3enmuea lNpaiisem Jlumumed / Zentiva Private Limited

CEPTUOUKAT AHANTU3A
ANALYTICAL REPORT

Ne

: 044
Date/data: 21.10.2021

Mpopykr: Tpextan®400, TabneTku NPONOHMMPOBaHHOTO AENCTBUS, NOKPLIThIe NNEHoUHOK o6onoyHon, 400 mr

N2 10x2

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

GMID NO: 769718

Homep perucrpaumoHHoro yaoctosepenus / Marketing authorization Number : P N014747/01
YcnoBua xpaHenus / Storage conditions: B cyxom mecTe npu Temnepatype He Bbie 25 °C./ In a dry place at

temperature not above 25 °C

Homep cepum [ata nponssogcTtea
Batch number 1NA0044 Manufacturing date 10/2021
Otgen . "opeH no
Department Pharmaceuticals Expiry Date 09/2025
Pasmep naptum Mony4yeHo
Batch size 4,00,000 Tabs. Received on 08.10.2021
Mokasarenu: Pe3ynbTarhbi: Hopmbi:
TESTS RESULTS SPECIFICATION
flpogonrosaTsble ABOsKOBbINYyKnbie | Mpoaonrogatbie ABOSIKOBbINYKIbIE
Onucakue TabneTku, MOKPbIThIE nneHouHon | Tabnetku, NOKpBIThIE NAeHOYHOR
oBonoukoir Benoro useTa. C ogHoi | obonoukoih OGenoro wugeta. C  ofHOM
CTOPOKEI TabneTku rpasuposka «ATA» CTOPOHbI TabneTku rpaBuposka «ATA»
White oblong film—coated tablets with | White oblong film-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
MoANMHHOCTE NEHTOKCUUITIMHA CootBetcTByeT OcHOBHOE NATHO Ha XpomaTorpaMmme
UCTBITYEMOro PacTBoOpa 110 UHTEHCUBHOCTH
NOFNoLLeHuUs, pasmepy 1 BennynHe Ry
LOJDKHO COOTBETCTBOBATH OCHOBHOMY
NATHY Ha XpomarorpaMmme CTaHAapTHOro
pacTteopa S4
Identification Pentoxifylline TLC Complies
Major spot in chromatogram of test solution
corresponds to major spot in chromatogram
of reference solution S1 in terms of
absorption intensity, size and Rt value
CpepHsia macca TabneTok 571,5 mr 071 565,0 8o 595,0 mr
Average weight 571,5 mg 565,0 to 595,0 mg
Q,
OTknoHeHue 8 macce 5712 5725 564,6 5684 He wmenee 90% (18/20) rabneTtok MmoryT
UMETb OTkNOHeHue He Oonee * 5% orT
cpepHell macckl TabneTok, u He Gonee 10%
5731 5734 5738 5793 (2/20) TabneTok MOryT UMETb OTKIIOHEHMue
He Oonee + 10% oOT cpeaHe# Macchl
566.9 563,6 5748 570,0 TabnetokOut of 20 tablets not less than
90% (18/20) of tablets deviate from average
Uniformity of weight 576,6 574,7 569,3 566.6 | tablet weight by + 5% and not more than
10% (2/20) of tablets deviate from average
564,4 574,6 577,7 5744 | weight by =10%
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MpopykT: TpeHTan®400, TabneTku NPONOHIMPOBAHHOIO AEUCTBYSA, NOKPbIThIE NNEHOYHON obonoyHoi, 400 mr

10x2

Ne

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

Homep cepun / Batch number: 1NA0044

MokazaTenu: Pesynbtathl: Hopmsi:
TESTS RESULTS SPECIFICATION

PacTtBopeHue:

In Vitro Dissolution test:

Uepes 1 yac 16% He 6onee 30%

After 1 hour 16% Maximum 30%

Uepes 4 uaca 37% OT 30 no 50%

After 4 hours 37% 30 to 50%

Uepes 8 yacos 62% 0155 80 75%

After 8 hours 62% 5510 75%

[MocTropoHHue npumecu <0,3% ToBoit HemaeHTUDULIMPOBAHHON NpuMecK
< 0,5% — He Bonee 0,3%;

Cymma npumeceir — He 6onee 0,5%

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

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

KonuyecTBeHHOE onpeaeneHue
neHTokcudunnuHa

Assay

398 mr/Tabn

398 mg/tablet

Ot 380 mr po 420 mr/Tabn.

380 to 420 mg / tablet

MukpoGuornoruyeckas uucroTa:
Microbiological purity:

O6uwee uncno aspobHeix HakTepuin 10KOE /r He Gonee 108 KOE /r
Aerobic bacteria 10 CFU/g <102 CFU/g
LpoxcokeBbie 1 nneceHesble rpubbl <10KOE /r He Gonee 10°KOE /r
Yeasts and molds <10CFU/g <102 CFU/g
Escherichia coli (8 1 1) OTcyTeTane/r OTtcyTcTBue/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

FOYE0 “Crio

API Manufacturer must be:

Zentiva Private Limited, India

Plot No. 3501-3515, 6301-6313 & 16
meter road/c, GIDC Estate, Ankleshwar
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Zentiva Private Limited, Plot No. 3501 o 3515, 830110 6313 & 16 n

— 393002, Gujarat, India. .

.| —393002, Guijarat, India.
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MpoaykT: TpeHTan®400, TabneTky NPONIOHIMPOBaHHOTO AEWCTBMUS, NOKPbIThIE MEHOYHON oBorodHon, 400 mr N9
10x2
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x2

Homep cepun / Batch number: 1NA0044

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’).

OpobpeHo k Bbinycky / Approved for release: ZEN ¢ IVA PR‘VATE LIM” &-
Plot No.3501 to 3515, 6301 to
—_— 6313 & 16 Meter Road/C, GIDC
Mm&% >\\\o\202) Estate, Ankleshwar-393002.
TITOJITMCDH, OTIEJI KOHTPOJIAA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

DaMHUINI OTBETCTBEHHOIO Tleyats
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