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SANOF

CaHogbu Mudus Nlumumed / Sanofi India Limited
Anpec: Canodpu WHausa NumuTen, NHaus
Address: Sanofi India Limited, India

CEPTUOUKAT AHANN3A
ANALYTICAL REPORT
N2 : 036
Date/fiata :24.10.2019
MpoayxT: TpeHTan®, TabneTky, HOKPLITHIE KMLEYHOPACTEOPUMO#H NREHOYHOI 0BoNouKo#, 100 M.
Product: Trental®, enteric filin-coated tablets 100 rng.

| HoMep cepun Jata npousBoacTea

Batch.number SNA0036 Manufacturing date 0812019

Otpen .y ; Mopex ao

Department Pharmaceuﬁcals Use before date 09/2023

Pasmep napTun , _ NonyyeHo

Batch size 21,00,000 Tabs. Received on 16.10.2019

Mokasarenn: Pesynurarni: i Hopmbi:
TESTS RESULTS SPECIFICATION

Onucanne " | Kpymnsle qeoskoBLInyknsle Kpyrnsie asoskoBbINykNLIE TabneTiw,
TabneTky, nokpeiTete 0Gonoukoit | NOKpPLITbie eBorovkol Benoro LBeTa
Benoro UgeTa

Description
White, round biconvex, film- White, round biconvex, film-coated

v coated tablets o tablets : i
Bua TabneTiu Ha nanome CootaetcTRyeT Ha nanome BugHo appo Gertoro unu
nouTy Benoro ueera,
Appearance of tablet in break Complies White or almost white core is seen in
: break. _
CpepgHas macca Tabnerox 178,3 mr Cpegxan macca tabneTox or 165 00185 mr
Averagewefght 178.3 mg 165 ~ 185 mg

He mexee 90% tabnreTox He Gonee
1862 | 1804 | 1789 | 1801 +7,5% OT cpegHero 3HaveHnn Macck
Tabnetox
175,14 | 174,060 | 1759 | 178,0 | He Gonee 10% Tabnerok He Gonee
o i +15% ot cpegHero 3HayeHus Maccs
Uniformity of weight 1773 | 1704 | 1818 | 1785 TabneTok

= ~==7] Not less than 90 % of tablets - not more
1756 | 187,1 | 172,1 | 171,3 | than x 7.5 % of average tablet weight.
- Not more than 10 % of tablets — not
182,5 | 1786 | 1754 | 1792 | MOT® than 15 % of average tablet

OAHopo.qucrb no macce

| weight,
PachapaeMocTs:
Disintegration test:U
1Y 0,1 M pacteop kucnoTsl "~ CootsercrayeT 1) TaBneTin He ROMKHE! pacnanaTbes
XIOPMCTOBOLOPOAHOM B TeYeHWe 2 YacoB
In 0,1 MHCI Complies Should not disintegrate for 2 hours
2} Bydep, pH=6,8 12 MUHYT 2) TaGneTkin ROMKHLL PACASA
Gonee 1em 3a EQMHMYTO P,
It buffer pH 6,8 12 mins. | Max. 60 mins &< =
MoANMHHOGTS, Y
Identification of:
MenTokoubUnAHa CaoTsetcteyer
Peéntoxifylline : Complies
TuTana AMokcuaa CootBeTcTRYET
Titanium Dloxide N Complies
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Npoaykr: Tpentan®, TabneTkn, NOKPHITHIE KULIGYHOPACTBOPUMON NNEeHOYHOH oGonoukoi, 100 Mr.
Product: Trental®, enteric film-coated tablets 100 mg.

Homep cepun f Batch No.  9NA0036

KonuuecTeeHHoe onpegenexune 88,1 Mr nexTokcuUNNUHA B Ov 95,0 mr oo 105,0 mr
neHToKcUunnuHa opHol TabneTke NeHTOKCUUNNKHA B OAHON TaGneTtxe
Content of Pentoxifylline 99,1 mg / Avg. wt. of tab. 95,0 to 105,0 mg / Avg. wi. of tab.
NocTopoHHne npumecn (TCX):
Related products (TLC):
— nioBoit HenaeHTUDULMPOBAHHOR <0,3% He Gonee 0,3%
npUmecy .
Any unidentified by-product <0.3% Max. 0,3%
- CYMMapHOoe cofiepxaHue NpuMecei <0,5% He Gonee 0,5%
Sum of all by-products <0,5% Max. 0,5%
Pacraopetve:
Dissolution test:
craguna A (0,1 M pacTeop kncnoTel 0,0% He Gonee 10%
XNOPUCTOBOAOPOAHOR), Yepes 2 .
Acid stage (A), after 2 hours 0,0% Max. 10%
cranua B (Gydep, pH=6,8), uepes 96,2% He menee 70% (Q)
45 MuH.
Buffer stage (B), after 45 mins. 96,2% Min. 70% (Q)
MukpoGuronomyeckan YUcToTa:
Microbiological purity:
- AapobHsie 6akTepun <10/ <10%r
Aerobic bacteria <10/g <10%g
~ Jpo)okeBsie N nnecHesble rpubsl < 10/r <10%/r
Yeasts and molds <10/g <10%/g
- E. coli OTtcyTcTayer/r Orcytcrayet/r

E. coli Absent/g Absent/g

NPUMEYAHUA. OBPA3EL| COOTBETCTBYET TPEBEOBAHUAM KOHTPONA KAYECTBA
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

ol Sanofi India Limited
Plot No. 3501, 3503-15, 6310 B-14
MO/THC, OTREN KOHTPOJIA KAYECTBA o100 Estate, P. B. No.-136.

AUTHORISED SIGNATORY, QUALITY CONTROL  ~ , “ 5 593 002,

L. H. Sharma
DaMHIHA OTBETCTBEHHOTO Fleuatn
Name of Authorised Signatory Company Stamp
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NMPUNOKEHUE K CEPTUDUKATY AHANU3A

HaumeHoBaHue TpeHTan®, TabneTku, NOKpLITbiE PeructpaumoHHoe N N014229/01
npoAayKra: KULUEYHOPACTBOPUMOH NACHOYHOMN yaoctosepeHue Ne
obonoukoii, 100 mr
Homep cepun: | INADD36 GMID: 601828
DOaTa 09/2019 loaen po: 09/2023
NPOMU3BOACTBA:
AHanua Cneundmuayus PesynbTatol Coorsercrane
HaumeHoeaHue ADU: MeHToKCUPMAANMH CooTeercrayer
Mpoussoautens AGU: CaHodu UHana CoorseTcrByeT
Numutea, UHonA
Apnpec npoussoanTena Plot. No. 3501, 3503- CooteetcTBYET
ADU: 3515, 6310B-14, G.i.D.C.
Estate, Post Box No. CooTseTtcTayer
136, Ankleshwar -
393002, Dist. Bharuch,
India
YnaKkoeka v CoorseTcTByeT CootsetcrByeT CoovseTcTByeT
MapKUPOBKa: AelcTBYIOWEH
3apPErncCTPUPOBaHHON
HOPMAaTUBHOMW
AORYMeHTaUuu

Al noaTBepKAAI0, UTO AGHHAA Cepus NpPOTECTUPOBAHA NO BCEM napamerpam, nNEepeuYUCAeHHbIM B
cneuudukauum HopmaTMBHOM AOKYMEHTaLMK, 3aperucTpUpoBaHHON B HAcTOALLEE BpemA B POCCUIICKOM
Pegepaumn.

Hactoawum nogrsepskaaetcs, uto napTua cooTeeTcTeyeT TpeboBaHWAM pasgenoe Ynakoeka v
MapKkupoBska» HoOpMaTUBHOK AOKYMEHTaLMM, 3aPETUCTPUPOBAHHOM B HacToAlee BpemMA B Poccuiickoit
Depepauuu.

Moanuce/paTa: nognuce 15.02.2020

WmnA: Rayiv Teivedis

s croie ol s

o P80 ¢ o

Aonxnocts: Crapwmii MeHeaxep no KOHTPOAIO KauecTsa g /.:Djs\,%ﬁguq'fc;‘ixy
Fop ¢ 4y

JI. CanodH Poccwj_’__l H
MapKHUpOBKa NOAHOCTBLIO COOTBETCTBYET NOCABAHUM oao6bpeHHBIM Bepcvladl :
MaTEpHaNoB U UHCTPYKLUMUK MO Me,qmu,anuomy npUMeHeHUI0. YNaKoBKa meyk

COOTBETCTBYIOLME NONA.



APPENDIX TO CERTIFICATE OF ANALYSIS

Trental®, enteric film-
Product Name: Marketing Authorization No.: | P N014229/01

coated tablets 100 mg.
Batch Number: 9NAQD36 GMID: 601828
Manufacturing Date: | 09/201% Use Before Date: 0972023

Analysis Specification Results Conforms
Name of APL: Pentoxifylline Conforms
Narne of API manufacturing site: ls‘g}Oﬁ India Limited, Conforms
ndia

Plot. No, 3501, 3503-
3515, 6310 B-14,

... | G.1.D.C. Estate, Post
Address of API manufacturing site: Box No. 136, Conforms
Ankieshwar - 393002,
Dist. Bharuch, India

Complies to Current
Packaging and Labelling: registered Normative Conforms Conforms
Documents specification

Conforms

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document spedification
currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document spedfication currently registered in Russian Federation®,

Signat . 3
gna urdb&mg»\oq/\mw

Printed Name: &Dd\ ﬂ\'\fﬂﬁu.
Title: 29, f(\&m@%"&ﬁ

* Labefling is in full compliance with the last approved version of packaging and leaflet artworks Padmgfng
s in full compliance with the Normative Document specification and variable infanna a1 1oca
corresponding fields’. e




