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AEPKABHA CJIIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCBKIH OBJIACTI

npor. Ceitnuanoi Hanil, 3, m.Kui, 02099, Ten/dakc: (044) 576-40-41
E-mail: dis ko@dls.pov.ua, Kox CIAPIIOY 37078774

BUCHOBOK
PO BIANOBIIHICTL MEAHYHOTO imyHoGioJioriunoro Ipenapary BUMOram
ACPKABHHUX | MIZKHAPOXHHX CTAHAAPTIR
20.12.2024 Ne 53214/24/10

BEKCEPO BAKIIUHA /IJISI NPOOLIAKTUKH MEHTHI'OKOKOBOT IHOEKIIIT, 1o
BUKJIMKAETHCS CEPOI'PYIIOIO B (BUT'OTOBJIEHA 3A PEKOMEBTHAHTHOIO JHK
TEXHOJIOTTCH), AICOPEOBAHA)

(Haiimerysanng MIBTT 2rigdo 3 PEECTPANi AHUM MOCR] TYEeHHIM)
cyenensis a1 in'exuiii wo 1 go3i (0,5 Ma/N03y); o 1 xosi (0,5 mx) y NOTEPeNHBO HANOBHCHOMY
mupuui; no 1 nonepeanno HATGBHCHOMY WNMPHUY ¥ KOMILIEKTI 3 ABOMA IMoJIKAMH B HNACTHKOBOMY
KoHuTeitHepi; no 1 wiactuxosomy KOHTeHHeDPY y KapToHHiil Kopobui

(ropaa BunyCKy, nosyBaHmA, BU nakyBaHHg MIBIT)
Homep peectpauiiinoro nocsiavenna UA/19683/01/01 CTpOK i peccTpattiitnore nocsimuenns 07.10.2027
Cepis MIBII Ne ABXE27AF KinbkicTs Baesenoro MIBTT 19390

BupoBuuk I'maxcoCmitKnaitn Bakmyumy C.P.JL, ITanis

{RaimMenyBauns supoGHpka MIBTT, KpaiHa NoXoMKeHys)

Beeseno B Vipainy TorBapucrso 3 o6MeskeHOIO Bixnorinaasuicrio "Caakeo CyiTK sty
PapmaceioTikaice Ykpaina', izenr. kon: 35619519

(nalimenyBanns Ta xox 3a CPTIOY loprarg1ol 0c06u abo npissumte, iM's, 00 GaTEKOBI driznunol
0co6k - mixnpuemi, it micie DPOAHBAHLA Ta peecTpallifiHmi HoMep obaixonol KapTKu nmaarHuka
NeAATKIE Do cepis 12 HoMep nacnopra*)

IIpoToxon pizyaneuero kontpomo pix 05.11.2024 Ne 1/40/1.
Jla6opaTopuuit awanis axocri MIBLL 3ALACHE HRU:

JlaGoparopis gapmauestnunoro anamsy JI1 "lepsrapHuii SKenepTHiit LenTp Minictepersa oxoporu
310pos'a Yipaiun" (03057, m. Kuis, Byn. Anrona Henixa, 14; 03680, m. Kuis, By, Mukoan Amocosa, 9)

(NaHMEHYBAHHA TA MiCUE3HAXO/EHHA naboparopil, mo nposena TaGoparopumi aani3 SkocTi)

Buciiosok w00 axocti MIBIL, supanui haboparopiero nig 12.12.2024 No 24/2011

Pesynpratu naGoparoproro aHanizy nkocTi MIEIT 3a nepeRipeHUMH nokasHUKaMu BIANIOBIIAI0TE BuMoray MeTo/iR
KOHTPONIIO AXOCT] (AHAMITHYHO- HOpMATHBHOT MOKYMEHTaLiT).

34 pesyibTaTamMu JepKaBHOIO KOHTPOMIIO BCTaHOBIEHO, 10 MIBII BIATIOBLIAIOTD Bimoram
SAKOHO/IABCTBA MO0 3a0e31euenns SKoCTi NiKapehKux 3aco6is.

Onera €EPLOMEHKO

{minimc) {imitdan ra npizsniue)

* Mns diznapnx ocil, ki wepes osol PeNiTifNT mepekeHakna siaMoBUnuCs Big ApHIKATTA peecTpaciiinoro Homepa 06ikesol KapTKH
FUIATHHKATIGAATKIE, NORIZOMUAY Mpo Ue BiANGBiAMNi opra Acxoiis i 360piB Ta MAOTE BIOMITKY B LIacmopTi.




Homep ceprudikara: VX2024001708

FnaxcoCrmitHna i Bakumnn C.P.A,, Itanis /
GlaxoSmithKline Vaccines S.R. L., italy.

Bia ®iopentuna 1

531006 CieHa

ltania

Ten.: +#39 (0)577 243111

CEPTU®DIKAT NPO BUMYCK

BupobHuk: TnaxkcoCraiTKaniin Bakyunu C.P.A., Itania/GlaxoSmithKline Vaccines S5.R.L., htaly.

Kpaina-imnoprep: Yupaina

Hassa nponykry: BEKCEPO, BAKUHMHA AN NRoDINaKTHKM MeHIHIroKOKOB o1 inderyil, 1o suknMKaeTbCs ceporpynaw B (surotosneHa 3a
pexombiHanTHow AHK T@xHoAOrieD, agcopbosana)

Aoyl peyosunmM, gosysanns {aKTUBHICTE}:  RE3WKYAM 30BHILHBO] menmbpanu {OMV) 3 Neisseria meningitidis ceporpyni B wramy
NZ98/254 = 25 mur/0,5 M peromBinanTHIIl 3AuTHE Binok Neisseria meningiticis ceporpynu B fHbp {rp936-741) = 50 mKr/0,5 mn;
peroméivanTHni Ginor Neisseria meningitidis ceporpynu B NadA (rp961c) = 50 mkr/0,5 mn; pexomBinanTHUiA 3anTVIT Ginok Neisseria
meningitidis ceporpynu B NHBA {rp287-953} = 50 mKr/0,5 mn

Homep cepii: ABXE27AF {cepia HanosHenHa ABXE27A)

Posmip ynakosku: 1 LUAPALLX 1 gosy

Peectpauilive noceiguenHn Ne: UA/15683/01/01

Tikapeoka dopma: Cycnensin ANA i exuin

Oata eupobuuyTea: 06.11.2023

Tepmin npugatocri: 31.10.2026

3anea npo ceprudikauio:

LUmnm zacsiguyio, wo HaBefieHa Bitwe iHgopmaLia € AOCTOBIPHOIC Ta TauHOI. L teplia Oyna BUroTOBNGHA, BRAKIHAIOMM ETaMM
ﬁaKVBaHHR/MSF}KyBaHHﬂ Ta NPOKOHTPOALOBAHA Ha AKICTb BIANOBIAHO 40 YMHHWX BUMGT HanemHoi BUpoBHuuoi NPakTUKRK (GMP)

Komenrap:

Miarseparyio, Wo Bci eTanu BUpoBHWLTEa Cepil roToeoro MKapcekoro 3acoby NoeHicTIO BIfNOBIgal0Th BUMOram HaaemHe!
BNPOBHMHOT NpakTUKK EC Ta Brmoram PeeCTpaLiftHoro noceigvenHa HpaliHu-ogepmysada.

Nignucakro a gonsmMoromn SNBKTPOHHOrO LMAIPOsore nignucy MOHIKA MAPTIHI {MONICA MARTINI)
SMianuct Niacrasa: A cxeanicw awmict UbOFO OkyMEKTa Ta 4210 A038iN HA MOro Braady
Rara 26.07.2024 18:36.27 +02:00

Monika Maprisi

¥nosHosaxeHa ocoba
FnakcoCmitKaaiin Banuum C.P.A., Itania

VY //)T,OL’JX// ,
000/ LS A




FnarcoCmiTKnaiiH Bakumnn C.PJ1., Itanin
aapeca: bennapia-Pocia, Cosivinne, 53018,
ITanis

3ATNUT HA BUMYCK CEPIT
BAKUMHA HA OCHOBI PEKOMBIHAHTHUWX BUTKIB NPOTU MEHIHIOKOKIB rPYI
B+ OMV NZ

FnakcoCmitKnaAiiH Bakuunm C.PJ1., Ciena {lrania) uum nopae BKA3AHY HUKYY CEpild B eNeKTPOHHOMY
BUrRaai.

D18 BUNYCKY (3 ANA PEQAKLIA

Toprosa Hassa nikapceKoro 3acoby: HaszBa ra agpeca snpobHUKa

bekcepo FnakcoCmitKnaiin Bakuynm C.PJT., Itanis, agpeca:
bennapia-Pocia, Cosivinne, 53018, Iranis

Homep ueHTpanizoraHoi npoueaypu (€C) Hasea Ta agpeca BracHuKa peecTpauifiHoro noceiguenHn

H/3 FnarkcoCmitKnsiin KOK Nimiren (GlaxoSmithKline UK

Limited), 980 I'peii Bect Poy g, Bpentdopa, Miganceke
TW8 9GS, Benura Bputanis (980 Great West Road
Brentford Middlesex TW8 9GS United Kingdom)
Homep pecctpaugiiivoro

rnocsigueHHA/ ineHTudIKaLitiHmii HOomep
AikapcoKoro 3acoby (Kanaga)
UA/19683/01/01 {Ykpaina)

Homep cepii: Kinbkictb koHTelinepis (3aranbHa Kinbkicts pos):
ABXE27A 201562
Tepmin npuaatHocri Kinbkicte ynakosox:
31.10.2026 H/3
fpumiTka:
H/3
-
CEPTUDIKAT

Lnm a ninTeepaskyio, wo cepin Ne ABXE27A BAKLIMHW HA OCHOBI PEKOMBIHAHTHUX BIJIKIB MPOTH
MEHIHTOKOKIB TPYFIM B + OMV NZ 1a ji BIANOBIAHUI KOMNOHEHT ByAYN BUrOTOBAEHI Ta BUNPOOyBaRI
BIANOBIAHO K0 Npoueayp, CXBaneHMX KOMNETEHTHUMW OpraHamm, Ta BIANOBIAIIOTE BUMGCIam AKOCTL. Lie
nepenbavag, WWo BiAHOCHO Byab-AKkMxX MaTepianis, OTPUMAHMX Big WyiHHNX TBapuH (Bennka porata xyao6a,
BiBLY, KO3U) TA BUKOPUCTAHUX y BUpobruyTei Ta/abo npuroTyBanni sxasanof BULle cepit npoaykuii, Gyno
BXMTO yCIX 3aX0AiB A 3aBesneqyeHHs ACTPUMAHHA BUmor flupextuen 2001/83/EC, Aupektus 2003/63/EC
Ta 2004/27/EC 3 nonpaskamu,

Aok,

YnoBHoBaxeHa ocoba

Mignuc/

Mianncaro 3 gonomMorow ENEXTROHHOIG Undhpasors nianuey ENIC GIHELL {ALICE FINESCHI)
NigcTaBa: R cxsanion avicr UBOro NOKYyMEHTA Ta 48K 4038in Ha Horo Bugady.

Hava: 10,05 2024 14:07:55+02:00




AQO-ISS - 16/05/2024 - 0021432 Knac; CNCF 01,00

’Wﬁ'f HATIOHANBHEA UEHTP
T we® ITAN 3 KOHTROO TA
3 ;:Cz: OL{HKW TIKAPCHKWX 3ACOGIR

Hpomoxoa N. AOO-ISS13/05/2024 0020881 7CNCF 01.00

Bux. Ne BII

Bxnanenis 1

O&’ckm: Mpouenypa eugaui cepTudikary BHOyCKy

InakcoCmiTK naity Bakiuun C.PJL., ITanis
Bia diopenTuna, 1

53100, Ciena (SI)

[tanis

Jlikaperkuit 3aci6: Bekcepo 0,5 mi - HOMep cepil ABXE27A

Hos. ceprudirar sunycky No 6/VAC/24/RC Bix 15.05.2024, mo nonaetucs

Hox. [ocynio Micani
Hupekrop Hauioranenoro LUeHTpyY ITanir

3 KOHTPOJIIO T& OLiHKY JTiKAPChKUX 3aC06iR
umncbposmnin nignue;

Ixynio Nicawi (Giulio Pisani)

CN = Giulio Pisani

HawionanbHKi incTUTYT OXxOpoH# Biane PeawuHa Enena 209 Tenedhon: +39 06 4990 1
3fopos'n 00167 - Pum (1) EnekTponHa nowTa is ceptudikceanmm 3aXMLUEH WM
Havionansmud yeqmp Imani 3 Hewmep nnathiaka NAB 03657731000 niankcom: gnef@pec.iss. it

KOHMPOIO Ma OUHKL NikapcbKux
3acobie (CNCF)

COrt POFBCO01

En. nowra: ocabr-vascine. cnef@iss it
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CEPTH®IKAT AHAJII3Y
Homep cepii: ABXE27A4 G S K

CTOPIHKA 01 3 04

NMPOAYKT: BEKCEPC MEPEBIPEHMI NIKAPCHKMIA 3ACIE
CTATYC CEPII: BUTPHMYE BHITPOBYBAMHS: Incnekrosana cepis sianosinae puMoram
ITpeseneno: Jyimxi Je [Taonic {Luigi De Paolis) 24.01.2024 o 13:52(CET)

MNNZ_052 NIEPEBIPEH] NONEPEAHBLO HAITOBHEHI IOTIPHUTIHM (IVRP)
VIEHTHOIKAHLS IMYHOXIMIUHA METOAOM BECTEPH-BJIOT
Cretndivania:

961¢; 936-741; 287-953; OMV: [TozuTHBHO

Hara sunpodysanus:  21,11.2023
961c PesyneTar: NO3UTUBHO
936-741 Peaynerar.  TTOZWTHBHO
287nz-933 Pesynwrar: [IO3MTHUBHO
OMVNZ Pesynerat  [OIUTHUBHO

Cratye Banpobysauna: BLAITOBIIAC - [poeenewo Naypoio Bpori {Laura Brogi) 23.11.2023 6 09:2 1 {CET).

OB’€M, [HO BUTACYETHCH - €Bp. Gapm./Dapy. CLLA
Criengixayis:

> 0,50 Mmn

Hara unpoSysanns:  24.11.2023
Pesyastar: 0,54 mn

Cratye Bunpobyeanus; BLANOBIIAC - Mposeaeno Autonio PADDAETNE (Antonio RAFFAELE)27.11.2023 o
15:22(CET)




CEPTH®IKAT AHAJII3Y
Homep cepii: ABXE27A4 G S K

CTOPIHKA 023 04

MNNZ_052 HEPEBIPEHI INONNEPEIHHO HATIOBHEHI HITIPHUITA (IVRP)

AJIOMIHTIO TIAPOKCHT, OAHOPIZIHICTL BMICTY TA THTP, THTPYBAHHAM
Cneundiranis:

Ouanopiznicts: Bifnosinae; turp amominiio riapokenny: 2,4-3,6 Mr/ma

Hara punpobysanna:  22.11.2023

Maxkenmansne staverys TIOBTOPHOCTEMN: 2,88 mr/mn

MiniManeHe 3HaUeHHA HOBTOpHOCTEl: 2,81 mr/ma

Cepenne snavenns: 2,85 mr/vn

PesyawTaT turpy amosinino TigpoKcHy: 2.9 wr/mn

Pesynbrar ogropinnocri: BIATIOBIJAE

Cratye sanpoGysans: BIAINTGBIIAE - Tlposeaeno Anronio PAQOAETIE (Antonio RAFFAELE) 28.11.2023 o
13:12(CET}

OIHC, BI3YAJIBHHI OrJ1s1]]

Crewndiraia:
Onanecuentna pignya {cycnersiz Sinoro kombopy)

Hara punpodysauns:  22.11.2023
Peaynerar: BIAMTOBIAAE

Cratye BunpoSypanus: BIAMMOBIAAE — [Mporeneno Credano Maraui (Stefanc Pagani) 22,11.2023 o 13:44(CET)

pHNOTEHLIIOMETPUUYHO — €8p. Gapm./Papm. CLIA

Cneungrikauia:
6,0-7,0

lara sunpoBysanna:  22.11.2023
Pesynprar: 6.5

Crarye BHnpobysanua: BUINOBLIAE — [Iporeaeso Credano Harawi {Stefano Pagani) 23.09.2023 o 14:46(CET)




CEPTH®IKAT AHATIZY -
Hoxep cepii: ABXE274 G : K

CTOPIHKA 033 04

MNNZ_052 MEPEBIPEHI IHOUEPEIHBO HATIOBHEHI MIITPHHHA (IVRP)

OCMOJBIILHICTD, OCMOMETPHYHO, TOVKA 3AMOPO3IKHA — €5p. Mapar./Papm. CLLIA

Creungikawis:
240-300 MOcy/kr

Hara sunpobyeanus;  20.11.2023
Pegynvrar 292 mOom/kr

Crarye sunpoGysannsn; BIAIIOBIJXAE — [Iporeaeno €roro Mappoxkki {Eva Marrocchi) 20.11.2023 o 14:05(CET)

CTEPHIILHICTD, TPAMMM BUCIBAHHSM — €ap. Qapm./Dapm. CHIA

Cneuudikanis;
Biacytuicrs pocty

KinbkicTs konTelinepie 40

Cepis cepeaosuia FTM: 1000 481 200

Cepin cepenopuma TSB/SCDM: | 000 475 395
Pesyawrar: BIACYTHICTE POCTY

Hara nouarky inkydawii: 22.11.2023

Aara sakinvenns: 07-rpyans-23

CraTye Bunpodysanus; BIINOBLAAC - {Tposegeuo Benenrunow Tomei (Valentina Tomei) 11.12.2023 o [5:54
{CET)

HNIPOTEHW, BUIIPOBYBAHHS HA AKTHUBALIIKO MOHOLIMTIB — €Bp. dGapwm. 3 nonparkamu

Crenndikanis;
GM (RRy< 3,34

Hara punpodysanus: 27.11.2023
Cepenue reomeTpuine sHaueH:Hs Kinuesuit pezynyrar: 1,26

Cratyc sunpofysanus: BIANTOBIAAC — [Tposencuo Monjkoro Pinanai (Monica Rinaldi) 05.12.2023 o ¢36 (CET)




CEPTH®IKAT AHAJII3Y .

Homep cepii: B546267

CTOPIHKA 04304

CloxoSmithk

MBCS_050 KOHIUEHTPOBAHA HEPO3®ACOBAHA [TAPTIA

EJIEKTPOTIPOBIOHICTE HNOTEHLIOMETPHYHO — €Bp. apm./dapm. CHIA (SANDOQZ)

Cneundixanis;

12300 - 14200 mxCwum/em

Harta sunpoGysanus: 16 rpyaus 2019 p-
13139 mxCm/cm

Pezyawrar:

Crarye sunpotysanns; BIINOBIZAE

MIKPOBIOJIOITYHA YHCTOTA, METOIOM MEMBPAHHOT @

(SANDOZ)

Cneundrikanis:

NIbTPALUT - €rp.  dapw./Dapn. CLUA

3arankBe uKcno aepoGHux Mikpoopranismis (TAMC) Ta 3aranshe 9uco APIKAAOBHX TA MiCEHERNX rpubis

{(TYMC) <10 KVO/160
Lara punpodyeanun: 13 rpyans 2019 p.
Pesyavtar TAMC: 0
Pesyaprar TYMC:
Lara zagepuienns BHNPOOYBAHHA;

Crarye sunpobysanns: BLOMOBIOAAE

KYO/100 pa

KYO/100 ma

22 rpy/nn 2019 p.

pPH TIOTEHHIOMETPHYHO - Cep. Gapm/dapm. CLUA (SANDOZ)

Creundiranis:
6,7-7,3

Hara punpobyeanns: [6 rpyans 2019 p.
Pezymwrar: 70

CTaTye BunpoSysauns: BLAOTIOBIOAC

OIHKC, BI3YAJILHHHA ornsn

Creundikauin:

{Tposepa pinuua, Bezbapera abo 3nerka skosToro KOABOPY

Hara soipotyeanma: 17 civun 2020 p.
Pesynetar:  Bianoeinae

Crarye BnnpoGyeanus: BIANOBIJAC




i

AEPIKABHA CHYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJIACTI

npoB. Ceitiraaoi Hagii, 3, M. Kuig, 02099, Ten/pakc: (044) 576-40-41
E-mail: dls.ko@@dls.gov.ua, Koa €APIIOY 37078774

BHCHOBOK
npo BiAMOBIAHICTL MeAWIHOT0 IMYHOOi0I0TIYHOr0 NpenapaTy BHMOTaM
AepPKABHHX i MIKHAPOAHHUX CTAaHAAPTIB
10.07.2025 Ne 26289/25/10

BEKCEPO BAKITHHA JI/IA TPOPLIAKTHKH MEHIHI OKOKOBOI IHGEKIIIL, IO
BHKJIMKACTHCH CEPOI'PYIIOIO B (BHI'OTOBJIEHA 3A PEKOMBIHAHTHOIO
JAHK TEXHOJOI'TEIO, ATCOPEOBAHA)

(HatimeryBarasa MIEII 3rigHo 2 peecTpamiiiinM MOCBiIeHAIM )
cycnensia aus in'exmii oo 1 xosi (0,5 ma/xosy); mo 1 xo3i (0,5 M) y nonepexnno
HAaNORHECHOMY IIIPHNi; 0o 1 nonepeAHL0 HAIORHEHOMY IIIIPHIY Y KOMILIEKTI 3 ABOMA
roJIKAMH B INIACTHKOBOMY KOHTelHEpi; 1o 1 IIacTHKOBOMY KOHTCHHEPY ¥ KApTOHHIH
Kopooni

{¢opma BHITYCKY, TO3YRAHAA, BHJ NakyEamas MIBIT)
Howmep peecrpaniiiaoro nockipacras UA/19683/01/01 crpok nii peectpaniitnoro nocsimuenns 07.10.2027
Cepia MIBII Ne ABXF23AB Kimskicts BBezenoro MIBII 15330

Bupobrix T'naxkcoCmitKosiia Bakxrpmn C.P.JL, Itamis

(naiiMeryRraHAd BHpoOHAKa MIBIL, KpaiHa DOXOKEHHA)

Beeseno B Yipainy ToBapucTBO 3 00MexeHor0 BimoBigannuicTo "TIakcoCmiTtKasin
dapmacbloTikaic YKpaiHa", igenr. kox: 35619519

{naiiMeHyRaHHA Ta KoA 32 CAPIIOY mpmumnm ocoﬁn abo mpizenme, iM'A, o 6aTLKORI
tizngnol ocobn - MiATpEEMIS, il MicTie NPEHERE T eecrpamnm HOMep oOMKOROL

Hsl IAON
LOKY WE HHB\

IIEaL'!tMH E

Jlabopatopis papmaneTraHore anamsy JI1 "epxags
OXOpOHH 370poB'a YKpaian" (03057, M. KuiB, BYIL A

IIpotexoa Bisyanenoro koaTpoo Big 16.06.2025 N 1/3

JIaGopaTopHAL aHANIZ AKOCTI MIKAPCHKOro 3aco0y 3MiACHEAHH

mﬁopzu‘ogwfﬁ aHalNi3 TKOCTi)

{HaHMCHYBAHHSA Ta MicI[eZHAXOACHES Taboparopii, mo

Bucaosok moo sxocti MIBII, Bupannii nabopatopiero six 09.07.2025 Ne 25/1641

PezynsTaTh 1aopaTopHoro aBanizy axocti MIBII 3a nepepipeAAME nokazHHEaME BiINOBIAAOTE BaMoraM
MCTO/IIB KOHTPOJIED SKOCT1 (aHATITHIHO-HOPMATHBHOI JOKYMEHTAITI1).

3a pe3yibTaTaMy JepKaBHOIO KOHTponw BeraHoBieHo, mo MIBII BLANNOBIIJAIOTDH
BHMOT'aM 3aKOHOJ[ABCTBA 100 3a0e3eueHAs AKOCT] MIKApChKUX 3aco01B.

,/é @4/ Bixrop CTE®KIBCHKHIA

mnm-u: {ininiany Ta npizenwte)




Howmep cepmidpixara: VX2025005422

«[NAKCOCMITHNARR Baxymuc C.P.fMle
[GSK Vaccines Srl)

Bia ®iopeHTHHa 1

53100 Siena

Italy

Ten.: +39 {0}577 243111
www.ask.com

CEPTUDIKAT BUMNYCKY

BUPOBHUK: NakcoCmiTKna#HH BakyuHu, ITanin

Kpaina-imnoprep: Yipaita

HA3BA NPOAYKTY: BEKCEPO, sakuuHa anA npodinaKTMKM meHIHroKoroBsol indekuii ceporpynu B {BurotoBnexa 3a
TexHonoriew pekombinanThux AHK, agcop6osaHa)

Ailoui peyoBMHK, A03YBaHHA (aKTMBHICTL): BEaMKYAM 20BHIWHLOT membpaHn (OMV) 3 Neisseria meningitidis ceporpynu B
wramy NZ98/254 = 25 mur/0,5 mn; pekomGiHaHTHHIA 3nnTKiH Ginok Neisseria meningitidis ceporpynu B fHbp (rp936-741) =
S0 mKr/0,5 mn; peromGinaHTHMiA Ginok Neisseria meningitidis ceporpynu B NadA (rp961c) = 50 mir/0,5 mn;
pexomBiHaHTHHIA 3nuTKid 6inok Neisseria meningitidis ceporpynu B NHBA (rp287-953) = 50 mkr/0,5 mn

Homep cepil: ABXF23AB (cepia HanosHeHnHA ABXF23A)

Poamip ynakosku: 1 LUMPHL, X 1 poay

Homep peectpauiiiHoro noceiguenHa: UA/19683/01/01

HNikapcbka ®opma: Cycnedsia ana iH' exuiin

AATA BUPOBHULUTBA: 11 nunua 2024 p.

TepmiH npuaaTHocti: 30 uepBuna 2028 p.

CeprudikauiiiHa 3ansa:

Lium 3aceiaqylo, WO HAaBEAEH3 BULe iHGOopMaL|ia € AOCTOBIPHOKS Ta TOMHO. Lia cepia Byna BUroToBASHa, BRAKYAIOHM T3MN
NaKyeaHHA/MapKyBaHHA Ta MPOKOHTPOALCBAH3 Ha AKICTb BiANOBIAHO A0 YWHHKWX BMMOr HanexHol BUpaBHu40oi npakTukn (GMP}
Ta 3MiAHO 3 NOK3/BHUMW PETYAATOPHUMMW BUMOTamMK PHHKY KpaiHW-04epiy8aqa. 3a pe3y/bTaTamu Nepesipku NpoToKoAIB
B8MpOBHULTEA, N3KYBaHHA T3 aH3Ai3y cepii BCTAHOBAEHO, WO BOHM BiANOEIAAa10TL BUMaram GMP.

KomeHTap: i
Homep 003801y Ta «HOMEP CEPTHGIKATY GMP aGo EUDRA GMDP3 BupoGHU4MX/BM % HBHULID MOMH 3HAWTH B
o¢iuiinii 6a3i paHnx Eudra GMP, wo BegeTbeca EBpoNencbKMM areHTCTBOM 3 fli 3ar1:016|ﬁ\ o
. LY ’f,-‘
= PRI L] b 1 R’

Tﬁ{ Tl
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"
Nignucano 3 gonomarcic eneKTPaHH Eu "-

nignucy: ANICA ®IHELL {ALICE FINESC
nignue/ I'Iigl:'l"asa: g CXBanNIoW 3MICT ULOro 40K
HAo3ein Ha Woro Bugauy

YnosHosaxena ocoba [Oara: 18.04.2025 15:42:34+02:00
GSK Vaccines SRL

—

; r;,:_t

iy




InakcoCmiTKnaiH Bakumuu C.P.A.,
aapeca: beanapia-Pocia, Cosiuinne, 53018, ITanin

GSK

3AMUT HA BUINYCK CEPIi
BAKLIMHA HA OCHOBI PEKOMGIHAHTHUX BI/IKIB NMPOTU
MEHIHTOKOKIB I'PYINU B + BESUKY/1 30BHILLHbOI MEMBPAHU NMPOTU
HOBO3EJIAHAICbKUX MEHIHTOKOKIB

FnakcoCmitKnaitn Bakyunam C.P.N., Ciena {ltanin) uMm nogae BKazaHy HAXUY cepilo B

€M1eKTPOHHOMY BUIIAA.

ONA BUNYCKY

[] ONA PEOAKLLIA

ToproBa Ha3Ba AiKapCcbKoOro 3acoby:
bekcepo

Hazea Ta agpeca BupoOHMKa
InakcoCmiTKnaiH Bakuuuu C.P.J1., ITania, aapeca:
bennapia-Pocia, Cogivinne, 53018, Itanin

Homep uentpanizosaHoi npoueaypm (€C)
H/3

Homep pececTpauifHoro
noceigueHHa/igeHTUdiKaLLiHHMK HOMep
AikapcoKoro 3acoby (KanHaga)
UA/19683/01/01 (YkpaiHa)

Hazea Ta apgpeca BAacHUMKA peecTpaliiHoro
NoOCBiAYeHHA

InakcoCmiTKnaiH Exkcnopt Aita (GlaxoSmithKline
Export Ltd) - 79 Hbilo Okcdopa Crpit, WC1A 1DG,
JlonHpoH, Benuka bputaHis

Homep cepii: KinbKicTb KOHTelHepiB (3aranbHa KinbKicTe A03):
ABXF23A 208473

Tepmin npupatHocTi KinbKicTb ynakoBox:

30-JUN-2028 H/3

Npumitka:

H/3

CEPTU®IKAT

JoK. n
/nianuc/
YnosHoBaxeHa ocoba

Nipnveano 3 RONOMOTEID ENEKTPOHHOM qmppoa orovaln
incrasa: A cxaaniow aMieT LM AOKYMEHTA Ta HaREe Fr3
fata: 02.04. 2025 14:01:51+02:00

' neTIéi-H‘hHHn Goia
/ vMELH p
o BAkNX MaTEpIa‘1 8,
. M!:?Eva é Wirjisi Ta/a6o NMPUroTYBaHHI
28 ;J,lB anda 3a6e3m7@

HA AOTPUMAHHA BUMOT
27/EC 3 nonpasye

e ENE DIHEL BIESCHI
u’apﬁﬁmim'g;uma )
”H(J M. /




CSK

IHdpopMauinHa hopma ANs BUNYCKY HAa PUHOK

BiANOBIAHO A0 3aKOHOAABCTBA YKpaiHW

Omuc niKapcskoro 3acoGy:

Bexcepo

Baximuna g npodiTaKTEKH MCHIETOKOKOBOI iHdieKITi,
IO BAKMHKAETHCA Ceporpymoio B (BaroToBICHA 32
pexombinaaTHO JTHK TexnAonoricio, axcopboBana)

Jlikapceka hopMa:

Cycnenzia s in’exuii (0,5 m/go3y)

THII yOakoRKH:

(Ilonepe L0 HAMOBHCHHH MIIPHAT + 2 IONKH) X 1

Homep cepii:

ABXF23AB

3aransHa KUIBKICTE MAPTIL JiKapChKOTO 3aC00V:

15 330 YITIAKOBOK

3aramnHa KUIBKICTE TIOCTABICHUX J03: 15 330
Homep PeecTpaniiigoro moCEi AacHAT: UA/19683/01/01
TepMiH fii PeecTpariiiHioro MoCEiT9CHHS: 07.10.2027

Ha3ga 1a agpeca BupoOHAAKa:

TnaxcoCyiTK i Baxipnm C.P.JL
Bemnapia-Pocia, Cogiqimre, 53018,

Itanis
Howmep ninicH3ii Aa BHpOGHANTEO JiKapChKHX 3acoiB! aM 91/2024
Jata BupoOHHIITEA! 11.07.2024
TepMiH MPANATHOCTI: 30.06.2028

ITuM HiATBEPIEYIO, IO I cepif Oylla BUTOTORJICHA, BKIIOYAKTH CTAIH NAKyBaHHA/MAPKYBAHHA, Ta MPOKOHTPOIL0BAHA Ha
AKICTh BiOOBiHO J0 MHANX Bumor Hancwkaoi Bapobmuaoi opaktHkH (cGMP) Ta 3rifHo 3 JTOKAIGHAMH PEryIITOPHHMHA
BAMOTAMH PHHKY KpaiHH-OJCpiKyBada. 3a pe3ylbTATAMH LOCPCBIpKH NMPOTOKONE oOpo0KHM, DAaKyBaHHA Ta aHANI3y copii

BCTAHOBJICHO, IO BOHH BiANOBiAaroTh BuMoraM GMP.

ITe nepeabaqac, mo BifHOCHO 6y ab-IKHX MATCPialiB, OTPHMAHHX Bijl XYITHMX TBapHH (BCIIHKA pOTaTa Xya00a, BIBIi, KO3H) Ta
BHKOPHCTAHHX ¥ BHpOOHHMITTBI Ta/aG0 TpPHTOTYBaHHI BKasaHoi BUIIE ccpil OpoAVKIi, OyI0o BXHMTO YCIX 3aXOAiB s

3a0c3nedcHAL JOTpHMAaAEA BAMor JapekTHEH 2001/83/EC, Mupekrus 2003/63/EC Ta 2004/27/EC 3 monpaBKaMu.

ITiymme yoosHoBakeHOI ocobu:

IpizBUmeE Ta iM’ YOOBHOBaXKEHOI 0ocolu:

Jata nigoucy:

by B 42 \"’r,\v\_\
JOKY MEHTIB\Y,
e

rfignucado 3 onoMorcio

BUflaYY.

Alidnue! anekTponHoro LMdPoROTD MigNHCy
MOHIKA MAPTIHI {(Manica Martini)
Migcrapa: § cxBaniow amicT ULOTS
AOKYMeHTa Ta [1aK0 [O3BIN Ha Rore

Aara: 23.05.2025 15:44:07+02:00




Cropinka 133

GsSK

IHO®OPMAIA ITPO BUPOBHUITTBO
BAKITHHHA HA OCHOBI KOH’IOT'ATY AHTUTLJII 1O MEHIHI'OKOKIB I'PYIIA B
Homep kinyeeoi napmii: ABXF23A

THSOPMATSA PO BAPOBAAIITRO KIHTEROT MAPTIH

Hazga Ta aapeca BupoOHIKa:

HazBa Ta afipcca BIACHAKA PEECTPANIHHOTO NOCBIAYCHHS

3anaTeHTOBaHA HA3Ba IiKapCHKOTO 3acoby

Homep nerrpanizoBanoi mponexypu (€C) aGo nomep
PEECTPANHHOTO OCEi[UCHHS

«'CK Baxian C.P.JLy, Bennapin, 53018 Cicaa, Cogiuamre (Itanis)

TinakcoCumiTKiaitn Excriopt JITx {GlaxoSmithKline Export Ltd) Jloaxon
- 79 Heto Oxcdopa Crpit, WCI1A 1DG, Moraos, Benuka Bpuranis

BEKCEPO

UA/19683/01/01 (Vpaina)

Tun xonTeiHEpa

TIouepe L0 HAOBHEHMH ITITPHIT

KirsKicTs KiHTEBAX KOATEHAEPIB (Ticns incnexiimnoi 208473

nepenipKH)

KireKicT N03 Ha KiAleBAd KOETCHHED 1 é@;ﬁf D
06’ eM oxHICL AO3W I IO HERL 0.5 M

JlaTa Mo9aTKy TepMiHy OpHIATHOCTI 11.07.2024

TepMiH NpHAATHOCTL 30.06.2028

‘YMoBH 36epiranag KiANEEOTo IPoRyKTY

2-8 °C. He 3aMopoxyBarn!

JlaTa HaMOBHEHHA 22.07.2024
06’ cM HamOBHCHHA 0,620 M1
Homep noxymerta: 9000084321 Bepcia: 14 Jara naGpanaa aunmocTi: 25.03.2025 KOHPIIEHIITHEO



Cropinka 2 3 3 GSK

Auaniz na iytnozennicms

Kinsxicms ma mun niddocnionux msapun (018 KoXNcHOT 8 muueii, gix 5-8 muzcnis, 1 camuys wiypa ninit CDH
apynu)

HIagx esedennn Brympiwtnsoouepesiuing

Kinskicms ma 06’eM aeedentn 2 in’exuii no 0,5 ma

CHIANJIIKAPCBKOTO 3JACOBY

HxicHHE Ta KiILKiCHHHA CKIAN HA THACEKY 403y

Pexombinanmui Ginku npomu merninzoxoxie ceporpynr B 936- 50 MET
741 (BHMipSHO AK 3aTANEHHN GLTOK)

Pexombinanmni Giaxu npomu MeninzoKorie Ceporpymm B 287- 50 mur
953 (BHMipHHO AK 3aTANEHAN GLUTOK)

Pexombinanmnuti 6inox npomu meninzoxoxie ceporpynd B 50 MET
961c (BAMipAHO AK 3aramLHHE GiloK)

AHTHTeH Be3HKYII 30BHINTHLE01 MeMOpaHH 3 Meninzokokia 25 MET
rpynH B, mraM NZ 98/254 (BHMipAHO SK 3aranbHHI Gillok}

nAad
[ 1KY MEHTIB

AIOMIHII0 TifpoKCH 1,5 Mr %\"Ea ]_‘M"
Harpiro xnopun 3,125 Mr ¢

Caxapo3a 10 MT

TicTEaHa 0,776 Mr

Boja qus im’ekmiin o 0.5 Mo

Homep noxymerta: 9000084321 Bepcia: 14 Jara naGpanna gunmocTi: 25.03.2025 KOHPIIEHIITHEO



Cropinka 3 3 3

GsSK

IIJIAH BHPOBHHUIITBA
BAKITHHH HA OCHOBI KOH’IOTATY AHTUTLI 1O MEHIHI'OKOKIB I'PYIIU B
Homep kinyeeoi napmii: ABXF23A

E. coli
IlTram BL21 (DE3) 936-741 -K
TlapTia roI0BHOTC IMOCIBHOTO
MaTepiamy:
B15P9MI

Mapris poGoToro nociBHOTO
marcpiany: 815P10W2

PexoMbinanTai 6imma mpoTH
MeHinzokokie Tpyma B
936-741,
KOHIIEHTpOBaHa Hepostacosana
TapTis:

B578874

E. coli
Illtam BL.21 (DE3} AG287NZ - 953 -K
TIapTis roXOBHOTC IMOCIBHOIO MATEpIAIY:
816P9M1

Mapris poGozoro NOCiBHOTO MaTepiamy:
816P10W2

PexomGinaATHi 6inKA poTH
MeHiHzoKoxie Tpytm B
287953,
KOHIIEHTpOBaHa Hepo3thacosana napria:
B346270

E. coli
ITram BL21 (DE3) 961cL -K
[Mapris ronoBHOIO NOCIBHOrO
Marepiany:
813P9M1

Tlapriz pofiodoro nocienore
Marepiainy:
813P10W2

Pexom6GinaATai 6inka npoTu
Meninzokoxie TpymH B
961c,

KOHI[CHTPOBaHA Hepo3dacoBaHa

napTia:
B557385

Meninzoxoku pymm B
ITTram NZ 98/254
[Mapris roI0BHOrO MOCIBEOTO
MaTepiany:
823P10M7

Mapris poGoaoro nociznoro
MaTepiany:
823P12W21

|
Be3HKyIn 30BHINHLO0L MeMGpann
[pOTH HOBO3EMAHACHKIX
MEHIHrOKOKIB rpyna B,

KOHIIGHTPOBaHA HeposhacosaHa

1 R

.‘\\:
1EHTIB Y

1
JOKYY
5 AR

Ipamitka: H3

Kianesa seposdacosana naprin BEKCEPO:
ABXF23

Kianeea napris BEKCEPO
ABXF23A

Cruaaeso: Mapixa Foperri 1 xeitha 2025 p.

Homep noxymerta: 9000084321 Bepcia: 14

Jara naGpanaa aunmocTi: 25.03.2025

"Balvr

KOH®IEHIITHHO



CEPTUH®DIKAT AHAII3Y
Homep cepii: ABXF23A4 G S K

CTOPIHKA 01 3 04

IMPOAYKT: [TEPEBIPEHHI MKAPCHKHIT 3ACIE BEKCEPO
CTATYC CEPIi: BHATPHMYE€ BUIIPOEYBAHHS IHCIICKTOBaHA CCpif BiOBIfac BHMOTaM
IIpoBeneHo: Mapko Beperri (Marco Berretti) 21.10.2024 09:38(CET)

MNNZ_053 IIEPEBIPEHI IOIEPE/JHLO HATIOBHEHI HITTPHITI
(BUTHOCHA AKTHBHICTB IN VITRO)

INEHTU®IKAITA IMYHOXIMIYHA METOJOM BECTEPH-BJIOT
Cocipdikarria:

961c; 936-741; 287-953; OMV: IlosuTHEHO

Jara sampoSysanaa: 30.07.2024

961¢c Pesynstar: [IO3UTHUBHO
936-741 Peaymsrat: [IOSUTHBHO
287nz-953 PezymwraT: I[IOSUTHBHO
OMVNZ PesymsraT: ITO3UTHBHO

Crartyc sanpodyeamnsa: BIMIIOBITAE — I[IpoeeaecHo Maprinoio [Ipiorcri {(Martina Pruneti) 31.07.2024 o 16:47
(CET)

OB’EM, IIJO BUTATYETLCS — €ap. Mapm./Dapm. CIIIA

;T

JCHOMN -
o) — mi{fa\
: nad "‘,;l\,\
JOKYMEHTIB NS,

Crnemuadixamis

> 0,50 M

Jara sampobysanaa: 30.07.2024

PezymeTat: 0,54 M

Tt
Cratyc sEnpobyeamnsa: BIMIIOBITACE — IIpd €so Mappokki (Eva Marrocchi)} 30.07.2024 o

15:40(CET)




CEPTH®IKAT AHAII3Y
Homep cepii: ABXF23A4 G S K

CTOPIHKA 02 3 04

MNNZ_053 IIEPEBIPEHI IONEPE/HLO HATIOBHEHI HITITPAIT
(BUTHOCHA AKTHBHICTB IN VITRO)

AJTIOMIHIIO IIPOKCHJT, OHOPITHICTE BMICTY TA THUTP,
TUTPYBAHHSIM

Cremadikamin:

OnHOpigHicTE: BifMOBiNac; TATP ATFOMIHIIO TAPOKCHAY: 2,4-3,6 MI/Mu
Jata punpobysanns: 30.07.2024

TToRTOPIOE MAKCHMANLES 3AATCHAN: 2,86 MI/mI

MiHiMaIbHE 3HA9CHHA MOBTOPHOCTEH: 2,74 MI/MI

Cepecane 3nagcHAS: 2,81 Mr/mn

Pe3yIsTaT TATPY aAMOMIHIKO TiAPOKCHAY: 2,8 MI/Mi

PeaynsraT oxaopigaocti: BIITIOBITAE

Cratyc sanpobysamna: BIMIIOBIIAE — IIposexacHo Credano [Marami (Stefano Pagani) 01.08.2024 o
14:38(CET)

30BHIIHII BUT JISIJT 3A BISVAJIIBHHAM OTJIAOM

Cremadikanin:
OnanccneHTHA pinpaa {CycIieH3ia 6iIoro Koabopy)

Jata punipobysanns: 02.08.2024
PezymbraT: BIAITOBIIAC

Cratyc sanpobysamna: BIMIIOBIIAE — I[IposexacHo €801 Mappokki (Eva Marrocchi) 02.08.2024 o
14:33(CET)

Cremadikamin:
6,0-7,0

Jata unipobysanns: 29.07.202

PezynsTar: 6,4

o -_—"I AN
Crartyc sanpobyeamna: BIMIIOBIJAE — 1T f0 €800 Mappokki (Eva Marrocchi} 30.07.2024 o

11:38(CET)




CEPTH®IKAT AHAII3Y
Homep cepii: ABXF23A4 G S K

CTOPIHKA 03 3 04

MNNZ_053 IEPEBIPEHI IMMOIEPE/HLO HATIOBHEHI INITPHUITI
(BUTHOCHA AKTHBHICTE IN VITRO)

OCMOJISUIBHICTE, OCMOMETPHYHO, TOUKA 3AMOPO3KH — €8p. Dapm./Dapu. CIIIA

Coecrmdikarria:
240-360 MOcM/xT

Jara eumpoOysanns: 09.08.2024
PesynnraT: 293 MOCM/KT

Crartyc eampodysannga: BITITIOBITAE — IIposeacao AAToHic PADOAENE (Antonioc RAFFAELE) 13.08.2024
o 11:43(CET)

CTEPHUIBHICTS, INPSIMHAM BHCIBAHHSIM — €8p. ®apm./@apm. CIIIA

Crnemuadixamis:
BiacyTHICTE pocTy

KimskicTs KOHTCHEPIB 40

Cepis cepemoprmma FTM: 1000510733

Cepis ceperoBama Pike cocBo-Ka3ciHOBe CopeAOBAMIC/Ka3eiH-COEBE XABANGHS cepeopame: 1000510740
PesynbraT: BIICYTHICTE POCTY

Jara nogarky inkyoamii: 19.08.2024

Jara 3akingcans: 02.09.2024

o Bére
g N\

(CET) . -
TOKY MEHTIB \)c)\

MMIPOTEHY BINOBLIHO JIO B
IIonpaBKaMi

Crnemuadixamis:
GM (RR)< 3,34

Jara eumpoSysanns: 01 wosTHA 2024 poKy
Cepenae reoMeTpaaae 3Ha9cHAL KiHIieBA# pesynsTat: 0,85

Crartyc sanpodyeannsa: BIMITOBITA€ — IIposeacao Jixviiero BepHapai (Giulia Bernardi) 18.10.2024 0 17:33
(CET)




CEPTH®IKAT AHAII3Y
Homep cepii: ABXF23A G S K

CTOPIHKA 04 3 04

MNNZ 053 IEPEBIPEHI IMMONIEPE/{HLO HATIOBHEHI INITPHUIII
(BUTHOCHA AKTHBHICTE IN VITRO)

HIBHKICTh ACOPBI METOIOM HATE®EKTUBHO! PIIMHHOI XPOMATOIPA®II 31
3BOPOTHBOIO ®A30I0

Crnemuadixanis:
>90 %

Jara eumpoOysanns: 06.08.2024
PesymbTat: >90%

Cratyc sanpodysamna: BIMIIOBITAE — [IposeaecHo Jxymnicto Bepuapai (Giulia Bernardi) 12.08.2024 o 15:51
(CET)

BHUJHMI HACTKH 3A BI3VANIEHAM OI'TIATOM — €sp. dapm.

Coerpdikaria:
Bianosifae (BiACYTHICTS CTOPOHHIX JaCTOK)

Jara pumpoOysanns: 09.08.2024
PezyneraT: BIAIIOBIJAC

Cratyc sanpodyeamna: BIMIIOBIIAE — I[IposexacHo €80 Mappokki (Eva Marrocchi) 09.08.2024 o
15:03(CET)

BITHOCHA AKTUBHICTE IN VITRO
Coermdikaria:

1p287-953 > 0,74, tp936-741 > 0,70, rp961c > 0,73, Be3UKY.H 30BHIMALCL McMOpann > 0,75
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HJata sanpoGysanns: 05.09.2024

Jara 3akingcans: 05.09.2024

pexoMbinanTHi Ginkn 287-953 Pesynerat: 1,73
pexoMbinanTHi Ginkn 936-741 Pesynsrat: 1,12
pexoMbinanTHi 6inkna 961¢ Pesynerat: 0,87

BC3AKYJIH 30BHINMARM McMOpaan peKoMBiHaHTHAX OiNKiB Pesymbtat: 1,73

Cratyc sEnpodysamna: BIMIIOBITAE — I[Iposeacao Beacaerrolo Bapainryoni (Benedetta Barazzuoli)
06.09.2024 o 8:50(CET)

* [Tpumimxa nepexiadaua.; 32iduo 3 noaoxcernamy FOCTE.20.1-90 (HCO 97335-88) & anznoMogrux Kpainax ax
decamroguti po3oinoeqy eUKOPUCMOEYEMbER Kpanka {.), a y 6insuiocmi inwix (yes €apona, oxpiv Benuxol Bpumanii ma
Ipnandit, a maxoxc xoauwni kpainu CPCP)) — xoMa (). ToMy npu aoxauizayil 3Ha4eHs decAMKo6020 dpoby y ysomy
cepmugbixami 3amMicme Kpanku UKOPHCIARO KOMY. 30 MUM Hce NPUHYNAOM, YUCA0ET PO3PAOU AK MUCRYI, MitslioHl, @
AHZAIICEKITE MOgT @I0OKPEMIIOIOMLCA KOMOIO, A 8 YKPAIHCHKIL — npobitoM.
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