¥
JEPKABHA CIVYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMM Y KUIBCHKINA OBJIACTI

npoB. CitimyHoi Hapii, 3, m.Knis, 02099, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko EJAPTIOY 37078774

BHMCHOBOK
PO BIAMOBIAHICTL MEAUYHOIO iMmyHoGiooriyaoro [pernapary BUMOram
AePKABHUX 1 MDKHAPOIHHX CTAHIAPTIB

02.01.2024 Ne 56856/24/10

IEPBAPUKC™ BAKIIUHA A IIPODIIAKTHKH 3AXBOPIOBAHD, IIIO
BHKJIMKAIOTHCS BIPY COM IAIILIOMI JIIOJIMHHW THIIIB 16 TA 18

(HatimenyBarHs MIBIT srigmo 3 PEECTPAlIHKUM TTOCRITYEHHAM)
CYCIeH3is JJis in’exuiii, mo 0,5 M (1 no3a) CycneHsii qus in'exuiii y nonepeaHbo
HAIOBHEHOMY IIIPHII 3 MOPIIHEM i KOBIAYKOM Y KOMILIEKTi 3 roJikoio (y 6Jicrepi) no 1
NONEPENHEO HAMIOBHEHOMY pHny 3 roJIKo B KAPTOHHIA Kopooui

(dopma Bumycky, mo3ysanns, Bun nakysaHuas MIBIT)
Howmep peecrpanitinoro nocsizuenns UA/16310/01/01 CTpOK Aii peectpanilinoro nocsizucuus 01.01.2099
Cepiz MIBII Ne AHPVA450CD Kinexicte 19872

Bupo6ruk I'nakcoCmitKnsiin Bionomkikans C.A., Benbria

(HaliMeHyBanus BHpo6HHMEKA MIBII, xpaika noxomxers)

BpescHo B Ykpainy ToBapucrno 3 00MexenoI0 Bianosinaabuicto "Tnakco CyvitK isitn
PapmaceroTikaic Ykpaina", inenr. kon: 35619519

(maitmenyBanus Ta Ko/ 3a E€JTPTIOV ropumaioi ocobu a6o MpI3BHUINE, iM's, O 6aThKOBI diznunoi
0CO0M - miAnmpHeMus, 1T Micie NPOXMBAHHA Ta peeCTpaliliHNii HOMep o6nikoRol KapTKH IVIaTHHKA
nojatkis abo cepis Ta Homep nmacropra*)

Hporoxkon Bisyansnoro xourpomo iz 01.12.2023 N 1/61/1.
Jlabopatopuuit ananis skocri MIBIT 3 IHCHEIHH:

JIaGopatopis 3 konTpomo AKOCT] MEAUYHUX IMYHOOIONOriunux npenapatis JepaxaBHoro
NIANPUEMCTBA «JleprkaBHumit CKCIIEPTHUH LeHTp MiHicTepeTBa 0xopouu 310POB’s YKpaiHuuy
(03057, M. Kuis, ByJ1. AHTOHa llenika, 14: 03680, M. Kuis, Byn. M. AMocoBa, 9)

(HaliMeHyBaHHS Ta MiClI€3HAXOMKeHHS naboparopii, uo nposena nabopaTopHHUI aHami3 SKoCTi)
Bucrosok mozo sxocri MIBII, Buaanuii naboparopiero sig 28.12.2023 Ne 91/343

Pesynbratu naGoparopuoro aHanisy sixocti MIBII 3a epEeBIPEHHMH NOKa3HUKaM¥ BiAMOBI W
KOHTPOJIIO AKOCTI (aHAIi THYHO-HOPMATHBHOT NOKyMeHTauil). e
3a pesynbTaTamMu AeprKaBHOro KOHTPOJIIO BCTaHOBIeHO, mo MIBIT BIIITOBIIA IO Th/

sabesmneucHHs TKOCTI NiKapChKuX 3ac06iB.
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* Hna diswnuc ocib, axi wepes croi PENIrifiHI NEPEeKOHAHHA BiIMOBIIIHCA Big MPHHAHATTA peecTpallifiHoro HOMEPa 00/TIKOBOI KAPTKH IaTHHKA MOAATKIB, TIOBIIOMIMIH
TpO L¢ BianoBiAHMI opran goxoxis i 360pis Ta MaroTs BIIMITKY B NACTIOPTI.
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KpaiHa: YKpaiHa
3aAMOBHUK : 447, TOB «I'CK

OAPMACBIOTIKAIIC YKPAIHA»
3aMORBITCHHS: 7000090252/000010

CEPTUDIKAT MNMPO BUNYCK

BUpobHuk : MnakcoCmiTKnsiiH bionogxikans, PikcercapT, Benbris

Mpoaykr . Liepsapuke™

Onuc nponykry . Bakumna gns ApoMINakTUKi 3axBoploBaHb, Lo
BUKINMKAIOTLCA BIPYCOM naninoMu niogunHu

Homep cepii : AHPVA450CD

Kinbkicrh— — — 119872 wnpvgis X 1 [oay B
: 19 872 ynakosok X 1 wnpvuy X 1 gposy

TepmiH npugatTHocTi . Tpaseus 2027 p.

Aara Bupo6HuyTBa : HepseHb 2022 p.

Llvm MIATBEPLKYO, WO Us cepis BUrOTOBMNEeHa Ta NTPOKOHTpOrIbOBaHa BigNOBIgHO
AO YUHHUX BuMor HanexHoi Bupo6Huyor MPpakTukn (cGMP) T1a 3rinHo 3 micueBUMMU -
PerynaTopHumMm BAMOramMun.- —puHky KpaiHv-ogepxysayva. Lle nepep6auae, o
BIGHOCHO ByabL-AKux MaTepianie, oTpumaHux Big KYWUHUX TBapuKH (Benuvka poraTa
Xypoba, BiBui, ko3u) Ta BUKOPUCTaHMX y BUpOOHMUTBI Ta/aBo NMPUroTyBaHHiI
BKa3aHol Buule cepii npoaykuii, 6yno BXUTO yCIX 3axofiB ans 3aGe3neyeHHs
AOTPUMaHHA Bumor OQupekTusy 2001/83/€C, OupekTus 2003/63/€C Ta 2004/27/€C

3 nonpaBKkamu.

/nignu c/ Nlanucako 3 gonomoroi eNeKTPOHHOro

Wucbporore nianucy ENLC AENLeIH = 810 JMEH{‘EEHHya Hannan
AHOPE AR AMIE (ELS DELPHINE (Benoit Nannan)
ANDRE AN AMPE) u YnoeHosaxeHoT ocobu
Mpemucnosuii l'lil.n::: Ba;sfl c;:::: zo:;?:::'r? Aup sHnopas numans
niacTae, BUKN : .
$apmayest/npeacTaanmk Nata: 20.11.2023 09:32:48+01:00 3abesnevyennsn RKOoC
¥nosHosameHol ocobu F'CK Bionodxikans

Biaain sabesneuenna akocri1a Pro de m’lHcmimio, 8
BMNYCKY NPOAYKU !

Nigposain 3 pospobku Bakyun GSK 1330, ﬂ:" Pikcencap
Eennria benbein
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ladopmanis momo sxocri

GCSK

[makcoCmiTKranK Bionogsikans C.A.
o pe n'lneritio, 89 B-1330, m.
Pikcencapt Benbris

Ten.:+32 {0) 2 656 81 11

Dake: +32 (8) 2 656 80 00

www, gsk.com

Omie mikapeskoro 3aco6y:

HEPBAPUKC™ Bakrmmua mrs IPOIIAKTHKH 3aXBOPIOBAHD,
11O BUKAUKAIOTECS BIPYCOM NAMIIOMH JFOAMHEH TUIiE 16 Ta 18

Jlikapcbka dopma:

CyCriensis ams i’ exuiit 0,5 m

Tun ynakorku:

(nonepeanbo vanosenmit mnpuit + 1 romka) x 1

Homep cepri: AHPVA450CD

3aransHa KiAbKiCTh BUTOTOBIEHOrO IPEHapary B cepii: 19 872 YIIAKOBOK
3aranbHa KiTbKICTb OCTaBIEHHX HO3: 19872

Homep Peecm&ummro NOCBIAYCHHA HA MOMEHT BHhayi UA/L6310/01/01

ceprithikata:

Tepumin pii Peectpariiinoro mocrigyens: HeoOmexenuii

Hassa ta agpeca rupo6uuka:

['naxcoCmiti gt Biomomkixans C.A.
Pio pe a’Tucritro, 89
1330, M. PixcencapT, bennris

Howmep minensii na upo6uumnrso NIKapChKUX 3acobiB:

18H

Jlara BupoGuuursa;

HUepsens 2022 p.

Tepmin npupatHocTi:

Tpasens 2027 p.

Lum  migreepmxyio, mo s cepii Oyna BHIrOTOBJICHa,

BRTIOHAIOYH  CTAM  NAKYBAHHA/MAPKYBaHHS, T4

IIPOKOHTPOJIEOBAHA HA AKICTE BIANOBIOHO M0 YHHHHX BUMOT HanexHoi supoGHuuoi npaktuku (cGMP) Ta 3rigao

3 MICLIEBHMH PErYATOPHUMH BUMOTAaMH PHHKY KpaiHu-oaepKyBava. 3a pesyJsibTatamMu mepesipku

HPOTOKOIIB

O0pOOKH, MakyBaHuA Ta aHanzy cepii BCTAHOBJICHO, 1110 BOHH BiIIOBIAQKOTL BAMOTaM GMP,

Le mepeabauae, mo simHocHo Oy Ab-AKHX

MaTeplaiB, OTPUMAHUX Bix XKYHHUX TBapHH (BeNwka porara xXynoba,
BIBLli, KO3M) TA BUKOPUCTAHUX ¥ BHPOGHMUTBI Ta/abo NPUTOTYBaHHI BKA3AHOT BHUILE cepil

npoRyKIil, 6y Ao BXKUTO

YCIX 3axo@iB mns 3abesneuenns AOTPHMAHHA  BHMOT JlupekTuBd 2001/83/€C, Hupextus 2003/63/€C Ta

2004/27/€C 3 nonpaekamu.

[tianue ynosuopaxenof ocotu:

Nignucano 3a ZONOMOrow
8NMEKTPOHHOMS  Luposora  nignncy:
ENbC NENbGIH AHAPE AH AMOE

nignwe!
flpoMucnos uid
dapmauest/npegcrasHuk

610 imeni

Ipizsume Ta im’s ynosrosaxerol ocobr:

(ELS DELPHINE ANDRE AN AMPE)
Miacraea: A crasmw  caii aanic 3
NiAcTae, BUKN2ASHUX ¥ Ko KYMEHTI.

¥YnoBHoBaXeHOT 0cobK
Binain 3afesneuenns srocTi
Ta BUNYCKY NpPOLyKLUii

Benya Hannan
(Benoit Nannan)

Harta mixmicy:

3apPELTTROSaHD sk
of nancoCuTnniu CioAGaWIRA"I C A »
10 A2 mlHcTiTie, 89, BE-1330, M. Pikcex

Homep anartHixg NS BE
044G 872 518 PIOO
Higens

Eleulsche Bank AG 228-
JC6444-59

fata; 20 wxosTHA 2023 poky 09:32
Niaposgin 3 poapoBm GMT+1

BakuwH GSK Benwrig
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CEPTH®IKAT AHAJIIZY

CTOPIHKA 3 PE3YJIbBTATAMH

CTOPIHKA 01 13 01

Homep cepii: AHPVA450C

ClaxoSmithKline

[MPOAYKT:

HPV-16 TA HPV-18 L1 VLP (BAKVYJTIOBIPVC
BHUTPHUMY€ BUTIPOBYBAHHS: hiicniexroran

CTATYC CEPII:

PAHK/HIS) ~ KIHLUEBWH KOHTEAHEP (ILITIPULI)
a cepis Bianosinae BuMoram

IIpoBeneno Pnopenc BanTirxen (Florence Vantieghem) 22.05.2023 o 10:08 (CET)

TECT CHOENUH®IKAIIS PE3VJILTAT
KIHHEBUU KOHTENUHEP (LTI PYIT)
OTIHC MY‘EHE pi,[[I:IHﬂ nicns CIpy wyBasms. Binuit ocan i BHTPHMYE BHITPOSYBAHHS
GeadapsHuit Gy nepHaTanT micaa CEAUMEHTALI,
IEHTHDIKALIS BITN-16 L1 VLP METGAOM IlosurusHa, TIO3UTUBHO
ELISA
INEHTHOIKALS BIUI-18 1.1 VLP METOOOM NosnTusHa, HOBHATHURBHO
ELISA
TECT HA CTEPUJILHICTD METOOOM ETM (mpu 30-35 °C): BigcyTHicTs pocty. BUTPUMYC BUIIPOBVBAHHS
MEMEPAHHOI GITLTPALL TSB (mpu 20-25 °C): BincythicTs pocTy.
pH Bin6,0 1070 6.0
OB €M He Mexm xix 0,5 My 1a 03y, BUTPHMYE BUITPOBYBAHHS

BMICT BUIKY METOIOM KINEKICHOTO
BUSHAUYEHHS A30TY

35~ 53 MKr Ha A03Y.

40 mMkr/ zo3y

BMICT ATIOMIHIIO METORIOM ATOMHO. 042 - 0,58 Mr Ha nosy, 0,50 MI/no3y
ABCOPBIIFHOI CIIEKTPOMOTOMETPII

KUILKICHE BH3HAUYEHHS MPL METOIOM 80— 120 MK/, 07 MKr/rin
T'A30BOI XPOMATOIPA®II

[MOBHOTA ANCOPELIT O KOMITORELTY He inbwe pis 5,0 %, 0,1 %

AJIOMIHIIO — HE3B’13AHWH BII-16 L1 VLP
METOJIOM ELISA

[TOBHOTA AHCOPBLT 10 KOMITOHEHTY
AJIGMILITIO — HE3B SI3AHMH BILT-18 11 VLP
METOJOM ELISA

He Ginpire vix 5,0 %.

TIOBHOTA AACOPBLT AO KOMIIOHEHTY

AJTFIOMIHIIO - HE3BR SI3AHNWI MPL METOI0OM

CA30BOI XPOMATOUPA®I]

Kinsxiers ness’ ssanoro MPL — MeHNI Bk 15,0 % pix

HOMIKATBHOTO 00 €Ay,

AKTHMBHICTE BIiJi-16 L1 VLp METOAOM ELISA Binzocha AKTHEBHICTE Mix 0,78 — | 45,

AKTUBHICTL BITJI-18 Li VLP METOJIOM ELISA Bignocha aKTHUBHICTB Miw 0,79 — 1 47,

* Hpustinika nepexnadaua: 3ziono 3 homosicenmamu FOCTE.20. 1
BUKOPHCIOBYEMBCS KRPaNKa (.}, a v Gireutocmy Hutex fyes Cepo
Tosmy npu aokanizanit anauens OECAINKO6026 Opody ¥V

HK PIHCHY, AR ROHI, & GHARERCLRIT MOG 61 00KPEAMTIONMB O3 KOOI, O ¢ YRPAIHCOKI — RPOOIAOM.

-90 (HCO 9735-88) ¢ anznomosni Kpatnax ak decamyoeuii posdimosay
Ha, oxpim Benuxol Spumanit ma Ipnaudii, a maxose xomutni kpatuu CPCP)) — xoa ().
ibOMY cepmibinami saticme RPAnKH gukopuemano komy. 3a miv xee RPURIHNOM, YHCIOGT po3padu




