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.
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JAEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM ¥ KHIBCBKIN OBJIACTI

npocnext Banepia JloGanoscskoro, 51, m. Kuie, 03110, ren/haxe: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
PO BIANOBIANICTL MEIHYHOT0 iIMYHODIOJOTIMHOTO NIPenaparTy BUMOram

JAepARABHHX | MIKHAPOJAHHX CTAHAAPTIB
09.08.2023 Ne 32229/23/1011

IEKCAKCHM® / HEXAXIM BAKLIMHA /U151 [IPOOLIAKTHKY MO TEPII, TPABLIS,
KAULTIOKY (AIEJTHOJISIPHHIT KOMIIOHEHT), TEMATHTY B PEKOMBIHAHTHA,
MOJIOMIEJITY IHAKTHBOBAHA TA 3AXBOPIOBAHB, CIPUYHHEHHX
HAEMOPHILUS THITY B KOH'IOTOBAHA, AJICOPBOBAHA, PIJIKA

(maiisienyeanns MIBIT wrinso 3 peecrpauiiinmgmg nOCELIMCHHAM)
cycnensis aas in*exuiii no 0,5 ma (1 103a) B nonepeanbo 3aN0BHEHNUX NPpHUAxX 3 2-ma
OKPEMHMH TOJAKAMM, N0 | WNPHILY B CTANAAPTHO-EKCIIOPTHIN YIAKOBUL, AKA MICTHTBLCH ¥
KApTONHIH Kopodui 3 incTpykuicto A48 MeJHYHOT0 33CTOCYBAHNS

{popya Bunycxy, roiyeanHs, sH nagysanps MIEBIT)
Hosmep peeetpauiiinoro nocsimuena UA/I3080/01/01 erpox aii peecrpauiiinoro noceigsenna 01.01.2099
Cepia MIBN N VIMS42V Kinericrs 29400

Canodi-Asentic [paiisiT Ko. JIta., Inatdopma norictuku ta

BupoGuik 5
: JueTpubyuii y m. bynanewr, Yropuusa

(waiimcuyeanya supobunka MIBIT, kpaina noxomscnng)

Beeeno B Yepainy Tﬂuap!_mnm 3 odmexenow sianosinansuicTio "CAHO®I-ABEHTIC
YKPAIHA", inenr. won: 35648623

(maiimenyranna Ta Koy 3a CPTIOY wpuaanol ocobn abo npizenuie, iv'a, no barekosi gisanod
ool - nianpacsid, T Micue npomaBanis 1a peceTpauiiingii nosep oBnikosol kapTki naaTHIKS
noaarkie 4o cepin Ta HOMep nacopTa)

Mporokon sisyansnoroe kowrpoao sin 30.06.2023 N I/31/1.

3a pesyiabTaTaMM JCPAABHOrO KOHTPOM BeravosieHo, uio MIBI BIAMOBLIAIOTD sumoram
JAKOHOAABCTEA W00 3abC3ncHeng SKoCT] JIKapChbKUX 3acobis,
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Ceprudikar Anajizy Ta Bianosiauocri

SANOFI

Hazsa npoaysry: BAKLUMHA JUIA  [TPOGUIAKTHKH JIMOTEPI, TMPABLA, KALLUTIOKY
(ALIEJTIONIAAPHMIT  KOMITOHEHT), TENATHTY B, TOJIOMICHITY IHAKTHBOBAHA TA
JAXBOPIOBAHb, CIPHYMHEHUX HAEMOPHILUS THITY B KOH'IOTOBAHA, AJICOPBOBAHA

Eran npouccy: KIHUEBA TTAPTIA

Howmep naprii: ViM54

Of em/Kinexicts: 375 025 LIT.
Yuopn sbepiranua; +5°C+/-3°C

Hara supoGuuurea: 06 ameronanga 2021 p.

KIHLIEBA ITAPTIA

Howmep marepiaiy/Kog nosuuii: 1009846

Cuna pifAxtusnicts: 1 JO3A
Nikapeska dopma: CYCTIEH31A 1S TH EKLUH

Wopma sunyexy: | gosa x 0.5 ma mwnpui

Tepuin npuaarnecti: 31 cepnnn 2025 p.

Bunpodyvaanns Kpurepil sianepianocti Peryanrar Jlara sTueprasenns
Bunpobysanna na Gaxrepianeny| MikpoGuaii pict siacyTniil MIKPOBHHH 24.11.2021
T8 rpUOKOBY CTCPIIBHICTE PICT BLOCY THIH
Menrondons mgaripatimol’

o arn el
Baier Gakrepiamaimg < 100 EQ/nosy <2.5 EQ/noay 15.11.2021
CHADTOKCHHIR
L. AL-necm
Omne By bams, KAnasmyTHa CyCneniis Binrnowiaae 18.11.2021
Biavaanie
OB cM, 110 BHTATACTLCA He seenue poMinansioro of oy Binosinac 18,11.2021
Tar Clapronrerichion
R RonecKy
Buict amoMinin Bia 0,50 a0 0,70 mMripoaa 0,58 srdnonn 02.12.2021
h’ﬂ.L”‘LJI.’H{"‘N”FﬂJl'l'"_‘“l"l”ﬁ
nH Bin 6,8 20 7.5 7.2 18.11.2021
CRUMINEN CICRIRRIN M
ABTEHTHUHICTE Mpasiesii auatokcun: TOIHTHBHO ITosnTHeno 17.12.2021
Memodaw Luminey Hudvrepifinmii anarogenn: NOIHTHEHO Mosirrimms

Haemophifus; MOIHTHBRHO MNosrrusie

Kawmowounit anarokeii: [MOZHTHBHO To3HTHEHG

DinasenTinii resarmoraain: NOZHTHBHO [Mowrramig

Anriren gipyey renariry B: HOZHTHEHO HMossrinio

Bipycis nosiomichity: HOZHTHBHO TosHTHRIHD

Cropinka | 33

F yeinti 4ACTHIENM TPOPMAILT, RKE MICTHTLE B LLOMY AOKYMENTI, NEoBXiAN0 NONOANTHES K 3 Kondiacauifingio paciicTo
kosmnanil «Caeodi Macreps abo i aouipuix komnaniil. [T ne moia nyGnikysari ado poirenollysaTH 3 Gy b-AKOI0 METOIK
HeyTIoBHOREREHIN ocoban abo TpeTiM croponis, ¥ woanii dopMi Ges nonepennnol micisonot sroun aCanodi Hacreps.
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SANOFI s

Ceprugikar Ananizy ta Bianosianocri

Haszea npoaykry: BAKLMHA JUJ11 TPO®UIAKTHKH JIMGTEPI, [IPABLS, KALLTIOKY
(ALIEJIIOASIPHUM  KOMIIOHEHT), TEINATHTY B, TMNOJIOMIEMTY IHAKTHBOBAHA TA
JAXBOPIOBAHB, CNIPUUMHEHMX HAEMOPHILUS THITY B KOH'IOITOBAHA, AJICOPBOBAHA

Eran npouecy: KIHLEBA MMAPTIA

Homep naprii: ViM54 Homep marepiany/Kon nosuuii: 1009546

06 em/Kinskicts: 375 025 LUT. Cuna piifAxtusnicts: 1 JIO3A

Yumowu 30epiranua; +5°C+H/-3°C NMikapeska diopma: CYCTIEH3IA JUJ1A 1H "CKIUHA
thopma sunycxy: 1 poza x 0,5 s wopay

Jata supoGuuyrsa: 06 mecronaaa 2021 p. Tepwmin npeaarnocti: 31 cepnna 20235 p.

FACBIIYEHHA BHPOBHHEKA

Ll # 3acBiIuyo, 10 HABEACHA BHWIC iHdopMallia € aiiicnowo i Tounoto. L cepia npoaykuii 6yaa snpobicHa
Ha sranadiii sskde AineHEI(LnEHHUEX) ¥ noswiil sianosianocti 3 suMorami GMP (Hanewiol supobuitoi
npakTks) Ta cnewdikaiiamn » peccTpaniiinomy noceiadenni kpainn-iMnopTepa.

Jaraaennil BHCHOBOK: Bianosinae

FacriAMEHD CACKTPOHNIM nianucom® ; Im's  Kpictod AHanaens [Christophe Jeandel]
Hata 14 sepeca 2022 p. 11:19:51 UTC+2

¥YnosHosamena ocoba
Biwin sikoeTi Ta po3noginy mpoay kil

Hazea Ta anpeca supobunka: Cawnodi INacrep
14 Ecnac Anpi Banne
69007 Jion
Ppanuin

BupoGunua ainsuuus Canodi IMacrep

Mapxk Iunacrpiens Inkapeinb
27101 Banw-ne-Poit Cencre

Cropinka 23 3

3 yeista yacTimane igopratii, AK0 M ICTHTLER B HEOMY A0KYMENTI, neolXL0 NORONTICA AK 3 KondiacHiingio paciicTio
womnanii «Canodi Macrepn abo i aouipuix kosmnaniii. 1 we mosea myGaikyesar abo posronomysath 3 Gyak-AK00 METOK
HeynoRDEEReM ocobam afo Tperiv cToponas, ¥ woaiii dopui Ges nonepeansoi ieemMoboT 3ol aCanodi Macreps,



SANOF! | 7

Ceprudikar Anauizy Ta Bignosianocri

Hassa npoaykry: BAKIMHA U1 [POGUIAKTHKH JM®TEPI, [PABLE, KAUUIIOKY
(ALIEJTFONAPHHH  KOMIIOHEHT), TEIATHTY B, TMOJIOMIENITY IHAKTHBOBAHA TA
JAXBOPIOBAHb, CTIPHYMHEHHMX HAEMOPHILUS THITY B KOH'IOTOBAHA, AJICOPBOBAHA

Eran npoueey: KIHUEBA TTAPTIA

Homep maprii: ViMS54 Homep matepiany/Kon nosuuii: 1009846

00 em/Kinskicre: 375 025 LT, Cuna pit'Axtasnicts: 1 JIO3A

Yaosu sbepiranis; +5°C+-3°C Jlikapcska dopma: CYCIIEH31A A4 IH"E€KLUIH
hopma sunyeky: | noza x 0.5 mn wnpuy

Hara eupoBunursa; 06 ancronaga 2021 p. Tepsin npugarnocri: 31 cepnus 2025 p.

* - EnekTpoHHHil NIANKC BHILE MAC IOPHANYHY CHIY | PIBHOLIHHME PYKONMCHOMY MiANKCY ocob IAHO 3
GMP ta 21 CFR Yactuna 11.

Cropinka 33 3

F yeisa SRCTIIAME IOPMALT, AK3 MICTHTECA B LLOMY AOKYMEHTI, Heo0xiane nosoanTnes ax 3 xondgiaemtiinmo snacnicno
womnanil «Canodi Nactepy abo T gouipHix kosnaniii. 1T e mosna nyBnikysari afo posroaoyBATH 3 BYAR-SKOK METOK
HeynoBnoBKeny ocobas abo Tpetiv croposas, y woanii hopui Gel nonepeimboi THCLMOROT IroH wCanodi [Tacreps,
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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
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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.
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