JEKJIAPAIINSA O COOTBETCTBHUA

JEKJIAPAHT, IPHHAMAIOINAA JEKJAPAITAIO O COOTBETCTBHH:
AQ "Canogu Poccua”

Ceedenun o pezucmpanuu opanusayi: Meycpaiionsasn urcnexyus Qedepansroli HQ1020601 cayx cGul M
46 no 2. Mocxee 01.01.2008, OFPH 1027739079940, oama npuceoenus OIPH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teregpor/harc: 8 (495) 721-14-00/721-14-11

B auye: Ienepanvnvtii dupexmop Mownc O.A.

Hoeepennoe mnjo: Hpyxcununa H.P. Josepernocniv: 6/1 om 01.08.2018

3AABJIAET, YTO

nexapcmeennoe cpedcmeo: Ipenmar® 400 mabaemxu nporoHzuposaHHO20 QeliCENs, HOKPbINible
nrerounoii oboroyroii 400 m2 10 umm., ynaxoexu sueiixogste Konmypueie (6), nauxu Kapmonwvte,
pezyo.Ne IT NO14747/01 om 15.12.2008 (dcama nepeogpopanerus PY 30.11.2015), cepus SNAOD42,
napnius 6288 ynaxosox, 200en do 01.10.2022, npouzeodcmea Carnou Huoun Jumumed / Sanofi India
Limited, Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Esiate, Ankleshwar-393002, Dist, Bharuch, India,
Hunoua, ko0 OKITN[2 21.20.10.144, koo TH BDJ] 3004490009, xonmpaxm Ne250/40056192/F-2 om
20.10.2010, unsoiic Ne9085317251 om 14.12.2018

COOTBETCTBYET TPEBOBAHWSIM
I N014747/01-151208 wzse. Ne -5

JEKJAPATIHA HPUHATA HA OCHOBAHHH
npomoxon ucnenmawuti M 71 om 18.01.2019 HJT OO0 "Lenmp xonmpons kavecmea Buoaaip”,

ammecmam axxpedumaiuu RA.RU.21I[KG1 om 22.07.2015 2., cepmughpuram anaruza Canogpu Hudus
JTananed NeO42 om 26.11.2018, Cepmugpukam POCC IN.OMDS5.C05132 om 18.01.2019

JATA MMPAHATHA JEKJIAPATAH 18.01.2019
ITEKJAPAITAA AEHCTBUTEALHA N0 01.10.2022

G S HpysuanHa 1P,
TONIIHCE OO0

OPFAH [[0 CEPTHtI)HRA[[]E[H SAPETACTPHPOBABINHH JEKJAPATTHIO
Opezarn no cepmughuxaiiin npodykyuu

Obuyecniaa ¢ ozpamirenoll OmeeniCINGeRHoCITbI0 «OKDYNCHOT erRmp cepnmguKai»,
adpec: 620014, POCCHA, Ceepdnoecras obaacnis, Examepunbype, Xoxparoea, 74, 17006,
men: (343) 380-27-55, www.ekbocs. ru, amniectnam axxpedumaiuu Me RA.RU.11OMDS5

,[[EKJIAPAIIH}I O COOTBETCTBHH J(EiPOCC RU J-IN.OM05.4.13314/19

YuaepHBa A.A.
PyxoBoauTens oprana no
CepTHQHKATHE NPOAYKIMH




Canogpu Undus Jlumumed / Sanofi India Limited
Address: Sanofi India Limited, India
Appec: Canodu Unana Jlumuten, WHous

CEPTUDUKAT AHANU3A
ANALYTICAL REPORT

ke

SANOFI

Ne ; 042
Date/ldata: 26.11.2018

MNpopykr. Tpentan®400, rabreTky NPONOHIMPOBAHHORD ASKCTBNA, NOKPLITHIE NASHOMHOMA 06ONOYHO, 400 Mr

NP 10x6
Product: Trental® 400, extended release film-coated tablets 400 mg N2 10x6
Homep cepuu fata npov3solcTBa
Batch number 8NAQD42 Manufacturing date 10/2018
Orpen i FopeH go
Department Pharmaceuticals Use before date 10/2022
Pasmep naptum onyueHo
Batch size 4,00,000 Tabs. ReceiVEd on 16.11.2018
MoxazaTenu: PesynuLrarst; - Hopmbr:
TESTS RESULTS SPECIFICATION
_ Mpoponrosatsie  ABORKOBLINYKMbie | Mpoponropatkie ABOAKOBBINYKNLIE
Onucaxue Tabnetk, noKpLiThle  nneHodHoit | TabneTiw, AOKpbIThie NASHOYHOW
obonoukoii Genoro useta. C opwMoli | oBonodkoit Geroro usera. C  opwHoil
cropoHbl  Tabnemw  rpaBupOBKa | CTOPOHKLI TaBneTky rpasupoBka «ATAY
«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 ons side
and plain on the other side

MognuHHocTs neHTokendunnyHa Coorsercrayer Coorsercreyer
Identification Pentoxifyliine TLC Complies Complles
Cpeansia macca TabneTok 579,0 mMr Ot 565,0 go 595,0 mr
Average weight §79,0 mg ‘565,010 595,0 mg
OTHNOHEHKE B Macce He wmenee 90% (18/20) Tabnerox Moryr
5788 | 5838 581,0 | 5787 | ymems oTknoHexve He Gonee + 5% or
cpefHeit macchi Tabnetok, u He Gonee
5848 | 5754 | 5747 | 571,8 | 10% (2/20) vaGnerox mMoryT umeTs
OTKNIOHEHWE He Bonee + 10% of cpeaHet
5742 | 5806 | 5809 | se7,0 |Maces! Tabnerox
Uniformity of weight Out of 20 tablets not less than 80%(18/20)
579,56 | 592,2 | 5801 | 578,8 | of tablefs deviate from average tablet
weight by £ 5% and not more than. 10%
> - (2720) of tablets deviate from average
564.6 5713 §75,3 5842 weight by £10%
PacraopeHue;
In Vitro Dissolution test:
Yepes 1 yac 16% He Gonee 30%
After 1 hour 16% Maximum 30%
Yepes 4 yaca 40% OT 30 go 50%
After 4 hours 40% 30 to 50%
Yepes 8 vacos 69% OT55 fio 76%
After 8 hours 69% 5510 75%
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MpoayxT: Tpentan® 400, TabneTkn NPOROHIMPOBAHHOTC ASHCTBUR, NOKPLITLIE NNEHOYHONK oGonouHoi, 400 mr
N2 10x6
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepuu / Batch number:: 8NA0042

FlocTopoHHME npuMech NGoit HerpeHTUPUUMPOBAHHOK
<0,3% npumecy — He Gonee 0,3%;
<0,5% Cymwma npumeceit — He Gonee 0,5%
Organic Impurities (TLC) < 0-3:/6 A. Single by products < 0,3%;
<0,5% B. Total of by products = 0,5%
KonnvecrseHHoe onpegenerHne 402 mrfratn O7 380 mr go 420 mritabn.
HEHTOKCMQ)VIHHMHG
Assay 402 mg / tablet 380 to 420 mg / tablet

MuxkpoGuonormyeckas 4ucToTa:
Microbiological purity:

O6wee wcno aspobHpix 10 KOE Ir He Gonee 10° KOE /r
GaKTepui

Aerobic bacteria 10 CFU/g £10°CFUlg
Ipoxokesbie W nneceHease rpubs <10 KOE Ir He 6onee 10° KOE /r
Yeasts and molds < 10CFU/g S10°CFU/g
Escherichia coli (8 1 1) OTtcyrerenelr OrcyreTene/r
Escherichia coli {in 1 g) Absent /g Absent /g

MPUMEYAHUE: OBPA3ELL COOTBETCTBYET TPEBCBAHMAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

V8 Sanofi India Limited
TOJKCh, OTHES KOHTPOJIS KAYECTBA  PlotNo. 3501, 350315, 631&%@4
AUTHORISED SIGNATORY, QUALITY CONTROL GIDC Estate, P. B. No.-138,

Anklashwar - 388 002,
L. H. Sharma
daMuIHA OTBETCTBEHHOTO Tleuats
Name of Authorised Signatory Company Stamp
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