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Ceptudikar BignosigHocri

V4

sanofi

MNosigomaeHHs Npo HaMIP NPOAaTH NapTiko IMYHONOMYHOTO NIKAPCLKOro 3acoby, AKUM Mae peecTpauinHe

nocsiguyeHHA B YKPAIHI.

Hassa npoayKry:

[EKCAKCUM
BAKLIMHA ANA MPODINAKTUKU ANDTEPIT, MPABLSA, KALLLTIOKY
(ALLEENONAPHUMA KOMNOHEHT), TENATUTY B
PEKOMEBIHAHTHA, MNONIOMIENITY IHAKTUBOBAHA TA
3AXBOPIOBAHb, CMTPUMNHEHUX HAEMOPHILUS TUNY B,
KOH'IOTOBAHA, AZICOPBEOBAHA, PIAKA

CycneHs3ia a4na iH ek

no 0,5 mn (1 po3a) B nonepeaHbo 3anNoBHEHUX wnpuuax 3 -2-ma

{ lNakyBaHHA: N e
-OKpEMUMM roNlkamu, no 1 wnpuuy B craHdapTHO-EKCNOPTHIN
| | | yrnaKosLy,
Homep cepii(#), HaHeceHW Ha ynakoBKy: W3B216V
| » ; -
| HLU.MH HOomep cepil, NOB'A3aHKA 3 AaHOID W3B)1
cepicio: N |
AaTa novatky TepmiHy npuaarHocTi: 20.12.2021
Aata BUpoBHWULTBA KiHLUEBOIrO NPOAYKTY: 06.02.2022
TepmiH NnpnaaTHocTi; 30.11.2025
KinbKicTb TEeH iB, 6 B '
R E - KOHTEUHEPIB, WO DyAYyTb BBE3EH| B 23 590 ynakosoK
KpalHy-imnopTtep: |
Homep PeectpauinHoro MNoceigyeHHs UA/13080/01/01

Hasea Ta agpeca sMpobHUUOT AinbHUU
(bulk, HanoBHeHHA, NepBUHHE NaKkyBaHHS,
KOHTPOAb AKOCTI):

CaHodi NacTep
Napk IHaacTpiens A’ lHkapsine
27100 Banb-pe-Poit; dpaHuis.

Homep BUPOBHUYOT AiLeHsii:

2023_141_1 2 4

Hasea Ta agpeca BUpo6HUYOI AinbHUL

(BTOpMHHE NaKyBaHHA, (aKyBaHHA Vv neHan,

BKAAAEHHA IHCTPYKLIT 418 MeaguvHOro
3aCTOCYBaHHA Ta HAHECEHHA KOHTPOAID
NepLioro BIAKPUTTA), BUNYCK cepii

CaHooi Nactep

Napk IHoacTpiens g’'lHKkapsiab
27100 Banb-ae-Pon

PpaHuin

Homep BUpoBHMYOT AiLeH3iT:

2023 141 1 2 4

Onepauii, U0 BUKOHaHI:

He 3acTtocosaHoO

| daTtn onepauin:

He 3acTtocoBaHoO

[aTa BUNYyCcKY ana YKpaiHu

08/11/2023




3anea wogao ceptudikauii:

Lum nigreepmyio, WwWo suknagena iHGopmatliis € AOCTORIPHOW Ta TOUHOO, Ust cepia Tosapy Byna BWroTOBNEHAa,
BKAIOHAIOUM KOHTPO/b AKOCTI Ha BULWE3a3HaYeRiid(-HUuX) ainadui(-kax) y nosHii BignosigaHocTi Ao sumor GMP
MICLIEBOTO PErYAATOPHOIO OpraHy Ta 3riaHo A0 cneurdikauiii PeecTpaLitHOro NocBiAYEeHHA 3 PeECTPALIHOID A0CLE
KpaiHu-imnopTepa. MNpoTtokonn BMPOBGHULTBA, NakyBaHHA Ta aHanisiB cepii byan neperasaHyTi Ta BCTaHOBAEHO

BignosigHictb GMP,

Linm a 3acBiguylo, Wo siAnosiAHO A0 peecTpauiiHOro A0Che FeKCaKCMm, YNaKkoBaHW B CTaHAAPTHY eKCHOPTHY
YNaKoBRY, Bianosigac PEECTPALUIMHOMY A0CbE ANS TEKCAKCUMY, YNAKOBaHOT0 B YKPATHCbKY YNaKoBKY, iAEHTUYHO Ta
Y BIZANOBIAHOCTI NO HANOBHEHOCTI NPOAYKTY | aHANOMYHO BUMOram roToBOrO. NPOAYKTY, A03BOMEHOrO 8 YKpaiHi

P Ne UA/13080/01/01.

sanofi

Mianuc ¥YnoeHosaxKkeHoi ocobu:

/nionuc/

Enexmponnui nidnuc: rynsemma Mennin
[Ipuvura: 3ameepoxceHHs
Aama:20.11.2023 10:55 GMT+1

IM'a YnosHOBaM)eHOT ocobu:

Awyneetrra Menniu
[Juliette Mellin]

[ata ApyKry Ta nignucaHHs Cepmd)iﬂa'r{f Bi4NOBIAHOCTI:

20.11.2023

Ha ogiuiitromy Gnanxy




SANOFI| PASTEUR wg

Ceprudikar Auagizy Ta Binnosinmocri

Hasea mpomykry: BAKIUWHA JUISI [PODUIAKTUKH JUOTEPL, IPABLLL KAILTIOKY
(ALIEJIIOJSIPHAN  KOMITOHEHT), TEIATUTY B, IIOMIOMIEIITY IHAKTHBOBAHA TA
3AXBOPIOBAHB, CIIPUMHHEHIX HAEMOPHILUS TUITY B KOH’IOTOBAHA, AZICOPEOBAHA

Eran nponecy: KIHUEBA ITIAPTIA

Howmep naprii: W3B21

06’ em/Kinskicts: 364339 1IIT..
Ymosn 30¢epiramng: +5°C+/-3°C

Jlata BupoGuunTea: 06 moToro 2022 p.

Homep marepiany/Kon nosuii: 1009846

Cuna nii/Axtusnicts: 1 JJO3A
Jlikapcrka popma: CYCTIEHSIA JUIS TH’ €KIIII
Dopma Buitycky: 1.g03a x 0,5 MIT- IITIPHIL

Tepmin npupataocti: 30 mucTonmaza 2025 p.

_ KIHIEBA TTAPTIA
BunpoGysanun Kpwurepii Bixnosiguocri PesyanTart HaTta 3aTBepmKenna

Bunpobysannt Ha Gakrepiansny| Mixpo6uuii pict BigcyTHii MIKPOEHUH . 27.02.2022
Ta IPUOKOBY CTEPUNLHICTD. PICT BIZICYTHIN
Memodom membpanunoi
dinempayit o
Bumicr fakrepianennx < 100 MO/no3y <2,5 MO/no3y 11.02.2022
EHOOTOKCHHIB
LAL-mecm | .
Onuce Binygara, kanamyTsa cycriensis Bimmosinae 23.02.2022
Bizyanwvro
06’ eM, 10 BUTATAETLCA He Menie noMiHaneHoro 06’ emy Bignosigac 22,02.2022
3a Esponeticoroio |
“Dapmaronecto
BuicT anroMiHio Bin 0,50 no 0,70 Mr/nosa 0.59 mr/noza 09.03.2022
Komnrexconomempuuno
pH Bix 6,8 ao 7,5 7.2 21.02.2022
Crnanum enexmpodom |
ABTEHTHYHICTE IlpapreBuil asaroxcun: IIO3UTUBHO [TozuTHBHO 14.03.2022
Memoodom Luminex. Angrepiiinuit agatoxcuy: IIO3UTUBHO IlosuTHBHO

Haemophilus: TIO3UTHUBRO [Io3utHBHO

Kammokonit agaroxcun: IIC3UTHBHO IlozutuBHO

DiraMenTHui remMannothiig: IIO3UTHBHO [NozuTHEHO

AnTHres Bipycy renatuty B: [TIO3SUTUBHO IoauTHBHO

Bipycie nomiomienity: [IO3UTUBHO HozuTusHO

3'yeiMa qaCTHEAMY iHGOPMALLT; Ka MICTHTECH B HEOMY |
komnaii «Canodi ITacrep» abo 1i goyipHix kKommamHiii.
HEYTIOBHOBAXCHHM. 0c00am a6o TpetiM CTopoHaM, Y

Cropiaka 133

OKYMEHTI, HEOOXIAHO HOBOXHTHCT AK 3 KOH(HACHIIHHOIO BNACHICTIO
i He MoXxHa mybniKysaTy abo PO3roNnoMIyBATH 3 OYIb-AKOH METOIO
ofHi Gpopmi 6e3 monepeaHnoi THCHMOBOI 3romu «CaHodi INacrepy.




SANOFI PASTEUR wyg

Ceprugikar Ananmizy Ta Bignosignocti

Hazea nponykry: BAKIHWHA JJIs1 [POOINAKTUKH JUDTEPI, IIPABII, KAHIIIOKY
(ALETIOJIIPHUMA KOMIIOHEHT), TEIATHUTY B, IOJIOMIENTY IHAKTHUBOBAHA TA
3AXBOPIOBAHD, CIIPUYMHEHUX HAEMOPHILUS THITY B KOH’FOT'OBAHA, AICOPEOBALA

Eran npouecy: KIHLIEBA TTAPTIS
Homep naprii: W3B21
O6’em/Kinpkicts: 364 339 1IIT.

YmMoBa 30epiranns: +5°C+/-3°C

Jata upobuuursa: 06 ororo 2022 p.

SACBIJUEHHS BUPOBHUKA

Howmep marepiany/Kop nosuuii: 1009846

Cuna mi/AxtueHicTs: 1 JJO3A

Jikapceka popma: CYCITEH3IA JUIS TH €KUIN
Qopma sumycky: 1 1o3a x 0,5 Ma mpun

Tepmin npraarrocti: 30 ancronmana 2025 p.

T 1 3acBimayio, mo Hasenena sume indopmaiiis € ailicroro i Tounoo. Lla cepin mpoaykuii 6yia BHPOOJicHa
‘HA 3TaJaHI{ HIDKYe JUTBHUIH (AINBHULAX) v TIOBHIN BiATOBIIHOCTI 3 RUMOramMu . GMP (Hanexwnoi supobrnuoi
TIPaKTHKH} Ta CIENH(IKAIAME B peeCTpaliiiHoMy TIOCEI{YEHH] KpalHH-IMITOpTEpA.

3araneHuH BHCHOBOK: Bintosiaae
3acBi/[UeHO eMEKTPOHHUM migmecomM™* @ Im’s
Jlata

Mapnin Jles [Charlene Deve]
14 xoBTHA 2022 p. 16:02:05 UTC+2

YHNoBHOBAXKEeHA ocofa

Binpin sixocri Ta posznoniny nponyxuii

Ha3sga 1a agpeca supobuuka:

Bﬂpdﬁﬁﬁﬁa JIIBHUITE ¢

Canodi ITactep

14 Ecnac Aupi Basne
69007 Jlion

OpaHIig

Cauooi [actep __
Tapk Igpactpiens a’lukapsiib

27100 Bans-ge-Poit

'3 yciMa YacTHHAMM iHQOPMALIT, HKA MICTHTECH B LILOMY OKYMEHTI, HEOOX|AHO MOBOAUTHEA SK 3 KOHObIACHIIAHOK BIACHICTIO
kommauii «Canodi [acrep» abo i nouipnix komnagiit. Ti e Moxna IIyOMiKyBaTH 260 PO3roIoLIyBaTH 3 6YAB-IKOI METO
HCYMOBAOBXXEHUM 0c0baM alo TpeTIM CTOpOHAM, ¥ 0IHIH hopmi Ges nonepenHsol nuceMoBoi sroan «Carnobi [lacrepy.
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Ceprudikar Anajizy ta Bixmosigmocri

Hassa mpoaykry: BAKIMHA JUIA IIPOPUIAKTHKHA JIUMTEPH, IIPABILL, KALUTIOKY
(ALIEJHOJIIPHUY KOMIIOHEHT), TEIIATHTY B, [IOJHOMIETITY [HAKTUBOBAHA TA
3AXBOPIOBAHS, CIIPHMMHEHIX HAEMOPHILUS THITY B KOH'IOT'OBAHA, AJICOPEOBAHA

Etam npougcy: KIHIIEBA. [TAPTIS

Howmep maprii: W3B21 Howmep marepiany/Koa nosunii: 1009846

06’ em/KinpkicTs: 364 339 11T, Cuna mii/Aktuszicts: 1 JJO3A

YvioBH 36epirauns: +5°C+/-3°C Jikapeska dopma: CYCIIEH3IA JUTS TH E€KLIN
Dopma unycky: 1 zosa x 0,5 s wnpun

Hara supobrurnraa: 06 mwroro 2022 p. Tepmin npupatrocti: 30 meronana 2025 p.

* + EfeKTpOHHUN [ANHC BHINE MAE IOPHIMIEY CHTY 1 pIBHOWIHHTH PYKONUCHOMY THANIMCY 0COOH 3rifHe 3
‘GMP ta 21 CFR Yactuna 11.

Cropiika 333

3.yeiMa yacTHHAME IHOOPMALTT, AKA. MICTHTHCA B OBOMY JOKYMEHTI, HEOBXiHO TIOROMHTHES HK 3 KOH(QIAeHHIBHOK) RIACHICTIO
Kxomnasii «Canodi ITactep» abo ii gouipaix koMnanii. 11 e mosxua IyOnikyBaTh 260 pO3roNoLIYBaTH 3 6YAB-AKOK METOH
HEYNOBHOBAKEHUM 0C00aM ab0 TpeTiM cropoHam, y xoHil dopmi Ge3 nonepenHrol NHeEMOBo] 3roau «Canodi IMactep».




