AEKJAPAILIAS O COOTBETCTBHHA

JEKJIAPAHT, IPHHUMAIOIIHH JEKJIAPAITHIO O COOTBETCTBHUH;

AO "Canocpu Poccus”

Ceedenus o peaucmpayi apeanusayuu: Mesicpaiionnas uncnexyus Dedepanerolt Hanozoeodi cayxicour Ne
46 1o 2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenis OTPH: 19.08.2002

Adpec: 125009, 2. Mocxkea, yr. Teepckas, 9. 22. Tereghon/dparc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansnorit dupexmop Monsic OA.

Hosepernnoe muyo: Hepuwwuna O.J1. Josepennocmw: 6/1 om 15.03.2019 2,

JAABJSIET, UTO
Aexapctigennoe cpedcneo: Ipenman® 400 mabremxu ripononzupoeartozo deficeus, noxpsimsie

naerourolt obonoyroit 400 mz 10 wim., ynaxosku sueitkogsie kownypusre (6), nawku KapmionHle, pez.yo.
Ne IT NO14747/01 om 15.12.2008 (0ama nepeogopatnenus PY 30.11.2015), cepusz SNAOO4S, napniis
6475 ynarxosox, 200ex 9o 01.10.2022, npouzsodcmea Carnoghu Hndusn Jhunumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hudus,
koo OKITN2 21.20.10.194, koo TH B3] 3004490009, xormpaxm Ne250/40056192/F-2 om 20.10.2010,
urgolic Ne9085321452 om 29.01.2019

COOTBETCTBYET TPEBOBAHHMAM
IINO14747/01-151208 usm. Ne 1-5

AEKJIAPAITHA IIPUHSITA HA OCHOBAHHAHA
nipomoxon ucnsimanuti Ne 22787 om 18.03.2019 HJT OO0 "Lennp xoumpoas xavecmaa Buonaiigh”,

ammecmam axxpedumanu RA.RU.21LKOI om 22.07.2015 2., cepmugpuram ananza Canoghu Hudus
Jhurmed Ne046 om 03.01.2019, Cepmugpuxam POCC IN.@MOS.C06354 om 18.03.2019

AATA TIPHHATHA JEKIAPAITAM: 18.03.2019 2.
AEKJIAPATTHS AENCTBATEJILHA J10: 0/1.10.2022 -.
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CBEJEHUS O PETUCTPAIIMNA

OPI'AH 11O CEPTHO®HKAIIAHN, 3APETACTPHPOBABIIHIA IEKJIA PAITHIO
Opzan no cepmughuxayun npodyxyuu

Obugecinsa ¢ ocpantiiennoi omeemcmeerHoCNb10 «OKPYHCHOI YeHmp cepmuguxauirs,
adpec: 620014, POCCHA, Ceeporosckan obracnis, Examepunbype, Xoxpsxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayu Me RA.RU.11DMOS

AEKJIAPAITAA O COOTBETCTB A2 POCC RU JI-IN.®M05.4.19995/19

%E Tigepuna A.A.
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Canogpu Mudus Nlumumed / Sanofi India Limited
Address: Sanofi India Limited, India
Anpec: Cakodu NHagus Numutes, UHans

CEPTU®UKAT AHANTU3A
ANALYTICAL REPORT

@

LY 4

SANOF|

Ne : 046
Date/flata: 03.01.2019

Mpoaykr: TpeHTan®400, TaGneTki NPONOHIMPOBAHKOTO AeHCTBHS, NOKpbLITBIE NREHOYHOM 060NoYHO, 400 M

N2 10x6
Product: Trental® 400, extended release film-coated tablets 400 mg N2 10x6
Homep cepum [lara npoussoacrsa
Batch number 8NA0046 Manufacturing date e —
Otpen _ loped go
Department Pharmaceuticals Use before date 10/2022
Pasmep napTian Mony4exo
Batch size 4,00,000 Tabs. Received on 29.11 2018
MokaszaTtenm: PesynnTarhl: Hopmei:
TESTS RESULTS SPECIFICATION
MNpogonrosatsle  AsorkoBbINyknbie | Mpogonroearbie ABOAROBRINYKNbIE
Onvicanve Tabnemk, NOKpEITbIE  NNEHOMHOM | TaBnetkw, AoKPBITEIE NReHOMHOR
oBonoukoil Genoro useta. C ogHoit | oBonoukoi Genoro ueeta. C opHoi
CTOPOHB  TabneTkM  rpaBupoBKa | CTOPOHLI TaBneTkn rpashposka «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

MoanuHHOCTE NEHTOKCUUINANHA CooTteeTtcieyer CooTBeTcrayet
ldentification Pentoxifyliine TLC Complies Complies
CpeaHsia macca Tabnertok 5773 mr Ot 565,0 go 595,0 mr
Average weight 5773 mg 565,0 to 595,0 mg
OTxnoHeHKe B macce He mexee 90% (18/20) Tabnetok MoryT
5748 | 5763 | 5834 | 5759 | yuerh orkoneHMe He Gonee + 5% ot
' cpegHen Maccol Tabnetok, M He Bonee
5748 | 576,8 5741 570,8 | 10% (2/20) TabneTok MoOryT wumeTs
OTKIOHeHWe He _Gonee + 10% oT cpeaHeit
577.4 | 5706 | 5758 | sgp,7 | Maccel Tabnetok
Uniformity of weight Out of 20 tablets not less than 80%(18/20)
582,1 580,9 573,1 576,3 | of tablets deviate from average tablet
weight by + 5% and not more than 10%
(2/20) of tablets deviate from average
567,0 5842 575,1 579,3 weight by +10%
PacraopeHue:
In Vitro Dissolution test: _ _
Uepes 1 vac 16% He 6onee 30%
After 1 hour 16% Maximum 30%
epes 4 vyaca 39% OT1 30 fo 50%
After 4 hours 39% 30 to 50%
Uepes 8 yacos 65% O1 55 po 75%
After 8 hours 65% 5510 75%
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MpopyxT: Tpewtan®400, TabneTku NPOAIOHFNPOBAHHOTO AEHCTBUA, NOKPLITBIE NNEHOYHOI 0BonouHow, 400 mr
N? 10x6
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepuu / Batch number:: 8NA0046

MocTopoHHue npumecn Nw6oi HemperruduumposaHHoi
<0,3% npuMeck — He Gonee 0,3%;
<0,5% Cymma npumeceit — He Gonee 0,5%
Organic Impurities (TLC) <0,3% A. Single by products s 0,3%:
<0,5% B. Total of by products < 0,5%
KonuvecteeHHoe onpeaenenue 398 mrfrabn Ot 380 mr 8o 420 mr/Tabn.
nNeHToKCHuINuHa
Assay 398 mg / tablet 380 to 420 mg / tablet

MukpoGuonorudyeckas wucToTa:
Microbiological purity:

Obuwee uncno aapobHbix 10 KOE /r He Gonee 10° KOE #
Bakrepuit

Aerobic bacteria 10CFU/g s10°CFU/g
Dpoxokessie v Nnecexeswbie rPUBHI <10 KOE /r He 6onee 102 KOE /t
Yeasts and moids <10CFU/g S102CFU1g
Escherichia coli (8 1 1) OtcyTcTeuelr Orcyrereuelr
Escherichia coli (in 1 g) Absent /g Absent /g

NPUMEYAHUE: OBPA3EL] COOTBETCTBYET TPEEOBAHUAM KOHTPONS KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

% A Sanofi India Limited
Plot No. 3501, 3503-15, 6310 B-14
MMOANHCH, OTAEN KOHTPOJISt KAYECTBA GIDC Estate, P. B. No.-136,
AUTHORISED SIGNATORY, QUALITY CONTROL Ankieshwar - 393 002.

R. S. Trivedi

DaMHNUA OTBETCTBEKHOTO Ileuats

Name of Authorised Signatory Company Stamp
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