JNIEKJIAPAIIVISI O COOTBETCTBHUH

JEKJAPAHT, IPHHUMAIOIMY TEKJTAPAITHIO O COOTBETCTBHHA

AO "Canopu Poccus"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Oedepansroil nanozoeoii caysichvt Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739079940, oama npuceoernus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockaa, ya. Teepckas, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvnvrii dupexmop Mouxe O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepenrnocme 6/ om 01.12.2017

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo: JToxpen, mabnemxu noxkpuimuie nrenounoi oborouroii 20 mz 14 wim., ynaxoexu
Rueiixossie xoumypHuie (4), nauxy kapmonnwie, PY Ne I1 N012715/01 om 16.09.2011 (0ama 3amenbt
02.02.2018) evrdane CAHO®H-ABEHTHC ®PAHC, cepus DT050, napmua 15198 ynaxosok, 200ex 0o
30.11.2023, npouseodcmea Canoghu Bunmpon Hndycmpus, @panyus, Sanofi Winthrop Industrie, 30-36, avenue
Gustav Eiffel 37100 Tours, France, xod OKIT2 21.20.10.146, koo TH B3] 3004900002, xonmpaxm Ng
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085328516 om 28.03.2019

COOTBETCTBYET TPEBOBAHUSM

ITN012715/01-160911 usm. Mo 1-2

JEKJAPAITAA ITPHHSATA HA OCHOBAHHH

npomoxon ucnuimanuti Ne 9630 om 03.04.2019 HJT 000 HL "®APMOBOPOHA", ammecmam axxpedumayuy
POCC RU.0001.21DJI40, Cepmughuxam POCC FR.PMO8.C37509 om 04.04.2019

JATA JNEIL TEKJIAPAITVM 04.04.2019
gﬁﬁp ST AEHCTBUTEBHA A0 30.11,2023
Jrl;r : 5 N

i MITe:22nR :
_ : M Crenanos C.C.

dexnapaim - w ®U.0

AT CBEJEHHS O PETMCTPALIMH

OPTAH IO CEPTHO®HKAIINH, 3APEI'HCTPHPOBABIIHI JEKJIAPALIHIO

RA.RU.11®OMO08 OPTAH 110 CEPTHOHKALIHH TPOLYKIIHH OFI{ECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIT KAUECTBA",

adpec opzanusayuu: 115280, 2. Mocxsa, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mocxea, yn. Macmepxoaa, 0. 4, am. 3., men.:(495)788-02-88, aeb-
catim: oyxx.pg.

1 0 COOTBETCTBHH 3APEI'HCTPAPOBAHA M POCC RU J]-FR.®M08.A.20596/19
5 04.04.2019

ey Ianema ULE.
nozHes Pykosogurens OC




Cepruduxat anannza/
Ceprudukar Ha cepuio

SANOFI .2

[pousBoacTBEHHAY MIOLIAAKA;
TOURP/TVP

CAHO®H BHHTPOIT HHAYCTPHA
30-36, aBento 'ycTae Diidens

37100 TVYP, @PAHLIUA

Koa GMID 513696
Kon nponykra TOU 513696
Homep cepuu DT050
Hara npoussoactea 13-JIEK-2018

TOPI‘OBOC HAa3BaHHE

Onucanne
npoayKTa

Homep cepun
3aKazuMKa
Cpox rogHocTH

Poccuiickan deaepauus

JIOKPEH 20 MI" 56 LUT. VTE RU

DTG50

HOSB-2023

Berakconona rugpoxnopua (TCX)
Betakconona rugpoxnopua (KX)

TuTaHa AHOKCHI

HCIIBITAHHUSA

Cpeanss Macca

OAHOPONHOCTE Macchl
OAHOPOAHOCTE Macchl IOJNIOBUH
TabneToK

PacnaaaemocTs

PacTeopeHue
S1: MHtumMyM npH 30 MuH

NOCTOPOHHUE INTPHUMECH (KX)

Mpumecs 111

HenaeHTHOHUHPOBAH -
HEle IPHUMeECH (Kaxnan)
CymMa Beex rpumMeceli

MHKPOBHOJIOI'HYECKASA
YUCTOTA

TAMC
TYMC

Escherichia Coli

KOJIHYECTBEHHOE
ONPEAEHHEHHE (XKK)
KonutiecTBeHHOE onpeeieHHe

COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET
Ot 230 mo 260 mr
COOTBETCTBYET
COOTBETCTBYET
<15 muu

>80 %

<03 %
<02 %

<1,0%

= 1000 KOE/r
= 100 KOE/r
OrcyrcTBYeT

Ot 19,0 no 21,0 mr/TabneTxa

@dopma seimycka 4 BJIMCTEPAITIO 14 IHTYK  Tun TABJIETKH, [TOKPBITBIE
MJIEHOYHOH OBOJIOYKOH
Bepcus ceprudukara 4 Homep CMC-TU-2009-26425
aHanusa cepTHdHKaTa
TlokasaTenn Hopma PeaynbTat
ONMHCAHHE
Onucanue Kpyribie ABOAKOBLIMYKbIE COOTBETCTBYET
TabneTKH, NOKPLIThIE MIEHOUHOH
ofionoukoii 6enoro useta, ¢ pHCKOH
Ha 0IHOH CTOPOHE W rPABHPOBKONR
«KE 20» Ha xpyroif cTopoRe.
MOJJMHHHOCTb

COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBVYET
244 Mr
COOTBETCTBYET
COOTBETCTBVYET
6 MHH

91%

He onpeAeneHo KOMNIeCTREHHO
He 0BHapy#keHo

HE BHECCHO B OTHET

<20
<20
OrcytctByeTB I T

19,6 Mr/Tabnetka
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Cepengueat ua cepue SANOFI g

CAHO®H BUHTPOII MHOAVCTPHUA

30-36, apento T'ycras Ditdens IMpou3BoOACTBEHHAR MIOLIAAKA:
TOURP/TYP

37100 TYP, ®PAHUHA

Kon GMID 513696 Onucanre JIOKPEH 20 MI" 56 ILIT. VTE RU
NpoayKTa

Koa npoaykrta TOU 513696

Homep cepum DTO050 Homep cepun DTO050
3aKazqHKa

flata npoussoactea 13-JIEK-2018 Cpox rogHocTH HOB-2023

ToproBoe HasBanHe Poccuiickas Megepauns

dopma BEINYyCKa 4 BNIUCTEPA TIO 14 LITYK ~ Tun TABJIETKH, [TOKPLITBIE

NMIEHOYHOH OBOJIOYKOM
Bepcus ceprudukara 4 Homep CMC-TU-2009-26425
aHanusa cepruduxata

HacrosiiihM noaTBepkaaeM, ¥To NPOU3IBOACTBO ITOH CEpUH BHINOAHANOCH B COOTBETCTBHK ¢ TpeboBaHuaMH GMP u
COOTBETCTBYET NOJIOKEHHAM NPHMEHHMOTO PEriicTPALIHOHHOTO YAOCTOBEPEHHS

Hacrosuimm nonTeepskaato, 4To BCe 3Tamnbl MPOM3IBGACTEA 3TOH CepHUM rOTOROIO Npenapata OLITH BLUTONHEHEI B
noHOM cooTBeTcTBHY € TpeboaHuaMn GMP EC u 1pefoBaHHAMY PerHCTPaUHOHHOTO(BIX) YIOCTOBEpeHHA(H)
CTPaHBI/CTPaH HA3HAYEHHSA,

ICTATYC BLINYCKA [TPUHATO

ata Bsinycka (UTC +1) 6-MAP-2019 14:23:09.00

[Mognucano ynosHomovedHHsiM  LAETITIA HABERT
HUOM

CepTuduxaTt aHaNH3a yTBEPKIEH B 3NEKTPOHHOM BHAE,

rap_coa_resultats v5 Crpanuna 2 /2




Certificate of analysis /

Batch Certificate SANOFI \j

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

Code GMID 513696 Article code TOU 513696

Description LOKREN 20MG 56CP VTE RU

Lot Number DTO50 Customer batch DT0O50

Manufacturing Date 13-DEC-2018 Expiry Date NOV-2023

Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS
Market name Russian Fed.

Regulatory file CMC-TU-2009-26425

Version of CoA 4

- = #
Tests Specifications Results

CHARACTERS

Characters White round-shaped biconvex film-coated COMPLY

tablets scored on one side and debossed
with "KE 20" on the other side.

IDENTIFICATION

Betaxolol hydrochloride {TLCH COMPLY COMPLY
Betaxolol hydrochloride {(LC) COMPLY COMPLY
Titanium dioxide COMPLY COMPLY
TESTS

Average mass 230 to 260 MG 244 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMPLY
Disintegratiocn <=15 min 6 MIN

DISSOLUTION

§1:Mini at 30 min >=80 % ol %

DEGRADATION PRODUCTS (LC)

Impurity III <=0.3 % not guantified
Unspecified impurities (each) <=0.2 % not detected
Total impurities <=1.0 % not reported

MICROBICLOGICAL DETERMINATICON

TAMC <=1000 CFU/g <20 UFC/g-ml
TYMC <=100 CFU/g <20 UFC/g-ml
Escherichia Coli Absent in 1g ABSENCE /1g
ASSAY (LC)

rap_coa_rasultats v5 Page 1 / 2



Certificate of analysis /

Batch Certificate SANOFI g

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

-

Code GMID 513696 Article code TOU 513696
Description LOKREN 20MG 56CP VTE RU

Lot Number DTO50 Customer batch DTOS50
Manufacturing Date 13-DEC-2018 Expiry Date NOV-2023

Type TABLET, FILM COATED Presentaticn 4 BLISTERS OF 14 UNITS
Market name Russian Fed.

Regulatory file CMC-TU-2009-26425

Version of CoA 4q

e R S

Tests Specifications Results
RAssay 19.0 to 21.0 mg/tablet 19.6 MG/TABLET

I hereby certify that all the manufacturing stages of this bateh of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisationis) of the
destination country/countries.

Ralease status ACCEPTED
Ralease date {(UTC +1) 6-MAR-2019 14:23:059,00
Signed by qualified person LAETITIA HABERT

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