AEP/KABHA CJIIYKBA 3 JIIKAPCI)KI:IXBACQBIB TA KOHTPOJOO 3A
HAPKOTHKAMH Y KUIBCBKIHN OBJACTI

11pos. Ceitnuunoi Hapii, 3, m.Kuig, 02099, Ten/dake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog CAPIIOY 37078774

BUCHOBOK )
MPO SIKICTH BBE3EHOr0 B YKPAaiHy JiKapcbKOro 3acoly

06.03.2024 Ne 3562/24/10

HNEHTAKCHM® BAKIUHA 1151 IPOPUIAKTHKH AH®DTEPI, TIPABIIS,
KALLTIOKY (AIEJTHOJISIPHAN KOMIIOHEHT), IIOJIOMICJITY IHAKTUBOBAHA
TA BAKIIHHA JUIA IPODPLTAKTHKA IHOEKIIHA, CHPHYNHEHUX HAEMOPHILUS
THITY B KOH’IOTOBAHA, AJCOPBOBAHA/Pentaxim Diphtheria, tetanus, pertussis
(acellular, component), poliomyelitis (inactivated) vaccine and Haemophilus type b conjugate
vaccine, adsorbed

(naliveHyBanH TiKapcEKOTO 3aC00Y STiTHO 3 peecTpauiiHum TIOCEiT4EHHAM )
nopomok Haemophilus influenzae Timy b ra cycnensis pas in’exuiii (0,5 mi); no 1 (paakony 3
NOpOomKOM Ta 1 nonepeanso sanosuenomy mmpuuay (0,5 M) 3 2 0KpPeMHMH TOJKAMH, 110
MICTHTH CycTIeH3ilo aas i’ e€xniii, y crangaprHo-excnoprHiii YNaKOBIi

{thopma BHITycKy, BO3YBAHNSA, BHA NAKYBAHHA JKAPCHKOro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/13010/01/01 ¢rpox aii peecrpauiitioro nocsizuenns 01.01.2099
Cepia nikapcrkoro 3acoby Ne X0C271V KinexicTs BBE3eHOTO Stikapekkoro 3acoty 10000

‘BupoGHuK Canodi [Tacrep/Sanofi Pasteur, @panuis
(HaliMeHyBaHHS BHpPOGHIKA NiKapebKoro 3acoby, kpaiia IMOXO/KEHEHSA )

Breseno B Yrpainy Toapucreo 3 06Mexenor BignoBinaasnicTio "CAHO®I-ABEHTIC
YKPAIHA", izenr. ko 35648623

(rafiMenyBanns Ta kof 3a €JIPTIOY FOPHAKYHOL 0¢obu aGo npisBumile, iM'a, 1o fatekoBi (iznuaHOT
0cobU - MiANPHEMLE, T MICUE IPOKUBAHHEA Ta peecTpaliitumii HoMep 06NiKOBOT KAPTKH TATHYKA
noparkis abo cepis Ta HOMEp macnopTa)

Hporokon pizyansHoro Kenrpomo six 08.02.2024 N 1/05/2.
Jlabopatopruii ananiz sxocri nikapeekoro 3acofy 3aifcHe it

JlaBopatopis 3 KOHTPONIO AKOCTI MEAMYHAX iMYyHOGIONOrIHIX npenapatie HepxagHoro
minpueMcTBa «lepxaBHuli ekcrnepTHHA LEHTp MinicTepcTBa OXOPOHH 30poB’ s YKpaiHm»
(03057, m. KuiB, Bysi. Anrona Lleaika, 14; 03680, m. Kuis, By1. M. Amocosa, 9)

{nafimenysanus Ta MicuesHaxomEeHI TaGopaTopii, U0 NpoBena Na0opaTopHUi ananis sKocti)
BHCHOBOK W0a0 AKOCTI Mikapckkoro sacofy, BUmanui na6oparopieto sin 04.03.2024 Ne 14/59

Pe3ysbrari naBopaTopHOro aHAMi3y SKOCTI MiKAPCHKOTO 3aC0By 34 IepeBipeHUMH NOKasHHKAMY BIAXIOBIAAOTE
BHMOTaM METOIiB KOHTPONO AKOCTI-{aHANITHYHO-HOPMATHBHOT OOKYMEHTAL).

3a pesynbTaraMM IEPIKABHOTO KONMTPOMIO. BCTAHOBREHO, INO nikapeskuil  3aci6  BBesemo B Ykpaly 3
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sanofi
Ceptudikar BignosigHocri

Tosigomiienns npo Hamip mpojaTs NapTiro IMYHOIOTIUHOTO JiKapesKoro 3acoby, AKe Mac peectpawiiite
nocsiguendas B YKPAIHIL

MNEHTAKCUM
BAKLUMHA  ANA  NPOBITAKTUKAM  ANDTEPI, TNPABUS,
KALWTKORY (ALENKOAAPHUIA KOMMOHKEHT), NONIOMIENITY
IHAKTMBOBAHA TA BAKLIMHA A1 NPOBGITAKTURM IHOEKL|IA,
CNPUMMHEHKUX HAEMOPHILUS TUMY B KOH'IOTOBAHA,
ALICOPBOBAHA _
nopowok Haemophilus influenzae tuny b y dnawkosi ta
cycnensia gna i’ ekuiii (0,5 mn)
tDopma BUIYCKY: nol d)naKOH\/ 3 nopowxom Ta 1 nanepeaHsO 33anoBHEHOMY
wnpuiy (0,5 M) 3 2 oKpemumn roakamm, Lo MICTUTS éycnen3i|o
ANA iH'EKLIN, B CTAHAAPTHO-eKCNOPTHIN ynakos Ui

Hassa npopykry:

Homep cepiﬁ'{ﬁ), HaHeceHWi Ha ynakoa.u.y: X0C271v

IHWKA Homep cepii, NoB'A3aHmit 3 gaHolo X0C27 (kiHueBui NpogyKT) = AKT-XIB: W3HS3 + TETPAKCUM:
cepiewo: W3D93

[aTa noyaTry TepmiHy npuaaTHocTi: 04.05.2022

17.10.2022 ana AxT-XIb W3HS3
17.05.2022 gna TETPAKCUM W3D93

Tepmin npupaTHOCTI: 30.04.2025

data BnpobHMUTBa KiIHLEBOIO NPOAYKTY:

Kinekicte KoHTeHHepiB, o ByayTh BBE3EHI B
Kpainy-imnoprep: _
PeecTpadiifHe nocsigyeHHn: UA/13010/01/01

CaHodi Macrep

Napk IHaacTpiens 4'lHKapaine,
27100 Banb-ae-Poi

_ DpaHuina
Haspa Ta agpeca BupoBHUYOI AiNbHWL &

10000 ynakoBok

{(bulk, HanoBHEHHA, NEepPBUHHE NaKyBaHHA,
KOHTPONb RKOCTI):

CanodiNacrep

1541 aseHo Mapcens Mep'e,
69280 Mapci n’ETyans,
dpaHuina

2023_141 1.2 482021 033 1 2
"Homep BMpoBHWUOT niyeH3ii: '2023_141_1_2_4 (ana supobHMIOl ginbHUL y Bans-ge-Poit)
2021_033_1_2 {ana supobHMYOI ainbHMui y Mapci /’ETyarnb)

Hazsa Ta agpeca BUPOBHUUOI AinbHWL Canodi Macrep

Mapk IngacTpiens 4’ |HKapBine,
27100 Banb-ge-Poir

PpaHuin

{(BTOPMHHE NaKkyBaHHA (0 AaBaHHA 3aXMCHOTO
neHany, iIHCTPYKUIT, 3aXMCHO! MITKK), BUNYCK
e 4

ey 4




sanofi

Homep BupobHMyoi niueHsii:

2023 141 1 2 4

JoaaTtkosa BMpoBHUUA AiNbHUUA 3 NAKYBaHHS
{3a HassHOCTI)

N/A (He 3acTocosysanocs)

Hazsa Ta agpeca BMpoBHUYOT finbHUL

N/A (He sacrocosysanoch)

Homep BUpobHMYOT NiLeHsil:

N/A (He 3actocosysanocb)

Onepauyii, sxi 6yn0 BUKOHaHO

N/A {He aacrocosysanocs)

Jaru onepauii, axki Byno BUKOHaHO

N/A {He 3acTocosysanoch)

fara penisy gnna YKpaisu

13/12/2023

Ceprudikauitna 3ansa:

HAaxnm 3acsiguyemo, Wo BrKNageHa IHPOPMaLia € TOUHOIO | 4OCTOBIPHOLD. Hana cepia npoaykry Byna BUpobeHa;
BKIO4AI0HN KOHTPOAL AKOCTI Ha 3a3HAUEHIA(-HUX) BuLLe BUPOBHUIUX AINBHUUAX Y NOBHIR BiANOBIAHOCTI A0 BUMOT
GMP  MmicleBux perynaTopHux. opradis Ta 3rigHo Ao cneuudikauii a0 PeectpauyiiHoro ﬂocsip,quHﬂ 3
PeecTpauiiHoro focbe KpaiHu-imnopTepa, MpoTokonu BUPOBHWLTBA, NakyBaHHA Ta aManisis gaHHO| cepil Byau

nepernaHyTi Ta BCTaHOBAGHO BiANOBIAHICTE GMP

faHvm 3acBiguylo, Wo BIANOBIAHO A0 peECTPaNiinOrD A0CHE MeHTakcum yrakoBaHWi B CTAHLAPTHO-EKCTOPTHY
YNaKoeky, Bi4nosigae peecTpauiiHomy A0CbE ana MeHTakemmy, YNakoBaHoro 8 YKPaiHCLKY yNaKoBKY, iAeHTUHO Ta
Y BiANOBIAHOCTI NO HANOBHEHOCT NPOAYKTY i aHAaNOryHo BUMOram roTOBOIO NPOAYKTY AO3BOACHOIO B YKpaini

PN UA/13010/01/01 (MA No UA/13010/01/01)

Mianuc YnosHoBaxen ol ocobu:

/nidnuc/

Im’a YnoeHoBsaeHoi ocobu:

Amynvert Menniv [Juliette Mellin]

Aara apyry Ta nignucanna Ceprudikaty Binnosignocri: 09/01/24

Ha 6ebiLiiromy Briaiiky BUPOGHIKa




SANOFI PASTEUR wg

Ceprudikar Ananisy Ta Bignosigsoeri

Hasga mnpoaykry: KOH'IOTOBAHA BAKUMHA JUISI TPO®UTAKTUKH [HOEKLIHA,
CIIPUYMHEHWX HAEMOPHILUS TUIIY B

Etan npouecy: KIHUEBA TTAPTLS
Homep napril: W3HS83
06" em/KinpkicTs: 126 093 I1T.

Ymosu 36epiranns: +5°C+/-3°C

Jara pupoGHunrsa; 17 skosTas 2022 p.

Homep marepiany/Kon nosmdii: 600004

Cuma mii/Axtuenicts: 1 JJO3A

Tlixapeska dopma: TIOGLII30BAHUH HOPOIIOK
‘Dopma BHIycKy: 1 x 0,5MJ]1 GJIAKOH

Tepmin npupatHocti: 39 Repecus 2025 p.

KIHIIEBA HAPTISE L
r ; . Jata
BunpobyBanus Kpurepii Bianosianocri Pezyanrar et r——

OINMAC TMODUIBATY bina romorenHa Tabnerka Bianoginae 24.01.2023

Bizyanvno .

OTMHC ITICTTA besbapuuit, npo3opuit po3unn Bignosigae 24.01,2023

PO3UYMHEHHA

Bisyanoro

YAC PO3UYHMHEHHSA <20 cexyun <20 cexkyHnp, 24.01.2023

Bizyansno

pH Bin 6,5 no 7,5 1.2 24.01.2023

Crusinum enexmpodom :

OCMOJANBHICTE He menme 200 mOcmonn/kr 414 mOcmonw/Kr 20.01.2023
Busnavennsm nonusicenns

MOMKY 3QMeP3aHisA

BMICT ®OCPOPY TA | Bmict docdopy 0,67 ao 1,01 0,82 pr/mosy 20.02.2023

HOJICAXAPHUIY ur/posy

Cnexmpogomomempuyuno | Buict nonicaxapuny 8 go 12 10 ur/nozy

LI/ 103y

SAJIMIIKOBA BOJIOT'A| He 6inslue 3 % 0,7% 08.02.2023

Memood Kapra Diwepa

BMICT CAXAPO3HU Bix 31,9 no 53,1 mr/nosy 42,7 Mr/no3y 23.01.2023
Horrpumempuuro :

BMICT BUILHOI'O Menwe 13,5 % 02.03.2023

HOJNICAXAPUIY

Memooom

suCcOKOePerRmGHOT

xpomamozpaghii aniounozo

0OMIHY 3 MYILCVIOUOIO

aMRepMempuYHOI0

Oemeryicro (HPAEC-PAD)

Cropinka 1 3 3

3 yeiMa vacTiHaMM [H(OPMALT, fkd MICTHTBCR B 1(50MY 10Ky MEHTI, HEOOXIAHG NGB0 AHTHES fik 3'KOHDiAeHIi HHOK
BlacHicTIO koMnanil «Canodi [Tactep» abo i HouipHix xommnaHiii. [i ne moxna nyGnikyeatu abo PO3rOIOIYRATH 3
By Mb-AKOH- METOIO HEYTIOBHOBAXEHHM 0c00aM abo TPETiM CTopoHaM, Y ¥O0nuii ¢gopmi Ge3 nonepenubol MUCEMOBOT

sroad «Canodi Hactepy.




SANOFI PASTEUR wyg

Cepruadikar Auauizy Ta Binmosignocri

Hassa npoaykty: KOH'IOTOBAHA BAKIMHA JUIL TIPO®UIAKTUKM IHOEKLIIM,
CIIPUUMHEHWX HAEMOPHILUS THITY B -

Eran nponecy: KIHIEBA ITAPTISA

Homep naprii: W3HS83
06’ em/Kinskicts: 126 093 I11T.
"Yuoru 26epiransa: +5°C+/-3°C

JHara BupobruuTea: 17 monTHs 2022 p.

KIHOEBA ITAPTIST

Homep Matepiaiy/Kox mosuitii: 600004

Cuna niVAxtaericts: 1 JO3A _
Jixapeska ¢popma: TTIOGIII30BAHUH TIOPOHIOK
PopmMa BHnycky: 1 x 0,5MJI OJIAKOH

TepMin npugataocTi: 30 BepecHs. 2025 p.

BunpoGyeanus

Kpurepii Bitnosinnoeti PesyabTat

Hara
3aTBepKeHHSA

INEHTHU®IKAHISA [TosurueHO 1lo3uTHBHO 27.01.2023

HAEMOPHILUS.
Ivynodughyzicro

INEHTU®IKAIILA Ilo3utusHO TlosuTuBHO 27.01.2023

[TPABHEBOTI'O
AHATOKCHUHY
Imyrooudbyzicro

BMICT <50 MO/nosy <2,5 MO/nozy 06.11.2022

BAKTEPIAJILHIMX
EHAOTOKCHUHIB
Memooom LAL

CTEPHUJIBHICTB Biacyrricts Mikpobuoro pocty BincyTHibTb 16.11.2022

Membpaunoro ginompaicio

MikpoOHoro
pocty

CEPTHOIKAIL BUPOGHHMKA

Ium s 3acBiAUyIO, 1O HaBeneHa BULLE IHGOpMania € Ailicaowo i Tounoro. 1 cepist npoxyxuil Oyna

iMnoprepa.

Cropinka 23 3

3 yciMa yacHHaMu indopMaLil, sKka MICTHTECS B UEOMY IOKYMEHTT, HeOBKIAHO TOBO THWIHEH K 3 Kouiemi RO
BacHicTIo- komnauit «Cadodi [Tactepy abo i AouipHix koMuanii. [T ne Mmowxua my6miky saTi abo PO3TONMOILYBATH 3
By B-9KO0 METOIO HEYTIOBHOBAKEHNM 0c00aM ato TpeTim CTOPOHaM, ¥ xoauiil Gopmi Be3 monepeiHL0T MHCEMOBOT

srouau «Canodi [TacTep».
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Ceprudikar Ananizy Ta Binnosignocti

Hasga nponykty: KOH'IOI'OBAHA BAKIMHOA JUJIA ITPOQUIAKTHMKMA [HOEKIIH,
CITPUUMHEHHUX HAEMOPHILUS TUITY B

Eram npouecy: KIHLIEBA ITAPTIA

Howmep naprii: W3HS83
06’ em/Kinesxicrs: 126 093 I1IT.
YmoBH 30epiranna; +5°C+/-3°C

Homep Marepiany/Kox mozuuii: 600004

Cwna mii/ AxtusnicTs: | JO3A

Jixapceka dpopma: JIIOGLUII3OBAHUH TIOPOUIOK
®opma Bumycky: 1 x 0,5MJ1 DJIAKOH

Hara papobuuurea: 17 mosTa 2022 p. Tepmin nipunarnocti: 30 Bepecun 2025 p..

KIHIEBA IAPTIS

3arannHHI BUCHOBOK:

-3aCBIMEHO eNeKTPOHHHM
‘TiAmacoM*

Hasea T4 dapeca BHpOGHIKA:

BupoGryiua miasHAis ©

Binosinae

Im's  Openi IMepuens [Aurelie Pernelle]
Hara 7 6epesns 2023 p. 11:17:43 UTC +11

YnoenoBaxena ocoba
Bingis sixocti Ta poznoxiny npoaykiii

Canogi [Tactep

14 Ecnac Aupi Bane
69007 Jion

Dpandin

‘Canodi [Tacrep
Iapk Jugacrpient o [Hkapeink,-
27100 Bang-ne-Poit

* ¢ EfekTPORHUH TANKC Bidlile MAE 10pMmiany ity | pismoninumi PYKOIHCHOMY BHRIMES OCODMarijio 3

GMP 1a2] CFR Yactuna 11.

Cropinka 3.3 3

3 ycima yacTiHamu indopMANil, AKa MICTHTECS B LOMY JOKY MEHTI, HEOBXIAHO TIOBOIHTHOR 5K 3 KOHpIAeHLi 100
BirachicTio komnaHii «Canodi [Tactepy a6o ¥ aouipnix xoMraniti. I He Moxua myOnixyBatu abo posronowmysaTy z
0y 1b-AKOI0 METOK HEYNOBHOBAIKEHHM 0c0Gam abo Tperim CTOPOHAM, ¥ OnHiH hopmi e3 nonepeansoi MHCHMOBOT

srogu «Canodi [Tactepy.
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CeprudikaT anaizy Ta Bixnosignocti

Hasea mpomykry: BAKIMHA
(ALEJTFOILAPHUMI KOMIIOHEHT) TA TIOTIOMICJITY AJICOPEOBAHA

Erannponecy: KIHLIEBA TIAPTIS

Homep maprii: W3D93
06’ em/Kinskicts: 389 020 IIIT.
YmMord 36epirannn: +5°C+/-3°C

IJLs1 TIPOOUIAKTUKU  JIUOTEPII, IIPABL{SI, KAIWIIOKY

Homep matepiany/Kon miosuii: 748827
Cuma piVAxaemicts: 1 JO3A _
Jlikapeeka dopma: CYCIIEH31A JUTH TH’€KLITHA

Hata Bupo6uuursa: 17 Tpasns

KIHOEBA ITAPTIA

@opma Barnycky: IHITPHLL 1 x 0,5MJ1

2022 p.

Tepmin nmpunatnocrti: 30 keirag 2025 p.

Bunpobysanusn

Kpurepii sBinnosinnocri

Pesynwtar

Jarta saTBepmkenus

BHUIMPOLYBAHHA HA
- BAKTEPIAJIbHY TA TPHUEKOBY

MikpoGHHuii pict

14.06.2022

{MetogoM LUMINEX)

. CTEPWJIBHICTh MixpoGuni pict sincy it Bizcy THil
Memodom membpdanuoi dhinempayii
BAKTEPIAJILHI
EHAOTOKCHUHH <100 MO/ae3a <2,5MOQ/noza 31.05.2022
LAL-mecm
30BHILUHIA BUTJI5] , _ A
i Binygata, KanamMyTHa CyCIeH3is Bianosinae 03.06.2022
Bizyansno
Ob’€M, 11O BUTATAETECA : : ;
_ N He meHwe HominansHoro Bignosinac 03.06.2022
3a Egponeiicsxoro Gapmaronecio
DHL Bix 6,8 10 7.8 7,2 03.06.2022
CRAAHUM. eNeKMPOOOM
BMICT AMIOMIHIIO :
_ Bim 0,20 g0 0,45 mr/no3a 0,26 Mr/noza 24.06.2022
Komnréxconomempuuno
ABTEHTHYHICTh IIpasuesoro aHaToKCHAY: 22.06.2022
Memodom LUMINEX [TO3UTHBHO TNosuTuBHO
- (Meromom LUMINEX)
JuQrepifHOro aHaToKcHHY:
[MTO3UTHUBHO [TosurusrO
{Metonom LUMINEX)
KaumtokoBoro aHaTokcHHy:
TMO3UTHUBHO [To3uTHBHO
(Meronom LUMINEX)
ABTEHTHUHICTE Kammioky (PIA)
[TosuTHEHO IMoaurueHO
(Metomom LUMINEX)
Bipycis moniomienity: MO3UTHUBHO 8 —

Cropiaka i3 2

3 yeima wacTHHAME IHQOPMALIT, KA MICTHTEGH B 1LOMY FOKYMEHT, HEOOXITH0 NOBO XHTHOH 1K'3 xondineuifinow pracuicTio
romnanii «Canodi [Tacrep» abo.1i nowipuix omnaniit. Ii ve moxua nyGnikysam abo PO3TONoWyBaTH 3 0y E-IKOW METOK)
HEYTIOBHOB@XCHHM 0co0aM alio TPETIM CTOPOHAM, ¥ OIHiFH- hopmi-Ges nonepeansol nuceMorol 2roau «Canogi [acrepn.




SANOFIPASTEUR we

CepTudikar ananizy rta BigmoBigHocTi

Hazea npogykty: BAKLMHA JUISI TIPOQUIAKTHUKW JWUOTEPH, TPABLIS, KAIIUIIOKY
(ALEJIOJBIPHUHE KOMITOHEHT) TA TIOJIIOMIEJITY AJICOPBOBAHA :

Eran nponecy: KIHIEBA TTIAPTIA

Homep naprii: W3D93 Homep marepiany/Kox mosuuii: 748827

06’em/Kinskicts: 389 020 11T ‘Cuna givAxtusuicts: 1 TO3A :

YmoBu 36epirannn: +5°C+/-3°C Jlikapeska dopma: CYCIIEH3IS LS TH? €K LITA
Qopma surtycky: LITTPHI] 1 x 0,5MJT

Hara apobunurea: 17 rpagus 2022 p.. Tepmin nprnaruocti: 30 keiTHa 2025 p.

SACBIJUEHHS BHPOBHUKA

Llum 7 3acsinyto, mo HareneHa BHINE iHbOpMais € AiffcHO0 | TouHot. 11 cepis npomyxuii Gyaa BUpODIEHa Ha
3rafaHifi HIDKYe ARTBHALI (FUTBHYLAX) Y TOBHIH Bimmosimuocti 3 samoramu GMP (Hanexuo! BupoGHHYOT
NMPAKTHKH) T2 CnelyuikauiiMy B peecTpailiiHoMy MocBinuenH] kpainu-iMoopTepa.

3arajanumii BUCHOBOK! Bizgnosigae.
34CBIIYSHO MeKTPOHHUM Im’s Mapnort Batuct [Charlotte Baptiste]
mignncom* Hara 10 ciuna 2023 p. 14:49:18 UTC +1

"VuoBHoOBakeHA 0co0a

Binnin saxoecti Ta poanoniny mpoaykuii

Hasia fa afpeca BHpoGHIKa: Carodi [Tactep
14 Ecnac Aupi Banne
69007 Jion

OpanLin

BHpouuua mineHANg Canodi Iactep
Iapk Ingactpiens A" [HKAPBIIE.
27100 Banw me Poit

Cropinka 232

3 yeinta waCTHIzAMI IHHODMALLT, AKA MiCTHTLCH B UbOMY NORYMENT], HeoOx 111G HOHG AHTHEA i3 KOHGASHIIHIOIG BracHicTEs
komnanii «Carogi Iactepr 460 i gouipHix xommanii. It He Moxna nyfnikyBaTH a0 pO3TONOIIYBaTH 3 6YIb-9K0X0 METOIO
HEYMOBHOBAMEHHM 0c0oGamM abo TpeTimM cTopoHam, y xoHiH dopmi 6e3 HomepeaH»ol MHCEMOBOT 3roH «Canodi INacrep».




SANOFI PASTEUR wg

CepTudikar ananaizy Ta Bignosignocti

Hassa mpoaykry: BAKIMHA JJI TIPOGUIAKTHKM JUGTEPH, TIPABLS, KAIUIIOKY
(ALIEJIIOJIAPHMIM KOMITOHEHT) TA ITOJIOMIENITY AJICOPBOBAHA.

Etan npouecy: KIHLIEBA TTAPTIS
Homep maprii: W3D93
06’ em/Kinpkicrs: 389 020 I1IT.

YmoBH 30epirawms:; +5°C+/-3°C

Jara supo6unursa: 17 Tpasus 2022 p.

‘Homep marepiany/Kox iosmiiii; 748827

‘Cuna gii Axtusgicts: 1 JJO3A

Jlixapcska dopma: CYCITEH3IS JUIST TH CKIITA
‘Dopma Bamycky: LLITTPHUIL 1 x 0.5MI1

‘Tepmin npuuarHocti: 30 keiTaa 2025 p.

¥ L ENEKTPOHHMHA ITIATAC BUIIE MAE IOPMAMYHY CHITY | € PIBHOLIHIUM PYKOMHCHOMY TiNHCY. 0COBH ATiHO 3

GMP ta 21 CFR Yactunua 11.

Cropitika 3372

3 ycima vacTuHamy injopMauiT,_zka MICTHTHER B 1ROMY AOKYMENTI, HEOBXIAHO OB THTICH AK 3 XompigeHitino0 RRacHicTIo
xomnanii «Canopi Iactepy abo ii gouipnix xomnauiit; Ii we MowxHa nyGnikyBaty afo po3TONOYBATH 3 6YEL-AKGH METOI
HEYTIOBHOB@XEHHM 0cofaM 2o TPeTiM cTopoHaM, v xoIriH dopmi Ges noltepeaHpol UCEMOBOT 3reau «Cauodi [Tactepy.
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