AEKJIAPAIIMS O COOTBETCTBUM

AEKJIAPAHT, IPAHEMAIOINUIE TEKJIAPAITAIO O COOTBETCTBHH:
AQ "Carnodpu Poccun”

Ceedernus o peucmpayuu opeariusayuu: Medxcpaiionnas uncnexyus Dedepansroil nano2060ii cyxctor N
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OT'PH: 19.08.2002

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

B nuye: I'enepanvrvrii Oupexmop Mouyc O.A.

Hosepennoe muyo: Mepruuna O.J1. Josepennocme: 6/4 om 15.03.2019 2.

3ASBIAET, UTO

nexapcmeerrioe cpedcmeo: Tpenman® mabnemxu, noKpeInmbie KNMEIHOPACMEOPUMOT] NIEHOYHOT
obonouxodi 100 mz 15 uum., ynaxoexu aeiixogsie xoumyprsie (4), nasxu xapmonnuste, pezyd. Ne IT
NOI4229/01 om 21.05.2008 (dama nepeogpopmnenun PV 03.02.2016), cepun INADOOY, napmus 34035
ynaxosox, odex 0o 01.01.2023, npouzsodcmea Cariogu Hudus JTusumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hudus,
k00 OKIIJ2 21.20.10.144, ko0 TH B3] 3004490009, xonmparm Ne250/40056192/F-2 om 20.10.2010,
uneoitc Ne 9085330490 om 16.04.2019

COOTBETCTBYET TPEBOBAHUSM
11 N014229/01-210508 uzm. Ne 1-6

AEKJTAPATIVSI IIPHHSATA HA OCHOBAHHAHT
npomoxon uctisimaruit Ne 449017 om 22.05.2019 HJT OO0 "Ljenmp xonmpons xasecmea Buonaiigh",

ammecmam axxkpeoumayun RA.RU.21L[KOI om 22.07.2015 2., cepmugpuxam ananuza Carogu Hndus
JSTumumed Ne0O9 om 30.03.2019, Cepmughuxam POCC IN.®MO5.CO6898 om 22.05.2019

JATA OPRAHATHA NEKTAPATIAM: 22.05.2019 2.
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CBEJIEHMA O PETUCTPAITIA

OPT'AH IO CEPTHOHKAITHHA, 3SAPETHCTPHPOBABIDHI JEKIAPATIAIO

Opezan no cepmugaru npodyrsyuu

Obwecmea c ozpanuyennoil omeemcmeenHocmyio «OXpyicHott yewmp cepmugpuxayumu»,
adpec: 620014, POCCHA, Ceeponoscxas obaacmy, Examepunbypa, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Me RA.RU.11OMO5

,I[EKJIAPAI[KH O COOTBETCTB A POCC RU JI-IN.DMO5.A.27562/19

Yuueprna A A.
PyRoBOZHTEIE Oprana no
cepTHOHKANHE IPOXYKHMA




SANOF
Canodpu Undus lumumed / Sanofi India Limited
Appec: Cadocdu iHgus Numuten, Mkaus
_Address: Sanofi India Limited, India
CEPTUGUKAT AHANTU3A
ANALYTICAL REPORT
Ne :008
Date/flava :30.03.2019
Npoayir: TpeHtan®, TabneTiy, nokpbiThie Kuute4HopacTeopuMoi nreHoYHoR oBonoukod, 100 mr.
Product: Trental®, enteric fiim-coated tablets 100 mg.
Homep cepwn _ Hara npouseogcrea
Batch humber 9NAD009 Manufacturing date L
OTaen . lopeH po
Depariment Pharmaceuticals Use before date 01/2023
Fashap apTii 21,00,000 Tabs. Ly liwerdl 23.02.2019
Mokasatenn: Pesynutavsr: Hopmsi:
TESTS RESULTS SPECIFICATION
Onucanme Kpyrnie ABosKoBLINyKIibie Kpyrnbie 4B0osKoBbNYKNbie TabreTu,
TabneTRY, NOKPbITLIE 0GONOUKOA | NOKpeITLIE 0BoNOMKOHR Genoro usera
Genoro yseta
Description _
White, round biconvex, film- White, round biconvex, film-coated
coated tablets tablets
Bun Tabnetin Ha uahome CooTeercTayeT Ha vanome sugHo agpo Genoro unm
nouty Gencro Ugera.
Appearance of tablet in break Complies White or almost white core Is seen in
break.
CpeaHsis Macca TaGheTox 176,9 mr CpegHad macca Tabnetok o1 165 0185 mr
Average weight 1769 mg 185 185 mg
OBHOpOAHECTE NO Macce He meHee 90% Tabnevok He Gonee
1788 | 1765 | 180.4 | 178.9 | 17 5% or cpenHero SHAUEHNS Maceh
Tabnetox
176,4 | 1755 | 180,1 | 174,3 | He Gonee 10% Tabnetok He Gonee
R ) +15% oT cpesiHero sHaveHun Maccel
En¥ormity.of weight 1744 | 1784 | 1735 | 1780 | TONOTOK
Not less than 90 % of tablets — not more
174,8 | 1785 | 1756 | 1774 | than £7.5 % of average tablet weight.
Not more than 10 % of tablets — not
more than £ 15 % of average tablet
1768 | 1770 | 1744 | 1772 | OO oht.
Pacnagaemoctb:
Disinfegration test.U
1) 0,1 M pactBop KMCnoTL! CooreetcTByeT 1) TaBneTku He BONNHBLI pacnanaTLCA
XNOPHCTOROZOPOAHOIA B TeueHue 2 yacos
In 0,1 M HCI Complles Should not disintegrate for 2 hours
2) Bydep, pH=6,8 11 MrHYT 2) TabneTkv ROMKHbI PaCHIafaTbLCH He
Gonee yem 3a 60 mMuRyT
In buffer pH 6,8 11 mins. Max. 60 mins.
MToanKKHOCTL:
Identification of:
MeHroxkcudunnuna CooTeeTcTByaT CooreeTcrayer
Pentoxifylline Complies Complies
TwTaHa aviokcuaa CooTseTcTayeT Cooraercrayer
Titgnium Dioxide Complies Complies
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NpopyxT: Tpextan®, TabneTkw, NOKPLIThIE KNLIEYHOPACTBOPUMON NNIEHOYHOM obonoukoi, 100 mr.
Product: Trental®, enteric film-coated tablets 100 mg.

Homep cepuu / Batch No. 9NA0009

KonuyecreeHHoe onpepeneHne 99,8 mr nenTokcudunnuna 8 Ot 95,0 mr go 105,0 mr
NEHTOKCUDUNIMHA oaHou TabneTtxe NeHTOKCA(IMNAKUHA B OAHO# TabneTke
Content of Pentoxifylline 99,8 mg / Avg. wt, of tab. 85,0 to 105,0 mg / Avg. wt. of tab.
MNocropoHHue npumecu (TCX):
Related products (TLC):
- noBoli HeugeHTUPULMPOBAHHON <0,3% He 6onee 0,3%
npuMecH
Any unidentified by-product <0,3% Max. 0,3%
~ CyMMapHoe coaepxaHne npumecei <0,5% He 6onee 0,5%
Sum of all by-products <05% Max, 0,5%
PacteopeHue:
Dissolution test:
ctapus A (0,1 M pacTeop kucnoTsl 0,0% He 6onee 10%
XMOpUCTOBOAOPOAHON), Yepes 2 v,
Acid stage (A), after 2 hours 0,0% Max. 10%
cragun B (bydep, pH=6,8), wepes 99,9% He mexee 70% (Q)
45 MVH.
Buffer stage (B), after 45 mins. 99.9% Min. 70% (Q)
MukpoGronorueckan yucrora:
Microbiological purity:
— AapobHbie Gakrepun < 10/r <10%r
Aerobic bacteria <10/g <10%g
~ Apoxokessie U nnecHesbie rpubs! < 10/r <1
Yeasts and molds <10/g <10%/g
—E. coli OteyrersyeTt/r Ovrcyrerayert/r

E. coli Absent/g Absent/g

NPUMEUAHUA: OBPA3BEL| COOTBETCTBYET TPEBOBAHMAM KOHTPONS 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.

R Q”“g Sanofi India Limited
; PiotNo. 3501, 3503-16,63108-14
TOANHCH, OTAEN KOHTPO/IA KAYECTBA o inc Eetate, P. B. No.-136,
AUTHORISED SIGNATORY, QUALITY CONTROL ™5 yyjeghwar - 393 002.

R. S. Trivedi

DamMuns OTBETCTBEHHOTO Heuats

Name of Authorised Signatory Company Stamp
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