SANOFI PASTEUR wg

Ceprudikar Anaaizy Ta BixnoBignocri

Hasa mnpopykry: BAKIWWHA JUIA IIPO®UIAKTHKH JUDTEPH, IIPABITA,

KAIIUTIOKY

(ALIEJIOJIAPHIIN KOMIIOHEHT), TEIATHTY B, I[OJIOMIETY IHAKTHMBOBAHA TA
3AXBOPIOBAHB, CITPHYMTHEHHX HAEMOFHIL.US THITY B KOH'FOI'OBAHA, ATICOPEOBAHA

Eran mponecy: KIHITEBA TTAPTIA
Howmep nmaprtii: W3C55
O6’em/KiumekicTe: 376 012 IITT.

‘YMoBd 30epiranas: +5°CH-3°C

Jlara BupoGHHITBA: 23 bepesns 2022 p.

Homep matepiany/Koa mozurii: 1009846

Cuna aii/AxktHBHICTE: 1 JIO3A

Jlikapcrka ¢opma: CYCIIEH3LA JJISI IH €K
@opMa BHIOycKy: 1 ao3a x 0,5 M mnpun

Tepmin npaaaTHocTi: 30 1ACTOmana 2025 p.

KIHITEBA ITAPTIA
BrnpoSyranms KpaTtepil BinmorigaocTi Pe3yasTaT JlaTa 3aTREpAKCHAR

BrOpobyBaHAs Ha GakTepiansay| MikpoGHEIt picT BifcyTHikH MIKPOBHIIT 14.04.2022
Ta TpROKOBY CTEPAILHICTS PICT BIICYTHII
Memodom mMembpannol
Qinempayii
Buict HaKrepiamsHux < 100 MO/03y 5 MO/nozy 28.03.2022
SHIAOTOKCHHIE
LAL-mecm
Omnc Bimyrara, KATaMyTHA CYCIICH3id Bigmoginae 14.04.2022
Bizyamuho
06’ €M, MO BHTATACTECA He Menmnie HOMIiHAMEHOTO 06’ €My Bigmorinae 14.04.2022
3a €eponeticbxor
Papuaxonecio
BuicT anroMinilo Bix 0,50 no 0,70 Mr/moza 0.58 mr/noea 27.04.2022
Kounnexconomempuuno
pH Bix 6,8 10 7,5 7.2 14.04.2022
CKAAHUM eREKmPODOM
ARTeHTHIHICTE TIpaeneBHi aHaTokcEH: [IO3HTHRHO To3ATHEHO 03.05.2022
Memodom Luminex Jundrepiitnmi amaTokcHr: I103 s TIo3RTHRHO

Haemophilus: TIO3UTHR “eWmCHOM j\\\\ TIO3HTHEHO

KanuTroKoBHH aHATOKC SIATHBHO 7, “\| IIo3HTHEHO

DinaMenTHII remarmoifix: TOZHATHE % [TlozmTHEHO

AHTHTeH Bipycy renaty ﬁfﬁdﬁ‘?fﬁ/ﬂ H OZHTHRHO

Bipycis momioMiemTy IHTHBHG

Cropinka 13 3

3 yciMa TacTHHAMH iH(opManii, aKa MicTHTECA B MEOMY NOKYMEHTI, HeoOXiHo NOROIWTHCA AK 3 KOH(INCHIIAROO RIACHICTIO
xommanii «Caropi ITactep» abo 1 JoTipRix koMmaniit. I me Moxua nyBIikyRraTH 260 PO3TONONIYRATH 3 GYAB-AKOK0 METOI0
HEYIOBHORAKEHNM ocobam abo TpeTiM cToponaM, v xoyHiil dopMi ez nonepeaanoi macEMoERol 2rogd «Canodi [MacTepy.



SANOFI PASTEUR wg

Ceprudikar Anaaizy Ta BixnoBignocri

Hasa mpopykry: BAKIWHA JUIA IIPO®UIAKTHKHA JIADTEPH, IIPABITS,
(ALIEMIOJIIPHUN KOMIIOHEHT), TENATHTY B, I[IOMIOMICITY IHAKTABOBAHA TA
3AXBOPIOBAHD, CIIPHUUHEHIX HAEMOPHILUS THITY B KOH'IOTOBAHA, AJICOPEOBAHA

Eran mponecy: KIHITEBA TTAPTIA
Homep naprtii: W3C55
O6’em/KiumekicTe: 376 012 IITT.

‘YMoRrd 30epiranas: +5°CH-3°C

Jlara BupoGHHITTBa: 23 bepesns 2022 p.

3ACBI/TYEHHA BHPOBHHUKA

KAIIUTIOKY

Homep matepiany/Koa mozuii: 1009846

Cuna aii/AkTHRHICTE: 1 JIO3A

Jikapcrka ¢opma: CYCITIEH3LA JJISI IH €K
@opmMa BHIyCcKy: 1 ao3a x 0,5 M mnpun

Tepmin npuaaTHocTi: 30 1ACTOmana 2025 p.

ITumM 5 2acRifgyro, e HaBe[ieHA BUME indiopManig € gilicHomo i Togrow. Id cepia npoaykmii 6yna eupobnena
HA 3rafiaHiil HmKYe JUTBHE] (JUIBHHIEX) ¥ MOBHIH BiAIOBIAHOCTI 3 BuMoraMH GMP (HanmexHoi BHpoOHMYOI
IPAKTHKH) Ta COENHGIKAIAMH B PEECTPAIIHHOMY IIOCBLMUCHH] KPAiHH-IMIIOpTEpa.

3arainHEMi BACHOBOK:

3acBifgeH0 eNeKTPOHHUM MIIHCOM™ !

Ha3ga Ta aipeca BHpoGHHKA!

BupoOHn4a ALTEHUIA :

Bianosinac

In’sa

Cenpix Kotrap [Cedric Cottard]
Hara A

07 nuctonana 2022 UTC+1

YOoBHOBAKEHA OC
Bigpin sxocti Ta po

69007 Jlion
OpaHig

Canodi [Tacrep
Iapk IngacTpiens A’ [HKapBiE
27100 Bams-ge-Poii

Cropinxa 23 3

3 yciMa TacTHRAMH iH(opManii, AKa MicTHTECH B MEOMY NOKYMEHTI, HeoOXiHo NOROIWTHCA AK 3 KOH(INCHIIAROIO RIACHICTIO
xommanil «Caropi ITactep» abo 1 JoTipHix koMmaniit. I me Moxua oyBIikyRraTH a6o PoO3TONONIYRATH 3 GYAB-AKOK0 METOI0
HEYIOBHORAKEHNM ocobamM abo TpeTiM cToponaM, v xoxHiil dopMi Hez nonepesanoi mackMoERol 2rogd «Canodi [MacTepy.



SANOFI PASTEUR wg

Ceprudikar Anaaizy Ta BixnoBignocri

Hassa mnpopykry: BAKIMHA JUIS IIPO®UIAKTHKH JUMTEPH, IIPABIDI, KAIILUTIOKY
(ALIEMIOJISIPHUN KOMIIOHEHT), TENATHTY B, I[IOJMIOMICITY IHAKTABOBAHA TA
3AXBOPIOBAHD, CIIPHUMHEHIX HAEMOPHILUS THITY B KOH'IOTOBAHA, AJICOPEOBAHA

Eran mponecy: KIHITEBA ITAPTIA

Howmep naprii: W3C55 Homep matepiany/Koa mozuii: 1009846

06’ eM/KusKicTE: 376 012 IITT. Cuna aii/AkTHRHICTE: 1 JIO3A

‘YMoRrd 30epiranas: +5°CH+-3°C Jikapcrka ¢opma: CYCIIEH3LA IS IH €K
@opmMa BHIIycKy: 1 ao3a x 0,5 M mnpun

JlaTa pupoGHuITRa: 23 Hepe3na 2022 p. Tepuin npuaaTHOCTI: 30 MACTOmana 2025 p.

* : EnexTpOHHHH MiAHC BHUINE MAc WPHIHIHY CHIY 1 PIBHOMIHEWI PYKONACHOMY HiIMACY OcOOH 3TifHO 3
GMP 1a 21 CFR Yactuna 11.

Cropinka 333

3 yciMa TacTHHAMH iHdopmanii, Aka MicTHTECA B MEOMY NOKYMEHTI, He0OXiHOo NOROIWTHCA AK 3 KOH(INCHIIHROIO RIACHICTIO
xommanii «Carogi ITactep» abo 1 JoTipHix xoMmaniit. I me Moxna mybrikyrart abo poaronomygarH 3 GyAB-IKOK METOI0
HEYIOBHORAXKEHNM ocobamM abo TpeTiM cToponaM, v xoxHiit dopMi ez nonepesanoi macEMOEOL 2rogd «Canodi [MacTepy.



Ceptudikar BignosigHocrTi

sanofi

MNoeigomnaeHHA Npo Hamip NpPoAATH NAapPTIlO iIMYHONOTYHOIO AikapcbKoro 3acoby, AKWA Mae peecTpaliiiHe

nocsiayeHHa B YKPATHI.

Hazea npoaykry:

FEKCAKCUM

BAKLMHA /171 NPO®ITAKTUKA AUGBTEPII, NMPABLLA, KALLAIKOKY

(ALLEAIONIAPHUIA KOMIMOHEHT), FEMATUTY B

PEKOMBIHAHTHA, NOAIOMIEANITY IHAKTUBOBAHA TA
3AXBOPIOBAHbL, CMPUMUHEHWUX HAEMOPHILUS TUMY B,

KOH'IOTOBAHA, ANICOPEOBAHA, PIOKA

cycneHsia ana iH' exkuin

no 0,5 mn (1 go3a) B nonepeaHbo 3aNoOBHEHMX LWNpULAX 3 2-ma

(bulk, HAaNOBHEHHSA, NEpPBUHHE NAKYBaHHA,
KOHTPO/b AKOCTI):

MNapk IHaacTpiens a'lHKapsinb
27100 Banb-pe-Poii, ®paHuia.

MakysaHHA: -
OKpeMUMM TonKamu, no 1 wnpuuy B CTaHAAPTHO-EKCMOPTHINA
yNakoBL,i

Homep cepii(i), HaHeceHWi Ha ynakoeKy: W3(C554V

|HLIJ.PIM Homep cepii, NoB'A3aHKUIA 3 4aHOI W3C55

cepicto:

Jarta novyatky TepmiHy NpUaaTHOCTI: 29.12.2021

Aata BupobHMLUTEA KiIHLUEBOrO NPOAYKTY: 23.03.2022

TepmiH npuaaTHOCTI: 30.11.2025

KIﬂI:HIC]:b KOHTeHepiB, Wo ByayTb BBE3eHI 8 20 410 ynakoBoK

KpaiHy-imnoprep:

Homep peecTpauiiHoro nocsiguyeHHn UA/13080/01/01

HasBa Ta agpeca eMpoOHMUCT AiAbHML CaHodi Mactep

Homep BupobHuyoi niLeHsil:

2023 141 1 2 4

HasBa Ta agpeca eMpoOHMUCT AiAbHMLI
(BTOpMHHE NaKyBaHHA, {MaKyBaHHA y neHan,
BKAAAEHHA IHCTPYKLIT Ana meguiHoro
3aCTOCYBaHHSA Ta HAHECEHHA KOHTPOAL
NepLIoro BigKpUTTA), BUNYCK cepii

CaHodi Mactep

MNapk IHaacTpiens a'lHKapsinb
27100 Banb-ae-Poid

®paHuin

Homep BupobHuyoi niueHsil:

2023 141 1 2 4

Onepaujii, Lo BUKOHaHI:

He 3acTocoBaHo

Aartu onepauiid:

He 3acTocoBaHo

JAara sunycky ana YkpaiHu

08/11/2023
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Ha odimiitnomy Onanky



sanofi

3anaBa wonao ceprudikaui:

Lum nigreepmxyio, Wo BUKNageHa iHdbopmalia € gocroeipHoo Ta TodHolo. Lia cepia ToBapy 6yna BUrotoBneHa,
BK/IOYAIOMM KOHTpPOAb AKOCTI Ha eulesazHaveHii(-ux} ainaHui(-kax) y noBHi BiganosigHocti go sumor GMP
MiCLLeBOro perynaTopHOro opraHy 1a 3rigHo ao cneuudikaliin peectpalifHoro noceigyeHHA 3 peecTpauiifHoro Accbe
KpaiHu-imnopTepa. [lpoTokoaM BWMpOBHMLUTBA, NakyBaHHA Ta aHaAniziB gaHHoi cepii 6ynuM neperaanyTi Ta
BCTaHOBNEHO BianoBigHicTs GMP.

Lum s 3aceiguyto, WO BigNoBigHO A0 peecTpauiifHOro Aocbe [EKCAaKCUM, YNaKOBaHWA B CTaHOAPTHY eKCMOpTHY
yNaKoeKy, Bignoeigae peectpalitHomy aocbe ana MNeKcakcumy, yNakoBaHOTO B YKPaiHCbKY YNAKOBKY, iAEHTUYHO Ta
¥ BignoegigHocTi N0 HaNoBHEHOCTI NPOAYKTY | aHaNOrYHO BUMOram roToBOro NPoAYKTY, AO3BONEHOrO B YKpaiHi

PN Ne UA/13080/01/01.

Snidnuc/

T —— Enexkmponnuil nionuc: cyasemma Mennin
MNpuwuna: 3ameepdnenna
Aama:20.11.2023 10:50 GMT+1

Dwynbetta Meanid

[Juliette Mellin]

Hata apyky Ta nignucaHHa Ceprudikaty BianosigHocTi: 20.11.2023

Im’a YNoBHOBaMeHo! ocobu:
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Ha odimiiinomy Onanky
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AEPIKABHA CIIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHMIBCBKIHN OBJIACTI

npog. Ceitmiaaoi Hagil, 3, M. Kuie, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ke@dls.gov.ua, Kog €APIIOY 37078774

BACHOBOK
Npo AKiCTHL BBE3€HOI0 B YKpainy JiKkapchbKoro 3acody

23.01.2024 Ne 63359/24/10

T'EKCAKCHM® / HEXAXIM BAKITHHA JUISI IPOPLIAKTHKH THPTEPIL, IIPABITA,
KAIILTIOKY (AIETIOJIAPHAH KOMIIOHEHT), TEIIATATY B PEKOMEIHAHTHA,
MOJIOMICJNITY IHAKTHBOBAHA TA 3AXBOPIOBAHDL, CTIPHYHHEHHAX
HAEMOPHILUS THITY B KOH'IOI'OBAHA, AJICOPLOBAHA, PI/IKA/Hexaxim
Diphtheria, Tetanus, Pertussis (acellular component), Hepatitis B recombinant, inactivated
Poliomyelitis and Haemophilus Influenza Type B conjugated vaccine, adsorbed, liquid

(HaHMeHYRAHHA MiKapCLEOT0 3aco6y 2riqHO 2 peccTpaniinHM NOCBIIcHAAM)
cycuensist Aa9 in’exknin mo 0,5 mu (1 1032) B HonepeAHbO 3aN0BHCHEX NMIPHIAX 3 2-Ma
OKPEeMHMH I'0JIKAMH, 110 1 MIPHIY B CTAHAAPTHO-¢KCIIOPTHIA YIAKOBII

(topMa EHITyCKY, I03YBAHHSA, RH] HAKYBAHHA JTKAPCEKOTC 32caby)

Howmep peectpaniiinoro noceipaerns UA/13080/01/01 crpox gii peecrpanidinoro mocsimaerns 01.01.2099
Cepin nikapcekoro 3acoby Ne W3C554V KimukicTh BBe3eHOTO JiKapehkoro 3acoby 204 10

BrpoSHHEK Canodi Ilactep/Sanofi Pasteur, Opaniis

(HalMcHYBaHHA BHPOOGHHKA JIKAPCEKOTO 3aco0y, KpaiHa MOXoKeHHA)

Beezeno B Yxpainy TOBap!.lCTBO 3 ooMexenoro Binmosinaasnictio "CAHO®PI-ABEHTIC
YKPATHA", inenr. xon: 35648623

(BaiiMeHyBaHHA Ta KoJ 3a €JIPIIOY opraETHOI ocoSH abo Npi3BHING, iM'd, o GATEKOEI dizHIHOL
ocobH - OimpHeMIA, 1i Miclie TPOXKHBAHHA Ta peccTpanifinui HoMep 06NiKOROI KAPTKH IIIATHHKA
IOJATKIB 260 cepid Ta HOMep TacmopTa)

Ipotokoen Bizyannaoro korTpoe Bin 13.12.2023 M= 1/67/2.
JlaGoparopHmii anais AKOCTi NikapcrKor sacofy saificnenui:

JIaGopaTopid 3 KOHTPOIIO AKOCT] MEAHYHHX 1
MIPHEMCTRA <JleprKaBHUI eKCIIEPTHHE NHLR
(03057, m. KuiB, Byn. Anrona Ilemika, 144 36{ gy M. AMocoga, 9)

HAG10IFOITTHITK npenapaTlB I[ep}KaBHOI‘O

(HaliMeHYBAHHA T4 MiCIIe3HAXOKGHESN T2 Qopm‘omﬂﬂxbhﬁénéqm OpaTOPHHH AHATII AKOCT)

BHCHOBOK Moo AKOCTI JIKAPCHKOTo 3acoly, Bjan “Eo ap !3!,[[ 13101.2024 Neo 96/366
CF m i HI%IMH noxasHEKaME BilIIORIaI0Th

PezynmbraT Jlaﬁopa'ropﬂoro aHamsy m{ocn TR !

Bitaniit BOHIAPEHKO

(iniLiany Ta Mpi3sALLE)




JEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npoB. Ceitnuunoi Hanit, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
NPo AKICTL BBE3€HOr0 B YKPaiHy JiKApCHKOIro 3ac00y

23.01.2024 Ne 63359/24/10

T'EKCAKCHM® / HEXAXIM BAKIIUHA JIJISI TIPO®LITAKTHKHA JAPTEPIL, IIPABIIA,
KAIILTIOKY (AIEJIOJSAAPHUNA KOMIIOHEHT), TETATHUTY B PEKOMBIHAHTHA,
IHOJIIOMIEJITY IHAKTUBOBAHA TA 3AXBOPIOBAHD, CIIPUMUHEHHUX
HAEMOPHILUS THITY B KOH'IOI'OBAHA, AICOPBOBAHA, PI/IKA/Hexaxim
Diphtheria, Tetanus, Pertussis (acellular component), Hepatitis B recombinant, inactivated
Poliomyelitis and Haemophilus Influenza Type B conjugated vaccine, adsorbed, liquid

(HaliMeHyBaHH JIiKapchKOTo 3aco0y 3rifHO 3 peecTpaLifiHIM II0CBIT4EHHIM)
cycnensis g in’ekuii mo 0,5 M1 (1 703a) B monepeaAHbO 3alI0BHEHUX LINMPHIAX 3 2-Ma
OKPEMHMH I'0JIKAMH, 110 1 mmpuny B CTAHAAPTHO-eKCIOPTHIH YNAKOBIL

(popma BuIyCKy, J03yBaHHs, BHJ IaKyBaHHS JIIKapCHKOro 3aco0y)
Howmep peectpamniiiroro nocsizaeras UA/13080/01/01 crpox gii peectpaniiinoro mocsimgenns 01.01.2099
Cepis nikapcekoro 3acoby Ne W3C554V KinbkicTh BBe3eHOTO Jikapcrkoro 3acoby 20410

Bupo6HuK Canodi ITacrep/Sanofi Pasteur, @panuis

(HaliMeHyBaHH BHPOOHHMKA JIIKapPCHKOro 3acoby, KpaiHa IOXOKEHH)

Baeseno B Yxkpainy TOBap!:ICTBO 3 o0meskenoro BignosinannHicTio "CAHO®PI-ABEHTIC
YKPAIHA", inenr. xon: 35648623

(naiimenyBanns Ta xox 3a €APTIOY ropupmdanoi ocobu abo npi3Buie, iM's, mo 6aTtbkoBi PizHIHOL
ocobu - mignpuems, il Micie IPOXXUBAaHHA Ta peeCTpaLiiiHIi HOMep 00IiKOBOI KapTKH IIaTHHKA
moAaTKiB abo cepis Ta HOMep IacropTa)

Ipotoxoa BizyansHoroe xkonTpomo sig 13.12.2023 Ne 1/67/2.
JlaGopaTopHHii aHAaI3 AKOCTI JIIKapCHKOTO 3ac00y 3iHCHEHMIA:

JIaGopaTtopis 3 KOHTPOJIIO SKOCTI MEIWYHUX IMyHOO10I0TTUHIX IpenapaTiB JlepxxaBHoOro
mignpueMcTBa «JlepkaBHHK €KCIIEPTHHI LIeHTp MiHiCTepCTBa OXOPOHH 3X0POB’S YKpaiHm»
(03057, m. Kuis, Byn. Aatona Ilenika, 14; 03680, m. Kuis, Byn. M. Amocoga, 9)

(HaiiMeHyBaHHS Ta MiCIIe3HaXOMKeHHA J1abopaTopii, [0 mpoBea 1abopaTOpHHUIt aHaITi3 IKOCT)
BHCHOBOK 070 AKOCTi JiKapchKoro 3aco0y, BuaaHuit nabopatopiero Bix 23.01.2024 Ne 96/366

Pe3ymbTaTi Ta6OpPaTOPHOTO aHANI3Y SKOCTI JKapChKOTO 3aco0y 3a IepeBipeHMMH IOKa3HUKaMH BiIIIOBIIa0TH
BHMOT'aM METO/iB KOHTPOIIO SKOCTi (aHATITHIHO-HOPMATHUBHOI TOKYMEHTALIT).
3a pe3ynbpTaTaMH JePKaBHOTO KOHTPOIIKO BCTAHOBIICHO, IO JiKAPCHKHI 3aci0 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BHMOr 3aKOHOJABCTBA LIO/0 3abe3eueHHs AKOCTI JIKapChKuX 3acobiB.
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SANOF! PASTEUR

Ceprudikar Ananizy Ta Binnmosignocri

Hasea mnpoaykry: BAKLMWHA 711 TIPO®UIAKTHUKH JUGTEPI, TIPABUM, KALITIOKY
(ATIEMIOJIAPHIAN  KOMIIOHEHT), TENATHTY B, [OJIOMIEAITY IHAKTHBOBAHA TA
3AXBOPHOBAHD, CITPHYHHEHWX HAEMOPHILUS THITY B KOH'IOI'OBAHA, AXCOPBEOBAHA

Etan nponecy: KIHLEBA ITAPTLA

Homep naptii: V3IM65 Homep marepiany/Kog nozuii: 1009846
006’ em/Kinrpkicts: 285 401 IIIT. Cuna mii/Axtueaicts: [ JIO3A
VYMosu 3bepirauns: +5°C+-3°C Jixapcrka dopma: CYCIIEH3IL JUIA IH €KLIH
@opma Bunycky: 1 goza x 0,5 mu wmpun
Jara pupobrunTra: 13 eronaia 2021 p. TepMin npunariocri: 31 wosrus 2023 p.
KIHIIEBA ITAPTIA
Bunpotéyranns Kpurepii BitnosinHOCTI PezyasTar JaTa saTeepkennsd
Bunpobyranng Ha Daktepianbry| MikpoBHuit picT BiacyTHii MIKPOEHMH 18.12.2021
Ta TPROKOBY CTEPUIIBHICTD PICT BIICYTHIH
Memodos membpannot
Girompayii
BuicT bakTepiantuux < 100 EQ/nosy <2,5 EQ/nosy 18.11.2021
SHAOTOKCUHIB
LAL-mecm
Onnc Binypata, KamaMyTHa ¢YCHeH3in Binnosinae 04.07.2022
Bizvaaono . .
OB’ eM, 110 BUTATAECTRCA He MeHIE HOMIHANEHOTO 00 €My Bipnosigae 04.07.2022
Ja Caponelicoxoio
Dapararonecio
Buict amoMinio Bin 0,50 xo 0,70 mr/mo3a 0.59 mr/nosa 18.07.2022
Koatnnexconosmempuuno
pH Bin 6,8 o 7,5 72 04.07.2022
Craugrin exexnipodon -
ABTECHTHMHICTE IIparnesuii anatoxenn: NO3HUTHBHO TlozuTHERO 22.07.2022
Memodom Luminex Hudrepiiianit anatoxenn: IO3UTUBHO HesuTueeo '
Haemophilus: IO3UTHUBHO MosntueHo
Kamimokosnii agatokcus: IIO3HTHBHO HozntHBHO
dinamentamil remarmotunin; [IO3UTUBHO osuTrE:HO
AnTHren Bipycy rematuty B: [IO3MTHBHO Tosurusno
Bipycis nonmiomicnity: IIO3HTUHBHO [ozuTuBHO

/5 V_ T//? Cropinka 133
POKC W pt150) €3¢0 7

3 ycima yacTaHamu iHQropManil, Aka MiCTUTLCA B LBOMY JIOKYMEHTL, HEOOXIAHO IOBOAMTHCS K 3 Komgincﬂuiifmom BACHICTI
xommanii «Canodi [Tactepy abo il gouipwix kouMrauii. Ii me Moxua ny6nikysaTi a60 po3CONOUIYBATH 3 BYLb-AKOH METOIO
HeyNoBHORKeHUM 0cobaM aB0 TPeTiM cTopoHaM, ¥ xoHil gopmi Ges monepemnroi nucrmosoi sropu «Carogi [TacTepy,




SANOF| PASTEUR g

Ceprudikar Anagizy ta BignoBigHocri

Hassa mnpoaykry: BAKIIMHA [JI1 TIPO®ITAKTHUKYA JUOTEPI, IIPABIS, KALIIOKY
(AUETIOJSIPHUNA KOMIIOHEHT), TENATHTY B, IIOIIOMIENITY IHAKTHBOBAHA TA
3AXBOPIOBAHD, CIIPHHITHEHHX HAEMOPHILUS THUITY B KOH'IOI'OBAHA, AIJICOPEOBAHA

Eran nponecy: KIHLIEBA TTAPTLA

Homep naptii: V3IM6E5 Homep marepiany/Kox riozuuii: 1009846
06’em/Kinekicte: 285 401 IIT. Cuna git/Axtusricts: 1 JJO3A
Vumonn 36epiranns: +5°C+/-3°C Mixapcexa gopma: CYCIEH3IA JUIS 1H €KLTH
Qopma Bunycky: 1 goza x 0,5 it wnpuig
Hara pupobHHAUTRA: 13 Ameroiaga 2021 p. Tepmin npumarnocti: 31 o run 2023 p,
3ACBLJIMEHHS BUPOEHUKA

ITum # 3acBifuylo, WO HaseldeHa Bulle indopMaris e nificHoro i Tousomw. Ll cepia mpoaykmii 6yna supodieHa
Ha 3rafiaHiff Hibkde OUIBHHLI(AUIBHHLAXK) y NOBHIA Bianosingocti 3 sumoramu GMP (HanexHoi BupoGHHTOL
TPAKTHKM) T2 CHeNHQIKAIIMY B peecTpaliHHOMY II0CBIRYEHH] KpalHH-IMIopTepa.

3araabiuii BACHOBOK: Binnoeigae

3acBiTUCHO EMEKTPOHUMM IILATHCOM™ | Im’a  Ilaprnotra Baruer [Charlotte Baptiste]
Harta 02 sxostHa 2022 p. 15:20:48 UTC+1

YnorHoBa:keHa ocoda
Binnin axocri Ta poznoginy mpoaykuoii

Hazpa Ta agpeca BupoOHHKA! Canodi Hacrep
14 Ecnac Appi Bamre
69007 Jlion
(Ppanuia

Bupobuuua JiUTbHHLS Canodi ITacrep

Tlapx TapacTpiens [HKapBinh
27101 Baup-ne-Poit

Cropinka 2 3 3

3 yciMa gacTUHaMHE iHQopMalil, 1K3 MICTHTLCS B 1bOMY JIOKYMEHTI, HEOOXIIHO NOBOJIHTHCA K 3 KOH(IASHLIAHOW BIACHICTIO
kommnanii «Canodi IMactepy ao fi AouipHix komnaniii. I He MoXHa MyONiKyBaTH a60 pO3rONOUIYAATH 3 BYAL-AKOK METO
HeYOBHOBMKERHM ocobam afo TpeTiM cTopoHam, y xoauii opMi Oes monepeIHsol NHcEMOBOT 3roau «Canodi [Tactepy.




SANOFI PASTEUR

Ceprudikar Ananizy ta Binnosigmocri

Hasea mponykry: BAKIIFHA A1 1IPOOUIAKTUKH OUGTEPIL, IIPABIY, KAHOILTHOKY
(ALETTIOSIPHAIN  KOMITIOHEHT), TI'EIATHATY B, TIOMIOMICIITY ITHAKTUBOBAHA TA
3AXBOPIOBAHB, CITPHYUHEHNX HAEMOPHILUS THITY B KOH’FOTOBAHA, AJICOPBOBAHA

_Etam npouecy: KIHLEBA ITAPTILA

Homep maprii: V3M65 Homep marepiany/Kon mozumii: 1009846
06’ em/KinekicTs: 285 401 IHT. Cma mit/AxtreHicTE: 1 JIO3A
VYMoBH 36epiranns: +5°C+/-3°C Jixapceeka dopma: CYCIIEH31S U1 1H €EKIINA

Dopma sumycky: 1 1o2a x 0,5 mn wnpun
Hara supobuunrea: 13 smerowaga 2021 p. Tepmin npunatHocti: 31 worTns 2025 p.

*  EneKTpoHHHi MiINHC BHIE Mae IOPHAMYHY CHILY | PIBHOUIHHME pYKOMHCHOMY HiJUIMCY OCOBH 3TiHO 3
GMP 1a 21 CFR YacTtuHa 11.

Cropinka 3 3 3

3 ycima yacTuHamu iHpopMail, Ska MICTHTECH B ULOMY JOKYMEHTI, HeoGXiAH0o TOBOJKTHECA A 3 KOH(neHuiinow siackicTo
xomnanii «Canodi ITactep» ado Ui novipaix kemnauiil. I ne MokHa nyGnikyBaTH ab0 po3roa0LyBaTH 3 6YAL-IKO0I0 METOIO
HeyNneBHoBAKeHHM ocobaM ado TpeTiM cTopoHaM, ¥ sk0aHil QopMi 6e3 nonepeansoi MHCEMOBOT 3roau «Canodi Hactepy,




BDP-BIZ-000243 v.1.0
Appeca cepTHkata: CepTudikaT BIANOBIAROCTI

sanofi

Ceprudikar BianosigHocTi

IloBigoMICHRA IIPO HaMIP NIPOJATH HAPTIX IMYHOJIOITYHOIO JIKAPCHKOTo 3aco0y, AKe MAE peccTpaliine noceinyeHHs

B YKPATHI.

Hassa HOPOAYKTY:

IFEKCAKCHM®

BAKIMHA JUIA ITPOGITAKTUKY IS TEPIL, TIPABLLA,
KAIUTIOKY (ALETIONSPHUA KOMITOHEHT), TETIATUTY B
PEKOMBIHAHTHA, ITIOJIIOMIENITY IHAKTUBOBAHA TA
3AXBOPIOBAHE, CTIPHUYMHEHUX HAEMOPHILUS THUITY B,
KOH'HOTOBAHA, AJICOPLOBAHA, PIHKA

IlaxyBasH:A:

CYCIICH3IA 118 11 eKuiil 2

no 0.5 ma (1 mo3da) B NONEPENHBO 3AOBHCHHX INIIPHIAX 3 2-Ma
OKPeMHMH TONKAMH, 110 1 mupHiy B CTAHIAPTHO-CKCIOPTHIH YIIAKORBI,

Homep cepii(ii), HeHecennii Ha YIAKOBKY:

VIM651V

IHwmii HoMep cepii, Nos'asasui 3 nanoko cepieto: | VIM65S

JlaTa noyaTky TepMiHY IPHIATHOCTI: 02.11.2021
Jlata sMpobHHITEA KIHIEBOTO MPOAYKTY: 13.11.2021
TepMin mpHAATHOCTI: 31.10.2023

KinskicTs xonTeliHepis, o OYyAyThL BBe3eHi B
KpaiHy-iMropTep:

PeecTpauiline mocrigueHns:

Hasga Ta agpeca BHpOOHIYOI ALNbHHLE

(bulk, HanoOBHeHH, [IEPBHHHE NAKYBAHHA,
KOHTPOJb AKOCTI):

Howmep Bupobuptoi niugnsil:

Haspa Ta agpeca BUpoOHHYOI ANLHALI
(RTOPMHHE [TAKYRAHHS, (HAKYBaHHA Y IIEHAT,
BKIQJICHHS IHCTPYKLIT AN MEIHUHOTO
3acTOCYBAHHA T2 HAHECCHHA KOHTPOIO NEPIoro
BIIKPHTTA), BUIYCK cepil

Homep supobuusoi minensii:

Onepail, o BUKOHAHI:

Jlaru onepauiii:

Jlata punycky Ta ceprudixanii ama Yxpainu:

50 000 ynakoBox

UA/13080/01/01

Canodi IMactep

Tlapx Inpactpient a’'IHkapsine
27100 Bans-ne-Poii, Opanuis.
MM 17/150-MOD1

Canod [Tacrep
[Mapx Iymactpiens n’lukapeins
27100 Bang-pe-Poii, @panuis.

MM 17/150-MOD1
He 3a¢TocoBaHO
He zacTocorano
27.07.2023

3agea moao ceprudikamii:

Lum mATREpIKYIO, MO BUKIaneHa iHdopmariis € gocToRipHOO Ta TouHo. g cepis Torapy Gyna BMroTOBIEHA,
BIJLIOHAIOYH KOHTPOINE SKOCTI HA BHINEC3AHAUYCHMX MiMgHKaX V NoBHIH BigmoeizaocTi no pumor GMP micneroro
PEryasTopHOro opray Ta 1o Peectpamiiinoro Hoceiqgenns 3 peectpaniinore aocke Kpainu-iMioprepa. [IpoTokonu
BHpOOHHITBA, TAKYBAHHA Ta AHAMI3IB OY/IH TeperaHyTi T4 BCTAHOBICHO Bianosigaicte GMP,

[um 51 3acBiMyIo, IO BIANIOBIAHO RO peccTpauiiinore nocke I'ekcakcHM yNakoBaHHME B CTAHAApPTHY EKCIIOPTHY
YIAKOBKY BIAMOBIAE peecTPallliHOMY AOCEE aus 'eKCakcuMy, YIIAKOBAHOIO B YKPAiHCLKY YITAKOBKY, IACHTHYHO Ta
¥ BIATIOBIZHOCTI 110 HATMIOEHCHEHOCT] NPOIYKTY 1 AHANOMIYHO BUMOTaM OTOBOTO NPOAYKTY, HO3BOIEHOTO B YKpaiHa
MA Ne UA/13080/01/01.

/mionuc/ -
Enexmponnut nionuc: Qucyneemma Meanin
Ipuuuna:sameeponcenna
Hama:04.08.2023 14:10 GMT+2
Jxyneerta Memnin ===
[Juliette Mellin]
04.08.2023

ITianuc YnoeHOBaxkeHOI 0cobH:

Iv’a VoeHOBakeHOI 0coDH:

Hara apyky Ta nignucanus Ceprudikary Bignoeianocrti:

Ha odpilirikomy Bnadky BUpoGHWKa

1le sxaagenns SOP: BDP-MUT-000085, BDP-SZME-00034
JIpyKOBAHHMIL NOKYMEET, MEPEBIpTE NPABWILHICTS 10 BHKOPKCTAHHA
3atecpmkeno goxyment 8 GEQDE




AEPKABHA CIIYIKBA 3 JIIKAPChKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥ KHIBCBHKIA OBJIACTI

npos. Ceitanynoi Hapil, 3, m.Kuig, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JJPIIOY 37078774

BUCHOBOK
Ipo BiANOBIAHICTE MeJMYHOT0 IMyHOOi0N0TiYHOr0 MpenapaTy BUMoOram
AEePAABHHAX I MIZKHAPOAHUX CTAHAAPTIB

30.11.2023 Ne 48449/23/10

TEKCAKCHM® / HEXAXIM BAKITHHA JIA MPOGLIAKTHKH JHGTEPH, TIPABIY, KANUIIOKY
(AUETIOJIIPHUIA KOMIIOHEHT), TEMATHTY B PEKOMBIHAHTHA, ITOJIOMICJITY
IHAKTUBOBAHA TA 3AXBOPIOBAHL, CHPHUMHENHX HAEMOPHILUS TANTY B KOH'IOTOBAHA,
AJCOPBOBAHA, PLIKA

(nafimenysarnza MIBII 2rigHo 3 peecTpaniiinym DocBiTUeHEAM)
cycnenzig ana in’ekniit mo 0,5 ma (1 xo3a) B MomePeqIbO 3aNOBHEHUX IHIPHIAX 3 2-MA OKPEMHMH FoIKaMiL, 1o 1
MNPHUY B cTAHNAPTHO-CKCIIOPTHIl ynaxosi,

(bopma BHITyCKY, N03YBAHHS, BUA IAKYBAHHA JIIKAPCEKOro 3aco0y)
Homep peectpamiiinoro nocriguenns UA/13080/01/01 crpox aii peectpamuiiinoro moceiguenus 01.01.2099
Cepixa MIBII Ne V3M651V Kinexicts 50000

Bupobuux Canodi Ilactep, @panuisn

(naliMenyBanna BHpodHuKa MIEBTI, kpaina moxopxentr)

Breseno B Vkpainy Torapucrro 3 06Mexenoio Bianopimantuicrio "CAHODI-ABEHTIC YKPATHA",
inenr. xon: 35648623

(nailimenysanua Ta ko 3a CJIPIIOY ropupsaHet 0cobu abo npiseuiue, iM'a, zo GaTbKOBI Ppizuar0T
ocofu - miAnpreMun, T Miclie IPOXKMBAHHA Ta peecTpariiinuil HoMep 06MIKOBOT KAPTKH MIATHUKA
nojarkie abo cepis Ta HOMEpP TACHOPTA) e

IMporoxon sizyaasHere xorrpoao Bin 03.10.2023 Ne I/53/1.

JlaGoparopuuii ananis sxocti MIBTI 3aificHeruii:

JlaGoparopis 3 KOHTPOAIO AKOCTI MezHyHux IMyHOGIonor MHIX npenaparis Jepaasnoro miagnpuemcrea «/lepxapHuil
excnepTHuit HenTp MinicTepeTea 0x0oporH 310poB’s Yipaiumy (03057, m. Kiie, syn. Anutona Ileaika, 14; 03680, M.
Kuis, Byn. M. Amocosa, 9)

(nafiMenypamss Ta MicuesHaxoKeHHs nafopaTopil, o NpoBena RabOPaTOPHKUl AHATII SKOCTI)
Bucrorox mono sxocti MIBIL, Bupauumii rabopatopicio Bix 29.11.2023 Ne 80/286

PesyneraTi naboparoproro aHanizy skocti MIBIT 3a nepeBipeHIMH HOKa3IHHKAMU Bi{IOBIAAIOTE BHMOTaM METOIR
KOHTPOIIO AKOCTI (aHAMITHIHO-HOPMATHRHOI JOKYMEHTALLT),

3a pesyneTaTaMu JEpKABHOIO KOHTPOJIe Beranoeneno, wo MIBTI BIANMOBIJAY)TH suMoraM 3akoHOMARCTEA (OO
zabe3neueHHs SKOCT] NKAPCEKHX 3ac0DiB.

Bitaniit BOHIAPEHKO

Ta Npi3BUILE)

g ioRinoMIILH
7
EpO L BiATIOBiAENH opran 1oxoAis i 360pis Ta MaroTs BiAMITKY B IacnopTi.




JJEPXCABHA CIIVIKEA TIKAPCHIIX 3ACORIE T i I{OHTPOJIIO 3A ?'.}{'
s HAPKOTI/IKAMH ¥V KATBCHKII OBJTACTI - :

npon Caitiiig yitol Ha;m, 3, M,Kms, 02099, ren/paxc: (044y: 363-06 ‘SO
Dmall‘ dIs kﬁ@d]s gov ua, Ko,u CIIPHO"S’ 37(}78774

e BIZI(‘HQBOK o e S G
npo ﬂKlC’l‘b Bnesenoro B Yicpamy mxapcmcora 3ac06y

) '.'i':"."_'if'; 23 01 2024 ﬁ:‘;_'.'.'.‘,',]".':':':If;}:':..';_::,‘A.v";j'f,',';ﬁ -v(_i"._‘:'};’.::;j;l N i. ,jf: .Ne-,6335'8/z4/1 oﬂ';_ﬁ :

S e B I“EKCAKCI/IM@ / HEXAXIM BAKIII/IHA ,zmﬂf nPOrbmAm KK Jxmpwm nPABw{ e T
B ICAI!IJIIOI{Y (AUEJHOIAPHIIL KOMIOHEHT), TEIATHTY B PEXOMBIHAH I‘HA b
Sl TIONIOMIENITY IHAKTUBOBAHA TA 3AXBOPIOBAHD, COPMMMHEHAX ...
-'-HAEMOI’“HILUS THITY B KOH'TOTOBAHA; A,I(COPBOBAHA PIKA/Hexaxim
xph‘them, Tetaniis, Pertussis: (acelliilar coniponerit), Hepatitis B recombinant; iactivated
Pohomyehhs and Haemophilis Influenza Type B’ conjugated vaceing, adsorbed, hquid T
(ﬂaﬁmeﬂynauﬂx JHKAPCEKOro-3a¢0By srinuo 3 peectpaninm . YOCBINYEHHA) i
cycnmam Jonse ia exeniit. o 0,5 v (1 o3a) B NOHEPERHED SaoBenmx: mrxprxuax 3' -Ma

3"  OXPEMENI rONRART, 6L nmipuiy B crauaap o= er(cndp'mm ynaxconm
) (tpopma nunycxy, ;xosynanmn, mm naxcysanmr Jxmapcx,z«)ro aacoﬁy}

R ; Cepm mxapcx.xoro sacoﬁy No W3B21 6V KmBKlCTb HESCHOTG: mxapcmmo :;acoﬁy 23590
e f-:-'.'-Brxposxmx i Cazzoxbn l’Iac"rep/Sanoﬁ Pasteur, K})panum

(HaﬁMeHynaHHx Bupo6HnKa mxapcsxom 3a006y, xpama noxoux(ekmx)

R f_iﬁi;'ezéﬁ&’é %’xi’a?ﬁf’

REANS (Har‘imeﬂysaaﬂn TA,KOZ38 GJIPHOV mpxmwmox OCOﬁPI 60 npxsumme, mx 1o (' SATHROBI - tpxm-mm SR
s ocoﬁrt rxizmpamun, 1 chﬂe npOKABLHHES,Pa peccrpanifimi nomep oERiKoRT mpmx nrm'rmma e S e it )
o e e nonarxmmdcepm'faﬂomep nacnnp*ra} T et -

Aiporokon BISYRALI01S 'tmm Bl 13 12.2023 N’ I/ 67/1
JlaGoparopivir. et JikapesKoro sdcoby sailfcresmit. BT e S e
-JlaGoparopis 3 KORTpoio-sKkoeTi MERHLINX: lMyHoﬁlonorman npenapa'rm),I(epm*mnoro
{mzmpnemc'ma wlleparnint exCHepTHifH i i{gatp MiHicreporna oxoponn snopos’s Vkpamn»
(03057, M. KB, 8yt Amtoia Lexixa, 14; 03680, w. Kuis, BYIL. M. AMOCOBa;: 9)

, , - (naitMerysauHL T Micueanaxomkenmt SaBopéaropii, 1o nposera. aboparopnwit.ananis xxocn) 9 e
BiiCHOBOK LOKO stkoeTi ftikapeBiors sdco6y, wugianit naGopatopieio s 23.01.2024. Ne95/366.. - g i

3ym>1‘a'm Jra6opa'rop1mro 'mamay sicser nilcapcr.xoro 34CO0Y. 58 epenipennmu TOKASHEKHMA m,qmm mam T h
YCAM METOMiB KONTPOmo axoct] (antiis HYHO: «uopmammmi-Jxokymenmuu) :
3. ey ,uepxcamxoro KOHTPOJIIO BCTAHOEREHO, (G mmpc.bxpm 3a£216 Baéaeﬂo B Yxpamy 3

-‘.IIOTI)HMaRHi{M Bmor wzcoﬁo,uawm:{ mozio 3&66&1‘1@%&% :ncoc'rx mxapwmx sacoﬁm




Ceprudikar BignosigHocri

a

sanofi

MosigomsieHHA PO HaMiIP HPOAET HapTiio IMYHONOFYHOTO NIKAPCHKOro 3acoby, RKUM MaE peccTpaLliiie

nocsigyerHa 8 YKPATHI.

TEKCAKCHM |
BAKLIMHA 1A NPODINAKTUKI AUGTEPIT, NPABLA, KAL/IIOKY
(AUE/MONAPHUN KOMNOHEHT), FENATUATY B

Hasea npogykty: PEKOMBIHAHTHA, NONIOMIEAITY IHAKTUBOBAHA TA
3AXBOPIOBAHb, CNPUMUHEMUX HAEMOPHILUS TURY B,
KOH'IOTOBAHA, ALICOPEOBAHA, PIAKA
cycneHsin aas [W ekuin
FlaKyBaHHs; no 0,5 mn (1 803a) B NONepeaHbO 3anoBHEHUX wnpmu.ax 3 '.2'-!\/.\?
’ OKPeMumid ronkamu, no 1 wnpuuy B CraHAapTHO-eKCHOPTHIN
\ yriakosuy, :
Homep cepli(i), HaHeceHni Ha ynakoBsKy: W3B216V
| lHLUlMM Homep cepll, nos'asamunil 3 AaHo0 W3B21
cepicto; _
Jlara novarky Tepminy npuaarHocri: 20.12.2021
£ara BUpoBHULUTBA KIHLEBOro NPOAYKTY: 06.02.2022
TepmiH npuaarHocti; 30.11.2025
Kin?xich KOHTeHepiB, uio 6yayTt BBe3eH| B 23 590 ynakoBoK
Kpainy-imnoprep:,
Homep PeecrpauiiiHoro MocsiayeHHs UA/13080/01/01

Hazea ta appeca BupoGHUMOT Ainbruui
(bulk, HanoBHeHHs, nepBuUHHe NaKkyBaHHs,
KOMTPOAL AKOCT):

Canodi Nacrep
Napxk IHgacTpiens a'lHRapsinb
27100 Banb-ge-Poll, dpanHuln,

Homep enpobHUMOT NiLeH3IT:

2023_141_1 2 4

Hassa Ta appeca BUpo6HUUOT ginbHUL
(BTOpPUHHE NaKyBaHHA, (HaKyBaHHS Y neHan,
BKAAACHHA IHCTPYKLIT N8 MeanUHOro
3aCTOCYBAHHA Ta HAHECRHHA KOHTPONID
nepuIoro BigKpPUTTA), BUNYCK cepii

Caxodi Nacrep

Napk IHgacrpiens g'IHKapsine
27100 Banw-ge-Poi

bpaHuis

Homep supobHuol ninensit:

2023_141 1 2 4

Onepadji, U0 BUKOHaHI:

He 3acTocosaHo

‘| Aarn onepauii:

He 3acrocosaHo

Hara sunycky gna Yrpainm

08/11/2023

Bssesl naset igor 154

Ha oiuiiiiomy Gnanxy’




sanofi -
3anBa WwWoao ceprudirauii:

Lum nigreepamyio, wo suknazéHa iHOGPMaLH & A0cTORIDHOI Ta TOYRDIG. Us copia rosipy By/is Buictobnena,
BRAKOYAIOYM KOHTPONIL AKOCTI Ha BUWE3agHaueHIii(-Hux) ainAHui(-kax) y noenili signosigHocti no sumor GMP
mICLLEBOro PerysIRTOPHOro oprauy Ta srigHo Ao cneuyidikauiit peecrpauiiiHoro NOCBIAYEHHA 3 PEECTPALIMHOIO J0CkE
kpaiHu-imnoprepa. Mpotokoau BUPOGHULTBA, NakyBaHHA Ta aHanisis cepli Bynn nepersiHyTi Ta BCTaHOBAGHO
signosigHicTs. GMP.

Unm s sacsigvyio, Wo BiAHOBIAHO. [0 peecTpauiitHOro 4ocke TeKCaktnm, ViakosaHWA B CTAHAAPTHY €KCIOPTHY
YNaKoBKy, BIANOBIAAE PEECTPRLIHHOMY A0CHE ANA-TEKCAKCUMY, YNaKOBAHOIO B YKPATHCbKY YNaKoBRy, iLGeHTUMHO Ta
Y BIANOBIAHOCTI NO HANOBHEHOCTI NPOAYKTY | aHANCTIYHO BUMOram roToBOro.NpoAyKTy, A03BOAGHOIO B YKPaiHi

PT1 Ne UA/13080/01/01.

/nidnuc/
Enexmponnud nidnuc: Qxynvemma Mennin
MMpuviuHa: sameepomeHHs
“Hamw:20:11,2023 10:55 GMT+1
Dkyneerta Meanin
[uliette Meéllin]
fara ppyry Ta nignucanHa Ceptudikaty signoslaHocri: 20,11,2023

Nignuc YriosHosameno! ocobu:

IM'51 YnosHosaskeHo! ocobu:

Hasiigitsony snany




SANOF| PASTEUR wg

Ceprudixar Anajizy Ta Bipnosixmocri

Haszga' mpopykry: BAKIWHA JUIA IIPOPDIAKTUKU JUOTEPI,

IIPABLISL, KAILUTIOKY

(AUEMIONSAPHII KOMIIOHEHT), TEINATHTY B, TONIOMIENTY IHAKTUBOBAHA TA.
3AXBOPIOBAHD, CTIPMYMHEHMX HAEMOPHILUS THIIY B KOH'IOTOBAHA, AJICOPBOBAHA

Eran nponecy: KIHUEBA TIAPTIS
Homep napriiz W3B21
06 em/Kinbkicts: 364339 11T,

YMosu 36epirams; +5°CH+-<3°C

JTlaza. Bupobruirsa: 06, morore 2022 .

‘Hoémep marepiany/Kon riosunil; 1009846

‘Crona il/Axruptiors: 1 JO3A: .
Jlikapcska opma: CYCITEHIIS JUTS TH CKITIA
‘Dopma priiycky; 1. go3a x.0,5 M wpuiy

Tepmin npuparsocri: 30 saueronana 2025 p.

. KIHOEBA IAPTISK
Bunpobysannsn Kpurepii siznosignocri Pesyanrar Hara saTeepuaenns
BunpoGypanus na Gaxrepiansiy| MikpoGuuit pict sincyrnilt MIKPOBHUIA 27.02.2022
Ta IPUOKOBY CICPHALHICTS. PICT BIICYTHIV
Memodom membpannoi
dinompayit . ,
Buicr Saxrepiatsiux < 100 MO/nosy <2,5 MO/no3y 11.02.2022
CHIOTOKCHHIR
LAL-mecm o
Onue Binysata, KanramyTaa cycreHsis Binnosigae 23.02.2022
Blzpanvho
06'eM, 1110 BUTATAETHCS He menime HOMIHAIBHOTO 06 eMy Binnosinae 22,02.2022
3a Esponeiicvrorn ‘
“Dapmakoneeio
Bumicr anrominiio Bin 0,50 no 0,70 Mr/nosa 0.59 mr/nosa 09.03.2022
Kommnerconomempuuno
pH Bin 6,8 no 7.5 7.2 21.02.2022
-CRIAHUM eNeKMPOdom
ABTOHTHYHICTD IIpasnesuit aaroxcun: [TIO3UTUBHO Tosntusro 14,03.2022
Memaoom Luminex. Hudrepiitumit anaroxcun: TOZUTUBHO ossrupro
Haemophilus: TTIOSUTUBRHO Ilosurusno
| Kamurokoenit anaroxcus: TIOSUTHBHO Tozurusno
o T GinaMentruit remarmotnnin: [IO3UTHUBHO Tosarusao
S opmi 3™, £ Asruren pipyey venatary B: NO3UTUBHO Hosurupro
* ; % Bipycis noniomienity: [IO3UTUBHO HosuTuBHO
o “ \{\" 5 *
7 NG
2 X ',\-Qm“‘ . yoh ]
N i OB
wﬁ\\\@“ﬁqﬂflﬁ (o]
Bl g‘?&’
ST GO
S 010K

‘Cropisiia: 13 3

3yeima MECTHHEMI INOpMAL; sika MicTimscn B msoMy HoRYMBIT], HeOBX NG HONOHMTHOH K 3 kondineruifinoio snacHico
xomuanii «Canodi [acrep» abo 11 xouipnix kommawii, i ve Moxua ny6xixysati afo po3ronouIyBaTh 3 Oyh-AK00 METOI0
HeynoBHoBaxeHuM. ocobam aGo tperim cTopouam, y oauil popmi Ges.nonepenusof THeHMOBOT srozm «Canodi Hactepy.




SANOF! PASTEUR wg

Ceprudixat Ananizy Ta Bignosigmocri

Hassa mpopykry: BAKLHHA UL IPOOUIAKTHIKYM JHMTEPH, TIPABIYL, KALITIOKY
(ALEIONISIPHAN  KOMITOHEHT), TENATHTY B, IIOJIOMIEIITY IHAKTHBOBAHA TA.
3AXBOPIOBAHb, CITPUUMHEHIX HAEMOPHILUS TUITY B KOH’IOI'OBAHA, AICOPEOBAHA.

Eram npouecy: KIHIIEBA TIAPTLSL
Homep napril: W3B21
06’ em/Kinsxics: 364 339 TIT.

Vmosu s6epiranns: +5°C+/-3°C.

HMara sapobunursa: 06 mororo 2022 p.

SACBINMEHHS BUPOBHUKA.

‘Howiep matepiaiiy/Kox riosuiiit 1009846:

‘Cuna pii/Axtusricts:. 1 JIO3A.

Jlixapcska dopma: CYCITEHBIS JIST THPEKITIH
®opma suarrycxy: 1 gosa x 0,5 Mt wrpuy

Tepumin upunaruoeti: 30 ueronana 2025 p.

Ma Srajaniii riKye nipHUU (AIMRHAGX) Y TORAIN BiANOBIANGCT 3 BuMoramy .GMP (Hanexwuoi ‘sipobryaoi
TPAKTHKK) Ta CienudiKaiaAMy B peecTpaifioMy nocsiquensi Kpainm-iMuopTepa.

Baranb it BHCHOBIE Binriosizae

3aCEiruen0 eneRTPOHEIM TAtECOM*

Haspd 12 appeca BupobRuka:

Bupo6HuiA Ainsamwt ¢

Hapx Ienacrpiens p Tuxapsisy
27100 Banp-ne-Poif

bi's  Wapiiilen [Charlene Deve]
Hara  14:xopras 2022 p. 16:02:05 UTC+2

Yoopiosaxena ocoba

Binpin sicocri ta posnoniny npoayxuii

Cattodi Iaciap

14 Ecnge Aupi Baune
69007 Jlion

Dpanis

Caoi Macrep

‘Cropinka 2 33

‘3 yeima yactumamu indopmanii, sia MICTHLSH B HEGNY ioKyMEHT; HEOBX{ARO TIOBOANTHGA Sk 3 KOR(ILEHTTOI0 BiacHicTHo -
koMnanii «Canodi Iacrepy abo if novipnix komnaniti. T we Moxa ny6nikysaru a6o posronowyRath 3 6Yub-5K0W MO0
HeynosRoBwxeHuM 0c0Gam alo, 1peTiM cToporam, y xoamii gopmi Ge3 nonepenuroi nucsMonol srouw-«Canodi [Tacrepn.
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Ceprudirar Ananizy Ta Bignosigmocri
Haspa, np'().'ll'YKTY:.. BAKIHHA I TIPODUIAKTHKHA JAUDT EPIf, JIPABLIUL, KAUUTIOKY
(AL[EHIOHHPHPH;I .KOMHOHEHT), TEIIATUTY B, ITOHIOMISJIITY IHAKTHUBOBAHA TA:
3AXBOPIOBAHS, CIPUYMFRHUX HAEMOPHILUS TUITY B KOH'IOT'OBAHA, AJICOPEOBAHA

Eramr npoungcy: KIHIIEBA. [TAPTIS

Howmep naprii: W3B21 Homep marepiany/Kon nisuanii: 1009846

06 em/Kinpkicts: 364339 11IT. Cuna pii/Axrusricrs: 1 JJO3A:

VMosn-36epiranms: +5°C+/-3°C Jlikapesxa dopma: CYCIIEHIIS JUTS I ERT{IT
Dopmu punycky: 1 gosa x 0,5 Mt wmpun -

Jara Bupobrunrsa: 06 yorore 2022 p Tepwmin npunatrocri: 30 meromana 2025 p.

v EnteRtpoina ignie SHitie Made opummany ey i pisuordini PYkoTHCHOMY TH ey ocobu 3ripo 5
‘GMP 1221 CFR Yactuna 11,

3 yoimawacrnasiy ingopMmaii, AKEMICTHTHCA'B UbOMY HOKYMEHTI, HEOBXIANO HOBORHTCH i 3 KOHPINCHIHiIi00 nracnicTiy
. xomuianii «Canodi Iacrepy abo if nouipsix xommaniii, 1 ne moxwa IyGnikysaty 260 pOIroNOUYBATH 3 GyNb-SKOK) METOK
- HEYnoBHOBAXCHUM 0coGam abo Tperin croporam, y xonuili hopmi Ges nonepenssol nuesMosot 3ronn «Canodi ITactepy.




JIEP}KABHA CJIY}KEA 3 JIIKAPCBKHX 3ACOEIB TA K(}HTP(}JHO 3A
- HAPKOTUKAMHA Y KHIBCHKIN OBJACTI '

. HpOB Ceitmiumol Hanii, 3, m.Kuiie, 02099, ren/daxc: (()44} 363-06-50,
- E-mail: dls. ko@dis gov us; Kog QQPHO&' 37078?74

_ ' BI/ICH{)BOK _ : :
npo SIKICTEL BBE3EHOTo B Yxcpauzy mlcapcblcoro 3ac96y

' 96;33.520241 s R L e 3561/24;’1{)

FEKCAKCHM® / HEXAXIM BAKHHHA Mﬂ HPOGLIAKTHKHA ,Z{I/I(I)TEPII TPABILS,

- KAUUIIOKY (AIETIOJAPHAN KOMIIOHEHT), TEHATHTY B PEKOMBIHAHTHA,

NOJIOMIEINTY IHAKTHBOBAHA TA 3AXBOPIOBAHE, CPRYMHEHUX
HAEMOPHILUS THITIY B KOH'FOT'OBAHA, ATCOPEOBAHA, PIIKA/Hexaxim
 Diphtheria, Tetanus, Pertussis (acellular, component), hepatitis B recombinant rfDNA}), )
polmmyeiztzs (inactivated) and Haemophilus Influenzae type B conjugate vaccine (adsorbed) _

(HaHMS‘ﬂy’B&HH}E Aikapesrore 3ac00y 3TIHO 3 PeCCTPAUIliHEM Hocsindeniam}
- eyenensia mrs in’ exnii mo 0,5 Ma (1 1034) 8 HOUEPEHBO 3ATIORHEINX Hapuuax 3 2- Ma

_OKpeMEMH TOAKAMME, 110 1 Ipuily B CTARAAPTHO-EKCHOPTHIH yraxopni:
{Popma sHITyCKY, HOSYBAHHA, BHZA HAKYBAHHA JIKAPCLKOTO 3acoby) :

' Ce;}iﬂ AIKAPCHKOTD" 3&606}7 Ne W3BS§2V '_ - Ku;x,mcn. BBEIEHOID micapcmero 3ac06y 65362

Bxpomm e '_'CaHo@I ﬂaCTep!Sanoﬁ Pasteur; @paﬂmﬁ o g
b m e Ppug TR {nafiveryranks pupolinika AlKapesroro 5acoby, Kpalild HOXOMECHI)

- Beéaeno s Yepafity T{]B‘lpﬁcTBO 3 Qﬁmem’eﬂam Blmmlamaﬂmncrm "CAHOQ)I-ABEHT C

_ Hpefﬁ'rcéﬁ BlayAlEHOTO Ruﬁrpgm‘o ein 05.02.2024 Ne 1/05/1. e e _ e

VEKPATHA", izenr. kon: 35648623 ; :
) {aifveryBansn Ta wox 3a EAPTIOV wpnanynoi ocobu a60 npizEpIe, B, o GB.TLKQBI (ﬁnzmrzm _
- acoBin - DiATpUeMiL; Ti MicITe IPOKHBATEDE T4 PeccTpaliiumi HoMep 0fTKOROT KAPTKI HITETHIKA o
e nOfATKIE AG0 CepiA Ta HOMED NacmopTa)

.- JIaGopaTopruii ananis sxocti aiKapckKoro 3ac0Gy 3piHCHeRuH:

- JIabopaTopisi 3 KOHIPOIIEO AKOCTI MEAMITHIX. iMyHOBioNOrwiNX npenaparis Jlepxasroro
- nignpuesersa «Ileparmuii excrrepreiit nentp MinicTepeTBa GXOPOHH 30POR’S VKpaisy .

. (03057, M. Knis, 8yn. Axrona Llenixa, 14; 03680, m. Kuir, syn. M. Amocosa, 9) -

(uaitmenysaiiua Ta MicieImaxoikert fiaGoparopil, o npoenka Fafoparopamii altania sn(ocn’)

- Bucrosox :i‘zb}it)‘ HK('}C’?i inxapcsxoro 3ase6y', BH;{&HHH naﬁapaTopie}e 's'in '()4'03 '2'024 N6 13{58'

3 33 pﬁ?,ynma'fams ﬂep)KaBH{)I‘D Kom’pemo BCTHHOBF{%H{) o mxap‘csé}'ctzm 3ac16 BBEICHO B pramy




Ceprudikar Ananizy Ta Bigmosignocti

Hassa mpoayxty: BAKIHMHA JUIS TTPO®IMAKTHKU JUGTEPI,

o4

SANOFLIATE1 - g

HPABI,

KAULTIOKY

(ALETIONAPHAN KOMIIOHEHT), TEIATUTY B, IOJIOMIENITY IHAKTUBOBAHA TA
JAXBOPIOBAHL, CITPHUMHEHUX HAEMOPHILUS THIIY B KOH IOI'OBAHA, AJICOPEOBAHA

Eran npouecy: KIHIEBA ITAPTLA

Homep napii: W3B31
06 'em/KinskicTe: 331 213 1IIT.
‘¥YmoBH 30epiranua: +5°C+/-3°C

Hara supoBuuyrsa: 12 mororo 2022 p.

Hownep Matepiany/Koa fiosmitii: 1009846
Cuna mii/ AxtuBHicTh: 1 JO3A
Jlikapceka gopma: CYCIIEH3IA TSI THCKI{I
‘Popma BHNYCKY: 1 go3za x 0,5 Mmoo wnpan

TepMin mpumarsocTi: 31 rpyaus 2025 p.

. KIBIEBA ITAPTIA
BunpofyBasus Kpurepii rianorigaocri Pesyantar JaTa saTeepaKenns

Bunpobysanns Ha Gakrepiankiy| MikpoOHuit pict BigcyTHii MIKPOBHHIA 07.03.2022
Ta TPHOKOBY CTEPHIBHICTE PICT BIACYTHIN
Memooos mendpannot
diavmpayli )
Buicr GaxTepianbHux < 100 MO/nozy <2,5 MO/nosy 17.02.2022
CHAOTOKCHILB
LAL-meem
Ousc Bimyeara, KazaMyTHa CyCrIensis Binmozinae 17.03.2022
Bisvanono
O6’eM, U0 BUTAra€THCH He menmce HoMiHanbHOrO 00 €My Biznosigae 18.03.2022
3a Esponencoko
Papaaronecio
BuicT anmrominito Bix 0,50 go 0,70 Mr/noza 0.58 mr/acca 21.03.2022
Kosnaexcoromempuing
pH Bin 6,8 no 7,5 7.2 18.03.2022
Criastiun enexmpodon
ABTECHTHYHICTE Mpasiepuii anatokcun: [TIOSUTHUBHO [Mozuruen0 31.03.2022
Memooday Luminex Aundrepifinuit anaroxenn: HO3UTHUBHO ITozuTHBHO

Haemophilus: TIO3UTUBHO [To3HTHBHO

Kantmoxopuit apatokeun: [HO3HTHUBHO [ozuTnBHO

DinamenTHuil remarmoranig: HOIUTUBHO [TozHTHRHO

Amnruren sipycy rematuty B: IOSHTHBHO [ozuTuBHO

Bipycie nomioMienity: IOZUTUBHO Hoaurusno

3 yciva wacTanamy iHGopumauil, aKa MicTnTbed B QhoMY JOKYMEHTI, HeoOXiAHO MOBCAMTHCA AK 3 KOTHPiACHUIAHOW BnacHICTO
kommanil «Canodi Iacrep» abo 1i mouipuix komnagiit. I1 ne moxua nyGnixysatn abo po3ronoUIysaTy 3 6yab-1K0I0 METOIO
HeYIIOBHOBLKEHUM ocobam abo TpeTiM cToponan, y xoiuill gopMi Ges nonepesubei mucbMoBol sroau «Canogi IMactep».

Cropiaka [ 23

Pﬂ-cﬁw/\/{;?é‘? ggﬂ/w@jﬂw ﬁ/y




SANOFI FASTELT 17

Ceprugikar Anayizy Ta Bixnmosignocri
Hasea mpoxykry: BAKIIMHA AN TIPOGUIAKTUKNA JUGTEPI, [PABLA, KALUTIOKY
(AUTEJTIOJSIPHAM KOMITIOHEHT), TEINATUTY B, HOJIOMIEJITY I[HAKTUBOBAHA TA
3AXBOPIOBAHb, CIIPUUMHEHUX HAEMOPHILUS TUITY B KOH FOTOBAHA, AJICOPBOBAHA

Eran npouccy: KIHIEBA IIAPTIS

Howmep naptii: W3B31 Hontep MaTepiany/Kon mozuifii: 1009846
06’em/Kinpkicts: 331 213 IIIT. Cuna nii/Axtegicts: 1 JJO3A.
YMosH 36epiranus: +5°C+/-3°C Jixapesxa dopma: CYCIIEH3I IS IH’GKHIﬁ
Dopma Brmycky: 1 gos3a x 0,5 Mn mwpun
Jata BupoGHUITRA: 12 NK0TOro 2022 p. Tepmin npugaraocti: 31 Tpyans 2028 p.
3ACBIAYEHHSI BUPOBHUKA

[um 9 33cBigayI0, O Hasemena Bunie indopmanis ¢ Aiitciow i Tounoo. Lr cépis npoaykii Gyia srpobnéira
Ha 3raganill HIKde TUBHU (MITEHMIEK) Y TOBHIH BianoBixnocr 3 sumoramu GMP (Hanexnol rpobmrgoi

fpakTHEN) Ta coerpdiKaliiMe B peecTpalifiHoMy ToCBLAMEHHI KpaTHH-IMIIOpTEDA.

3araapluil BHCHOBOK: Biamoniyac

3aceijueno erekTpOHHMM TAIHcOM™ | I’z Cenpik Korrapa [Cedric Cottard]
Hata 07 xoeTEs 2022 p. 11:21:17 UTC+2
YnoBHOEAKEHA ocoba

Biggin saxocri Ta potnofiny npoxyknii

Haisa Ta ajpeca. RupOGHHKa: Canooi TTacTtep
14 Ecnac Aupi Banne
69007 Jlion
(Dpannis

BHpOOHHYA AUNBHHIE Canodi ITactep

Ilapk Inpactpicns 1’ lhkapsins
27100 Banp-ne-Poit

Cropinkd 2§73

3 ycima yacTuHamu iHdopManil, AKa MiCTHTEC B 1EOMY HOKYMEHTI, HeoOXiRH0 NOBOAMTHEN SK 3 KOH(DIAEHUIEO0 BIACHICTEO
xomianii «Canodi TTacrepy» afo 1 ouipHix koMnanii. [i He MoxxHa TyOnikyeaTd aGo po3ronomyeaTH 3 6YAb-AKOI METOIG
HeYMOBHOBLXEHHM ocobam abo TpeTiM cTopoHan, ¥ koHiH dopmi 63 nonepenusol micemosol srogu-«Canodi ITactepy.
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Ceprudikar Anauaizy ta Bignorignocri

‘Hassa npoaykry: BAKIIMHA IS TIPO®IIAKTHKH JHOTEPIH, [IPABIH, KAITIOKY
(AUETIOJNAPHINA KOMIOHEHT), T'EIHATHTY B, T[OJIOMIENITY THAKTHUBOBAHA TA
3AXBOPIOBAHL, CHPUUMHEHIX HAEMOPHILUS TUITY B KOH IOI'OBAHA, AJJCOPEOBAHA

Etan nponecy: KIHLEBA ITAPTIA

‘Homep naprii: W3B31 Homep matepiany/Komx nosuiil: 1009846

06 em/KimekicTs: 331 213 TIT.. Cuaa pitf Axtusricts: 1 JJO3A

VMoBH 36epiranss: +5°C+/-3°C Jlikapeska dopma: CYCIIEH3LS JUS TH E€KI{I
Dopma Bunycky: 1 goza x 0,5 mn mnpuy

Hara supobuuirsa; 12 motoero 2022 p. Tepmin mpunaraocri: 31 rpymas 2025 p.

* : EnexTpOHHMI1 NIANHC BHILE Mac KOPHIHYIHY CHILY 1€ PIBHOIHHUM PYKOIIHCHOMY NIAMHCY 0COOU 3TiHO 3
GMP Ta 21 CFR Yacruma 11.

Cropinka 333

3 ycima 4acTHHAMHU IHPOPMaLLil, AKa MICTHTECA B LbOMY JOKYMEHTI, HeoBXiAHO MOBOAUTHCA AK 3 KeBQIACHULHIO BacHICTIO
kommadil «Canodi Macrepy abo Ti mouipuix koMmagii. Ii ve Mosxna nyOuikysaTy afo po3ronomyBatH 3 0yAk-1K010 METOIO
HEYTIOBHOBaKeHNM ocobam abo TpeTiM croponam, y xoaHiH dopui Ge3 nonepeansol muchMoroi 3roaun «Canodi actep»:




sanofi

Ceprtudikar BignosigHocrTi

NosidoMASHHA (PO Hamip APCAATM NapTild iMyHoMoriYHOro JIKapcbKoro 3acoby, AKe Mae peecTpalivHe
noceiaseHHA B YKPATHI.

Ha3zsa npoayKTy:

FEKCAKCHMM
BAKUMHA ANA TIPODINAKTUKM AUDTEPIT, MPABLIA, KALLAIOKY
(ALEIONAPHUIA KOMMOHEHT), TENATUTY B
PEKOMBIHAHTHA, NIO/IIOMIENITY IHAKTUBOBAHA TA
3AXBOPKOBAHb, CNPUYUHEHWX HAEMOPHILUS TUNY B,
KOH'IOFOBAHA, AZLICOPEOBAHA, PIZKA

CycneHsis gns iH exuin
no 0,5 mn (1 gosa) B nonepeaHbO 3aMNOBHEHKUX WNPMLAX 3 2-Ma

MakyBaHHA: .
OKpeMMmMU ronkamu, no 1 wnpuuy 8 cTaHAAPTHO-EKCNOPTHINA
YNaKOBL

Homep cepii{i), HaHeceHW Ha ynakoBKy: W3B312V

[HWWA Homep cepii, NoB'A3aHWM 3 AaHOD

cepiew; i ; W3B31

Harta noYaTry TEPMIHY NpUAATHOCTI: 05.01.2022

fAara BUpoBHULTBA KIHLEBOTO NPOAYKTY: 12.02.2022

TepmiH npuaaTHoCTH: 31.12.2025

KinekicTb KoHTelMHepiB, Wo ByayTh 8Be3eHi B
KpalHy-imnoprep:

65 632 ynakoBoK

Homep peectpauiiHoro nocsiguerHs

UA/13080/01/01

Hasea Ta agpeca sBUpobHUYOT AinbHMUUI
(bulk, HaNOBHEHHSA, NEPBUHHE NAKYBAHHA,
KOHTPRONb AKOCTI):

CaHodi Nactep

MNapk IHpacTpienas a’'lHKapeinb
27100 Banb-ne-Poik

®pakuia

&

CaHodi NacTep

1541 aBeHio Mapcens Mep'e,
69280 Mapci n’'ETyans
$paHuina

Homep BMpoBHUYOT niueH3ii:

2023 141 _1 2 4 & 2021 03312
2023_141_1 2_4 {gna supobHu40T AinbHKLi ¥ Banb-ge-Poi)
2021_033_1_2 {ana enpobHu4ol ginsHuui y Mapci n'ETyans)

Hazga Ta agpeca BUPOBHMYOT OiABHML
{BTOpUHHE NaKyBaHHA, {NakyBaHHA ¥ NeHan,
BRAAAEHHA IHCTPYKLIT AN MEAUYHOTC
33CTOCYBaHHA Ta HAHECEHHA KOHTROAIO
nepwore BigKpuTTA), BUNYCK.cepii

CaHodi Nactep

Napk Inpactpiens A’lHKapsinG
27100 Banb-ge-Poit

dpaHuin

Homep spobAK4ol niLeHsii:

2023_141 1 2 4

Jopatkosa BUpoGHWUYA AINbHALA 3
NaKyBaHHA (33 HaABHOCTI)

N/A (He 3acTocosyBsanoch)

Hasea Ta aszipeca BUpPobHUYOT AinbHUU

N/A (He 3actocosyBanoch)

Homep BupabHuuoi aiueHasil:

N/A (He 3acTtocosyBanocs)

Onepauii, WO BUKOHaHI;

N/A (He 3acTtocosysanocs)

Hatu onepauii:

N/A (He 3acTocosysanoct)

Ha odriuiitromy drangy supobunka
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Data eunycry ons Yepainm 07/11/2023

3ansa wopo cepTudikayii:

Lum nigreepmkyio, Wo BYKNaZeHa iHGOpmaLin € 40¢ToBIpHOK Ta TouHot. LA cepia Tosapy byna suroTosAeHa,
BK/IIOYAIOYM KOHTpPOJIb AKOCTI Ha BMLUE3asHadeHin(-ux) AinbHUUi{-uAxX) v nosHili BignosiaHocTi Ao Bumor GMP
MICLLeBOro PeryAaTOPHOro oprady Ta arifHo Ao cneyudikaliil PeecTpauiiiHoro MoceigyeHHn 3 peecTpauiiiHoro Aocbe
KpaiHu-imnopTtepa. FlpotoKonu BUpo6HMUTBA, NaKyBaHHA Ta aHai3ie AaHHOT cepii By NeperAAHyTi Ta BCTAHOBAEHO
BignosiaHicte GMP.

Lltm A 3acBiauylo, WO BIAMNOBIAHO AC PEECTPALIMHOTO AOCHE ['EKCAKCUM, YNIKOBARWH B CTAHAAPTHY EKCAOPTHY

'YNaKOBKy, BiANOBiAa€ peecTpauiiHomy f0CHE ANA TeKCAKCMMY, YNAKOBAHOTO B yKPATHCLKY YNAKOBKY, iAEHTUUHG Ta
Y BIANOBIAHOCTI Mo HANMOBHEHOCTI NPOAYKTY i dHANOMYHO BUMOTamM roTOBOrO NPOAYKTY, 403BOAGHOTO B YKpaiHi

PIT Ne UA/13080/01/01.

Jridnuc/

Enexkmpornuil nidnuc: Jxcynsemm Mennid
Mpuguna: 3ameepdxceHHs

Aama: 09.01.2024 17:43 GMT+1

Nipnuc YnosHogamKeHo! ocobu:

Im’'a YnoBHOBaMeHOi ocobu: ﬂ}KYﬂbETI’ Me:an
: fuliette Mellin]
Hata ppyKy Ta nignucaHHa CeptudikaTy sianosiaHocti: 1 09/01/24

Ha odimitaomy diranky sipoOHuica’




il

JEPIKABHA CJIYJKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBHKIN OBJIACTI

mpoB. Ceitmuunoi Hanit, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NPO BiANOBIIHICTH MEAUYHOT0 iMyHO00I0/IOTIYHOr0 MpenapaTy BAMOram
AEPKABHHUX i MIZKHAPOJAHUX CTAHAAPTIB
31.01.2025 Ne 38086/25/10

T'EKCAKCHM® / HEXAXIM BAKITUHA JJIS TIPOGLIAKTHAKA TUPTEPII, ITIPABIIA,
KAIILTIOKY (AIEJIIOJIIPHUM KOMIIOHEHT), TEIIATHTY B PEKOMBIHAHTHA,
IMOJIOMICJIITY IHAKTUBOBAHA TA 3AXBOPIOBAHb, CIPUYNHEHUX
HAEMOPHILUS TUITY B KOH'IOI'OBAHA, AICOPBOBAHA, PI/IKA/HEXAXIM
Diphtheria, Tetanus, Pertussis (acellular, component), Hepatitis B (rDNA), Poliomyelitis
(inactivated) and Haemophilus influenzae type b conjugate vaccine (adsorbed)

(maiimenyBarss MIBII 3rinHo 3 peecTpaliiHUM IOCBiTYCHHSM)
cycnensis g in’exkuiii; mo 0,5 mu1 (1 703a) B monepegHb0 3alI0BHEHUX LINPHIAX 3 2-Ma
OKpeMHMHM I'0JIKAMH, 10 1 NnpHuny B CTAHAAPTHO-eKCNOPTHiH yNakoBIi

(dopma Bumycky, no3yBaHHs, BuA naxyBaHas MIBIT)
Howmep peectpamniiinoro nocsizaeans UA/13080/01/01 crpox nii peectpaniiiroro moceimuenns 01.01.2099
Cepis MIBIT Ne X3C821V Kinskicts BBe3enoro MIBIT S0000

Bupo6ruxk Canooi ITactep/SANOFI PASTEUR, ®panuist/ France

(natiMenyBanHsi BupoOruKa MIBII, kxpaiHa 10X0KEHH:)

Baeseno B Yxkpainy TosapycTBo 3 o0meskenoro BixnosinanpuicTio "CAHO®PI-ABEHTIC
YKPAIHA", inenr. xog: 35648623

(naiiMenyBanHA Ta koA 32 €/IPTIOY opuauaHOi ocobu abo npi3Buime, iM'sa, o 6aThKoBi (izuaHOT
ocobu - mignpueMus, il Miciie IPOXXUBaHHA Ta peeCTpaliiiHii HOMep 06IIKOBOI KapTKHU IIaTHHKA
mofaTkiB abo cepis Ta HoMep macmopra*)

Iporoxoa Bisyansnoro xontpomo Bix 02.08.2024 Ne 1/22/1.

JlaGopaTopHuii aHani3 sskocTi MIBII 3aificHeHHIA:

JIaGoparopis papmanesruunoro anamizy JI1 "JlepxapHuii ekcriepTHHi HeHTp MiHicTepcTBa
oxopon# 310poB's Ykpainu" (03057, m. Kuis, Byn. Autona Ilexika, 14; 03680, M. Kuis, By:1.
Muxkomu AMocoga, 9)

(HaliMeHyBaHHS Ta MiCIle3HaX0MKeHHA J1aGopaTopii, o mpoBesia 1aGopaTOPHHMIA aHalI3 SIKOCT)

BucHOBOK Moo AKkocTi MIBII, Buaanuit nabopatopiero Bix 23.09.2024 Ne 24/1041

PesynbTatu 1a6opaTopHOTO aHami3y skocti MIBII 3a nepesipeHuMy NokasHuKaMu BIITIOBIIAKOTH BrMOraM MeTOIB
KOHTPOJIIO SIKOCTI (aHATHYHO-HOPMATHBHOI JOKYMEHTAIIIT).

, e )
Ky WEHTIB N
JIOKYMEHT




3a pe3ynbpTaTaMi JAEp>KaBHOTO KOHTpomo BcTaHoBieHO, o MIBII BIAIIOBIJAAKOTD BuMoram
3aK0HOJABCTBA MoAo 3a0e3neyenns axocti MIBIT.

Omera EPBLOMEHKO

orfkonrpomo) ‘ " (oipymac) (ininiam T2 npisemme)

* Jls ismasmx ocif, ki yepe3 CBOI peniriiini nepeKoHaHHS BiIMOBMIIHMCS BiJ IPHUHHATTS peeCTpaliifHoro HoMepa o0iKOBOI KapTKA
IUIATHHKATIONATKIB, TOBiXOMIIH PO 1€ BiIIOBITHAH OpraH JOXOXIB i 360piB Ta MalOTh BiAMITKY B TaCIIOPTi.
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TOKY MEHTIB




BDP-BIZ-000243 v.1.0
Anpeca ceptudikara: CepTudikaT BiqIoBiTHOCTI

sanofi

Ceptudikar BinnosimHocTi

[ToBinomueHHs PO HaMip MPOAATH CEPiI0 IMYHOIOTIYHOTO JiKapChKOTo 3ac00y, AKe Mae peecTpaniliHe OCBIqYeHHS

B YKPAIHL.

Hassa npoayxkry:

TEKCAKCHUM®

BAKITUHA JIJI TPO®UIAKTUKU JUGTEPII, ITPABLIS,
KAIIUTIOKY (ALIEJTIOJISIPHUM KOMITOHEHT), TETTATUTY B
PEKOMBIHAHTHA, ITIOJIIOMICJITY (IHAKTUBOBAHA) TA
3AXBOPIOBAHbD, CIIPHMUHEHUX HAEMOPHILUS THILY B,
KOH'IOTOBAHA, (AJICOPBOBAHA)

ITakyBaHHS:

CyCTIEH3is IS 1H €Ki

mo 0,5 mu (1 go3a) B momepesHHO 3aNOBHEHWX INOPUIAX 3 2-Ma
OKPEMHMM T'OJIKAMH, 110 1 MIMPUITYy B CTAHAAPTHO-SKCIOPTHIH YIAKOBIIi,

Howmep cepii(it), HaHeceHHH Ha YIAaKOBKY:

X3C821V

(bulk, HammoBHEHH, IEPBUHHEE NTaKYBaHHA,
KOHTPOJb SIKOCTi):

Inmmii Homep cepii, moB's3aHmi 3 HaHOW cepiero: | X3C82

Jlata o9aTky TepMiHy IPHIATHOCTI: 24.01.2023

Jata BuUpoOHUITBA KIHIICBOTO IIPOIYKTY: 16.04.2023
TepMiH NpHAATHOCTI: 31.12.2026
KiJ'I‘I‘,KiC’.I‘L KOHTeHHepiB, 10 OyIyTh BBE3¢HI B 50 000 yaxoBoK
KpaiHy-iMIopTep:

Haspa Ta agpeca BUpOOHHIOI AUTEHHUII Canodi ITactep

ITapxk Iumactpiens o’ lakapeias
27100 Bans-ne-Poii, OpaHiris.

Homep BHpoOHUYOI JTilteH3i1:

2023 141 1 2 4

Hassa Ta agpeca BUpOOHHHOI ALTHHAII
(BTOpHMHHE NaKyBaHHJA, (HaKyBaHHS y II€HAI,
BKJIQJIeHHS IHCTPYKUIT U MEJHIHOTO
3aCTOCYBaHHSA T2 HAHECEHHS KOHTPOIIO EPILIOTo
BITKPUTTS), BUITYCK cepii

Canodi ITacrep
ITapk Ingactpiens n’ [akapsine
27100 Banb-ne-Poii, ©panis.

Homep BHpOOGHUYOI JTilIeH3i1:

2023 141 1 2 4

Jlata Bunycky Ta ceprudikanii s Yipainu:

24.05.2024

Omnepanii, 0 BUKOHAHI:

He 3acTocoBano

Jatu onepartiii:

He 3acTocoBano

3asBa moao ceprudikairii:

MM migTBEpAXKYIO, 10 BHKIaAcHA iH(OpMAIld € AOCTOBIpHOKW Ta TouHOoW. 19 cepis ToBapy Oyna BUTOTOBICHA,
BKITIOYAIOYH KOHTPOJL SKOCTI HA BUINE3a3HAUCHUX JUISHKAX y MOBHii BiamosigHOocTi g0 BuMor GMP micieeoro
peryisTopHoro opraty Ta ao Peecrpauiiinoro [IocBiqueHHA 3 peecTpaniiiHoro gocke kpainu-immoprepa. [Iporoxonu
BHPOOHHIITBA, TTAKYBAHHS Ta aHAJ3IB OyIM HEepETNsIHyTI Ta BCTAHOBJIEHO BiAnoBiaHicts GMP.

[uM s 3acBimuyro, MO BIAMOBIIHO A0 PEECTPAIiiHOTO AOChE |'€KCAKCUM YIAKOBAHWH B CTAaHAAPTHY CKCIOPTHY
yIaKOBKY BIJIIOBia€ peecTpaliiiHOMy H0che Ut 'ekcakcuMy, YIIakOBaHOTO B YKPaiHCBKY YIIAaKOBKY, iIEHTUYHY Ta
y BiATIOBiTHOCTI 0 HAMOBHEHEHOCT] MPOIYKTY i aHATOTIYHO BUMOT'aM T'OTOBOTO MPOAYKTY, ZO3BOJICHOTO B YKpaiHi

Ne UA/13080/01/01.

ITianuc YnosHOBaxkeHOT 0co0H:

/mionuc/
Enexmpounnuii nionuc: [Jocynwemma Mennin

Ipuuuna:zameepooicenns
Hama:19.06.2024 13:53 GMT+2

Im’st YioBHOBaXkeHOT 0COOH:

Joxynberta Memnin ~WCHOI

[Juliette Mellin] P

2
~ /)r‘

Hara npyky Ta mignucanas CepTudikaTy BiAIOBiAHOCTI:

19.06.2024

s e |
CLE LS

Ha odiuiiHomy 6naHky BupobHuka
Ie Bxnagenns SOP: BDP-MUT-000085, BDP-SZME-00034
JIpykoBaHHit JOKyMEHT, IepEBIpTe PaBIWIBHICTE 0 BUKOPHCTAHHA
3arBepmxeHo nokymenT B GEODE

//9/1 ( m{'k\\ EHTIB /\3\\
~f 7 =




SANOFI PASTEUR wp

Ceprudikar Anaaizy Ta BignoBignocti

Hassa mpomykry: BAKIIMHA JUISI ITPO®UIAKTUKH JUGTEPI,

IIPABI[S, KAIIUTIOKY

(ALIEJIOJIIPHUIA KOMIIOHEHT), TEIATUTY B, IIOJIOMIEJITY IHAKTHBOBAHA TA
3AXBOPIOBAHB, CTIPUMMHEHNX HAEMOPHILUS TUITY B KOH’TOTTOBAHA, AIICOPEOBAHA

Etan mpornecy: KIHLIEBA ITAPTIA

Howmep maprii: X3C82

06’ em/KinekicTs: 387 707 IIT.
YwmoBu 36epiranns: +5°C+/-3°C

[Hara BupoOHumTBa: 16.04.2023 p.

Howmep marepiany/Koxn mosuwii: 1009846

Cuna gii/AxtuBaicts: 1 JO3A
Jlixapcrka opma: CYCITEH3IA JUIS TH?EKIIIM

®opma Bumycky: 1 go3a x 0,5 M mopun

Tepmin npunataocTi: 31.12.2026 p.

KIHIIEBA ITAPTIA
BunpoGypanusa Kpurepii BigmosiznHocTi PesyabTar JlaTa 3aTBepAKeHHsA

BunpoGyBaunns Ha Gakrepianshy| MikpoGHuit picT BincyTHIN MIKPOBHUIA . 06.05.2023
Ta rpuOKOBY CTEPHIBHICT PICT BLICYTHIA
Memodom membpantoi
dinempayii
BwmicT 6akTepiabHEX <100 MO/no3y <2,5 MO/no3y 27.04.2023
€HIOTOKCHHIB
LAL-mecm
Omnuc BimyBara, xanamyTHa CyCHeH3is Bigmosinae 25.05.2023
Bizyanvro
06’eM, 110 BATATAETHCS He MeHIIe HOMiHAIBHOTO 06’ eMy Binnosinae 05.06.2023
3a Esponeiicvkoro
Dapmaxoneeio
Buict anominio Bix 0,50 xo 0,70 mr/no3a 0.59 mr/nosa 12.06.2023
Komnaexconomempuuno
pH Bin 6,8 mo 7,5 72 01.06.2023
CrAAHUM eneKmpooom
ABTEeHTHUHICTE IIpasuewii anarokcud: IIOSUTHUBHO IlozutuBHO 28.06.2023
Memooom Luminex Judrepiiiunit anaroxcun: [IOSUTHUBHO ITo3utnuBHO

Haemophilus: IOSUTUBHO Ilo3uTHBHO

Kanumoxopuii anatokcus: IIOSUTUBHO ITosutuBHO

QinaMenTHui remMarmotadil: [IOSUTUBHO ITo3uTnBHO

Amnrnren Bipycy renarury B: [IOSUTHBHO TosutuBHO

Bipycis nomiomieniry: IIOSUTUBHO ITosutuBHO

Y v EHTIB S
TOKY MEHT :

e O
ARa MR
3 yciMa wacTHHaM¥ iHGOpMAIii, 1ka MICTHTHECS B IILOMY JOKYMEHTi, HE0OXiTHO IOBOAUTHCA SIK 3 KOH(INCHIHHIT]

nad

1070 BIIACHICTIO

xommanii «Canodi ITactep» abo ii gouipHix koMmanii. 1 He MoxHa my6riKyBaTH 260 PO3TONOMIYBATH 3 6Yb-IKOIO METOIO
HEYTIOBHOBKEHUM 0cobaM abo TpeTiM cTopoHaM, y xkoaHii ¢opmi 6e3 nonepenanoi mucemoBoi sroau «Canodi [Mactepy.




SANOFI PASTEUR wp

Ceprudikar Anaaizy Ta BixnoBignocri

Hassa mnpoaykry: BAKIIMHA JUIS IIPOOUIAKTUKM JU®TEPI, TIPABII, KAIIUIIOKY
(AIIEJHOJISIPHUIT KOMIIOHEHT), TEIATUTY B, IIOJIOMICJITY IHAKTUBOBAHA TA
3AXBOPIOBAHbD, CIIPMYMHEHIX HAEMOPHILUS TUITY B KOH’IOTOBAHA, AJICOPEOBAHA

Etan mponecy: KIHLIEBA ITAPTIA

Howmep maprii: X3C82 Howmep marepiany/Kozn moswuwii: 1009846
06’em/Kinpkicte: 387 707 IIIT. Cuna mii/AxtueHicTh: 1 JJO3A
Ymoeu 36epiranns: +5°C+/-3°C Jlixapcrka opma: CYCITEH3IA JUIS TH’EKIIIM
®opma BumycKy: 1 go3a x 0,5 M mopun
[Hara BupoOHuiTBa: 16.04.2023 p. Tepmin npupatHoCcTi: 31.12.2026 p.
3ACBIJUEHHS BUPOBHUKA

Ium 51 3acBiguyro, MO HaBeneHa BHUINE iHpOpMAIls € AiicHO i TouHOoK. L cepis mponykuii Oyna BupobieHa
Ha 3rajiaHiif HIKYe AUTHHHULI(IUTBHMILIX) V HOBHIiH BiamoBizHocTi 3 BuMoramMu GMP (HanexwHol BupoGHMIO1

MPaKTHKH) Ta crenu(ikalisMH B peecTpalifHOMY ITOCBiAYEHHI KpaiHU-iMIIOpTepa.

3arajgbpHuii BHCHOBOK: Bigmosigae

3acBiTUCHO ENEKTPOHHUM MigmucoM™ : Im’ss  Cebacr’ssH KAKAH [Sebastien CACAN]
Hara 19.11.2023 p. 09:45:02 UTC+1

YnosHoBa:keHa 0coba
Binain sxocti Ta po3noainy mpoxyknii

Ha3Ba Ta agpeca BupoOHUKa: Canodi ITactep
14 Ecnac Anpi Bamne
69007 Jlion
Opanuis

Bupo6Hu4a JUTEHATA : Canogi ITactep

[Napx Iagactpiens [HkapBiib
27100 Banb-ne-Poit

2 %
IQI/IHOK) BJIACHICS

sen . - 3 . o e . ~ v /,
kommaHii «Canogi ITactep» a6o ii nowipHix KoMmaniii. Ii He MoxHa my6niKyBaTi aGo pO3TOIOMIyBa Wb HKOKD @aj@
HEYTIOBHOBAXEHUM 0c0o6am abo TpeTiM CTOpOHaM, Y JkoAHiH popmi Oe3 monepeaHroi MCEMOBOT 3roau WEraHi 17 ACTSDY



SANOFI PASTEUR +p

Ceprudikar Anaaizy Ta BixnoBiaHocri

Hassa mnpoaykry: BAKIIMHA JUIS IIPOOUIAKTUKM JU®TEPI, IIPABII, KAIIUIIOKY
(ALIEJIOJISIPHUIT KOMIIOHEHT), TEIATUTY B, IIOJIOMICJITY IHAKTUBOBAHA TA
3AXBOPIOBAHbD, CIIPMUMHEHIX HAEMOPHILUS TUITY B KOH’IOTOBAHA, AJICOPEOBAHA

Etan mponecy: KIHLIEBA ITAPTIA

Howmep maprii: X3C82 Homep marepiany/Koxn mosuwii: 1009846
06’em/Kinpkicte: 387 707 IIIT. Cuna mii/AxtueHicTh: 1 JJO3A
Ymoeu 36epiranns: +5°C+/-3°C Jlixapcrka opma: CYCITEH3IA JUIS TH’EKIIII

®opma BumycKy: 1 go3a x 0,5 M mopun
Jara BupoOHuiTBa: 16.04.2023 p. Tepwmin npupatHocTi: 31.12.2026 p.

* . ENeKTpOHHUH MiNKC BUILE Ma€ IOPAANYHY CHITY 1 PIBHOIIHHHMN PYKOIIHMCHOMY IIANHUCY OCOOH 3TiHO 3
GMP ta 21 CFR Yactuna 11.
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3 ycima gacTuHaMH iHbOpMaITii, ska MiCTHTBCA B IIbOMY JOKYMEHTi, HeOOXi[HO TIOBOIUTH
rxommanii «Canodi ITactep» abo ii qouipHix Kommanii. Ii He MoxHa my6mikyBaTi aGo po3 T :%Gy&x‘m METOI0
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