JEKJIAPATIAA O COOTBETCTBHH

AEKJIAPAHT, IPHHAMAIOINAN JIEKJIAPAITHIO O COOTBETCTBHHU:
AO “Canogu Poccus”

Ceedenun o pezucmpayuu opzanusmpnt: Mexcpaiionnan uncnexyun Gedepanswoil Haro2080il cnyoicher M
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Aopec: 125009, 2. Mocxkea, ya. Teepckas, 0. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnoiil dupexmop Mownac O.A.

Hoseperrnoe nuyo: Hepuuna O.JI. Jlosepennocme: 6/4 om 15.03.2019 2.

3AABJIET, 9TO

Aexapcmeennoe cpedcmeo: Tpenman® mabnemxu, nNOKPeInsie KIUEUHOPACIMEOPUMOT! neHouHol
oGonauxofi 100 m2 15 wem., ynaxosku sueiixoswie xonmypusie (4), navku xapmonrste, pe2.yo. Ne IT
NO14229/01 om 21.05.2008 (0ama nepeodopmnenun PY 03.02.2016), cepus 8NAOO19, napmun 33408
ynaxogox, zodeti 0o 01.12.2022, npouseodcmea Carnodu Hudus Jiumumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Huousn,
k00 OKIINI2 21.20.10.144, koo TH B3J] 3004490009, xoumparm Ne250/40056192/F-2 om 20.10.2010,
uneoiic Ne9085322915 om 11.02.2019

COOTBETCTBYET TPEBOBAHASIM
11 N014229/01-210508 usm, Ne 1-5

JAEKJIAPANIHA IPHHSTA HA OCHOBAHUYU
ripomoxon ucrwimanudi Ne 1814111 om 26.03.2019 HII OO0 "Ljeunp xommpons xavecmea Buonaiih”,

ammecmam axxpedumatuy RA.RU.21LIKO1 om 22.07.2015 2., cepmughuram ananusa Carogdu Hudus
JTuntiimed NeOI9 om 18.01.2019, Cepmugpuxam POCC IN.OMDS.C06439 om 26.03.2019

JATA IPHHATHAS JEKJIAPAIIAH: 26.03.2019 2.
ERITAPATIVST, TEACTBATENBHA 110: 01.12.2022 2.
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CBEJEHMS O PETHCTPAIIANA

OPT'AH IO CEPTH®HRKAINNH, 3APETr HCTPHPOBABIHIHAI JEKJAPAITHIO
Opear no cepmugpurcayuu npodviyuu

Obugecmea ¢ o2panuvennoii oneencnieeRHoCmbIo «OxpyscHolt yennmp cepmudtixayi»,
adpec: 620014, POCCHA, Ceeponoscran o6nacms, Examepunbtypz, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmany axxpedumanuu Ne RA.RU. 1 1OMD5

AEKJIAPAINHA O COOTBETCTBHH [ POCC RU JJ-IN.®M05.4.21238/19

Ymgepuna A A.

TIO/IHCE k ‘ PyKOBOHTENS OpraHa 10
CepTEpHKAIHE NPOXYKITHH




SANOF

Canodhu MHAus Nlumumed / Sanofi India Limited
Anpec: Canogm Nnaua Numurtes, UHaus
Address: Sanofi India Limited, India

CEPTUOWUKAT AHANN3A
ANALYTICAL REPORT

Ne :019
Date/data :18.01.2019
Npoaykr. Tpentan®, TaGneTky, NOKpbITHIE KMWEYHOPACTBOPUMON RNeHONHOMN oBonoukoi, 100 Mr.,
Product Trental®, enteric fifm-coated tablets 100 mg.

Homep cepuu Hara nponssoacrea :
Baich number ENAOD19 Manufacturing date | 12/2018
Ovpen . . FopeH no
Depariment Pharmaceuticals Use before date 12/2022
Pasmep napri Nonyueno
Batch size” 21,00,000 Tabs. Ronyiedo 07.01.2018
MNoxasaTtenu: Peaynkrarul: - Hopmui:
TESTS RESULTS SPECIFICATION
Onucanxwe prrnﬂe ABORKOBLINYKILIE Kpyrribie GBOAKOBLINYKNLIE TABNSTKY,
TabneTin, NokpbiTEe 060NOYKOA | NOKPLIThe cGonovKol Genoro Lseta
6eroro ueeTa
Description
White, round biconvex, film- White, round biconvex, film-coated
cosated tablets tablets
Bua ranetkn Ha usnome CooTeercreyet Ha usnome eugHo sgpo Senoro unu
no9Tn Sestoro yeeTa.
Appearance of tablet in break Complies White or almost white core is seen in
break.
CpenHns Macca TabneTox 176.5 mr Cpeannan Macca Tabnetok ot 185 00185 mr
Average weight 176,56 mg 165 - 185 mg _ .
GaHopogHocTL No Macce . ‘ He meHee 80% Tabnerok He Gonga
177.2 | 173,8 | 1760 | 1750 | 47 5% o1 cpeaHero aHa4eHHs Maccs!
TabneTox
1770 | 179,7 | 179,7 | 1771 | He Gonee 10% vabnetok He Gonee
;!;1 5% 0T cpeHerc 3HaYeHMR Macchi
Uniformity of weight 1804 | 1736 | 1774 | 1760 Tabnerox
Not less than 30 % of tablets — not more
175,3 | 176,7 | 180,2 | 176,9 | than x 7.5 % of average tablet weight.
Not more than 10 % of tablets ~ not
more than + 15 % of average tablet
1734 | 1747 | 1747 | 1767 | weight.
Pacnagagmocts:
Disintegration test:
1} 0,1 M pactaop mcnioTs! CooTeaTcTeyeT 1) Tabnetkm He AONNHE! padnagaThcn
XNOPUCTOBOACPOAHOM B TEYeHue 2 vacos
in0,1 M HCI Complies Should not disintegrate far 2 hours
2) bydrep, pH=86,8 13 MUHYT 2) TabneTin AoMmitb! PACNAAATLECH He
Gonee uem 3a 60 MMHYT
In buffer pH 6,8 13 mins. Max. 60 mins.
MoANUHHOCTE:
Identification of:
MeHToxCUuUnnuHa CooTseTcTRYST CooteeTcreyeT
Pentoxifylline Complies Complies
Twraxa guokcuga Coorpercieyer CooTsercTayeT
Titanium Dicxide Complies Complies
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MpoaykT: TpeHtan®, TabNETKM, NOKPbITLIE KULLIEUHOPACTBOPUMOI NNEHOMRON 050NoNKOM, 100 Mr.
Product: Trental®, enteric film-coated tablets 100 mg.
Homep cepun / Batch No. 8NA0019
KonuuecteeHHoe onpegensHue 99,1 mr nexvokcudunnvKa e O 95,0 mr oo 105,0 mr
NexToKCKUNANHA oAHoR Tabnetke neHTokcuruniuHa B ogHoi Tabnertke
Content of Pentoxifylline 99,1 mg / Avg. wt. of tab. 95,0 to 105,0 mg / Avg. wt. of tab.
MocToportue npyumeck (TCX):
Related products (TLC):
- niotoR HeNASHTUULIMPOBAHHOM <0,3% He Gonee 0,3%
npuMecy s
Any unidentified by-product <0,3% Max. 0,3%
-~ CYMMEpHO0e cofepwaHue NpumMeceil <0,5% He Gonee 0,5%
Sum of all by-products <05% Max. 0,5%
PacteopeHue:
Dissolution test:
craauA A (0,1 M pacTeop Kncrotsl 0,0% He Gonee 10%
XMOPUCTOBOROPOAHOM), Yepes 2 v,
Acid stage {A), after 2 hours 0,0% Max. 10%
cragws B (Gyghep, pH=6,8), vepes 95,6% He menee 70% (Q)
45 MUH,
Buffer stage (B), after 45 mins. 95,6% Min. 70% (Q)
MuxpoBuonornyeckan ymeToTa:
Microbiological purity:
- Aapobtbie GakTepun < 10/r <10%r
Aerobic bacteria < 10/g <10%g
- Apoxokesbie W NNecHeBbLIe MPKUbe < 10/r <102/r
Yeasts and molds <10/g <10%/g
—E. coli Orcyrcrayetir OrcyrcTeyet/r
E. coli Absent/g Absent/g

MPUMEYAHUA: OEPA3EL| COOTBETCTBYET TPEBOBAHUSIM KOHTPONA 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
vobds, Dot No. 3501, 3503-15, 6310 B-14
MOJITIHCh, OTAEN KOHTPOILSA KAYECTBA  Ginc Estate, P. B. No.-136,
AUTHORISED SIGNATORY, QUALITY CONTROL  , ~ciaghwar - 393 002.

R. 8. Trivedi

DaMunHs OTBETCTBEHHOTO [euats

Name of Authorised Signatory Company Stamp
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