HAEKJIAPAIIASA O COOTBETCTBHU

JEKJAPAHT, IPHHHMAIOINHA JEKJIAPAIIMIO O COOTBETCTBHH:
AQ "Canogpu Poccus”

Ceedentia o pecucmpayuy opzanusapu: Mexcpaiionnan uncnexyus Pedepaisroit HA102060i1 CYx#COB1 Ne
46 no 2. Mocxee 01.01.2008, OT'PH 10277390790, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocksa, yi. Teepckas, 0. 22. Tenegpon/dparc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepansuotii Oupexnop Monsc O.A.

Hogepennoe nuyo: Kysneyoea H.FO [losepenrnocme: 6/4 om 20.08.2019

3AABJGIET, UYTO
Aexapcmeennoe cpedcmeo: Tpenman® mabaeniku, noxpvimvle KUUENHOPACTHBOPUMOT] HIEHOYHOTI

obonouxoii 100 m2 15 uomn., ynaxoexu sueiixogole Koxnnyprele (4), nauku xapmornnsie, pe2.yo. Ne IT
N0O14229/01 om 21.05.2008 (oama nepeogpopmnenus PY 03.02.2016), cepus INAOO3 1, napmua 34044
ynaxoeox, 200en do 01.09.2023, npouzeodcmea Canogu Hrous JTumumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Huous,
k09 OKII2 21.20.10.144, xod TH B3] 3004490009, xonmparm Ne250/40056192/F-2 om 20.10.2010,
trieotic Ne 9085351331 om 24.10.2019

COOTBETCTBYET TPEBOBAHHAM
IT NOI4229/01-210508 um. Ne 1-6

JEKJAPAITAA TPUHATA HA OCHOBAHHH
npomoxon ucnstmanuit Ne 14547]7 om 28.11.2019 HJI 000 "Lenmp xoumpona kavecmea buoaaigp”,

ammecmam axxpedumayuu RA.RU.211JK0I om 22.07.2015 ., cepmugpuxam anaruza Canogpu Hnous
JTusumed Ne031 om 09.10.2019, Cepmugpuxam POCC IN.@QMOS5.C11625 om 28.11.2019

JATA IPUHATHASA JEKJIAPAITHA: 28.11.2019 .
NEKJTAPATIHSI AEMCTBHTEJBHA J10: 01.09.2023 2.

MAT: % Kyanenosa .10

OeKIaPann TIOANHCH O©.11.0

CBEJEHHSA O PETUCTPALIMHN

OPT'AH 10 CEPTH®HKAIIUH, 3APET HCTPHPOBABIINAY JEK/IAPAIIHIO

Opzan no cepmuguxanun npoovkyuu

Obujectnga ¢ 0Zpanidenrnoli OmeemceeHHocIbI0 « OKPYXICHON yermp cepmuguxanuy»,
adpec: 620014, POCCHA, Ceepdnosckasn obnacme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343} 380-27-55, www.ekbocs.ru, ammecmam axxpedumaiyuu Ne RA.RU.1 ] DMOS5

N POCC RU J-IN.®M05.4.53757/19

Uugepuna A A.

PyxoBoauTens oprata 1no
cepTHHHKAIHH NPOTYKIHH




Y

SANOF

Canogpu Undus Nlumumed / Sanofi india Limited
Agpec: Cavotu Unaus Numuren, UHann
Address: Sanofi india Limited, India

CEPTU®UKAT AHANU3A
ANALYTICAL REPORT

Ne 031
Dateffata :09.10.2018

Mpoaykr: Tpetitan®, TabneTkn, NoKPbIThIe KMWLEYHOPaCTBOPUMON NNEHOYHO 06onodkol, 100 Mr.
Protluct: Trental®, enteric film-coated tablets 100 mg.

Homep cépum [ara nponssoacrea
Batch number b Manufacturing date | 2>/2019
Orgen N TopeH go .
Department Pharmaceuticals Use before date 09/2023
Paamep napruu Mony4YeHo
Batcti size. 21,00,000 Tabs. Received on 26.09.2019

Mokazareny: Pesynurartbl Hopmet:

‘TESTS RESULTS SPECIFICATION
Onucanue Kpyrnbie AB0sKOBLINYKMbIE | Kpyrnbie gaoskoBsinyknbie TaGneTku,
TabneTid, NokpeTLie ofonodkoi | nokpoiTele oBonovkoi Genoro useta

, _ Genoro ugeTa
Description

White, round biconvex, film-

White, round biconvex, film-coated

7 coated tablets tablets
Buz Tabnetky Ha nsnome CooTteeTcTeyer Ha uanome anaHo sapo Genoro unu
novtv Genoro LeeTa.
Appearance of tablet in break Complies White or almost white core is seen in
break. ‘
CpegHsn macca TabneTox 180,6 mr Cpenunn macca Tabnevok ot 165 a0185 Mr
Average weight 1806 mg 165~ 185 mg
OAHOPOAHOCTE NO Macce He meHee 90% Tabnetok He Gones
1779 | 1807 | 1783 | 1845 +7,5% OT cpegHero aHaveHua macchl
TabneTok
1784 | 1814 | 1794 | 181,3 | He Gonee 10% Tabnetox He Gonee
+15% 0T CpeaHero aHayaHus Macch!
Uniformity of weight 1788 | 1706 | 1876 | 182.1 Tabnerok
: ‘ Nof less than 90 % of tablets — not more
1813 | 184,7 | 179,7 | 180,4 | than = 7.5 % of average tablet weight.
Not more than 10 % of tablets — not
; imore than £ 15 % of average tablet
| 1784 | 183,56 | 1789 | 1758 weight.
PacnapaemocTs:
Disintagration test:U
1) 0,1 M pacreop KACIOTe! CooTteeTcTBYeT 1) TabneTkn He QOFKHL PAcNaaaTLCs
XNOPUCTOROAOPOAHON B TeueHve 2 yacos
In 0,1 M HCI Complies Should not disintegrate for 2 hours
2) bydiep, pH=6,8 14 MUAHYT 2) Tabnet [OMIHB! PAacNagaTeCA He
‘ Gonee yem 3a 60 muHyT
In buffer pH 6,8 14.mins, Max. 60 mins.
NoaNvHHOCTL:
Identification of:
—l'leﬂ-'roxcu_l(punnnna CoorseTcTRyeT CooTBeTCcTBYET
Pentoxifylline Complies Complies
TuraHa anokeuna CooTeercTayet CoorteeTCTBYET
Titanium Dioxide Complies Complies
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MNpoaykr. Tpentan®, TabneTin, NokpbiTbie KNLLEMHOPACTBOPUMOR NNeHoURoi oBonouxoit, 100 mr,
Product: Trental®, enteric film-coated tablets 100 mg.

Homep cepuu / Batch No. 9NA0031

KonuuecteeHHoe onpegeneHme 99,3 mr nexTokcudunnnia 8 O1 85,0 ur go 105,0 mr
nexTokcupurnHa oMol TabneTxe NeHTOXCU(UNIMHA B 0AHOH TabneTke
Content of Pentoxifylline 99,3 mg / Avg. wt. of tab. 85,0 to 105,0 mg / Avg. wt. of tab.
MocropoHHne npameck (TCX):
Related products (TLC):
~ NIOGOA HenaeHTNMLIMPOBANHOIM <03% He Gonee 0,3%
NPUMECcH
Any unidentified by-product <03% Max. 0,3%
= CYMMEPHO® COAePKANAS NPUMEce <0,6% He Gonee 0,5%
Sum of all by-products <0,5% Max. 0,5%
Pacrsopenve:
Dissolution test:
cragua A (0,1 M pacTeop iucnorsl 0,0% He 6onea 10%
XNOpHCTOBOAOPOAHOMR), Yepes 2 v,
Acid stage (A}, after 2 hours _ 0.0% Max. 10%
cragun B (Gycbep, pH=6,8), uepea 97,8% He menee 70% (Q)
45 M,
Buffer stage (8], after 45 mins. 97.8% Min. 70% (Q)
MuxpoSuonormueckas uucrora:
Microbiological purity:
- AapofGtible Gakrepun <10ir <10°r
Aerobic bacteria <10/g <10°%g
g Apoxokessie u NnecHeabe rpubs) <10/ <10?fr
Yeasts and mokis <10/g <10%/g
-E. cofi OtcyTcrayet/r Otcyrereyet/r
E. coli Absent/g Absent/g

MPUMEYAHWUA; OBPASEL| COOTBETCTBYET TPEGOBAHUAM 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.

- Sanofi India Limited
Piot No. 3504, 3503-18, 6310 B-14
TIOIMTKCh, OTAEJI KOHTPOJI KAUYECTRA GIDC Estate, P. B. No.-136,
AUTHORISED SIGNATORY, QUALITY CONTROL Ankleshwar - 383 00,

R. S. Trivedi

DaMUNHT OTBETCTBEHHOTO [Teuats

Name of Authorised Signatory Company Stamp
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