GlaxoSmithKline

Kpaina ; Yipaina
3AMOBHIHK @ 447, TOB «I'CK
(DAPN'I'ACBIOTHCAJIC
YKPAIHA»
3amopnenaa 7000081256/000010
CEPTU®IKAT PO BHITYCK
BHPOBHHXK : CnakcoCuitKnaiis Bionomuikans, Pikcencapr, benbris
BAKLIHHA : BAPITPHKC™/V ARILRIX™
WITAM : Bakuuna gna npodinakthkH BITPIHOT sicnu {3KMBa aTeHylioBasa)
{urram OKA)
HOMEP CEPIl : A70CD493A
KUIBKICTH 150390 x 1 o3y
TEPMIH NPHAATHOCTI : Keitenn 2022 p.
JATA BUPOEHHUITBA : Tpaeens 2020 p.

FEuss MiATREPMIKCYEC, UG U4 CEPIX BUMOTOBMEHA Ta NPOKOKTPOABOBAHA BIONIOBIEHO B0 YMHKUX Bunor Hanexdaiol
BupoSunyot npaxtuki (¢GVP) Ta 3riaH0 3 MiCLEBEMU PEryNATOPHEMK BUMOTAMK PHHEY KpaiHH-ORepicyBaya.
1le nepeaGatae, uio BiAHOCHC SyAb-AKHX MaTepiaiig, OTPUMAaHNX Bill Xy HHUX TBapHH (Beavika poraTa xyaoda,

BiBi], KOBA) TA BUKOPUCTAHUX ¥ BUpoBHKLTE] 18/260 NpUTOTYB2HHI BKa3aHO! BHILE cepil MPpomyKuil, SyNo BEUTO 2
ycix saxoais ana 3afesneyvenus norpuManis Bumor Oupewtnsu 2001/83/€C, Oupextus 2003/63/€C 1a :
2004/27/€C 2 nonparkamn.
% fni.nrnmf il Bip iMeni
Praveya Hoexan NACEHG 3 SONOKMOTDI0 BNEKTROHHIN H =
{Frangois Dojean) Lecbpororo ntaaucy ©pancya Bephapow C, Epma Ca?nc (Eflc Sailet)
MNpomucropvia diapmauear - Oewanom (Francois Bemard C Dejean) ROBHOBAKEHOT 0C06H i
NPeACTABHUK YNORHGBANEHOY AupexTopa 3 nuraub 3a0e3neqeHHs AKOCTI
ocoln figcraea: A craeno caili nignue I'CK Bionoaxkikans
Miapeaain a pospofiky BAKUMH 3 NIRCTAR, AHKNAASHUX Y AOKYMOHTI. Pio ze ' THeTITIO, 89
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SAABA
YCIM, KOFO UE CTOCYETLCA

Hkue BrasaHo Jarty BUPOGHULTER Ta TepMiH NPMAATHOCTI 3a3Haqenrol cepit;

Cepin Tun matepiany Barta supobHuutea  [Tepmiq
ADO1DOOSA PoastHHK 22 cepnus 2019 p, |31 AvinuA 2024 p,
fnlanuct Mignuearo 3 AONOMOTOK ANSKTROHNOTY Lthpoaoro nignucy; dpaHcya

MpaHcya [lexad (Frangois Dejean) seprapom C. flewarom {Francois Bernard C Defean)
lMpoMucnesvil hapsacesT - Npeactassrk  (liactasa: B CTapMo eIl NIRAMC 2 NIACTAR, BUKNEAEHUK ¥ LOKYMEHTE.
YnobHosameHo¥ ocabk Hara: 18 yepewn 2020 p. 20:15 GMT+2
Nigposzain 3 poapobixu BakusH [CK, Generia

Big imeHi Bigainy
sabeanedyeHkn AKOCTI Ta
BUnycky npogykuil, FCK
Bionogxikans, Beneris

STIRINGHGO Hi
2RI i,




[adopMarmis moI0 SKOCTL

Onxe npopyKTy:

BAPITPHKC™/VARILRIX™ Bakuwna gna
fpodinakTiky BIrpaHO! BICNH, %HBA aTSHYHORAHA

Jlikapeeka diopma:

xiodiaizaT AnA posuuHy ANA iH'ekUill 3 POTUHHHUKOM
(aona ans iw'ekuiit) 0,5 Ma

THI YyEKOBKH

{thnaxou 2 1 103010 + NOKepeAHsO HANOBHEHNH TPKIL +
2 roaxu) X |

Honep cepil:

A70CD493A

3aruiblA KiINBKICTL BUROTOBIEHOTO kpenapary B cepii:

50 3%0 VITAKOBOK

JaranbHa KifLKICTH MOCTRBNEHHY N03:

50390

Homep PeccTpaniitHoro nocsigHeHHs:

UA/15966/01/0]

Tepniin aif Pecerpauilinore nocaifmenua:

Heobmexennii

Hazpa Ta afgpeca pupobHHKa:

FrmaxcoCmirKaaiin Bionomuikans CLA.
P ae a’lucTitio, 89
1330, M. Pikcencapr, Bentris

Howmep ainen3it Ha pupoSHALTRO Aikapebicnx 3acobis: 18H
MaTta papodHAnThA: Tpaeers 2020 p.
Tepuix npugaTHoCTI: Keitess 2022 p.

1Iat miaTBepaxy1o, WO US cepid BHFOTOBAEHA T& NPOKOHTPOALOBAHA BIANOBIAHO A0 YHMHKHX BUMOr HanesHol
pupoSuuyol npactuxn (cGMP) Ta ariano 3 MiClesUMU PEFYRSTOPHUMHE BUMOTSMH PUHKY Kpaind-onepicysava. Lle
nepeafanae, wio BimHocko 6y OL-AKiX MaTepiaIie, OTPUMAaNK BiR xy#AnuX Teapun (Benuka poraTa xyaota, sibui,
KO3H) T2 BHKOPHCTARHMX ¥ BUpoGauUTR] T2/060 MpuroTysalui sxazanol BHie cepit Mpoaywilii, Gyno piuTo yeix
zaxodie g 3abeineuenns JoTpunarns eumor Jupextusu 2001/83/€C, Hupextun 2003/63/€C a 2004/27/€C 3

NONpaskaMH.

MliARKC YAOBHOE&KEHOT 0CoBH:

Mminnuc! Mg nucana 3 AQROMOroK
®pancya Qexau (Frangols Dejoan}  enskTPOHHOrO ywdiposaro
NEpoMHCRoBYE PaRpMaUesT - nignwcy: dpaxcya Eephapom ©.

npea MK Yo ocofin  Dewanom (Francais Bernard C
fHapaagin 3 poapobrn pakuus FCK,  Dejaan)
Benuria Migetasa: A crasmng cRill nignuc 3

MIBCTAG, BUKNBASHWK ¥ ADKYMEHTI.
Oara; 18 wepeHa 2020 p. 20:15
GMTe2

Tlpizeuine Ta iM’8 ynoaHoBakeHol ocobu: Bia iMeni
p

Epixa Capae (Eric Sariel)

Hata minnucy :

#
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CTOPTHKA 01 301

CEPTH®IKAT AHAJII3Y

CTOPIHKA 3 PE3Y/IBTATAMH
Howmep cepii: ADBIDOGSA

@C laxoSmithiline

—

IIPOAYKT:
CTATYC CEPII :

POIUMHHUK - BOJA [ULA TH€XITH - KTHUEBHE KOWTEHHEP (U IPHILL)
BHUTPUMYE BHIIPOEYBAHHA: [Henekrorana cepia Bignosinac BIMOraM
Tposeneso Mapi-@paucyas Panene (Marie-Frangoise Radetet) 20.01.2020 0 11:50

TECT

CHEUMPIKALLA

PEIVIIBTAT

KIHIEBHH KOHTEHHEP (LNIPUIT)

CITHC PLOHEH

lipozapa, Sesbapona pimmia, SiNLIG Big BEAUMHX
H2ETOK

BIIATNIOBIIAE

TECT HA BITHOBJEHHEA

BTy e BUANGEYRIKHA.

BH1PHMYE BUTIPOBYBAHHA

LHEHTHYHICTE HATPLIO METOIOM Hevarnao,

OCAJDKEHHA

HETATHBHO

v



CEPTH®IKAT AHATIZY

CTOPIHKA 3 PE3YJABTATAMH
Hoxep cepii: AVARCO8IA

Glaxo$mithKiine

CTOPEHKA 01 301

MPOAYKT : BAKUMHA JUIA TTPO®UIAK THKE BITPAHOI BICITM (OKA) JKMBA ATEHVHIODAIA-
KIHLEBMH KOHTEMHEP (DJIAKOH) ’
CTATYC CEPIH : BUTPUM Y€ BATTPOEYBAHHA: lucnexTosana cepis Bianosinae Bumoram

Mposeaeso XKanaii batrope (Janay Fattore) 16.12.2018 013:44

TECT CHELH®IKALLSL PEIYIABTAT

KIHHEBHI KOHTEUHEP (®JAKOH)

OLHC Topomok afo GpukeT Bia KpesoBOro 1o BUHEOBINAE
KOBTYBATOTO A60 POWEBOrO XOABODY, B
CUIHOMY PAAKORI, JAKYTIOPEHOMY TYROBOIO
MpoGKaEC.
[Tici# pigHOBICHUA POIYHHHHKOM: POFIHH Bi]
CBITHO-ICPCHKORGIO [0 POKEBOTO KONLOPY.

BMICT BOJIH METOJOM KAPAA GIUEPA  He Ginswe 3,0 %, 0.6 %

()

TECT HA CTEPHILHICTh FTM METOHOM  Biacysicrs pocty. BHUTPAMYE BHIIPOBYBAHHS
MEMEPAHHO! dIALTPALR! (TIPH 30 - 35 °C)

TECT HA CTEPUNLHICTE TSE METOAOM  BigeytuicTh pocty. BUHTPUMYE BHITPOBYBAHHA
MEMEPAHHOT GOLERTPALE (TTPH 20 — 25 °C)

ABTEHTHUHICTh BIPYCY BITEAHOL ITosKTHRHO, MOIUTHBHO

RICITH METQAOM CEPCHEMATPAM3ALIT

AKTHBHICTE BIFYCY BITPSHOL BICTM He menue 3,7 Log (PFUY BYO na aosy. 4,2 Log (PFU) BYO/x
METOAOM THTPYBARHA ¥ K THHHIH

KYTbTVPI

AKTHBHICTB BIPYCY BITPAHO! BICTIH Fle merwe 3,3 Log (PFU) BYO sa sosy. 4.2 Log (PFU) BYO/a

METOAOM TUTPYBAHHA ¥V KITHHHIN
KYIhTYPI (MEPE3 7 FHIB IMPH
23°C)

BMICT HEOMILHBY CYNMLOATY He Biskii Hixk 25 mxr/oosy. < 25 Mrrix
METOAOM PAJIANBHOL IMe Y31

pH Tlicna signonnenys, sid 6,9 0o 7.4, 7.1

* pusimia neperradava: 32idno 3 notoxcennsus FOCTE.20.1-90 (HCO 9733-83) a anziosossiy xpaliax ax decamroaiil posdimondy
sukopucmosyeNsca Kpankd (), a y Siavuocnii i (yes Capona, oxpis Benmeo¥ Epumanii wig Ipaawdil, @ mawxone Korutni kpatut CPCPy —
koxa {,). Tony nph Rokanisaii weens dJecAmkoozo 0paDY ¥ HooAY CCPMUDIKAMI 3EAMICHs KDUNKY SUROPUCHIOHO KOMY. 38 AL HCE HPUHYHNOM,
WUEHOG POIPADY SK MUCSYE, MIRLIONY, 8 anzailiceriil Mosl 6I0OKPEAUTOIOMECT KOMOW, O & YKDUIHCLRIT - npobinom.

J—




GCSK

Kpaina : Ykpaina

3aMOBHHK : 447, TOB «FCK__
OAPMACBIOTIKAJIC YKPAIHA»

3amornenus : 7000089006/000010

CEPTH®IKAT IIPO BHIIYCK

Bupoouuk I'nakcoCmitKnsiin bionomxkikans, Pikcencapr, benbris

Ipoaykr BAPIJIPUKC™/VARILRIX™

Onuc NpoaykTy Baxknuna st npoditakTHKH BiTPSHOT Bicnu (3KMBa aTeHyHOBaHA)
(mrram OKA)

Homep cepii AT0CD744A

KiabkicTs 14 880 KOMBIHOBAHUNX YITAKOBOK X 1 no3y
14 880 VITAKOBOK x 1 KOMBIHOBAHY VITAKOBKY x 1 go3y

TepMiH npuaaTHOCTI bepesens 2025 p.

Jdara BupobHuLTBA Kgitrens 2023 p.

[nM miaTBEpIKYIO0, 110 11 Cepisi BUTOTOBJIEHA Ta MPOKOHTPOIBOBAHA BIJIMOBIAHO 10 YHHHUX BUMOT
Hanexunoi BupodHuuoi npaktuku (cGMP) Ta 3rigHo 3 MiclleBUMHU PETYISITOPHUMH BUMOTAMH PUHKY
Kpainu-oaepykyBada. Lle nependadae, 1110 BiTHOCHO Oyb-SIKMX MaTepiaiiB, OTPUMAHUX Bi KyHHHX
TBapuH (BeJIMKa porara Xy100a, BiBLli, KO3H) Ta BAKOPUCTAHHX Y BHPOOHULITBI Ta/ab0 NpUroTyBaHHI
BKa3aHO1 BHILIE cepil NpOAyKUii, OyJI0 BXKHTO YCIX 3aX0iB UIg 3a0€3neUeHHs JOTPUMAHHSA BUMOT
Hupextusu 2001/83/€C, Hupextur 2003/63/€C Ta 2004/27/€C 3 nonpaBkaMH.

BiJ imeni bennya Hannan (Benoit Nannan)

fnignuc/
Mpomucnoeuit Mianucako 3 gonomoroio VYrosHoBaXkeHa ocoda
ENeKTRPOHHOIO U OBOro nianu .
dapmauesr/npeacrasnnx  SRSKTPOUINNS LIBEORIIO NATAY.  TTypextop 3 muTamp 3a6€3MeYeH S AKOCT]

YnoBHOBameHOi ocobu

ELS DELPHINE ANDRE AN AMPE i i
Bipain 3abesneyeHHA AKOCTI Ta ( ) FCK B!O.}'IOJI}KIKEUI'S

s MigcTaBa: A cTanio cBil nignuc 3 P 3| . ]9
BUARYCKY MPQAYKRLR niacTas, BUKNaAeHWX Y AOKYMEHTI 10 e 1 H_CTIT}O’
Nigpo3ain 3 po3pobkm sakuun GSK  NlaTa: 24.05.2023 09:23:02+02:00 1330, M. Pikcencapr,

Beneri ’
LA Benbris




CSK

nakcoCmiTtKnann Bionoaxikans C.A.
Pio ae n'lvcTitio, 89

B-1330, m. PikceHcapT

Benkria

Ten. +32 (0) 2 656 81 11
dake +32 (0) 2 656 80 00
www.gsk.com.

IHdopmaliis o0 SKoCTi

Onuc NpoayKTy:

BAPUIPHKC™/VARILRIX™ Bakinxa /uis npogiiakTHKi
BITPSIHOI BicHH, JKHBa aTeHyloBaHa

Jlikapcbka dopma:

JtiotimizaT AU po3HHHY VIS IH'EKIIH 3 po3YMHHMKOM (BoA
Jutst iH'exuiit) 0,5 mo

Tun ynaxosku:

(pnakon 3 1 no3010 + nonepeHbo HaNOBHEHHH mnpuiL + 2
ronku) x 1

Homep cepii:

ATOCD744A

3ara/ibHa KiJILKICTh BUTOTORIEHOI'O Npenapary B cepii:

14 880 YITAKOBOK

3aranbHa KUIBKICTh NOCTABICHUX J103:

14 880

Homep PeectpauiiiHoro mocsi ueHHs:

UA/15966/01/01

Tepmin aif Peectpauiiinoro noceijueHHs:

HeobMmexennii

Hassa Ta anpeca BupoOHHKa:

IN'makcoCmitKnsiin Bionomxikanz C.A.,
Pro ze n’IncriTio, 89
1330, m. Pikcencapt, Benwrig

Homep niteHsii Ha BHPOOHUIITRO JMIKAPChKUX 3acoDiB:

18H

Jara BupoGumITBa:

Keitens 2023 p.

TepMiH NpHUAaTHOCTI:

bepesens 2025 p.

[TuM HATBEPIGKYIO, 110 15 cepis OyJia BUTOTOBRJIEHA, BKIIOYAOHH eTalH NaKyBaHHs/ MapKyBaHHS, Ta MPOKOHTPOJILOBaHA
Ha AKICTH BLAMOBIAHO 70 YHHHUX BHMor Hanexnol Bupobuuyoil npakrukn (¢cGMP) Ta 3riHo 3 micueBHMH
peryJISiTOpHHMH BHMOI'aMH PHHKY KpaiHH-OJepiKyBaya. 3a pes3yibTaTaMu IepeBipKH MPoTOKoIiB 06po0KH, MaKyBaHH: Ta
aHasi3y cepil BCTAHORIEHO, L0 BOHH BIUNOBIIAI0TE BHMoram GMP.

Ile nepenbauae, 110 BiiHOCHO OY/1b-IKHX MaTepiaiB, OTPHMAHHX BiJl JKYHHHX TBapHH (BeJIHKa porara Xyao0a, BiBIl,
KO3H) Ta BHKOPHCTAHHX Y BHPOOHHITBI Ta/abo NPHroTyBaHHI BKa3aHOI BHILE cepil MpoAyKIil, 5y/10 BHKHTO yCiX 3aX0/1B
Juisi 3abe3nedcHus JoTpuManis Bumor Jlupexkrusn 2001/83/€C, npektns 2003/63/€C ta 2004/27/€C 3 nonpaBKkaMH.

[Tianuc ynoHoBaxkeHoOT ocoOu:

ITianucano 3a J0MOMOT0IO IEKTPOHHOTO LIH(POBOro MiANnHey:
EJIBC JEJb®IH AHJAPE AH AMIIE (ELS DELPHINE
ANDRE AN AMPE)

[Mincrapa: 51 crapmo cBiii nianuc 3 nijicras, BHKIAJCHUX Y
JIOKYMEHTI

JHara: 24 tpasns 2023 poky 09:22 GMT+2

[Mpiseumie Ta iM’A YIOBHOBAKEHOT 0COOH: Gid imeni

JHarta mignucy:

Bimnin 3a6e3neqemm %oc’ri T4 BR FERY | nﬁo;;‘-,y\ i
ITizposin 3 pa}p)ﬁgmw,‘;{ GSK Eenﬁ,rgsi\




3AABA

YCIM, KOTI'O LIE CTOCYETLCA

Huykde BKasaHoO JaTy BUPOBHMUTBA Ta TEPMIH NPMAATHOCTI 3a3Ha4YeHoT cepii:

Cepina Tun martepiany Jata supobHuuTBa TepmiH npuaaTHocTi
ADO1DOS53A PO34YMHHUK 10 aunua 2020 p. 30 yepsHa 2025 p.

[Miznucano 3a J0NOMOrol0 eIeKTPOHHOTO LHQPOBOIO MIANHEY:

Minnue/ EJIbC JIEJIb®IH AHJIPE AH AMIIE (ELS DELPHINE
lpomucnonHit ANDRE AN AMPE)
dapmalieBT/IpeCTABHIK ITincrapa: 5 craBmo ceiii mianue 3 nijicTap, BUKNAJEHHX Y
YiopHoBakeHOT ocobH ,IIUIC}fML‘I l.I.i

Bimain 3abe3neyeHns aKocti Ta Jlata: 24 tpasns 2023 poky 09:22 GMT+2
BHITYCKY NPOIYKIIT
IMiaposain 3 pospodkn sakuun GSK
Benpris

Big imeHi Biaginy 3abesnevyeHHA AKOCTI Ta BUNYCKY NPOAYKLT,

I'CK Bionoaxikan3 benbria




Rera sy 05.05.2003 TEHEATIONI4HE JIEPEBO ATOCDTAAA

ATOCDT44A [}WARCQ 150 ATOFDT44A  ADO1DO53A M\'M& AVARC25 ~ AVARC21S ~ AVARAVBA(G | AVARAVB6OS AMRCSWOO8A

ADOD1D0S3A  ATODD7A4A: AVARAVBG52 AVARAIAO14

AVARAVBSE3 | AVARAVBGS2  AMRCSWO0BA
AVARAVBGE5 AVARAIA013

AVARAVB6B3  AMRCWOEA
AVARAIAD14
AVARAVBEBS  AMRCIWC0BA
AVARAIAOT3

Kony [noGanksomy peccrpi sanicis (GRS): aw. cepricpiajiie aio peectpauiide focke
Biodopit dosywerr: 000077270 35IPHUK JOKYMEHTIB BILLIY SABEAEVEHHA SKOCTITA ~ CapiGosa ngopuats
BHNYCKY MPODYKLII




lera sy 05.05.2023 TEHEATOM4HE JEPEBO ATOCDTA4A

AVARAAOTS  010900SVA  AMRCSO0BA NA DIO900SVA OHO0SVA OKANXOT
ANRCSWO0GA

AVARAACHA  O10%00VA
ANRCIWO0BH |

Kony [noGanksomy peccrpi sankcis (GRS): aw. ceprucpiaiine ao peectpauiide focse
Biodipit dosywerr: 000077270 35IPHUK JOKYMEHTIB BILLINY SABESEVEHHA SKOCTITA  CapuGosa ingopuatis
BHNYCKY MPODYKLII




CTOPIHKA 3 PE3Y/IBTATAMH

CEPTH®IKAT AHAJII3Y El S K
Homep cepii: AVARC215A4

CTOPIHKA 01 3 01

IMPOIOYKT: BAKITMHA JUIA ITPOPUIAKTHKHA BITPSIHOI BICIIH (OKA) )KUBA ATEHYNOBAHA-
KIHIIEBUU KOHTEUHEP (®JIAKOH)
CTATYC CEPII: BHUTPHUMYE€ BUITPOBYBAHHS: IncnekroBana cepist BiJIIOBi/lae BUMOTraM

[Iposeneno Mnopenc Bantirxem (Florence Vantieghem) 25.11.2022 0 09:39 (CET)

TECT CHEHHU®DIKALLLS PE3VJIBTAT

KIHIEBUH KOHTEMHEP (®JIAKOH)

Ol11c [Nopouok abo GpHKeT BiL KPEMOBOIO 10 BLATIOBIIAE
JKOBTYBATOrO 200 POKEBOTO KOIBOPY. B CKISHOMY
dhakoHi, 3aKyNOPEHOMY I'YMOBOIO NPOOKO0.
ITicas BIIHOBICHHSA POIUHHHHKOM: PO3HHH BiJl
CBITI0-NEPCHKOBOTO JI0 POKEBOTO KOIBOPY.

BMICT BOJIH 3A METOJOM KAPJIA ®IIEPA () He 6inbuie nin 3,0 %. 0,5 %

TECT HA CTEPUIILHICTE METOJIOM FTM (npwu 30-35 °C): BincyThicth pocTy. BUTPHUMYE BUITPOEYBAHHA
MEMBPAHHOI ®OUTBTPALLIT TSB (npu 20-25 °C): BiacytHicTs pocty.

IAEHTH®IKALLLA BIPYCY BITPAHOI BICTIH IMosuTHBHO. IMMO3HTUBHO

METOJIOM ILIIP

AKTHBHICTb BIPYCY BITPAHOI BICITH He menm vix 3.8 Log (PFU) BYO na nosy. 3,9 Log (PFU) BYO/n
METOJIOM TUTPYBAHHS ¥V KJIITHHHIN

KVJIBTYPI

AKTUBHICTb BIPYCY BITPSHOI BICITH He menm nix 3.3 Log (PFU) BYO na no3y. 4.0 Log (PFU) BYO/x

METOJIOM TUTPYBAHHS ¥V KJITHHHIA
KVIJILTYPI (MEPE3 7 JIHIB I1PH 23°C)

BMICT HEOMILIMHY CYJB®ATY METOJIOM He Ginbun vix 25 Mkr/nosy. < 25 mrr/n
PAJUAJILHOL IV 3IT
pH [Mica BigHoBNEHHA, B 6.9 10 7.4. 7.4

* Hpumimea nepexnadava: 32iduno 3 noroxcennawu IOCT6.20.1-90 (HCO 9735-88) & anziomosuux kpainax ax decamrxosull pozoinoeay eUKOPUCIOSYEMbC KPana
(), ay Ginvuocmi inwux (vea Cepona, oxkpiv Beauxol bpumanii ma Ipaandii, a maxose komuni kpainy CPCP)) — xoma (). Tomy npu qoxarizayii snavens
0eCAMKOBOG OPoaY ¥ YoMy cepmugbirami :amicms Kpanky SUKOPUCIANHO KOMY. 3a MuM Hee RPUHYUNoM, YUCI08i pOIPAOU AK MUCAYE, MIT6HONN, 8 AHIITICHKIT MO
BIAOKPEMTOIOMBCR KOMOIO, @ 6 YKPAiHCOKIll — npoditom.




CEPTU®IKAT AHAJII3Y _
CTOPIHKA 3 PE3YJIBTATAMH GlaxoSmithKline
Howmep cepii: ADOID053A

CTOPIHKA 01 301

NPOJAYKT: PO3YMHHUK - BOJIA JUIA IH €KL
CTATYC CEPII: BUTPUMYE BUITPOBYBAHHS: IncniekroBana cepis BiZNOBIIae BUMOraM
Iposenero Kapouin Ninenc (Caroline Geenens) 07.10.2020 o 10:11

TECT CHEHH®IKALLA PE3YJIBTAT

KIHUEBUM KOHTEHUHEP (LUIITPULY)

OITHUC PIJTMHH [posopa, Gesbapena pianna, BinkHa Big Branmux  BUITTOBIJIAE
HACTOK.
TECT HA BIJIHOBJIEHHS Butpumye BunpoOysaHns. BUTPUMYE€ BHUITPOBYBAHHS
INEHTHUMIKALILSL HATPINO METOJIOM Heratueno. HET'ATHUBHO
OCAJIKEHHSA

* Hpumimea nepexnadava: 32iono 3 noaoxcennamvu FOCT6.20.1-90 (HCO 9735-88) 6 anciomosnux Kpainax ax 0ecAmkosuii pozdinosay sUKopucmosyemsca Kpanka
(), ay éinsuocmi inuux (ves €spona, oxkpim Beaurol bpumanii ma Ipranoii, a maroxe komuuni kpainy CPCP)) — xoma (). Tomy npu aoranizayii 2navens
OecAmKa6o20 OPoGY ¥ YsoMy cepmugbixami 3amicms Kpanku sUKOPUCMAHO KoMY. 3a MuM Jce npuHyuRoM, YuciIo6l po3pacu AK MuUcayi, MEILHOHU, 8 aH2IITCoKIl MO6
BIOOKPEMNIOIOMBCA KOMOIO, @ 8 YKpalucekili — npoditom.




BugaHo:

AcneH HoTp-Jam-ge-boHaesinb

pto ae n'Abbei, 1

76960 Hotp-Jam-ge-boHaesinb

®paHuin

Ten.: (33) 2 35 14 34 00, dakc: (33) 2 35 14 34 26

HOTP-[AM-0E-EOHLEBING

6 AcneH

CeptudpikaTt aHanisy
Oata eupavi ceptudikara

31 cepnHa 2020 p.

Mosuuin/gata 3aMoBnNeHHs Ha NocTaBKy
He 3acTtocoByeTbcA

Mozuuis/gara gocraekm

He 3acTocoByeThecA

MNoauuis/nara 3amoBneHH:A

He 3acTocoByeTbcs

Homep knieHta CropiHka
He 3acTocoByeTbcA 131

Homep ceprtudikara

0000012989

Mpoaykr: BOOA ANA IH'EKUIM, PO3YMHHWK, MOMNEPEQHLO HAMOBHEHUW LUMPUL, (SPR),
HEDACOBAHWUN, BIOEKBIBAITEHTHIA

Koa npoaykTry: 800240

HasBa npogykTy: BOOA ONA IH'EKUINA, PO3YMHHUK - BIOEKBIBANEHTHIAN

Poamip/Tun ynakoeku: [NOMNEPEOHLO HAMOBHEHI WMNPULW, HEGACOBAHA MNMPOOYKLIA

3asiBa perynsaTopHoOro opraHy

Lum 3aceigyyro, WO HaBeaeHa BuLle iHpopMalia € AocToBipHOK Ta TodHot. Lo cepito npoaykTty 6Gyno
BUroToBneHo/BupobneHo, BKNOYAKYM eTan nakyBaHHA Ta KOHTPONK AKOCTI, Ha 3a3HayeHil(-1x) Builie BUPOBHUYIA(-
1x) QiNnbHUUI(-AX) ¥ NOBHIN BignoBigHOCTI BUMoram HanexHol BupobHuYol npaktukn (GMP), BcTaHOBNEHMM MicUeBUM
perynsaTopHUM opraHom, Ta crneumndbikauiam y peecTpauiitHoMy NocBigYeHHi KpaiHu-imnopTepa / Aocke QOCNiMKYBaHUX
nikapcbknx 3acobis. 3a pesynbTatamu nepeBipky NpoTokonis 06pobkK, NakyBaHHA Ta aHanisy cepii BCTaHOBMNEHO, WO
BOHM BignosigatoTe sumoram GMP

MaprTin / cepia: 6063

Tepmin npuaaTHocTi: nunedb 2025 poky OaTta BupobHuuTea: 06 nunHa 2020 poky

Onuc Cneuudpikauisa PesynbTaTt
Onue pinoMHl Npozopa, GesBapeHa pinwHa, BinsHa Bin Binnoeinae
BHMOMMMY 4YHaCTOK.
KucnorHicTe umM Jy#HicThb <= 0,1 mn 0,01M NaOH um Binnosinae
<= 0,15 mn 0,01M HCL / 20 mn
06’ em Big 0,6 mo 0,8 mn 0,7
Xnopunm <= 0,5 ppm Bignoeinae
CynedaTH Bigcyrui B 10 Mn Binpnosinae
Coni amoHiKn <= 0,6 ppm Eignoeinae
HiTparTwM <= 0,2 ppm Bignoeinae
Kaneuift Ta Marxin BimcyTtHi B 100 mMn Bignoeinae
OKMCHOBANIbEHI peYOBMHM BurtpuMmye BunpobyBaHHa 3 EMnO4 Bignoeinae

Cyxi pedyoBMHM

KinexicrTe "wacTHHOR >= 10 mMxmM
KinexicTe wacTuHOK »>= 25 MxM
CrepuneHicTe

BakTepiancHi eHmoToOKCHMHM

MpoBigHicTe

<= 4 mr nHa 100 mn

<= 6000 uacTuHokr,/mnpML
<= 600 wacruHOk/wmnpmMmi
BincyTHiCTE pPOCTY

< 0,25 MO/mn

<= 25 MxC/cMm

3aTBepKeHHA HAaAaeTbCs 3a AONOMOrow eneKTPoHHOro Nianucy
IM'A Ta NpisBuLLEe ocobu, AKa 3aTBEPAXKYE, BKa3aHO HUXKYe
®aTtimarta KOJTIBAII (Fatimata COULIBALY), 31 cepnHsa 2020 poky 14:40:02

YnoBHoBaxeHa ocoba




JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npocriekt Banepis JlobanoBcekoro, 51, M. Kuig, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
PO BIINOBIAHICTL MEeIHYHOI 0 IMYHOOI0JIONIYHOI 0 IpenapaTry BUMOram
NepPKABHHUX | MIZKHAPOAHMX CTAHAAPTIB

17.07.2023 Ne 28619/23/10

BAPLJIPHKC™ / VARILRIX™ BAKIIMHA JIJISI TPO®LIAKTHKH BITPSIHOI BICITH JKUBA
ATEHYHOBAHA

(maiimenysanns MIBII 3rigHo 3 peecTpamiitHuM MOCBiTUCHHAM)
diodiaizar aasa pozunny ans in'exuiii mo 1 no3i; 1 ¢paaxon 3 giodinizarom Ta 1 nonepe Lo HANOBHEHHIE WINPHIL
3 PO3YHHHHKOM (BO/AA VA iH'€KUIi) ¥ KOMILUIEKTI 3 IBOMA NJIKAMH B ILIACTHKOBOMY KOHTeiiHepi B KapToHHIii
Kopooui

(¢opMma BUTTYCKY, M03yBaHHsA, BU nakyBanus MIBII)

Homep peecrpariiinoro noceiguenus UA/15966/01/01 ctpok aii peectpaniiiHoro noceixyenns 01.01.2099

Cepia MIBII Ne AT0CD744A Kinsxicts 14880
Bupobnuk I'nakcoCmiTKnsiin bionomxikans C.A., benbris

(naiimenyBanust BupodHuka MIBII, kpaina noxomkeHHs:)
Beeseno B Ykpainy ToeapucTio 3 0dMexeHor0 BianosifaabHicTio "nakcoCmiTKasniin

dapmacklotikanc Ykpaina', inenr. kox: 35619519

(naitmenyBanHs Ta koj1 3a €J/IPTIOY opuanuHoi ocobu abo npizsuile, iM's, 110
GaTeKoB1 B13HYHOT 0COOHU - MANPUEMLIA, TI MICLIE IPOKHBAHHSA Ta
peecTpalliiiHuii HoMep 00/11KOBOT KapTKH IUIaTHHKA MojIaTKiB abo cepis Ta
HOMep acrnopTa)

IIporoxon BizyansHoro kourpoaio six 19.06.2023 Ne 1/27/2.

JlaGopartopuuii anamiz sxocti MIBII 3uiiicHenuii:

JlaGopaTopis 3 KOHTPOJIK AKOCTI MeJIMYHUX iMyHOG100r9HMX npenapaTtis JlepaaBHoro mianpueMmctsa «/lepxasHuii
eKkcrnepTHHIT 1ieHTp MiHicTepcTBa oXopoHH 3/10poB’s Ykpaiuuy» (03057, m. Kuis, Byn. Anrtona llenika, 14; 03630, M.
Kuis, Byn. M. Amocosa, 9)

(HaliMeHyBaHHs Ta MiCUE3HAXOMKEHH JabopaTopii, 1110 npoeesa nabopaTOpHHIA aHATI3 AKOCTI)

BHcHOBOK 111010 SIKOCTI Jlikapckkoro 3aco0y, Bunanuii naboparopiero Bia 11.07.2023 Ne 49/163
PesynpraTh 1abopaTopHOro aHali3y SKOCTI JIIKapChbKOIro 3acoby 3a nepeBipeHUMH NOKa3HHKaMH BiiNOBIAI0TH
BHMOI'aM METOJIIB KOHTPOJIIO AKOCTI (aHANITHYHO-HOPMATHBHOI JOKYMEHTALLIT).

3a pe3ynbTaTaMH AepiKaBHOTO KOHTpouio BetaHosleHo, mo MIBIT BIJINOBIJTAKTD BuMoraMm 3akoHOZaBcTBa MIOO
3abe3MeueHHA AKOCTI JIIKapChKHX 3acobiB.
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* Jlna hizmunux ocib, Akl yepes ceol peniriiini NepeKoHAHHS BIAMOBHIMCH BiJl NPHIHATTA peecTpalliiiHOro HOMEPA ODIIKOBOT KAPTKH T/1aTHHKA
MOJATKIR, MOBULOMHIH NPO 1ie BIANOBIAHHH oprad J1oXo/iB 1 300piB Ta MaloTh BIAMITKY B NAacnopTi.
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