TEKJIAPAIIASI O COOTBETCTBUMA

JTEKJAPAHT, IPRHAMAIOIHHA JEKJAPAITHIO O COOTBETCTBHMA:
AO "Canogpu Poccus"

Caedens o pezucinpayuu opzanuzayun: Mexcpationran uncnexyus Qedepanvroii Hanozoeoil cnyxicbo e
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxaa, yn. Teepckan, 0. 22. Teneghon/paxc: 8 (493) 721-14-00/ 721-14-11

B nuye: I'eriepansnviit Oupexmop Monxe O.A.

Hosepennoe nuyo: Hepunma O.J1. [losepennocns: 6/n om 15.03.2019 2.

3AABAAET, YTO

nexapcmeentoe cpedcneo. Tpenman® mabnemiu, noXpsinsie KUUETHOPACHIBOPUMOT NAEHOYROT
obonouxoti 100 M2 15 wim., ynaxoexu sueiixoesie xounypHsle (4), nauxu xapmoxnnsie, pez.yo. Ne IT
NO014229/01 om 21.05.2008 (dama nepeoghopmnerus PV 03.02.2016), cepun INAOOG2, napmus 32575
ynaxosok, 20dex do 01.01.2023, npouzsodcmea Canoghu Huoun Jumumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hnous,
x0d OKITI2 21.20.10.144, koo TH B3] 3004490009, xonmparxm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne9085324608 om 25.02.2019

COOTBETCTBVET TPEBOBAHUAM
1T N014229/01-210508 uzm. Me 1-5

JEKJNAPAIIAA IPAHATA HA OCHOBAHUHA
npomoxon ucnvimanuit Ne 2059771 om 09.04.2019 HIT OO0 "Liennip xonnipoan kavecmea buonaligy”,

ammecmam axxpedumayuu RA.RU.21KOI om 22,07.2015 2., cepmughuxam anarza Canogu Hrnous
Jhumiumed Ne002 om 12.02.2019, Cepmugpuxam POCC IN.DMD5.C06589 om 10.04.2019

HOP1 Poccuan |
Sanofi Russia AO
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CBEJAEHHUA O PETUCTPAIIMHA

OPTAH IO CEPTHOHKAIAH, 3APETACTPHPOBABIIAH NEKJIAPAIIAIO
Opzan no cepniipuxarjuu npodyxyuu

Obugecinea ¢ o2paruiennoii omeemcnieenHocmelo «OXKDYNCHON yenmp cepmugbuxayuu»,
adpec: 620014, POCCHA, Ceeponoscras obnacmw, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaiyuu M RA.RU.11PMO5

AERJAPAIIHA O COOTBETCTB M POCC RU J[-IN.®PM05.4.22902/19

Unaeprra A.A.

PykoBomuTeNs Oprana o
cepTHOHKAINA HPOLYIAIHH
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Caxodhu MHous Slumumed / Sanofi India Limited
Aapec: CaHodu Uuavs Numuten, Unaus
Address: Sanofi india Limited, India

CEPTUOUKAT AHANTN3A
ANALYTICAL REPORT

Ne :(002
Date/flata : 12.02.2019

Mpoaykr: TperTan®, TaGNeTky, NOKPLITHIE KMLIEYHOPACTBOPUMOI NIEHOYHOM o6onoykol, 100 mr.
Product: Trental®, enteric film-coated tablets 100 mg.

HoMmep cepun - Qara nponasoacrea
Batch number 9NA0002 Manufacturing date Lipule
en . Frooen ' .
g;gartment Pharmaceuticals Usg be?:re date 01/2023
*aamep na Monyuetio
F asiep napTnt 21,00,000 Tabs. Lt 19.01.2019
Moxazarenu: PeaynnuraThi: Hopmbl:
TESTS RESULTS SPECIFICATION
OnucaHye Kpyrnbie KBoAKOBLINYKNbIE Kpyrnbie ABCAKOBLINYKNLIE TabneTium,
TabneTku, NokpbTbie ofortovkol | NoKPLITLe oBonoukol 6enoro useTa
6enoro useTa
Description .
White, round biconvex, film- Wihite, round biconvex, film-coated
coated tablets tablets
Bug Tabneriv Ha nanome CoorseTcTBYeT Ha nanome eugHo Aapo Genoro uny
nouty Genoro (BeTa.
Appearance of tablet in break Complies White or almost whiite core is seen in
break,
CpepgHan macca Tabnerok 175,7 mr Cpeanana macca Tabnerok ot 165 no185 Mr
Average weight 175,7 mg 165 - 185 mg
OnHOPOARDCTE NO Macce . He mexee 90% TabneTok He Gonee
76,6 | 1800 } 1750 | 1750 | 47 5% oy CPeAHEro IHaYeHns Macc
TabneTok
174,7 | 1725 | 1796 | 175,3 | He Gonee 10% tabnertok He Gonee
+15% or cpegHero 3HaueHnA Macce!
Uniformity of welght 1753 | 1783 | 1735 | 1745 TabneTtok
g : g Not less than 90 % of tablets — not more
1748 | 1755 | 1723 | 172,9 | than £ 7.5 % of avarage tablet weight.
Not more than 10 % of tablets — not
_ more than 1 15 % of average tablet
177,7 | 179,7 | 1722 | 1788 weight.
PacnapaeMocTs;
Disintegration test:t
1)0,1 M pacTaop KACNOToI CooTeeTcteyer 1) TabneTin He AONXKHBI pacnanaTocs
XAOPUCTOBOAOPORHOM B Te4eHue 2 yacoa
In0,1 MHCI Complies Should not disintegrate for 2 hours
2) bydep, pH=6,8 12 MUHYT 2) TabneTkn A0oMKHEI pacnagaTeca Re
Gonee uem 3a 80 MuHyT
(n buffer pH 6,8 12 mins. Max. 60 mins.
MojNKHHOCTY:
Identification of:
MexTokcubunnuHa CooTreTcTayeT CooTsetcTayer
Peptoxifylline Complies Complies
TutaHa Jwiokchaa CooteeTcrayeT CoorteeTcTeyeT
Titanium Dioxide Complies Complies . .
for Russia Page 1 of 2
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Mponykr: Tpenran®, TabneTkn, NOKPLITHIE KULLEYHOPACTBOPUMOI NNEHCUHOM oBonouvkoi, 100 mr.
Product: Trental®, enteric film-coated tablets 100 mg.
Homep cepun / Batch No. SNA0002
KonuvectaeHHoe onpepenexHue 99,7 Mr nexwTokcucbunnvHAa B 0O7195,0 mr a0 105,0 mr
nBHTOXCMbUNNYHA oaxow Tabnetke nexToxckgunnuHa e ogHol TabneTxe
Content of Pentoxifylline 96,7 mg / Avg. wt. of tab. 95,0 to 105,0 mg / Avg. wi. of tab.
MNocTopotinve npumech {TCX):
Related products (TLC):
- noboit HengeHTUMLUMpoBaHHON <0,3% He Gonee 0,3%
NpUMecH
Any unidentified by-product <03% Max. 0,3%
— CYMMapHoe CORepHEHUe NPUMecsil <0,5% He Bonee 0,5%
Sum of all by-products <0,5% Max. 0,5%
PacTeopenue:
Dissolution test:
ctaams A (0,1 M pacreop kucnomsl 0,0% He Gconee 10%
XNOPUCTOBOAOPOAHORA), Uepea 2 u.
Acid stage (A), after 2 hours 0,0% Max. 10%
craavs B (Gydep, pH=86,8), yepes 96,5% He menee 70% (Q)
45 MuH,
Buffer stage (B), after 45 mins. 96 5% Min. 70% (Q)
Mupolinonorudeckan yicTora:
Microbiological purity:
- AapobHsie Gakrepum <10/ <10%r
Aercbic bacteria <10/g <10%g
- [iposokesbie 1 NNecHeabie rpubel < 10ir <10%Ir
Yeasts and molds <10/g <10%/g
-E. coli Orcyrerayet/r Otcyretayet/r
E. coli Absent/g Absent/g

MPUMEYAHUA. OBPA3EL, COOTBETCTBYET TPEGOBAHUAM KOHTPOIA 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.

— ® H Sanofi india Limited
Plot No. 3501, 3503-15,8310 8-14
TNHOAIMHACE, OTHAEN KOHTPOJIA KAYECTBA GIDC Estate, P. B. No.-138,
AUTHORISED SIGNATORY, QUALITY CONTROL  pgkleshwar - 383 002.

R. S. Trivedi

DaMATHA OTBETCTBEHHOIO Ieyars

Name of Authorised Signatory Company Stamp
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