JEKJIAPAIIASI O COOTBETCTBUM

i JEKJIAPAHT, MPAHAMAIOINUI JEKJIAPAIIMIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenun o pezucmpayuu opeanusayuu: Mexcpaiionnan uncnexyus Oedeparsroii Hano208oii cayoicot Ne 46 no
2, Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 3. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanoniii dupexmop Mownoic O.A.

Hoeepennoe auyo: Cmenanos C.C., dosepenrnocms 6/1 om 01.12.2017

SAABJIAET, UYTO

nexapemeennoe cpedemeo. Jloxpen, mabremxu noxpuimble nrenoynod obonovxoti 20 m2 14 wm., ynaxoexu
Ryelixosuie koumypruvie (4), nauku xapmonnvie, PY Ne I1 N012715/01 om 16.09.2011 (dama samerv:
02.02.2018) evidano CAHOPH-ABEHTHC @FAHC, cepun DT051, napmun 3220 ynaxoeox, 200em do
30.11.2023, npouseodcmea Canoghu Bunmpon Hndycmpus, @panyus, Sanofi Winthrop Industrie, 30-36, avene
Gustav Eiffel 37100 Tours, France, ko0 OKII2 21.20.10.146, ko0 TH B3] 3004900002, xoxmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085328846 om 01.04.2019

COOTBETCTBYET TPEGOBAHNSIM

TIN0CI12715/01-160911 uzm. Ne 1-2

AEKJIAPAITAS ITPHHATA HA OCHOBAHHH

npomoxon ucnoimanyii Ne 10460 om 12.04.2019 HJT 000 HI] "DAPMOEOPOHA", ammecmam
axxpedumavuu POCC RU.0001.21 @140, Cepmugpuxam POCC FR.®M08.C38154 om 12.04.2019

JATA OPHHSTTYSI TEKJIAPAITAH 12.04.2019
JBKTTAPAT{VS NEMCTBUTEILHA JIO 30.11.2023
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' i Crenanos C.C.
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“gy it CBEJEHUS O PETUCTPALINIA

OPTAH IIO CEPTHO®HKAITAH, 3APETACTPAPOBABIIHNINA JEK/IAPAITHIO

RA.RU.11dMO8 OPTAH 110 CEPTHOHKALIHH ITPONVKITHH OFI[ECTBO C OI'PAHHYEHHOMH
OTBETCTBEHHOCTBIO "OKPY)XHOU [JEHTP KOHTPOJI KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opaana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn, Macmepxoea, 0. 4, sm. 5., men.: (495)788-02-88, seb-
caiim: oyxrr.peg.

AEKJIAPAITAA O COOTBETCTBHM 3APETHCTPAPOBAHA M POCC RU J-FR. ®M08.4.21380/19
JATA PEmmI‘HCTPAIIHI?l 12.04.2019
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Cepruduiat anamal
CeprudukKar Ha cepHI0

SANOFI .7

[IpousBoACTBEHHAR MIOLWIARKA:
TOURP/TYP

CAHO®H BUHTPOI1 UHAYCTPH A
30-36, apero IN'ycrae Ditdens

37100 TYP, ®DPAHLINA

Kon GMID 513696

Koa nponykra TOU 513696
Homep cepun DTO051

lata npowssoactea  13-JJEK-2018

TOpl"OBOC Ha3BaHHE

Onucanue
MPOAYKTa

Homep cepuu
3aKa3uMka
Cpok roaHocTH

Poccuiickaa ®eaepanus

JIOKPEH 20 MI" 56 LUT. VTE RU

DTO51

HOB-2023

betakconona ruapoxnopua (TCX)
betakconona rugpoxnopua (KX)
TutaHa nHokeua

HUCIBITAHUSA

CpenHan Macca

OnHOpOIHOCTB MAcchl
OIHOPOIHOCTE MACCHI NOJOBHH
Tabnerok

Pacnanaemocts

PactBOpeHue
S1: MmuHHMYM TipH 30 MUH

MMpumecs 111

HenaeHTHORUMPOBaH -
Hbie NPHMECH (kakaas)
CyMma BceX nmpUMeceii

MHKPOBHOJOI'MYECKAA
UUCTOTA

TAMC
TYMC

[Escherichia Coli

KOJIHYECTBEHHOE
OIIPENEHHEHHE ()KK)
KonuuecTeHHOE ONpeie/ieHHe

MOCTOPOHHHE NPUMECH (KX)

COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET
Ot 230 o 260 Mr
COOTBETCTBYET
COOTBETCTBYET
<15 MuH

>80 %

<03%
=02 %

<1,0%

< 1000 KOE/r
< 100 KOE/r
OtcyTcTRYET

Ot 19,0 ro 21,0 Mr/TabneTxa

(opMa BLITYCKa 4 BJIMCTEPA IIO 14 IUITYK  Tun TABJIETKH, IMOKPLIThIE
TUVIEHOYHOH OBOJIOYKOM
Bepcus cepruduikara 4 Homep CMC-TU-2009-26425
aHanu3a ceprHduKaTa
lMoka3aTenn Hopma PesynbTat
ONMUCAHHE
Onucanne Kpyrnele ABOAKOBBIMYKITblE COOTBETCTBYET
TabneTku, NOKPLITHIE NIEHOYHOH
obonoukoii 6enoro 1BeTa, ¢ puCKO#H
Ha o[[HOH CTOpOHe U rPaBHPOBKOH
«KE 20» Ha npyrofi cTopore.
MNOAJIMHHOCTh

COOTBETCTBYET
COOTBETCTBYET
COOTBETCTBYET
243 mr

COOTBETCTBVET
COOTBETCTBYET
6 MHH

94 %

He onpeeneHo KOMHYECTBEHHO
He o0HapyKeHo

HE BHECEHO B OTYET

<20
<20
OTtcytcTByerB I 1

19,6 mr/TabneTka
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Corrumas e oo SANOFI .z

CAHO®HU BUHTPOIT HHAYCTPHA

30-36, asento 'yctae Jitdens [TpousBoacTBEHHAR IUIOLANKA:
TOURP/TYP

37100 TYP, ®PAHLIMA

Koa GMID 513696 OnmcaHue JIOKPEH 20 MI" 56 ILT, VTE RU
npoayxra

Koa nponykra TOU 513696

Homep cepuu DTO051 Homep cepun DTO051
3aKa3uHKa

Jlata nponssoactea 13-JIEK-2018 Cpok roaHocTH HOAB-2023

Toproeoe HaszBaHue Pocculickas Qemepauun

Dopma BHITYCKa 4 BJIMCTEPATIO 14 WITYK  Tun TABJIETKH, [TOKPBITBIE

INEHOYHOH OBOJICUKOH
Bepcus ceprudmxara 4 Homep CMC-TU-2009-26425
AHANH3a cepruukara

HacToawMM noaTeepikaaeM, YTo NPOM3BOACTBO 3TOH CEPHH BLIMONHANOCE B COOTBETCTBHH ¢ TpeGoranuaMu GMP u
COOTBETCTBYET IMOAOKEHHAM NPUMEHHMOTO PETHCTPALHOHHOTO YAOCTOBEPEHHA

Hactosimunm noaTeepxaalo, 4To BCe ITansl NPOH3BOACTBA ITOH CEPHH FOTOBOTO NMpenapata ObIIH BRINOTHEHLI B
NOMHOM COOTRETCTBHH ¢ TpeGopanuamMu GMP EC u TpeboBaHNAMY PETHETPALIMOHHOrO(BIX) YAOCTOBEPEHHA( i)
CTPaHEBI/CTPaH Ha3HAYeHHs,

CTaTye BLINYCKA [TPHHATO

flaTa Buinycka (UTC +1) 6-MAP-2019 12:12:04.00

IMoanucano ynonnomovennsim  LAETITIA HABERT
HUOM

CepruduxaT aHann3a yTeepkACH B 3NEKTPOHHOM BHAE.
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Certificate of analysis /

Batch Certificate SANOFI bj

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 DT051 Customer batch DTOS51

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

m — m
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

bverage mass 230 to 260 MG 2431 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMPLY
Disintegration <=15 min 6 MIN

DISSOLUTION

S1:Mini at 30 min »=80 % 94 %

DEGRADATION PRODUCTS (LC)

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

MICROBICLOGICAL DETERMINATION

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

Batch Certificate SA NOFI \;

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 DT051 Customer batch DT051

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 Col 4

F e — S m
Tests Specifications Results

Assay 19.0 to 21.0 mg/tablet 19.6 MG/TABLET

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.

Ralease status ACCEPTED
Release date (UTC +1) 6-MAR-2019 12:12:04.00
Signed by qualified person LAETITIA HABERT

Certificat d'analyse approuvé ¢lectroniquement / Certificate of analysis electronically approved
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