JTEKJIAPAIIASI O COOTBETCTBHHA

JEKJIAPAHT, OPAHAMAIOIHI NEKIAPAIIAIO O COOTBETCTBHH:

AO "Canogpu Poccus”

Ceedenus o pezucmpaynt opeanuzapui: Mexcpationnan urcnexyus @edepansHoil Hanozo6oli cryxcbo: Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Teneghon/daxc: 8 (495) 721-14-00/721-14-11

B mnge: I'enepanvnviii Oupexmop Monxe O.4.

Hoeepernoe nuyo: Mepwuna O.J1. Joeepennocme: 6/4 om 15.03.2019 2.

SAABJIAET, 9TO
nexapcemeennoe cpedemeo: Tpenman® 400 mabremru npoaoHzUposanHo20 delicmeus, noxpuintsle

nnenovroit obonouxoti 400 mz 10 wm., ynaxosku sueiixoswvie xonmypuste (6), nayku xapmorsvie, pez.yo.
Ne IT NO14747/01 om 15.12.2008 (dama nepeoghopmnenua PY 30.11.2015), cepun INAOOI4, napnnin
6146 ynaxosox, 200en 0o 01.02.2023, npouzeodcmea Canoghu Huous Jlumumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Huous,
x00 OKIIT2 21.20.10.144, xod TH B3 3004490009, xoumpaan Ne250/40056192/F-2 om 20.10.2010,
uHeoilc NeXBS5328097 om 26.03.2019

COOTBETCITBYET TPEBOBAHMIM
1T NO14747/01-151208 usm. Me 1-5

JEKJAPAUWI ITPARSTA HA OCHOBAHHHA
npomoxon ucnstmariuit Ne 4122J7 om 13.05.2019 H/T OO0 "ILlenmp xonmpons xavecmea Buonaii”,

ammecmam akxpedumayuu RA.RU.21I[KO01 om 22.07.2015 2., cepmugpuxam ananuza Canogpu Hruoua
Jhusmumed NeQ14 om 07.03.2019, Cepmughuxam PQCC IN.OMUS.C06844 om 13.05.2019

JATA IPHHATHSA AEKJIAPATIHHA: 13.05.20192.
APATERY] NEACTBATENBHA J0: 01.02.2023 2.
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CBEJEHUA O PETUCTPAIIMHA

OPTr'AH IO CEPTHO®HKANHH, SAPETHCTPHPOBABINAN JEKJIAPATIAIO

Opzan no cepmugpuxayuu npodyxiyuu
Ob6wecmea ¢ ozpanuvernol omeemcmeeHHocmsio «OKPYICHON YeHmp cepmuurayjuu»,

adpec: 620014, POCCHA, Ceepdnoscras obnacms, Examepunbype, Xoxpsxoesa, 74, 1700,
men: (343) 380-27-55, www.ekbocs.ru, ammecman: axxpedumayuu Ne RA.RU.11OMOS5

A M POCC RU J-IN.PM05.A.26309/19

UpgepHasa A.A.
CBb \ PykoBoJHTEN: Oprafa oo

cepTHOHKAME NPOXYKITHE




Canodchu MHdus NTumumed / Sanofi India Limited
Address; Sanofi India Limited, India
Anpec: CaHodu Uuaus Numuren, Nigus

CEPTUDUKAT AHAITM3A
ANALYTICAL REPORT

;‘@j

SANOF|

Ne : 014
Date/flata : 07.03.2019

MpoayxT: TpexTan® 400, TaGneTiv NPONOHIUPOBAHHONO ASACTBUS, NOKPLITLIE MASHOMHOM ofonouHoi, 400 mr

N2 10x6
Product: Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepun [Hara npowssonsTea

Batch number SNA0D14 Manufacturing date 0212018

Otaen ) . lopgH e

Department Pharmaceuticals Use before date 02/2023

Pasmep napTim Tony4eHo

Batch size 4,00,000 Tabs. Received on 20.02.2019

Noxazartenu: Pesynbrarthl: HopmMmet:
TESTS RESULTS SPECIFICATION
Mpoponroeatoie ABOAKOBBINYKIbIe | Flpogonroeatele ABOAKOBLINYKNbIA

Onucanue TAaONETKN, NOKPLITLIE  NABHOUHOM | TaBneTkw, MOKpbITEIe MASHOMYHOA
oBonoukoi Genoro yeera. C ogHoit | oBonoukoid Genoro useta. C oaHoi
CTOpoHB  Tabnetku  rpaBMpoBKa | CTOPOHLI TaBNeTkM rpasnpoaka «ATAY
«ATA»

Description White oblong film-coated tablets with | White oblong film-coated tablets with
"ATA" code word embossed on one | “ATA" code word embossed 6h one side
side and plain on the other side and plain on the other side

MognuHoCcTE NEeHTOKCUBUNNNHE Coorsetcreyer CooTeeTcTeyeT

| ldentification Pentoxifylline TLC Complies Complies
' Cpe’m-i;; macca TabneTok 578,7 Mr Or 565,0 4o 595,0 mr
Average weight 578,7 mg £66,0 to 595,0 mg
OTknoHeHke B macce . . | He menee 90% (18/20) taGneTok moryTt
576,3 | 578,89 | 576,9 | 5898 UMeTb OTWIOHeHWe He Gonee # 5% orT
cpeaHelt maccel Tafinetok, 1 He Goneas
682,0 | 5832 | 5723 | 5705 | 10% (2/20) Tvabretok Moryr wmeTs
. OTKNoHeHwe He Sonee + 10% or cpeaxel
5832 | 5802 | 574,0 | 5759 | Maccel TabneTok
Uniformity of weight ‘ ‘ . Out of 20 tablets not less than 80%(18/20)
5799 | 5827 | 5839 | 580,6 |of tablets deviate from average tablet
weight by £ 5% and not more than 10%
(2/20) of tablets deviate from average
571,9 | 5738 | 5801 577.3 weight by £10%

PacTaopetue:

In Viiro Dissolution test:

Yepes 1 vac 16% He Gonee 30%

After 1 hour 18% Maximum 30%

Yepes 4 vaca 38% Ot 30 po 50%

After 4 hours 38% 30 to 50%

Uepes 8 vacos 60% OT 55 a0 75%

After 8 hours 80% 65 to 75%
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N2 10x6

Homep cepuu / Batch number.: SNA0014

Npoayir: TpexTan®400, TabneTku NPONOHIMPOBAHHOTO ASHCTEMR, NOKPBITHIE NNBHOMHOMK oBonoYHoit, 400 mr

Product : Trental® 400, extended release film-coated tablets 400 mg N@ 10x6

MNocTopoHHKe npumech Nioboit HenaeHTHUUMPOBAKHONA
<0,3% npumecy — He Gonee 0,3%;
<0,5% Cymma npumeceil — He Gonee 0,5%

Organic Impurities (TLC) <0.3% A. Single by products < 0,3%;
<0,5% B. Total of by products < 0,5%

KenwyecteeHHoe onpegenexve 399 mritabn Ot 380 Mr go 420 mrivabn.

NEeHTOKCHDMANUHA

Assay 399 mg / tablet 380 to 420 mg / tablet

Mupobuonormieckan yucroTa:

Microbiological purity:

O6wee uucno a3pobHbix <10 KOE Ir He Gonee 10° KOE /r

Gaxrepnit

| Aerobic bacteria < 10CFU/g <10°CFU/g

Opoxoxesbie ¥ nnecetesble rpubsl <10 KOE /Ir He Gonee 102 KOE /r

Yeasts and molds < 10CFU/g $102CFU/g

Escherichiacoli (8 1 r) OTcyicrevelr Orcyreravel/r

Escherichia coli (in 1 g) Absent /g Absent /g

NPUMEMAHUE: OEPA3EL COOTBETCTBYET TPEBOBAHUAM KOHTPONH KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of above mentioned batch was in accor dance of Good Manufacturing Practice (GMP) requirements.

TNOAIHCE, OTAEN KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
®amMuIHMa OTBETCTREHHOI'D
Name of Authorised Signatory
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Sanofi India Limited

Plot No. 3501, 3503-15, 6310 B-14

GIDC Estate, P. B. No.-136,
Ankleshwar - 383 002.
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Company Stamp
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