JEKJIAPAIINSA O COOTBETCTBHHA

JEKJIAPAHT, IPHHAMAIOI[HA NEKJAPAITAIO O COOTBETCTBHHA

AO "Canogu Poccun"

Ceedenun o pezucmpayuu opzanusayuu: Mesicpaiionnas uncnexyus Pedepanbroit Hanozoeol caysxcbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002,

Aopec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenegpon/pac: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnuiii Oupexmop Monsic O.A.

Hoeepennoe auyo: Cmenaros C.C., dosepennocmo 6/u om 01.12.2017

3AABJISIET, UTO

Aexapemeertoe cpedcmeo: Jloxpen, mabnemxu noxpeimoie nrenourol obonouroit 20 me 14 wm., ynaxoexu
Auetikogble KOHMYPHYie (2), navku kapmonrvie, PY Ne IT N012715/01 om 16.09.2011 (dama 3amenu
02.02.2018) svidano CAHODH-ABEHTHC OPAHC, cepun DT047, napmus 45697 ynaxceox, zoden 0o
01.11.2023, npouzsodcmea Carnogru Bunmpon Hndycmpus, Opanyus, Sanofi Winthrop Industrie, 30-36, avenue
Gustav Eiffel 37100 Tours, France ko0 OKII/]2 21.20.10.146, koo TH B3] 3004900002, xoumpaxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085321003 om 24.01.2019

COOTBETCTBYET TPEBOBAHUAM
I N0i2715/01-160911 usm. Ne 1-2

AEKJIAPATIHAA ITPHHATA HA OCHOBAHHHA
npomoxon ucnvimariui Ne 2480 om 30.01.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmughuxam POCC FR. ®M08.C32728 om 30.01.2019
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Crenauos C.C.
©.HN.0

CBEJIEHUS O PETUCTPAIIANA

OPTAH IO CEPTHOUKAIINA, 3APETACTPAPOBABII A1 AEKJIAPAITHIO
RA.RU.110M08 OPI4AH ITO CEPTHOHKAIHH HPONYKIIHH OFI[ECTBO C OT'PAHHUEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmugruxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.pg.

AEKJIAPAITAA O COOTBETCTBHH 3APEIHCTPHPOBAHA M POCC RU J-FR.PM08.A.14288/19

Junenxo U.B.
Pykoponutens OC
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SANOFI

CEPTH®UKAT AHAJIU3A/ CEPTHOUKAT HA CEPHIO

Canodu Buntpon Muayctpus
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Kog GMID: 188906
Kon crateu: TOU_41592
Homep cepuu: DT047

Hara npoussoactea: 15-HOSB-2018

[Tpouseoacte. nnowmanka: TOURP

Onucanue obnekta: Jloxpen 20 mr 28CP VTE PY
Homep cepun 3akazunka: DT047
Hara ucteyenns cpoka rogaoctd: HOSB-2023

[ocraska: Poccuiickan ®enepauns
IpencraBneHo: 2 6mucrepa no 14 Tabnerok

Bepcus CoA: 8

Tun: Tabnetku, nokpeiThie MNeHOYHOH 060M0UKOH

TECTBI CIIEHH®PHUKAIIUH PE3YJIBTATHI
XapaKkTepHcTHKH
XapaKkTepHCTHKH Kpyrnsie ABOAKOBEINTYKBIE TAONETKH, CooTBeTcTBYeT
HOKPBITEIE TIEHOUHOH 000m0uKoi Genoro
LIBETA, ¢ PHCKO# Ha OXHOH CTOpPOHE U
rpasupoBkoii «KE 20» Ha npyroit ctoponre.
MoanuunocTh
beraxconona rugpoxnopun CootBercTByeT CooTeeTcTBYET
(TCX)
berakconona ruapoxiaopun CootBeTcTBYyeT CootBercTByeT
(KX)
‘THuTana THOKCH] CoOTBETCTBYET CooTBeTcTBYET
Tectni
CpenHsa Macca Ot 230 go 260 mr 246 Mr
OxHOpOAHOCTE Macchl CootBercTByeT CootBetcTBYeT
OaxopoarocTe Macchl o10BHH | COOTBETCTBYET CooTBeTcTBYET
TabneTok
PacnapaemocTthb < 15 MHH 3 MHUH.
PactBOpenue
S1: MuEHMYM nipH 30 MEH >80 % 94 %
IHocTroponnne npumecu (OKX)
[Ipumecs III <03 % HE onpenensercs
KOIHYECTBEHHO
Heunentunduunponanusie <0,2% He obHapyxeHo
npuMecH (Kaxnaad)
CymmMa npumeceit <10% HE BHECEHO B
OTYeT
Mukpobronoruyeckoe
olpefieNeHne
TAMC < 1000 KOE/r < 20 KOE/r-mn
TYMC < 100 KOE/r <20 KOE/r-mn
Escherichia coli OtcyrcTBue B 1 OtrcyrcTBHE B I T
KonunuecrBenHoe

onpeaenenue (JKX)
KonnyecTBeHHOE OnpeeneHue

Ot 19,0 no 21,0 mr/Tabnerxa

19,9 mr/Tabnetka

AQ «Canoiut Poccus»

Aapec: 125009, Mockea, yir. Taepckas, 22, Tea.: (495) 721-1400. dakce: (495) T21-141 1. www sanofi.ru
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SANOFI
CEPTU®UKAT AHAJIM3A/ CEPTH®HKAT HA CEPHIO

Canodu Buntpon Huayctpus
30-36, avenue Gustave Eiffel [Tpoussoacts. nnowaaxa: TOURP
37100 TOURS-FRANCE

Koa GMID: 188906 Onucanue obwvekra: Jlokpen 20 mr 28CP VTE PY
Kon craten: TOU_41592 Howmep cepuu 3axazuuxa: DT047

Homep cepun: DT047 JlaTta ucrevenus cpoxa ronsocti: HOSB-2023
Hara npoussoactea: 15-HOSB-2018 Tun: Tabnetky, NOKpbITHE MIEHOYHOH 000104KO#H

Iloctaexa: Poccuiickas ®enepanns
IIpenctaBneno: 2 baucrepa no 14 Tabnetok
Bepcus CoA: 8

HactosmuM mnoaTBepxcgaeM, YTO NPOM3BOACTBO YKA3aHHOM CEPHUM  OCYIIECTBIANOCH B
COOTBETCTBHH C NpaBHJIAMH HaJAJeXalleh NpakKTHKH IPOHU3BOACTBA JieKapcTBEHHHIX cpencTe (GMP) u
INEHCTBYIOIHMH TpeOOBaHHUAMH PErHCTPALHOHHOIO JOCKE,

HactosmuM nopTeepikaalo, 4TG BCe CTaAMM [POM3BOACTBA [JAHHOM CEpHH TOTOBOIO
NIeKapCcTBEHHOTO IIpenapara oCyUIEeCTBIAINCE B IOTHOM COOTBETCTBHH ¢ TpeboBaHusamu EBponeiickoii
Hagnexamedi npomssoAcTBeHHo# mnpaktuku (GMP) u  cneuMukauusMd  HOpPMaTHBHOR
JOKYMEHTAlHH CTpaH(bl)-UMIOpTEpA.

Craryc: [Ilpunaro

Hara Beinycka (UTC + 1) 15-AHB-2019 14:34:41.00
HMomnmucano ynonsomouenusM stuiiom: LAETITIA HABERT
Ceprudukar ananuza 3neKTPOHHO MOATBEPIKACH.

AO «Canodu Poccuas»
Auxpec: 125009, Mockea, yn, Teepekan, 22, Ten.: (495) 721- 1400, daxe: (495) T21-141 1. www sanofi.ru



Certificate of analysis /

Batch certificate SANOFI \j

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

-

Code GMID 188906 Item Description LOKREN 20 MG 28 CP VTE RUS
Article code TOU 41592

Lot Number DT047 Customer batch DTG47

Manufacturing Date 15-NOV-2018 Expiry Date NOV-2023

Market name Russian Fed.

Presentaticn 2 BLISTERS OF 14 UNITS Type TABLET, FILM COATED
Version of CoA 8

— e — —— m’
Tests Specifications Results

CHARACTERS

Characters White round-shaped biconvex film-coated COMPLY

tablets scored on one side and debassed
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 296 MG
Uniformity of mass COMPLY COMPLY
Uniformity of mass of half tablets COMPLY COMPLY
Disintegration <=15 min 3 MIN
DISSOLUTION

Sl: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

MICROBIOLOGICAL DETERMINATION

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

rap_coa_resultats vS Fage 1 7 2



Certificate of analysis /

Batch certificate SA N O F I bj

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

Code GMID 188906 Item Description LOKREN 20 MG 28 CP VTE RUS
Article code TOU 41592
Lot Number DT047 Customer batch DTQ47
Manufacturing Date 15-NOV-2018 Expiry Date NOV-2023
Market name Russian Fed.
Presentation 2 BLISTERS OF 14 UNITS Type TABLET, FILM COATED
Version of CoA 8
l I — Tk —— E— 4
Tests Specifications Results
Assay 19.0 to 21.0 mg/tablet 19.9 MG/TABLET

We hereby certify that the manufacture of this batch has been carried out in accordance with GMP and complies with
the provisions of the relevant marketing authorization

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 destination country/countries.

r
Raelease status ACCEPTED
Releasa date (UTC +1) 15-JAN-2019 14:34:41.00
Signed by qualified person LAETITIA HABERT

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