Ceprudnkar anannia/
CeprHdKaT Ha Cepuio

CAHO®H BUHTPOIl MHAYCTPHUA

30-36, arento 'yctas Jiidens

37100 TYP, ®PPAHLMA

Kon GMID 138906
OnucaHne npoaykTa

VTE RU
Homep cepiM ET029

arta npok3poacTBa

30-Centabpa-2019

SANOFI| «p

[TpoxzBOACTBEHHAA NIOLLAAKA:
TOURP/TYP

Koa npoaykra

JIOKPEH 20 MI" 28 LIT.

Howmep cepuu
3aKa3uuka
Cpok ronHocTn

TOU 41592

ET029

Asrycr-2024

Tun TabnetkH, MokppITHIE ®opma Beinycka 2 BIMCTEPA IO 14 HITYK
nnexo4HoH 060N04KoH
HanmeHoBanne Poccuiickas ®eaepauna
phIHKA
PerucrpaunoHHoe CMC-TU-2009-26425
ochLe
Bepcusa cepTudukata 9
AHAMH3A
Mokazarens Hopma PesyabTat
ONUCAHHE
OnHcaHne Kpyraeie apoaxosminyiisie Tabnetkn, COOTBETCTBYET
noKpbITEIE TAEHOYHOH obonoukoii
Genoro usera, ¢ puckoii Ha oMol
cTopoHe K rpasHpoekoit «KE 20» Ha
Apyro# cTopowe.
MOANHHHOCTE
beraxconona ruapoxnopua (TCX) COOTBETCTBYET COOTBETCTBYET
Gerakconona ruapoxnopka (JKX) COOTBETCTBYET COOTBETCTBYET
Trrana anoxcun COOTBETCTBYET COOTBETCTBVET
HUCINLITAHUSA
CpenHas mMacca O 230 no 260 mr 245 mr
OaHOPOAHOCTE MAcCH! COOTBETCTBYET COOTBETCTBYET
ONHOPOAHOCTE Macehl onosun Tabnetok  COOTBETCTBYET COOTBETCTBVET
PACTBOPEHHE
S1: MurHMYM npH 30 MEH >80% 80 %
MOCTOPOHHHE MPHMECH (KX)
Mpumeces 111 <03% 0.0
Henpentuduuuponat - <0,2% He 0BHapYKeHO
HBIE NPHMECH (xaxcnas)
Cymma Bcex npHseceii <1,0% HE BHECEHO 8 OTHET
MHKPOBHOJIOTHYECKAA
UUCTOTA
(OBwee yncno a3pobHEIX MHKpoopranuamos < 1000 KOE/fr <20 KOE/fr-mn__
(TAMC) e .
O nEN Kages
OfLee YUCHO APOAIKEBHIX H INECHERBIX < 100 KOE/r <20 KQE/rsm &
rpuboe (TYMC) i
~SHedy p
Escherichia Coli OrcytctBue B I 1 O’ra:.jth@mbij'féu - |
KOJAMYECTBEHHOE Ot 19,0 10 21,0 Mr/1abneTxa 198 Mrhaberka 0 A
ONPEAEHHEHHE (KK) A
KonnuecTsennoe onpeneneHne % \\\'\-\_ =
i
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e SANOFI «z

CAHO®H BUHTPOIT UHAYCTPHUA

30-36, aBento I'ycrae Ditdens [Mpon3soncTeeHKaR NACIIANKA,
TOURP/TYP
37100 TYP, dPAHLIMA
Koa GMID 188906 Kon npoaykra TOU 41592
Onucanue npoaykra  JIOKPEH 20 MIT 28 LLIT.
VTERU
Homep cepun ET029 Howmep cepun ET029
3aKaz4HKa
/TaTa NpoM3BOACTBA 30-Centabps-2019 CpOK ToIHOCTH Apryct-2024
Tun TabneTku, NOKPLITHIE ®opma euinycka 2 BIMCTEPA T1O 14 LITYK
naeHo4Ho#H obonovkoii
HaumeHoBaHHe Poccniickas Qenepauna
PBIHKA
PervcTpauroHHoOe CMC-TU-2009-26425
10CHE
Bepcus ceprudmkara 9
AHanN3a

HacTosiuM noaTEEpAato, HTO BCE ITaNbl NPOU3BOICTBA 3TOH CEPHH TOTOBOTO NpenapaTa ObNK BLINONHEHLL B
MNOIHOM COOTBETCTBHH ¢ TpebopannaMu GMP EC u TpeBoBaHHAMM perucTpauMOHHOro(bix) yroctosepeHna(ii)
CTPAHBI/CTPAH HAIHAYCHHUA.

CTaTye BRINYCKA MMPUHATO

TaTa eeinycka (UTC +1) 14-Hoa6-2019 16:27:50.00

Moanncano ynoaHoMoOYeHHbIM LAETITIA HABERT
HIOM

CeprudmKkaT aHanH3a YTBEPXKIEH B 3NEKTPOHHOM BHIE.

A
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SANOFI

MMPUJIOXKEHHUE K CEPTHOHKATY AHAJIN3A

Haszauue npoaykra: JIOKPEH 20 MI" 28 TABJIETOK
Homep cepun: ET029

GMID: 188906

Jlata npon3BOACTBA: 30 CEHTABPA 2019

Cpok roaHocTu: ABI'YCT 2024

PedepencHpiii Homep PV, 3aperecTpupoBaHHoro B Pocchu T N012715/01
AdH(na3sanue cyberaHUMu, HA3BaHHUE U aapec

MPOM3BOACTBEIHOTO caiiTa):

berakconona runpoxnopuz (PuHopra C.A.C. Avenue du

Lac, BP 30, 64150, Mourenx, France)

JlaHHbIM JOKYMEHTOM s YTBEPXHKAAL0, YTO 3Ta CEPHS NPOTECTHPOBAHA 110 BCEM NapaMeTpam
Ka4YeCTBa, MePeUHC/IEHHBIM B cNeLM(pUKALYH HOPMATHBHON JJOKYMEHTALHH,
3aperucTpHpoBaHHON B Poccuiickoif ®eaepaliny B HacTOALIEE BPEMS.

JlaHHBIM JOKYMEHTOM MOATBEPHAECHO, YTO CEPHS COOTRETCTBYET TPeOORAHHAM «YMaKOBKa» H
«MapkupoBka» crieuMpHKaLK HOPMATHBHOM AOKYMEHTALUH, 3apPETHCTPUPOBAHHOMH B
Poccuiickoi ®enepauny B HacTosIEe BpeMa*.

HMoanuce/nara /nodnuce/ 20.12.2019
Hma yreepxnarowero: Jletuuna Xadepr (LAETITIA HABERT)

I[OJ'DKHOCTBZ MeHemlcep no obecneyeHuo KayecTsa/ YINOJIHOMOYEHHOE JIHIIO

B PrOE OXiy

*UTo 03HAYAET: S otRE kg .

"Cas, %
MapkHpOBKa B II0JHOM COOTBETCTBHH € MOCJIEIHHMH 006PEHHBIMU MaKeTaug‘TE@l}:’%albhchrpyﬁunu
0 MEIHIIMHCKOMY IIPHMEHEHHIO. f Ry s
YakoBKa B IIOJHOM COOTBETCTBHH CO cneLU{UKaLIMei HOpMaTHBHOM noxyMeuﬂguu n nepeméiitias
HH(popMauKsa pacnoNoKeHa B COOTBETCTBYIOLIMX TIONAX. i



SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOQURS-FRANCE

Certificate of analysis /

Batch Certificate

SANOFI « g

Site TOURS

Code GMID 188906
Description
Lot Number ET029

Market name

Regulatory file

Version of CoA 9

Manufacturing Date 30-SEP-2019
Type TABLET, FILM COATED
Russian Fed.

Article code

LOKREN 20 MG 28 CP VTE RUS

Customer batch
Expiry Date
Presentation

CMC-TU-2009-26425

TOU 41592

ET029
AUG-2024
2 BLISTERS OF 14 UNITS

———————eee——— — . . ————————————————————————————————————————————————————————————

MICROBIOLOGICAL DETERMINATION
TAMC

TYMC

Escherichia Coli

ASBAY (LC)
Rzsay

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

19.0 te 21.0 mg/tablet

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
TEETS
Average mass 230 to 260 MG 245 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMPLY
DISSOLUTION
51:Mini at 30 min »>=80 % a0 %
DEGRADATION PRODUCTS (LC)
Impurity III <=0.3 % 0.0
Unspecified impurities (each) <=0.2 % not detected
Total impurities <=1.0 % not reported
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Certificate of analysis /

Batch Certificate

SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

SANOFI 7

Site TOURS

Code GMID 188906

Description LOKREN 20 MG 28 CP VTE RUS
Lot Number ET029

Manufacturing Date 30-SEP-2019

Type TABLET, FILM COATED

Market name Russian Fed.

Regulatory file CMC-TU-2009-26425

Version of CoaA g

Article code

Customer batch
Expiry Date
Presentaticon

TOU 41592
ET029

AUG-2024
2 BLISTERS OF 14 UNITS

destination country/countries.

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

Release status ACCEPTED
Release date (UTC +1) 14-NOV-2019 16:27:50.00
Signed by qualified person LAETITIA HABERT g’f‘"ﬂ H’“’*«
O AT .
Certificat d'analyse approuvé électroniquement / Certificate of analysis electronica;lgiappruved o
éll x : H‘o¢h - LRk
1 an . 1
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LOKREN 20 MG 28 CP

Batch Number: ET029

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 ali 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: W @Qo { /(.2 , A 9

Printed Name; LAETITIA HABERT

Title: QA product manager/ Qualified person Tnoe oy

* in other wordss: , s
Labelling is in full compliance with the last approved version of packaging and leaflet artworks. x
Packaging is in full compliance with the Normative Document specification and variable inforn tion is Icf&ted,

in corresponding fields. b



