AEKJIAPAIIAS O COOTBETCTBUMA

JAEKJAPAHT, IPAHAMAIOINHHA JEKJIAPAIIAIO O COOTBETCTBHM:
A0 "Carnoghu Poccusr”

Ceedenun o pezucmpayuu opeanuzayuu: Mesxcpaiionnan uncnexyus Pedeparsnoil Hano2080i cyxchs: Ne
46 no 2. Mocxee 01.01,2008, OI'PH 1027739079940, dama npucsoenus OTPH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Teneghorni/ghaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvustii dupexmop Morsie O.A.

Hoeepennoe muyo: Hepunma OJI, [Josepennocns: 6/u om 15.03.2019 2.

SASIBASRT, 9TO
nexapcmsenroe cpedcneo: Tpenman® mabnemxu, NOKPIINEIE KNIUEUHOPACTBOPUMOT NACHOYHO

obonouxoti 100 mz 15 umm., ynarosxu sueiixoesie Koumyprsie (4), nayxiu xapmonnsie, pe2.yd. Me IT
N014229/01 om 21.05.2008 (dama nepeodhopmnenun PY 03.02.2016), cepus INAOOO8, napmus 32886
ynaxosox, 200en 0o 01.01,.2023, npouzeodcmea Carnoghu Hudus JTumumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hous,
Koo OKIIJT2 21.20.10.144, xod TH B3J] 3004490009, xonmparm Ne250/40056192/F-2 om 20.10.2010,
uneoiic Ne 9085330490 om 16.04.2019

COOTBETCITBYET TPEBOBAHHSM
IT N014229/01-210508 w3m. Me 1-6

JAEKJAPATIUA IPUHATA HA OCHOBAHHHA
npomoxon ucrsimarii Ne 448917 om 22.05.2019 HJI OO0 "Llenmp xonmpons xavecmea Buonaiigh”,

ammecmam arxkpedumayuu RA.RU.21LK0I om 22.07.2015 2., cepmuchuxam avanusa Canodru Huous
JTusmumed NeQO08 om 22.03.2019, Cepmugpuxam POCC IN.OMOS5.C66897 om 22.05.2019

JATA IIPHHATHASA AEKJTAPATIAH: 22.05.2019 2,

JIE HHA] HCTBHTEJBHA JI0: 01.01.2023 2.
,
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CBEJEHHUS O PETUCTPAIINN

OPI'AH IIO CEPTHO®HKAIINH, 3APETACTPHPOBABIINHI JTEKJIAPAITHIO

Opzan no cepmughuxayuu npodyxyuu

Obugecmea ¢ ozpanuienoll omeememeennocmuvio «OKPYICHOT yexuntp ceprmuduxayu»,
adpec: 620014, POCCHH, Ceeponoecxas obracms, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmant axxpedumayuu Ne RA.RU.11PMOS

COOTBET: N POCC RU JJ-IN.®M05.4.27561/19
A: 22.05.201

Yrgepura ALA.
uonmts \ PyYROBOIHTENE Oprana Imo

cepTHOHKAHMA TPOAYKITE




SANOF|

Carnoghu Nudus Slumumed / Sanofi India Limited
Anpec: CaHody Wuaus NMumutea, Unaua
Address: Sanofi India Limited, India

CEPTUOUKAT AHANU3A
ANALYTICAL REPORT
Ne :008
Date/flata :22.03.2019
MpogykT: TpeHtan®, TaGneTkn, NOKPLITHIE KULLEYHOPACTBOPUMON NAEHOYHOMH 050nouKoi, 100 Mr.
Product: Trental®, enteric film-coated tabléts 100 mg.

Homep cepuu [ara npoussogcTea -
Batch number 9NA000S Manufacturing date e
Orgen \ Togen po
Department Pharmeceuticals Use before date 01/2023
Paamep naptum Mony4eHo
Do o 21,00,000 Tabs, Raoived on 22.02.2019
Nokaszatenu: Peaynwrarss Hopmbi;
TESTS RESULTS SPECIFICATION
OnwncaHue Kpyrnoie ABORKOBbLIMYKNbIE | Kpyrnbie geosakosenyknbie TabneTiu,
TabneTkH, NOKPsIThle 00oNo4KoA | NoKpe!TEIe 06oR0YKONA G&noro LeeTa
Genoro sera
Description
White, round biconvex, film- White, round biconvex, film-coated
coated tablets _ tablets
Bup Tabnetiun Ha vanome CooTeeTCTBYET Ha wsnome sugHo sgpo 6enoro unu
nout Genoro ussera.
Appearance of tablet in break Complies White or almost white core is seen in
break.
CpefiHsa macca Tabnetok 176,3 mr Cpepnnas macca rabnevok or 165 o186 mr
Average weight 176,3 mg 165 - 185 mg
OnHOPOJHOCTL MO Macce He MeHee 80% TabneTok He Gonee
1770 | 1758 | 1795 | 1758 | 4759 ot cpeamero sHaueHNs MaCcCL!
- TabneTtox
176,6 | 182,0 | 1755 | 1745 | He Bonee 10% TabneTtok He Gonee
+15% OT cpeaHero 3HavYeHUs Macch
Uniformity of weight 1826 | 1779 | 1786 | 1746 TaGnerox
' Not less than 80 % of tablets — not more
1706 | 1731 | 176,4 | 1768,9 | than £ 7.5 % of average tablet weight.
Not more than 10 % of tablets — not
g !
1759 | 1781 | 1745 | 1602 $ec?ir;httf13n %15 % of average tablet
PacnapgaemocTb:
Disintegration test:U
1) 0,1 M pacraop xucnoTb CooTsercreyer 1) TabneTtkn He AoMiHBL] pacanaTLCA
XNOPUCTORGAOPOAHOM B TeyeHue 2 4acoB
In 0,1 M HCI Complies Should inot disintegrate for 2 hours
2) Bywep, pH=6,8 14 MUHYT 2) TaGneT JONXHLI pacnNafaTLCH HE
Gonee Jem 32 60 MUHYT
In buffer pH 6,8 14 mins. Max. 80 mins.
MognkHHOCTE:
Identification of:
MetrokcndunnuHa CooTeertcTayeT CooTtseTcTByeT
Pentoxifyliine Complies Complies
TutaHa guokcuaa CootaeTcTayer CooTtaetcTayet
Titanium Dioxide Complies Complies
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MpoaykT: Tpentan®, Tabnevkw, NOKPLITHIE KNLEYHOPACTBOPKMON NNEHOMHOR oBonouKo, 100 Mr.
Praduct: Trental®, enteric film-coated tablets 100 mg.

Homep cepuu / Batch No. 9NA00OS

KomiuecTeeHHoe onpesienexie 98,9 Mr nenTokcudunTMHa B Or 85,0 mr go 105,0 mr
neqToKkcupuninHa oaHo# TaGnetke nexToxCuunnuHa B oaHoi Talnetke
Content of Pentoxifylline 98,9 mg / Avg. wt. of tab. 96,0 to 105,0 mg / Avg. wt. of tab.
MocTopoHHue npumeck (TCX):
Related products (TLC):
- nioGoit renpeHMMdLMPORAHHOM <0,3% He Gonee 0,3%
npuMecy
Any unidentified by-product <0.3% Max. 0,3%
- CYMMBPHOE COfepaHne npumecei <0,5% He Gonge 0,5%
Sum of all by-products <0,5% Max. 0,5%
Pacreopenue:
Dissofution test:
cragun A (0,1 M pacteop KucroTwl 0,0% He Gonee 10%
XNOPUCTOBOACPOAHOA), Yepes 2 .
Acid stage (A), after 2 hours 0,0% Max. 10% _
cragun B (Gydep, pH=6,8), yepes 96,2% He meHee 70% (Q)
45 MK,
Buffer stage (B), after 45 mins. 96.2% Min. 70% (Q)
MukpoBuonornueckan uMcrora:
Microblological purity:
- AspoBible GakTepuu < 10/r <10%r
Aerobic bacteria <10/g <10%g
- [lpONCKeBbIo U NNecHeBbIe rpnbsi <10 <10%Ir
Yeasts and molds <10/g <10?/g
- E. coll Orcytersyerir Orcyrereyer/r
E. coli Absent/g Absent/g

NPYMEYAHWA: OBPA3EL COOTBETCTBYET TPEBOBAHWAM KOHTPOJIA 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.

Sanofi india Limited
Plot No. 3501, 3503-15, £6310B8-14

GIDC Estate, P. B. No.-136,
Anklashwar - 393 002.

————

MOAIHCB, OTAEN KOHTPOJIS1 KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

QaMUIMA OTBETCTBEHHOIO Ieuats

Name of Authorised Signatory Company Stamp
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