AEKJIAPAIINS O COOTBETCTBHHA

AEKJAPAHT, IPHHUMAIOINHNA JEKJIAPAIIMIO O COOTBETCTBHUM:

AC "Canogu Poccus”

Coedens 0 pezucnipayuy opeanuzaii: Mexcpaiionnan uxcnexyus DedepansHoll Har020601 cyxcdvr Ne
46 no 2. Mocwee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Aopec: 125009, 2. Mocxea, y1. Teepcras, 0. 22. Ty enegon/parc: 8 (495) 721-14-00/721-14-11

B muye: I'eneparenviii Oupexmop Mowxc O.4.

Hoeeperroe mujo: Hpyscununa H.P. Josepennocmw: 6/ om 01.08.2018

3AABIAET, YTO

Aerapciieerroe cpeocineo: 1peuman® 400 mabnemxu nporonzuposannozo deiicmens, HOKpBlINbE
naenorol 06oa0uKolt 400 M2 10 wim., ynaxosky aveiixossie konwmypusie (6), nauxu KAPMOHHKbIE,
pez.yo.Ne I NO14747/01 om 15.12.2008 (dama nepeoopasaenus PY 30.11.2015 ), cepua 8NA0QD34,
napmus 6351 ynaxoeox, z00en 0o 01.09.2022, npouseodcmea Canogu Huodwua Jhusumed / Sanofi India
Limited, Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India,
Hyoua, kod OKIIN2 21.20.10.144, xod TH B3JT 3004490009, Koumparxm Ne250/40056192/F-2 om
20.10.2010, uneoiic Ne9085311572 om 29.10.2018

COOTBETCTBYET TPEROBAHUSIM
11 NO14747/01-151208 u3m, Ne 1-5

AEKJIAPATIVA IPHHSATA HA OCHOBAHUY

npontoxon ucrsimanuit Ne 1062471 om 06.12.2018 HJI 000 "Lexmp KOHINpOAA kadecmea buoaaig”,
ammecmam axxpedumayuu RA.RU.21I[KOI om 22.07.2015 2., cepmupuxam anausa Canogu Hndun
Juatumned Ne034 om 10.10.2018, Cepmugpuxam POCC IN.OMDS.CO3804 om 06.12.2018

HJATA TPHHATHSA NEKJTAPALIMHA 06.12.2018
AERJAPATIHS AEHCTBHTEIBHA JIO 01.09.2022
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CERGOM Fooougs

“BEJIEHUS O PETHICTPALIAN

OPT'AH O CEPTHOVKANHMN, 3APETHCTPHPOBABLIATL HAEKJIAPAITHIO
Opean no cepruguxayuy npodviyuu

Obuyeciea ¢ ozpannientoil omeemcncerHoCHb0 «OKpyHcHON yeunip cepmuurayuny,
adpec: 620014, POCCHA, Ceepdroscxas obnacms, Examepunbypz, Xoxpsaroea, 74, 1706,
men: (343) 380-27-55, www.ekbocs. ru, ammecman arkxpeoumayuu Ne RA.RU.11DMOS

AEKJIAPAITAA O COOTBETCTBUM N POCC RU A-IN.DMO5.4.09388/18

UYnyueprna A.A.

PyxoBozuTens opraga mo
CepTHOHKAINY OPOXYKIIHH




Canothu Nndus Nlumumed / Sanofi India Limited
Address: Sanofi India Limited, India
Aapec: Canou UHpgua Nummren, Unauns

CEPTUOUKAT AHANU3A
ANALYTICAL REPORT

SANOF!

Ne : 034
Date/fara : 10.10.2018

MNpoayky: TpexTan® 400, TabneTkn NPONOHIMPOBARHOTC AeACTBUS, NOKPLITBIE NAEHOYHONW 060oNOYHOR, 400 Mmr

Ne 10x6
Product: Trental® 400, extended release fiim-coated tablets 400 mg N2 10x6
Homep cepun fAata npowseoacTea
Batch number 8NA0034 Manufacturing date 09/2018
OTtaen , lMogen go
Department Pharmaceuticals Use before date 0972022
Pasmep naptumn MonyweHo
Batch size 4,00,000 Tabs. Received on 01.10.2018
MNokazavenu; Peaynerats!: Hopmas!:
TESTS RESULTS SPECIFICATION
Mpoponrosareie  ABOSKOBLIYKNALIE | Mpogonroeatkie ABOAKOBBINYKIbIE
Onucanue Tabnevky, nNokpelTele  ANEHOYHOR | TabBneTky, AOKPBITLIE NREHOYHOR
oBonoukon Genoro useta. C opHoit | oBoroukod Genoro useta. C OAHOIA
cTopoHet  TabneTkn  rpaBupoBka | croporbt TaGneTkM rpasupoeka «ATA»
«ATA»
Description White oblong film-coated tablets with | White oblong film-coated tablets with

“ATA" code word embossed on one
side and plain on the other side

"ATA” code word embossed on one side
and plain on the other side

RoanuHHocTb NneHTokcHUNNMHA Coo-rerq'raye'r CoorsercrByeT
Identification Pentoxifylline TLC Complies Complies
CpepgHana macca Tabnetok 577,0 mr O71 565,0 go 595,0 mr
Average weight 5770 mg 565,0 to 595,0 mg
OtknoHenve B Macce He menee 90% (18/20) tabnerok moryy
576,2 579,0 584.3 578,7 | ymers oTknoHeHne He Gonee + 5% or
cpegHeld maccnt Tabnetok, U He Gonee
5715 | 5794 | 5736 | 570,14 | 10% (2/20) vabneTok MOIYT umeTs
oTKnoHeHue He HGonee + 10% oT cpegHeit
5752 | 5814 | 5796 | 5724 | Maccel Tabnetox
Uniformity of weight Out of 20 tablets not less than 80%(18/20)
582,1 571,06 | 5773 5779 | of tablets deviate from average tablet
weight by + 5% and not more than 10%
(2/20) of tableis deviate from average
5848 | 5708 | 5694 | 5842 waight by £10%
PacrsopeHue:
in Vitro Dissolution test:
Hepes 1 vac 16% He Bonee 30%
After 1 hour 16% Maximum 30%
Yepes 4 yaca 40% 07130 80 50%
After 4 hours 40% 30 to 50%
Yepea B wacop 62% O71 55 go 75%
After 8 hours 62% 55 to 75%
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MpoaykT: Tpentan®400, Tabnerxn NPOSTOHMPOBEHHOMD AEHCTBUA, NOKPLITHIE NNEHOYHOK 0BONOYHOM, 400 Mr
N2 10x6
Product : Trental® 400, extended reiease film-coated tablets 400 mg N2 10x6

Homep cepun / Batch number:: 8NA0D34

NMocropoxHue npumecu Moboi HenaeRTMOUUMPOBAHHOR
<0,3% npumecu — He Gonee 0,3%;
<0,5% Cymma npumeceii — He Gonee 0,5%
Organic Impurities (TLC) <03% A. Single by products < 0,3%;
<0,5% B. Total of by products = 0,5%
KonwuyecteexHoe onpeaenenye 401 mrivabn O7 380 Mr 4o 420 mr/tabn.
NEHTOKCHNNNHE
Assay 401 mg / tablet 380 to 420 mg / tablet

MuxpoBuonoruueckan uncrora:
Microbiological purity:

Obuwee yncno aspobHBbIX 10 KOE ir He Gonee 10 KOE /r
Haxrepwii

Aerobic bacteria 10 CFU/g <103 CFU/g
Opoxokesrie n nneceHeswie rpubol <10 KOE Ir He Gonee 102 KOE /r
Yeasts and molds <10CFU/g sS10?CFulg_
Escherichia coli (8 1 1) Oteyrcrevel/r OtcyTcreue/r
Escherichia coli {in 1 g) Absent /g Absent /g

APUMEYARUE: OBPA3SEL COOTBETCTBYET TPEBOBAHMAM KOHTPOSIA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of above mentioned batch was in accordance of Good Manufacturing Practice {GMP) requirements.

“""’T . Sanofi India Limited
@' L, Piot No. 3504, 3503-15,6310B-14
NMOATIHCH, OTAEJ KOHTPOJIS1 KAYECTBA GIDG éstaW. P B No.-138,

AUTHORISED SIGNATORY, QUALITY CONTROL Arkleshwar - 398 002,

R. 8. Trivedi

Damunus OTBETCTBEHHOIO ITeuyaTs

Name of Authorised Signatory Company Stamp
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