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Date/lata; 13.08.2021

MpoaykT: TpenTan®400, TabneTkm NPONCHIMPORAHHOIO ASHCTBUA, NOKPLITLHIE NNEHOUHON 0GONOYHOM, 400 Mr

N2 10x2

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

GMID NO: 769718

Howmep perncTpaunorHoro yooctoeepelun / Marketing authorization Number : P N014747/01
Yecnoeus xpaHeunn / Storage conditions: B cyxom mecTe npu Temnepatype He Bbiwe 25 °C./ In a dry place at

temperature not above 25 °C

Homep cepuun {laTa npou3BogcTsa
Batch number 1NA0022 Manufacturing date 07/2021
Otgen : lopeH oo
Department Pharmaceuticals Expiry Date 06/2025
Pazamep napTuim Mony4exo
Batch size 4,00,000 Tabs. Received on 03.08.2021
Mokaszarenm: PesynwTarThi: Hopme::
TESTS RESULTS SPECIFICATION
MpogonrosaTteie ABoakoBbINyKNble | MNpoacnroeaTbie OBOSAKOBBINYKNblE
Onucaxue TabneTkn, NOKPbITHIE nreHouHol | Tabnetiy, NOKpbLITHIE NMEeHOUYHOK
oBonodkolh bBenoro ueeta. C opHoi | oBonouyko? Benoro uweeta. C  ogHol
CTOPOHE TaBNeTkn rpaBnpoBKa «ATA» CTOPOHBL! TabneTku rpaBrpoBKa «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
MoanuHHOCTE NEHToRCHdMNNUHA Coorteercreyer OcHOBHOE NSITHO HA XpOMaTOrpaMme
WCNLITYEMOFG PACTBOPA NO WHTEHCUBHOCTH
NOTNOLEeHNs, pa3Mepy 1 BenudiHe Ry
AOMKHO COOTBETCTBORATHL COCHOBHOMY
NATHY Ha XpoOMaTorpamme CTaHAapTHOrO
pacTtesopa Si
Identification Pentoxifylline TLC Complies
Major spot in chromatogram of test selution
corresponds to major spot in chromatogram
of reference solution S1in terms of
absorption intensity, size and RBi value
CpegHtsist macca TabneTok 5749 mr OT 565,0 o 595,0 mr
Average weight 574,9 mg 565,0 to 595,0 mg
0,
OTKMoHeHue B Macce 575,7 5737 574.9 571.7 He wmenee 20% (18/20) vabnetok moryT
UMeTb OTHNOHeHWe He Bonee * 5% oT
cpegHei maccel TabneTok, U He Bonee 10%
569,2 S74.1 5768 5788 (2/20) vabreTox MOryT WMETE OTKNOHEeHWe
He Gonee + 10% oOT cpepHeit macchl
571.8 379,1 579.7 572,8 TabneTtokOut of 20 tablets not less than
90% (18/20} of tablets deviate from average
Uniformity of weight 573,5 572,1 577,1 | 5751 | taplet weight by = 5% and not more than
10% (2/20) of tablets deviate_from average
579,9 570,3 572,8 579,2 | weight by +10% TR
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MpogykT: Tpentan®400, TabneTky NpPONOHIYPOBAHHOMO ASHCTBUA, MOKPLITEIE ANEHOYHOA 0BonodHol, 400 Mr N9

10x2

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

Homep cepuy / Batch number: 1NA0G022

FlokazaTenm: Pesynbrathi: Hopwmbl:
TESTS RESULTS SPECIFICATION

PacTeopeuue:

In Vitro Dissolution test:

Yepes 1 uac 15% He Gonee 30%

After 1 hour 15% Maximum 30%

Yepes 4 yaca 38% O7 30 o 50%

After 4 hours 38% 30 to 50%

Yepes 8 yacoe 61% O7 55 no 75%

After 8 hours 61% 55 1o 75%

MocroporHue npruMecy < (,3% MoBoi HenpgeHTUMLMPOBAHHOK FIPUMECH
< 0,5% — He Gornee 0,3%;

Cymma npumeceli — He bonee 0,5%

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

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

KonuuecteeHHoe onpejeneHne
NEHTOKCUPUANNHE

Assay

398 mr/Tabn

398 mg/tablet

O71 380 mr zo 420 mr/Tabn.

380 to 420 mg / tablet

Mukpobronoryeckan yucrora:
Microbiological purity:

OBuiee uncno aspobHbix DakTepuil 10KOE /r He Bonee 103KOE /r
Aerobic bacteria 10 CFU/g <103 CFU/g
IOposcKeBBie M InecexHeskIe rpnubsl < 10KOE /v He banee 102KOE /r
Yeasts and molds < 10CFU/g s102CFU/g
Escherichia coli {8 11} OTcyTCTRME/T CreyTeTeue/r
Escherichia coli {in 1 g} Absent /g Absent /g

Packaging and [abelling* 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.

APl Manufacturer must be:

Zentiva Private Limited, India

Plot No. 3501-3515, 6301-6313 & 16
meter road/c, GIDC Estate, Ankleshwar
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MpoaykT: TpenTan® 400, TabneTkn NPONOHIrMPOBaHHOrO AEACTBUSA, NOKPbITLIE MNEHOYHOM 06ono4Hoi, 400 mr NO
10x2
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x2

Homep cepuu / Batch number: 1NA0022

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 /s in full compliance with the last
approved version of packaging and leaflet artworks. Packaging /s in full compliance with the Normative Document
specification and variable information /s located in corresponding fields’).

OpobpeHo k Beinycky / Approved for release: ZENT{VA PRWATE L[METED
géotaNg 35?&1 to 3515, 6301 to
. 1 eter RoadlC GIDC
m- RAOENL LN Egiate, Ankleshwar-393002.
I[MOAITMCE, OTAEJI KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

daMuIusg 0TBETCTBCHHOTO ITeyats
Name of Authorized Signatory Company Stamp
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Zentiva Private Limited, Plot No. 3501 to 3515, 6301 fo 6313 & 16 meter road/c,GIDC Estate, Ankleshwar-393002, £?§f, ‘* X b Indiia

Regd.Office: A-802, Crescenzo, C/38-39, G Block, 8 dra Kurla Complex, MUMBAI-400051, shira India. ENON
Corporate identity Number: U24100MH2018FTC3284 Wen&, te: www.zentiva.com Tel.(Gujaral) : +91 (2646) 668666 &y, g
TR e ’





