3enmuea lNpatisem Jlumumed / Zentiva Private Limited

CEPTUO®UKAT AHATTU3A
ANALYTICAL REPORT

Ne

;0156
Date/[lata : 29.10.2020

Mpoaykr: Tpentan® 400, TabneTkut NPOIOHIMPOBAHHOIC ASACTBUS, NOKPLIThIE NNEHOYHON 060NoYHOK, 400 Mr

Ne 10x6

Product: Trental® 400, extended release film-coated tablets 400 mg Ne 10x6

GMID No: 769751

Homep peructpauunoHHoro ynocrosepexus / Marketing authorization Number : P N014747/01
Ycnosus xpaHeHusi / Storage conditions: B cyxom mecte npu TemnepaTtype He Bbitue 25 °C./ In a dry place at

temperature not above 25 °C.

Homep cepuu [HaTa npoussofcTea
Batch number ONAGO15 Manufacturing date 102020
Otaen . [opeH go
Department Pharmaceuticals Expiry date 09/2024
Pasmep napTtuu [MonyyeHo
Batch size 4,00,000 Tabs. Received on 20.10.2020
Mokasarenu: Pe3ynbTathi: Hopmbi:
TESTS RESULTS SPECIFICATION
Mpoponrosarsie ABosikoBbInyKnble | [poponrosarbie JBOAKOBbINYKrble
Onucanue Tabnetky, MOKphIThIE nneHoyHon | TabneTtku, NokpbiThle NAeHo4HOW obonoukon
oborioukott Genoro useta. C oaHoit | 6Genoro ugerta. C 0gHOW CTOPOHL! TabneTku
CTOpOHBI Tabnetku rpasvposka «ATA» | rpasupoBka «ATA»
White oblong film-coated tablets with
Description “ATA" code word embossed on one | White oblong film-coated tablets with “ATA”
side and plain on the other side code word embossed on one side and plain
on the other side
NoanuxHOCTE NexTOKCUbMARWHA CooTeeTcTBYET OcHogHoe NATHO Ha XpomaTorpaMmme
UCRbITYEMOTO PAcTBOPa MO UHTEHCUBHOCTU
NOrMNOLEHWS, pasMepy 4 BenuuuHe Rr
[,0JDKHO COOTBETCTBOBATE OCHOBHOMY MATHY
Ha XpomartorpammMe CTaHAapTHOro pacTeopa
Sq
Identification Pentoxifylline TLC Complies
Major spot in chromatogram of test solution
corresponds to major spot in chromatogram
of reference solution S1in terms of absorption
intensity, size and Rrvalue
CpepaHss macca rabneTok 5733 mr O1 565,0 5o 595,0 mr
Average weight 573,3 mg 565,0 to 595,0 mg
OTKOHEHWE B Macce He wmeHee 90% (18/20) rvabnetok moryT
5759 5793 5745 | 5763 | ymers oTknoHenue He Gonee *+ 5% oT
cpepHelt Macce| Tafimenink, v He Gonee 10%
573.0 567.9 5759 5794 | (2/20) T35 1650t . E‘Tb' ‘TKJ‘IOHeHVle He
567,5 568,4 569,9 574.,4
Uniformity of weight
569,6 5748 577,1 568,6
571,0 571,8 574,7 5775
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3enmuea [pateem Jlumumed / Zentiva Private Limited

N2 10x6

Howmep cepun / Batch number: ONA0015

Mpoaykr: TpeHTan®400, TaBneTkk NPONOHIMPOBaHHOro AEACTBUS, MOKPLITLIE NIEHOUHOW 0GonouHOR, 400 Mr

Product : Trental® 400, extended release film-coated tablets 400 mg N© 10x6

Mokasarenu: Pesynbrarbl: Hopmsi:
TESTS RESULTS SPECIFICATION

Pacreopenue:;

In Vitro Dissolution test:

Yepes 1 yac 15% He Gonee 30%

After 1 hour 15% Maximum 30%

Yepes 4 yaca 39% O71 30 a0 50%

After 4 hours 39% 30 to 50%

Yepea 8 uacos 62% Ot 55 po 75%

After 8 hours 62% 55 to 75%

MNocTroporHue npumecu <0,3% Jroboii HeupeHTUbyMpoBaHHOW npuMecy —
<0,5% He Bonee 0,3%;

Cymma npumeceii — He 6onee 0,5%

Organic Impurities (TLC) <0,3% A. Single by products <0,3%;

<0,5% B. Total of by products <0,5%

KonuvecteseHHoe onpejgenexve
NeHTo KCVICbVlJ'U'IIAHa

Assay

397 mr/Tabn

397 mg / tablet

Ot 380 mr go 420 mr/tabn.

380 to 420 mg / tablet

Mukpobuonorudeckas 4ymcrora:
Microbiological purity:

Obulee yucno aspobHbix BakTepwii <10KOE It He Gonee 10° KOE /r
Aerobic bacteria

< 10 CFUIg <10% CFU/g
Opoxxesbie U NnaeceHesble rpubot < 10KOE Ir He 6onee 102 KOE /r
Yeasts and molds <10CFU/g <102CFU/g
Escherichia coli (8 1 1) OtcytctBuelr OrcyTeruel/r
Escherichia coli (in 1 @) Absent /g Absent /g
Packaging and labelling® Comply

Must confjrm:’Rug ND

API
Pentoxifylline BP

Actual Manufacturer in the batch
Zentiva Private Limited, India

Plot No. 3501-3515, 6301-6313&16
meter road/c, GIDC Estate,

Ankleshwar — 393002, Gujarat, India.

road/c,

ID!, i:state Ankleshwan - ":.‘
393002 ( -
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3enmusa lpateem Jlumumed / Zentiva Private Limited

MpoaykT: TpeHTan®400, TabneTku NPOIOHIMPOBAHHOIO AEVICTBMISA, NOKPLITLIE MIEHOUYHON 06GonouHow, 400 Mr
N2 10x6

Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Howmep cepun / Batch number: ONA0015

REMARKS: 1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelling is in full compliance with the last
approved version of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’).

06peHo K BbIMyCK roved for release: ZENTIVA PR‘VATE L‘MlTED
ey i i Plot No.3501 to 3515, 6301 to

/@[&kzﬁi 7,0\\\0\?,02» 6313 & 16 Meter Road/C, GIDC

MOJITMCh, OTIEJ KOHTPOJISI KAUECTBA Estate, Ankleshwar-393002.
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
DaMuIIHS OTBETCTBEHHOIO [TeuaTs
Name of Authorized Signatory Company Stamp

*HacTosmyM OATBEP>KAALTCs, YTO MAPTUsI COOTBETCTBYET TPeOOBaHMAM Pa3feioB
«YnakoBka» 1 «MapkupoBka» HopMaTuBHOI JOKYMeHTalu!, 3aperYICTPUPOBAHHON B
Hacrosiee BpeMs B Poccurickoit @epepanyu. (MapKupoBKa BBIIIOJTHEHA B IIOJTHOM
COOTBETCTBUMY C ITOCTIETHUMY Of0OPEHHBIMY BEPCHAMY MaKeTOB YIIAKOBOYHBIX MAaTepUaIOB U
VMHCTPYKLIMY JJIs1 MEAVILIMHCKOTO IPYMEHEeHNA. Y TaKOBKA IOTHOCTEY ¥
cienukanyy K HopMaTUBHO# JOKyMEHTAINM, ¥ TepeMeHHas:
COOTBETCTBYIOLIVIE TIOJIS)

IbC2STBYET
CEGLBY
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