p doTorpaunyeckme n3obpaxeHnsa obLLero smga
n Habopa peareHTOB «TecT-cuCTEMa UMMYHO(EPMeNnTHAsA AN BbIAB/IEHUA U
NOATBEPXKAEHUNA HAIMUNA aHTUTeHa p24 Bupyca MMMYHoLepuunTa Yyenoseka 1 runa»
«NDA-AT-BNY-1» ¢ npuHALNeXHOCTAMU, HEOOXOAUMbIMU 41 MPUMEHEHUSA
MegULMHCKOro U3fennsa no HasHa4vYeHuio.

Cepusa 01. komnnekT Ne 1ot 03.2020 .

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCMIbITAHI/ W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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[*03, komnnekT Ne 1071 03.2020 T.
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MpoLwHypoBaHO, NPOHYMEPOBaHO
N CKPENJIEHO MNeyaTtbio
N onaumet N
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doTorpaguyeckme n:obpaxeHns obwiero snaa
Habopa peareHToOB «TecT-cucteMa UMMYHODEPMEHTHaA A/151 BbISAIBNEHUSA U
NOATBEPXAEHNA HaNMUMUA aHTUTeHa p24 BUpyca uMMyHogepumunTa yenoseka 1 tmna»
«NMDPA-AT-BUNY-1» ¢ npuHagNeXXHoCramm, Heo6xoanMbIMWU ANA MPUMEHEHUSA
MeAULWNHCKOI0o U3enmsa no HasHavyeHuio.

KomnnekTr 1
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KomnnekTt Ne 2

eHepanbHbIi gupekTop 3A0 «3KOnab6» B.1O. bopucos
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MpoLHypoBaHo, NPoOHYMepoBaHo
0 reyarbto
mcth
3A0-3K0Ona6”
awleHko T.10.
2021 .
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Ons ngsjgj:gs; 3paBoOXpaHeHnst 3AO ‘9 KO” 3.6”

TileT>creT»Ma UMMyHO(DEPMEHTHAs AN BbISIBNIEHUS
1 MOATBEPXKAEHUS HANIMUUS aHTUIeHa p24 Bupyca
MMMyHoAeduMumMTa YenoBeka 1Tuna

NP A-AT-BY-1

KomnniekT Ne 1 PaccunTaH Ha NpoBefeHue

CocTaB Ha6opa 192 onpepenenunii, BKIKOYast KOHTPOJ/IbHbIe

MmMMyHOCOp6GeHT 2 Wwr.

K4-AT, NHaKTUBUPOBAHHbI 6 ¢on. (no 0,5 mn)
K*. "HAKTUBNUPOBAHHBbIN 2 ¢pn. (no 3 mn)
KoHblorat<l1 1 dn. (1,0 mn)
KokbloraT-2 1dn. (1,0 mn)
PPK-1 2 ¢n. (no 6,5 mn) A
PPK-2 2 n. (no 13 mn)
n-PMA 2 n. (no 3,0 mn)
n-PPO 2 cn. (no 3,0 mn)
TMB 1dn. (2,5 mn)
CBP 2 dn. (no 13 mn)
®CB-T(X25) 2 pn. (no 40 mn)
CTon-peareHT 1 n. (25 mn)
OpAaHOpa30Bble HAKOHEYHUKHN 16 wr.

ONS aBTOMATUYECKUX NUNETOK

MpuHagne>xxHocTn:

BcnomorartenbHble nnactukosble (MBX) emkocTu 4 wr
Kneiikaa nneHka gns nnaHweToB 4 Wr.

HBsAgQ, aHtTntena KkBI'C oTcyTCTBYIOT

3A0 “9KOna6”
[nsi npodpeccuoHanbHOro NpuUMeHeHus
NDA-AIM-BNY-1
TY 9398-135-70423725-2020

PY Ne®CP 2010/07919 o1 23.07.2018r.
Komnnekt Ne 1 KaTtano>Hbii Ne 01.04.1

Cepusa ** KOHTpONbHbIN No ***

OaTta usrotoBaeHus: 47777

*4*4 44 *4
fogeH po:

($)2K0ne6 3A0 -9KOna6*
NOA-AT-BAY-1
NmmyHocopGeHT "3
c. &~
ropblge:™ . **

~B.HO. Bopricos
20 T.

(?)9KOna6  3A0'3KOnss*
®CB-T(x25)

C. 40 mn JES
FoaeH po:

(?)39KOnab 3A0 "9KOnab*

Cton-pearekTt |

c." 25»»J1*-C!
N®OA-AT-BNY-1 ,-cPB~
Komn-bloraT2 2 K
[0/ \V/ ) ¢
("3KOnab 3A0 *31HiaB oaGM MOIM
NDAAT-BUY-1 BT WAA™ML
TMB
CBP Yl
13 M1 9
?)3K0Osneb 3A0 "9KOna6*
NOA-AT-eNU-1 - NDA-Ar-BNY-1 . S
n-pn
sy ppK-1 ‘4 LU
6.5mMn WNPA
W
N®A-AT-BNY-1
N-PPO 'sf XX (?)9KOneb 3A0 *3KOnan”™
c,- xo1iw
fopenas ™=~ NDA-Ar-BUNY-1
PPK-2
C. 13 MN
FagBHAoO:

TOB/HbI 3HaK, HAWMeHOBaHMe npeanpnaTuA-n3rotoBuTeNd, ero agpec,
XPaHEeHUA, «TOJ/IbKO And in vitro ANarHOCTUKM» yKa3aHbl HEMOCPEACTBEHHO Ha K0p06Ke

I,Cl,l/l pekTop npomssodcT(ba A
COIrnACOBAHO:

HayanbHuk OBTK
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OcuHckaa A.L.

FOpuHa T.B.



yupexaeHwii 34paBooxXpaHeHus 3AO "3K0ﬂa6”

/ TecT-cuctema VIMMyHOd)epMeHTHaFl ANnA BbliABNEHUA
M NOATBEPXKAEHUA HAIMUMNA aHTUreHa p24 Bupyca

MMMyHoZedumumnTa Yenoseka 1 tmna

NDdA-AT-BNY-1
Co::;;e:a6opa

MmMMmyHocOop6eHT 1 wr.

AT, NHaKTUBNPOBAHHbI A 3 ¢ps. (no 0,5 mn)
K-, "HAKTUBUPOBAaHHbI I 1cdn. (3 mn)
KoHblorart-1 1 da. (0,5 mn)
KoHblorar-2 1 cn. (0,5 mn)
PPK-1 dn, (6,5mn)
PPK-2 dn. (13 mn)
n-PNA dn. (3,0 mn)
n-PPO dn. (3,0 mn)
TMB . (1,25 mn)
CcBpP dn. (13 mn)
®CB-T(X25) dn. (40 mn)
Cton-peareHT dn. (13 mn)
OpfaHopa3oBble HAKOHEYHUKN 16 wr.
AN aBTOMATUYEeCKUX NMUNeToK
MNpuHagne>xHocTu:
BcnomoratenbHble nnacTukosble (MBX) emkocTn 4wt
Kneiikasi nneHka gnsa nnaHweToB 4 .

PaccuuTtaH Ha nposegeHune

96 onpepaesnieHnii, BKOYasi KOHTPOsIbHbIE

HBsAg, aHTutena KBI'C oTCcyTCTBYIOT

3A0 “9KOnab6”

Ans npoceccnoHanbHOro NpMMeHeHns
NDPA-AT-BY-1
TY 9398-135-70423725-2020

PY Ne®CP 2010/07919 o1 23.07.2018r.
Komnnekt Ne 2 KaTtano>xHblii Ne  01.04.2

Cepuna ** KOHTPO/IbHbIN Ns >

FokHok
JaTta n3rotossieHuNA:

FogeH po: oot

’aQuB 3xaakE
(~™Konwe  3AO-HKOBG*
NPA-Ar-BNY-1
NMmMyHOCOp6eHT
c. ™ ft/ 1
FopeH g o : ! NOA-AT-Bl«-1 .Sg

Y

("3KOna6  3RO"HOES'

DCB-T{x25)

c." 40M/‘|4

FogeH go:'

("XKOnab 3AO-KOBo-

Crton-peareHT

NDA-Ar-BIY-1
PPK-2 .4

13
PIKOsa6  3AO*KOB
NPA-AT-BNY-1 8t
CBP "'tS
( <« 13 M
legeHno
17K 0na6b
Haq@o
N®OA-AT-BUY-1
N-POA 4!
e"‘o*ﬂﬂph’ ~ 6)){( Onab
C.**

FomeHp:

0. bopucos
20 .
(F3wva M=M

VI»A-Ar-BUY-1,
HRENARENT s

Twoa-6 \B:
NOANT-BUY-1 n)
Komblorar-2

mcak—>*

306 33U

NOAAT-8MY-1 ~ S's
TMB A W

c.x* 1.25mn ™ W a

FO-HOHB
NDA-Ar-BNY-1
PPK-1

Al

30O

ToBapHbIN 3HaK, HAMMEHOBaHWE NPEANPUATUA-U3TOTOBUTENS, €0 agpec, TeNegoHbl, YCI0BUS
XPpaHeHWs, «TOMbKO A8 in Vitro 4UarHoCTUKN» yKa3aHbl HEMOCPeACTBEHHO Ha KOPOOKe

OwupekTtop npoussoactea Al
COIrNMACOBAHO:

HayanbHnk OBTK
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OcuHckas A.L.

FOpuHa T.B.
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0

NMPOLHYpPOBaHO, NPOHYMEpPOBaHO
N CKpeneHo nevyaTbio
NNCT_1
3A0"9KOna6"
[aweHko T.HO.



