AL

Ceprudixar anamisy /
CepTudikar cepii

sanofi

epekia

CAHO®I BIHTPOIT IHIACTPIA
AmBape et Jlarpas
I, Py me 15 Bipx

33565 KAPBOH BJTAH Cenexc ®panuis
Ten. 0557303000 dakc. 0557303600

GMID kon: 390349

Cepis Ne:

FA1818

Jarta BHroToBneHH:

11-04-2024

Mpunatunii no:

03-2026

Hazna npenapary:

KOIUIABIKC 75 mr/ 75 mr tabaerxn, BKpHTI 06oa0uko10 (4x7) VKPATHA

Tum: TalueTin, BkpuTi 060M0HKOI0

Ilakyranus:

no 7 Tabnerok y Gnicrepi, no 4 Gaicrepd y kKopobuj

Punok: Vkpaina

Honatkosa indopmanis | He 3aCTOCOBYETHCA

ocbe Ne: OPE-0397147 v. 10.0 | Bepcid ceprudikary ananizy: I 1
YMoBu 3Gepirangns: He puige 25°C

HaiimMenysanns noxasuukin Bumoru AH/T (coeun dhircani) PesyantaTn
Xapakrepueruka
3oBHINMHIA BurTAL OsaneHi, 3merka BUMYK TabneTkn, BKPUTI Bianosigae

000onoHKOI0, 3 rpagitoBanaM «C75» 3
OAHOTO OOKY Ta «A75» — 3 iHImOTO
Konip JKoprnit Bianoninae
IneHTudicani:
PX: *

Knonigorpens Binnosingae Bianoginae

AlleTHnCaninuIOBa KMCIoTa Bianoceinae Bianogizac
I cnexrpodoromerpig: **

Knonigorpens Biamnoeitae Bianoeigae

AneTnncaninunora kucnora Bianoginae Binnogigae
Turany miokcuay TlosuTiBHA Tiosutuena
Sanisy okcuzy IozutneHa ITosurueHa
Tecrn:

OnHopiznicrs A030BaBUX ogMHHIE (onnopinnicts BMicTy) BEPX:

Knonimorpens:

AV (TlpukiMansHe 3HaYenHs) =15.0 2.0
Onxopingicrs fqososaumx oqumm Bianorigae Binrosigae
(Oznopianicts BMicTy - €rpo. dapm.)

AleTHACaninMIOBa KHeIoTa:

AV (llpuitmansHe sHaqenHy) <15.0 10
Onnopinnicts no30BaHKX OAMHMIE Bianosigae Binnosigae
{OnHopianicrs BMicry - €Bpo. Dapm.)

Bwmicr Bogu <3.0% 1.5%

P)X' la«‘“f ’U/O)j(C?
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Ceprudikar ananisy /
Ceprudikar cepii

sanofi

epeKnaj

CAHO®I BIHTPOII IHTACTPIA
Ambape et Jlarpar

1, Py ne na Bipx

33565 KAPBOH BJIAH Cenekc ®pantisn
Ten. 0557303000 Daxc. 0557303600

GMID kon: 390349 Cepis Ne; FA1818

JaTa BUTOTOBIEHHS! 11-04-2024 IpunaTHui no: 03-2026 i}
Hasea npenapary: KOILUTABIKC 75 mr/ 75 Mr Tabaerru, BKpUTI 00oa0HKO00 (4x7) YKPATHA
Tum; TabIerKe, BKPHTI 000N0HKOK)

IMakyeanmHs: no 7 1abnetok y 6nicrepi, no 4 6aicrepu y Kopobi

Pryok: Yxpatua

Honarkopa indopMauis

He 3acTocopyeTses

Hocee No:

OPE-0397147 v. 10.0

| Bepcisa ceprudikary ananizy: f 1

VYMoBH 36GepiranHs; He eumge 25°C

Pozunnnicrs (BEPX):

ALeTRACAIINMIOBOT KHCIIOTH, gepes 10 xp (Q=80%) :

Eram [;
3pazox 1
3pazok 2
3pazok 3
3pazok 4
3pazok 5
3pazok 6

Eran 2;
Koxne okpeme 3nauenna
Cepenne 3nauenus (E1+E2)
Eran 3:

KoxHe okpeMe 3Hauen s

Cepenne 3aayenns (E1+E2+4E3)

He meniue, nix 85 %
He Mentue, wix 83 9%
He menre, "ix 85 %
He mene, mix 85 %
He menue, nix 85 %
He menme, mix 83 %

He menwe, Hix 65 %
He menuwe, Hix 80 %

Ans 22 rabnetox: He menwe, mix 65 %
Has 24 Tabnerox: He MEHINe, Hix 55 %
He menmre, mix 80 %

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

He sactocosysanoce
He sacrocosyeanocs
He sacTocosysanocs

He 3acrocosyranoce

’7 Knoninorpemo, yepes 30 xp {Q=80%) :

Eram 1:
3pazox 1
3pazok 2
3pazox 3
3pazox 4
3pazok 5
3pazok 6

Eranm 2;
KoskHe okpeme Hauenns
CepenHe 3HaueHHs (E1+E2)
Eram 3:
Koxne oxpeme 3nauenus

Cepenne 3Hagenns (E1+E2+E3)

He MeHwe, Hix 85 %
He menie, uix 85 %
He mentue, Hix 85 %
He menre, Hixk 85 %
He menwe, nix 85 %
He menme, wix 85 %

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

Hrst 22 Ta6nerok: He Menite, Hik 65 %
Ao 24 rabnerox: He meniue, nix 55 %
He menue, uix 80 %

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

He 3acroconypanocs
He 3actocorysanocs
He sactocosypanoce

He zactocorypanocs




Ceprudikar anaisy /
CepTudikar cepii

sanofi

epeKIan

CAHO®IBIHTPOII IHIACTPIA
Ambape er Jlarpar

1, Py ne na Bipx

33565 KAPBOH BITAH Ceaexc @panwin
Ten. $0557303000 daxc. 0557303600

GMID xon: 390349 Cepis Ne: FA1818

ATd BHFOTORICHH: 11-04-2024 ITpupatHHil po: 03-2026
Hazea npemapary: KOILJIABIKC 75 mr/ 75 mr tabaeru, BKPHTI oGoaonkow (4x7) YVKPATHA
Tum: TabneTkH, BKpHTI 060I0HKOI0
TMaxyeanus: 1o 7 tabuerok y 6nicrepi, no 4 6nicrepu v kopobui
Pruok: Yipai"a

oaarkoBa ingopmanis | He sactocoByeTrcs

Jocee No: OPE-0397147 v. 10.0 | Bepcia ceprudikary ananisy: | 1

YMoeu 36epiragns: He Bume 25°C

poayxru pesnany (BEPX):

Knoninorpero:
SR26334 <0.20% < Mexi JocixenHs
SR25989 <1.0% < Mexi pocmimxeHHs
Heinenrudikosani, oxpemo <0.20 % < 0.20%
Bcekoro nponykrie posnamy: <1.2% < Mesxi noer ioxerna
ALETHIICATT IMITOBOT KHCTOTH:
Caninunoga kuciiora <1.0% < Mewxi nocmigxenys
Heinenrudikosaui, oxpemo =0.20 % =0.20%
Beporo nposykris poanazy: £1.2% < Mexi nocniaxenss

Kinskicawuit BmicT

Knoninorpemo y eurmsini ocHopn

(BEPX):

71.25 — 78.75 Mr/rabrneTtky

75.59 mr/ratneTky

% Bin TeoperuuHoOrO BMiCTY

95.0-105.0%

100.8 %

ANeTUNCaninHnoRra KHCIOTa
{BEPX)

71.25 - 78.75 mr/ Tabnerky

75.85 mriTabnerky

% Bix TeopeTHuHOrO BMicTY

95.0-105.0 %

101.1 %

* YTouHenHs oA imerTdikamiy KITOII AOTPEIEO Ta AUETHACAN LIHTOBOT KHCIOTH meromoM PX: Rt nocmxyeanoro PO3UMHY
=~ Rt cTangaprHoro pozunny,

** YTouuenHs womo ineHTHQikAniT KON Jorpenro Ta aueTHICani NMIoBOT kKMCnoTH Metogom IH CIEKTPOOTOMETIT:
MaKCHMYM ITOrHHAHHA HOCTMKY BAHOIO POSTHHY=" MaKCHMYM LIOTIMHHAHHS CTAHAAPTY.

Hanum saceiguyio, o Haeenena prme indopmanis e jocrosipHoo Ta TouHOH. Hana cepis Oyna pupobneHa, BKIOYAKOMH
TIaKy BAHHA/MapKyBaHHSA Ta KOHTPO/Ip AKOCTI HAa BHILE3a3HaueHil AiMsHULE Y noBHil BignosigHocr 3 BEMOramMma GMP,
BCTAHOBNEHHMH MiCLEBHM Pery IATOPHHM OpraHoM, a TaKOX BIANOBIHO No cneumdikamii, mo MicraTeea ¥ peectpauiiinomy
A0che KpaitH-imioprepa. ITpoTokonu BUPOGHMIITBA, NAKYBAHHS Ta aHaMi3iB Oynu nepernsHyTi Ta BCTAHORAEHO BLANORIAHICTE
GMP.

3a [ONATKOBMM 3amuTOM JIEpKaBHHX OpraHiB, MH MOXEMO HAJIATH PE3YIILTATH BunpobyBanu MikpoSionoriugel wicrory iz
Sa/laHME MEKaM#t (KOHTPOJIE BHKOHYCTRCA Mepiomuio AOTPUMYIOYMChL HAMWMX BHYTPIIIHIX ¢TaHAAPTHHX onepauiiux
IEpoNeayp).




Ceprudikar ananizy /
CepTudikar cepii

sanofi

epexiIa

CAHOQIBIHTPOIT IHTACTPIA

Awmbape et Jlarpas
1, Py ne na Bipx

33565 KAPBOH BIIAH Cenexc ®panrin
Ten. 0557303000 Maxc. 0557303600

GMID kop:

390349 Cepis Ne; FA1818

4Ta BHTOTOBJICHHSA

11-04-2024 IIpupgaTtHHI ao: 03-2026

Hasra npenapary:

KOIITABIKC 75 mr/ 75 Mr TabaeTk, BRpuTi 060J0RK010 (4x7) YKPAIHA

Tun:

TabNETKH, BKPHT] 0GON0HKOID

ITakysanus;

no 7 tadnerok y Gnicrepi, no 4 Gnicrepu y kopobui

Punox:

Ykpaiua

Honatkoea indopmania

He 2acTocoByeThes

ocke No:

OPE-0397147 v. 10.0 [ Bepcia ceprudikary aganisy: | 1

YmoBH 36epiranus:

He Bume 25°C

S T )

Pirenns:

Hdara:

YuosuoBaxena ocoda abo ocoba, sixka il 3aMiae:

HozsoneHo
08-07-2024 12:06:02.00
JACBAKC Baauain [LASBAX Blandine]

Ilett ceprudikar amaniay 6ysno miamicano ENEKTPOHHO Y BAHAOBAHIH cucTemi.




sanofi

CEPTU®IKAT CEPIi BUPOEHUMIITBA
IpnsHavenns: VEKPATHA
Pecerpauiiine mockiguenmns Ne: UA/11680/01/02
Hpesenranis:

Hasea npenapary, enaa ai, KOIUTABIKC®, Tabnerkn, Bxputi 06onoHK0wW0, 75 MI/75 M
Jikaperka gopma:

Po3mip Ta THO naKyBaHK: Tabnetku 4x7 (B amominiesux Gicrepax)
Craa gii/fakTuBnicTs: Knonigorpemo rigpocyasdat/ Kuciora azetuncaninmiosa
Cepin Ne: FA1818
Poamip cepit: 6000 ynaxosox
Hara BupoSuunrea: 11-04-2024
IlpunaTHuii no: 03-20626
HaiimenyBanus, micuesnaxomkeHas Ta CAHO®I BIHTPOII IHOACTPIA
HOMEpH JileHsii AlNLENNL 3 BUDOOHHIITBA j{ Pg ne mia JI?[IP}K
;. Mbape et Jlarpan
TA KOHAT 0CT1:
R 33565 KAPFOH BJIAH Cegexc,
Opanuin
Ne minensii 3 BupoSunnrea: 2024 033 1 2

3aama npo ceprn hikaniw:

Hanum 3aceinayro, mo Hapemena BHILe iHdopmals e BOCTOBIPHOIO TAa TOUHOK). Hana cepia Oyna BupoBrena, BKIIOUAIOUM
HaKyBaHHS/MApKYBaHHA T2 KOHTPONB AKOCTI Ha BHILE3A3HAMCHI AiMbHATI y noBdiii Bianosinsocri 2 eMMoramu GMP,
BCTAHOBICHHMM MICLIEEHM PEryisTOPHUM OPTAHOM, a TAKOXK BianoBiaHo mo crenudikauiii, mo micrartecs ¥ peecrpaitiffHomy

Aocke kpaiHu-iMioprepa. ITpoTokonx BHPOOHHIITEA, IAKYBANHA Ta aHAJIi3iR Oymnu nepernsHyTi Ta RCTAHOBNEHO BiOR] AHICTD
GMP.

Ipisgume ocobu, sxa sisye cepradikar: Hocana: VroBroBaskena ocoba 3 sabesmevenus akoeTi /
b. TACBAKC [B. LASBAX] Ynosnopaxkena ocofa — [Iposizop
Hdara: 09.07.2024 p. [Mignue: ATipnuc/

AMB-P-REL-01431 v6.0

Sanofl Winthrop Industrie -1 rue dela Vierpe Ambares, 33565 Carbon Blanc cedex - 'Tel +33 (0)5 57 30 30 00 www.sanofi.caim
Singe souial - 52 Avanuo Respiit 94230 Gomtilly— FRANCE S.A. atcopital de 328 862 272 € - R.C.S, 775 662 257 Cretc] - No Inmooommmimantaire - FRt 45 773 es 250, Code APE 0L Z
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AEPKABHA CJIYKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHiBCBKIN OBJIACTI

npoe. CeiTymynol Hajii, 3, m.Kuig, 02099, Ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EZIPTIOY 37078774

BHCHOBOK
1po SIKiCTHL BBe3eHOro B YKpaiHy Jikapcbkoro 3aco0y

20.09.2024 Ne 46437/24/10

KOIIUVIABIKC®
(HaliMeHyBaHHs NikapcLKOro 3acofy 3rigHO 3 peecTpatiftHuM TIOCBiAMEHHAM)
TabJeTKu, BKpUTI 060/10HK010, 75 MI/75 mr, Ne 28 (7x4): no 7 tabaerok y GuaicTepi; mo 4
OsticTepu B KapTOHHII KOpoo6Ii
(bopma rrmycky, nosysanns, BHI IAKYBaHHA JTiKapceKOro 3acoby)

Howmep peecrpauiiinoro nocsinuenns UA/11680/01/02 crpox aii peectpaniiiroro noceiguenns 01.01.2099

Cepia nixapcrkoro 3aco6y Ne FA1818 Kinskicts BBe3€HOIO NiKapebkoro 3acoby 1440

BrpoGHu CAHO®I BIHTPOIT IHIACTPIA, dpanmis

(HaliMeHyBaHH: BUPOBHMKA nikapceKoro 3acofy, kpaina MOXOIKEHHS)

BBezeno B Vipainy ToBapucTBo 3 06MeEKEHOIO BiAnoBinaaeHicTio "CAHO®I-
ABEHTIC YKPATHA", inent. kon: 35648623

(maiimenysanns ta ko 3a €JIPTIOY IopuaHYHOI 0co0H abo npissHLLe, iM's, MO GaTEKOBI
Giznunoi ocobu - minnpuemus, i micie TIPOKUBAHHA Ta peecTpalliiiHuii HoMep oBTikoBoi
KapTKH IaTHHKA MOJATKiB ad0 cepis Ta HOMep nacmopra)

Illporoxon sisyansnoro konrpomnio sia 16.09.2024 No 2742/13.

3a pesymerTaraMH Jep:KaBHOLO KOHTPOIIO BCTA@HOB/IEHO, INO JiKapceKHi 3aci6 BBe3eHO B Vkpainy 3

AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA o0 3abe3meyeHHs AKOCTI NiKapChbKHX 3acoBiB.

//é : @;/ Biktop CTE®KIBCBK M

—“‘Téﬁn:m’}é—_ (iniuianu Ta npiasme)

Yy KP A
3B TA KON
a,\'cpsmuuﬁm
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