Ceprudukar anannza/
Ceprudurar Ha cepiio

SANOFI \7

IMpoK3BOACTBEHHAS NNOWIAAKA:

CAHO®HW BUHTPOIl HHOYCTPUA
30-36, asenio I'ycras Diidens

TOURP/TYP
37100 TYP, ®PAHLIKA
Kon GMID 188906 Ken npoayxra TOU 41592
i(Onucanre npoaykta  JIOKPEH 20 MTI™ 28 ILT.
VTE RU
Homep cepun ET030 Homep cepuu ET030
3aKa3qyHKa
laTa nponzeoacTea 30-Centabpa-2019 Cpok roaHocTH AprycT-2024
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Bepcus ceprudmkara
ananusa

TabaeTkn, nokpuIThie
naeHoYHol obonoukoi

Haumenoranne Poccuiickaa ®enepauns
[PbIHKA

PerucTpaunonHoe CMC-TU-2009-26425
lioche

9

hopma BrINyCKa

2 BJIMCTEPATIO 14 LUTVYK

MNokazaTens Hopma Pesyantat
ONNHCAHHE
OnicaHue Kpyrnsie asoakoseinykneie Tabnetkn, COOTBETCTBYET
TIOKpbITbIE TNEROYHOH 06onoukoii
Genoro useTa, ¢ pHckoi Ha OAHOK
cTopoHe H rpasupoBkoi «KE 20» na
Apyrofi cTopone.
NOAJTHHHOCTD
betakconona ruapoxnopua (TCX) COOTBETCTBYET COOTBETCTBYET
Betakconona risapoxnopua (JKX) COOTBETCTBYET COOTBETCTBYET
TuTana nuokcHn COOTBETCTBYET COOTBETCTBVYET
HCIIBITAHUA
Cpennas macca Ot 230 no 260 Mr 245 Mr
{OnHOPOAHOCTE Macchl COOTBETCTBYET COOTBETCTBYET
Onvopoasocte Macces nonosnl Tabnetok COOTBETCTBYET COOTBETCTBYET
PACTBOPEHUE
S1: MuaumMyM npn 30 sun =80 % 101 %
NMOCTOFOHHUE NPHMECH (KX)
Mpumecs 111 <03% 0.0
HeupentubHuMposad - <0,2% He obrapyxero
HblE TIpHMECH (Kancan)
Cymma Bcex npumeceii <1,0% HE BHECEHO B OTYET
MHKPOBHOJOIHYECKAA
UHCTOTA
O6uee YKHcno aypobHbIX MHKpooprankamos < 1000 KOE/T <20 KOE/r-mn
(TAMC)
OB1Luee YHCNO NPOMNKEBEIX H MTECHEBLIX < 100 KOE/r <20 KOE/r-mn g
rpnGos (TYMC) &5
s . < N K4 Ye
Escherichia Coli OrcyrctBue B 1 1 Orcyrcreyer ed F g
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Ceprndukar anannza/
Ceprndukat Ha cepulo

CAHO®H BUHTPOIT MHAYCTPUA
30-36, apenio I'ycrae Diidens

37100 TYP, ®PPAHLIUA

[Kon GMID
iOnucaHue npoaykTa

';Homep CEPHH

i
,J‘laTa NPOU3BOACTBA
HIT

HanmeHosamue
IpeIHKa
Perucrpaunonsoe
jocke

Bepcua ceprudukara
AHaNKIA

SANOFI 7

Ilpou3soacTBEHHAR NIOWALKA:
TOURP/TYP

188906

JIOKPEH 20 MTI" 28 LT,
VTE RU
ET030

30-Centabpa-2019
Tabnerku, NoKpsITHIE
NAeHOYHOH 060NOUKOH
Poccuiickas Qeaepauns
CMC-TU-2009-26425

9

Koz npoaykra TOU 41592

Homep cepuun ET030
3aKa3zqHKa
Cpok rogaocTtH Asryct-2024

DGopma Bunycka 2 BJIMCTEPA TIO 14 LUTYK

HaCTOSlI.I.lHM NOATBEPHAAK, YTO BCEC TANLI NPOH3BOACTBA 3TOH CEpHH roTOBOTO Npenapara OBbITH BLINONHEHBL B
MONHOM cOOTBETCTBHH ¢ TpeGosannamMn GMP EC n TpeGosanusamu peructpaunorsHoro(pix) yaocropepeHua(i)
CTpaHbl/CTpaH HA3HAYEHHS,

{CraTyc BbINyCKa

Jlata Beimycra (UTC +1)
Hoanucano ynosrHoMoUeHHbIM

oM

MPHHATO

CepTadHKaT aHanH3a YTBEPHCIAEH B JNEKTPOHHOM BUIE.

14-Hos6-2019 17:34:50.00
LAETITIA HABERT
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SANOFI

NPUJIOXEHUE K CEPTHOUKATY AHATH3A

Hazanue nponykra: JIOKPEH 20 MT" 28 TABJIETOK
Howmep cepuu: ETO030

GMID: 188906

Iara npou3BoacTea: 30 CEHTABPA 2019

Cpok roaHocTu: ABI'VCT 2024

PedepeHcHblit Homep PY, 3aperecrpuposantoro B Poccuu ITNO12715/01
A®dH(nasBaHHe cyOCTaHLIMK, HA3BAHHE H afpec

NPOH3BOACTBEHHOrO calTa):

berakconona ruapoxnopun {@unopra C.A.C. Avenue du

Lac, BP 30, 64150, Mourenx, France)

JlaHHBIM NOKYMEHTOM 51 YTBEPIKAAIO, 4TO 3TA CEPHA NPOTECTHPOBAHA MO BCEM MapaMeTpaM
KaY€CTBa, MEPEYHCIICHHBIM B CIELU(PUKALIMK HOPMATHBHOH AOKYMEHTAIH,
3aperucTpupoBaHHoi B Poccniickoii Peaepaunu B HacTosilee Bpems.

JlaHHBIM TIOKYMEHTOM NMOATBEPXKAEHO, YTO CEPUS COOTBETCTBYET TpeGoBaHUAM «YIAKOBKa» H
«MapkupoBKa» cneuM(pHKaLUKH HOPMATHBHOI HJOKYMEHTAlUH, 3aPETHCTPHPOBAHHOI B
Poccwiickoit ®enepauun B Hactosuee Bpems*,

loanucw/nara /nodnuce/ 20.12.2019
Wms yreepxnarowero: Jlersuus Xa6ept (LAETITIA HABERT)

HomxHocTe: MeHelxep no ofecneyeHHI0 KauecTBa/ YNONIHOMOYEHHOE JTHLO

*Ytp 03Hayaer:

MapkupoBka B OAHOM COOTBETCTBUM € NOCTEAHHMH OLOGPERHBIMY MaKeTAMMH, ?ﬂﬁmﬁuu% MACTPYKLHHK
No MeANLHHCKOMY IIPHMeHEHHIO.

YnakoBka B NOJHOM COOTBETCTBHH CO crieuugMKauuei HOpMATHBHOMN ;[oxymema\t@u 1 nepeMeHHas
HH(OpMALKA PACMONI0KEHA B COOTBETCTBYIOLIMX MOJIAX.



SANQFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel

Certificate of analysis /
Batch Certificate

37100 TOURS-FRANCE

SANOFI g

Site TOURS

~

—
Code GMID 188906 Article code TOU 41592
Description LOKREN 20 MG 28 CP VTE RUS
Lot Number ET030 Customer batch ET030
Manufacturing Date 30-SEP-2019 Expiry Date AUG-2024
Type TABLET, FILM COATED Presentation 2 BLISTERS OF 14 UNITS
Market name Russian Fed.
Regulatory file CMC-TU-2009-26425
Version of CoA 9
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 hydrochleoride (LC) COMPLY COMPLY
Titanium dioxide COMPLY COMPLY
TESTS
Average mass 230 to 260 MG 245 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMPLY
DISSOLUTION
§1:Mini at 30 nin =00 % 101 %
DEGRADATION PRODUCTS (LC)
Impurity III <=0.3 % 0.0
Unspecified impurities (each) <=0.2 % not detected
Total impurities <=1,0 %

MICROBIOLOGICAL DETERMINATION
TAMC

TYMC

Escherichia Coli

ASSAY (LC)
Assay

<=1000 CFU/g
<=100 CFU/g
Absent in lg

1.0 to 21.0 mg/tablet
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Certificate of analysis /

Batch Certificate

SANQFI WINTHROP INDUSTRIE

SANOFI \p

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

Code GMID 188906 Article code TOU 41592

Description LOKREN 20 MG 28 CP VTE RUS

Lot Number ET030 Customer batch ET030

Manufacturing Date  30-SEP-2019 Expiry Date AUG-2024

Type TABLET, FILM COATED Presentation 2 BLISTERS OF 14 UNITS

Market name

Russian Fed.

Regulatory file CMC-TU-2009-26425

Version of Cod 9

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 A
A
Releasa date (UTC +1) 14-NOV-2019 17:34:50.00 y REA K4y
i
Signed by qualified person LAETITIA HABERT C
L E s
i E PR

Certificat d'analyse approuvé électroniquement / Certificate of analysis electroqjcq}f?'&ppgﬂ?gg
1) ia
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LOKREN 20 MG 28 CP

Batch Number: ET030

GMID: 188906

Manufacturing Date: 30 SEP 2019

Expiry Date: AUG 2024

Reference number to MA registered in Russia: P N012715/01
API (name of API, name and address of manufacturing site):
Betaxolol hydrochloride

FINORGA SAS
Avenue du Lac
B.P.30

64150 MOURENX
FRANCE

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification
currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered In Russian Federation*.

Signature/Date:
Printed Name; LAETITIA HABERT

Title: QA product manager/ Qualified person

* in other words: '

Labeliing is in full compliance with the Jast approved version of packaging and leaflet attyor.

Packaging is in full compliance with the Normative Document specification and variable fmqation is located
in corresponding fields.



