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SANOQFI PASTEUR g

Ceprudikar ananizy Ta signosiguocri

Hasea nponyxry: Meninrokokosa (rpynu A, C, Y ta W135) [oNicaxapHjiHa BaKI[MHE KOH IOroBaHa
THQTEPIHHUM aHATOKCHHOM, OFHOMO30BKH (IakoH

Cragin npouecy: YakoBaHmii MpogyKT Koz marepiany/Kog topapy: 3010024F
IlapTis momep: US017A

06’em/Kinpkicts: 352,770 dpaaxoHis

YmoBH 36epiranns: Big +1°C mo +5°C

Jara supobuunrsea; 12.05.2023 ‘Tepmin upupargocti: 19.06.2025
Jara
Tecr(n) Kpurepii npuiinatHocTi Pesyabrar | nposerennsd
N ] aHAJTI3Y
AHoMmannHa 94-046 | 1, Bci TRapHHK 3QIMIMAIOTECS KUBHMH Binnosinae
TOKCHUHICTE TOPOTArOM IIEPIOIY CIIOCTEPEKECHHES _ BHUMOTAM
2. XKoanux Hecuenudiunux a6o | _
HECTIOMIBAHHX peakuiil He 25.07.2023
CILOCTEPIracThe, | |
3. Maca TBapWH He 3MEHMYETHCS Bij
| ) IIOYAaTKOBO1 | o
06 €M, IO Q92-248 | He menume 0,5 ma/dnaxon 0,5 m/briaxon 92.06.2023
BHTATAETHCA N e _
Crepmibaicts  Q91902A | Picr Bincyruiii Pict BincyTHii

Pict mizcyTriit
Pict BigcyTrizt. | 06.07.2023
PicT BiacyTHii

Pict BicyrHid

bakrepianmeni  Q91-027 | He 6iypire 57 MO/Ma <0,06 MO/Mmn

CHAOTOKCHHH 22.06.2023
(JIAJI-Tect) e o

TectyBanns Q98-035 | Kpurnani nedexru: 0 Bianosinae

CTaHZapTie A Kpynui nedektd nonycernMuii piscHs BHMOIaM

akocTi 0,40% 07.09:2023
Hesnauni nedexry, nonycrumuit pineHs -

. dsxoem 1,5%

Tecrysanus Q91-018 | I'omorennicrr: 6pak BUpobanTEa: 0
CTaHJaprin B MOXAHBICTE BBEIEHHS 34 OMOMOTOIO 0 04.07.2023
mnpHua: §pak sBupoSEunTEa: 0 |

ol

B indopuattis abo ii wacTika, 1o MiCTHTESH B AAROMY HOKyMeHT, POSTIRIACTSON 2K KomticHIIRHa frrrere eryaioHa PRmTigrl
afo 11 aginilioramix koMiauii. Indoprauic ve Moxe GyTn onybnikonaua a6o OBPHAIOTHEHS B Oyap-sKhx Nimx HeynosFbtumit?

Byns-zKiid Gopmi Ge3 HONEPEUHEONC ANCLMOBOTO TtopinoMAeHHA KoMnanit «Carodi 11z i x‘*

fa’f@l«( 1/4405: o 1601 z‘t/% o e T
| \




SANOFI PASTEUR g

Ceprudikar ananizy ra Bignosignocri

Haspa npoxyxry: Meuninrokokosa (rpyiu A, C, Y Ta ‘W135} momicaxapuHa BakLyHa KOH IOTOBaHA
AudTepIHIM aHATOKCHHOM, 0IHOAO30RUI (IaKOH

Craniz npoutecy: Ynakosanuit mpoayxr Kox marepiany/Kon tosapy: 3010024F
IlapTis Homep: USG17A )
06’ ew/Kineskicts: 352,770 ¢rakoHiB

Ymory 36epirangs; Big +1°C go +5°C

Hara upobaumrsa: 12.05.2023 Tepmin mpuparaocti: 19.06.2025

CEPTHUODIKALS BUPOEHHUKA <

JlainiM 3acBiMdyeTECS, MO BHMIE. HABSNAEHA inbopMatis € AocTORIpHOIO 1 Tounow, [ama cepit MpoiykTy Gyia
BHpobicHa 1 1i skicTh Gyna mpOKOHTpONMBLOBAHA HA BUPOGHMGIH (-ux) mingmni (-ax); sasHaweHi (-Mx) mwKye y
BIANOBiAROCTL 40 BUMOr GMP Micnesoro PEryHIO0uOro Oprany Ta CuermupikaliaM y peecTpaniiHoMy MOCBiMIeHn]
KpaloM-IMIOpTepa SAK BKa33aHO y 3acTocoBaHif Texumiwmii Vromi 3 Skocti a6o JUIL KIIHIYHOTC TIPOAYKTY'
(excnepuMeHTaNLHKI . KAPChKMH [PENapaT) — BIANOBIAHO [0 AOCHE KIHIMHONO JOCHIAKEHHA. 3a PEIYNLTATOM
eperiny oOpobNCHUX JaHIX cepii Ta peecTpallii aHaMITHYMHX RaHHK Oyi0 marsepkeHo Binnosiﬂnicm AKOCTIL
mpoAyKLi Bumoram Hanexnol BupoSHHYI0T IpaxTuK (GMP) Ta migTBEep X eHa IpHHHATHICTE cepmci)ikam"iapmycxy'
Cepil YIOBHOBAXCHHM OpraHoM. HaBeHeHMi HmKue CICKIPOHHAH WiANNC Ma€ IOPUAMMHY CHIY i DiBHOLIHHEGL
PYKOMHCHOMY IIANUCY 0c06H 3rifuo 3 GMP 1a 21 CFR Yacruua 11,

3aTBEPIKCHO B €NEKTPOHHOMY BHIIIAAL! Im’s: TPEBOP AKYBOCKI [TREVOR YACUBOSKI]

Hata: 24 xxoeThx 2023 08:19:01 UTC 4

‘Omnepauii 2 Skocti Ta Bumyck Cepii

Bo iHdopMallia abo 17 wacTHAa, 1IN0 MICTHTBCA B JaHOMY ACKYMEHTI; PO3MIANACTECH AK Kougigeniiag IHTEACKTYANBHA BNACHICTE Komitanil «Calodi Ilactepn
260 1 aduniiioBanux xomuaniit. InpopManin ne Morke BYTH ony5IikoBaHA 860 OOPHMIOAHEHA B 6Y/h-TKHX KUIAX H;?l;?BHDBaKmHM ocofam, TpeTiM ocofaM B
OynL-AKif Gopmi 6e3 monepemILoro NHCLMOBONO NOBIAOMITEHHA koMAanil «Canobi Hactep», .
d Cropiska 233




SANOFI PASTEUR \Z

Ceprudixar asanxisy ta sixnosignocri

Hasea npopyxry: Meninrokoxosa (rpymg A, C, Y 1a WI135) monicaxapugHa Baki(MHA KOH IOrOBafHA
AuQTepIHHMM aHATOKCHHOM, OAHOAO30BHH (IaKkoH

Cranig nponecy: YOakoBaHMHA IPOIYKT Ko marepiany/Kon ToBapy: 3010024F
TlapTis Homep: US017A

06’em/Kinskicts: 352,770 dnaxonis

YmoBu 30epiragus; Big +1°C go +5°C

Hara supobuumnrea: 12.05.2023 Tepmin npugarsocri: 19.06.2025

Bex inapMalis 860 17 SACTHEA, TI0 MiCTHILGA B HAHOMY JOKYMEHTI, POILARIAETECR AK KORQiHEHIITHE IHTENERTYAIILHA BIACHIOTE K¢
-a00 i apimiioRannx xomnarifl. lpopmania He Moxke SyTH onyGnikopana a60 ONPHIIOHEHA B Gy Ib=AKHX iBAX HCYTOBHORAKCHHM
Oynr-skik Qopni €3 nonepeHLOro MUCEMOBOTO NOBIADMASHHR KOMTIaHIT «Caundi actep».

Cropitka 33 3

Page 3/6




SANOFI PASTEUR v

Ceprudikar ananisy ta pianosignocri

Haspa npoayxry: 284 Meninrokokora {rpymu A, C, Y ta W135) nonicaxapuaia BAKIHHEAE KOH FOrOBANI.
In¢TepiiHAM aHATOKCHHOM, 1X1 0HOA030BMH BrakoH — CTaHIAPTHO-CKCIIOPTHA yNakoBKa (Eng/SP)

Cragis npouecy: YakoBaHu# IpoLgyKT

Iapriz Homep: USO17AC Kon matepiany/Kox Torapy: 3000621
06’ em/Kinmnkictn: 37,773 ynakoBok -
Ymosu 30epirauns: Big +2°C no +8°C

Hara BupoGuurea: 12.05.2023 Tepmid npumaTHocTi: 19.06.2025
Harta

Tecr(u) Kpurepil npuitaatHocTi Pesyantar NPOBCIEHH

| | | anamisy
dinannna Q96-102 | ITo3uTHBHI TecTH Ha IIo3KUTHBHI TeCcTH HA 05.10.2023
inearTHdiKanis ‘ceporpynu A, C, Y Ta W- ceporpynu A, C, Y ta W- |

135 xor’oropani 135 kon’1oroBani .
JUPTepiiHuM aHATOKCHHOM | JudTepiliHNM aHaTOKCHHOM

CEPTH®IKAIIS BUPOSHHKA -

HaHHM 3aCBIIYYETHCA, 10 BHIIE HABENEHE HpopMaria e JOCTOBIPHOO - 1 TOUMHOK, Jlama’ cepin TPOAYKTY Oyina
rrpofiIeHa 1 1i axicTs 6yma MPOKOHTPONEOBAHA Ha BHpoOHHuoMY (-mx) AimAmm (-ax), 3a3HaYeHiH HUXUE, Yy HOBHI#
BIANOBiHOCTL g0 Bumor Hadesxwoi BupoGHMuOi npaxTaxi. (GMP) wicnieroro Perymaroproro Oprany i srigmo
CIELHMIKAIIH PeeCTPaliHHOro NOCBiAYeHHS KpaiHu-IMIIOpTepa Ha MpoRYKT 3riguo Jacrocosanoi Texmianol Yromu 3
Axocti a00 I KT HITHOTO NPOAYKTY (excriepuMenTANEHMH NiKapChKUIl NpenapaT) — BIALOBIIHO X0 AOChE KIHIUHOIO:
JOCTIDKCHHA. 33 Pe3yNbTaATOM INeperisiy 00pobieHHX NamuX cepil Ta peecTpanil aHAMITHHHHX JaHEX Oyno
MATBEPIKEHO BIMOBIAHICTE AKOCTi Tpoaykuii BuMoraM HanexHoi BHPOOHNI0i pakTika (GMP) Ta nigreepmxena.
NPUHHATHICTS cepTAdiKaTiB BUIYCKY cepil YHOBHOBAXXEHBM OpraHoM. Haseennii HHXue enexTpoHHME 1Ti/piue Mac
FOPUAMTHY CHITY 1 PIBHOWIHEHMH PYKOIMCHOMY IiiHey 0co6u arigquo 3 GMP ta 21 CFR Yactuma 11

3aTBEPAKEHO B ICKTPOHHOMY BHIIAII

A

Iv’s TPEBOP SKYBOCKI [TREVOR YAKUBOSKI]
Jata  24.10.2023 10:07:47 UTC -4

Onepauii 3 Axocri Ta Bunyex Cepil

Cropiaka 132

Bes iigopMantis 460 Ti YaCTHEA, 10 MICTHTECA B JaHOMY MOKYMEHTI; PO3TNAAacThCA SK KOR(BigeRLiliHA iNTeNeKTY L RA
BnacHicTs Komuanii «Carodi Hactep» abo if adinifioparmux KxoMoaHiii. Indopmaria He Moske 6yTH ommy6imikoBana a6o

OLPAMONHEHA B Oy Ab-AKMX NiAX HCYNMOBHOBAKEHHM 0coGaM, TpeTiM ocoban B Oy ab-kiii GopMi ez IoNnepeIHLEOTO MHCEMOBOLO
nosigomaenns xomoauii «Canodgi Iactep».




SANOFI PASTEUR g

Ceprugikar anamizy Ta BiZnmoBiiHocTi

Hasea npogyxry: 284 Meuninroxoxora (rpynu A, C, Y ta W135) monicaxapusa BakiHHA KOH IOTOBaHA.
AHPTEpIHEHM aHATOKCHHOM, 1X1 0MHO030BHIT (TaKOH — CTAHIAPTHO-EKCIIOPTHA yIakoBka (Eng/SP)

Craaut mponecy: YakoRaHHH NPOAYKT

TTapris womep: USO17AC Koa marepiany/Kon ToBapy: 3000621
06’ em/Kinekicts: 37,773 ynakoBox

Ymoru 36epiranus: Big +2°C go +8°C

Jara supobrunrea: 12.05.2023 Tepmin upuparaocti: 19.06.2025

Hassa ra anpeca supobiuka: Canodi Iacrep Ik,
ickapepi Hpaiis
Ceidryotep, wrrar [leHcunssanis (PA) 18370
Coonyyeni llltarn Ameprku (CIIA)

Anpeca muniaka Bupobmuntea:  Casodi Iacrep Ink,
- Hickapepi Jpaite
Csidityorep, mrar llencunssanis (PA) 18370
Cronyueri Ulratu Amepuxy (CLIA)

Cropigka 2.3 2
Bea inpopMatiix ao ii YacTrHE, M0 MICTHTLCA B AAHOMY NOKYMEHTI, POAMNACTECK AK KOHiNHIRNA IHTeNeKTyaThHa
BIIACHICTD KOMIIAHIT «:Caun@ Hacrep» abo 11 adurifiopannx xomnauif. InhopMalis He Moxe 6YTR oIMy6IiKoBaHa 260

‘onpumogHeHa B Oy Ib-AKMX LLIX HEYTIOBHOBa)KeHHM 0c0faM, TpeTiM ocobaM B 6y Ib-axiii thopmi Bes ronepeaHsoro [MHCHEMOBOID
nosisomiaenda komnakii «Canodi TTactepn.




SANOFI PASTEUR

@n,

“J

Ceprudixatr BignosinnocTti

TloBioMIeH S PO HAMID MPOHATH Ima

pTIIO IMYHOIOTIYHOIO JIKAPCEKOro 3ac00Yy, AKC Ma€ peecTpaliiiie.

nioceinuenss B YKPATHIL
MEHAKTPA® /MENACTRA® BAKLIIHA |
{ MEHIHI'OKOKOBA TIOJIICAXAPUHA CEPOTPVII A, C, |

Hassa nponyxry: Y TA W-135 KOH'FOTOBAHA WG TEPILHIM
AHATOKCHHOM
PO3UMH A4 1H' €Ki, |

[TakyBanHA: | mosa (mo 0,5 mu) y draxonax; mo 1 dmakoy y xapromuiii
kopobiIi

Homep cepii(if), nanecenuit na ymaxosxy: UBGL7AC (dinansuuit Homep cepii) .

Inun HoMepH cepil, HoR’13aHi 3 gaHoKo cepiero: | USDLTA

Jata BupobHHITBA KIHIEBOrO IPOAYKTY: 12.05.2023

TepMin nipupaTHOCTI: 19.06.2025

Kpaina-eupo6umui: Cnonyyeri Hitatu (CHIA)

KinekicTh konreitnepis, punymennx B CLIIA 31,773 ynaxorok

Peecrpaniiiae nmoceigyenns: UA/17509/01/01

Hassa Ta anpeca BupoGHUYOT HiTpHHIL:
(TToBHMIt MK BUPOOHHITEA: BHTOTOBIICHHES,
HAIOBHCHHS, KOHTPOJIH JKOCTI, IEPBHHHE
MaKyBaHHS, MapKyBaHH:, TCCTH CTaOiBHOCTI,
BTOPHHHE NAKYBaHHS, BHITYCK CEDii)

Canodi Ilacrep Tux.

1 Hicxasepi paits,

CaidTyotep, mrtar [encunspanis (PA) 18370,
Cromyaeni Itatn AMepHKH

Homep BHpoGHRYOT Minen3it:

1725

[{am nminTBepIRYIO, MO

- [lana cepis BiAnoOBiKae BUIIERKA3AHOMY PEECTPRIIMHOMY HOCBiTe IO,

inmue Ynornosaxenoi ocobn 3 Sxocti Hpoxykris,

/mionuc/
Bunycky Cepii:
IM’2 YnoeHosaxenoi oco0u 3 SIkocti ITponyxris, ok Ynemep [Luke Ulmer]
Bunycky Cepii:
Hara gpyxy Ta mignucauds Ceprudikary signoniggocri: 17.11.2023

Ha odiitiiiinomy Snaicy sHpoGitnka




