JEKJIAPAIINS O COOTBETCTBHHA

JEKJAPAHT, IPHHAMAIOIHIA JEKJTAPAITUIO O COOTBETCTBHH:
AO "Carnoghu Poccus”

CeedeHita 0 pezricmpaun opzanusayini: Mexcpationnas uncnexyyus Qedeparoroil Haro2060it cayacoer Ne
46 no 2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, va. Teepckas, 0. 22. Tereghor/gharc: 8 (495) 721-14-00/721-14-11

B mmnye: Fenepansnotii ouperniop Morsic O.A.

Hooceperroe mufo: 3vboea A.FO. Josepewnocmy: 6/1 om 06.11.2018

3ASBJIAET, YTO
nexapcingenroe cpedcmeo. Tpenmar® mabdaeniki, NOKPuivie KUEYHOPACINeoPUNON NAEHOYHOT

obonouroit 100 ate 15 ., ynaxoski gueiikogsie kownyprvie (4), nadxu kapnionnuie, pe2.yo.Ne IT
N014229/01 om 21,05.2008 (dania nepeogpopunenus PY 03.02.2016), cepus 8NAODOS, napmis 33832
yiaxoeox, zoden oo 01.05.2022, npouzeodcnisa Canoghu Hudus Jhwwumed / Sanofi India Limited,
Ploi.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankieshwar-393002, Dist, Bharuch, India, Hnudua, kod
OKII2 21.20.10.144, ko0 TH B3H 3004490009, konmparm Ne250/40056192/F-2 om 20.10.2010, uneotic
Ne9085318545 om 27.12.2018

COOTBETCTBYET TPEFOBAHHAM
TINOI4229/01-210508 uzm. Ne 1-5

JEKJIAPATTUS TIPHHATA HA OCHOBAHHH
nponiokon ucnvimaniti Ne 599 TIT om 06.02.2019 HJI OO0 "Lenmp xonmpons kavecmea buoaaiigh”,

ammecmam axxpedumayu RA.RU.21LKOI om 22.07.2015 2., cepmughuram auaniza Canogu Hudus
Jatumed Ne0OO8 om 23.11.2018, Cepnmmghuxam POCC IN.OMDS5.C05289 om 06.02.2019

,HATA HPHHHTIUI JEKJAPAITHH 06,02.2019
y HFICTBHTEJIBHA JO 01.05.2022
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CBEJEHHSA O PETUCTPAIIUHA

OPTAH I10 CEPTHO®HKAIINH, 3APET HCTPHPOBABHIHI AEKJIAPAITHIO

Opezan no cepmugpuxayuu npodvKyun

Obuigecnioq ¢ OZpaniyenHoll OMGEMCHIBeHHOCHIbIO « OKDYICHOT ieHinp cepmut@urayi»,
adpec: 620014, POCCHA, Ceepdnoecras obaacnv, Examepunbype, Xoxparoea, 74, 1706,
men.: (343) 380-27-55, www.ekbacs.ru, conmecman axxpedumaifuu e RA.RU. 11 @MOS

TugeprHa A.A.

- TOmgHc PyxoBoaMTeNE Oprana 1o
cepTHGOHKANNE OPOAYKIAH
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SANOF
Canogpu Undust Tumumed / Sanofi India Limited
Appec: Canotpu Unans Numurea, MHana
Address: Sanofi India Limited, India
CEPTU®UKAT AHAITN3A
ANALYTICAL REPORT
Ne :008
Date/flata :23.11.2018
Mpoaykr: TpeHTan®, raGneTku, NOKpoLITbIE KULUEYHOPACTBOPUMOI NneHouHon oBonoukoi, 100 Mr.
Product: Trental®, enteric film-coated tablets 100 mg.
Homep cepum Jata nponasogcrea
Batch number SNA000S Manufacturing date 05/2018
Otpen . FMogex go
Department Pharmaceuticals Use before date 05/2022
Pasmep naptun . MNonyyexo
Batch size 21,00,000 Tabs. Received on 01.11.2018
Moka3arenu: Pe3synuTarhl: Hopmb::
TESTS RESULTS SPECIFICATION
Onwvcanue Kpyrnsie ABOSIKOBBINYKALIE | Kpyrneie aeosixoBbInyKnbie TabneTku,
TabneTik, nokpeireie 0GonoYkoik | nokpouiTsie ofonovkoi Genoro usera
Genoro LgeTa
Description
White, round biconvex, film- White, round biconivex, fiim-coated
coaled tablets tablets
Bug Tabnetkv Ha nanome CooTeeTtcTEyeT Ha nanome euaHo Afpo Genoro uni
noytu Genoro LseTa.
Appearance of tablet in break Complies White or almost white core is seen in
_ break.
Cpeaxan macca TabneTtok 177.0 mr Cpeanss macca yabnevok or 165 0185 mr
Averaga weight 177,0 mg 166 - 185 mg
OpaHopogHoCcTb fo Macce He mexee 90% TabneTok He Gonee
178.1 | 183.1 | 1758 | 1827 | 47 5% ot cpeaHero aHaueHNA Macch)
TafineTok
1783 | 170.8 | 1794 | 1724 | He Gonee 10% TabneTtok He Gonee
o ) +15% ot cpegHero aHaveHus Macck
Uniformity of weight 1770 | 1741 | 1838 | 1780 Tabnetok
Not less than 90 % of tablets — not mora
1719 | 177,8 | 1693 | 173,86 | than £ 7.5 % of average tablet waight.
Not more than 10 % of tablets — not
more than £ 15 % of average tablet
168,1 | 182,8 | 1821 | 173,0 weight.
PacnapaemocTs:
Disintegration test:
1) 0,1 M pacTsop KMCROTHI CoorsercTayeT 1) Tabnetkn He ROMKHBI pacnaaaThcs
XNOPUCTOBOAOPOAHOIA 8 TeYaH1e 2 yacos
In 0,1 M HCI Complies Should not disintegrate for 2 hours
2) Bythep, pH=6,8 17 munHyT 2) faﬁne‘rm AOMiHbI pacnafaThes He
Gonee yem 3a 60 MuHYT
in buffer pH 6,8 17 mins. Max. 60 mins.
NoanuHHOCTL:
ldentification of:
MeHTOKCUMNNKHA CooreetcTyaT CooTBeTcTRyeT
Pentoxifylline Complies Complies
TuTaHa Avokcnaa CooTtBeTtcTBYST CoordercTayer
Titanium Dioxide Complies Complies
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MpoaykT: Tpentan®, TabneTkun, NOKPbLITLIE KMIUEYHOPACTBOPMMON NNEHOMHOI oBonoukoil, 100 Mmr.
Product: Trental®, enteric film-coated tablets 100 mg.

Homep cepun / Batch No. 8NAQG008

KonnyecteeHnoe onpegensHne 98,8 mr nenrokcubunnuHa B Ot 95,0 mr a6 105,0 mr
neHroxkcudunnuHa 0AHoi TabneTke nextokcucmnnuHa B oaHoi Tabnetke
Content of Pentoxifylline 99,8 mg / Avg. wt. of tab. 85,0 to 105,0 mg / Avg. wt. of 1ab.
MocToporHne npumeck (TCX):
Related products (TL.C):
~ MoGoi HenpeHMMbULMpOBaKHORA <0,3% He 6enee 0,3%
NpUMecH - .
Any unidentified by-product <03% Max. 0,3%
— CYMMaPpHOe COfiep)XaHne NpuMecei <0,5% He Gonee 0,5%
Sum of all by-products <0.5% Max. 0,5%
PacrsopgHue;
Dissolution test:
cragms A (0,1 M pacTeop kucnoTel 1% He Gonee 10%
XNOPUCTOBOAOPORHOM), Yepea 2 .
Acid stage {A), after 2 hours 1% Max. 10%
craaun B (Gydep, pH=6,8), yepes 97,0% He meHee 70% (Q)
45 MiH.
Buffer stage (B), after 45 mins. 97.0% Min. 70% (Q)
Mukpobuonorvueckas YucToTa:
Microbiological purity:
~ AapoGHbie Bakrepum < 10/r <10%r
Aerobic bacteria < 10/g <10%g
-~ [poxokesble W nnecHessie rputbt <10/ <10%/r
Yeasts and molds < 10/g <10%/g
—E. coli OvcyTereyet/ Oteytereyetir

E. coli Absent/g Absent/g

NMPUMEYAHWUA: OBPA3EL COOTBETCTBYET TPEGOBAHWAM 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.

@%{w‘_ Sanofi india Limited

t No. 3501, 3503-15, 6310 B-14
TIOZTHCh, OT/EN KOHTPOJIS KAYECTBA Pé‘:D;Emm f,_’B. o

AUTHORISED SIGNATORY, QUALITY CONTROL Ankleshwar - 398 002,

R. S. Trivedi

®aMHNHA OTBETCTBEHHOTO Ileuats

Name of Authorised Signatory Company Stamp
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