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SANOFI

Ilepexinan
CEPTU®IKAT CEPIi BAPOBHHKA
Hasga npenapary: JIOKPEH®
Jlikapcbka ¢popma: TabJ1eTKH, BKPHTi 060/10HKO10, 110 20 Mr
Cepisa Ne: FT018
JlaTa BUTOTOBJIEHHS: 03/06/2020
IIpuaaTHU# A0: TpaBeHb 2023
Ajpeca Ta Ha3Ba BUPOGHHUKA: CAHO®!I BIHTPOIl IHAACTPIA - TYP3, ®pannia
30-36, ABeHnto T'ocraB Eiidpenn
37100 TYP3
®PAHLIA
Ajpeca Ta Ha3Ba AiNBHUL CAHO®1 BIHTPOI1 IHAACTPIA - TYP3, ®pannis
NaKyBaHHA: 30-36, Asenro l'octas Eitdpenn
37100 TYP3
®PAHLIA
PeecTpalniiine nocBig4yeHH: Ne UA/4199/01/01
JlineH3isg Ha BHpo6HHITBO Ne; M 19/234
Tun nakyBaHHA: Ne28 (14x2): no 14 TabaeTox B 6JicTepi; no 2 61icTepH B KAapTOHHIA Kopo61ii
Posmip cepii: 23 010 BunyuIeHUX YIAKOBOK

Janum 3acBiguylo, 10 HaBeJeHa Buule iHdopMalisa € AOCTOBIpHOIO Ta -To4HOW0. [laHa cepia Gyja BHpoGJeHa,
BKJ/II0Yal04YH NaKyBaHHsA/MapKyBaHHs Ta KOHTDOJIb AKOCTI Ha BHILe3a3HaveHill AiibHULI y MOBHIH BignoBiaHoCTI 3
BuMoramMi GMP, BCTaHOBJIEHHMH MICLieBUM DeryJiATOpPHMM OPraHOM, a TaKOXK BiANOBiAHO Jo0 cneunudikanii, o
MICTATLCA y peecTpauifiHOMy AOCb€ KpaiHH-iMnoprepa. IIpoTOKOJIM BHPOGHMLTBA, MaKyBaHHS Ta aHai3iB Oysu
NeperyisHyTi Ta BCTAaHOBJIEHO BinoBigHicTe GMP,

IM’s1, locaia Ta NiANKC yIIOBHOBaXKeHOT 0CO6HM, 10 YIIOBHOBaXKeHa Ha BURYCK cepii:

Jlerinisa ABEPT [Laetitia HABERT)]
YnosHoBakeHa ocoba .
(migmuc)

Aata: 15.07.2020

(Mignuc)




CepTudikar anasisy / CAHO®I
CepTudikar cepii Mepexnan
CAHO®I BIHTPOII IHACTPIA
30-36, aBeH1o 'toctaB Efidpenn, Bupo6uuya ginbuuysa: TOURS
37100 Typs, ®paHuis
GMID Kop; 191393 | ApTukyn: | TOU 75083

HasBa npenapary:

JIOKPEH®, Ta6Js1eTKH, BKPUTi 060/10HKOI0, 0 20 Mr Ne28 ans Ykpaiuu

Homep cepii: FT018

KnieHTcbka cepis:

FT018

JlaTa BUpo6HHUIITBaA:

03 yepBHsa 2020

[IpugaTHH# #o:

TpaBeHb 2023

Jlikapcbka popma:
P bop 060JIOHKOIO

TabJIeTKH, BKpHUTi

[lakyBanus:

2 6a1ictepu no 14 ta6aetok

Kpaina-imnoprep: YkpaiHa

Perynstopuuii daii:

DOSS-EP-2012-02691

Bepcis Ceptudikaty aHauizy: | 8

HaiimenyBaHHA NoKa3HUKIB Cnenudikanii PesysikTaTn
BHNpoGyBaHb
3oBHilHIA BUT/IA Bini ABoonyk.i, kpyrai TabneTky, BKpUTi Bignosinae
30BHilIHINA BUIIAL 060JI0HKOI0, 3 JIiHi€EI0 po3noAily Ha ogHOMY 6ol
Ta I'paBilOBaHHAM — Ha iHIIOMY

InenTudikanis

BeTtakcononay rigpoxaopugy (TIIX) Bignogsinae Bignogigae

BeTakcoJiony rigpoxaopuay (PX) Bignoeigae Bignosigae

TuTtany giokcuj (koJibopoBa peakuis) ITo3nuTHBHA Bignosisgae
Tectn

Cepeans maca 230 -260 Mr 244 mr

L 2/20:+7,5% Bignogigae

OpHopigHicTh MacH 0/20: + 15%

OZHOpiAHICT MacH M0JIOBHH TabeTOK Bignosigae Bignogigae

PosnagaemicTe <15xsB 8 xB
NIpoaykTH po3naay

Jlomimxka 11 (PX) <0,3% | 0.0

KizibKicHe BU3SHaYeHHs

BeTtakcoJjion rigpoxaopug (PX)

19.0 - 21.0 mr/TabJieTKy

| 201 MrI'/TabJIeTKy

KouTpoas axocti napaMerpis "Mikpo6ioJoriuHa yucroTra Ta OamopigHicTb BMicTy" TecTyioTh He piwe ogHoro pasy

Ha pik.

S nigTBEpAXYIO, 10 BCi €Tany BUrOTOBJIEHHS L€l naptii roToBOro npoAykTy Gy/IM BUKOHaHi MOBHICTIO BiAmOBiAHO
BuMoraM €C wono GMP Ta BUMoraM peecTpauiiiHoro nocBiguyeHus (-») xpainu / Kpain npu3HaYeHHS.

Pimenns mozno Bunycky cepii:
Hata Bunycky (UTC +1):

YnosHoBaxxeHa 0c06a, 10 nignucana:

Jo3Boseno

15 nunua 2020 15:55:35.00

JIETILIA ABEPT [LAETITIA HABERT]

CepTudikaT siKoCTi 3aTBep/XKEHHI B €/1eKTPOHHOMY BHTJIsIA.




SANOFI

MANUFACTURER BATCH CERTIFICATE

Name of product: LOKREN®
Dosage form: tablets, film-coated, 20 mg

Batch Number: FT018

Date of manufacture: 03/06/2020
Expiry date: MAY 2023

Name and address of the manufacturing site:
SANOFI WINTHROP INDUSTRIE TOURS, France
30-36, Avenue Gustave Eiffel

37100 TOURS

FRANCE

Name and address of the packaging site:

SANOFI WINTHROP INDUSTRIE TOURS, France
30-36, Avenue Gustave Eiffel

37100 TOURS

FRANCE

Registration Certificate: Noe UA/4199/01/01
Manufacturing Authorization Ne for production site: M 19/234

Packaging type: Ne28 (14x2): 14 tablets in blister; 2 blisters in a carton box

Batch size: 23 010 packs released

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned
sites in full compliance with the GMP requirements of the local regulatory authority and with
the specifications in the Marketing Authorization of the importing country. The batch
processing, packaging and analysis records were reviewed to be in compliance with GMP.

Name, title and signature of the authorized person authorizing the bas A\
% EA

Laetitia HABERT 2%

Qualified Person 3

e O

Date: 15/07/2020




Certificate of analysis /

&
Batch Certificate SANOFI » Y |

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE

Code GMID 191393 Article code TOU 75083

Description LOKREN 20 MG 28 CP VTE UKR

Lot Number FT018 Customer batch FT018

Manufacturing Date 3-JUN-2020 Expiry Date MAY-2023

Type TABLET, FILM COATED Presentation 2 BLISTERS OF 14 UNITS
Market name Ukraine

Regulatory file DOSS-EP-2012-02691

Version of CoA 8

| Tests

CHARACTERS
Characters

IDENTIFICATION
Betaxolol hydrochloride (TLC)

Betaxolol hydrochloride (LC)

Titanium dioxyde (colored reaction)

TESTS
Average mass

Mass uniformity

Subdivision test

Disintegration time

DEGRADATION PRODUCTS
Impurity III (LC)

ASSAY
Betaxolol hydrocloride (LC)

Quality control for parameters "Microbiological purity and content uniformity” a}
I hereby certify that all the manufacturing stages of this batch of finished prod
compliance with the GMP requirements of the EU and with the requirements of the Mg

destination country/countries.
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Certificate of analysis /

@
Batch Certificate SANOFI » Y

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE

Code GMID 191393 Article code TOU 75083

Description LOKREN 20 MG 28 CP VTE UKR

Lot Number FT018 Customer batch FTO018

Manufacturing Date 3-JUN-2020 Expiry Date MAY-2023

Type TABLET, FILM COATED Presentation 2 BLISTERS OF 14 UNITS
Market name Ukraine

Regulatory file DOSS-EP-2012-02691

Version of CoA 8

Release status ACCEPTED
Release date (UTC +1) 15-JUL-2020 15:55:35.00
Signed by qualified person LAETITIA HABERT

Certificat d'analyse approuvé électroniquement / Certificate of analysis electronically approved

rap_coa_resultats v5 Page 2 / 2




JEPXJIKCIIYXBA YKPATHU
JTEPXKABHA CJIY)KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBHKIN OBJIACTI

npocnext Banepis Jlo6aroscrkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo AKICTH BBE3eHOro B YKkpaiHy JikapcbKkoro 3acoby

17.08.2020 Ne 40077/20/10

JJOKPEH®

(HalfiMeHyBaHHS JTiKapchKOro 3acoby 3riTHO 3 peecTpauiiHuM MOCBIAYEHHAM)
TabJieTkn, BKpUTI 060.10HK010, 0 20 Mr; Ne 28 (14x2): mo 14 Tabaerox y GJaicrepi; no 2
GnicTepH B kapTOoHHIH Kopo6ui

(dopma BumyCcKy, K03yBaHHS, BHJ NAKYBAHHS NiKAPCHKOTO 3acoby)
Howmep peectpauiituoro nocrimxaenns UA/4199/01/01 crpox aii peecrpauitizoro nocsimaenns 01.09.2020
Cepis nixapcskoro 3aco6y Ne FT018 KisbkicTs BBe3eHoro sikapcskoro 3aco6y 23010

Brpo6ruk CAHO®I BIHTPOIT IHAACTPIA - TYP3, ®panuis

(HakiveHyBaHHS BHPOGHHKA likapchkoro 3acoby, kpaika MOXOIMKEHHA)

Baeseno B Ykpainy ToBapuctBo 3 06MexeHol0 BignosinaabricTI0 "CAHO®I-ABEHTIC
YKPATHA", inenr. xox: 35648623

(nafiMeHyBaHms Ta kox 38 €IIPTIOY topHaHaHOT 0cobH abo Tipi3suime, imM's, no Garekosi disuyHoi
0coGw - miznpuemuy, if Micue NPOXHUBAHEA Ta peecTpaliiHui HOMep 061iKOBOT KapTKH NNaTHUKA
nozjarkis abo cepist Ta Homep nacnopra)

IIporokon Bisyannnoro xourpomo six 11.08.2020 N 2539/15.

3a  pesy;bTaTaMH [EPKABHOIO KOHTPONIO BCTAHOBJEHO, IO mikapcekui 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOJ2BCTBA MO0 336€3MeYEHHs AKOCT NiKapChKHX 3aC006iB.
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