, 03 25 MA: c.03 25mn JK



%

Habop peareHTOB
[na yupexaeHwin 3apaBooxpaHeHnst 3AO ‘ ‘3 KOI'I a6 ”

TecT-cuctema UMMyHOEPMEHTHASA A9 BbISIBNEHUS U
NoATBEPXAEHUS HANNUNS aHTUTEN K BUpYcy renatnTta C

NDA-BI'C

[ns BbISIBNEeHWs aHTUTenN K BMpYycy renatuta C B
CKPUHUHIOBOM MCC/ejoBaHNN Ha pa36bopHOM
nnaHweTe Npu pyyHoit noctaHoBke NPA nnm c

1cnosb3oBaHneM aBTomaTnyeckoro NP A-aHannsaropa.

PaccuutaH Ha uccnegosaHue 480 06pasLoB, BKOYAS KOHTPO/bHbIE

KomnnekTt Nel/2

CocTaB Habopa
MMMyHOocOop6eHT

KT, MHaKTMBMpPOBaHHbI
K-, NHaKTMBMpPOBaHHbI
KoHblorat

DCB-T(x26)

PPO

PPK

LBP

T™MB

cTon-peareHT
OfHOpPa30Bble HAKOHEYHWUKMN [/1s1
aBTOMaTUYECKUX MUMNeTOK

MpuHagnexHocTu:

BcnomorarenibHble N1acTUKOBbIe EMKOCTH
Kneiikasi nneHka gnsi NiaHWeToB

5 wr.

1 cpn. (3,0 mn)

1 cpn. (4,0 mn)

1 cbn. (6,0 mn)

2 dpa (MO 100 mn)
6 ¢pn. (no 14 mn)
6 ¢pn. (no 14 mn)
6 cpn. (no 14 mn)
1 dpon. (7,6 mn)

1 cpn. (70 mn)

32 wr

X

8 wr.
8wt

HBsAg, aHTureHsl B/Y, aHtutene k BUY-1,2 otcyTcTBytoT

"ekTop 3A0 «3KOnab»
,B.FO. Bopucos

2021 r

3A0 “OKOna6”

[ns npodyeccroHa/IbHOro NPUMEHEHUs

NPA-BI'C

TY 9398-038-70423725-2021
PY NedCP 2010/09794 ot 02.07.18

Komnnekt Ne  1/2 KaTanoxHbiin Ns 02.14 mcy

Cepus 04 KoHTponbHbI Ne 241

Jata wnsrotoBneHus; 2021.05.20
FopeH no: 2023.05.20

ToBapHbIiA 3HaK, HAMMEHOBaHUWE NPeANPUATUSA-N3rOTOBUTENS, €r0 afpec, TenedoHbl, YC0BUS
XPaHeHUsl, «TOMbKO AN in Vitro AMarHoOCTUKMU» yKa3aHbl HEMOCPEACTBEHHO Ha KOPO6Ke

» 9KOnab 3A0 ' 3KOnab”

NDA-BI'C
NMMyHOCOp6EHT B— S

co4
'paeH po: 2023.05

3A0’'3KOna6'

NDA-BIC
PPO

c 04 X
lopeH no: 2023.05 Nn

¢ 2KOna6 3A0 *3KOnat6'

NOA-BI'C

PPK
04 14 mn /

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

9) 9KOnab6 3A0’ 3KOna6t'

LBP

c.04 14mn

N 9KOna6b 3A0 ' 3KOnat'
®CB-T(x25)

c.04 100 mn
lopeH po: 2023.05 »

> 3KOnab 3A0’ 3KOna6-

Cron-peareHTy«

c. 04 70 mn
FopeH no:2023.05

>SIHPH6
V®A-BIrC
+
cM
» XXOna6 Jlcokemr
ndA-arc |V |

e.04 > 4.0W[» l
lopeH go 2023.05"

Ne3KOnab

VPABITC
TMB
C. 04 7.5 mn

"omeH f0; 2023.05

3A0 "9KOna6"

"o30nB6
V®A-BrC
KohHviorarT

Yarmwe*



[1]
anayarwaens JEEDEBO O “OKOJ1ID6
TecT-cucrtema VIMMyHO(*)epMeHTHaﬂ ANA BblABNEHUNA U
NnoATBEPXAEHNA HA/IMUMA aHTUTEN K BUpYycy renatmuta C

[ns BbISWMUUS aHTUTeN K BUpYCy renatuta C B
CKPUHUHIOBOM WCCMEeA0BaHUM Ha PaaGopHOM

nnaHweTe Npu py4Hoi noctaHoBke UPA nnm c

HOMNMNeKT '-*U*]]ﬁZR
Komnnekr K »"N"baoBaHMeM aBToMaTnyeckoro UdA-anannaaropa.

PaccuutaH Ha nccnepgosaHuve 480 06pasLoB, BK/IOYAsA KOHTPO/IbHbIE

CocTaB Habopa
MMMYyHOCOPGBCHT

K+, NHaKTMBMPOBaHHbIN
K-, NHaKTMBMPOBaHHbLI
KoHbtorat

®CB-T(x25)

PPO

LIBEP

TMB

Cron-peareHT
OfHOpa3oBble HAKOHEUYHWKMN AN1s
aBTOMaTUYECKUX NUMNETOK

MpuHaanexHocTu;

BcnomoraresibHble M1acTUKOBble EMKOCTHU
Kneiikas nneHka Ans nnaHweToB

6 Wwr.

1 . (3,0 mn)

1 cpn. (4,0 mn)

6 cpn. (no 14 mn)
2cpn. (no 100 mn)
5dn. (no 14 mn)
6con. (no 14 mn)
1 cpn. (7,5 mn)

1 con. (70 mn)

32 wr

8 um.
8uwr

HBsAg, aHTureHsl BWY, aHtutena k BUY-1,2 otcyTcTByIOT

YTBEPXAARO
ektop 3A0 «3KOnab»
,B.FO. bopucos

2021 r

3A0 “DKOna6”

[ns npodyeccroHasibHOro NPYMeHeHUs

NPA-BIC

TY 9398-038-70423725-2021

PY NedCP 2010/09794 o1 02.07.18
Komnnekt Ne  1/2R  KaTtasioxHbI Ne 02.16.2
Cepus 07 KOHTpOnbHbIA MB 244
Jata wnsrotoBneHusa: 2021.05.20

FopgeH po: 2022.05.20

ToBapHbIil 3HAaK, HAVMEHOBaHWE MPeANPUATUS-U3TOTOBUTENS, €r0 afpec, TeNnedoHbl, YCIoBUS
XpaHeHUs, «TONbKO ANS in Vitro AMarHOCTUKM» YKa3aHbl HENOCPEACTBEHHO Ha KOPobKe

OKOnab 3A0 "9KOna6"

N®A-BI'C
MIMMyHOCOp6eHT

c.07

lopeH po: 2022.05 I

> 9KOna6 3AO0-T/1tOrab"

NDA-BI'C
PPO

c. 07 14 mn
lopeH po- 2022,05

9KOna6b 3A0 "3KOna6"

NOA-BI'C n
KoHbtorar
{,07 14 M1

lopeH po: 2022.05 ft

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

I1*; 9KOnab

LIBP
c. 07 14 mn

¥ 3KOnab

®CB-T(x25)
c. 07 100 mn
lopeH po; 2022.05

» 3KOnab 3A0 “93KOna6"

Crton-peareHT  |j

3A0 "3KOna6"

3A0 "3KOna6"

»3<l0ne6

VPASIC £

«0Z 40 rvnll K
TAQID2022.05+

A9KOnab 3A0 "9KOna6"

NDA-BI'C
TMB
Co7 7,5 Mn |
FogeH po; 2022.05



r

Ha6op peareHToB
[ns yupexaenuii sapasooxparernsi SA O **3K O J136”

TecTu;uctema UMMyHoOEPMEHTHAsA A5 BbISIB/IEHUS 1
NOATBEPXAEHUS HA/IMUMS aHTUTEN K BMpYcy renatuta C

NDA-BI'C

[ina BbIABNEHUA aHTUTeN K BUpYycCYy renatnta C B
CKPUHWHIOBOM WCC/ejoBaHNN Ha pa36opHOM
nnaHweTe Npu py4Hoi noctaHoBke VPA nnm c

vcnosib3oBaHMeM aBTomatuyeckoro NP A-aHanusaropa

PaccuuTaH Ha nccnegosaHve 192 06pasLoB, BK/IOYAA KOHTPO/IbHbIE

KomnnekTt Nel

CoctaB Habopa
VIMMyHOCOpP6GEHT

Ke, NHaKTUBMPOBaHHbIN
K-, MTHaKTUBMPOBaHHbI
KoHblorat

DCB-T(x25)

TME

Cron-peareHt

OfHOPa30Bble HAKOHEYHWKMN 4151
aBTOMaTUYecKnx NUMNeTok

MpuHagnexHocTu:

BcnomoraresibHble N/1acTUKOBbIe EMKOCTU
Knelikasi nneHka gna nnaHweTos

2um.

1 don. (1,0 mn)

1 cpn. (1,0 mn)

1 don. (2 mn)

2 con. (no 40 mn)
2 cpn. (no 14 mn)
2 chn. (no 14 mn)
2 ¢n. (no 14 mn)
1 dn. (3 mn)

1 dpon. (25 mn)

15 wr

4 wr.
4wt

HBsAg, aHTureHbl BUY, antutena k BAY-1,2 otcyTcTBytoT

3A0 “3KOna6”

N5 npodyeccroHasibHOro NPUMEHEHUS

NDA-BI'C S
TY 9398-038-70423725-2021 -
PY Ne®CP 2010/09794 oT 02.07.18 ~ 5

Komnnekt Ne 1 KaTanoxHbiin Ne 02.09

Cepusi 01 KOHTpOnbHbIA Me 253

Jata usrotoBneHus: 2021.05.20
lopeH go: 2023.05.20

ToBapHbIii 3HaK, HAMMEHOBaHWE NPeANPUATUA-U3rOTOBUTENS, ero agpec, TenedoHbl, YC0BMUA
XPaHeHWsi, «TONbKO AN in Vitro ANarHoCTUKM» yKasaHbl HEMOCPEACTBEHHO Ha KOPO6Ke

$)XX Onab 3A0 -OKOna6"

N®A-BI'C
VimMyHOCOp6eHT
c01 .
FopeH ao: 2023.05 !
j*c XK

(BEaKOnab6 3A0-3KOrs6"

NPA-BI'C
PO

c. 01 n mn
FopeH po: 2023.05 X

'"} 3KOnab 310 "3KOna6"

NPA-BI'C
PPK
o Uwm/
FogeH po: 2023.05

1»9KOne6 3A0'9KOna6"

LIBP
c. 0L 14 mn
lopeH po: 2023.05

Y 9KOna6 3A0 m3KOna6"

®CB-T(x25)

c. 01 40 mn

FopeH po: 2023.05

¢ OKOna6b  3AO '3KOna6'
Crton-peareHT,,r.

c, 01 2smn Jf
lopeH po: 2023.05 »

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

NOPABIC ~ B

c 01 oMY« tt
opemas

YC-><
VbAerc L |
KoHuorar

c.01 2.0
FaaExgp: 2023.05

N®A-BI'C

c 01 3.0mn
FogeH po 2023.06



Habop peareHTOB
[na yupexaeHnii 3gpaBooxpaHeHnst 3 A O **3 K O J1 3 D

TecT-cucTemMa UMMyHOMEPMEHTHAS A5 BbISIB/IEHMS 1
NoATBEPXAEHNS HANNUNSI aHTUTeN K BUpYcy renatuta C

NPA-BI'C

[nsa BbiSIBNEHVs aHTUTeN K BUpYycCy renatuta C B
CKPUHWUHIOBOM WCC/ejlOBaHNN Ha pa3topHOM
nnaHweTe Npu pyyHoi noctaHoBke NPA nnm c
1Cnosib30BaHMeM aBToMatuveckoro dA-aHasmsaropa.

PaccuuTaH Ha nccnegosaHvie 192 06pasLoB, BK/IOYasA KOHTPO/IbHbIE

CocTaB Habopa

Komnnekt HalR

VIMMyHOCOp6eHT 2 wr.

K+, NHaKTMBMPOBaHHbIN 1 cpn. (1,0 mn)
K-, NHaKTMBUPOBaHHbI 1don. (1,0 mn)
KoHblorat 2 cbn. (no 14 mn)
®CB-T(x26) 2 don. (no 40 mn)
PPO 2don. (no 14 mn)
LBP 2 cpn. (no 14 mn)
TMB 1 cbn. (3,0 mn)
Cron-peareHT 1dbn. (25 mn)
OfHOpa3oBble HAKOHEUHVKM A/1s

aBTOMaTU4YeCKMX NUNeTok 15 wr
MpuHagnexHocTn:

BcnomoraTenbHble N1acTMKOBble EMKOCTU 4 wr.

Knelikas nneHka Ans nnaHweToB 4 wr

HBsAg, aHTureHbl BUY. aHtutena k BUY-1,2 otoyTcTBYyIOT

YTBEPXOAKO
ANN]Naal M |MpekTop 3A0 «3KOnab»
_B.1O. Bopwucos

2021 r

3A0 “9KOna6”

[na npodpeccrmoHanbHOro NPUMEHeHNst

NPA-BI'C “

TY 9398-038-70423725-2021
PY Ned®CP 2010/09794 o1 02.07.18

Komnnekt Ne 1R

Cepus 05

KaTanoxXHbl i Ne

02.16 L
KoHTponbHbliii N8 242

Jata wnsrotoBneHus: 2021.05.20 ~
FopeH no; 2022.05.20

ToBapHbIii 3HaK, HaMMeHOBaHVe NPeANPUATUA-U3TOTOBUTENS, €r0 aapec, TenedoHsbl, YCoBUs
XpaHeHWs, «TONbKO ANS in Vitro AUarHoCTUKW» yKasaHbl HENOCPEACTBEHHO Ha KOPOOKe

+ 2KOnab 3A0 "3KOnas" .4 OKOnab 3A0 "3KOna6"
NPA-BI'C a
MIMMyHOCOpP6EeHT LIBP r
C.05 c.05 lamn N
FopeH go: 2022.05 oon. " =-
NaKopna6 BAC*SKEHer (S'3KOnab6  3AO"3KOna6"
UGABIC ®CB-T(x25)
PPO c. 05 40 MN
c 05 14 mn

FopeH po; 2022.05
FopgeH poo: 2022.05 X

+ OKOnab 3A0 "3KOna6"
+ 'OKOnab 3A0 "3KOna6"
VNPA-BI'C N
KoHblorar Cron-peareHtn«
c. 05 14 M 4

FopeH po: 2022.05 4

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

NOA-LLIC
S |
c.06 10m

Bz ‘Vbaee
VOABIC B

TMB
t.0S



Ha6op poaraHro!

[ yupaaviaHiii aapaacoxpaHaHs

3A0 “OK0Onab”

TecT<ucTema MMMYyHOhEePMeHTHas /1 BbISBEHNS 1
NoATBEPXAEHNS Ha/IMUUA aHTUTeN K BUpYycy renatuta C

Komnnekrt Ne2/1

NPA-BI'C

noflITMpnfftHM Hanuumm aHTUTan K anpycy ranatura C nytam
BblaasiaHnA enarrpa aHTuTe/1 K KaM1Momy aHTMreHy OTAesibHO.

Paccuu1taH Ha 1ccnagiosanma 24 06paaLios, BKHOUal KOHTPO/bHbIE

CocTaB Habopa

VIMMyHOCOpPGEHT: core
NS3
NS4
NS6

K)., M"HaKTUBMpPOBaHHbI

K-, MHaKTUBMpPOBaHHbI

KoHblorat

PCB-T(x26)

PPO

PPK

LBP

TMB

Cron-peareHT

HakoHeuHuku ansa

aBTOMaTUYECKMX MUNeToK

MpUHaaNexXHOCTH:

3 cTpuna

3 cTpuna

3 cTpuna
3cTpuna

1 cpn. (0,6 mn)
1dpn. (1,0 mn)
1cpn. (1,0 mn)
1 dpon. (40 mn)
1 don. (13 mn)
1 don. (13 mn)
1 don. (13 mn)
1chn. (1,3 mn)
1 dn. (12,6 mn)

16 wr / \

BcnomoratesibHble N/1acTUKOBble EMKOCTU 4 WT.

Kneiikas nneHka Ana nnaHWweTos

4wt

HBsAg, aHTureHsl BAY, aHtutena k BUY-1,2 otoyTcTByIOT

YTBEPXOARO
KTop 3A0 «39KOnab»
B.1O. bopucos

2021 r

3A0 “OKOna6”

[Nns npodheccroHasibHOro NPUMEHEHUS

NDA-BIC B
TY 9398-038-70423725-2021
PY Ne®CP 2010/09794 ot 02.07.18

KomnnektHa 2/1 KatanoxHbliii Ne 02.11.2 = *

Cepus 09 KOHTpOnbHbIN Ne 246

Jata wnsrotoBneHus: 2021.05.20 sssas
FopgeH po: 2023.05.20

ToBapHbIiA 3HaK, HAMMEHOBaHWE NPeANPUATUA-U3rOTOBUTENS, €ro agpec, TenetoHbl, YCI0BMS
XPaHeHUsl, «TOMbKO A/1S in Vitro AnarHoCTMKM» yKa3aHbl HEMOCPEACTBEHHO Ha KOPOGKe

3KOna6  3A0 "3KOnaG"
NDA-BIC
VMiIMMyHOCOpOeHT

.09
lopeH po: 2023.05

» 3KOnB6 3A0 "3KOnab6"
NDA-BIC

VIMMyHOCOpP6EHT

NS3
c. 09
lopeH po; 2023.05 I

j> 9KOna6 3A0 "3KOna6"

NDA-BIC
VIMMyHOCOpP6EHT
c.09 NS4

lopeH po: 2023.05.. I

3KOnab 3A0 "3KOna6"

NDA-BIC
MiIMMyHOocop6eHT 9L :

NS5
c 09
lopeH po 2022 01 |

3.X0nBeB AN “K)T6™-
NPA-BIrC

c 09 PPOl3 M ‘rl

logeH pno: 2023.0S ZL

'»'9KOnab 3A0 "9KOna6"

NPA-BIC
PPK

c 09 13 M1

lopeH po; 2023.05

+'9KOnab 3A0 "9KOna6"

¥)XXOne6 3A0 "9KOna6"

Crton-peareHT«r 1
c. 09 125mn " L
lopeH po: 2023.05

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

» 3KOsias
NDA-8IC

c Oit M1
Foli«nn».20r3.06A

VEiiRerC t

TAKA-BIE 1\
KoHbtorar

» e
e. 08
roakao I'T.<all-

> 9KOna6 3A0 "3KOna6'
®CB-T(x25)

c. 09 40 mn

Fogen no; 2023052 LU

N®A-BrC

« 09 13wm» T LLILLL
MUHHAP 20230S | TT



Ha6op paarantoa

Ans yupaxaaHnii agpaaooxpaHaHus

3A0 “ODKOnab6”

TecT-cucteMa MMMYHOMEePMEHTHas A1 BbISB/IEHNA 1
NoATBEPXAEHNS Ha/IMUUA aHTUTeN K BUpYycy renatuta C

Komnnekr Ne2/2

NPA-BI'C

Ana naaTpxAAHiAa uankuna aHTMTui k aupycy remtuta C nytam
AbIAANAHNA eNAHTPA SHTUTAN K KasioJOMy aHTUTEHY OTAenaHo

PaccuutaH Ha HccrogoaaHus 120 o6paalloB, BK/OYas KOHTponaHaw

CocTaB Habopa

VIMMyHOCOpPGEHT: core
NS3
NS4
NS6

K+, NHaKTUBNPOBaHHbIN

K-, NHaKTUBNPOBaHHbI

KoHblorat

PCB-T(x26)

PPO

PPK

LBP

TMB

Cron-peareHt

HakoHeuHuku ana

aBTOMaTUYECKMX NUMETOK

MpuHagnexHocTu:

16cTpunos
16cTpunos

16 cTpunos

16 Ctpunos

1 cpn. (6,0 mn)

1 cpn. (4,0 mn)

1 cpn. (6,0 mn)
2¢pn. (no 100 mn)
5¢n. (no 16 mn)
6 con. (no 20 mn)
6 dpn. (no 20 mn)
1chn. (11 mn)

1 cpn. (70 mn)

2 UuT A

BcnomoraTesibHble N1acTUKOBble EMKOCTU S LUT.

Knelikas nneHka aAns nnaHWweTos

3T

HBsAg, aHTureHbl BUY, aHtutena k BUY-1,2 otcyTcTBYIOT

-onpekTop 3A0 «3KOnab»
,B.1O. bopucos

2021 r

3A0 “3KOna6”

[ns npodeccroHanbHOro NpUMeHeHus
NPA-BIC —
TY 9398-038-70423725-2021

PY NedCP 2010/09794 ot 02.07.18
Komnniekt Ne  2/2 KatanoxHbii No 02.11.3
Cepus 10 KOHTpONbHbIA Ne 247

Jata wusroTtoBrieHns: 2021.05.20
FopeH po: 2023.05.20

ToBapHbIii 3HaK, HAMMEHOBaHWE NPeANPUATUA-U3rOTOBUTENS, €ro aapec, TenedoHbl, YCNoBus
XPaHeHUsi, «TONbKO ANS in Vitro ANarHoCTUKM» yKa3aHbl HEMOCPEACTBEHHO Ha KOPOOKe

+ OKOnab6 3A0 "3KOna6"

NDA-BIC
VimmyHocop6eHT

Core
c. 10

opeH no: 2023.05 T

+ OKOna6b 3A0 "3KOna6"

NDA-BIC
VIMMyHOCOpP6EHT
c. i NS3

FopeH po: 2023.05

¢+ 3KOnab  3A0"3KOnae
N®A-BIFrC
MIMMyHOCOpP6EHT S

c. 10
ropeH po: 2023.05

+ OKOna6 3A0 "3KOna6"

NDA-BIC
VMIMMyHOCOpPOGEHT

010 r
"opeH fo; 2023.05

(Y 9KOnab 3A0"3KOsnal

NDA-BI'C I

PPO
c. 10 15mn .
logeH po: 2023.05 A

'¢ OKOnab6 3A0 "3KOna6"

NPA-BIC
PPK

c. 10 20 MM
FogeH po: 2023.05

(¢3KOna6 3A0 "9KOna6"

LBP
c. 10 20 mn

+ 3KOna6b 3A0 "3KOna6"

Cron-peareHTusA0
c. 10 70 Mn F
FopeH no: 2023.05

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

. Kt

NnoA-arc t 7
c10 ~ 40M1

" aac

{ 2KOna6 3A0 "3KOna6"
®CB-T(x25)

c. 10 100mn(p’

FopeH po: 2023.05

(~9OKOnab6 3A0 "9KOna6"

NPABIC |
TMB  |p3

c. 10 11 mn
FopeH 00. 2023.05°



Ha6op paaroHToi

Ans yupoaenanuii afgpaooxpaTuHa 3AO “3 Ko_ﬂa6 IT)

TecT<ucTema MMMyHOMPEPMEHTHasA A5 BbIABIEHUA U
NoATBEPXAEHNA HA/IMUUA aHTUTEN K BUpYcCy renatuta C

NPA-BI'C

[nanoATMpXaaHnsa HamMumna aHTuTan K Bupycy renatuta C nytaH
ablsBaHNA cnactpa aHTutan alWKAOMY aHTUreHy oTaarnbHO.
PaccunTtaH Ha uccnaAOBanna 24 06pULLOB, BK/IOYASA KOHTPO/IbHbIA

CocTaB Habopa

KomnnekTt Ne2/3

NumyHocop6eHT: Core/KIS3/NS4/NS5 1 wr.

K*, MHaKTMBUPOBaHHbIN 1 . (0,5 mn)
K-, MTHaKTUBNPOBaHHbI 1cpn. (1,0 mn)
KoH-btorar 1¢don, (1,5 mn)
DCB-T(x26) 1 chn. (40 mn)
PPO 1 dn. (13 mn)
PPK 1 chn. (13 mn)
uep 1 chn. (13 mn)
T™B 1cpn. (1,3 mn)
Cron-peareHT 1 cpn. (12,5 mn)
HakoHeuHukn gns

aBTOMaTUYECKUX NUMNETOK 16 Wt
MpuHagexHocTu: A
BcnomoraTesibHble NNacTUKOBbIE EMKOCTU 4 LWT.

Kneiikas nneHka Ans nnaHweToB 4 wr

HBaAB. aHTUreHbl BUY, aHtutena k BUY-1,2 otcyTcTBytoT

YTBEPXOAKO
€kTop 3A0 «OKOnab»
,B.FO. Bopucos

2021 r

3A0 “O9KOna6”

[ns npodyeccroHanibHOro NpUMeHeHNst

NDPA-BIC =

TY 9398-038-70423725-2021

PY Ma®CP 2010/09794 ot 02.07.1B

Komnniekt Ne  2/3 KaTanoxHbii Ne 02.11.2a LLUBLL

Cepus 11 KOHTponbHbI Ne 248  agSS
Jata mnarotoBneHus: 2021.05.20

FopeH no: 2023.05.20

ToBapHbIi 3HaK, HAaMMEHOBaHVe NPeANPUATAS-N3rOTOBUTENSA, ero aapee, TeNnetoHbl, YCI0BUS
XpaHEeHUs, «TONbKO A5 in Vitro AMarHoCTUKM» yKa3aHbl HEMOCPEACTBEHHO HA KOPOOKe

YyOTa6 3A0 '9KOna6" 3KOna6  3AO "3KOna6"
NDPA-BIC
VIMMyHOCOP6EHT LIBP
ﬁire/N S/NS/NS. S
C 13141
opeH no: 2023 05 ~
A 3KOna6 3A0 *3KOna6' (#/3KOna6 3A0 "9KOna6"
NDA-BIC ®CB-T(x25) S
c 11 PPO13 mMn / I c. 11 40 mn

lopeH no: 2023.05 A lopeH po: 2023.05

(S)3KOnab 3A0 "3KOna6"
+ 3KOna6b 3A0 "9KOna6"

N®A-BIC

c nK*'B.eNo'D'

*NOE)
N®A BIrC L wn
A

- ite?
eM ronn

ragamga 2023067

BT ‘o

Konblorat

s

NDA-BI'C
PPK CTon-peareHT r«
c. 11 13 mn c 11 125 Wl «

lopeH po: 2023.05

FopeH go: 2023.05

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

127

NDA-8I'C
TMB
e n 13ew0
Fopenpo 202306



Habop puroHTOB

[N5 YHPOXMHWIA 30pasioOXPaHOHNA

KomnnekT No2/4

3A0 “OKOna6"

TecT<ucTemMa MMMyHOMEePMEHTHas A5 BbIABEHUA U
NoATBEPXKAEHUSI HA/IMUNA aHTUTeN K BUpYycy renatuta C

NDA-BI'C

[Ans noaraapxpaHm Hannum asTuTan K Bupycy rsnatuta C nytiim
Bbislanauns cnakTpa aHTUTB/ K KaM3loMy aHTUreHy oTaanauc.
PaccuuTaH Ha uccnagosaHma 120 06pasLoB, Bano4as KOHTPO/bHbIA

CocTaB Habopa

NmmyHocop6eHT: Core/NS3/NS4/NS5 6 L.

K+, NHaKTMBMPOBaHHbI 1 ¢hn. (3,0 mn)

K-, NHaKTMBUPOBaHHbI 1. (4,0 mn)
KoHbtorat 1 cpn. (6,0 mn)
DCB-T(x26) 2¢pn. (no 100 mn)
PPO 6don. (no 16 mn)
PPK 6 on. (no 20 mn)
LuepP Bdn. (no 20 mn)
T™B 1con. (11 mn)
Cron-peareHt 1 cpn. (70 mn)
HakoHeuHuKn ans

aBTOMaTUYeCKNX NMNEeToK 32 wr
|_|pVIHa,EI.I'Ie)KHOCTVIZ A
BcrnomorartesibHble N1acTUKoBble EMKOCTU 8 LT,

Kneiikas nneHka ons nnaHWweTos 3wr

HBsAg. aHTureHsl BUY, aHtutena k BUY-1,2 otcyTcTBytoT

YTBEP>XOAIO

anpekTop 3A0 «3KOnab»
,B.FO. bopucos

2021 r

3A0 “OKOna6”
[Ana npodeccnoHanibHOro NPUMEHeHNs
NPA-BIC =
TY 9398-038-70423725-2021
PYNedCP 2010/09794 ot 02.07.18

KaTanoxHbii Ne 02.11.2b
KOHTpOnbHbI Na 249

KomnnektHa 2/4
Cepusa 12

JaTta wnsrotoBneHus: 2021.05.20
FopeH po; 2023.05.20

ToBapHbIii 3HaK, HaMeHoBaHWe NPeANPUATHAS-U3rOTOBUTENSA, ero aApec, TeNnegoHbl, YC0BUS
XpaHeHUs, «TONbKO ANs in Vitro AMarHOCTUKM» YKasaHbl HENOCPeACTBEHHO Ha KOPobKe
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YTBEPXOAKO

F*\nbHbln)8(|*op 3A0 «OKOnab»

Ha6op pMmraHToa _BI'O BOpMCOB

3A0 “DKOnab6”

TccT-cuctema UMMyHOMEPMEHTHas A/15 BbISIB/IEHUS U n 2021 r
NOATBEPXAEHUS HA/IMUMA aHTUTEN K BUPYCY renatuta C

NDA-BI'C

roATaap>eAeHNA HaNNUMs aHTUTanN K Bupycy ranatuta C nytom
BbISIB/IEHVA CMEKTPA aHTUTaT K K&XKAOMY aHTUry OTAe/IbHO
PaccuntaH Ha nccnefoBaHme 32 06pasLoB, BK/IOYaSA KOHTPO/bHbIE

CoctaB Habopa

[nst yupa»ka#Hni 3gpaBooxpaHanns

KomnnekTt Ne2

NMMyHOCOPGEHT: core”3 4 Crpuna
core-n 4 cTpuna
NS3-P 4eTpuna
NS4-P 4 177 7
vea-n 4 crpuna 3A0 “9KOnab
NS9-P 4 cTtpuna
K+. nHakTMduposeHunblii 1 dn. (0,3 mn) ansa I'IpO(beCCI/IOHaI'IbHOFO npuMeHeHNA
K-, MHarrMMpoBaHHbl it 1 . (1.0
KoHbrorat 1$2 Ez’o m; I/I(DA'BrC S
®CB-T(x26) 2 . (na 40 mn)
PPO 2 (0 12 1) TY 9398-038-70423725-2021
PPK 2@ n. (no 12 mn) PY Ne®CP 2010/09794 oT1 02.07.18
LBP 2 A . (no 12 mn)
T™MB
Cron-peareHT 1% ngM,S) Komnnekt Ne 2 KaTanoxHbin Ne 02.11
HakeHeuHukn gns »
aBTOMATNYECKUX NUNETOoK 16 wr A Cepusn 08 KOHTpONbHbIN Ne 245
MpuHagnexHocTn: Oata wnsrotoBnieHna: 2021.05.20
BcnomoratesibHble N1acTuKoBble | mkoctm 4 wr.

Kneiikas nneHka Ansa NNaHUMToB 4 Wt rotqu Aol 20230520

HBsAg, aHTureHbl BUY, aHtutena k BNY-1,2 otoyteTBytoT

ToBapHbI 3HaK, HAMMeHOBaHWe NPeANPUATUNA-U3TOTOBUTENS, ero aapec, TenedoHbl, yCoBUs
XPaHeHWsi, «TONbKO AN in Vitro ANarHoCTUKM» yKa3aHbl HEMOCPEACTBEHHO Ha KOPO6Ke
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Ha6op PMMNUT01

3A0 “BKOnab6”

[ns yupoxaaHUia afpapooXpaTHNS

TecT-cucTemMa MMMYHOhePMeHTHas A1 BbISIBNIEHUS 1
NnoATBEPXAEHNA HAIMUNA aHTUTeN K BUpYycy renatuta C

NDA-BI'C

N5 NOATaapX0aHMB -,anu-us autMTan K Bupycy renatuta C nytam

aHTUTEN K aHruramaum CTpyeTypHO U HACTPYTTYPHOM rpy nn
PaccumnTaH Ha uccnagoaaquna 48 obpasHoe ak/ioyast KOKTPCMbYbIB

CocTaB Habopa

Komnnekr

MMmmyHocopBeHT; Core/NS 1 um
K+, NHaKTMBUPOBaHHbIN )
K-, NHaKTUBNPOBaHHbI L dpn. (0'6 )
KoHblorat 1 con. (1,0 mn)
®CB-T(x25) L. (1,0 mn)
PPO 1con. (40 mn)
PPK 1 . (12 mn)
LBP 1 con. (13 mn)
T™MB %rbn (13 mn)
cTon-paareHT ®n.(1,3mn)
HaxoHauHUKu ans 1 cpn. (12,6 mn)
aBTOMaTMYECKMNX NUMNETOK

16 wr
anIHa,CI.I'IE)KHOCTVIZ A

KNnomoraTenbHble NNacTMKoBble émkocTn 4 wr
Kneiikas nneHka Ans nnaHweTos 4

HBsAg, aHTureHsl BUY, aHtutena k BUY-1,2 otcytcTByoT

YTBEPXJAHKO
ekTop 3A0 «3KOnab»
,B.FO. bopucos

2021 r

3A0 “9KOna6”

[ns npodeccroHanbHOro NPUMEHeHUs

NOA-BI'C B
TY W98-038-70423725-2021

PY NeiPCP 2010/09794 o1 02.07.18 =
KatanoxHbii Ne 02.11.1a
252 =

Komnnekt Ne  3/1

Cepus 15 KOHTpO/bHBbIN Ne

Jata wusrotoBnenusa: 2021.05.20 —
FopgeH po: 2023.05.20

ToBapHbIii 3HaK, HaUMeHOBaHWe NPeANPUATUSA-U3TOTOBUTENS, €r0 afipec, TeNe(OHbI, YCI0BUSs
XPaHEeHUsi, «TONbKO ANS in Vitro AMarHoCTUKM» YKa3aHbl HEMOCPEACTBEHHO Ha KOPOOKe

3A0 "3KOna6”

¢+ OKOsef,
"AAAO nab 3A0 "9KOna6"
NPA-BIC » 9KOna6 ycrnu
MMMyHC()CO/[:\?SEHT L VOABIC ST *
ore k1|
e 15 Ip- = OX* "™ |
lopeH po: 2023.05
iNDe ~ HZY
(4, 9KOsea 3A0 m3KOnas' NAac t J
NDA-BIC LU JKOnab 3A0 "OKOnae" T8 m@e v
PPO J g dCB-T(x25)
c. 15 12 mn
lepeH no; 2023.05 [, "— c. 15 40 MI:'
FopeH po: 2023 05; “A8 [
* !
>, 9KOnab 3A0 "3KOna6"
NDA-BIC ‘fc3gQna6  3A0 "3KOnab"
PPK
c. 15 13 wn CrorHpeareH/ . | Povoms wou e
FopgeH no: 2023.06 c. 15 125mn F T™MB

roflex go: 2023.05 ~

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ha6op pmnutoa

Ans yupaxsaHnii agpatoxpaTHus

3A0 “BDKOnab6”

TecT-cucTemMa MMMYHOMepPMeEHTHas! /191 BbISIBNIEHNS 1
NnoATBEPXAEHUSI HAIMUKSA aHTUTeN K BUpYycy renatuta C

NPA-BI'C

ns noaTBEPXKAEHWU MeNMUUS BMTUTEN K BUPYCY renatuta C nyTém

KomnnekT N&3

CoctaB Habopa

BbISIB/IEHWS QUTUTEN K aHTUreHam CTPYKTYPHOI 1 HECTPYKTYPHOIA rpymnn
PaccuntaH Ha uccnegosaHmna 48 0<5")L0B, BK/IOYasi KOHTPO/bHbIE

MMmyHocop6eHT: Core 6 CTpunos
NS o 6 Ctpunos

K+, NHAKTUBMPOBaHHbIN 1epn. (0,S mn)
K-, nHahvBunpoBaHHbIi 1don, (l:O ]
g%”;_ﬁ:g—s) 1 dpn. (1,0 mn)
PPO 1 <M1 (40 mn)
PPK 1cpn. (12 mn)
LEP 1 dpon. (13 mn)
T™E 1 dpon. (13 mn)

1 don. (1,3 mn)

Cron-pBareHT
HakoHeuHuKkn ansa

aBToOMaTU4ecKMx NMNeTok 16 wr

MprHaANexHoCTH;

BcrnomoraresibHble N1acTUKOBbIE MMKOCTU 4 .
Kneiikas nneHka gnsi nnaHweTos 4wt

1 don. (12,5 mn)

A

HBsAg, aHTureHbl B/Y, aHtutena k BUY-1,2 otoyTcTByIOT

YTBEPXOARO
kTop 3A0 «3KOnab»
,B.FO. bopucos

2021 r

3A0 “OKOna6”

NPA-BI'C

TY 9398-038-70423725-2021

PY Ned®CP 2010/09794 ot 02.07.18
KaTtanoxHbIn Ne
KOHTPONbHbIN Ns

021121 — A~
250

KomnnektHo 3
Cepua 13
Jata wmnarotoBneHus: 2021.05.20

FopeH po: 2023.05.20

ToBapHbIN 3HaK, HAMMeHOBaHWe NPeANPUATUA-U3rOTOBUTENSA, €ro aapec, Tene(|)oHbl, yCnoBums
XPaHeHMs, «TOMbKO ANA in Vitro AMarHoCTUKU» YKa3aHbl HENOCPEACTBEHHO Ha KOPOOKe

3KOnab 3A0 "3KOna6"

NPA-BI'C
VIMMyHOCOpP6EHT

Core
c. 13

opeH no; 2023.05

‘» 9KOnab 3A0 "9KOna6"

VPA-BIC n
MmmyHOcOp6eHT S

NS
c. 13

opeH po: 2023.05

~ 3103na6  3AO"3KOnac"
NPA-BI'C
c. 13 12 mn m-

logeH fo: 2023.05 A

5)3K0Ona6 3A0 "3KOna6"

NDA-BIC
PPK
C. 13 13 MM

lopnen fo: 2023.05
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[ns yupexgaHuii 3gpatooxpaHaHus

Ha6op paarcHTOoB

3A0 “BKOnab6”

TecT-cucTemMa UMMyHOepMeHTHas /19 BbISIBIEHUA 1
NOATBEPXAEHUS HANNUNA aHTUTeN K BUpycy renatuta C

NDA-BI'C

[ns noaTMpAoAchHWA HaMuWst aHTUTan K aupycy renatmta C nytam
aKTUTaN K aHTUreHam CTPYKTYPHO U HECTPYKTYPHOW rpynn
PeccunteH He uccnegosaHmne 46 06|M13L0B, BKIKOUAA KOHTPO/bHbIE

Komnnekt Ne3R

CocTaB Habopa

MmmyHocop6eHT: Core

6 Ctpunos
N5 . 6 cTpunos
K*, MHaKTUBUPOUHHBbIN 1¢pn. (0,6 mn)
K-, MHAaKTUBNPOBAaHHbI 1pn. (1'0 mn)
KoHblorat 1 ¢pn. (12 mn)
DCB-T(X26) 1 chn. (40 mn)
PPO 1~ 1 (12 mn)
_LI!'II\E'/E 1 chn. (13 mn)
1 don. (1,3 mn)
Cron-paarBHT 1 pn. (12,6 mn)
HakoHeuHukn gns
aBTOMaTUYeCKNX NMNeTok 16 wr
|_|pI/IHa,EI|I'Ie)KHOCTVI; A
BcrnomoraresibHble N1acTUKOBbIE «MKOCTU 4 LWT.
Knelikaa nneHka Ans nnaHwaTos 4 wr

alj

HBeAg, aHTureHbl BUY, aHtutena k BNY-1,2 otcyTcTBYIOT

3A0 "3KOnab6”

[na npodpeccnoHanbHOTo NPUMeHeH s

NDPA-BI'C =
TY 9398-038-70423725-2021 |
PY Mii®CP 2010/09794 ot 02.07.18 i sS

KomnnektHo 3R KatanoxHbin Ne 02.16,3 ;

Cepus 14 KOHTpOnbHbIN Ne 251

Jata wnsrotosneHus: 2021.05.20
FopeH po: 2022.05.20

ToBapHbIli 3HaK, HavMeHOBaHWe NPeANPUATUSA-N3rOTOBUTENS, €ro aApec, TeNegoHbl, YCNoBMs
XPaHeHs, «TONbKO ANS in Vitro AMarHOCTUKW» YKa3aHbl HEMOCPEACTBEHHO Ha KOPOGOKe

¢ KO 310 "3KOnG"

K Ona6 3A0 "9KOna6"
NDA-BIrC
MIMMyHOCOpGEeHT
. Core
c. 1a
logeH fo: 2022.054 '
NmmyHOCOPGEHT A 9KOna6  3AO "3KOna6"
c. 14 ®CB-T(x25) L
lopgeH po: 202205 1 ' ~
o. 14 40 mn
lopeH fo: 2022.05“ -
3A0 “3KOna6"
NDA-BI'C

PPO
c. 14 M n
FopeH no; 2022.05 4

+ 3KOna6

Crton-peareHT1* S i

c. 14 125mn F
+ OKOnab6 3A0 "3KOna6" Foper Ao 2022 05 1 |p,
NPA-BIC as
KoHbloraT y
c. 14 12 M14

logeH po: 2022.05
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