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sanofi

Ceptudikar BignosigHocri

TToBIOMJICHHS TIPO HaMip NpPoAaTH MapTito iIMYHOJOTIYHOrO JiKapehKoro 3acoby, ske Mae peecTpaiiiite

noceimuenns 8 YKPATHI.

Ha3sa NpoayKTy:

MEHTAKCUM

BAKUMHA  ANA  NPODINAKTMKKA  AUSDTEPI, MPABLA,
KALUNHOKY (ALENONAPHWUMA KOMMOHEHT), NONOMIENITY
IHAKTUBOBAHA TA BAKUMHA ONA NPODINAKTUKI IHDEKLLIHA,
CNPUYMHEHMX HAEMOPHILUS TUNY B KOH'HOTOBAHA,
ACOPBEOBAHA

Popma BUNYCKY:

nopowok Haemophilus influenzae Tuny b y nakoHi 1a
cycneHsia ana iH'ekuiv (0,5 mn)

no 1 ¢nakoHy 3 NOPOLWKOM Ta 1 NonepeaHbO 3anoBHEHOMY
wnpuuy (0,5 mn) 3 2 OKPEMUMM FOIKAMM, O MICTUTL CYCneHsi
ANA iH'EKUIR, B CTaHAaPTHO-EKCNOPTHIW yNakosLj|

Homep cepii(i), HaHeCeHWIA Ha YNaKoBKy:

YOA151V

IHWWIA HOMep cepii, NoB'A3aHuid 3 gaHo
Cepieto:

YOALS (KiHUeBUIM NpoAyKT) = AKT-XIB: X3D64 + TETPAKCUM:
W3H26

[ata no4yaTKy TepmiHy NpUAATHOCTI: 11.08.2022
[aTa BUPOBHMLTBA KIHLEBOTO NPOAYKTY: 11.08.2022
TepmiH npuaaTHoOCTI: 31.07.2025

Kinbkictb KOHTElHEPIB, WO 6yAYTL BBE3eHi B
KpaiHy-imnopTtep:

24 900 ynakoBoK

Ha3sga Ta agpeca BUPOOHUYOT AiNbHUL
(bulk, HanoBHEHHSA, NEPBMHHE NAKYBAHHA,
KOHTPO/b AKOCTI):

CaHodi MNacTep

1541 aBeHo Mapcens Mep’e,
69280 Mapci n'ETyans,
®paHuin

CaHodi Nactep

Mapk IHoacTpiens 4 IHKapBinb,
27100 Banb-ae-Poi

dpaHuin

Homep supobHMYOI niLeHsit:

2021 033_1 2
2023 141 12 4

Hasga Ta agpeca BMpoBHUYOT AiNbHUL]
(BTOpMHHE NakyBaHHA (404aBaHHA 3aXUCHOTO
neHany, iHCTPYKU,ii, 3aXMCHOT MITKK), BUNYCK
cepii)

CaHodi Nactep

Mapk IHaacTpienb 4’ IHKAPBiNb,
27100 Banb-ge-Poi

®paHuina

Homep supobHuyoi nineHsii:

2023 141 1.2 4

Ha oitinHomy Bnadiy supotHuka

gngfoZZ??xégyﬁg
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CeprudikayiiiHa 3ansa:

[Jannm 3acsiguyemo, Wo BuknageHa iHGopmauia e TOYHOIO | LOCTOBIPHOW. [laHa cepia npoaykty byna Bupobnena,

BHIKUAIOYM KOHTPONb AKOCTI Ha 3a3HaveHil(-HUX) BuuLe BUPOBHUUMX AINBHULAX Y NOBHIM BIANOBIAHOCTI A0 BUMOT

GMP MicLeBUX PeryasTopHux opraHisa Ta 3rigHo g0 cneumndikauii go PeecrpauiiiHoro TocsigveHHA 3

peEcTpaLjiiiHoro A0Chbe KpaiHu-imnoprepa. MpoTokonu BUPOGHWLTBA, NakyBaHHA Ta aHanisiB paHol cepii Bynu
neperaaHyTi Ta BCTaHOBAEHO BiANoBiAHICTL GMP

[laHvm 3acsiguyio, WO BiANOBIAHO A0 PEECTPALLIMHOTO A0ChE MEHTAKCMM YNaKOBaHWIA B CTAHAAPTHO-EKCNOPTHY
yNaKoBKY, BiANOBiAAaE peecTpaLiii HOMY 40CbE AR MeHTaKCUMY, YNakoBaHOTo B YKPaiHCbKY YNaKoBKY, iA@HTUYHO Ta

Yy BiANOBIAHOCTI NO HaMOBHEHOCTI NPOAYKTY | aHaNOrYHO BUMOram rotosoro NpoayKTy A03BONEHOTO B YKpaiHi
PM UA/13010/01/01.

Jnionuc/

EnekmponHuli nidnuc: Axcynsemma Mennid
MMpuvuHa: 30meepoOMeHHA
Adaoma:11.04.2024 14:18 GMT+2

[’ YNOBHOBaXeHOT ocobu: Dwwynwert Mennid [Juliette Mellin]

[Nata apyky Ta nignvucaHHa CeptudikaTy BignosigHocTi: 11/04/24

Mignuc YnosHoBameHol ocobu:

Ha odiuiiromy Gnarky smpobHika



SANOFI

CepTudikat anajizy Ta BixnosigHocTi

Hazea npoaykry:

BAKIIMHA 11 TIPOOUIAKTUKHK  JIMDTEPII,

(ALIETIIOJISIPHUM KOMITOHEHT) TA TTOJIOMIETITY AJICOPEOBAHA

Eran npouecy: KIHLEBA [TAPTISI

Homep naprii: W3IH20
06’ em/Kinbkicts: 393 566 LIT.

Ymogsu 30epiranns: +5°C+/-3°C

Mara Bupobuuirrea: 22 sepecus 2022 p.

KIHLIEBA IMAPTIA

[TPABLIA,

KAIITIOKY

Homep martepiany/Koa nozunii: 748827

Cuna nii/AxtusHicts: 1 JJO3A
Jlikapcebka popma: CYCITEH3IS JUISL IH €KL

Dopma sunycky: HITTPULL 1 x 0,5MJ1

Tepmin npunarHocti: 31 munust 2025 p.

Bunpofysanusn Kpurepii Bianogianocri PesyabTaT JlaTa 3aTBepameHHs
BUITPOBYBAHHSA HA
BAKTEPIAJIBHY TA TPUBKOBY A G . i i pi
CTEPWIIBHICTh MikpoOuuii pict BiACYTHIH Mupaom piet 14.10.2022

Memodost membpannol gpinempayii

BIACYTHIN

BFAKTEPIAJIBHI
EHJOTOKCHHH

LAL-mecm

< 100 MO/no3a

< 2,5 MO/n03a

04.10.2022

3OBHIIHIA BHUIJI ]
Bisvaarone

Binypara, kanaMyTHa cyclCH3is

Bianosinae

05.10.2022

OB’EM, 11O BUTAIAETLCS

3a Esponelicvroio Papmaronecto

He mentre HoMiHATLHOTO

Bianosijac

05.10.2022

pH

. Bin 6.8 no 7.8 7.2 05.10.2022
Crasimus eaekmpodom
BMICT AJIIOMIHIIO .
Bin 0,20 1o 0.45 mr/n03a 0.29 mr/noza 19.10.2022
Koamnnexconomempuuno
ABTEHTHYHICTb IlpaBueroro aHaTOKCHHY: 26.10.2022

Memodon LUMINEX

ITO3UTHUBHO
(Metoaom LUMINEX)

[To3uTHBHO

JIndpTepifHOro aHaTOKCHHY
[HO3UTHUBHO
(Metogom LUMINEX)

[ozuTrBHO

Kaurmokosoro AHATOKCHUHY !

[MO3UTHUBHO [TosuTuBHO
(Metogom LUMINEX)

ARTEHTHYHICTE Kanunoky (DIA)

ITo3uruBHO [Mosurusno

(Merojiom LUMINEX)

Bipycig nongiomienity: TTOZUTUBHO
(Merosom LUMINEX)

[TosuTusHO

Cropinka 13 2

3 ycinma wactunamu indopmanii, ik MICTUTBCA B IBOMY AOKYMEHTI, HEOOXUIHO TOBOMTACA K 3 KOH(ACHIIHOK BIaCHICTIO
komnauii «Canodi [Tacrepy abo ii nogipHix komnawuiit. [T He Moskna nyGnikysari aGo posrolourysath 3 Oy ab-AK0K0 METOIO
HCYMOBHOBAKCHUM 0cobam abo TpeTiM CropoHaM, y %o iHiil (hopmi Ge3 nonepeansol nueemMopoi sroau «Canogi [lactep».




SANOFI

Ceprudikart aHaizy Ta BiAmoBiIHOCTI

Hasga nponykry: BAKIIMHA U1 TIPODITAKTHKM  JIMOTEPIT, T[IPABIA, KAIITIOKY
(ALIEJTIOJISIPHUM KOMITOHEHT) TA TIOJITOMIETITY ATCOPEOBAHA

Eran npouecy: KIHLIEBA TTAPTIA

Homep naprii: W3H26 Homep matepiany/Kon nozuuii: 748827

06 em/Kinsxkicts: 393 566 11T, Cuna nii/AxtuBHicTs: | JIO3A

Ymoru 36epiranns: +5°C+/-3°C Jlikapewka opma: CYCTIEH3IS [ TH €KL
Dopma sunycky: LUITPHMLL 1 x 0,5MJI

JHara Bupobuuurea: 22 sepecus 2022 p. TepMmin npunarsocti: 31 anmns 2025 p.

3ACBIJTHEHHSA BUPOBHMKA

Llum 5 3acBifuyto, 110 HaBeAeHa Bulle iHbopmallis € aificHoro | TouHor. Llg cepis npoaykuii 6yna BupodiaeHa Ha
3rajaHiil HwKYe AlMbHMUI (AlnBHMUSAX) y TNOBHIH BiamosigHocti 3 Bumoramu GMP (Hanexnol sBupoGnuuol
npaxkTHkM) Ta cnieundikauisMm B peecTpalifHOMY NMOCBIAMEHHI KpalHH-iIMNOpTEpa.

3arajibHHI BHCHOBOK: Bianosigae
3acBiAYEHO ENEKTPOHHNUM IM’s  Opaunuis PIMBEP [France RIMBERT]
mignucom™ Hara 19 Gepesna 2023 p. 09:57:47 UTC +1

YnosHoBaxeHna ocoda

Bigain sikocti Ta posznoainy npoaykuii

Hazga Ta ajipeca BupoOHUKa: Canodi [actep

14 Ecniac Anpi Basie
69007 Jlion
Dpanitis

BupoOuuua AinbHHLA Canoi [lactep
[lapk Innactpiens n'lukapsine

27100 Bansb ne Poii

Cropinka 232

3 yciMa gacTuHaMu iHQopMallii, 1ka MICTHTLCA B 1LOMY 0KYMEHTI, HEOOXIAHO MOBOMTHECS 4K 3 KOH(IACHILIHHOI BIACHICTIO
xomnanii «Canodi [Tactepy abo ii gouiprix koMmmanii. Ii He MoxkHa ny6mikyBath aGo po3roouryBaT 3 Oy Is-gK0I0 METOK
HEYTOBHOBAKEHHM 0co0aM afo TpeTiM CTOpOHaM, Y ko HIN (opmi Ge3 monepemboT mickMoBoi sroan «Canodi [Tactepr.



SANOFI

CeprTudikar aHaJjisy Ta BiAIIOBIIHOCTI

Hasea npomykty: BAKLUMHA JUIS TIPO®IIAKTHKHA JH®TEPI, TIPABLIS, KALLIIOKY
(ALIEJTIOJIAPHMI KOMITOHEHT) TA ITOJIOMIEIITY AJICOPBOBAHA

Eran npouecy: KIHLEBA [TAPTLA

Homep naptii: W3IH26 Homep matepiany/Kon no3uuii: 748827

06’ em/Kinskicts: 393 566 LIT. Cuna niiAxtusnicts: 1 JJO3A

YmoBu 30epiranns: +5°C+/-3°C Jlikapcska gopma: CYCITEH3IS JUJTS TH €KLIHN
®dopma sunycky: LITPHLIL 1 x 0,5MJ1

Jara supoOuuurea: 22 sepecus 2022 p. Tepmin npunarrocti: 31 s 2025 p.

* . EJIeKTPOHHUH [IJIITMC BUILE MAE IOPUAMYHY CHITY | € PIBHOLIHHUM PYKOIIMCHOMY [iAIKUCY 0COOH 3ri/IHO 3
GMP ta 21 CFR Yactuna 11.

Cropinka 3 3 2

3 ycima qacTHRAME iHQOPMALLT, AKA MICTHTBLCA B IILOMY JIOKYMEHTI, HEOOXIHO [OBOIHTHCA AK 3 KOH(ICHIIIHHOIO BIACHICTIO
kommanii «Canogi [Tacrep» aGo ii gowipHix komuauiii. [ e Moskna myGnikysari aGo posrojourysari 3 Oy ib-2K0I0 METOIO
HEYNOBHOBaKEHHM 0c00aM ab0 TPETIM CTOpOHaM, Y o HiH GopMi Ge3 110TIepe/IHbeT THChMOBOT 3T0IH «Canoi Iacrepy.



SANOF!

Ceprudikar Anaxizy Ta BinmosiznocTi

Hazsa mnpomykry: KOH'IOIOBAHA BAKIMHA JUIA TIPO®IJIAKTHUKM [HOEKLIIHN,
CITPUYMHEHHUX HAEMOPHILUS THUITY B

Eran npouecy: KIHLIEBA TIAPTIA

Homep naprii: X3Do4 Homep matepiany/Koa nozuuii: 600004

O6’em/Kinekicts: 122 375 LT, Cuna mi/Axtusnicts: | JJO3A

Ymoeu 30epiranus: +5°C+/-3°C Jlikapebka Qopma: JIHIODITIZOBAHWNA IMTOPOILIOK

Dopma Bunyeky: 1 x 0,5MJI ®JIAKOH
Hara supobuuursa: 08 wepsus 2023 p. Tepmin npuaarsocti: 31 rpasust 2026 p.
KIHIIEBA TAPTISA
Bunpobysanns Kpurepii Bignosignocti PesyabTar Aara
3aTBepAKeHHS
OIMTHUC JIIODUTIBATY Bina romorenna tabierka Binnosinae 16.08.2023
Bizyanerno
OITUC ITICITA Gesbaprauii, nposzopuii po3umH Binnogsinae 16.08.2023
PO3YHMHEHHA
Bisyaneno
YAC POZYMHEHHA <20 cexyHn <20 cexyHn 16.08.2023
Bizyanvro
pH Bin 6,5 no 7,5 7,2 17.08.2023
Crastnum eaexmpodom
OCMOJIANIBHICTb He mente 200 MOcmob/Kr 405 MOcMOIB/KT 22.08.2023
BusnaueHHAM ROHUNCEHHS
MOUKU 3AMEP3ANHs
BMICT ®OCDOPY TA | Bmict doctopy 0,67 1o 1,01 0,81 pr/nosy 31.08.2023
[OJICAXAPHUIY wr/aozy
Crexmpoghomomempuunc | Bmicr nonicaxapuny 8 o 12 10 ur/nozy
ur/mosy

3AJIMIIIKOBA BOJIOT'A| He 6inemme 3 % 0,5 % 01.09.2023
Memoo Kapna @iwepa
BMICT CAXAPO3HM Bin 31,9 no 53,1 mMr/nosy 42,6 Mr/nosy 31.08.2023
Honapumempuuno
BMICT BIJILHOT'O Mentue 13,5 % 7,9 % 30.08.2023
HOJICAXAPHULY
Memoodom
sucoroehexmusnol
XpoMamoepaghii aHionHo2o
OOMIIY 3 NYALCYIOYOIO
aMnepMempuiHoIO
oemerxyicio (HPAEC-PAD)

Cropinka | 33

3 ycima gacTvHAMHM iBGOpMAlLT, #Ka MICTUTECA B ULOMY ZOKYMEHT, HCOOXi/IHO NOBOAMTHCA K 3 KOHQIACHLIHHOIO

BracHicTio koMmnanii «Canodi [Tactepy abo i odipnix komnanii. [i ne moxkna nyGnikysati aGo po3ronouryBaTH 3

Oy 1b-AK0I0 METOIO HEYIOBHOBAKEHUM ocobam abo TpetiM cTopoHaM, v xosniit popmi Ges nolepeHboT IMCbMOBOT
sromu « Canodi IMactep».



SANOFI

Ceprudikar Anaaizy ta Bignosignocri

Hasea npoaykry: KOHIO'OBAHA BAKIMHA I [IPODUIAKTHUKHM THOEKIIN,
CITPMYMHEHWX HAEMOPHILUS THITY B

ETan npouecy: KIHIITEBA TTAPTIS

Howmep napTtii: X3D64 Homep marepiany/Kox nosuuii: 600004

06’ em/Kinbkicts: 122 375 1LIT. Cuna niifAxtugnicts: 1 JIO3A

Ymosu 30epiranns: +5°C+/-3°C Jlikapceka opma: JIIODIII3OBAHMM TOPOIIOK
®opma Bunycky: 1 x 0,5MJI GJIAKOH

Jlara supobuuurea: 08 uepsus 2023 p. Tepmin npuaarHocti: 31 tpasus 2026 p.

KIHLEBA ITAPTI5

N . . Hdara

Bunpobtyranus Kpurepii Bianosignocri PesyawTar P —
IJEHTHU®DIKALILA ITo3uTHBHO [TozuTHBHO 25.08.2023
HAEMOPHILUS
Iwynodudhysicio
IIEHTUDIKALILA [TozuTHBHO [To3UTHBHO 25.08.2023
ITPABLIEBOI'O
AHATOKCHUHY
Ivnynooudhyszicio
BMICT <50 MO/ o3y < 2,5 MO/no3y 18.06.2023
BAKTEPIAJIbHMX
EHAOTOKCHHIB
Memodon LAL
CTEPUJIBHICThH BincyTHicTh MikpoOHoro pocTy | BiacyTHicTs 02.07.2023
Membpannoio ¢hinempayicro MikpoGHOro

pocry

CEPTH®IKALIISL BUPOBHHUKA
[{um st 3acBiIuyio, 10 HareAeHa BULLe iHOpMallis € AliicHOrO | TouHo. Llg cepis npoaykuil Oyna
BUpoOJieHa Ha 3ra/ilaHiil HwKYe AUBHMLI (AiINBHULLX) y NMOBHIN BignosiaHocti Ao sumor GMP

(Hanesknoi BHpOOHMYOT MpakTUKKM) Ta crnieuudikalisMu B peecTpauifiHoOMy IOCBiI4EHHI KpaiHH-
iMnopTepa.

Cropinka 23 3

3 ycima gacTHHAMH iH(OpMaLil, AKa MICTHTRCS B 1LOMY J0KYMEHTI, HeoOXiTHO MOBOAUTHCS AK 3 KoH(IIeHUIHHOI0

BiacHicTIo kKoMmanii «Canodi Tactepy afo if mouiprix kommnaniii. i #e mosua nyGiikynaTi abo po3rololly BaTH 3

OY/1b-9KOI0 METOIO HEYIOBHOBAKEHUM ocoGaM abo TpeTiM cTopoHaM, y sxoHiit hopmi 6e3 nonepeHs0l NUChMOBOT
sroau « Canogi TTacrepn.



SANOFI

Ceprudirkat Anamnizy ta Bignosignocti

Haspa mnpoaykry: KOH’IOIOBAHA BAKIIMHA JUISA [MPODUIAKTHUKH [HOEKI{IHN,
CTTPHUYMHEHMX HAEMOPHILUS THUITY B

Eran npouecy: KIHLUEBA ITAPTIA

Homep naprii: X3Do4 Homep matepiany/Koa nosuuii: 600004

06 em/KinekicTe: 122 375 1IT. Cuna niAxktusnicts: 1 JJO3A

Ymosu 36epiranus: +5°C+/-3°C Jlikapebka gopma: JITODIIIBOBAHUM [TOPOIIIOK
Dopma sunycky: 1 x 0,5MJ1 OJIAKOH

Hara sBupoduuursa: 08 uepsua 2023 p. Tepmin npuaatocti: 31 Tpasus 2026 p.

KIHUEBA ITAPTIA

3ara/ibHHIl BUCHOBOK: Bianosigae
3acBinueHo eNeKTPOHHUM Im’s  Cenpix Kotrapn [Cedric Cottard]
mianucomM* ; HNara 04 Gepe3ns 2024 p. 16:21:37 UTC + 1

YnoeHoBaxeHa ocoba
Binain sikoeti Ta posnoainy npoaykuii

Haspa ta anpeca BupoOHHKa: Canodi IMacrep
14 Ecnac Anpi Banse
69007 Jlion
Opanuis

Bupobnuua JinsHUUA Canodi [Tactep

Tlapk Inpactpiens a1 IHKapBinb,

27100 Banb-ne-Poii

* : ENeKTpOHHUA MIAMKC BHILE MAE IOPHIMEHY CHITY | PIBHOLIHHMN PYKOMHCHOMY MiANKCY 0COOH 3rigHO 3
GMP ta 21 CFR Yacrtuna 11.

Cropinka 3 33

3 ycimMa yacTuHamu indopmarti, fka MICTHTBCS B LEOMY JOKYMEHTI, HEOOXiTHO TOBOAUTHCS AK 3 KOH(IIEHIIIHHOIO

BracHicTio koMnanii «Canodi Mactepy» aGo 1i gogipuix komnaniit. 11 e Moxkna myGmikyBaTH a00 PO3TONONUTYBATH 3

By Ib-AKOIO METOIO HEYTIOBHOBaXEHHM 0cobam abo TPETiM CTOPOHaM, Y #oaHiH Gopmi Oe3 nonepe/iHbol MHCEMOBOT
sroau «Canodi Iactepy.
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Certificate of Conformance

Notification of the intention to market a batch of an immunological medicinal product, which has a

marketing authorization in UKRAINE.

Name of Product:

Pentaxim

Diphtheria, tetanus, pertussis (acellular, component),
poliomyelitis (inactivated) vaccine and Haemophilus type
b conjugate vaccine, adsorbed

Product presentation:

Powder Haemophilus intluenzae type b in a vial and
suspension tor

injections (0.5 ml)

1 vial with a powder and 1 pre-filled syringe (0,5 ml) with
2 separate needles containing the suspension for
injections, in standard export packaging

Batch number(s) appearing on the
market package:

YOA151V

Other Batch Number associated with
this Batch:

YOA1S (final lot} = Act-Hib_ X3D64 + Tetraxim_ W3H26

Starting of validity period: 11.08.2022
Date of Manufacturing of Final Lot: 11.08.2022
Expiry date: 31.07.2025
Batch size: 24 900 packs

Name and address of manufacturing
site

(bulk, filling, primary packaging,
quality control)

Sanofi Pasteur

1541 avenue Marcel Mérieux,
69280 Marcy I'Etoile,

France

Sanofi Pasteur

Parc Industriel d’Incarville,
27100 Val-de-Reuil

France

Siege mondial, 14 Espace Henry Vallée 69007 Lyon, France
Tél.:+33 (0)4.37.37.01.00 - Fax : +33 (0)4.37.37.77.37 - www.sanofipasteur.com
SANOFI PASTEUR - Sigge social : 14 Espace Henry Vallée 69007 Lyon, France - S.A. au capital de 317
299 248 € - 349 505 370 R.C.S. Lyon - Code APE 212027




sanofi

Manufacturing license number:

2021_033_1_2
2023_141 1.2 4

Name and address of manufacturing
site

(secondary packaging (adding cover
sleeve, leaflet, security label), batch
release)

Sanofi Pasteur

Parc Industriel d’Incarville,
27100 Val-de-Reuil

France

Manufacturing license number:

2023 141 1. 2 4

Certification statement:

I hereby certify that the stated information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above-mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
to Marketing Authorisation of the registration dossier of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

| hereby certify that the registration dossier of Pentaxim packed in Standard Export packaging and the
registration dossier of Pentaxim packed with Ukrainian packaging are identical and related to the same
filled product and complies with the specifications of the filled product authorized in Ukraine MA No

UA/13010/01/01.

Signature of Qualified Person:

Electronically signed by: Juliette
Mellin

Reason: approved

Date: Apr 11, 2024 14:18 GMT+2

Name of Qualified Person:

Juliette Mellin

Date of printing and signing of
Certificate of conformance

11/04/24

Siége mondial, 14 Espace Henry Vallée 69007 Lyon, France
Tél. : +33 (0)4.37.37.01.00 - Fax : +33 (0)4.37.37.77.37 - www.sanofipasteur.com
SANOF!I PASTEUR - Siége social : 14 Espace Henry Vallée 69007 Lyon, France - S.A. au capital de 317
299 248 € - 349 505 370 R.C.S. Lyon - Code APE 21202




Quality of Vaccin ff‘)

stz

B Contact: Genevieve Waeterloos

C Tel.: +32-2-642 53 39
os1-TEsT  Secretariat: NCL.Biologicals@sciensana.be
E-mail: genevieve waeterloos@sciensano.be

ensano

8
CERTIFICAT DE LIBERLIION Dk

OT ETABL| PAR L’AUTORITE OFFICIELLE DE CONTROLE
EU/EEA OFFICIAL CONTROL AUTHORITY BATCH RELEASE CERTIFICATE - Finished Product
CERTIFICAT DE LIBERATION DE LOT ETABLI PAR L'AUTORITE OFFICIELLE DE CONTROLE - Produit fini

Examined under Article 114 of Directive 2001/83/EC as amended by Directive 2004/27/EC (Immunclogical Medicinal Products) and
in accordance with the Administrative Procedure for Official Control Authority Batch Release./ Examiné selon 'Adicle 114 de la
Directive 2001/83/EC, amendée par la Directive 2004/27/EC (Médicaments immunologiques) et en accord avec la Procédure
Administrative pour la libération de Lot par un Laboratoire Officiel de Contrdle.

Trade name / Nom commercial

PENTAVAC /| PENTAXIM

International Non-proprietary Name /
Ph.Eur. name /
Common name

Nom générique (Nom Pharmacopée Européenne/Nom usuel)

Combined Diphtheria, Tetanus, acellular Pertussis, Inactivated
Poliomyelitis (adsorbed) and Haemophilus influenzae type b
conjugate vaccing

Vaccin  Diphténique,  Tétanique,
Poliomyélitique  inactivé  adsorbé
I"Haemophilus influenzae type b

Coquelucheux
et vaccin

acellulaire,
conjugué  de

Batch numbers appearing on the package and other
identification numbers associated with this batch'

Numéros de lot apparaissant sur I'emballage et autres numéros
d’identification associés a ce lot

Pentavac/xim YOA1S = Tetravac/xim W3H26 + Act-Hib X3D64

Type of container / Conditionnement

Prefilled Tetravac/xim syringes + 1 single dose vial of Act-Hib

Total number of containers in this batch / Taille du lot 122 375
Number of doses per container / Nombre de doses conditionnées 1 dose
Date of start of period of validity / Date de début de validité 11.08,2022
Date of expiry / Date d’expiration July 2025

Marketing Authorisation number (member state / EU) issued
by / N° A MM.

NL22417 (France) / NL22418

Name and address of manufacturer
/ Nom et adresse du fabricant

SANOFI PASTEUR
14 espace Henry Vallée
69007 LYON - France

Contact Person : A. PENOT
Phone: +33 2 32 09 66 94

Fax : 433232096522

Name and address of marketing authorisation holder if different
/ Nom et adresse du titulaire d’A.M.M. si différent

SANOFI PASTEUR / SANOFI PASTEUR EUROPE
14 espace Henry Vallée
69007 LYON - France

This batch has been examined using documented procedures which form part of a quality system which is in accordance with the
ISO/IEC 17025 standard.This examination is based on the relevant EU OCABR guideline for this product. / Ce lot a été examiné
selon des procédures documentées qui font partie d'un systéme d'assurance qualité gui suit la norme ISO/NEC 17025. Sa
vérification est basée sur la guideline OCABR EU applicable & ce produit.

This batch is in compliance with the approved specifications laid down in the relevant European Pharmacopoeia
monographs and the above marketing authorisation and is released. / Ce lot est conforme aux spécifications décrites
dans les monographies de la Pharmacopée Européenne, et approuvées dans ’AMM du produit. Ce lot est libéré.

Digitally signed by Morgane
Signature Morgane Florens
H 1 o Date: 2024.03.19 13:32:48
Date of issue / Date de délivrance Florens i

Name and function of signatory
/Nom et fonction du signataire

p.o. Geneviéve Waeterloos, M.Sc., Head,
Quality of Vaccines and Blood Products Service

Certificate number / Numéro de certificat : BE/24/0479

' Such as batch number of final bulk

FORM 42/11.04/05/E v4 Date of application: 07/07/2023 p. 11
Sciensane - Rue Juli
T+3226425111 ¢ F
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Certificate of Analysis and Compliance

Product Name : HAEMOPHILUS TYPE B CONJUGATE VACCINE

Process Stage : FINAL LOT

Lot Number : X3D64
Volume / Quantity : 122 375PC

Storage Condition : +5°C+/-3°C

Date of Manufacture : 08.JUN.2023

FILLED PRODUCT

SANOFI

Material Number / Code Article : 600004

Strength / Potency : 1 DOSE
Dosage Form : FREEZE DRIED

Product Presentation : 1 x 0.5ML VIAL

Expiry Date : 31.MAY.2026

By Measure of freezing point
depression

Test(s) Acceptance Criteria Result Approval date
APPEARANCE OF FREEZE White homogeneous pellet Conforms 16.AUG.2023
DRIED VACCINE

By Visual inspection

APPERANCE AFTER Colourless limpid solution Conforms 16.AUG.2023
RECONSTITUTION

By Visual inspection

DISSOLUTION TIME < 20 seconds <=20 seconds 16.AUG.2023
By Visual inspection

pH 6.5t07.5 7.2 17.AUG.2023
By Glass electrode

OSMOLALITY > 200 mosmol/kg 405 mosmolkg 22.AUG.2023

PHOSPHORUS CONTENT

Phosphorus content 0.67 to 1.01 pg/

0.81 pg/dose

31.AUG.2023

AND POLYSACCHARIDE dose
CONTENT Polysaccharide content 8 to 12 pg/ 10 pg/dose
By Spectrophotomeiry dose
RESIDUAL MOISTURE <3.0% 0.5% 01.SEP.2023
By Karl Fischer
SUCROSE CONTENT 31.9 to 53.1 mg/dose 42.6 mg/dose 31.AUG.2023
By Polarimetry
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
without the prior written consent of sanofi pasteur.



SANOFI

Certificate of Analysis and Compliance

Product Name : HAEMOPHILUS TYPE B CONJUGATE VACCINE

Process Stage : FINAL LOT

Lot Number : X3D64
Volume / Quantity : 122 375PC

Storage Condition : +5°C+/-3°C

Date of Manufacture : 08.JUN.2023

FILLED PRODUCT

Material Number / Code Article : 600004
Strength / Potency : 1 DOSE

Dosage Form : FREEZE DRIED

Product Presentation : 1 x 0.5ML VIAL
Expiry Date : 31.MAY.2026

Test(s)

Acceptance Criteria

Result Approval date

FREE POLYSACCHARIDE
CONTENT

By High Performance Anion
Exchange Chromatography
with Pulsed Amperometric
Detection method (HPAEC-
PAD)

<13.5%

7.9 % 30.AUG.2023

HAEMOPHILUS
IDENTIFICATION
By Immunodiffusion

Positive

Positive 25.AUG.2023

TETANUS IDENTIFICATION
By Immunodiffusion

Positive

Positive 25.AUG.2023

By Membrane filtration

BACTERIAL ENDOTOXINS <50 IU/dose <2.50 |U/dose 18.JUN.2023
CONTENT

By LAL

BACTERIAL AND FUNGAL No microbial growth NO MICROBIAL 02.JUL.2023
STERILITY TEST GROWTH

MANUFACTURER'S CERTIFICATION

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured at the
below mentioned site(s) in full compliance with the GMP requirements and with the specifications in the Marketing

Authorization of the importing country.

All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
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without the prior written consent of sanofi pasteur.




SANOFI PASTEUR wp

Certificate of Analysis and Compliance
Product Name : HAEMOPHILUS TYPE B CONJUGATE VACCINE

Process Stage : FINAL LOT

Lot Number : X3D64 Material Number / Code Article : 600004

Volume / Quantity : 122 375PC Strength / Potency : 1 DOSE

Storage Condition : +5°C+/-3°C Dosage Form : FREEZE DRIED
Product Presentation : 1 x 0.5ML VIAL

Date of Manufacture : 08.JUN.2023 Expiry Date : 31.MAY.2026

General Conclusion : Conform

Electronically approved by * : Name  Cedric Cottard
Date 04.MAR.2024 16:21:37 UTC +1

Qualified Person

Product Quality and disposition department

Name and address of Sanofi Pasteur
manufacturer : 14 Espace Henry Vallée
69007 Lyon
France
Site of production : Sanofi Pasteur

Parc Industriel d'Incarville
27100 Val de Reuil

* - The above electronic signature is legally binding and equivalent to individual's hand written signature as per the GMP and
21 CFR Part 11.
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form

without the prior written consent of sanofi pasteur.



SANOF| 7/ Yy

Certificate of Analysis and Compliance

Product Name : ADSORBED DIPHTHERIA, TETANUS, ACELLULAR PERTUSSIS AND INACTIVATED
POLIOMYELITIS VACCINE

Process Stage : FINAL LOT

Lot Number : W3H26 Material Number / Code Article : 748827
Volume / Quantity : 393 566PC Strength / Potency : 1 DOSE
Storage Condition : +5°C+/-3°C Dosage Form : SUSPENSION FOR INJECTION
Product Presentation : SYRINGE 1 x 0.5ML
Date of Manufacture : 22.SEP.2022 Expiry Date : 31.JUL.2025
Final Lot
Test(s) Acceptance Criteria Result Approval date
BACTERIAL AND FUNGAL No microbial growth NO MICROBIAL 14.0CT.2022
STERILITY TEST GRENITH
By Membrane filtration
BACTERIAL ENDOTOXINS <100 TU/dose <2.50 [U/dose 04.0CT.2022
By LAL
APPEARANCE Whitish, turbid suspension Conforms 05.0CT.2022
By Visual inspection
EXTRACTABLE VOLUME At least the nominal volume Conforms 05.0CT.2022
By European Pharmacopoeia
pH 6.8107.8 7.2 05.0CT.2022
By Glass electrode
ALUMINUM CONTENT 0.20 to 0.45 mg/dose 0.29 mg/dose 19.0CT.2022
By Complexometry
IDENTIFICATION Tetanus identification : POSITIVE ( |Positive 26.0CT.2022
By LUMINEX by LUMINEX method)
Diphteria identification : POSITIVE ( | Positive
by LUMINEX method)
Pertussis anatoxin identification : Positive
POSITIVE (by LUMINEX method)
Pertussis identification (FHA) : Positive
POSITIVE (by LUMINEX method)
Polio identification : POSITIVE (by Positive
LUMINEX method)
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
without the prior written consent of sanofi pasteur.



SANOFI .y

Certificate of Analysis and Compliance

Product Name : ADSORBED DIPHTHERIA, TETANUS, ACELLULAR PERTUSSIS AND INACTIVATED
POLIOMYELITIS VACCINE

Process Stage : FINAL LOT

Lot Number : W3H26 Material Number / Code Article : 748827

Volume / Quantity : 393 566PC Strength / Potency : 1 DOSE

Storage Condition : +5°C+/-3°C Dosage Form : SUSPENSION FOR INJECTION
Product Presentation : SYRINGE 1 x 0.5ML

Date of Manufacture : 22.SEP.2022 Expiry Date : 31.JUL.2025

MANUFACTURER'S CERTIFICATION

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured at the
below mentioned site(s) in full compliance with the GMP requirements and with the specifications in the Marketing
Authorization of the importing country.

General Conclusion : Conform

Electronically approved by *:  Name  France RIMBERT
Date 19.MAR.2023 09:57:47 UTC +1

Qualified Person
Product Quality and disposition department

Name and address of Sanofi Pasteur
manufacturer : 14 Espace Henry Vallée
69007 Lyon
France

Site of production : Sanofi Pasteur

Parc Industriel d'Incarville
27100 Val de Reuil
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
without the prior written consent of sanofi pasteur.



SANOFI ‘ Y

Certificate of Analysis and Compliance

Product Name : ADSORBED DIPHTHERIA, TETANUS, ACELLULAR PERTUSSIS AND INACTIVATED
POLIOMYELITIS VACCINE

Process Stage : FINAL LOT

Lot Number : W3H26 Material Number / Code Article : 748827

Volume / Quantity : 393 566PC Strength / Potency : 1 DOSE

Storage Condition : +5°C+/-3°C Dosage Form : SUSPENSION FOR INJECTION
Product Presentation : SYRINGE 1 x 0.5ML

Date of Manufacture : 22.SEP.2022 Expiry Date : 31.JUL.2025

*: The above electronic signature is legally binding and equivalent to individual's hand written signature as per the GMP and
21 CFR Part 11.
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All or part of the information contained in this document must be treated as the confidential property of sanofi pasteur or its
affiliates. It cannot be published or divulged for whatever purpose to unauthorized persons, or third parties, in any form
without the prior written consent of sanofi pasteur.



