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ANALYTICAL REPORT
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Date/ata :19.10.2021
MpoaykT: TpeHTan®, TabneTku, MOKPbIThIE KULLEYHOPACTBOPUMOIA NMeHouYHoR 06onoykoit, 100 Mr, Ne15x4.
Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.
GMID NO: 769798
Homep peructpaumoHHoro ynocrosepeHus / Marketing authorization Number : N014229/01
Ycnoeusa xpaHeHus / Storage conditions: B cyxom mecTe npu temneparype He Boiwe 25 °C./ In a dry place at
temperature not above 25 °C. .

Howmep cepum [ata npoussoacTea
Batch number 1NA0017 Manufacturing date 0220zl
OTtpen . [lopeH go
Department Pharmaceuticals Expiry date 08/2025
Pasmep naptum MonyuyeHo
Bateh 828 21,00,000 Tabs. Regaiied o 25.09.2021
Mokasartenu: PesynbTatbl: Hopmbi:
TESTS RESULTS SPECIFICATION
Onwncaxune Kpyrnble ABOSKOBbINy Kbl Kpyrnble fBosikoBbINyKrble TabneTku,
TabneTkn, NokpbITbIe 060104KO nokpbITble obonoykoi Henoro LgeTa
6enoro upeta
Description
White, round biconvex, film-coated | White, round biconvex, film-coated tablets
tablets
Bwupg TabneTkn Ha nsnome CooTBeTCTBYET Ha nsnome BugHo sapo 6enoro unu noytu
6enoro ugeTa.
Appearance of tablet in break Complies White or almost white core is seen in
break.
CpenHsia macca TabneTok 179,1 mr CpepHsas macca TabneTok oT 165 o185 mr
Average weight 179,1 mg 165 —-185mg
OpHOPOAHOCTbL MO Macce He menee 90% TabneTok He Bonee +7,5%
178,3 | 179,2 | 176,9 | 178,9 | o1 cpegHero sHaueH!s Maccsl TabneTok
He 6onee 10% TtabneTok He 6onee +15%
1803 176.4 176.4 177.4 OT CpefHero sHa4eHna Mmacchbl TabneTtok
Uniformity of weight Not less than 90 % of tablets — not more
180,5 | 179,4 | 181,1 | 182,1 | than = 7.5 % of average tablet weight. Not
more than 10 % of tablets — not more than
A ;
1837 | 1758 | 1822 | 1758 =+ 15 % of average tablet weight.
178,3 | 178,0 | 180,2 180,6
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MpopykT: TpeHTan®, TabneTku, NOKPbITbIE KALLEYHOPACTBOPUMOIA NIeHOYHOM o6onoykoit, 100 mr, Ne15x4.,

Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.
Homep cepuu / Batch No. 1INA0017

MokasaTenu: PesynbTaThi: Hopmbi:
TESTS RESULTS SPECIFICATION
PacnagaemocTb:
Disintegration test:
1) 0,1 M pacTtsop KMcnoThbl CooTeeTcTBYET 1) TabneTkn He JOMKHbI pacnagaTeCs B
XINOPUCTOBOL,0POAHOA TeyeHve 2 Yacos
In 0,1 M HCI Complies Should not disintegrate for 2 hours
2) bydoep, pH=6,8 15 MyHYT 2) TabneTkn J0IKHBI pacnagaTtbCs He
Bonee yem 3a 60 MUHYT
In buffer pH 6,8 15 mins. Max. 60 mins.
MopnMHHOCTL:
Identification of:
MeHTOKCUDWNNHA CooTBeTCTBYET Benwnunna Rr ocHosHOro nstHa (okono 0,5)

Ha XxpomaTorpamme WCrMbITyeMoro
pacTBopa [oSKHa COOTBETCTBOBATH
BenunynHe R nATHa Ha XpomaTorpamme
cTaHgapTHoro pacteopa (st1).

Rf value of major spot (about 0.5) in
Pentoxifylline Complies chromatogram of test solution corresponds
to R value of the spot in chromatogram of
reference standard (st1).

TwTtaHa anokcnaa CooTBeTCTBYET PacTtBop okpaluvMBaeTcs B KpacHbIN LBET.
Titanium Dioxide Solution turns red.

Complies
Konun4ecTtBeHHoe onpeaenexme 100,4 Mr neHTOoKCMdWNnNuHa B Ot 95,0 Mr go 105,0 Mr neHToKCUdMANnHa
neHToKkcudunanHa opfHovi TabrieTke B OfHOW TabreTke
Content of Pentoxifylline 100,4 mg/ Avg. wt. of tab. 95,0 to 105,0 mg / Avg. wt. of tab.

MocTtopoHHue npumeck (TCX):
Related products (TLC):

— ntoboii HemaeHTUDULMPOBaHHOM <0,3% He Gonee 0,3%
npumecu
Any unidentified by-product <0,3% Max. 0,3%
— CyMMapHoe cojepyaHune npumecen <0,5% He 6onee 0,5%
Sum of all by-products <0,5% Max. 0,5%
PacTtBopeHue:
Dissolution test:
cragus A (0,1 M pactBop KMCnoTbI 0,0% He 6onee 10%
XII0PUCTOBOAOPOAHON), Yepes 2 Y.
Acid stage (A), after 2 hours 0,0% Max. 10%
cragus B (6ydep, pH=6,8), uepes 45 97,2% He meHee 70% (Q)
MUH.
Buffer stage (B), after 45 mins. 97,2% Min. 70% (Q)
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MpoaykT: TpeHTan®, TabneTku, NOKPbITLIE KALLEYHOPACTBOPUMOIA NNeHo4YHoi o6onoukoit, 100 mr, Ne15x4.,

Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.
Howmep cepwum / Batch No. 1INA0017

Moka3aTtenu: PesynbTaTthbi: Hopmbi:
TESTS RESULTS SPECIFICATION

Mwukpobuonoruyeckas yncrora:

Microbiological purity:

— A3pobHble baktepuu 10/r <10%/r

Aerobic bacteria 10/g <10%g

— [poxoKeBble 1 NecHeBble rpubhbl < 10/r <102/r

Yeasts and molds <10/g <102/g

—E. coli OtcyTcTtByeT/Ir OtcyTcTBYeT/I

E. coli Absent/g Absent/g

Packaging and labelling* Comply Must confirm Rus ND

API Actual Manufacturer in the batch API Manufacturer must be:

Pentoxifylline BP Zentiva Private Limited, Plot No. Zentiva Private Limited, Plot No. 3501 to
3501 to 3515, 6301 to 6313 & 16 3515, 6301 to 6313 & 16 meter road/c,
meter road/c, GIDC Estate, GIDC Estate, Ankleshwar-393002, Dist.
Ankleshwar-393002, Bharuch- India.
Dist. Bharuch- India.

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

ficati d variable information is located i aing fields’).
specification and variable information is located in corresponding fields’). Z E N T}VA PRW’ATE LIM”ED

Plot No.3501 to 3515, 6301 to

6313 & 16 Meter Road/C, GIDC

Muvzx \a\\v\202) Estate, Ankleshwai-393002.
TIOAIINCH, OTAEJI KOHTPOJIAA KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

OpobpeHo k Bbinycky / Approved for release:

R. S. Trivedi
daMuIMsg OTBETCTBEHHOTO
Name of Authorized Signatory
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