NEKJIAPAIIASI O COOTBETCTBUH

NEKJIAPAHT, IPHHAMAIONHHA AEKJIAPAIIHIO O COOTBETCTBHH:
AO "Caroghu Poccus”

Ceedenua o pezicipayuu opeanusayiin: MesCpanoHHaR HHCHEKYU QedepansHoii Hano20601 cyHcbv No
46 1o 2. Mocxee 01.01.2008, OFPH 1027739079940, dama npucsoenus OI'PH: 19.08.2002

Aopec: 125009, 2. Mockea, va. Teepcran, 0. 22. T eneghon/charc: 8 (495) 721-14-00/ 721-14-11

B nuye: Tenepanvhunii dupexmop Monic O.A4.

Jlogepennoe myo: Kyswejosa H.FO Josepennociin: 6/t ot 20.08.2019

3AABJIAET, YTO
nexapcmeenrioe cpedemeo: Tpenmar® 400 mabaemxu npoaoRUpOGAHHO20 Oeticmeus noxpolnivie

wnenouHoii oboroykoii 400 mz 10 unm., 6aucmepsr (2), nayku KapnoHHeie, pe2.yo. No II NO1474 7/01 om
15.12.2008 (dama nepeogopynenus PY 30.11.2015), cepus INAGO41, napmus 19000 ynaxoeox, 200eH G0
01.05.2023, npouzeodcmea Canopu Hudus JTumunied / Sanofi India Limited, Plot.Nos. 3501, 3503-15,
6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Huous, koo OKII2 21.20.10.144,
x00 TH B3] 3004490009, koumpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic Mo 9085349342 om
07.10.2019

COOTBETCTBYET TPEBOBAHIIM
ITNO14747/01-151208 uzm. Ne 1-5

JEKJAPAIIHS IPHHATA HA OCHOBAHHUH
npomoxon ucnormanyii Ne 133917 om 15.11.2019 HIT 000 "Llenmp xormpons kavecmea buonaig”,

ammecmiam akkpedumauy RA.RU.21L[KOI om 22.07.2015 2., cepmugpuxam araniza Canogu Hnous
TTuatumed NeO41 om 20.06.2019, Cepmugpuram POCC IN.MO5.C11027 om 15.11.201 9

JATA IPHHATHA JEKJIAPAIIAM: 78.11.2019 2.
HER,H';&,FA‘H'HE,;[EHCTBHTE.IIBHA J0: 01.05.2023 e.
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CBEJEHHS O PETUCTPAIINH

OPT'AH 10 CEPTUGHKANNH, 3APETHCTPAPOBABIIHHA JEK/IAPAITHIO

Opean no cepmu@uain npoovKyuu

O61ecea ¢ 02parieHHoll 0MeemcHieeHRoCTbI0 «OKPYICHOT yeHmp cepmugurayuu»,
adpec. 620014, POCCHA, Ceeponoscxas obracnis, Examepunbypz, Xoxparoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axxpedumaiun N RA.RU.11PMO5

TEKJIAPAIIHA O COOTBETCTBHH M POCC RU H-IN.®M05.4.51022/19
AIIHH: 18.11.20]
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Canoghu Undust Jlumumead / Sanofi India Limited
Address: Sanofi India Limited, India
Anpec: Canothun WHaus NMumnrten, UHana

CEPTUDUKAT AHANMU3A
ANALYTICAL REPORT
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SANOF|

Ne 1041
Date/Dara : 20.06.2019

Mpogyir: Tpentan®400, TabneTky NPONORIMPOBAHHOTC ASACTEMSA, NOKPLITHIE MNBHOMHON ofono4Ho#, 400 mr

N 10x2

Product: Trental® 400, extended release fiim-coated tablets 400 mg N2 10x2

*ATA” code word embossed on one

Homep cepuu I Hata npouisofcrea
Batch number 9NA0041 Manufacturing date 05/2019
0o

g;g:,r}ment Pharmaceuticals Ggge;e?ore date 05/2023

Pa3amep napTui A MNonyyeHo _

Batoh size 4,00,000 Tabs. Recelved on 04.06.2019

Moxazatenn: PeaynbTarn!: Hopmei:
TESTS ‘RESULTS SPECIFICATION

Mpogonrosatsle  ABoAKoBLINyknbie | Mpogonrosatkie DBOAKOBLINYKNble

OnucaHve Tabnemd, NokpeiThie MAGHOYHOH | TabneTkw, NOKPLITHIE nnerouHo
obonoukoit Genora yseta. C ogHoit | oBGonoukoi Oerioro usera, C ogHol
CTOpoHLl  TabneTkw  rpaBvpoeka | cTopotbl TAGNETKW rpasuposxa «ATA»
«ATA»

Description White oblong film-coated tablets with | White oblong film-coated tablets with

“ATA" code word embossed on one side

side and plain on the other side and plain on the other side
MognuHHOCTB neRToKCUMNNKHa Cooreetcrayer Cooreercrayet
Identification Pentoxifyliine Complies Complies
TLC .
CpenHnan Macca Tabnerox 575,1 mr Or 565,0 40 585,0 Mr
Average yo_'iéig'ht 575,1mg 565,0 to 595,0 mg
OTkrioHEHue B Macce He wenee 90% (18/20) TaGnerok moryT
5744 | 5813 | 6735 | 568.0 | uyery orknonenwe He Gonee * 5% ot
' cpepHed Maccul TaGnetok, v He Gonge
5794 | 5778 | 5760 | 5767 | 10% (2/20) TabneToKk Moryr umeTb
OTKNOHeHWe Hé Gonee + 10% or
6629 | 5721 | 5750 | 577,53 | CPeAHed maccs TaGneTok
Uniformity of weight Out of 20 tablets not less than
5702 | 578,8 | 5673 | 5684 | ©0%(18/20) of tablets deviate from
average fablet weight by + 5% and not
: more than 10% (2/20) of tablets deviate
586.1 567.0 572, 5768 from average weight by £10%
PacraopeHue;
In Vitro Dissolution test:
Yepes 1 vac 14% He Gones 30%
After 1 hour_ 14% Maximum 30%
Yepes 4 \yaca 38% O1 30 o 50%
After 4 hours 38% 30 io 50%
Yepes B vacoe 62% Or 55 Ao 75%
After 8 hours 62% 55 to 75%
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N? 10x2

Homep cepnu / Batch number: 9NA0041

Mpogyxt: Tpexran®400, TaGneTku NPONOHIMPOBAHHOTO ASHCTBUR, NOKPbLITEIE NN8HOYHOR 0BonouHON, 400 Mr

Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x2

NoctopoHHKe npumecy

Niwbo# HemaeHTUDUUMPOBaHHON

<0,3% npumech — He Gonee 0,3%;
<0,5% Cymma npumeceit — He Gonee 0,5%
Organic Impurities (TLC) <0.3% A. Single by products < 0,3%;
<0.5% B. Total of by products < 0,5%
KonuyecTBeHsoe onpegenexmne 399 mrirabn Ot 380 mr a0 420 mr/rabn.
neHTokcuMnAnHa
Assay 399 mg / tablet 380 to 420 mg / tablet
MupoGurononJyeckan YucToTa:
Microbiological purity:
O6uee uncno aapobHbIx <10KOE/r He Gonee 10° KOE i
Gaxrepui
| Aerobic bacteria < 10 CFU/g $10°CFU/g N
| Apoxoxessie M Nnecexesbie MEUGLE <10 KOE Ir He Gonee 102 KOE /r
Yeasts and molds < 16CFU/g <102CFU/g B
Escherichia coli (8 1) Orcyrcrevelr Orcyrcraue/r
Escherichia coli (in 1 g) Absent /g Absent /g

MPUMEYAHUE: OBPA3EL COOTBETCTBYET TPEBOBAHUAM KOHTPONA KAMECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

@M.

NOJIMUCD, OTHAEA KOHTPOJIA KAYECTBA

Sanofi India Limited

AUTHORISED SIGNATORY, QUALITY CONTROL  PlotNo. 3501, 3503-15, 6310 B-14

R. 8. Trivedi
DaMuNHI OTBETCTBEHHOTO
Name of Authorised Signatory
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GIDG Estate, P. B. No.-136,
Ankieshwar - 393 002.
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