doTorpamueckmne n3obpaxeHns obuiero smga
Habopa peareHToB «TecT-cMcteMa MUMMYHOepMeHTHasa 414
BbISABNIEHUSA U MOATBEPXAEHUA cofep>kaHua HBs-aHTureHa supyca renatmra
B ¢ uyscTtBUTENbHOCTHIO 0,01 ME/MN» «HOA-HBsSAQ-0,01» ¢
NPUHAaANEXHOCTAMN, HEOOXOAUMbIMN 411 MPUMEHEHUSA
MeLULMNHCKOI0o U3Lenuns no HasHa4vyeHuio.

Cepusa 01 KomnnekT Ne 10t 04.2021 .

mm N nx

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLMHCKUX U3AEMM
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MpoLLIHYpPOBaHO, NPOHYMEPOBAHO
W CKpensieHo nevarblo
A nanmet_ A
p3A0"3KOna6"
| TawweHko T.HO
/ 2022 .



d0oTO KOpPO6KWN (He B cbope) Habopa peareHTOB
«HOA-HBsAQg-0,01»

"eHepanbHbii anpekTop 3A0 «3KOnab» T.FO. laweHko
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Habop peareHTOB
[ns yupeskaeHnii 34paBo0XpaHeHNst A fvUJI3 D

TecT-cicTeMa UMMYHO(EPMEHTHAA 19 BbIAB/IEHUA U NOATBEPU3LEHAA COAEPXaHUA
HBs-auTureqa upyca renatura B ¢ uyctautensHoctsio 0,01 MBumn

MOA-HBSAA-0,01

' [ns CKPUHMHIOBOrO MCCNE[OBAHNSA NPU NOCTAHOBKE
N®A c ucnonbzosannem VOA-aHanusaropa;
paccyuTaH Ha nposefeHue 192 aHannsos, '
BK/tOYAA KOHTPONbHbIE 06pasibl,
npejycMoTpeHo 4po6HOe NCNONb30BaHNE KOMMNEKTa

Komnnekt Nd
CoctaB Habopa

NumyHocop6eHT 2wt
K«, WHAKTU|UpoBamHblii )
K+cna6, nHakTnampoaauHbli %$g gflm(‘;)mn)
K-, nHakTManpoaaHHblit 1q3n. 2.0 Mn)
KoH'bioraT-I 143”' (1'5 wn)
mrm-z 1dn. (0.3 mn)
2. (no 7,0 mn)
PPK-2
®CB-T(x25) 2 ¢n. (no 14 mn)
LEP 2 n. (no 40 mn)
0MOTOI (TMB) i%ﬂ ET%%;\"”)
T LHAOIMIA L. (25 wn)
MO Bux A
|_|pVIHa,D,J'Ie)KHOCTI/IZ
BcnomoratenbHbl* 11acTMX0BbI* §MKoCTU 4w,
Kneiikas nneHka gnsa nnaHweTos 4.

AnTutena k BWY-1,2 n BI'C otcytctaytoT

ToBapHbIi 3HaK, HaMMEHOBaHWe NPEATNPUSTUS-U3rOTOBUTENS, Er0 aapec, TenetoHbI, YCroBus
XPaHeHUs,, «TO/bKO 1A in Vitro AYarHoCTUKM» YKa3aHbl HEMOCPeACTBEHHO Ha KOPObKe

3KOnab 3A0 "3KOna6"
DK Onab " 6"
MOA-HBSAG-00l  § KONt 3A03Kon
AMMyHOCOpOGEHT, UBP
c.01 c. 01 14 wmn

FogeH po 2022.04 FopeH fo: 2022.04

NXOna6 3A0 "3KOna6"
NPA-HB3A1-0,01 ¥ K Ona6  3A0 "3KOna6*
oL PPK-l7 .
c. 0 mn
ToeH #o: 2022.04 [i - OCB-T(x25)
c 01 40 MN v |
logeH po; 2022.04
N®A-HBsAg-0.0l '
P P K_2 3KOnab 3@30@
C.01 14 mn

Crton-peareHTp
c. 01 25mn 4
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YTBEPXOAIKO

ektop 3A0 «3KOnab»

T.KO.lNawweHko

3A0

[na npotheccnoHanbHOro NPUMEHEHNS

Md A-HBsAg-0joOI
TY 9398-103-70423725-2020
PY Ne®CP 2009K06381 oT 18,06.2018

Komnnekt Nfl 1
Cepus 01
[ata u“3roToBNEHUSA:
lFofeH po: 2022.04.14

KaTanoxHblii Ne 02.04.01
KoHTponbHbIA Ne 290

2021.04.14

NOA FeMfA4U>.01 «3 ~

K+ INTE
I%laa ZOwrﬂA glsll

’ 390sr8,

LKW

KA

A910 me
NdA-1«bA«-001

col Y 2.0mn«l
FonemBso: 202204

33KOrma 3*0HKor
NOA-NB3AB 0,01 [ .
Koublorat-1 w d
c 01 15M1 MBI"
Fanem na 2022 04 J/a,

»3KO0f04 303Wb
NOA-HBSAM.01 jSBb

KoHblorar-2
[ 3 W1

(3w /a8 ek T

N®AHB»A9<.01 K

c 0L 1.6ca 41 W
ToOfh0O 202204 IB

2022 1

“9KOnabt’



YTBEPXOAHO

Habop peareHTOB 3AO “3 KO” 616"

[ns yupexzaeHuii 30paBooxpaHenms pekTop 3A0 «3KOnab»
Tecr-cucrema I/IMMyHO(*)epFAEHTHaH Q1A BbIABNEHUA U NOATBEPXAEHNA COAEPXAHNA
HB$-anTrena Bupyca renarura B ¢ uyctautensHocTsio 001 MEMn T.HO.IMaweHKo
N®A-HB$AL-0;01
2022 1
ﬂ'ﬂﬂ CKPUHWHTOBOTO UccnepoBaHna npu noctaHoBKe
N®A ¢ ucnonb3osannem UdA-ananusatopa;
Komnnexr Mel/2 P ouah KOATDOaAb oGpasLel
CocTaB Ha6opa npeAycmMoTpeHo Apo6uoa Mcnonb3oBaHue KoMnaekTa.
MmmyHoeop6eHT Swr.
K'», MHaKTUBUPOBaHHbI i 1dn. (4,0 Mn)
X"cnab, MHaKTUBMPOBAHHbI 3 ¢n. (no 1,0 mn)
K-, MHaKTMBY i 2 ¢n. (no 4,0 mn) L& 7
KoHbtorar-1 popae 1dn. (3,9 mn) 3AO 3 KO” a6
Konblorar-2 1 dn. (0,79 mn)
PPK-1 6 ¢n. (no 7,0 mn) Ans npo({)eccucHanbHOro NpUMeHeHNA
PPK-2 5 ¢n. (no 14 mn)
OCB'T(x26) 2 . (no 100 mn) _ _
LBP 9 ¢n. (no 14 mn) ne A HB$A'D' 0,01
épomoreH (TMB) iq)n. 8100 MI;) TY 9398-103-70423725-2020
TontaraHt Mn
O/1HOPa30BblE HAKOHEHIKA AN A PY Ne®CP 2009/06381 ot 18.06.2018
32 usi. .
deTomaTa i tneTox . " Komnnekt No  1/2  KaTanoxHblit Ne 02.03.01
an/IHa,D.fIE)KHOCTM. .
BCnomoratenbHblo NNacTUKOBbIE EMKOCTM 8UT. Cepusa 02 KoHTponbHbI No 291
KnaiikaH nneHka Ans nnaHweToB 10 wr.

JaTta u3rotoBneHus: 2021.04.14

AnTuTena Kk BNY-1,2 n BrC otcytctaytot FopeH 4o: 2022.04.14

ToBapHbIli 3HaK, HAMMEHOBaHWE NPEANPUATUS-3TOTOBUTESS, Er0 afIpec, TeNedoHbI, YCIoBUS
XPaHeHUs, «TO/bKO AN1A in Vitro AnarHOCTUKY» YKa3aHbl HEMoCcpeACTBEHHO Ha KOpPObKe

“«
3KOna6  3A0 *3KOna6* Wmﬂ\m [
3KOna6  3A0 “9KOnas"

N®A-HBsAg-0.0I
VIMMyHOCOpP6EHT LiBP
c. 02 T A c. 02 14 mn
logeH go 202204 - logenpo; 2022 04

Y 3KOnab 3A0-3KOnab-

NOA-HBSAG-0.01  x Y 3KOna6  3A0 "3KOna6" R 03"”31'”_
c. 02 ppK-17.0 M7 1 co2  WO-Y4 S
rogeH go. 2022.04 N — (DCE'T(XZS) 2022 04

c.02 100 mn

#3KOrb
NOA4N<BSAR-0.01 g fc
KoHbloraT-1 is

c.or 36«

logeH fo: 2022.04

Togem 40. 2022 04
37 3KOna6 3A0 ‘3KOna6"

N®A-HBBAL-0,01 = . "
PPK-2 S ;. 9KOnab 3A0 "3KOnab' VOAH&BATO.O!
co2 141 x Yool
FogeH fo. 2022.04  ~ —* Cron-peareHT1N Fotica

co? 70 Mn
© ‘Htexan B

C.02 4pT
Fcaen A0 2022.04

_[|
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H.eopp.,r»,Toe
[ns yupexaeHuii 3qpaBooxXpaHeHuns

Tecr-cuctema I/IMMyHOd)epMeHTHaFI [NA BbIABNEHUA U NOATBEPXAEHNA COAEPXaHNA

300 “9K0/1ab”

HBs-aHTUreHa Bupyca renaruta B ¢ vycTauTensHocTbio 0,01 MEMn
N®A-HB3Aa-0,01

[LNsi CKPMHUHTOBOTO UCCNEA0BAHNSA NPU NOCTAHOBKE
W®A c ucnons3osannem NdA-aHanusaropa,

KomnnekT Ne2
CocTtaB Habopa

VIMMyHOCOP6*HT

K«, MHAKInanpoMHHbl i
KAcnab, MHAKTUBUPOMHHbI it
K-, nHakTManpoaauHblit
KOHBHOMBT'1

KoHblorar-2

PPK-1

PPK-2

®CB-T(x26)

LBP

XpomoraH (TMB)
Cron-paaraunt
OpaunopateBbla HakOHEYHUKN ANA
aBTOMaTUYECKNX NUNeToK

MprHaaNexHoCTu:

BcnomoraTenbHble niacTukoBble GMKOCTH
Kneikas nneHka s nnaHweToB

paccuuTaH Ha uccnegosanve 98 06pasuoe,

BKN0YaA KOHTPO/NbHbI#,

npeaycmMoTpeHo Apo6HOE UCNo/b30BaHUe KOMM/EKTA.

1dn (1,0 mn)
1dn (1,0 mn)
1chn (1,0 mn)
1dn (0,7 mn)
1cn (0,24 mn)
1dn (7,0 mn)
1dn. (14 mn)
1con (40 mn)
1dn (14 mn)
1dn (0,8 mn)
1on (12,5 mn)
16 wr. A
4 wr.

4 wr.

AnTutena k BY-1,2 n BI'C oTCcyTCTBYIOT

YTBEPXAOAKO
pekTop 3A0 «9KOnab»
T.HO.lMNaweHkKo

2022 r

3A0 “OKOnab6”

[ns npodheccnoHanbHOro NpUMeHeHNs

MO A-HBS$SAA-0,01 =
TY 9398-103-70423725-2020

PY Ned®CP 2009/06381 ot 18.06.2018

KatanoxHblin Ne 02.05.01
KOHTpOnbHbIA No 292

Komnnekt Ne 2
Cepus 03
faTta un3rotoBnieHna: 2021.04.14
lFogeH pgo: 2022.04.14

TOBaprIVI 3HaK, HaMMeHOoBaHWe NpPeanpuATnNA-n3roToBnTENA, €ro agpec, Tene(bOHbl, ycnosusa
XpPaHeHusd, «TONbKO Ans in vitro ANarHOCTUKM» yKa3aHbl HEMOCPEACTBEHHO Ha K0p06Ke

# 5KOnab

N®A-HB8AA-0,01
IMMyHOCOPGEHT

c. 03 ,
logex fo: 2022 04

3A0 '9KOnab’

ji't 9KOnab 3A0 *3KOna6'
N®A-HB5AL-0,01 7
PPK-1 w
c. 03 7,0 mn
FogeH go: 2022.04 1

> 3KOnab 3A0 "9KOna6"

VI®A-HBsAg-0.0I

PPK-2
¢.03 l4mnpg
FogeH go: 2022.04 A

"9KOnab 3A0 "3KOna6"

C
LIEP
c. 03 Aaw 5
FogeH fo: 2022.04

M 9KOnab 3A0 "9KOna6"
®CB-T(xi)
Cc 03 40 M1 A S=gy

FogeH po: 2022.04

9KOnab 3A0 "9KOna6"

Cton-peareHTr
.03 25My ~ 1
Fogex go; 2022.04 [

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

+ 3KOHO - Y(AE-
I/I*Aq«l/{\.(ﬂ? n
* A wp

C
Fosxpgo ?0r2.04

(819KOA«6 30'310n1P
NOA HEHAG-003 p  _

e 03"~ 15w
Togermo MM "r,

NOA HB»A9-0.01
KoH-bloraT-1
e 03 01wy KBi

»a«eunbl 3A0u™
N®A-HBsAgG-0.0t
KoHbK>raT-2

[ o0 14 M1SSBk
FovieHg» 2022 04

*mai M[ as00! " g,

A

TG E22M



Habop peareHToB 3AO ‘GKOH a.6”

[ns yupexaeHuii 3apaBooXpaHeHnst
TecT-CuCTEMa UMMYHO(EPMEHTHAA 19 BbISBIIEHIS W NOLTBEP)LLUEHVA COAEpKaHNA
HBs-akTUreHa BUpyca renaruta B ¢ uycTauTensHocTb 0,01 MEMA

WOA-HBBAL-0,01

[Insi NOATBAPXKAAOWATO UCCNAZOMHNUS
B HMOHKYPAHTMOM W KOHKYPaHTHOM VI®A;
paccunTaH Ha uccnagosaxua 43 o6pasios,

YTBEPXAAIO

n1"Nechektop 3A0 «3KOnab»

T.KO.l"aweHkKo

2022 r

Komnnelr No3 BKNKYAA KOHTPONbHA» 06pa3Lbl,
CocTaB Ha60pa npagycMoTpaHo Apobuoa ncnonbL3oBaHne komnaarra.
NumnyHooopbanT ]u.rr
K*, IHaKTVBUPOMHIbIA 1cpn. (1,3 mn) 3AO “3 Kon a6 ”
K«snas, nu(anm Ip«|«Hunblit 1chn. (1,0 mn)
K-, MIHaKTUaHPOMUH bl 1 (2.5mn)
KovbBrar™1 1cbn (0,7 mn)
Kovblarar-2 1¢n; (0,14 mn) ,qﬂﬂ ﬂpOC*)eCCVIOHafIbHOTO npUMeHeHuns
PPV 1pn. (7,0 )
PPK-a 1 (4
@uxzs) 1 §40m Mo A-HB$SApR-0,01

1 14
Xabueran (TL0) Lon (0590 TY 9398-103-70423725-2020 >0
PMA 1 3,0
PO 1 (s PY Ne®CP 2009/06381 oT 18.08.2018 IS
Cretvpaaram' 1da (12,6mn) o
OpHopamabla MauoHauHuW Ana KomnnekT Ne KatanoxHbin Ne 02.06.01
aaToMatuyaokux nunatoun 18LLIT. A

Cepusa KOHTpoNbHbIA N 293

ﬂpI/IHa,q}'IE)KHOCTVIZ )
BcnomoratenbHble nnactkoabla (HKoCT™ 4. -U-aTa nsrotoBnenus: 2021.04.14
Knelikas nnaxka 4ns nnanwartos .

lFogeH pgo: 2022.04.14

AxtuTena k BAY-1,2 n BI'C oTcyTCcTBYIOT

TOBaprIVI 3HaK, HanMeHoBaHWNE NPEANPUATUA-N3TOTOBUTENA, €ro afjpec, TEI'Ie(pOHbI, yCnoBuA
XPaHeHUA, «TOAbKO ANnA in vitro ANarHOCTUKM» yKasaHbl HEMOCPEACTBEHHO Ha K0p06Ke

¥ 3KOnab 3A0 *3KOnab’

NdA-HBsAg-0.0I

"9KOnab 3A0 "3KOna6"

/AIMMYHOCOPGEHT,, LBP
c. 04 Jf c. 04 14 mn 2(
logex fo: 2022.04 logeH fo; 2022.04

Y 3KOnab 3A0 *3KOnab"
NPOA-HBsAG-0.0I
o4 PPK—l7 .
C. ,U M .
Fofien 10 2022.04 ®CB-T(x25) i
c.04 40 M1 2
rogeH 1o: 2022.04

Y 3KOnab 3A0 "3KOna6"

Y 3KOnab 3A0 "9KOna6"

V|¢A'HB5AA-O 01 Y )3KOnab 3A0 "9KOna6"
PPK-2
C.04 14mn A Cron-peareHT”

FogeH go; 202204 ~ c. 04 125 M/

YX Ona6 3A0 "9KOnab6"

N®A-HBsAg-0.0I

PPO \rT NPA-HB3AY),01 =5

c.04 Bmn i “s PMA [r]_]_

FogeH no: 2022.04 c. 04 30mMn i A5
rogeH fo; 2022.04 ~

y 9KOnab 3A0 "9KOna6"
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MpoLHYpOBaHO, NPOHYMEPOBAHO
1 CKPEN/IEHO neyatbto
V nauer_ MM
3A0 "3KOnab"
[aweHko T.HO
2022 r.



