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Ceptudikar ananizy /
CepTudikar cepii

epeKnan

sanofi

CAHO®I BIHTPOIT IHITACTPIA
Awbape et Jlarpas
1, Py ne ns Bipx

33565 KAPBOH EJIAH Cenexc ®pannis
Ten. 0557303000 dake. 0557303600

GMID xon: 390349

Cepin Ne:

FA1818

Jara BHrotoenenns:

11-04-2024

[IpunpaTenii no:

03-2026

Ha3sgsa npenapary:

KOIUIABIKC 75 mr/ 75 mr Ta6uerscn, BrpHTE 00oa0nKo (4x7) VKPATHA

Tui: TAGneTkH, BKPHTI 0G0I0HKO0

llakyBannus:

no 7 Tabnerok y Gnicrepi, no 4 Gnicrepu y Kopobui

Punok; VYkpaiHa

Hopmatkosa indopmariin

He 3actocoryernes

ocke No:

OPE-0397147 v. 10.0

| Bepcis ceprudikary ananizy: | 1

YMmoBu 36epirauna:

He Buine 25°C

HziiMenyBanus nokazHuKin Bumorn AU (cnenudiscanii) Pesyanratn
XapakTepuernka
3oBHIWHIA BurTA Osanei, sierka sunyxmi TabIeTkn, BKPUTI Binnosinae

obononkoto, 3 rpasioBanuaM «C75y 3
OIHOro BOKY Ta «A75» — 3 iHmoro

Kouip HKopruit Bianosinae
Inenrudixanis;
PX: *

Knominorpens Bianoesigae Binnosinae

AlleTHNcaninuIora KuCIOTa Bianosinae Binnogimae
Y cnexrpodoromerpis: **

Knonigorpens Biarmoriaae Bianogigae

AngruncaninunoBa Kucaora Bianorimae Binnorigae
Turany xiokcupy TosurneHa Tiosuruena
3anizy okcumy Tlozurueuaa IosuTuena
Tecrn:

OnHOpiAHICTs AO30BAHUX OOHHIIE (onHopigHicTs BMicTy) BEPX:

Knonigorpens:

AV (TlpuiiMansHe 3HavenH:) =15.0 2.0
OnHopiaicrs [o30BaHMX OgHHIIL Binnosigae Binrosigae
(Omnopinnicts BMicTy - €rpo. Gapm)

AUeTHICANINMIIORA KHCITOTA:

AV (llpuiimanshe sHadeHHs) <15.0 10
Onuopingicts no30BAHNX OAMHNLE Bianosigae Binnosigae
(Omuopinnicrs BMicry - Cepo. Dapm.)

Bwmicr Bogu <3.0% 1.5%

PDX la«'/f 'U/Q/‘jiC?

Z"‘b’ L0 1y




Ceprudikar anamisy /
Ceprrdikar cepii

sanofi

epexJaj

CAHO®I BIHTPOTIT IHJ{ACTPIA
Ambape er Jlarpar

1, Py ne ns Bipox

33565 KAPEOH BJTAH Cenexc ®panuin
Ten. 0557303000 Qakc. 0557303600

GMID kon: 350349 Cepin Ne: FA1818

JlaTa BUroToRmeHHS: 11-04-2024 IMpupaTHYH no: 03-2026 _
Haisa npenapary: KOTUIABIKC 75 mr/ 75 Mr Taberxu, BKPHTI 0Go10HK010 (4x7) VKPATHA
Turm: Ta0IeTKH, BKpHTI 000M0HKOIO

IMakyranus: 1o 7 abnerok y énicrepi, no 4 6nicrepn y Kopobi

Punok: Vkpaina

Honarkora indopmania

He sacrocosyeThes

Hocee No:

OPE-0397147 v. 10.0

[ Bepcis ceprudikary ananizy: | 1

YMoBY 30epiranas; He sume 25°C

Pozuunniers (BEPX):

AleTHicaniunnonol KHCNOTH, agepes 10 xp (Q=80%) :

Eran I:
3pazox 1
3pazok 2
3pazok 3
3pasok 4
3pazok 3
3pazok 6

Eran 2:
KoxHe okpeme snavenns
Cepenne 3navenus (E1+E2)
Eran 3:

KoxHe okpeme sHavenHs

Cepenne 3nauenHs (E1+E24E3)

He meniue, i 85 %
He menme, mix 85 %
He Menie, Hik 85 %
He menme, nix 85 %
He Menme, mix 85 %
He Menme, Hixk 85 %

He menue, Hix 65 %
He MeH1re, Hix 80 %

Hna 22 rabnerok: He MeHwe, Hix 65 %
I 24 Tabaerox: He MEHIIe, HiK 55 %
He menure, mix 80 %

96 %
103 %
101 %
87%
103%
100 %

He zactocosysanoce
He 3acrocosysanocs
He zacrocoeypanocs

He 3acrocosyranoce

f Kionigorpeso, gepes 30 xp {Q=80%) :

Eran 1:
3pasok 1
3pasox 2
3pazox 3
3pazox 4
3pazok 5
3pazok 6

Eran 2;
Koxne okpeme snauenns
Cepeane sHaueHHs (EI+E2)
Ertan 3:
KoxHe okpeMe sHaverHs

Cepente sHagenys (E14+E2+E3)

He meHue, Hix 85 %
He menwe, nix 85 %
He menwe, nix 85 %
He mennue, wix 85 %
He menwe, nixk 85 %
He menme, Hix 85 %

He menine, Hix 65 %
He menme, nix 80 %

Hnis 22 Tabnetox: He Menire, Hik 65 %
Han 24 rabnerox: He meniue, ik 55 %
He Menuwe, nix 80 %

96 %
102 %
98 %
98 %
94 %
95 %

He 3acroconypanock
He 3actocorysanocs
He 3actocosyranocs

He 3actocoryranocs




Ceprudikar anaizy /
Ceprudikar cepii

sanofi

epekiaf

CAHOQIBIHTPOII IHIACTPIA
AmGape er Jarpas

i, Py ne na Bipx

33565 KAPEOH BJIAH Cenekc @paniin
Ten. 0557303000 dakc. 0557303600

GMID kon: 390349 Cepist Ne: FA1818

aTa BUrOTORIICHHS: 11-04-2024 TpupaTaui ao: 03-2026 _
Ha3zsa npenapary: KOILTABIKC 75 mMr/ 75 Mr Ta6aerxu, BEpuTi 0GooHK010 (4x7) VKPATHA
Tun: TaGJeTkH, BRpUTi 06010HK0H0
Takyrannsg: o 7 rabuerok y 6nicrepi, o 4 6aicTepu v kopobui
Punok: Ykpaina

OomaTkoea indopMaLis He sacTocoByereca

Jocke No; OPE-0397147 v. 10.0 | Bepcis ceprudikary ananisy: | 1

YmoBH 30epiraHHs: He Buime 25°C

IIpoaykrn posnany (BEPX):

Knonigorpento:

SR26334 <0.20 % < Mexki nocrinuenns
SR25989 <1.0% < Mexi nocnimkenns
Heinentudikosani, oxpemo =0.20 % < 0.20%
Bceboro npoayxtie poznamy: £1.2% < Mexi nocii foxerns
AlETHNCAT LFITOROT KHC/IOTH:
Caninmnosa kucrora <1.0% < Mext nociixenHs
Heinenrugikorani, okpemo <0.20 % =0.20%
Bceporo npoaykrie poamazy: <1.2% < Mexi nocainxenHs

Kinbkicunit emicr

Knonigorpeme y surnani ocropn

(BEPX):

71.25 —78.75 mr/Tabnetky

75.59 mri/Tabnerky

%o BiA TeOPETHYHOIO BMicTY

95.0-105.0%

100.8 %

ANETUNCaNILHUIORA KHCIOTA
(BEPX)

71.25 - 78.75 mr/ Tabnerky

75.85 mriTabnerky

% BiJ TEOpeTHYHOIO BMicTY

95.0-105.0%

101.1 %

* VToureHHs 1moma0 imenmdikanit KJIOOi gorp

=~ Rt crangaprroro pozuuny.

#* YrounenHs womo inenTHpiKani¥ KIIONL Q0T Peme Ta aUETHICAT
MaKCHMYM TOMITHHAHHA A0 [GKYBAHOrO PORUHHY=~ MAKCHMYM

€I Ta aLeTHNCATHIHIOBOT KHCIOTH MeTonoM PX: Ri MOCIIKYBAHOTO PO3UHAY

LHIIOBOT KHCIIOTH MeToRoM 1Y CIIEKTPOOTOMETPIT:
HOTTIMHAHHS CTARHAADTY.

Hanum saceiguylo, 1o HareneHa Bme indopmauin e pocrosi
TaKyBAHHA/MAPKYBaHHS Ta KOHTPOJIb JKOCTI Ha BHINE3a3HaueHii AiNBHHUI Y noBHiM eiznosigHoct 3 BEMoraMuH GMP,
BCTAHOBITEHHMH MICLICBHM PeryTATOPHUM OPraHoM, a TAKOX BIAMOBI
Aocke kpaiuH-imoprepa. ITpoTokonu BHPOOHMITBA, HaKyBaHHA Ta

GMP.

3a JOJATKOBMM 3aTUTOM AEPHKABHHX OpPraHik, MH MOXEMO HAMATH peaynerati Bunpobyeansa MikpoSiosoriunol wieromd iz

SAMANUIME MEKAMH {KOHTPONE BHKOHYCTHCH MePiomHyHo AOTPUMYIOUHCh HAWMAX BHYTDIIIHIX CTAAAPTHHX onepauiix

npouenyp).

PHOIW Ta TouHOW. [JaHa cepis Oyna BupobneHa, BKIIOYArOMM

AHO no cneumdixaniii, o MicraTecs y peecTpaLifiHoMy
aHaunizis Gynu nepernsHyTi Ta BcTAHOBACHO BLANOBITHICTE




C i izy /
ey sanofi

epeknaj

CAHO®I BIHTPOTI IHJIACTPIA

Ambape et jlarpas
1, Py ae na Bipx

33565 KAPEOH BJIAH Cepekc ®panwin
Ten. 0557303000 Maxe. 0557303600

GMID xox:

390349 Cepis Ne: FA1818

AT& BHIOTOBNIECHHA:

11-04-2024 IIpupaTAnii no: 03-2026

Ha3ga npenapary:

KONJIABIKC 75 mr/ 75 mr Ta6iericu, BRPHTI 060J0HK0I0 (4x7) YKPATHA

Tun:

TAONETKH, BEPHT] 06010HKOH0

Tlakysanus:

no 7 raGuerok y 6nictepi, o 4 6mictepu y kopobui

Punox:

Yxpaina

Honatkora indopmavis

He 3actocoByerkcs

OCEE Ne:

OPE-0397147 v. 10.0 | Bepcis cepTHdikary aganizy: [ 1

VYMmoBH 36epiragus;

He sumge 25°C

_ il T T LS
Pinrenns: Hozeoneno
Hara; 03-07-2024 12:06:02.00
YuosHOBaxeHa ocola abo ocoda, aia W samingac: JIACBAKC Braunin [LASBAX Biandine|

Leit ceprudixar ananiay 6yno niamicano €NEKTPOHHO Y BaNiAOBAHIN cucTemi.




sanofi

CEPTH®DIKAT CEPIi BAPORHUIITBA

Mprinagenns: VKPAIHA
Peecrpaniiine noceiguenpn Ne: UA/11680/01/02
Hpezenrauin:

Haspa npenaparty, cuna aii, KOITTABIKC®, TatneTkn, BKkpuTi 060moukom0, 75 MI/75 Mr

Jixapeska fropma:

Posmip Ta T nakysanus: Tabuerku 4x7 (8 amominiepnx Gnicrepax)

Cuna gil/akTHBHICTE Knonigorpento riapocynsdrat/ Kucnora auetuncaniuunosa
Cepia Ne: FA1818
Po3mip cepii: 6000 ynaxosox
Hata pupoGunnrsea: 11-04-2024
Hpuparamit xo: 03-2026
HalimenyBanns, MicueanaxomkeHnst ra CAHO®I BIHTPOIT IHDACTPIA
HOMepHM Jlinensiii AiTLHULG 3 BUpoSuMuTRa 1> pé’ Ae ni ﬁlpﬁ(

-, Ambape et Jlarpan
T KOHTPOMIO sttcocTi: 33565 KAPBOH BJIAH Cegexc,
$pannin

Ne ninensii 3 BupoGanTEA: 2024_033_1 2

3aspa npo cepTa thicanio:

Harmm 3acpifuyro, mo HaBemeHa pume indopmania e pocrosipuoo Ta TouHO. Mana cepia Oyna supoBrena, BKIIOUANIUM
TIAKYBAHHA/MAPKYBAHHS Ta KOHTPONB AKOCTI Ha BHILE3A3HANCHIH MIMBHHLI y noBHift BignosizHocri 3 BHMMoramu GMP,
BCTAHOBNCHHMH MICILEBUM DETYNSATOPHHM OPTAHOM, & TAKOK BiEIOBIAHO o crenmdikawiii, o MicTATbCE Y peectpautifiHoMy

Hocke KpaiHH-iMiopTepa. ITpoTokoam BHPOGHULITBA, NAKYBAHHA T4 aHAi%iB Oy/ NepernsaHyTi Ta BCTAHOBIEHO Bi ANOBAHICTE
GMP.

Ipissue ocobu, sxa Bisye cepradikar: Hocana: Yrosrosaskena 0coba 3 sabeanevens skoeTi /
b. TACBAKC [B. LASBAX] YnosHoeaxkena ocoba ~ [Iposizop
Hata: 09.07.2024 p, Migrae: /Mipnuc/
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