1?
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Hab6op paaraktoe " ”
Ana yupaxaeHuii 30paBooxXpaHeHs 3AO 3 KO” a6
TacT<cucT#mM8 MMyHOM apMeKkTHasa AN BblABNEHUA
CyMMapHbIX aHTUTeN K BUpycam UMMyHogeduumTa Yesoseka
TMNOB 11 2 HA OCHOBE PEKOMOUHAHTHbLIX aHTUTEHOB

NPA-BNY-1,2-AT

Ha6op paccuutaH Ha npoBeseHue

KomnnekTt Nel .
192 onpegeneHunia, BkKNYas KOHTPO/IbHbIE

CocTaB Habopa

MIMMyHOCOp6eHT 2 wr.

K+ IHaKTVBMPOBaHHBLI 1dn. (2,0 MN)

K>, NHaKTUBMPOBaHHbI 1cpn. (2,0 MJT)

KoHbtorar<l 1cpn. (1,0 mn)

KoHblorar*2 1dn. (1,0 mn)

PPK-1 2¢n. (no 6,6 mn)

PPK-2 2¢ . (no 13 mn)

T™Mb 1. (2,6 mn) w 3KOna6  3A0*aKOfuBIffM

CBP 2¢n. (no 13 mn)

®CB-T(x26) 2. (no 40 mn) ® CB-T(x25) P&

CTo”peareHT 1¢n. (26 mn) n/t s§ TABTH-A,
OfiHOpa30Bble HAKOHEYHUKN e 01 40 mn L )
0151 aBTOMAaTUYECKNX NUNETOK 16 WT. A FopeHao 2021 09 MblB b«LJ»
MpuHapexHocTun:

BaHHOYKM nnacTmMaccoBble 4 wr. ag

Knelikast nneHka 415 nnaHiieT 4 U, > 9KOna6  3A0*3KOa

HBsAg, aHtTena k BI'C otcytctayioT
Cron>peareHT
1] mn c.01 5% HN
3AO 3KOJ’I a6 Fcn)BHA0:2021.09 A .
[15 NpoheccnoHanbHOTo NPUMEHEHUA I-DZI_,\%JJJM JUeAp
Wi &

ND®A-BNY-1,2-AT > 3KOna6  3A0'3KON4B

TY 9398-037-70423725-2020 VPABY-IN-ATA S g

PY Ma®CP 2012/13262 oT 10.05.2018 CBP K

c. 01 3mn * — A
KomnnektHa 1  KaTanoxwHbiii Ne 01.03.1 Faasmpo: 2021 09
Cepusa 01 KoHTponbHbIA No 182
A 3KOnab 3A0"skona’m + 3KOnab 3A0'9KOnar®
[ata n3srotosneHus: 2020.03.27 NOABUY-12-AT S NOA-BUU-1A-AT
FopeH go: 2021.09.27 PPK-1 PPK-2
c. 01 6SM1T ~ = c.01 3M1 A
lopeHpo: 2021.09 lopeH po: 2021.09

y» OKOnab SAO*SKOne6*

B i
NOA-BNY-11-AT HokHEN] 1Y %_W
IMMyHOCOpGEHT " T k-
cal Teau: Bi

logeno; 2021.08 [

TOBaprIVI 3HaK, HaMMeHOBaHWE NPeaopnuAaTnA-m3roToBnUTENA, ero agpec, TGHE(DOHI:I, yCcnosuA
XpaHeHWA, «TONbKO ANna in vitro ANarHOCTUKM» yKa3aHbl HEMOCPEACTBEHHO Ha KOpO6Ke

AvpekTop npounssogcTea A1 OcunHckasa A. L.
COIrMACOBAHO:
HavanbHnk OBTK FKOpuHa T.B.

3NEKTPOHHAS KONHA 0GOPMAIEHA IEHTPOM UCMIbITAHI/ W PETMCTPALIMI MERHLMHCKWX H3ENHIA



abop ptarewroe

Ayup®xagaHMn3gpaBooXpaHeHus SAO **3KO]-|36"

/ T€cT<nMcTemMa MMMYHO(pBPMEHTHAS 4Ms BblSIB/IEHNS
/' CyMMepHbIX aHTUTEN K BUpycaM MMMyHoAedLMTa YesoBeka
/ TMNOB 11 2 HA OCHOBE PEKOMBUHAHTHbIX aHTUTEHOB

NPA-BUNY-1,2-AT

Komnnekt Nfi2 Habop paccuutaH Ha npoBegeHue

96 onpefenieHunii, BKIYAs KOHTPOSIbHbIE

CoctaB Habopa

3A0 '3KOn

NumyHoeop6enT 1 wr.
K*, MHaKTVBMPOBaHHbIV 1dpn. (2,0 mn)
K>, MHaKTMBMPOBaHHbI 1dpn. (2,0 mn|
Kokbronrr-1 14w. (0,6 mn)
KoHblorar<2 1 don. (0,6 M)
PPK-1 1 (6,6 mn)
_I;I\DAKEZ 1 don. (13 mn)
1don. (1,25 un)
CBP 11 . (13 mn) BorOneb
®CB.T(x26) 1 cpn. (40 mn)
Cron*paareHT 1dpn. (12,8 mn) ®CB-T(x25)
OfiHopa3oBble HaKOHEeUHUKY c 02 40 Mn
[Nsi aBTOMATUYECKUX NMUNETOK 16 WT. A logeHao 2021 09
MpvHagnexHocTun:
BaHHOYKM niacTMaccoBble 4 .
Kneiikas nnexka gns nnaHweTt 4 wr. W3aKOnne  3AO-3K!

MBaAg, entutena k 6I'C oTcyTcTBYHOT

3A0 "39KOna6"

[Ans npodeccMoHanbHOro NPUMeEHEHNS!

NPA-BNY-1,2-AT

TY 9398-037-70423725-2020

Crton-peareHT

12,5mn

['ctoBHaa 2021.09

NOA BUNY-1N-AT

PY MB®CP 2012/13262 oT 10.05.2018 CBP n
c.or 13mn
KomnnekT N6 2  KaTafoxHbiii Ne 01.03.2 FopenAo: 2021.09
Cepusa 02 KoHTponbHbIl HB 163
4 '9KOwmsB
[Oata usrotosneHuns: 2020.03.27
NOA-BUNY-1N-AT
FopgeH go: 2021.00.27 PPK-1
c. 02 6.5un *
Fopgenpo 2021.09
2KOsaa6 3M3'9KO0sa6’
NOA-BMNY-V-At ssg AV .
Heoewy |i/M
MIMMyHOCOp6EeHT \
c.02 I cE b 290

lopex po: 2021.09

3A0m3'<Onen

S

SSSi

MI
~ TMB
1|
Miffr 220>  SS
-A310 neb 3A0 *3KOne6;

NPA-BNU-1.2-AT
PPK-2
C.02 13Hn
rogengo 202" 09

ToBapHbIi 3HaK, HAMMEHOBaHWE NPeANPUATAS-U3TOTOBUTENS, €r0 aflpec, TeNE(OHbI, yCI0BUS
XPaHeHWA, «TOMLKO /15 in Vitro ANarHoCTUKN» yKa3aHbl HENOCPeACTBEHHO Ha KOPOOKe

AwnpekTop npouseoacTsa Al

COIrMACOBAHO:

HayanbHUK OBTK

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

OcuHckaa A.L.

FKOpuHa T.B.



N pcar»kros P ”
YUp#HKA.HN3APaBOOXPaHeHUs 3.D|O ‘3KO“36
TecT-cuctema MMMyHO(epMeHTHas A9 BbISIBIEHUSA
CyMMapHbIX aHTUTEN K BUpycam MMMyHoged numnTta Yenoseka
TMNoB 11 2 Ha OCHOBE PEKOMOUHAHTHbIX AHTUTEHOB

NPA-BNY-1,2-AT

Komnaekr Nfi2a A Hab6op paccunTaH Ha nposeaeHue
96 onpepeneHnii, BKNOYasA KOHTPO/bHbIE

CocrtaB Habopa

ViMmyHOcop6eHT 1wr.

K+. umBkTMBMpOBaHHb (1 1 con. (2,0 mn)
K-, NHEKTMBNPOBAHHbIA 1 dpn. (2,0 mn)
KoHbtorat-1 1 (1,0 mn)
KovbtoraT-2 1 cpn. (1,0 mn)
PPK-1 2dn. (no e.Swmn)
PPK-2 2 n. (no 13mn)
TMB 1(~. (2,6 mn)
CBP 2dpn. (no 13 mn)
«C5-T(x2B) 2cpn. (no 40 mn)
CTOorHMmrent 1don. <26 mn)

O,qupa3OBb|e HaKOHEYHUKN

A

HBeAg, «ktutena k BI'C otoytcteytot

[0/ aBTOMaTUYECKUX NUNETOK 16 wr.
M PUHaOIEXHOCTHN:

BaHHOUKM nniacTmaccoBble 4 wr.
Kneiikas WwMuka gnsi nnaHwet 4 .

3A0 "3KOnab'

[Ons npocheecsionanbHOro NPYMeHeHNs

NPA-BNY-1,2-AT

TY 9398-037-70423725-2020
PY Ma®CP 2012/13262 ot 10.05.201B

KomnnekTHa 2a KartanoxHbln He 01.03JZa

Cepusa 04 KoHTponbHbIA Ha 165

[Oata usrotosneHuns: 2020.03.27
FogeH pgo; 2021.09.27

r"IKONnn6 3A0 *aK0na6*
NDA-BNY-V-AT o
NnmyHoCOp6eHT LLiLL, IEeMnA
CM _ . Y Kt
lopeH go: 2021.09 A =11- T

& '9KOnab 3A03KO)

®CB-T(x26)

c. 04 40 un r ~

FoAenpo;202109

b330 FOort
Crton-peareHT

25mn
Fapgenpo 2<ai 09 a

+ 3KOVED
NOA-BUY-17-AT

CcBP M

e. 04 13mn
Fwsuxio 2021 09

3A0*3KONMH

'> 9KOna6 3A0’3KOna<™

NDA-BNY-1.2-AT
PPK-1
c. 04 6.5mMn  *
rogex 00 2021.09

AKOp6 AOKOE

NOA-BNY-1.2-AT

PPK-2
e. 04 13 mn
FopgeHpgo 2021 09

ToBapHbIii 3HaK, HAUMEHOBaHWe NPeANPUATUS-N3rOTOBUTENS, Er0 afpec, TenedoHbl, YC10BUS
XPaHEHNs, «TO/MbKO A5 in Vitro AMarHOCTUKW» yKa3aHbl HENOCPe/ACTBEHHO Ha KOPOOKe

OvpekTop npounssogcTea Al

COI'’MMACOBAHO:

HavyanbHuk OBTK

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

OcuHckaa A. L.

KOpuHa T.B.
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pearenToB

lyupes*aleHuii 3eaBooOXpaHeHmns

3A0 “OKOnab”

TecT-cuctema UMMyHopepMeHTHasA A1 BbiABNEHUSA
'‘CYMMapHbIX aHTUTEN K BUpycam MMMyHoAeduumTa Yenoseka
Tnos 1 1 2 Ha OCHOBE PEKOMOWHAHTHbIX @HTUTEHOB

NPA-BNY-1,2-AT

KomnnekTt Miil/2

Ha6op paccunTaH Ha npoBegeHve

480 onpepeneHnii, BKIOYas KOHTPO/IbHbIE

CocTaB Habopa
MiMmmyHocop6aHT

K*, IHaKTVBMpPOBaHHbI
K-, NHaKraBMpoBaHHbI

5.
Adn. (no 2.0 mn)
3 dn. (no 2,0 un)

KoHbtorat-1 1 on. (2,6 mn)

KoHblorar-2 1 don. (2,5 mn)

Ellzﬁjé gfﬁg Egg ?_35 M'\%) * OKOna6  3AO0'3KOna
T™MB 1con. (5,5 mn)

cBpP 5cpn. (mo 13 mn) ®CB-T(x25)
®CB-T(x28) 3dos1. (Mo 100 mn)

OTon-pBaraHT 3. (o 25 mn) c.03 100mn 4 N

O,CI,HOpa3OBbIe HakKOHEeYHWKn
Ona aBToOMaTUyYecKmnX NMneTok
MpuHaANeXHOCTH:
BaHHO4YKM nacTmMaccoBble
Kneikas nneHka ANa nnaHweTt

32 wr. A

8 wr.
5 wr.

MBsAq, aHTuTene k BI'C otcytcTBytoT

3A0 "3KOnab6"

[insi npocheccmoHanbHOro NPUMEeHeHus

NPA-BNY-1,2-AT

Fogex go 2021 09

(¥>)XOnas 3A0 '3KOnaé'

Crton-peareHT

Fopenpo:2021 09 Jil

("2KOnab 3A0*3KON"E

NOA-BNY-1M-AT AW

»"9KOneb 3A0*3KO0Ona”s

NOA-BNY-12-AT  |Ee
TY 9398-037-70423725-2020 CBP H T™B
PY Ne®CP 2012/13262 oT 10.05.2018 c. 03 Bwmn = c03 6.5un ~ B a

KomnnekTHo 1/2 KaTanoXHblin Ne

fdata n3rotosneHua; 2020.03.27

FogeH po; 2021.09.27

AIKOsah6 3A0*310na6'
NPA-BUY-n-AT

VimMmynocop6ekt K |

c 03
Fogen pno: 2021.09

01.03.1/2
Cepus 03 KOHTpONbHbI N8 184

looeH go: 2021 09

{"2KOnab 3A0 *31(01

NOA-BNY-1N-AT
PPK-1
c.03 6.5mn ~
lFopen go: 2021.06

FogvH po: 2021.06

M3/ nab 3A0*9K0na6”5

VA-BUY-1.2-AT
PPK-2

B c

ToBapHbIii 3HaK, HAMMEHOBaHMe NPEANPUATUSA-U3rOTOBUTENS, Er0 afapec, TeNedoHbl, YC0BUS
XPaHeHWs, «TONMbKO AR in Vitro AUarHOCTUKW» YKa3aHbl HeMOCPeACTBEHHO Ha KOPOOKe

AnpekTop npounssoacTea A1 OcuHckasa A L.
COINMACOBAHO:

HauanbHuk OBTK KOpuHa T.B.

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



MpOLLHYPOBaHO, MPOHYMEPOBAHO
W CKPEN/IEHO neyarbo
y nncT
3am.l'eHMekTopa 3A0 "9KOnab6"
[aweHkoT.10.
2021 .

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



doTorpapuueckune n3obpaxeHnsd obwero ema
Habopa peareHToB «TecT-CUCTeEMa UMMYHOMDEePMEHTHAA 419 BblABIEHUA CYMMapPHDbIX
aHTUTeN K BUpycam MMMyHofedpumumTa YenoBeka TMNoB 1M 2 Ha OCHOBE PEKOMOUHAaHTHbIX
aH rureHoB» «MP®A-BNY-1,2-AT» C NPUHALNEXHOCTAMMN,
HEOOXOAUMBIMU ANA MPUMEHEHUS MEAULUHCKOTO U34eNna N0 Ha3HaYeHUto .

KomnnekT Nel Cepua 01 or 03.2020 r.

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



/KomnnekT Ne2 Cepusa 02 ot 03.2020 r.

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



Kommrexr Ne2a Cepua 03 or 03.2020 r.

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



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



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



ckT Ne 2 Cepusa 06 ot 03.2020 .

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



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



eHepanbHbIn gnpekTop 3A0 “9KOnab»

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



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