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Ilonr ep cepru $xnara: VX202;$003$tl,{

l,rarccoCmxrKnqfiH
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Xlro Ae l'3ucrnrm, 89

1330 Furcencapr

6e;rr,rug

lle;r.: * 32{E;} 2 656 8l 1 l.

www.gsk.com

cF,.rTraqmKAT CO{)TBETCTBT{,I

- Auorrlzutruag rot(curlltocrb

* Ilpo:pavHocrL Boecraxonreuuoro [peflapara

- MexaHI,I.lecKHe BKrIiorIeHH.,r B BoccralioBJIeHHoM n peuapare

- BaxrepualsHBie su.q0Toxcr{H6r

- B peurx BoccraaoBJrel{llx

- I{rernocrr (BAPI)

- flpospavnocrr (B[t{)
- Maprrapoera H yrraKoBKa

fiponsnogurelu fnancoc,\cllrH;rriss saiio.rroaxurxca*s, Pltrceucapr * searrn*
Crpaua Ha3rraqexrrfl : Poccs*cras rheAepaqns

Hafi meilosanne rrpenapara: Ilapuapmrce

,fieficrayrculxe BeilIeerBa, Ao3r{pogxa (arcmruoc'rc): Xnnoii arrerrl,npunnuuuii Brrpyc
ncrpxnoii ocmbr (rrr'fliulru OKrI) > 3,3 ltigI0 tri{}$/O,S *rl
Elonaep cepuur A70CI)889A

Pasuep yrraKoBKH: KOn4"$. VII. X x I .qo:a

Houep perucrpaqHolrxoro yAocrorepeHnn: ..r[CF-00I354108

(Dopma Bbrrrycx&: Jluorpuxrrua:!.tr{.rrr mpxroronfieutrrtr f}$c.rr$pa AJrf, Br{y.rpu[rbrrrreqHoro H
mo,fl Kfi:n{Hor0 BBeAeHr{n

,(ara npon*Bogcrea: I eeurN6pr Z$24 r.

Cpon rognocrm: J1 arrr'),c,t'it 2{72tt,;.

' $Mo\t \

snrloturNlo'
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Karnnenr

Cepnlr$u rar arraJra3fl * Marpo6xo".lorxx
sTE-QC-00s3-Fr

Holrep nepclta:
4.0

,(ara xcrynneul.ur B cuJry:
1 4, utovq 70)\ r Crpauliua 1 rz: I

Onncanire
npolyfira;

Floraop ccpu:r: AD01PI62A

E l4crlErraHle I n,(ortorgrterlxoeucnrttalrue+

H/II
* 
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<Iton Cer,rlal;1pN, l0
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Tet:."t32 2 788 50 00
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I-Ie t:ognexar pa3rlarrrr;uHto !IJIH BocnpoH38eJ1eHHlo 6es npc.uaapureJrbHoro

nHc6MelIIJOrO pa3pell]ellHr,

Hcnrraltue Merolo.'t1

iraeu6paxnofi rlunr, rpaquu
l:lala"ro mlry6auuu
3ai:epmenne uu 

"v6aqrra
ilporo:rxu, els xocru ulr xy- 6aqa n

(ar:lr;
Hcnu'mxrac ua ctepr.Jil,Itoc:f6 0

)Kt'c (30-35 "C)
tr4cnlrrasue sa crepfinLuocil c

fiara ra aper',tn

I{ata u npeur
He rieree 15 "qHeii

OrcyrcrrHe pocra

Orcyrcrsue pocra

7 lera6pr 2023 r. n 12:50
22,uexa6ps 2023 r. r 07:00
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IrP0ff$rKTi
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CEX1 T ll 0 I{ KAT ANAII ll 3/x

{BORHI'IE EAT{T{fiTE
il{ouep cep a a : A YA R €3 7 I A

E5K
CTPAI-114UA 01 143 01

IIPO,{Yltr:

CTATYC CEPtrI}I:

BAKU?IHA In-fi mPO$r{J1,41{T!{1{p1 BETPgHOfr OCIlbl X&{BA}I
,4TTEHvp{P0tsA}{rIA.g (0KA)

COOTBETCTBYET: Cooraercrsae cepn,.t no perynbraraM HHcIIeKqHH

I{poue4euo: @nopeuc Banrareu, 3 anperu 2024 r. e 09:48 (CET)

OIIHCAI.IHE, Cnpccconanaa.x Macga 
'tJla 

nopoutoK or
Kp€MOBOr0 IO )r{erTOBaTOi.0 !r.i1r,r po3oBalolo

uaera B orcr;L.u{nov {rraxoue, rcpMeffq}ro
3ar(pr,rrorlr npo6xoii as 6yrn.nrayuyra.

ilocle eoccrar toBJreHr.r, pacriropureJtetor :

ruporpa.tusrii paclnop or nepcnKoBorg /{o
po3oBoro uBeTa,

COOTBETCTB}ET

COllUPXtAlItiE BOIbi He 6oroe 3.0 7o.

MI4KPOMETOIOM KAPJTA ol,iIII]rPA
0,7 Y,

HCllI)I'f 
^HI{E 

1{A CTEP'TGHOCTItr
M;rctroM M HMEPAI-I Llorl
Ol,lJIETPAUI,IJ,I

X{TC npu 30-35 'C: Otcytmone pocta.

TCE npu 20-25 'C: Orcytuwle pocra.

COOTBETC'TBY],7

IOAJII4HI-iOCTb BHPyCA llonoxwrc;u,rlsrr".t pesynbrar.
IlEr PrHOru OCrIbr METO.(OM illlP

NOJIO)KI.ITEJIbHLflZ
PMYI{I)TAT

CilEUH$I,IL1ECKA, AKTI4EHOCTb Cneuu$u.recrax ai$r.{sriocrr BHpyca *erpxxoii
RI4PyCA BETPqHOfi OCIlJrl I4 ocrrr: I-le uexee 3,8 Iog 6oEhoga.

COOTBEl'CTBYE?

CI tEI ll,totl Ll ECI(A, AKll4 BHOCTb
BrfpyCA BET'r.'IOIZ Ocffbl nfOC;fE Uneua4r,iqecKar axrlrBnosfl, napyca ncrpmofi

XPAHEIill4g ll TEI{EHI4E 7 nl1EU ff ppf l?'-tll"_o-.nc 
xpase},H.{ n retertue 7 gnefi nprl

23 'C) ME"fonoM TfiTl'oB;lir,r-rr ri 23 "c): I-{e vettee 3'3 log 6oE/aosa'

ITYJihTyPEKTTETOK

C0,4EPXAHAI Lm,Oh,rI4',t{LiLtA
cyJlb$ATAMETO.qOM
PA/T4Amt{ Oli At {o sy3I4H

FIe 6oree 25 iuixrl.qr:sa. < 25 tvrm/.qo:a

pfl flocre noccrasoulerran: Or 6,9 go 7J.

(NTOK \

lnUOPUtttt"



CEP TW $ T,I K AT,4 IT A ]I T43 A
fI otxep eeputt; AYARCS 7 1A

crpnnNua 0l ,I3 05

GEK

mPoAlT{T: tsAKUL&{A AJI,I nPO&HJIAKTIIKI,I BETP.fiHOIU Ocnbl XHBAII '

ATTEHyI{PO B AHHA.X (OKA)

CT'AT'yC CEF&14: COOTBETCTBYET: Cooraercrsr.re cepar ro pe3yJrr,T'araM HHcreKI{}ItI

flpoeegeHo; cDnopexc Banruren, 3 anpem 2A24 r. e 09:48 (CET)

TTPEIIAPAT B IIPPB'I1IHOfr YNAKOBKE

O[I,ICAHIM

Cneqn$uxaqu*l

Cnpecconanuarl Macca )InH llopourox or KpeMororo Ao xeirrocaroro r.rJrrir posoBaroro rlBera B
crexr"slluoM $lanoue, repMerur{Ho saxpbrroM npo6xofi us 6yumrayvyra.

fiocne BoccralloBJreHlafi pacrBopl{?erleM: nposparauft pacrBop or nepcr.rKoBoro Ao po3oBoro
uBeTa.

,{ara Ha'iala }rcrrbrraulrr: 1 $enpa.nr 2A74 r.
Peryrmrar: CO0'IIBETCTBYET

Perymrar rcnbrraarrn: COOTBETCTByET * flporegeirol KpucroQ,{ronou, 5 CIEBP,A.JI5
2031r, n 13:25 (CET) - *_

co,{EpxAr{HE BOAbI MT,TffiOMETOAOM KApJiA OIflIIEpA
Cneqxtparaq:ar:

I{e 6onee 3,0 %0.

,[ara Havala flcrl6rra]r]rs: 19 xNsapx 2024 r.
Pcsymrat: 0,7 oZ

Pelyrurar HcrrbrraHfifl: cooTBETCTByET - rlporegeuo: Kpncro$ ,{ronon, 22 xxaapr
2024 r. e 10:33 (CET) 

.

,,*#th-:



TN P,{T,I Ifi 14 KAT AT{ A JT T,T 3A
f{ o,ttep c ep uw : AVA&.CS 7 I A G5K

CTPAHHI]A 02 P13 05

IIPBIIAPAT B fI&PB}IltrIOItr YIIAKOBKE

r4cnbITAHI4E HA CTEPLIImHOCTb METOAOM MEMEPAHHOI1 OHJrbrPAUIfl,{

CnegNSlaxaqnr:

XTC npu 30-35 "C: OrcyrereNe pocra.

TCE npN 2W25 "C: Orcyrcmue pocrs.

Hcnurani.ioe KorraqecrBo ua xaxgofi cpcAe: 20 rconrefHepor

,{ara uocera: 1 $eupaxx 2424 r.

,[ara sax"nmafireJrbHoro oor'rorpa Anfi x(TC; I5 $espa.xr 2024 r.

Pesyrstar,qlx XTC npx 30-35 'C; COOTBETCTByET

f{ara:ax.nro'rNreJrbuoro ocMorpa Xfis TCE: l5 Qenpa.nr 2024 r.

Pesyrrrarmx TCS npu20-25 'C: COOTEETCTByET

Hrorosufi pe3yrisrar: COOTBETCTByET

Pery,nrrar Hcnbrranus; COOTBETCTByET - flporegeHo: MapN Tupnone, 15 Qenpan"r
202a l. e 15:48 (CET) 

-

IioAmaHHocTs BHpycA BETpTHOfi OCII6r METOAOM fii{p
Cnequ$maqux:

flonoxurenpuufr pesyarrat.

,{ara ua,raxa HcnlrraHhs: 5 Qeepalr 2024 r.

Perynrrar: fi OIOXHIE JfblIbI*
Fe:ynr,rar Hcrr&,rrarru,r: COATTETCTByET - ltrpoeegeno: Merilrcca Corep, 5 $erpam
2424 r. e 13;31 (

##$ffi
#f ,.,$$1(
'!l*' ,',.ntlil*i*"1



CEPTM OtrI KAT Atr{AJI 14 3A

H o:nep cepau: AVARC| 7 1 A E5K
C PAFIHUA 03 T{3 05

IIPEIIAPAT B IIEPBHITHOff YIIAKOBKE

CrIEUI4OHqECKATI AKTHBHOCTb BHpyCA BETP"SHOTZ OCrIH 14 CrmI&ISHt{ECKAfl
AKTp{BHOCTL BIAPyCA BETp.flHOfr OCEbI OOCJIE )$A}IEI{XX B TEqEHHE 7 WEfr
{pn n "c) MET0AOM TT{TpoBAFII4.f, HA KvJlbTvPE KJTETOK

Cnequ$nraqus:

Cneuu{:la,{ecxa"ll aKTI{BI{ocrL Br.rpyoa BBrpflHofi ocnu: He uenee 3,8 log EOE/gosa,

Cnequ&uqecxarr aKTr,rBrrocrL Br{pyca nerpalrofi ocnu (nocre xpaueufis B ?orreulre 7 4refr uplt
23 "C): He uesee 3,3 log SOE/nosa.

flara narala Hcr]hrra]il;t"fl: 2I nrapra 2024 r.

O6r,ena Boccrano*renlrx: 0,6 ur
Oraxos l: 3,8 log BOE/,qosa

Sraxou 2: 4,1 log60E/xosa

Oraxos 3: 4,0 log EOE/tosa

Onaros 4: 4,2 log EOE/xosa

{:raron 5: 3,8 log SOEhoga

0naxou 6: 4,1 log EOE/aosa

CpesHlrft rrrp: 4,0 log EOE/go:a

Bxyrpeuuxfi r(oxTponb: C WN0726A04

@naxos I: 4,1 log EOE/aosa

@:rarou 2: 4,2 log$OE/aosa

Cpe.qsr,rfi'rrrrp BHyrpenHero Kourpolx: 4,I log BOE/aosa

ONugaeuufi cpegxnft r,,rrp BHyrpEHHero Kolt?porx: 4,1 log EOE/gosa

Pesy.rutar orpeAeJleI{}4, cneqnSllNecrofr axriaenocrr Bmpyca rerpanofi ocnu: 4,0 log EOEhosa

O6reu EoccraHoBrexNx: 0,6 un

@laxos l; 4,0 log SOE/.qo:a

Onaxou 2: 3,8log BOEho:a

Onaxos 3: 4,0 iog 5oE/.qosa

s\:
!! lEI /oi

/$1^

' uMoK \

i'sl{0}1'1T\',l',



CE PT M 6 N I{AT A W,4 II I4 3 A
t{ o,wep cep uw : A VA RCs 7 I A E5K

c]'PAr-Ir4UA 04143 05

IIPEIIAPAT B IIOPBITIMOff YIIAS(OBKE

Sraxos 4: 4,2 log EOE/aosa

Cpepnrfi rnrp: 4,0 log EOE/xosa

Ilorep.x cnequ{:nvecrof, arcmruocru qepe3 7 lirtefrnpu23 oC: 0,0 log EOE/goea

BHyrperHufi Konrponb: CWN0726A04

<Draxon 1: 4,1 log E0E/gosa

<Dnaxon 2: 4,2 logEoE/.qoga

Cpegxufi rl{"rp BnyrpeH$ero Kofirpo xx: 4,1 log EOE/.aosa

Oxta.qaeurtfi cpegnufi rl,trp Bnyrp€HHero Koltrpoll: 4,1 log 6oE/gosa

Pesymrar,qrr cnequ{u.reexoft ai(ruruocr}r Bupyca nerpruoft ocnu (uocre xpal{eH}I{ B TeqeI{I{e

7 pwef,t np*r 23 oC): 4,0 log EOE/Aosa

Hrorosrrii pffiyllbrar: COOTBETCTBITET

Feey.nurar ficrrbrrarrns: COOTBETCTByET - Ilpoaegeno: Sun PeHap,2 anpexs 2024 r. s
16:39 (

COAEPXAHI,IE HEOMIIII4HA CyJIbOATA METOAC}M PAII,IAnbHofi .{r4<DovsHPI

Cnequ$nrauNx:

He Soree 25 MKr/Aoea.

,{ara na"ra.na Hcrblrax}Ix: 22 twaapn2A24 r.

Pesynrrar: < 25 uxr/Ao:a

Pesy.rrrar gcnblraglln: COOTBETCTByET *flpoeegeHo: Xrowt Eodn,23 AHBapfl2024 r. n

09:49 (CETL

,,--tth*:



CEPTT{6I{KAT AWA]{MLA
Ilonep cepuu: AYARCS 7 1A &sK

CTPAHI,IUA 05 I43 05

XIPEIIAPAT B TNEPEX4T{}{Ofr YIIAITOtsKE

CneqNt}NraqNx:

Ilocre BoccranoBJreHxx: Or 6,9 Eo'1 ,4.

"(ara uauala ucnuraur{s: 5 Serpanx 2A24 r.

Pesymrar: 7,2

P*yntrar lrcxblraultfl: COOTBETCTByET flponegeuo: Mapn-flrep Eepruauc,
6 d:erpaffi 2024 r. s 15;40 (CET) 

.

-r,$tt"nu'



3age,,re$vs o ceprH$I,rtcalli{}1i

Hacroxulul,r yAocroBeprn, qro Aalrfia{ cepul 6axa. npox3Be,I{efla 14 npoBspena I{a coorBercrBHo
geitcrryrcutr.rrl rpe6onaxnNnr Halle:lcauefr npou:aoAcreeusofr npaxrai&I (GMP), oflBcaHIlLIM B

uecrrrofi uopr,laruxrofi.aoKyr{oHrauum (J1CP-001354/08-051120, ustrl. 1 or 17.11.2024, ulm.2 or
18.06.2021, ksrt. 3 ar 14.02.2A22, kt3w. 4 ar 21.03.2022,usu.5 or 31.03.2023, uslr. 6 or
16.08.2022, uztr.7 or 02,03.2023, u:t,t. B or 26.10,2023) r,r s TexnliqecxoM coruIalileHau o

AA_tU! tOU,

3ro, e x{acrHocr}r, rTo.qpa3yMerJaer, qro Arx :No6oro Ma.Tepl{a]ia, noilyqcHHoro H: rraneii
x$aqHbtx xil4Boru6tx (xopoa, oneq, nos), ucilonbsyeMoro npu npol{3BoAcrBeulwttw AoBeA€HI{L{,qo
Kogorrlroro cocraBa suueyxa:aunofi cepuu rrpcflapara, 5u::ra. fipxHsrbl Bse N{spLI A.lr,

noArnepx1curl! coorBercrnrr .{uperrrane 200l/83€,C u Bnoofitr1nM u3MeHeHLL ,{tlpertaaant
2{)$3 I 63 IEC u 2AA4 12} lEC.

. /nodnucu/

Slrc Aune

3aMeff Hrenu ynoJlHoMoqenuoro

rruua - 0$ac ynoJrlroMoqeuuoro
JII,INA

I-{u$poeaa no.n Iu4cL: SJILC AEJIbOHI{A
AHIPE Ai-I AMrri:l

O$Iouarrue: 5 npoctar;rarc cBoio no,alucl
COI'JIaCHO oclIOBAHHIIU, yra3alIHI'lbt Ir

llolqyil,,cHTe.

[ara: 23.10.2024 I l:48:28+02:00

Or uiqesa Eenyn l{aurtan

Vno,.r$olro.reHHoe rTnqo

.[lrpexr*p no o6ecne.tenuto
ICATIECTBA

GSK Bniioro,afituKairl

@-lt,ree

;,'$$h'-)3
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