. I[EAIIHH O COOTBETCTBUU 3APETHCTPHPOBAHA M POCC RU J-FR.OM08.A. 06044/1 8 .

| AEXJIAPAIIHA IPHHSTA HA OCHOBAHHH

NEKJAPALIAS O COOTBETCTBHH

JHTEKJIAPAHT, MPHHUMAIOH(WI JEKJIAPAIIAIO O COOTBETCTBHUH

AO "Canogpu Poccus”

Ceedenun o pezucmpayuu op2anuzayuu. MexcpationHas uHcnexyus Dedepanvroii nano2o8oii caysicbor Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739079940, dama npucéoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenerow/haxc: 8 (495} 721-1 4-00/721-14-11

B nuye: Nenepanonorii oupexmop Mowoic O.4.

Jlosepennoe nuyo: Cmenanos C.C., dogepennocmy 6/mom01.12.2017

3ASIBJIIET, YTO

rexapcmeentoe cpedemeo: Joxpen, mabremKu ROKPbIMble RIEHOYHOT 0DONOYKOU 20 mz 14 wem., ynarxosxu
auedixogble KonnypHute (4), nawxu kapmonnvste, PY Ne I N012715/01 om 16.09.2011 (0ama 3amenvt
02.02.2018) swidano CAHOOH-ABEHTHC ®PAHC, cepua DT030, napmus 18373 ynaxoeox, 200eH oo
01.07.2023, npouseodcmea Canogu Bunmpon Hndyempus, Opanyus, Sanofi Winthiop Industrie, 30-36, avenue
Gustav Eiffel 37100 Tours, France, xod OKIIJ{2 21.20.10.146, ko0 TH B3] 3004900002, xonmparxm Ne
250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085310601 om 24.10.2018

COOTBETCTBYET TPEBOBAHMAM
II N0I12715/01-160911 uzm. Ne 1-2

npomoxon ucnvimanuii Ne 3210 0 om 01.11.2018 HJIT 000 HI{ “DAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 /140, Cepmugpuiam POCC FR.OM08.C26593 om 01.11.2018

,uATA*”‘i HH;rrm,uERJIAPAmm 01.11.2018
JEKTAPAITASA ):[EH' TBUTEJLHA JO 01.07.2023

Cremaunos C.C.
1.0

CBEJEHAS O PETHCTPALIAM

OPI'AH 11O CEPTHOHUKAIHKH, 3APETACTPAPOBABHINN AEKJIAPAITHIO
RA.RU.11®OMO8 OPTAH 110 CEPTHOHKAIHH ITPOXVKI[HH OBIECTBO C OFPAHHTIEIHIOH
OTBETCTBEHHOCTEIO "OKPYXXHOH IJEHTP KOHTPOJIA KAYECTBA", S
adpec opzanusayuu: 115280, 2. Mockea, ya. Macmeproga, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no ! e
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, sm. 5., mex..(495)788-02-88, get-
catim. oyxx.pep.
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SANOFI

CEPTHO®HUKAT AHAJIU3A/ CEPTUOGHKAT HA CEPHIO

Canodw Buarpon Maaycrpua
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Kox GMID: 513696
Koa craren: TOU_513696
Homep cepuu: DT030

Jlata npouspoacTea: 19-uwons-2018

[Tpouzeoacts. nowmanka: TOURP

Onucanue oonexta: Jlokpen 20 mr S6CP VTE PY
Homep cepun 3akazunka: DT0O30A
Jlata neredeHns cpoka roJHOCTH: HIoIb-2023

ITocraBka: Poccuiickas @enepauus
[Npencraaeno: 4 6aucrepa no 14 tabaerok

Bepcuna CoA: 4

Tumn: Tabnerkn, nOKpLITLHIC NIICHOUHOI 060104KO#

TECTBI CHEITMO®UKAHUHA PE3YJBTATHI
XapaKTepHCTHKH
XapaKTepHCTHKH Kpyrnble ABOSKOBBINYKNIbIE Ta0NETKH, CooTBeTCcTBYET
TIOKpbITHIE IEHOTHOH obonoykol Denoro
IBETa, C PUCKOH Ha OHOH CTOpPOHE H
rpasuposkoit «KE 20» ga apyroii cTopoHe.
HopanuAa0CTL
Berakcosona rHAPOXIOpUA CootgercrByer CooTtBercTBYET
(TCX)
BeTakcoona ruipoxIopu CooTgetcTBYET COOTBETCTBYET
(OKX)
Turana 1Mokcun CoOTRETCTBYET COOTBETCTIBYET
Tecrsbl
Cpenuss Macca Ot 230 no 260 Mr 245 Mr
ONHOPOAHOCTH Macchl CooTrercTBYET CooTBeTcTBYET
OHOPOIHOCTS Macchl ONOBHH | CooTBETCTBYET CooTBeTCTBYET
TabneToK
Pacrnanaemocts <15 Mun 3 MuH.
PactBopenne
S1: muErMyM nipH 30 MMH > 80 % 93 %
Hocropouane npumecn (ZKX)
[pumecs 111 <0,3 % He OlIpejengercs
KONHYECTBCHHO
HeunentnduinposaHusle <0,2% He 00Hapy)EHO
opuMecH (Kaxaas)
Cymma npuMeceii <1,0% HE BHECEHO B
OTHET
Muxkpobronornueckoe
oTpeleNeHne
TAMC < 1000 KOE/T < 20 KOE/r-mn
TYMC < 100 KOE/r < 20 KOE/r-mn
Escherichia coli OTtcyrerues I r OrcyrctBue Bl 1
KouanyecrBeHHoe

ompeaeaenne (AKX)
KonuvecTBeHHOE onpeneneHue

O1 19,0 no 21,0 Mr/rabiierka

19,6 Mr/rabnerka

A «Canodgm Pocensy

Aapec: 123009, Mocksa, yn. Teepekasn, 22, Tem: (495) 721-1400. dage: (493) 7211411, www.sanofiru




SANOFI
CEPTHOHKAT AHAJIN3A/ CEPTH®HKAT HA CEPHIO

Canodgu Bunrpon Unayerpus
30-36, avenue Gustave Eiffel IIpounzsonacts. wouaaka: TOURP
37100 TOURS-FRANCE

Kon GMID: 513696 Onucanne obwekra: Jokpen 20 mr 56CP VTE PV
Koa craten: TOU 513696 Homep cepun 3akazunka: DTO30A

Howmep cepun: DT030 arta ucrevenns cpoka roJIHOCTU: Hi0IE-2023
Jara npouzsoactsa: 19-urona-2018 Tun: Tabaetky, NOKpBITHE NNEHOYHOH 000104KO#H

TNocraska: Poccuiickas @enepauns
Ipeacrasneno: 4 6nucrepa no 14 radnerok
Bepcus CoA: 4

HactosimyM noATBEpXAaeM, 4YTO [POH3BOACTBO YKa3aHHOH CEPHH  OCYLUECTBIANOCH B
COOTBETCTBHH € MPAaBH/IaMH HaJIAEXKalleH PaKTHKH IIPOM3BO/ICTBA JIeKapcTBerHbIX cpeacta (GMP)
JlelicTBYIOIINMH TpeOOBaHHAMH PErHCTPALIMOHHOIO J0CKE.

HactoduiuM [NOATBEpXKAal0, 4YTO BCE CTAAUM [POH3BOACTBA JAaHHOH CEpHMH  TOTOBOIO
JIEKapCTBEHHOTO TIpenapata oCyeCTBIUTICEH B IOJTHOM COOTBETCTBHH ¢ TpeboBaHusIMH Epponeiickoii
Hajpnexawed npomssoncteeHuHoit mnpaxktuxkn (GMP) u  croeuuukanusaMi  HOpMaTHBHOH
JIOKYMEHTAILMHU cTpan(bl)-HMIIOpTepa.

Craryc: [lpunaro
Jata semycka (UTC + 1)  10-anpapsa-2019 20:14:47.00
Hoanucano ynomHomouennsM nioMm: LAETITIA HABERT

CeprudukaT aHaIH3a MIEKTPOHHO OJITBEPK/IECH.

AQ «Canodn Poccngy
Aapec: 123009, Mocksa, yvi. Teeperas, 22, Tea: {(493) 721-1400. dake: (493) 721-141 . www.saneflru




Certificate of analysis /
Batch certificate SANOFI

30-36, avenue Gustave Eiffel Site : TOURP
37106 TOURS-FRANCE

Code GMID 513696 Item Description LOKREN Z20MG 56CP VTE RU
Article code TOU 513696

Lot Number DTO2O Customer batch PTO30

Manufacturing Date 19-J0L-2018 Expiry Date JUL-20C23

Market name Russian Fed,

Presentation 14 BLISTERS OF 4 UNITS Type TABLET, FILM COATED
Version of CoA 4

Tests -

. Specifications = “Results =
. crERS R, . o o . .
Characters COMPLY
IDENTIFECATION

COMPLY
COMPLY
COMPLY

Betaxolol hydrochloride {TLC)
Betaxolol hydrochloride {LC)

Titanium dioxide

TESTS

Average mass 245 MG

Uniformity of mass COMPLY - COMPLY
Uniformity of mass of half tablets COMPL - COMPLY
Disintegration <=15 min _ 3 mMIn

DISSOLUTION ;
§1iMini at 30 min »=80 % : L 593 %

DEGRADATION PRODUCTS (LC) SRR :
Impurity ITI <=0.3 % . ; G not quantified
Unspecified impurities {each) <=O.?:%: ' _ _ " not detected
Total impurities <=1,0 % i . { not reported

MICROBIOLOGICAL DETERMINATION S
TAMC <=1000 CFU/g .
TYMC <=100 CFU/g

Escherichia Coli Absent

<20 UFC/g-ml
<20 UFC/g-ml
" RESENCE /1g

ASSAY (LC)

rap_coa_resultats v5 Page i1/ 2




Certificate of analysis /

Batch certificate S ﬁ% ?‘é @ ? E
SANCFI WINTHROP INDUSTRIE

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

Code GMI1D 513696 tem Description LOKREN 20MG 56CP VTE RU
Article code TOU 513686

Lot Number DTO30 Customer batch DTG3G

Manufacturing Date  19-JUL-2018 Expiry Date JUL-2023

Markel name Russian Fed.

Presentation 14 BLISTERS OF 4 UNITS Type TABLET, FILM COATED
Version of CcA 4

Tests - - Specifications " Results -

Assay 13.0 o 21.0 mg/tablet i ¥ 19.6 MG/TABLET

7

We hereby certify that the manufacture ¢f 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 out in full
compliance with the GMP requirements of the EU and with the requirements of the

Marketing Authorisation (8} of the destinaticn country/countries.

Release status ACCEPTED
Release date (UTC +1) B8-0CT-2018 13:51:43.00
Signed by qualified person CHARLOTTE PIRON

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