Ceprudukar aHaanza/
Ceprudukar ua cepuio

CAHO®H BHHTPON HHAYCTPUA
30-36, aBeHio M'ycrae Jiidens

SANOFI vg

[Tpou3BoacTBeHHAR NyoWAaKa:

TOURP/TYP
37100 TYP, GPAHLIMA
{Koa GMID 513696 Koa nponyxra TOU 513696
[Onycanue npoaykra  JIOKPEH 20 MT™ 56 LIIT.
VTE RU
Homep cepun ET032 Homep cepun ET032
3aKa3yKKa
lata nponzsoacTea 1-Ok1-2019 CpoK romgHocTH Cen-2024

rpubos (TYMC)

Escherichia Coli

KOJHYECTBEHHOE
OITPEAEHHEHHE (KK}
KonnyecteenHoe onpeaenenne

Orcytcteue B I
Or 19,0 no 21,0 Mr/TabneTka

rap_coa_resultats v5

Tun Tabnerku, mokpsiThie Pdopma Binycka 4 BJIMCTEPA IO 14 IUTYK
NNIEHOYHOH 0bonouKo#
Hanmenoeanue Poccuiickas enepaups
PbIHKA
Pervcrpausionnoe CMC-TU-2009-26425
nocLe
Bepcus ceptudmkara 5
aHanusa - - e T i ke ===
Moxa3aTean Hopma Pesynnrar
ONNHCAHHE
OnwcaHue Kpyrneie nBoskoBoinyknete Tabnetkn, COOTBETCTBYET
NOKpBITBIE MTAEROUHOI 0Gonoukod
Genoro ugera, ¢ puckoft Ha OOHOI
CTOpOHE H rpasHpoBkoit «KE 20» na
Apyrof# cropose.
NONJIHUHHOCTH
Berakconona riapoxnopug (TCX) COOTBETCTBYET COOTBETCTBYET
Betakconona ruapoxnopua (KX) COOTBETCTBYET COOTBETCTBYET
[THTana mnokcun COOTBETCTBYET COOTBETCTBYET
HCNBITAHHUS
Cpennas Macca Ot 230 no 260 Mr 244 mr
OOHOPOAHOCTE MACCH) COOTBETCTBYET COOTBETCTBYET
(OnHopoaHocTs Maccht nonoBHH Tabnetok  COOTBETCTBVET COOTBETCTBVYET
PACTBOPEHHE
S1: amunuMyst npu 30 mMuk >80 % 92 %
NOCTOPOHHHUE NMPHMECH (2KX)
Mpumect 111 <£0,3% 0.0
Hennentudrumposan - <0,2% He oOHapyKeHo
HbiE MpHMecH (Kaxaan)
CymMa Beex npumeceii =1,0% HE BHECEHO B OTYET
MHKPOBHOJIOTHYECKAA
HHCTOTA
Obwee YHCNO a3pobHbIX MHKpPOOpPTaHKaMos < 1000 KOE/r <20 KOE/r-Mn
TAMC)
O6uiee THCNO APOMKIKEBLIX H [LIECHEBBIX <100 KOE/r <20 KOE/r-mn

Orcyrereyer s r
19,8 mr/rabnetsg, < n5/ K41,

3,
C Hogy .

anoy; Ry

C'I‘paHH‘-Li; 112




Ceprudmxar anannza/
Ceprudmkar na cepuio

CAHO®DHU BHHTPONT MHOYCTPUA
30-36, asesito 'ycras Diidens

SANOFI| \z

IlpoussoncTeennas niowanka;

TOURP/TYP
37100 TYP, ®PAHLIWMA
[Kon GMID 513696 Koanpoaykta  TOU 513696
Onucanue npogykra  JIOKPEH 20 MT 56 WT.
VTE RU
{Homep cepnu ET032 Howmep cepun ET032
3aKa3yMKa
VaTa nponzeoacrea 1-Ok7r-2019 Cpox rogHocTH Cen-2024
ITun TabneTkw, nOKpbITHIE @opma eenycka 4 BJIMCTEPA MO 14 IUTYK
NneHOYHOH obonoukoii
HanmenoBanme Poccuiickaa ®enepaums
pbIHKa
Perucrpaunonsoe CMC-TU-2009-26425
l1ochLe
{Bepcua cepTudukara 5
[AHANH3A

Hactoswnm noaTeepyaalo, 4To Bee 3TaNbl NPOHIBOACTBA ITOH CEPHH rOTOBONO NPENAPATa G BLINOIHEHE! B
NONHOM COOTBETCTBHI ¢ TpebosaHnaMu GMP EC u TpeGoBaniAMY perucTpaLMoHHOTo(biX) yaocToepeHns(if)

CTPaHLI/CTPaH Ha3HAYEHRA.

[TPHHATO
20-Hon6-2019 12:02:24.00
LAETITIA HABERT

CraTye BbIMYcKa

[laTa Beinycka (UTC +1)
Tloanucano ynonHoMoO4eHHBIM
oM

CepTHHKAT aHann3a YTBEPXKACH B 2NEKTPOHHOM BHE,
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SANQFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel

Certificate of analysis /

Batch Certificate

SANOFI «p

Site TOURS
37100 TOURS-FRANCE
Code GMID 513696 Article code TOU 513696
Description LOKREN 20MG 56CP VTE RU
Lot Number ET032 Customer batch ET032
Manufacturing Date 1-0CT-2019 Expiry Date SEP-2024
Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS

Market name

Regulatory file

Russia

CMC-TU-2009-26425

MICROBIOLOGICAL DETERMINATION
TAMC

<=1000 CFU/g

Version of CohA 5
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 (TLC) 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
DISSOLUTION
§1:Mini at 30 min =0 % 92 %
DEGRADATION PRODUCTS (LC)
Impurity III <=0,3 % C.0
Unspecified impurities (each) <=0.2 % not detected
Total impurities <=1.0 % not reported

T Cag T

<20 UFC/gimi .

AEN
TYMC <=100 CFU/g <20 YFC7 gt “49@0
Escherichia Coli Absent in 1g ABSENCECEgb¢ Q;
- Oy
[ Sa”Of,' pn!‘,—s ”
1
ASSAY (LC) o4
Asszay 19.0 to 21.0 mg/tablet 19.8 MG/TABLET

rap_coa_resultats v5

Page 1 f 2




Certificate of analysis /

Batch Certificate SANOF I bj

SANCFI WINTHROP INDUSTRIE

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

Code GMID 513696 Article code TOU 513696

Description LOKREN 20MG 56CP VTE RO

Lot Number ET032 Customer batch ET032

Manufacturing Date 1-QCT-2019 Expiry Date SEP-2024

Type TABLET, FILM COATED Presentation 4 BLISTERS OF 14 UNITS
Market name Russia

Regulatory file

Version of Cod

CMC-TU-2009-26425

I hereby certify that all the manufacturin
compliance with the GMP requirements of th

destination country/countries.

g stages of this batch of finished product have been carried out in full
e EU and with the requirements of the Marketing Authorisation(s) of the

Release status

Release date (UTC +1)

Signed by qualified perscn

ACCEPTED

20-NOV-2019 12:02:24,00 ZREN &

LAETITIA HABERT W

<+
=T

Certificat d'analyse approuvé électroniquement / Certificate of analysis electrohiEEMLy_§8proved
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