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AEPKABHA CJIIVIKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPO.IIO 3A

HAPKOTUKAMM Y KHIBCHKIN OBJIACTI
npos. Ceitnmuuroi Haxii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
npo BiANOBiAHICTH MeAHYHOTO iMyHOGi0IOTIYHOr0 npemapary BUMoram
AepKaBHUX | MIJKHAPOJHHX CTAHJAPTIB

28.11.2023 Ne 50160/23/10

TH®OAHPUKC TFEKCA™/INFANRIX HEXA™ KOMEIHOBAEIA BAKIIMHA JJIA NPORLIAKTHKH
AUOTEPIL, MPABUA, KANUTIOKY (AIEJIOJISIPHHUI KOMITOHEHT), TETNATHUTY B,
MOJIOMIEITY TA 3AXBOPIOBAHD, 3BYIHUKOM SIKHX € HAEMOPHILUS INFLUENZAE THITY B

(naliMenyBanus MIBII 3rigHo 3 peecTpauiiHuM NOCBigICHHAM)
cycnensia (DTPa-HBV-IPV) ans in’excuiit no 0,5 mu (1 no3a) Ta piodinizar (Hib); 1 nonepeanso HanoBHeHHI
0QHOpazoBMi WNpUN (1o 0,5 mux (1 1032)) y KOMILIEKTI 3 ABOMA TOMKAMM Ta (uiakod 3 piodinizarom (Hib) ms 1
A03H, IO 3MILIYIOTLCH Hepe] BUKOPHCT AHHAM (MIpHL 3 roNKaMH 3AKPHTI ryMOBEMU KOBHAYKAMH); ABi roJIKHu
(oanoro posmipy), mupun Ta ¢Guaakon TEPMETHYHO 3aNAKOBAHI Y IUIACTHKOBHII KOHTeiHep; mo 1 IUIACTHKOBOMY
KOHTelHepi y KapToHuiii Kopo6ui)

(dbopma Bumycky, mo3yBaHHS, BUA nakysanHs MIKBII)

Homep peectpauiiinoro nocsiauenns UA/16235/01/01 CTPOK mil peecTpaiiiHoro noceiguenns 01.01.2099

Cepis MIBII Ne A21CE335A Kinekicte 51192
Bupotuuk I'nakcoCwmitKnaiin Bionomkikanz C.A., Befpris

(nafimenyBaHHs BupoGHUKa MIBII, KpaiHa NOX0HKeHHS)
Bgezeno B Vkpainy ToBapHCTBO 3 06MeKEHO0I0 BiINIOBIAAILHICTIO "TnaxcoCmirKasitn

PapmackloTikanc Yxpaina", inenr. kon: 35619519
(HaliMeHyBaHHS Ta Kox 32 E€JIPTIOY ropunmaHoi ocobu abo npi3BHILE, iM'a, 0 6ATEKOBI
(izuunOT 0c06H - MiAMpHEMILs, iT Micie TIPOSKHBAHHA Ta peecTpaniiinuii HoMep
00niKOBOT KAPTKM TUIATHUKA NOATKIE 260 cepis Ta HOMep macnopTa)

IIporoxon BizyanLHoro KOHTpoo Bia 13.10.2023 Ne 1/55/1.

Jlabopatophuii ananis akocri MIBIT 3aiticHennii:

JlaGoparopis 3 KOHTPONIO AKOCTI METHYHHX iMynoGionoriunux npenaparis JepxagHoro nifinpueMcTea «llepxkarHuii
eKCnepTHHit eHTp MiHicTepcTBa 0XOpoHH 310poB’s Yxpaium» (03057, m. Kuis, By, AnTona Lenika, 14; 03680, m.
Kuis, Byn. M. Amocosa, 9) :

(HaliMeHyBaHHA Ta MiCIe3HAXOMKeH HA 11abopatopil, 1110 MpoBena 1abopaTopHHii anania SAKOCTI)

BucHorok mwoao akocti MIEI, sunaHuii nabopatopiero Bix 24.11.2023 Ne 86/296

Pesynetaru na6oparoproro ananisy sxocri MIBII 3a NEPEBIPEHUMH NIOKA3HIKAMH BiAMOBITAKTE BHMOraM METOIB
KOHTPOJII0 AKOCTI (aHzmiTuqu—HopmamBHo'fJ:LOKny:HTauiD.

3a pesyLTaTaMu 1epKaBHOro KOHTpPOIIO BCTaHOBNIECHO, O MIBTI rRe3eHO B VKpainy 3 AOTPUMAHHAM BUMOT
3aKOHOZIABCTRA MIOAO 3a0e3NeYeHHs AKOCTI MKapChKUX 3aCO0iE,
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Birtaniit BOHJAPEHKO

(imiuiany Ta npissuue)

Hna dizninnx oci6, sxi vepes cBof peniriiini nepexonanis siaMoBITICH BIA npaiiua R L 1= KAPTKH [I2THHKA NONATKIB, NOBIAOMKTH NPo Le
BiAMOBIAH It Opran 20XoMis | 350pis Ta MatoTs BIAMITKY B macnopri,




KpaiHa ! YKpaina
3aMOBHUK : 447, TOB «I'CK

DAPMACDBIOTIKASIC YKPATHA»

3amoBrieHHs :  7000089642/000010

CEPTU®DIKAT NMPO BUNYCK

BUPOBHWK : TnakcoCmiTKnanH Bionogxikans C.A.
BAKLIWHA : IHOAHPUKC FrEKCA™ (INFANRIX HEXA ™)
LWTAM : KombiHoBana BakuuHa gns npocpinakTukmn ancprepii,

NpaBLA, KalWnKy (auenionapHUil KOMNOHEHT), _
noniomienity (iHakTusBoBaHMi KOMMOHEHT), renatuty B
(pekombinanTHa) Ta 3aXBOpIOBaHD, 3B6YQHUKOM AKKX €
Haemophiius Influenzae tuny B

HOMEP CEPI{ : A21CE335A
KUTBKICTb : 1 51192 X1 gosy
51192 YNMAKOBOK x 1 KOMBiHOBaHy ynakoBsky x 1 [o3sy
TEPMIH NPUOATHOCTI : BepeceHb 2025 p.
AATA BUPOBHULTBA ! XoBTeHb 2022 p.

Lum niaTeepaxyio, wo LAl cepist BUroToBsIeHa Ta NPOKOHTPONEOBAHA BiANORIAHO AO
HMHHUX BUMOF HanexHoi BUpo6Hu4ol npakTuku (cGMP) Ta zrigHo 3 micueBuMK
PEryIATOPHUMU BUMOTaMU PUHKY KpaiHu-oaepxyBaya. Lle nepenGavae, wo BinHocHo
Byab-siknx MaTepianis, oTpumaHux sin XYRHUX TBApUH (BenukKa porata xynoba, BiBui,
KO3U) Ta BUKOPMGTaHUX ¥y BUPOGHMUTEI Ta/aGo NMPUroTyBaHHi BKasaHoi BULLe cepii
npoAyKuil, 6yno BxuTo ycix 3axoaie ANnAa 3abeanevyeHHs AOTPUMAHHA BUMOT
Hupextnen 2001/83/€C, Qupektue 2003/63/€C Ta 2004/27/€C 3 nonpaekamu.

Bifi imeHi BeHya Hawnan (Benoit Nannan)

fnianne!

MpoMwcnosui E;g:g:g;’oanf;:iﬁﬁz g‘;&fgfﬁm YnoBHOBaXeHOT 0co6Hu _
apMauesT/npencTasHuk H
Vnonioaaen ccoo ARPE (LS DELPHINE ANDRE A Bupekropa 3 MUTaHbL 3a6e3neYeHHs SKOCTi
Biaain sabesneuents ANPE) CK EIO.I'IO,D,)KIKHII3
oy acrae 7 s e e Pto Ae mlcritio, 89
: 4 i . it B §
Miaposain 3 poapofikn 1 0 "5 0 5095 09:26¥05 :{)2:00 1330, PikceHncapr,

Bakuvy GSK Eenbria

Benkria
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si'nakcoCmiTKnsin Bionoguixarns C.A.»
Pro ge n'lucritio, 88

8-1330, M. Pikcercapr,

Eenbris

Ten.: +32 (0) 2856 81 11
Paxc: +32 {0) 2656 80 0O
Www gsk.com

Indopmaris momno sxocTi

IHOAHPHUKC TEKCA ™/INFANRIX HEXAT™
Kombinosama sakupna gna mpodinaxri audrepi,
MPaBIs, KAUUTOKY {2UETIOTIPHIA KOMIIOHEHT),
nonioMiENiTy (iHakTMBOBANMI KOMDORENT), renarury B
(pexoMbinanTHA) Ta 3aXBOPIOBAHD, 30YIHUKOM SIKHX €
Haemophilus influenzae Tuny B

Onue npoaykTy:

cycnensis (DTPa-HBV-IPV) aaa in’exuiii 0,5 mn a

Jlixapenka dopma: A o . 22
pebka dop niodinizorannii nopowok (Hib) ns in’exuikt

(1 mo3a y durakoni + morepeanbo HANOBHEHAUIT mnpui + 2

Tun ynakosku:

roaKM) X 1

Hontep cepii; A21CE335A

3arannpHa KiNLKicTs BHrOTORIEHOrO TPCRapaTy B ¢epil: 51192 VYITAKOBOK
3aranpHa KinbkicTh NOCTABNEHHX 103! 51192

Howep Peccrpauiiinoro nocsiguenns: UA/16235/01/61

Tepwmin ail Peecrpaniiinero nocsigueHns:

Heobmesxenii

Ha3sra Ta anpeca BHpoGHMKa;

[naxco Critimsitn Biomomxikans C.A.
Pio ne w’lucritio, 89
1330, m. Pikcencapr, Benbris

Howep niuennii #a supoGHUNTEG Nikaperkix zacobin:

18H

Jara supoGuunrna;

Kosreus 2022 p.

Tepmin npuaathocri:

Bepecens 2025 p.

e migreepmxyso, wo ua cepis Gynia BUrCTOBNEHA, BKIIOAIOUH STAMN TAKYBARHA/MAPKY BAHHS, TA IPOKOHTPONBOBAHA LA
AKICTs BiANOBLANO 10 uHHBEX Bunvor HaTeskuol BUpOBHIHOT npakTike (cGMP) 1a 3rinHo 3 MicteBuMy PEryIATOPHUMH
BHMOraMH PHHKY KpaiHH-olgepikyBaya. 3a pesyapraramy GEPEBiPKI IPOTOKONIR 06poKy, makyBaHHs Ta anansy cepii
BCTAHOBIENO, MO ROKH BIATIORIZAIOTS BHMoraym GMP,

Ue nepeaGauae, WO 5iAHOCHO By nn-9Kux MaTepiatin, 0TpAMAaRKX BiN myHHHX TBAPHH (BeMKa porara xya06a, Binili, xko3n)
T4 BHROPUCTAHNX ¥ BUPOOHHITR] Ta/abo NpHIoTYBaHH] BKA3aHOT BRIE cepii npoayxuil, 6yno BxKTO yoix 3axonis L
3abesnenen s AOTPUMAHHS BUMOT JIHDeKTHER 2001/83/€C, Tupexrtur 2003/63/CC ra 2004/27/€C 5 NOIPABKAMU.

Mignucano 3 gonomarow ENEKTPOHHOTO LMgIpoBOTo Nignncy:
ENLC AENBSGIH AHOPE AH AMIE (ELS DELPHINE
ANDRE AN AMPE)

MNigeTasa: A craemo crilt nigave

[lianHc ynoBHoRaMCHOT 0C0OH:

Bemya 3 migerag, BUKNAAEHUX ¥ AOKYMEHT} r
i — 5 P .| Ha 5 : +
Ipiserme ta im®a YIOBHOBAKEHOT 0COOM! Bl iMeri g;;:;? Hata: 22 sepectn 2023 Poky 09:25 GMT+2
Nannan)

Tpemucnosui hapMalesT/NpeacTaBH Wk YIOBHOBAREHGT ocob
Bignin aabezneuenns: axocti Ta BUNYCKY NPOaYyKLUIY
Niaposain 3 poapobky sakuMH GSK Benbiis

Jata minnucy:
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CEPTH®DIKAT AHAJII3Y
CTOPIHKA 3 PE3YIBTATAMH G S K
Homep cepii: AC21B8474

CTOPIHKA 01 302

MPOAYKT: .
KOMBIHOBAHA BAKLIMHA BE3 KOHCEPBAHTIB JUTS HPQ@IHAKTI/EKH AHUDTEPH (D),
TNPABLISI (T), KALLUTKOKY (PRN, PT, FHA) (ALIEJ'HOJTEIPH[/II/I KOMITOHEHT), TEIATHTY B
(tDNA) TA TIOJIIOMICTITY (1PV) (JHAKTUBOBAHWIH KOMITOHEHT) — KIHI [EBHH
KOHTEHHEP (LLITTPULI)
CTATYC CEPIi: BUTPHUMYE BHIMPOBYBAHHS: lHonexkToBana cepist BiAoBigae BUMOram
[Tpoeenaeno ®nopenc Baunrirxem (Florence Vantieghem) 10 tpasusg 2023 p. 0 09:09 (CET)
TECT .Cl'lE].ll'I(D[KAIHH PE3YJDLTAT
KIHOHEBUHU KOHTEMHEP (IOTTPHAIT)
OIMHC MytHa pizmuna gican crpyiysaunsg. Bimuii ocan i BHATIOBIJAE
Geabapshuii cymepHaTanT nicns CCOUMEHTAINI],
IIEHTHGIKAILA AUOTEPIAHOTO [ToxrTheea. TIO3WTHBHO

AHATOKCUHY METOIOM MOABIHHOL
IMYHOIHUEY3IT B TEI

IZEHTHRIKATILA TIPABUEBOTIO . Mosatusra. MO3UTUBHO
AHATOKCHHY METGAOM IOABIHHOL
IMYHOOH®Y3II B TENL

HEHTUDIKAIIA PT-AHTHLIEHY METOHOM To3urusna, MO3UTHBHO
ELISA

IJIEHTHOIKANIA FHA-AHTHCEHY METONOM [MoznTnBNHa. ITO3HUTHBLO
ELISA

TAEHTH®IKALLA PRN-AHTHIEHY METOJOM Iozatuena. HO3UTUBHO
ELISA

HTEHTHOIKALIA NCGINIOBIPYCY THUITY 1 ITosuTHBNa, MMO3UTHBHO
METOOOM ELISA

IEHTHOIKALLSA TIONIOBIPYCY TUITY 2 UHoswrksna. TMO3HTUBHO
METONOM ELISA :
INEHTHOIKALLA IMOAIOBIPYCY THITY 3 HoauTusna. [TO3BUTHBHO
METOJ1OM ELISA

INEHTA@IK AL AHTHUTEHY BIPYCY ITosnTrewa, RO3UTHBHO
TEIIATHTY B METOHOM ELISA

OB'EM He metw Hiw 0.5 Mn. BiI[IOBIAAC
rH Bin5,8 no 6.8, 63

BMICT Aﬂ}OMI}-HIO METOOOM ATOMHO- Bin 1,10 50 1,70 mrvan. 1,46 mr/mn
ABCOPBITHHOL CHEKTPODOTOMETPIT

TECT HA CTEE"I/UIBHICTI) METOA0M FTM npu 30-35 °C: Biacytuicts pocry. BHTPHMYE BUIIPOBYBAHH S
MEMEPAHHO! ®IILTPALILE TSB npw 20-25 °C: BigeyThicth pocTy.

BMICT EHIOTOKCHHIB XPOMOTEHHUM Menur Hix 25,00 EQ/wn. <2500 EQ/mn

KIHETHYHHUM METOROM

AKTHBHICTL TTOMIQBIPYCY THITY 1 He menm nive 24,0 D-asmurenaux omsnmies
METOAOM TLiSA (DU )no3y.




CTOPIHKA 02302

CEPTU®IKAT AHAII3Y
CTOPIHKA 3 PE3YIIBTATAMH

Homep cepii: AC21B8474

GCSK

TECT

CHEHHEIKAIIA

PE3YJBTAT

AKTUBHICTE [TOMOBIPYCY THITY 2 He menns ix 4,8 D-auTiresdmx omuunm 83 DU/nosy
METOAOM ELISA (DUYzo3y.

AKTHBHICTE NOJIOBIPYCY THITY 3 He menw nixk 19,2 D-aHTHre MM X o1uRiD 36,7 DU/nosy
METOOM ELISA {DU)/no3y.

AKTUBHICTE AHTHIEHY BIPYCY TETIATHUTY  Bin 170 mo 34,0 mEp/Mn. 29,1 mrr/ma

B METOAOM ELISA

OCMOJBULHICTE

Bix 266 o 295 mOenm/kr.

274 MQca/kr




CTOPIHKA 01 302

CEPTU®IKAT AHAII3Y
CTOPIHKA 3 PE3YIIBTATAMH G S K
Homep cepii: AHIBDG625A4

MPOAYKT:

KOH'IOFOBAHA TA AJCOPBOBAHA BAKIHHA TTPOTH TEMO®GIIABHOT ITHOEKLIT TUITY B

(KOH'IOPAT KATICY JILHOT'O T1OJIICAXAPHIY (PRP) HAEMOPHILUS INFLUENZAE THUITY B

I TIPABLIEBOTI'O AHATOKCHUHY (TT)) - (10 MKI/703y) — KIHLIEBWH KOHTEWHEP (®JIAKOH)
CTATYC CEPIi: BUTPUMYEC BUTTPOEYBAHHS: [hcnexkTorana cepin BiAMOBIMAaE BUMOTAM

[lposeneno Mapi-®paucyas Panene (Marie-Frangoise Radelet) 14 rpyrs 2022 p. 0 10:14 (CET)

TECT

| CHEIFTMMIKARISA PE3YJLTAT

KIHOEBUW KOHTEMHEP (®JIAKOH)

OTIHC

Binmuit Gpuxet 260 nopowok, SKHi SHAXOANTES y  BIATIOBIMAE
CRAFHOMY QNAKOKL, YKYNOPEHOMY ryMOBO

npoGroto. flican posuukenss: MyTHa pimina, sxa

NOBIABIG 0Cifae, yTROPOKUY Gimilt oca., Tlpu

CIPYIIYBAHMI 0Cal HETKO NEPeTBOPIOCTECA Ha

CYCNEeH3Io
IHEHTH®IKALIA AHTUTEHY HAEMOPHILUS Hoautnama. [TO3UTHBHO
INFLUENZAE THITY B METOIIOM ELISA
TECT HA CTEPWILHICTh METOJI0OM FIM npu 30-35 °C: Bineymsiicrs pocTy. BUTPUMYE BUIIPOBYBAHH S

MEMBPAHHO! SLILTPALUT

TSB npu 20-25 °C: Bincyrsics pocry,

BMICT PRRP TTOHICAXAPKHTY METOOOM
BEPX

He wmenue nisk 80% sin xinskocti PRP, 99 %
3a3nayeHol 114 eTureTL

BMICT BOAH 3A METOTOM KAPJTA ODIIEPA He Ginpwr nisk 3,0% whw, 0.5 % whw

()

BMICT EHIHOTOKCUHKIB KIHETHYHMM Meniue mix 5,00 MO/zo3y. < 2,50 MO /moay
XPOMOTEHHHM METOJIOM

BMICT AJNHOMIHIIO THTPUMETPHUYHUM Bizn 0,12 20 0,18 mr Al/nakou. 0,14 mr/dnaxen
METOA0OM

pH Bin 5,0 ao 70. 62

BMICT BUILHOTQ [IOJHCAXAPHTY He Gireur Hix 20,0 %. 6.9%

METOIOM ELISA

* Hpumimka nepexaadava: 3eiomu 2 noaoowceriainu FOCTE.20.1-90 (HCO 9733-88) 6 anznosmoenux Kpaluax ax decamxosuil pozdinosay
GUROPUCHIOEYEMbCA KPanKd (), a v Binbutocni inutix (ver €spona, oxpiv Benuxor Bpumanit ma Iprandii, a maxoxc womusi wpainy CPCP)) —
koM ). Towmy apu roxanizayir snasess decamrocoro Apody ¥ yeomy cepmughiami zamicms Kpanku 8RKOPUCHIAHO komy. 3a um dice Hpusyuno,
HUCTOBE POIPAOU AK MUCSUI, MiNLIONY, ¢ AHZIEICbITHI MORT GIAOKPEMAIOOMBCS KOMOI0, O 6 YEpAiHC KT — npoGinos




HAEPKABHA CIYXKBA 3JIKAPCBKHUX 3ACORBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIM OBJIACTI

1pos. Ceitmraaol Hapil, 3, m.Kuis, 02009, ten/dake: (044) 363-06-50
E-mail: dis.ko@dls:gov.ua, Kog €APTIOV 37078774

BHCHOBOK
TIPO BIANOBIAHICTH MeAMYHOro IMYHOGIONOrTIHOrO NpENAPATY HHMOTaM JepxKapHux i
MIKHAPOJHEX CTaHAADPTIB
29.03.2024 N 9055/24/10
THOAHPHKC TEKCA™/INFANRIX HEXA™ KOMEBIHOBAHA BAKIHA JIJISI
IPOPITAKTHKH JUDTEPIL, IIPABIS, KAILTIOKY (ALIEIOJISTPHMMA
KOMIIOHEHT), TEIIATHATY B, HOJOIOMIEIITY TA 3AXBOPIOBAHB, 35 YIHHKOM
SKHUX € HAEMOPHILUS INFLUENZAE TUILY B
(uaitmenyramisi MIBIT sriaxo 3 pecctpanifinaM noceiraenHmM)
cycnensis (DTPa-HBV-IPV) nu in’excaiit no 0,5 ma (1 nosa) Ta mioginizar (Hib); 1 nonepeauno
HaNOBHeH K ofHopasosnii wnpnu (no 0,5 M (1 x03a)) Y KOMILIEKTI 3 ABOMA roaKaMi Ta QIAKOH 3
diogpinizarom (Hib) st 1 gosu, mo 3Mimyrses nepen BUKOPUCTARHAM (IITIPHLL 3 COAKAME 3aKPHTI
TYMOBHMH KOBNAYKAMH); XBi FOJIKH (0AHOIO po3Mipy), LIMpHO Ta (NIAKOH TePMETH'IAO 3anaKosayi y
TUIACTRKOBHH KOHTeliHep; 1o 1 AIACTHKOBOMY KOHTEHHEPY ¥ KapToHHiil KOpoOUi 3 MADKYBAHHAM
YKPAIHCEKOM MOBOIO
(popma sumycky, nosyeanms, Bua naxyeasss MIBI)

Homep peectpanifinoro noceinuenus UA/16235/01/01 erpox nii peecrpaniitnoro nocsizuenns 01.01.2099

Cepig MIBIT Ne A2Z1CE422 A Kinkkicrs 17064

Bupobuux CiiakeoCuiTKngiie Bionomxixans C.A., Bensriz
(RalimernyBanta BupoGHyKa MIBII, kpaina noxomxers)

.Baezeno B.Ykpainy Topapucrpo 3 o6MexeHow BignoeiganuHicTo "I aakco CayirE suitn
DapMacbloTikaic Yrpaina", inewr. xox: 35619519
{(maiiMeryBanHA 12 kos 33 €JIPIIOY opuanuHOT 0cOBH ab0 NPI3BMILE, iM'S, 110 OATHKOR izumHOT
0cobH - nignpremu, ii Micle HPOKUBAHES Ta peecTparifiHUA HoMep 00NiKOBOT KapTikH IU1aTHHKA
ronatkis abo ecpis Ta Homep nacropra*)
Mporoke EidyansHOTO KoaTpomo Bin 06.03.2024 N 1/03/1.
Jabopatopuui ananis sxocti MIBI 3ailicuennii:
JlafopaTopis 3 KOHTPOMO SKOCTI MeIHHMHIX. IMyROGIONOrHHIX npenapatis JIepxKaBHOTO
nianpuemctha «JepKabHui excnepTHU# nentp Minictepersa OXOPOHH 3710poB’a YKpaluu»
(03057, M. Kuik, Byn. AuToHa Llenika, 14; 03680, M. Kuis, Byn. M. Amocosa, 9)
(naiiMenysarus Ta MicuesHaxopKerua naGopaTopit, wo upoBena Jadoparopruii aHanis 1kocTi)
Bucropok o0 AkecTi Aikapehkoro 3acoly, BHAaHu mabopatopico sin 27.03.2024 No 17/89
Pezynpraru nadopaTepHOro ananisy - skocTi nikapeskoro 3aco0y 32 nepesipeHHMH NOKasHUKaMH BiAMOBIAAI0TE

BHMOTaM METO/IB KOHTPOMIOG AKOCTI (aHANITHYHO-HOPMATHBHO] AOKYMEHTAIIT).
3a pe3yAbTATAMH AEPHKABHOTO KOHTPOIit0 BCTaROBNEHO, o MIBIT BIAIIOBIIAIOTE BUMOIaM 33KOHOAABCTEA OG0

salesneueHns AKOCT NiKAPCHKAX 3acOBIB.
//'5 . CQ;/ Bixtop CTE®KIBCLK WM

7 Z e ]
(974 {mianscy {iriuiany Ta npizeMite)

NN
4

S
5

*Tinx izvienrk 0ciS,; aui yepes caof peltinifini NepeRONAFEA BITMOBMITHCA BiR MPIARATIA PeecTpalFitero HoMepa 0bmikoa ot
npo e BiAToRIAHKH 0pras ACXOAE | 360pi Ta MAIOTE BUMITKY ® NACOOPTL. £7




OCSK

KpaiHa : YKpaina

3amomHuk: 447, TOB"rCk
DAPMACKEIOTIKAIIC YKPAIHA"

3amoBNneHHsA: 7000090791/000020

CEPTUDIKAT NPO BUAYCK

BUPOBHUK

BAKLUWMHA

ITAM:

HOMEP CEPIT

KINIBKICTb

TEPMIH NMPUOATHOCT!

OATA BUPOBHULTBA:

MakcoCMmiTKnaikH Bionomxkikans C.A..

IHOAHPUKC FEKCA ™

: KombiHoeana BakuuHa fns npodinakTuki Additepii,

npasLs, KawnoKy (auenonsapH1Min KOMITOHEHT),
noniomienity (iHakTMBOBaHWI KOMNOHEHT), renatuty B
(pexkoMbGiHaHTHA) Ta 3aXBOPIOBaHb, 30yAHUKOM AKUX €
Haemophilus Influenzae Tuny B

1 A21CE422A

- 17 064 x 1 noay

17 064 YNAKOBOK x 1 KOMBIHOBAHY YNAKOBKY x 1
no3y

1 JloTtuih 2026

BepeseHn 2023

L1m nigTeepmkyto, wo Lo ¢epilo BUTOTOBNEHO T4 NPOKOHTPONLORAHO BianosigHo ao
YUHHUX BUMOT HanexHoT BUpOGHUYOT NpakTUKK {cGMP) Ta 3rigHo 3 micueBUMM
PErynaTopHuMy BUMOTaMKU PUHKY KpaiHU-ogepxyBaya. Lium nepeabayeHo, 0o BigHOCHO
Oyab-AKknX maTepianie, OTPUMaHMX Bif XKyHHUX TBapuH (Benuvka porara xygo6a, sisuj,
KO3M) Ta BUKOPUCTAHUX ¥ BMPOBHUUTBI Ta/aGo NPUroTYBaHHI BKa3aHoi BULLe cepil
npoAayKkuii, 6yno BxuTo ycix saxoaiB ana sabeanevyeHHn 4OTPUMAHHA BUMOT OdnpekTuen
2001/83/EC, OupexkTus 2003/63/EC Ta 2004/27/EC 3 nonpasxkamm.

Bif imeni Bennya HaHnan (Benoit Nannan)

IMinnuc/ _ FlinANCAHG 3 AOOMErCI0 8heKT POHHOID B HOT
MpoMicricsua dapMalesT/ twbpoeoro nignuey ENbC AENL®IH YnosHoBaxe ocobu 6 G
npeacTasiuk YnosnosameHot AHAPE AH AMIE (EL.S DELPHINE ﬂ"PeKTOPa 3 NUTaHbL 3abe3neYeHHs AKOCTI
i ocotu ,;NDRE Arz_l AMPE) FCK Bionooxikans
iagain aabeaneveHKA AKoCTI TA incTasa: A craenio-caidi nigave 3 y =
BANYCKY Apogykuii MigCTas, BUKNAREHAX ¥ ACKYMEHTE. Pio ne n |HCTITIO, 89
Migposain 3 poapoGkn BakuwH TCK, flaTa: 01.02.2024 12:01:43 +01:00 1330, P[KCEHCapT
Bensiig Benris

ka8 &S o 04 g Q’/




IHpopmariis momo sKoCTi

CSK

TnakcolmitKnai Bicnogxixana C.A.
(GlaxoSmithkline Biclogicals SA}

Pio ge f'lncTiTio, 89

B-1330 M. Pikcencapt

Benbria

Ten.:+32 {0} 2 656 81 11
Daxc: +32 (0} 2 655 80 00
WWW. gSK. com

Onxc nikapeskora acoby:

IHGPAHPHUKC FrEKCA ™, Kom6inoBana BakiMHa mis
npodinakTuky nudrepli, npaeuy, kKanoky
(auemonApHIi KOMIIOHEHT), ntonioMieniTy
(iHaKTHBOBAHHIH KOMIIOHEHT),

renatuty B (pexomGiHaHTHA) Ta 3aXBOPIOBAHE,
30yauukom akux € Haemophilus influenzae Tnny B

Jlikapceka Gopma:

cycrensia (DTPa-HBV-IPV) mma ia’ exniit 0,5 mn 12
niodyimizosannii nopomwox (Hib) mys v’ exuii

Tun ynakorku:

(1 zo3a y dnaxoui + nomepenHEo HANOBHEHHMI IIPHIT + 2
ToNKH) X 1

Homep cepii: A21CE422A

3araibHa KiTbKiCTh BUIOTOBIGHOTO IPENapaTy B cepii: 17064 YIMAKOBOK
3araneHa KinbKicTh NOCTABNEHUX NO3: 17 064

Howmep Peectpariiiinoro nocsiguenus: UA/16235/01/01

TepwmiH il PeecTpanifinoro noceiguemnns: HeofMexenmii

Hasra Ta anpeca supobmuka;

InakcoCmitinsiin Bionomxkikan: C. A,
Pro ne m’IucriTio, 89
1330, m. PikceHcapr, Bengria

Homep mitensil Ha BUpoOHUUTRO NMikapekkux 3acoGis:

18H
Jara supobHurea: bepesens 2023
TepMiH mpHnaTHoCTI: ToTuit 2026

LluM niaTeepmxy o, o LG cepit 6YII0 BHMOTORIGHO, BKIIOYAYYH eTANH MaKyBAHHA/ MapKyRaHH#A, T4 NPOKOHTPONEOBAHO
Ha AKICTE BiANOBIANO 10 YMHHEX. BuMoOT Hanexwuo! BupoGHuIY o1 npakTaky (CGMP) Ta 3rigHO 3 MiCLEBUMU PEryATOpHUMH

BHMOTAMH PHHKY KPaTHH-0ACPIKYBAYa. 3a pey MLTATAMH NepeBipKku IPOTOKOIIB 06pOGKH, HaKyBaHHA Ta aHai3y cepil

BCTAHOBNEHO, WO BOHH RiAOBinatoTs BEMoram GMP,

'uuM_nepeﬂ;ﬁaquO, 1O BIHOCHO §Y/b-AKHMX MaTeialIis, OTPHMaHHX Bix 3Ky HHHX TEApHH (BeMKa porara xynoba, Biri,

KO3M) T BHKOPHCTAHHUX Y BUPOGHALTEI Ta/a60 NPHroTYBaHKi BKA3AHOT BHITE ¢epil npomyxuil, 6ymo %HTO yeix 3aX0miB. AN

3ade3nedenHs IOTpHMaHHA BuMor JlupexTien 2001/83/€C, Hupexrus 2003/63/€C 1a 2004/27/CC 3 nonpaskamH.

IMipnac ynorROBANKEHOT 0COBH:

Migrncano 3 ponomoroe

y E€NEeKTPOHHOro nianucy ENbC
ignue! :

DELPHINE ANDRE AN AMPE)

Benya Hannan MpomucnoBui rapmaueat!

- . & Bi - ; 7 fa} i
TNMpiserine Ta iM’s ynosHoBakeHOT 0CO6H: BUL - (Benoit. npeacTABHUK DACTaRAMITALOHIY Y AQKYMehT]
P y 1MEHI1 : YroRHoBaxeHaT 0coBU Aata; 01 nioToro 2024 p. 12:01

Nannan) GMT+1

Jara migmucy:

Migposain 3 poapobkn .
BakurH GSK Benkria /

FapeEtipneano sK _
CnakcoCwmitKnsidd Bibnoawizana C.A, (GlaxoSmithKline Biclogicals SA)

Pw ae n'lveTive, 69, BE-1330..m.. Piscencapr (Rue de I'institut, 88 BE-1330 Rixensart)

Homep nnatiuka NAB: BE 0440.672.918
PROO Hisens Deutsche Bank AG 826-0006444-59

RENBPIH AHOPE AR AMME (ELS

Miacrapa: A crapnio ceia nignue 3
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CEPTH®DIKAT AHATI3Y
CTOPIHKA 3 PE3YTIBTATAMH
Homep cepii: AC21B848B

GCSK

CTOPIHKA 01 302

NPORYKT:
KOMBIHOBAHA BAKUMHA BE3 KOHCEPBAHTIR JIJI51 UPQ‘D]HAKTHKH JUOTEPH (D),
TNPABLIS(T), KALLUTFOKY (PRN,PT,FHA), (AL[E.HIOJ'I\}J]PHHH KOMIIOHEHT) I'ETIATUTY B
(tDNA) TA INOJIIOMIENITY (1PV) (IHAKTUBOBAHWI{ KOMTIOHEHT) - KTHI[FBHA
KOHTEWHEP (ILIITPHL])

CTATYC CEPIi:  BUTPHMYE BUITPOLYBAHHS: [nenextopaka cepis BinmoBinae BuMoram

Tposesterio Mapi-®pancyas Pagene (Marie-Frangoise Radelet) 06 uepens 2023 p. o 10:17 (CET)

KIHETHYHHM METOIOM

TECT CIHELHADIKALIS PE3YJBTAT
KIHOEBUU KOHTEVHEP (IOITPHII)
OIMHC Myrua pizena nicas eTpyurysanss. Binmit ocag i BIOTIOBINIAE
Geabapruuil cynepHaTant uicns ocamkenra
[TEHTUDIK ALILA ,ElI/ICDTEPIl;'IHOFO_' TlosutubHa. TMO3HTHBHG
AHATOKCHHY METOJIOM TIQOABIHHOL.
IMYHOAU® V3L B TENL
THEHTH®IKALLA MPABIEBOTO . To3utuBHA, MO3HTHBHO
AHATOKCHHY METOZIOM IIOABIMHOL
IMYHOIUDVIIL B I'EJIL
THEHTH®IKALL] PT-AHTHFEHY METOOM  TlosuTaesa, MO3UTUBHO
ELISA
IZEHTHDIKALS FHA-AHTHTEHY METOIOM  [Toastussa. MO3UTHBHO
‘ELISA
UIEHTHQIKALLA PRN-AHTUTEHY METOIOM  Tlosumiana. NO3HTUBHO
ELISA
AEHTHGIKALL IIONIOBIPYCY TUITY 1 IMoznTnena. MO3HUTHBHO
METOIOM ELISA
[AEHTHRIKAILSA IIOSICBIPYCY TUITY 2 Tlozurnena. TIO3UTHBHO
METOJIOM ELISA
INEHTHGIKALS TIQJIIOBIPYCY THITY 3 [To3ntneua. NO3HTUBHO
METO/OM ELISA
[NEHTHDIKALISL AHTHIEHY BIPYCY TtosuTuBHAa. IIG3HTUBHO
TFENATHTY B METO/IOM ELISA
OB'EM He memue mix 0,5 mMa. BIATIOBIJAC.
pH Bin 5,8 mo 6,8. 6,3
BMICT ATIFOMIHIIO METQI0OM ATOMHO- Bix 1,10 no 1,70 mcfan. 1,46 mr/mn
ABCOPELIHHO! CIIEKTPO®OTOMETPL
TECT HA CTEPWIBHICTD METOZOM FTM npr 30-35 °C: BizcyTHicTs pocty. BHTPHIMYE BHIIPOGYBAHHA
MEMBPAHHOI GIABTP AL TSB npu 20-25 °C: Biacyrhicts pocry.
BMICT EHIOTOKCHHIB XPOMOIEHHHM Menm wix 25,00 EO/mn. < 25,00 EQ/Mn

AKTUBHICTb [IOJIOBIPYCY THITY |
~ METOZIOM ELISA

He meHw wix 24,0 D-anTureHHuX oqHanus
(DUYnosy.

38.8 DU/no3y




CTOPIHKA 3 PE3Y/IBTATAMH
Homep cepii: AC21B848B

CEPTH®DIKAT AHAII3Y
oK

"CTOPIHKA 027302

AHAJN3 CHEHAMIKALLA PE3YJILTAT
AKTHBHICTE MOJHOBIPYCY THUITY 2 He menmu Hix 4,8 D-autrresnux oquanus 8,6 DU/noszy
METOIROM ELISA (DU¥mo3y.
AKTHUBHICTE IMTOJILIOBIPYCY THITY 3 He menm vix 19,2 D-auTHreHANX 0aHHHIE 31,8 DU/no3y
METOIOOM ELISA (DU)/no3y.
AKTHBHICTE AHTUTEHY BIPYCY I'EHATHTY  Big £7,0 no 34,0 Mkr/mn 29,6 MEr/ M0
BMETOIOM ELISA
OCMOJLSUIBHICTE Biz 260 no 295 mOcw/kr. 275 mOcm/kr

* Hpusimra repexnadava: 32idro 3 nonoxcennamu FOCT6.20,[-90 (IS0 9735-88) & anzromosHux kpainax ax decsmroeuii po3diniosay
‘BUKOPUCHIOBYEMbCA Kpanka (), a y Ginvwocmi inuaex (vea Capona, oxpin Beauxol Epumanii ma Iprandii, a maxonc komuwuini xpaiin CPCPJ)) —
xoma {.). Tomy npu noxanizayii suasens decamkospao Opo6y y yeosy ceprugbinaini 30MIicme Kpanki guxopucmano Komy. 3a mum xe
APUHYUROM, YUCAOB] POIPAOU K MUCKHT, MiTLHOHY, @ aneriticokill MOaT GIODKPEMMIOIOMBCA KOMOIO, 4 8 YKpaiucwkild — npobinom.




CEPTH®IKAT AHATI3Y
CTOPIHKA 3 PE3Y/IBTATAMH

CTOPIHKA (1301

Homep cepii: AHIBD6518B

GCSK

MMPOAYKT:

KOH'IOI'OBAHA TA AJICOPBOBAHA BAKLMHA NMPOTH F’EMO®IIEHOT IHOEKI[IT TUITY
B (KOH’'IOTAT KATICYJILHOI'O [OJICAXAPUAY (PRP) HAEMOPHILUS INFLUENZAE
THIIY B TIIPABIEBOT'C AHATOKCHHY (TT)) - (10 Mxr/nosy) — KITHI [EBMI KOHTEMHEP

_ o . {OJIAKOH)
CTATYC CEPII;

BHTPUMYE BUTTPOBYBAHHA: TncnexToBana cepia sinnosinac sumoram

Tposeneno Gnopenc Banrirxem (Florence Vantieghem) 18 cepnns 2023 p. 0 08:59 (CET)

TECT

CIENMUPIKANIA

PE3YJLTAT

KITHIEBUU KOHTEWHEP (®JIAKOH)

OITHC

Binuii Spuket a0 nopouiok, SxHi 3HAXOAHTECS ¥
CKIAHOMY (QUIAKOHI, YKYNOpEHOMY ryMOBOIO
npolkoro. ITicns posusenta: MyTHa pinnna
TNOBINBHO OCifae, yTBOPIOTOSH GiTHit ocax. TIpd-
CTPYLUYBaHHI 0CANl NEFKO [IEPETROPIOETECH HA
CYCIEH3I0

BIATIOBIIAE

TAEHTHGIKAIISE AHTUTEHY HAEMOPHILUS
INFLUENZAE THITY B-METOJIOM ELISA

TosuThena.

NOIUTHUBHO

TECT HA CTEPWIIBHICTH METOJIOM
MEMBPAHHOI ®IILTPALII

FTM npu 30-35 °C: Bincytnicts poety.
TSB npy 20-25 °C: Bigeyrhicrs poety,

BHTPUMYE BHIIPOBYBAHHA

BMICT PRRP [NOMCAXAPHIY METOAOM He menm wix 80% pig kinexoeTi PRP, 3asuauenoi 101 %
BEPX Ha eTHKETLI.
BMICT BOJH 3A METOOOM KAPJIA ®IIIEPA  He Sinsim mix 3,0% wiw. 0,7 % wiw

W

BMICT EHIOTOKCHHIB XPOMOTEHHHM
KIHETHYHHUM METOHOM

Menw nixk 5,00 MO/nosy.

<2,50 MO/ no3y

BMICT AJMKOMIHIIO THTPUMETPUUHHM
METO70M

Bin 0,12 1o 0,18 mr Al/gnakon.

0,16 mr/dnaxon

pH

Bias0m0 7,0

64

BMICT BUILHOIO TIOAICAXAPHIY
METOJIOM ELISA

He 6inbn nis 20,0 %.

10,3 %

* Hpustimug nepexiadaya: Jziono 3 honoxcennamy FOCTE.20:1-90 (15C 9733-88) & anenomosiux xpainax ax decamroeudl poadinoeay
BuKopucHGgyEmyCa Kpanka (), a.y Ginvuocmi imuux (yes €epona, oxpiv Beruxol Epumanii ma Tprandil; a maxome koruwni kpaiuy CPCP)) <
kowma (). Tosy npu noxanizanii snavens decamrogozo dpody Y yoomy cepmuchixami 3amichis Kpanku 6UKOPUCHIANG KoMy, 30 muM Jice
RPURHUNOM, YUCAO8] POIPAOU AK IMUCAY, MifbIiONY, 6 aHaniticokili moai BIOOKPEMMIGIONIBCA KOMOID, A 8 YKPATHCBEIT — npodinom.
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