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CEPTUOUKAT AHAIIU3A
ANALYTICAL REPORT

Ne 1 046
Date/[lata: 23.10.2021

MpoaykT: Tpentan®400, TaGneTku NPONOHrMPOBAHHOTO AENCTBUSA, MOKPbIThIE NNEHOUYHOK oGonouHol, 400 mMr

N 10x2

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

GMID NO: 769718

Homep peructpaumnoHHoro ynocroBepenus / Marketing authorization Number : P N014747/01
YcnoBus xpaHeHus / Storage conditions: B cyxom mecte npu TemnepaType He Bbile 25 °C./ In a dry place at

temperature not above 25 °C

Homep cepun [Oata npoussoacraa
Batch number 1NA0O46 Manufacturing date 10/2021
Otpen . FogeH po
Department Pharmaceuticals Expiry Date 09/2025
Pasmep naptun [MonydeHo
Batch size 4,00,000 Tabs. Received on 11.10.2021
MNokasarenu: PesynbTarhbi: Hopwmbl:
TESTS RESULTS SPECIFICATION
MpogonrosaTbie ABosikoBbinykrble | [pogonrosatsie [BOSIKOBLINYKMbIE
OnucaHuve TabneTku, NoKpbIThIE NMeHo4YHOW | TabneTky, fOKpbITHIE NNeHo4YHOon
obGonoukoyt OGenoro useta. C oaHol | obonoukon ©Genoro ugeta. C  oaHon
CTOPOHbI TabneTku rpaempoBka «ATA» CTOpPOHbI TabrneTkn rpaBupoBka «ATA»
White oblong film-coated tablets with | White oblong fim—coated tablets with “ATA”
Description “ATA” code word embossed on one side | code word embossed on one side and plain
and plain on the other side on the other side
MoAnNMHHOCTL NeHTOKCUbUNMHA CootBeTcTBYyeT OCHOBHOE RSITHO Ha XpoMmaTorpaMme
UCTILITYEMOFO PacTBopa No UHTEHCUBHOCTU
nornoLueHust, pasmepy n senuunte Ri
JOMKHO COOTBETCTBOBATL OCHOBHOMY
MATHY Ha XpoMaTtorpaMmme CTaHAapTHOro
pacteopa Si
Identification Pentoxifylline TLC Complies
Major spot in chromatogram of test solution
corresponds to major spot in chromatogram
of reference solution S+ in terms of
absorption intensity, size and Rt value
CpegHas macca TabneTok 573,5 mr Ot 565,0 no 595,0 mr
Average weight 573,5mg 565,0 to 595,0 mg
O,
OTknoHeHue B Macce 568,8 573,0 581,3 566,6 He meHee 90% (18/20) Tabnetok MoryT
UMETb OTKINOHeHWe He bonee = 5% o7
cpefHelt maccel TabneTok, u He bonee 10%
5705 572,2 5772 5756 (2/20) TabneTok MOryT MMeTb OTKNOHEHUE
He bGonee * 10% OT cpegHel Macchbl
5753 5732 569.6 5725 TabnetokOut of 20 tablets not less than
90% (18/20) of tablets deviate from average
Uniformity of weight 5778 | 5778 | 5671 | 5729 | aplet weight by + 5% and not more than
10% (2/20) of tablets deviate from average
570,3 576,5 570,3 5813 | weight by +10%
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Mpopykt: TpenuTtan® 400, TabneTkn NPonoHrMPOBaHHOIO AEUCTBUSA, NOKPLITLHIE NNEHOYHOR obonoyHol, 400 mr - N9

10x2

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

Homep cepun / Batch number: 1NA0046

NokazaTtenu: Pesynbratbl: Hopmebi:
TESTS RESULTS SPECIFICATION

PacTtBopeHue:

In Vitro Dissolution test:

Yepes 1 uac 16% He 6onee 30%

After 1 hour 16% Maximum 30%

Yepes 4 yaca 39% Ot 30 o 50%

After 4 hours 39% 30 to 50%

Yepes 8 yacos 61% Ot 55 0o 75%

After 8 hours 61% 5510 75%

IMocTopoHHME NpuMeckH <0,3% NioBon HenpeHTMDULNPOBAHHOW NPUMECcH
< 0,5% — He bonee 0,3%;

Cymma npumeceis — He 6onee 0,5%

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

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

KonuuecteenHoe onpeaeneHne
neHTokcudunnuHa

Assay

399 mr/Tabn

399 mg/tablet

OT 380 mr o 420 mr/Tabn.

380 to 420 mg / tablet

Mukpobuonoryyeckas YyncToTa:
Microbiological purity:

O6uiee uncno aspobHbix GakTepuit 10KOE /r He 6onee 103KOE /r
Aerobic bactetia 10 CFU/g <108 CFU/g
[poxokeBble U NneceHeBble rpubhbt <10KOE /r He Gonee 10°KOE /r
Yeasts and molds <10CFU/g <102 CFU/g
Escherichia coli (8 1 1) OTcyTcTBUE/T OTcyTcTBue/r
Escherichia coli (in 1 g) Absent /g Absent /g

Packaging and labelling* Comply Must confirm Rus 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.

API Manufacturer must be:

Zentiva Private Limited, India

Piot No. 3501-3515, 6301-6313 & 16
meter road/c, GIDC Estate, Ankleshwar
— 393002, Gujarat, India.
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MpoaykT: TpeHTan® 400, TabneTkn NPONOHIMPOBaHHOIO AEWCTBUS, NOKPbIThIE NNEHOYHOR 06onoyHoi, 400 mr - N2
10x2
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x2

Homep cepwun / Batch number: 1NA0046

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.

*Tt 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 leafiet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’).

OpobpeHo k Bbinycky / Approved for release: "-ENTWA PRWATE UMI TED
Plot No.3501 to 3515, 6301 to

6313 & 16 Meter Road/C, GIDC
@Mk 27\ \0etN  Estate, Ankigshuar 363000

I[TOAITMCD, OTAEJI KOHTPOJIAI KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
damunus 0OTBETCTBEHHOIO Ileuats
Name of Authorized Signatory Company Stamp
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