Ceprudikar anamizy /
CepTudikar cepii

sanofi

Ilepexnan

Awmbape et Jlarpas
1, Py me ma Bipx

CAHO®I BIHTPOIT IHJACTPIA

33565 — KAPBOH BJIAH Cenexc
Ten. 0557303000 Paxc.0557303600

GMID kon:

330983 Cepis Ne: FA0853

JlaTta BUTOTOBJICHHS:

12.02.2024 IIpupaTHuii Ko: 01.2027

Onuc:

TIJIABIKC, Ta1eTkH, BKpUTi 060J0HK0I0 10 75mr, Ne 28 y 6aicrepax, YKPATHA

T TabneTku, BKpUTI 000JIOHKOO
ITaxyBaHHSA: ITo 14 Tabnerok y Omicrepi, mo 2 Gmictepm y kopoOri
Punok: Vkpaina

Honarkosa indopmarris:

He 3acTocoByeThes

Hocwe Ne:

OPE-0047513 v. 12.0 | Ne Bepcii ceprudixary | 1

YMoBH 30epiranss:

Be3 cnenndyigyHux yMoB 30epiraHas

PimieHns:
Hara:

YnosHoBaxkeHa 0coba abo ocoba, sska ii 3aminac:

Jlo3BosieHO
27.02.2024 16:41:41.00
®PI30H Martsbe [FRISON Mathieu]

Leii ceprudikar Oyi0 3aTBEPIKEHO B €IEKTPOHHOMY BUIIISI y BalliloBaHil cuCTEMI.
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Ceprudikar anamnisy / q a n o ﬁ
. (713 [ ]
Ceprudikar cepii Tlepexnar
CAHO®I BIHTPOIT IHAACTPIA
Awmbape et Jlarpas
1, Py me ma Bipx
33565 — KAPBOH BJIAH Cenexc
Ten. 0557303000 Paxc.0557303600
GMID kog: 330983 Cepis Ne: FA0853
JaTta BUTOTOBIEHHS: 12.02.2024 IIpupaTHuii go: 01.2027
Omnmue: TIJTABIKC, Ta6neTkn, BKpUTi 06010HK010 Mo 75Mr, Ne 28 y Giicrepax, VKPATHA
Tom: TabneTku, BKpUTI 000IOHKOO
ITaxyBaHHSA: ITo 14 Tabnerok y Omicrepi, mo 2 Gmicrepy y KopoOri
Punok: Vkpaina
Honarkosa indopmantis: | He 3acTocoByerbes
Jlocke Ne: OPE-0047513 v. 12.0 | Ne Bepcii ceprudixary | 1
YMoBH 30epiranss: bes cnenudivanx ymoB 30epiranss
KIJILKICHE BU3HAYEHHS (y BUT/s i OCHOBH KJIOIIOTPEITIO):
e Mr/Tab Bix 71,25 no 78,75 mr/Tabnerky (mipu 73,63 MI/TABJIETKY
BHUITYCKY)
®  BiJ TEOPETHYHOI KUIBKOCTI, %o Bi7195,0 10 105,0 % (nipw BHTIYCKY) 98.2 %

Mikpobiosnoriune xociikeHHsS TPOBOIUTHCS NTpHHakMHI 1 pa3 Ha pik.

* YrouneHHs mns igeHTH]IKaNil KIOMAOTpenio METOAOM piauHHOI xpomarorpadii: Rt ocHoBHOro miky Ha XpoMaTorpami
JOCIIZAXYBAaHOTO PO3YHHY =~ Rt OCHOBHOTO MKy Ha XpOMATOrpami CTAHAAPTHOTO PO3UHHY.

** VrouHeHHs i imeHTHdikamii kmomimorpemo MeromoM Y®d-cmekrpodoromerpii: max Y@ abGcopbuii cmekTpy
JOCIIKYBAaHOTO PO3YHHY =~ [OBXKHHI XBHJII Ta IHTEHCHBHOCTI HOINHHAHHA max abcopbuii Y® crmexTpy CTaHZapTHOIO
po3auHy.

*** Yrounenus s izeHtudikarii THTaHy JiOKCHIY Ta 3ai3a OKCHIY YEPBOHOTO: BIANIOBIAAE KONBOPY PO3UYHHY (LIO3UTHBHA
KOJIbOPOBA PEaKilis).

HanuM 3acBiguyio, 10 HaBeOeHa BHUIE iH(POPMAIls € JOCTOBIpHOK Ta TouHOK. [laHa cepis Oyna BHpoOIIeHa, BKIFOYAIOUH
MaKyBaHHA/MapKyBaHHS Ta KOHTPOIb SKOCTI Ha BHUINEe3a3HA4YeHiH NUIGHULI y TOBHilM BignosigHocTi 3 BHMoramu GMP,
BCTAHOBIICHUMH MICIIEBUM DETYJISTOPHHM OPTaHOM, a TaKOX BiANOBIAHO 10 cmermikanii, Mo MIiCTATECS Y peecTpauiifHOMY
J0Che Kpainu-immoprepa. [IpoTokoayu BUpOOHHUIITBA, TIAKYBAHHA Ta aHANI3IB OyJIM MEperisaHyTi Ta BCTAHOBIICHO BiANOBiAHICTH
GMP.

3a ZOJATKOBUM 3alIHTOM MH MOXKEMO HAJATH Pe3yJbTATH BHIPOOYBaHHA Mikpo6ionoriyHol YHCTOTH i3 3aJaHUMH MEXaMH,
(KOHTPOIb BUKOHY€THCS IEPIOANYHO JOTPHMYIOUUCH HAINNX BHYTPILIHIX CTAHAAPTHHX ONEPALiifHIX POLELyD).

- nad
5 (VMEHTIB
TOKY MEHT
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Ceprudikar anamnisy / q a n o ﬁ
. oos [
Ceprudikar cepii Tlepexnax
CAHO®I BIHTPOIT IHAACTPIA
Awmbape et Jlarpas
1, Py me ma Bipx
33565 — KAPBOH BJIAH Cenexc
Ten. 0557303000 ®axc.0557303600
GMID kog: 330983 Cepis Ne: FA0853
JaTta BUTOTOBIEHHS: 12.02.2024 IIpupaTHuii go: 01.2027
Omnmue: TIJIABIKC, Ta6neTkn, BKpHTi 060;10HK010 Mo 75Mr, Ne 28 y Gaicrepax, VKPATHA
Tom: TabneTku, BKpUTI 000OHKO
ITaxyBaHHSA: ITo 14 Tabnerok y Omicrepi, mo 2 6micrepm y kopoOri
Punok: Vkpaina
Honatkosa indopmarntis: | He 3acTocoByeThes
Jlocbe Ne: OPE-0047513 v. 12.0 | Ne Bepcii ceprudixary | 1
YMoBH 30epiranss: be3s cnenudivnux ymoB 30epiranss
HAUMEHYBAHHS IIOKA3ZHHUKIB BUMOTI'H AHJI (CHEIIA®IKAIII) PE3VJBTATH
XAPAKTEPUCTUKA
e  3OBHINIHIH BUTIIAN Kpyrui, 3nerka omyxiii TabieTKy, BKPUATI BIATIOBIOAE
000JIOHKOI0, 3 TPaBilOBaHHAM “75” Ha
oxHoMy 6omi Ta “1171” - Ha iHIIOMY
e Komip PosxeBuit BIAIIOBIJJAE
ITEHTUODIKALA
e Knomigorpemo:
PinunHa xpomarorpadis* Bignosinae BIAITOBIAAE
Y® — coektpodoromerpis** Binnoginae BIAITOBIAAE
e Turany miokcum*** Ilo3uTnBHA TIIO3UTHUBHA
e  3amiza okcHJI 9epBOHUIT* ** ITosutnBHA [TO3UTUBHA
BUITPOBYBAHHSA
e  OOHOPIAHICTH JO30BAHHUX OJMHHUIIb:
IpuitmanpHa BenuunHa (AV) AV<15,0 2,8
OXHOPIAHICT JO30BAHUX OXUHHUIE Bianosinae BIAIIOBIJAE
(po3paxyHKOBO-BaroBHMii METO)
o  Pozunnenus — Knomnigorpemo rigpocynbdat po3unHenuii micis 30 xB. (Y®) (Q=75%):
— 1 cranis:
1 eMHICTB He menme Hixx 80% 97%
2 EMHICTh He menme Hixx 80% 71 %
3 eMHICTD He menme Hix 80% 93 %
4 emuicTh He menme Hix 80% 95 %
5 eMHICTD He menme Hix 80% 98 %
6 eMHICTD He menme Hix 80% 99%
2 cragis:
KoxHe okpeMe 3HAUCHHS: He menme Hixx 60% BIATIOBIOAE
Cepenue snauenns (E1+E2) He menme Hixk 75% BIATIOBIOAE
3 cragis:
Koxue oxpeMe 3HaUCHHS Jus 22 Tabnerox: He menme, Hix 60 % HE 3ACTOCOBYB
s 24 tabnetok: He Mene, mix 50 % !
Cepenne 3Hauenns (E1+E2+E3) He menme, Hix 75 % HE 3ACTOCOBYA; A OGb g
e Bwmict Bogu He 6Ginpmre mixk 1,7 % 0,9 % JTOKY MEHTIE
o TIpoaykru posmany (BEPX) (y BUIIIsiIi OCHOBH KJIOIIIOTPEITIO):
SR 26334 He 6inpure vixk 0,2 % (npu BUIIycKy) < Mexi nocnin
SR 25989 He 6inpnre mix 1,0 % (npu Bumycky) < Mexi gocni
?13:);;::1-{11;3 Hecrempixopana KoMiIKa He 6inbine mix 0,2 % (mpu BUIycKy) <0,20%
Cyma oMimmox He Ginpimre wixk 1,2 % (pu BUITyCcKy) 0,5%
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sanofi
CEPTUDIKAT BUIIYCKY CEPIL

IIpusHaueHHs: VKPATHA

Peecrpariitie moceiguenss Ne: UA/9247/01/01

IIpesenTarmis:
Hasga npemnapary, cuna Aii, xo30Bana gpopma: IIJIABIKC®, Tabnerku, BKpUTi 060IOHKOI0, IO 75 MT
[akyBanus: 28 Tabnerok (B anroMiHieBUX OmicTepax)
AxruBHi inrpegientn:  Knomigorpenio rigpocynsdar

Cepis Ne: FA0853 Poawmip cepii: 72 960 ynakoBok

JlaTta BUTOTOBICHHS: 12.02.2024
[IpunaTauit no: 01.2027

HaitmenyBaHHA, afpeca Ta HOMep JIEH31i Ha BAPOOHUIITBO:
Canogi Bintpon Ingactpia
1, py ze 15 Bipx
Awmbape et Jlarpas
33565 — KAPBOH BJIAH Cenexkc,
OPAHIIIA
Howmep sninensii Ha BUpOOHUITBO: 2022 178 1 2

3asBa npo ceprudikanio:

HanumM 3acBiguyio, o HaBeleHa BHIIE iH(popMalis € JOCTOBIpHOIO Ta TOUHOW. [laHa cepis Oynma BHpOOJeHA, BKIIOYAIOTH
TAKyBaHHA/MapKyBaHHS Ta KOHTPOJIb SIKOCTI Ha BHINE3a3HauYeHill AUIBHUNI y TOBHIlM BigmoBigHOCTI 3 BuMoramMu GMP,
BCTaHOBJICHMMH MIiCHEBHUM PETYIATOPHAM OPraHOM, a TaKOXX BiJMOBIAHO mO crenudikamiii, o MiCTATECA y PEECTPaLiHHOMY
IOChE KpaiHu-iMoprepa crnemudivHux Ui JTKAPCHKUX IPOAYKTIB AJA JIOAUHU. [IpOTOKONM BHPOOHUIITBA, MAKYBaHHA Ta
aHai3iB OyJIM meperIsHyTi Ta BCTAHOBJIEHO BianoBiguicth GMP.

3aBi3oBaHO: ITocama: YnoBHOBaxkeHa ocoba / YmoBHOBaxeHa ocoba Biiny
Ipisume: ®pizon MATBE [Mathieu FRISON] 3abe3neqeHns akocTi — [Iposizop
Jara: 13.03.2024 Iigmuc: ATionuc/

AMB-P-REL-01431 V6.0

- nad
Sanofi Winthrop Industrie -1 rue de la Vierge Ambarus, 33565 Carbon Blanc cedex - Tel +33 (0)5 57 30 30 00 - Siret : 775 662 257 TOKYME HT
00101 - APE 2120Z ’
Siuge social : 20, avenue Raymond Aron, 92160 Antony, France - S.A. au capital de 266 084 864 € - 775 662 257 R.C.S. Nanterre - Code
45 775 662 257
www.sanofi.com




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

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

BUCHOBOK
NPO AKICTH BBE3€HOr0 B YKPAaiHy JIKaApCHKOI0 3ac00y

09.04.2024 Ne 15998/24/10

IIJIABIKC®
(HafiMeHyBaHHS JIikapcbKOTO 3aco0y 3riHO 3 peecTpauiifHuM IOCBiqYeHHIM)
TalJeTKH, BKPHUTI 000710HK010, 110 75 Mr Ne 28 (14x2): no 14 Ttabaerok y Oaicrepi; mo 2
0Js1icTepH Y KapTOHHiH KopoOui
(dopma BuIyCcKy, TO3yBaHHs, BH] IAKyBaHHI JTiKapCHKOro 3acoly)

Howmep peectpamniitroro nocsimaenns UA/9247/01/01 crpox nii peectpamiiiroro nocsizuenns 01.01.2099

Cepis mikapcekoro 3aco6y Ne FA0853 KinbKicTs BBe3€HOrO JiKapchkoro 3acoby 41472

BupoGHuk CAHO®I BIHTPOII IHIACTPIA, ®panuis

(mailiMeHyBaHH] BHPOOHHUKA JIKAPCHKOro 3aco0y, KpaiHa IOXOKEHH)

Baeseno B Yxpainy TosapucTBo 3 00Mesxenoo BianosinansuicTio "CAHO®I-ABEHTIC
YKPAIHA", inenr. kon: 35648623

(naiiMenyBanus Ta xox 3a €JIPTIOY ropuangs0i 0c06H ado mpi3suie, imM's, o 6aTeKoBI (izmaHOT
0co6H - mimpreMus, il Miclie IPOXKUBAHHA Ta PEECTPALIHHUIE HOMep OOIIKOBOI KAPTKH IUIATHHKA
HIOJaTKiB a60 cepis Ta HOMep [acuopTa)

Iporokon Bisyansnore xontpouio sig 09.04.2024 Ne 0824/7.

3a pesympTaTaMu JACPKABHOTO KOHTPONIO BCTAHOBIEHO, IO JIHKApChKUiI 3aci0 BBe3eHO B YkpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA LIOJ0 3a6e3MeYeHHs AKOCTi TiKapChKUX 3aco0iB.

,/g @«/ Bikrop CTE®KIBCBKH

numuc (ininianu Ta npilsriue)




sanofi

CEPTU®DIKAT BUITYCKY CEPIi

[pH3uagexns: VKPATHA

Peecrpauiiine nocsiguenny Ne: UA/9247/01/01

TIpezenramis:
Hasga npenapary, cuna 1ii, xozosana thopma: ILTABIKC®, TabneTkn, Bxpuri oBONoHK0I0, MO 75 Mr
Maxyparus: 28 TabreTok (B amomMiniesnx GaicTepax)
AxTuBHI IHTpemienTH; Knoninorpenmo rigpocynsdar

Cepis Ne: FA2554 Posmip cepif: 87 236 ymakoexu
Hara BRrotormenEs:  28.05.2024
Mpwnarauii no: 04.2027

Halimenysatms, agpeca ta HOMEp JileHsii Ha BUpoGHULTRO;
Canodi Binrpou luzacrpia
1, py ze na Bipx
AmbGape et Jlarpag
33565 - KAPEOH BHAH Cenexc,
OPAHIA
Houep nitensii na supobruTEQ: 2024 0331 2

3asara npo ceprudikauio;

JlanuM zacsiggyro, mo HapefleHa BHiE iHGDOpMauiz ¢ NOCTOBIPHO® Ta Toumow. [laHa cepid Byna supobieHa, BKIFOYATOUH
TAKYBAHHA/MAPKYBaHHA Ta KOHTPONh AKOCT] Ha BHILE323HAYCHIH MUISHMIL vy noBHiH signosigmocti 3 BuUMoTamMu GMP,
BCTAHOBJICHHMH MICLICEUM PeryisTopHIM OPTAHOM, A TAKOK BIANOBIAHO 10 cneunpixamii, uo MicTaThes ¥ peecTpanifHomy
ROCBE KpaiHW-IMIOpTEpa Crienmgpiuanx mus JIKapChKMX NPOAYKTIR ISl TRONMHI, IlpoTokonn BupoGHUNTEA, TaKyBAHHA Ta
aHanisis Gynu nepernanyTi Ta BeTAHOBICHO BinmoRIgHIcTE GMP,

3aB130BaH0:; TTocana: YorHoBaxkena ocoba / VroeHOBakeHa 0coGa BiITiLY
Hpissuine: TACBAKC Baenain [LASBAX Blandine] ~ 3abesnevenns sxocti — posiszop
Hara: 23.07.2024 Uinnue: Afiduue/

AMB-P-REL-01431 V6.0

Sanofi Winthrop Industrie -1 rue de la Vierge Ambarits, 33565 CARBON BLANC cedex - Tel +33 (0)5 57 30 30 80 - www.sanoli.com
Siege social : 82, Avenue Raspail 94250 Gentilly - FRANCE SA au capital de 328 862 272 € - R.C.S, 775 662 257 Cretei] - Ne Intracommunautaire : FR 45
775 662 257 - Nanterre - Code APE 7010 Z

/

B qu. 7159 5%00 280804




CepTudixar anamisy / s 0 n o ﬁ

Ceprudixar cepii Tepexnan

CAHO®I BIHTPOIT IHTACTPIA

Ambape er Jlarpas

1, Py ne na Bipx

33565 — KAPBOH BJIAH Ceneke, Ppannia
Ten. 0557303000 Daxe.0557303600

GMID kox: 330983 Cepig Ne; FA2554
HaTta BUroTOBRNEHH: 28.05.2024 [puaaTHuii no: 04.2027 .
Oniic: IIAABIKC, TabieTku, BKPUTI 06010RIC0K0 HO TSmr, Ne 28 y Gaicrepax, YKPATHA
Tun: Tabnerxs, BkpuTi 060JI0HKOI0
Maxypaguas: ITo 14 Tabnerox y Gnictepi, no 2 BricTepu v xopobui
Punox: Yxpaiga

ofaTkoBa indopMaiis: | He 34CTOCOBYETRCA
Hocee Ne: | OPE-0047513 v. 12.0 | Mo Bepcii ceprudiary | 1
YwmorH 36¢pirages: | Bea CHENH}ITHNX YMOB 36epiranns
HAUMEHYBAHHS IOKAZHUKIB BHMOI'H AHJ (CHEITU®IKA NI PE3VJIBTATH
XAPAKTEPHUCTHEKA

*  3oBHIWAIH BurRay Kpyrni, 3nerka onyxni taGuerw, BKPHTI BIOTIOBIOAC

000NOHK010, 3 rpasioBAREAM “75” Ha
onHoMy Goui Ta “1171” - Ha inmomy

*  Konip Posxesnii BIATIOBIAE
INENTUDIKAILIL
¢ Kuonimorpemo:
Pinuuua xpomatorpadis* Bignoginae BIANIOBIJAC
Vb — crexTpodoromerTpia** Bignosinae BIOTIOBIJAE
*  Turany miokcng*** HosuturHa IIO3UTURHA
*  3aniza OKCHA YepROHIH™** IMozurueNa MTIO3UTHUBHA
BHUIPOBYBAHH S
*  OnHopimnicTs H0IOBAHMX OUHMIE:
Ipuitvanena Bemymna (AV) AVZ150 4,0
OnHopinmicTs Ro3oBaHHK OJIHHHIL Bignorinae BIJITIOBIZAEC

{po3paxyHKoRO-Barorui MeTo)
*  PO3YHHEHHT — Kionigorpeno rinpocynsgar posunueHHi micna 30 xe. (YO) (Q=75%):

~ 1 ¢cragis:

1 emHicTE He menme nix 80% 98%

2 eMHICTE He mennze rix 80% 98 %

3 emHicTE He Menme mix §0% 97 %
4 eMHICTE He menwre ik 80% 98 %

5 eMHicTE He Menwe min 80% 78 %

6 EMHICTE He meniue mix 80% 99%

2 cranis:
Koskne oxpeme snauenmg: He meme nisk 60% BIANOBIGAE
Cepenue 3uauchug (E1+E2) He Menme niw 75% BIATIOBITIAE
3 cranis:
Koxue oxpeme 3uagenns A 22 tabnetox: He MEHINE, Hbk 60 % HE 3ACTOCOBYBATOCH
s 24 Tabnerox:; He MeHIe, Hixk 50 %

CepenHe sHaveHHS {E1+E2+E3) He menme, mix 75 % HE 3ACTOCOBYBAJIOCH

¢ Bwicr Bonn He 6ineme mix 1,7 % 1,5 %

*  lpoaykru posmagy (BEPX) (y BHrIani ocuosn KJ0ITgorpesmo);
SR 26334 He 6inbine wix 0,2 % (npu BUITYyCKY) < Meski gocigkenns
SR 25989 He Guremre mix 1,0 % (npn BHIIYCKY) < Meski aocnimrenys
Byas-sica necniennpixosana nosiimnca He 6iapme nix 0,2 % (npn BHITYCKY) =0,20%
{K0>xHa)
Cyma momimox He dinwme nixk 1,2 % (npn BUIYCKY) 0,3%

rap_coa_resultats v5 Cropinka 1/3




Ceprudikar anamnizy / s a n o Fi

Ceprudikar cepii

Ilepexnan
CAHO®] BIHTPOIT IH/[ACTPIA
AwmGape er Jlarpag
1, Py ne na Bipx
33565 - KAPBOH BJIAH Cenekc, ®panuis
Ter. 0557303000 Daxe.0557303600
GMID xon: 330983 Cepix Ne; FA2554
Harta BUroToBneHus: 28.05.2024 Hpugaruuii no: 04.2027
Omue: TUIABIKC, Ta6ierkn, BRpUTi 060J00K0K 0 T5mr, Mo 28 y fnicTepax, YKPATHA
Tum: Fabnerxn, RkpuTi 0G0MOHKOM
[akysaHus: o 14 rabnerok y 6ricrepi, no 2 Brictepn v xopoBui
Prnox: Ykpaiua
| Homatkosa indopmariis: He 3actocoryerhes

Hocke Ne: OPE-0047513 v, 12.0 l Ne mepeii cepridikaty | 1
YMOBH 36epiranss: Ees cnenndivnux yMmos s6epiranns
KUIBKICHE BUSHAYEHHS (y Burnai ocrosu KIIOTIZOIPEnIo);

*  Mr/Taf BiR 71,25 no 78,75 MI/TabneTky {Ipn 73,49 MI/TABJIETKY

BHIIYCKY)

*  BIZ TEOPETHYHOI KiNbkocTi, % Bi1 95,0 0 105,0 % (upu BHILyCKY) 98.0 %

Mikpobionoriune focnimkenm: HPOBONUTECS NpUHaiiMAi | pas Ha pik.

* Yrounenas gis tnenTndixanii xnomizorpesio Merogom pinsHEoi XpoMatorpadii: Rt ocHoBHOro TiKy Ha XpOMAaTOrpami
AOCTITKYBAHOIO PO3UYHHY =~ Rt OCHOBHOTO HIKY Ha XpoMaTorpami CTAHAAPTHOTO POUHHY.

** VTounewHs ym imeHTHIKALIY KNOIZOTpeno MeTonoM Y®-cnextpooromerpii: max V@ abcopbmii cnexrpy
TOCRUTKYBAHOTO POITUHY =~ NOBKHHI XBHI Ta IHTEHCHBHOCTI MOTJIHHAHHA max abecopbuii Y& cuextpy CTaHIAPTHOTO
PO3uHHY,

*** VTOUHeHHS mux inenTHuGikanii Taramy IIOKCHAY Ta 2a1iza OKCHILY 4epBOHOTO! BiOMOBigae KONBOPY PO3YHHY (TTO3NTHBHA
KOILOPOBA PeaKis).

Hannm 3aceinuymo, mo Hasenema BUIME IHGOpMaNis e JOCTOBIPHOIO Ta TouHOM0. [ana cepit Gynma supoblena, BKIIOIA0YM
TaKYBAHHA/MAPKYRAaHHA Ta KOHTPOIb AKOCTI Ha BHINE3A3HAYCHIN MimEHM] ¥ NoBHIH BigmosifHOCTI 3 BEMOTaMu GMP,
BCTAHOB/ICHHMH MICICRHM PETyIATOPHUM OPraHOM, & TAKOWK BIATOBIAHO 0 crienudsikauii, mo MicTaTnes ¥ peecTpalifiHomy
Aocee xpaisu-imnoprepa. ITpoToxom BUPOOHHITEA, [IAKYBAHHY T4 AHARIZIR Oynu nepernauyTi Ta BeTaHORICHO BLAUMOBIAHICTE
GMP.

3a JOAATKOBMM 3aTTHTOM MH MOMNEMO HallaTh pesynsTatn BUnpoGysants Mikpobiomoriunoi uuetoTy s 33/TaHHMH MEKAMH,
(KOHTPOIL BHKOHYETRCS NEpiogHaHO AOTPHMYIOUHCE HALIMX BRYTPINIHIX cTaHAapTHIX onepaniifHux nporenyp).
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Ceptudixar ananisy / qo n o FF
Ceprudikar cepii =
CAHO®I BIHTPOIT THHACTPIA
Ambape er Jlarpas
1, Py ne ng Bipx
33565 — KAPBOH BJIAH Cenexc, ®panuis
Ten. 0557303600 Maxe.0557303600
GMID kon; 330983 Cepia Ne: | FA2554
Jata BureToRReHH! 28.05.2024 MpunaTauii no: ’ 04.2027
Onuc: ILTABIKC, rabneTku, BRPUTI 06010HK0I0 00 75mr, Ne 28 v GaicTepax, VKPATHA
Tun: Tabnerxu, BxpuTi ofomonxomn
Iaxynanns: Ilo 14 Tabnetox y 6nicrepi, no 2 Snicrepu y xopo6ui
Punox: Ykpaiua
| Aeaatkora ingopmanis: He sacTocoryetren
Hocee Ne: OPE-0047513 v. 12.0 | Ne Bepeii ceprudikary AI_I
Mmrm 30epiranms; Bes enenndiunmx ymos sbepiranms
Pimrenns; Hossoneno
{Imipmuc)
Hara: 03.07.2024 13:55:18.00
YnoBHoBa:kena ocoba abo ocoba, gKa ii 3amimac:; ' JACBAKC Baenain [LASBAX Blandineg]

Ileit ceprueikar Oyno saTBep/keHo B CHACKTPOHHOMY BHTIALI Y BANINORAHIN CHCTEMI,

rap_coda_resultats vS Cropikka 3 /3
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JTEPKABHA CJYKEA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKIA OBJIACTI

npos. Ceitauynol Hapii, 3, M. Kuie, 02099, Ten/akc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
PO AKICTH BBe3eHOro B YKpainy JTKapCLKOIro 3acody

22.08.2024 Ne 41233/24/10

IVIABIKC®
(HaliMenyBaHHA Nikapcbkoro 3acoby 3rifHO 3 peecTpaliiiHuM TIOCBIAYEHHAM)
Tab/IeTKH, BKPHTI 000JI0HKO¥0, 10 75 Mr; Ne 28 (14x2): mo 14 Taénerok y Ouaictepi; mo 2
aicTepu y kaprouuiii kopo6ui
(bopma eunycky, nosysanns, sug HaKyBaHEA JKAPCEKOTO 3acoby)

Homep peectpaniiinoro nocsinuenns UA/9247/01/01 CTpok Aii peectpartiiiHoro mocsizuenns 01.01.2099
Cepis mixapeekoro sacoby Ne FA2554 Kinbxicrs BBesenoro mikapeskoro saco6y 24192

BupoGuux CAHO®I BIHTPOIT IHAACTPIA, ®pannis

(nafivenyBanns BupoGuuKa nixapebKoro 3acoby, Kpaina TIOXO/KEHH )

BBesero B Vipainy ToBapucTBo 3 06MeskeHOIO Bianosiganbnicrio "CAHO®I-ABEHTIC

YKPAIHA", inenr. von: 35648623

(maitmeHyBaHHA Ta KoM 32 E€IPTIOY wpuanysoi ocobu abo npi3BuILe, iM'A, Mo GarsekoBi (isugHOT

ocobu - mionpuems, i Micie TNPOXHBAHHSA Ta peecTpauifkuil HoMep oBnikosol KAPTKH [UIATHUKA
Nonatkis ado cepia Ta Homep TIacmopTa)

HpoToxon sisyansnoro konrpomo six 19.08.2024 N 2437/18.

3a  pesymbTaTamu ACPXKABHOIO  KOHTPOMIO  BCTAHORIEHO, IO JiKapcekHil 3acif  BeeseHo B Vkpainy 3
OJOTPHMAHHAM sumMor 3aKOHOOABCTRBA 10J10 3a0e31eYeHHS SKOCTI MKapChKHX 3ac06iB.

/5 - @d’;/ Bixtop CTEGKIBCHKUI
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sanofi
CEPTUDIKAT BUITYCKY CEPII

IpuzHauenns:  VKPAITHA

Peectpauiitne moceiguenns No: UA/9247/01/01

IpezenTanis:
Hazra npenapary, cuna mii, nososauna QGopma: ILTABIKC®, Tabierku, BKpUTI 060JN0HKOIO, IO 75 MF
IMaxyBanHs: 28 taGnerox (B amomiHieenx GaicTepax)

Axrueni inrpenieatn:  Knoniporpemo rinpocynsdar

Cepis Ne; FA4186 Poaumip cepii: 86 784 ymaxoaxu
JlaTa BUrOTOBIICHHS: 11.19.2024
IpupaTHuii no: 09.2027

HalimenyBanns, anpeca ta HoMEp NileH3ii Ha BUPOSHHITEO:
Canodi Bintpon [upactpia
1, py ne ns Bipx
Ambape et Jlarpas
33565 — KAPBOH EJTAH Cenexe,
GPAHILA
Homep niuenaii Ha BupoGHMLTRO; 2024 033 1 2

3aaea npo cepTudikaniio:

Haruw saceiguyio, mo HaseseHa BHIE (HOpMauis € ACCTORIPHOIO Ta TowHOW. Hana cepis Byna sBHpobieHa, BKIOYAIOYH
NaKyBAHHA/MAPKYBAHHA Ta KOHTPOJb AKOCTI HA BMINE3A3HAUEHiH AUMLHWLI y MOBHIN minnosimsocti 3 Bumoramn GMP,
BCTAHOBICHHMH MICLIEBHM PETryJISTOPHHM OPTaHOM, & TAKMK BIANOBIAHO A0 crenudikamii, mo MictaToes y peecTpauiiHomy
nocke kpaiHp-iMropTepa crietupivuux a1 Nikapchknx NPOAYKTIE Afs JTEofuuu. [IpoToKoTu BUpOGHULTBA, MaKyBaHHA Ta
aHani3is Oy NeperIsHyTi Ta BCTaHOBIEHO BianoeinHicTs GMP.

3asizosano: Iocana: YnorHoBaxeHa ocoba / YrorHoBaxeka ocoba Binniny

Hpizeuuie: I'EHIHOM Keewrin [GUILLAUME Quentinj  3a6esneuenns sxocti — Hposizop
Hara: 20.12.2024 Hinmme: Ationuc/

AMB-P-REL-01431 V6.0

Sanott Winthrop Industrie -1 rue de la Vierge Ambarus, 33565 CARBON BLANC cedex - Tel +33 {0)5 57 30 30 00 - www.sanofi.com
Siege soctal 1 82, Avenue Raspail 94250 Gentilly — FRANCE SA au capilal de 328 862 272 € - R.C.8. 775 662 257 Creteil - Ne [ntracomniunautaire © FR 45
775 662 257 - Nanterre - Code APE 7010 Z

LY 0325,




Ceprndikar ananizy /
Ceprudikar cepii

sanofi

Tepeknan

CAHO®I BIHTPOTI IFIJIACTPIA

AmOape et Jlarpan
1, Py ne na Bipsx

33565 — KAPBEOH BJIAH Ceaexc, ®pamuis
Ten. 0557303000 Pakce.0557303600

GMID xon: 330983 Cepis Ne: FA4186

JlaTa BUrOTORJICHHS: 11.10.2024 Tlpunatuuit go: 09.2027

Onune: ILJIABIKC, TabaeTkn, ripuri 06010uK010 no 75mr, Ne 28 y Gaicrepax, YKPATHA
Tum: Tabnerkn, BRKPHTI 060NOHKOK

NMakyeadus: Tlo 14 tabnerox y Gnicrepi, no 2 Gricrepu v xopobuj

PHHOK: Vkpaina

Hoaarkeea indopmarin;

He 3acrocoByerhcs

Hocbe Ne: OPE-0047513 v. 12.0 [ Ne sepeii ceprudixary | 1
YuoBu 30epiradus; Ges crienudiyamuy yMoB 36epiranHs
HAUMEHYBAHHSA IIOKAZHIKIB BUMOTY AH/I (COENUOIKALT) PE3VJLTATH
XAPAKTEPHUCTHKA
*  30BHIWHEIE BUrDSA Kpyrmi, 3merka onykmi TabneTky, BrpuTi BIATIOBIAAE
0B0NOHKCD, 3 TpaBiloBaHAAM “75” Ha
oauomMy Boni ta “1171” - na imwomy
»  Konip Posenuii BIIIIOBIJAE
INEHTHDIK AL
*  Knonigorpenio:
Pigusna xpomarorpadia* Bignosigae BIATIOBIJAE
V& — cnexrpodoromerpia*® Binnosinae BIAIIOBIOAC
s Turany piokcuy*** TTo3nTUBHA HO3UTHUBHA
e 3amniza OKCHMO YEPBOHMIT*** IlozuTHBHA TTO3UTHUBHA
BHTIPOBEYBAHHA
¢ OaHOPIAHICTH M030BAHMX OAMHUL:
IpuifiManbha BenwunHa (AV) AVZ150 3.0
OnHOPINKICTE NO30RAHHX OOHHNL Binnoeinae BIANOBITAEC

(po3paxyHKOBO-BATOBHII METOT)
*  Posumxenus - Knonizorpemo riapocynshar posundenuii nics 30 xs. (YO) (Q=75%):

— 1 cramia:

1 eMBICTEL

2 EMHICTB

3 eMHICTE

4 eMHICTE

3 EMHICTE

G EMHICTE
2 cTanis:

Koxne okpeMe 3HAYEHHS:

Cepenne snauenns (E1+E2)
3 crapin:

Koxne okpeme sHaueHRS

Cepenne snauenns (E1+E2+E3)

*  Bwmicrroau

¢ Tlpomyxt posnagy (BEPX) (¥ BUMIIALI OCHOBH KIONAOIPENTO):

SR 26334

SR 25989

Byap-sxa necretdikonana
(xoxKHa)

Cyma pomilnok

He mewwe nix 80%
He meHwe ik 8§0%
He meHwe uix 80%
He meHe vix 80%
He menme nix §0%
He mentue nixx 80%

He menwe Hisk 60%
He menwe nixk 75%

Jlna 22 tadnerox: He meHwe, nix 60 %
Hnsa 24 tabnerok: He meHine, Hixx 50 %

He menwe, nisk 75 %
He 6Ginsine Hix 1,7 %

He binpure gk 0,2 % (npu BHOYCKY)
He 6inswe six 1,0 % (upu sunycky)

AOMILIKA

He 6inbwe wHixk 0,2 % (npy Bunycky)

He 6insure Hix 1,2 % (pH BHILYCKY)

97%
93 %
98 %
96 %
100 %
100%

BIITIOBILAE
BLIIOBLIAE

HE 3ACTOCOBYBAJOCE

HE 3ACTOCOBYBAJIOCE
1.0 %

< Mesxi nocnlmxeHns
< Mend JoCnimKeHHa
<0,20%

0,3%

rap_coa resultats v3
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Ceprudikar ananisy / q a n o F_i

CepTudikar cepii

[Tepeknan,

CAHO®DI BIHTPOII IHOACTPIA
AmOape et Jlarpas
1, Py ne nsa Bipx
33565 — KAPBOH BEJIAH Cenekc, $panuis
Ten. 0557303000 Pake.0557303600
GMID xox: 330983 Cepist Ne: FA4186
AlATd BUTOTOBIIEHHA; 11.10.2024 IpuaoaTauit no: 09.2027
OQunic: TLIABIKC, tabaerin, BKpHTi 0o6onoukowo no 75mr, Ne 28 y 6aictepax, YKPAIHA
Turm: TabneTk, BKPUTI 080I0HKO0
[MTakyeannsg, ITo 14 Tabnerok y dnicrepi, no 2 Gnictepu y kopobui
Putok: Yrpaina
Hoparkosa ingopMariia: He 3acTocoByeThes
Hocbe No: OPE-0047513 v, 12.0 ] No Bepeii ceprudikary | 1
YMor# 30epiraHus; Ee3 cneundiivnux ymos 3Gepiranns
KUILKICHE BU3HAYEHH (y BUrIs Al OCHOBY KIOMiAOTPENO):

e MI/Tab Bim 71,25 no 78,75 mr/frabierky (npu AT AT

BHITYCKY )

®  Bix Teoperuunol kKinkkocri, % Bin 95,0 10 105,0 % (npu BumycKy) 99.2 %

Mikpobioneriune foCRiKeHHS NPOBOAUTLCS IpuHatiMui | pa3 Ha pik.

* Yrounenna ana inentudixawii xaomigorpento mertopom pinuunol Xxpomarorpadii: Rt ocHoBHOro miky Ha xpoMaTorpami
AOCIIAKYBAHOTO PO3HHHY =~ Rt OCHOBHOTO NiKy Ha XPOMATOrpamMi CTAHAAPTHOrO PO3UMHY .

** VToumerHS ans  ipewrudikaiil xnonigorpemo Mertosom Yd-crexrpodotomerpii: max Vi aGeopbuii cnekTpy
AOCIDKYBAHOTO POIUMHY =~ NOBXKHHI XBHJ T4 IHTGHCHBHOCTI MOTIHHAHHA Max abcopfuil Y& cOexTpy ¢TaHOApTHOrO
pOzUHHY,

*** YTounenns s igzentudikanii TuraHy diokcuay Ta 3aliza OKCHMAy HEPBOHOTO: BIAMOBiNaE KOJIBOPY PO3UHHY (MOIUTUBHA
KOJILOPOBA peaKilis).

AasuM 3acBifyy1o, wo Haseaena BMIe iHGOpMAaLis € Z0CTOBIPHOIO Ta TouHow. [laHa cepis Gyna BUpoBieHa, BKILIOUAYM
MaKyBaHHA/MAPKYBAHHA T3 KOHTPOJIE SKOCTI Ha BUINE3a3HaueHiit MiTbHULI y TMOBHINA Bignosignocti 3 Bumoramu GMP,
BCTAHOB/ICHUMM MICLIEBMM PETYISTOPHHM OPraHOM, A TAKOXK BIATOBIHO 10 crenudixanii, mo MicTaTeca y peecTpauiiHoMYy
Zocke kpainu-imnoprepa. [poTokomy BUpOSHNUTES, NaKyRAHHA Ta aHAT3IiR Gynu MEPETNSHYTI Ta BCTAHORASHO BIANOBIAHICTE
GMP,

3a 0MATKOBMM 3aMHTOM MH MOXKEMO HAJATH Pe3yNnTaTH BHApoGyRaHHA MikpoBioNoTiune YMETOTH i3 3aIaHUMK MexaMH,
(KOHTPON: BUKOHYETHCA MEPIOAMYHO AOTPHMYHOUHCE HALINX BHYTPIMIHIX CTAHIAPTHIX ONEpaliiiHiuX npoueayp).

rap_coa resultats v5 Cropinka2/3




Ceprudikar ananizy /

Ceprudikar cepii

sanofi

Tlepexnan

AwmbGape et Jlarpas
I, Py ne na Bipx

CAHO®] BIHTPOII IHTACTPIA

33565 — KAPBOH BJIAH Cepexc, ®panuis
Ten. 0557303000 Pake.0557303600

GMID kog:

330983

Cepia Ne:

FA4136

JaTta BUCOTOBNCHHS:

11.10.2024

TpunarHui no:

09.2027

Onuc:

TUIABIKC, TaGierkn, BRPHTI 060108K010 no 75mr, Ne 28 v Gmictepax, YKPATHA

Tumn: TabneTku, BKPUTL 060N0HKO0
Iakyeanys: [To 14 Tabnetox y Gaictepi, no 2 Gnicrepu ¥ kopobui
Punox: YkpaiHa

Jonmatkoea iHGopmawia:

He sactocoByeTrea

Hocbe Ne:

OPE-0047513 v, 12.0

| No eepcii ceprutikary

[ 1

Ymosu 30epirans;

bes cnenndiunnx ymos 30epiranns

Piuenns:

Harta:

Ynosuorazcena 0co6a ado ocoba, sika if 3amimae:

Hozeoneno
{minmag)
20.12.2024

17:13:18.00
TENBHIOM Keewrin [GUILLAUME Quentin]

Leii ceptrdikar Oyno 3aTRepIIKEHO B eJeKTPOHHOMY BHIRAL Y BAJIIOBARIN CHCTEMI.

rap_coa_resultals v3
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AEPIKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KMIBCHLKIM OBJIACTI

npor. Ceitnrunoi Hanif, 3, M. Kuigr, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ke@dls.gov.ua, Kog EJIPTIOY 37078774

BUCHOBOK
PO SIKICTL BBE3€HOIo B YKpaiHy JikapcbKoro 3acoly

26.02.2025 Ne 7261/25/10

IJTABIKC®

{(HakMenyBaHHA AIKAPCHKOTO 3ac00y 3TiHO 3 peecTpallifiHBM NOCRiAUEHHAM)
TabeTkH, BKPHUTI 0600 KOoI10, 10 75 mr; Ne 28 (14x2): no 14 Tabnerox y Giicrepi; no 2
OaicTepH y KapTOHHIH KopoOIKi

(dhopma BrNYCKY, 03YBanHs, BH] IAKYBAHHA NTIKAPCLKOTO 3ac06Y)
Homep peccrpaniitnoro noceimuenns UA/9247/01/01 crpox aii peecrpauiiitoro nocsiguenns 01.01.2099
Cepis mixapcsxoro sacofy Ne FA4186 KinekicTs BBE3eHOrO nmikapcekoro 3acoby 24192

BupoBunk CAHO®I BIHTPOIT IHOACTPIA, ®panuis

(naiiMenysanns BupoOHUKA NiKapCeKOTo 3ac00y, Kpailla TIOX0KEHH)

Beezeno B Ykpainy Toapucerso 3 o6mexenoro sianosizanenictio "CAHO®DI-ABEHTIC
VKPATHA", inenr. xon: 35648623

(naiimerypanna ta kox 3a €JIPTIOV wpuanunoi ccobu abo npissuine, iM'a, mo Gatekosi thiznunol
ocofu « nianpreMis, it MicLie MPOXKUBAHHA Ta peecTpauifiHnif 11oMep 06RIKOBOT KAPTKY IATHHKA
NOAATKIB 200 cepid Ta HOMep Jacnopra)

Iporoxon Bisyaannoro kourpomo sig 20.02.2025 N 0495/15.

3a  pesynpTaTaMM  ACPIKABHOTO KOHTPOMIO BCTAHOBNEHO, IO JIKapeobkui  3aci®  BBeseno B Ykpainy 3

AOTPHMAHHSNM BHMOT 3aKOHOABCTRA IT0A0 3abe3TedeHHs AKOCTI TIKapCEKHX 3acobis.

1 ’J/
Ounera €EPLOMEHKO

(rianmg) (it ta npitesne)
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