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CEPTUOKWKAT AHATIAZA
ANALYTICAL REPORT

Ne :002
Date/llata :03.05.2021

Mpogykr: TpeHTan®, TabneTsy, NOKpLITEIe KULWLeYHOpacTBOpUMOi nneHouHol oBonovkoi, 100 mr, Ne15x4,
Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.

GMID NO: 769798

Homep peructpauvoHHore yaooctoeepenun / Marketing authorization Number : N0O14225/01
YcnoBua xpaHeHun / Storage conditions: B cyxoMm MecTte npu Temnepatype He eelwe 25 °C./ In a dry place at

temperature not above 25 °C. .

Homep cepun Hara npoussoacTea

Batch number 1NA0002 Manufacturing date 04/2021

Orpen . lopgeH fo

Department Pharmaceuticals Expiry date 03/2025

Pasmep naptum MonyyeHo

Batch size 21,00,000 Tabs. Received on 15.04.2021

FlokazaTtenmu: Pesynsrartkn Hopmet:
TESTS RESULTS SPECIFICATION

OnucaHue Kpyrnsie ABOAKOBLINYKNLIE Kpyrnble peosikoBbinyknbie TabneTku,
TabneTy, nokpeITsie obonoukoR nokpelTele obonodkoi Benoro ueeTa
Genoro useTta

Description

White, round biconvex, film-coated
tablets

White, round biconvex, film-coated tablets

Bua Tabnetkun Ha nanome CooTeeTcTBYET Ha nanome BngHo sapo Genoro KK No4YTK
BGenoro LeeTa.

Appearance of tablet in break Complies White or almost white core is seen in

CpegnHag macca TabneTox 180,2 mr tér::}.[:l-iﬂﬂ macca Tabnetok oT 165 00185 mr

Average weight 180,2 myg 165 - 185 mg

OAHOPO.E{HOCTI: no Macce

181,56 | 181,5 | 180,3 | 176,8

1754 | 184,0 | 1783 | 1772

He menee 90% rabnetox He Gonee +7,5%
0T CpeaHero aHaqeHus Macck Tabnerok
He 6onee 10% rabnetok He Honee +15%
OT CPeAHEero 3HayeHws maccel TabneTok

Uniformity of weight Not less than 90 % of tablets — not more
178,7 | 181,2 | 180,0 | 184,2 | than + 7.5 % of average tablet weight. Not
more than 10 % of tablets — not more than
o h

1809 | 1793 | 184,0 | 1837 = 15 % of average tablet weight.
181,0 | 1776 | 180,2 | 178,8 30- "¢
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3enmusa lpateem Jlumumed / Zentiva Private Limited

MpoaykT: TpenTan®, TabneTky, NOKPLITEIE KMWEYHOPACTBORUMONA NiteHoYHON obonovkoi, 100 mr, N2t5x4,

Product: Trental®, enteric film-coated tabiets 100 mg, Ne15x4.

Homep cepun f Batch No. TNA00D2

lMokazarenm: PezyneTarthbi: Hopmbi:
TESTS RESULTS SPECIFICATICN

PacnagaemocTh:

Disintegration test:

1} 0,1 M pacTeROp KMCNOTE! CooTBeTCTBYET 1) TabneTky He AOMKHLI pPacnagaThca B

XINOPUCTOBOAOPOSHOM TeueHue 2 4acos

In 0,1 M HCI Complies Should not disintegrate for 2 hours

2} bydrep, pH=6,8 14 MUHYT 2) TaBneTku AONKHB PACNaNaTLCA He
Gonee yem 3a 60 MmuHyT

in buffer pH 6,8 14 mins. Max. 60 mins.

MNoANMHHOCTG:

identification of:

MeHTokeuchnnuHa Cooraercreyer BernnuuHa Rt ocHoeHoro naTHa (okono 0,5)
Ha XpOMaTorpamme WCrbITYEMOTro
pacTeopa A0MKHA COOTBETCTBOBATh
senuuuHe Ry nATHA Ha xpomarorpamMme
CTaHaapTHOro pacTeopa (sti).

Rf value of major spot (about 0.5) in

Pentoxifylline Complies chromatogram of test solution corresponds
to Rr value of the spot in chromatogram of
reference standard (st1).

TwutaHa guokeuaa CooTteercreyer PacTBop oKpaiLUMBaeTcs B KpacHsIli LBeT.

Titanium Dioxide Solution turns red.

Complies

KonuuyecrsexHoe onpenenexine

NeHToKCHunNnHa
Content of Pentoxifylline

100,3 mr nedTokcudunanHa B
0AHOW TabneTke
100,3 mg / Avg. wt. of tab.

OT 95,0 mr go 105,0 mr nenToxchdumrinmHa
B 0AHOW TabneTke
95,0 to 105,0 mg / Avg. wt. of tab.

[Mocroponrue npumecu (TCX):
Related products {TL.C):

— moboi HenaeHTUhULIMPOBAHHOA <0,3% He bonee 0,3%
npumecu
Any unidentified by-product < 0,3% Max. 0,3%
— CYMMapHOe COAeRXaHne npuMmecei < 0,5% He Sonee 0,5%
Sum of ali by-products < 0,5% Max. 0,5%

180 “CA}
Pacteopenve: B
Dissolution test: ¢ ' a:
ctagua A (0,1 M pacTeop KKMCnoTht 0,0% He Bonee 1054/ N y
XKNOPUCTOROAOPOLHOR), Yepes 2 u. A
Acid stage (A), after 2 hours 0,0% Max. 10% = . i
ctagua B (Bydep, pH=6,8), vepes 45 95,3% He menee 0% ‘ e
MUH. A
Buffer stage (B), after 45 mins. 95,3% Min. 70% (G, =\
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3eHmusea lNpaiieem Jlumumed / Zentiva Private Limited

MpoaykT: TpeHTan®, TabneTkn, NOKPLITEIE KWLLEYHOPaCcTBOPUMOW NneHovHon obonoykoi, 100 mr, Ne15x4.

Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.

Homep cepuu / Batch No. TNA0002

Mokazartenu: PezynbTarhbi: Hopmbi:
TESTS RESULTS SPECIFICATION
Mwukpobuonoruyeckas uicroTa:
Microbiological purity:
— AspobHble Baktepun 10/r <10%r
Aerobic bacteria 10/g <10%g
— [poxckeBble W NNecHeBble rpubbl <10/ <102/r
Yeasts and molds <10/g <10%/g
— E. coli OtcyTteTtayeT/ OTeyTeTByeT/
E. coli Absent/g Absent/g
Packaging and labelling* Comply ‘Must confirm Rus ND

API
Pentoxifylline BP

Actual Manufacturer in the batch
Zentiva Private Limited, Plot No.
3501 to 3515, 6301 t0 6313 & 16
meter road/c, GIDC Estate,
Ankleshwar-393002,

Dist. Bharuch- India.

APl Manufacturer must be:

Zentiva Private Limited, Plot No. 3501 to
3515, 6301 to 6313 & 16 meter road/c,
GIDC Estate, Ankleshwar-393002, 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
specification and variable information is located in corresponding fields’). _
ZENTIVA PRIVATE LIMITED

Opo6peHo k Beinycky / Approved for release: g;q‘taNg 13 65 [b)}ettg? lg:)g‘d[ﬁg?éitgc,

rrelease:
@&w@ur 03\“5\2” 2\ Estate, Ankleshwar-323002.

[NOAITUCH, OTAEJI KOHTPOJIAA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
R. S. Trivedi
damMuIHs OTBETCTBEHHOTO
Name of Authorized Signatory

Ileuats
Company Stamp
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