CepTuduxart ananusa/
CepTudukar Ha cepuio SA N O F I J

CAHO®U BUHTPOIT UHYCTPUA

30-36, aBenro ['ycra Diidhens [IpousBoaCcTBEHHAS TUIOIIAIKA:
TOURP/TYP
37100 TYP, ®PAHIIUA
Kox GMID 513696 Kon TOU 513696
MIPOAYKTA
Omnwucanue nmpoxykra Jlokpen 20 mr 56 IT. VTE RU
Homep cepun FT009 Howmep cepun FT009
3aKa3umKa
JlaTa mpom3Boactea  24-AITP-2020 CpoK TOJHOCTH MAP-2025
Tun TabneTkn, TOKPHITHIE ®opma Beimycka 4 BJIMCTEPA mo 14 IIITYK
IUICHOYHOU 000JI0YKON
HanmenoBanue Poccus
pBIHKA: Howmep PY: II N0O12715/01
Peructpanmonnoe  HopmatuBHasi TOKyMeHTaNUs
nocee
Bepcus ceprudukara 6
aHamm3a
Ioka3aTe/b Hopma PesyabTat
OIINCAHUE
Ornucanue Kpyrasre nBosikoBbImykiibie COOTBETCTBYET

TaOJIeTKH, MOKPBITbIC IUIEHOYHOM
0005104K0#1 Oesoro 1BeTa, ¢ PUCKOM
Ha OJIHOH CTOPOHE W TIPaBUPOBKOM
«KE 20» Ha apyroi# cTopoHe.

MNOJJIMHHOCTD

Berakconona runpoxmopun (TCX) COOTBETCTBVYET COOTBETCTBVYET
berakconona ruapoxiopua (KX) COOTBETCTBYET COOTBETCTBVYET
Turana THOKCHT COOTBETCTBYET COOTBETCTBYET
HNCIIBITAHUSL

Cpennsist macca Ot 230 mo 260 mr 245 mr
OIHOPOJIHOCTD MACCHI COOTBETCTBVYET COOTBETCTBVYET
OIHOPOIHOCTH MACCHI MTOJIOBUH COOTBETCTBVYET COOTBETCTBVYET
TabJICTOK

PacTBOpeHMe >80 % 90 %

S1: muanmym tipu 30 MUH
MOCTOPOHHHUE TPUMECH (KX)

HpI/IMGCI) 111 <0,3% HC 06Hapy>1<eHo
Hewnnentudunnponad - <0,2% HE 00HapYXECHO

HbIe IPUMeECH (KaXKas)

CyMMa Bcex MpuMecei <1,0% HE 3aHOCWJIOCh B OTYET
KOJINYECTBEHHOE

OINPEJEHUEHMUE (/KK) Ot 19,0 mo 21,0 mr/Tabnerka

KosnuecTBeHHOE OIpCAC/ICHUC

'YrakoBKa 1 MApKHUPOBKa Cootserctue PY H/| & }}” BY:E 5N
ADU A®U HazBanue B"'j // R, :
A®V Ha3zBaHUE MTPOU3BOIUTEIS d‘f pra 9 \._/)\(7}(;‘ Bocoua = ’3
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A3
rap_coa resultats v5 Ja;yf 2




CepTuduxart ananusa/
CepTudukar Ha cepuio SA N O F I J

CAHO®U BUHTPOIT UHYCTPUA

30-36, aBenro ['ycra Diidhens [IpousBoaCcTBEHHAS TUIOIIAIKA:
TOURP/TYP
37100 TYP, ®PAHIIUA
Kox GMID 513696 Kon TOU 513696
MIPOAYKTA
Omnwucanue nmpoxykra Jlokpen 20 mr 56 IT. VTE RU
Homep cepun FT009 Howmep cepun FT009
3aKa3umKa
JlaTa mpom3Boactea  24-AITP-2020 CpoK TOJHOCTH MAP-2025
Tun TabneTkn, TOKPHITHIE ®opma Beimycka 4 BJIMCTEPA mo 14 IIITYK
IUICHOYHOU 000JI0YKON
HanmenoBanue Poccust
pBIHKA: Howmep PY: II N0O12715/01
Peructpanmonnoe  HopmatuBHasi TOKyMeHTaNUs
nocne
Bepcus ceprudukara 6
aHamm3a

C HOPMaTHUBHOM JTOKYMEHTAIHEH.

Hacrosmum nmoaTBepskaato, 4To BCe dTarbl HPOU3BOJICTBA 3TOW CEPUU FOTOBOTO IpenapaTa ObUTH BHIIOJIHEHBI B
rojHOM cooTBeTcTBHHU ¢ TpeboBanusiMu GMP EC u tpeboBanusiMu Peructpaunonsoro(six) Y noctoBepenusi(i)
CTpaHbl/CTpaH Ha3HAYCHUSL.

CTaTyc BhIIyCKa MMPUHATO

JlaTa Bpimycka (UTC +1) 10-UFOHA-2020 17:47:15.00
IMoanucaHo ynoJaHOMO4YeHHbIM LAETITIA HABERT
JINIIOM

CeprudukaT aHamM3a yTBEPKICH B JIEKTPOHHOM BHJIE.
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SANOFI WINTHROP INDUSTRIE

Certificate of analysis /

Batch Certificate

SANOFI .2

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 FT009 Customer batch FT009

Manufacturing Date 24-APR-2020

Expiry Date MAR-2025

Betaxolol hydrochloride (TLC)
Betaxolol hydrochloride (LC)

Titanium dioxide

TESTS
Average mass

Uniformity of mass

Uniformity of mass of half tablets

DISSOLUTION
S1:Mini at 30 min

DEGRADATION PRODUCTS (LC)
Impurity III
Unspecified impurities (each)

Total impurities

ASSAY (LC)
Assay

Packaging and labelling
API

Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS
Market name Russia
MA number :P N012715/01
Regulatory file Normative Document
Version of CoA 6
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

COMPLY COMPLY
COMPLY COMPLY
COMPLY COMPLY
230 to 260 MG 245 MG
COMPLY COMPLY
COMPLY COMPLY
>=80 % 90 %
<=0.3 % not quantified
<=0.2 % not detected
<=1.0 % ,ﬂﬁﬁ%?ﬁrzr}ﬁp
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19.0 to 21.0 mg/tablet 73/ s vc/TapLET
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API name
API manufacturer name

API manufacturer address
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Certificate of analysis /

Batch Certificate SANOFI LY

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 FT009 Customer batch FT00S
Manufacturing Date 24-APR-2020 Expiry Date MAR-2025
Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS
Market name Russia

MA number :P N012715/01
Regulatory file Normative Document
Version of CoA 6
L
Tests Specifications Results

64150 Mourenx - France

Quality control for parameter "Microbiological purity" is tested at release periodically in accordance with
Normative Document

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s) of the

destination country/countries.

Release status ACCEPTED
Release date (UTC +1) 10-JUN-2020 17:47:15.00
Signed by qualified person LAETITIA HABERT

.

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