AEKJAPAIINSA O COOTBETCTBUHA

JEKJAPAHT, IPHHHMAIOIUN NEKJIAPAIIMIO O COOTBETCTBHM:
AO "Canogu Poccur"

Ceedenun o pezucmpayuu opeanusayuu: Mesicpationnan unchexyua Pedepanvnot Hanozo8ou cayxcher Ne
46 no 2. Mocree 01.01.2008, OFPH 1027739079940, oama npuceocenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Teneghon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanensiti oupexmop Monawc O.A.

Hoeepennoe nuyo: Kysueyoea H.FO [osepennocms: 6/1 om 20.08.2019

3ASIBJISIET, UYTO
nexapcemeennoe cpedcmeo: Tpenman® 400 mabnemru nponoHeuposannozo Oeticmeus NOKpobimble

nnenourol obonouxoti 400 Mz 10 wm., 6nucmeper (2), nauku kapmonnvie, pez.yo. Ne II NO14747/01 om
15.12.2008 (0ama nepeoopmnenun PY 30.11.2015), cepus INAOOS8, napmus 18600 ynaxosok, 200eH 00
01.07.2023, npouseodcmea Canogpu Hnous JTumumeo / Sanofi India Limited, Plot.Nos. 3501, 3503-15,
6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Huous, xod OKIT[2 21.20.10.144,
ko0 TH B2 3004490009, xonmpaxm Ne250/40056192/F-2 om 20.10.2010, uneotic Ne 9085345062 om
28.08.2019

COOTBETCTBYET TPEBOBAHW’IM
IT NO14747/01-151208 usm. Ne 1-5

JAEKJIAPALIASA ITIPHHSTA HA OCHOBAHHUH
npomoxon uchotmarui Ne 10191/ om 09.10.2019 HJT 000 "Llenmp xonmpona kavecmea buonaiig”,

ammecmam axxpedumayuu RA.RU.21LJKOI om 22.07.2015 2., cepmugpuxam ananusa Canogpu Huous
Jumumed Ne058 om 19.08.2019, Cepmugpuxam POCC IN, ®MO5.C09894 om 09.10.2019

JATA IIPUHATHS NEKJIAPAIIMH: 09.10.2019 2.

JEKJAPAIIMST AEHCTBUTENBHA J0: 01.07.2023 2.

L

rE % Kysneuosa H.10

Ader:apanm b MOIMHCH d.H.O

CBEJEHUA O PETUCTPAIIMH

OPT'AH 110 CEPTHO®UKAIIMH, SAPETHUCTPUPOBABIINN JEKJIAPAITHIO
Opean no cepmuguxayuu npooyxyuu

Obwecmea ¢ ozpanuventioti omeemcmeerHochvbio « OKPYJICHOU yermp cepmuguxayuu»,
adpec: 620014, POCCHA, Ceepdnosckan o6racme, Examepunbype, Xoxparosa, 74, 1706,
mean: (343) 380-27-55, www.ekbocs.ru, ammecmam axkxkpeoumayuu Ne RA.RU.11PMO5

YuueprHa A A.

noany¢s PyxoBogutens opraHa no
cepTH(HKALIHM MPOAYKLHH




Canogbu UHdus Jlumumed / Sanofi India Limited
Address: Sanofi india Limited, India
Anpec: CaHothu WHaws Numuten, Nkaus

Mpogykr: Tpentan®400, Tabnetky nponoxry

CEPTUOMKAT AHATIU3A
ANALYTICAL REPORT

Y

SANOFI

Na : 058
Date/flata : 19.08.2019

POBAHHOTO AEHCTBUS, NOKPLITLIS NNEHOYHOH oBonoyHol, 400 mr

N¢ 10x2
Product: Trental® 400, extended release film-coated tabiets 400 mg N2 10x2
Homep cepun Hata npoﬁaaonc'raa |
Batch number 9NA0058 Manufacturing date 0712019
Orpen . lNoper no
D‘egaftrnent Pharmaceuticals Us’; b'e?ore date 0772023
; eH
gg:;egggpf"“ 4,00,000 Tabs. Eg’c‘gi‘f,ed“on 06.08.2019
Nokazarens: ' Pesynerarns: . Hopmur:
TESTS RESULTS SPECIFICATION
MpoponrosaTee  ABOAKOBHINYKILIe | NpogonropaToie ABOAKOBEINYKNLIE
Onucauve TabneTky, nOKPLITbIe nneHoMHOR | TaBneTkn, MoKPLITHE NNEeHOMHON
obonoukoi Gesoro upeta. C opHolt | oBonoukoli Genoro Leeta. C OfHOM
CTOpOMbl  Tabnetku  rpaewpoBKa | CTOPOHbI TaBneTkn rpapuposka «ATA»
<ATA»
Description White oblong film-coated tablets with | White oblong film-coated tablets with

"ATA" code word embossed on one
side and plain on the other side

“ATA" code word embossed on one side
and plain on the other side

ToprutHocTs NeHToKCUDMANKUHA Coorsercreyer CooreeTcrRyeTr
Identification Pentoxifylline Compiles Complies
TLC _
CpenHaa macca rabnetok 579,0 mr Or 565,0 go 595,0 mr
Average weight 579,0 mg 565,0 to 595,0 mg
OTknioHeHne B macce . He menes 90% (18/20) Tabnetok moryT
580,8 5716 | 5817 5848 | ymers oTKnoHexue He Gonee + 5% ot
cpepxeil Macckl Tabnetok, u He Gonee
5793 | 571,1 | 5838 | 5804 | 10% (2/20) TaGnevok moryT wMeTb
OTKnoHeHwe He 6Gonee + 10% ot
580,8 5786 | 5768 | 5871 cpegHern macesl Tabnerox
Uniformity of weight Cut of 20 fablets not less than
5848 | 5814 | 573,7 | 579,8 | 90%(16/20) of tablets deviate from
average fablet weight by + 5% and not
; ; 4 | more than 10% (2/20) of tablets deviate
SR , 5748 | 519 65 from average weight by +10%
PacraopeHue.
In Vitro Dissolution test:
Yepes 1 yac 16% He 6onee 30%
| After 1 hour 16% Maximum 30%
Yepes 4 vyaca g% OT1 30 po 50%
After 4 hours 39% 30 to 50%
Yepes 8 yacos 63% Ot 55 a0 75%
After 8 hours 63% 1 55 to 75%
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MpopyxT: TpeHtan®400, TabnieTku NPOMNOHIMPOBAHHOTO AGHCTBUS, ROKPLITLIE NNEHOYHOK 0BONOYHON, 400 Mr
N2 10x2
Product : Trental® 400, extended release film-coated tablets 400 mg N@ 10x2

Homep cepun / Batch number: SNA0058

RocTopoHHme npumecy Moboi HeupenTUMUMpOBaHHON
<03% npvuMecy — He Gonee 0,3%:;
<0,5% Cymma npumecei — He Gonee 0,5%

Organic Impurities (TLC) <0,3% A. Single by products < 0,3%:
<0.5% B. Total of by products s 0,5%

KonuyecreeHHoe onpaaeneHue 398 mr/rabn Ot 380 mMr go 420 mr/Tatn.

NOHTOKCHPUNNUHA

Asgsay 398 mg / tablet 380 to 420 mg / tablet

MukpoBuonorvueckan YMCToTa:

Microbiological purity:

Ofbiwee yvcno aapoBHbix <10 KOE /r He Gonee 10° KOE /r

Gaxrepuit

Aerobic bacteria < 10 CFU/g s10°CFU/g

Dpoxoxesbie U NNeCeHoBoIe rpubsl <10 KOE /r He Gonee 102 KOE /r

Yeasts and molds < 10CFU/g s10°CFU/g

Escherichia coli (8 1 r) OvcyrcTenelr OrcyrcTaue/r

Escherichia coli (in 1 g) Absent /g Absent /g

NMPUMEYAHUE: OBPA3EL| COOTBETCTBYET TPEEOBAHUAM KOHTPONA KAYECTBA,
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

L

TOZITHCD, OT/IEN KOHTPOJIA KAYECTBA ~ Da@nofi India Limited

AUTHORISED SIGNATORY, QUALITY CONTROL PlotNe. 3501, 3503-15, 8310 B-14
GIDC Estate, P. 8. No.-136,

Ankieshwar - 393 002,

R. S. Trivedi

DaMuIMA OTBETCTBEHHOIO Heuars

Name of Authorised Signatory Company Stamp
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