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CEPTUOUKAT AHANTU3A
ANALYTICAL REPORT

Ne :012

Date/flata :03.08.2021
MNpoayxT: TpeHtan®, Tabnetkn, NOKPEITHIE KULWIEYHOPACTBOPUMON NnexcuHoi obonovkoil, 100 Mr, No15x4,
Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4,
GMID NO: 769798
Homep pernctpaunonHoro yaoctosepenns / Marketing authorization Number : N0O14229/01
Ycnoeus xpaHeHus / Storage conditions: B cyxom MecTe nipw Temneparype He seiwe 25 °C./ In a dry place at
temperature not above 25 °C. .

Homep cepuu Hata nponasogcTtea
Batch number 1NA0O12 Manufacturing date 07/2021
OTgen . Mopex qo
D egartm ent Pharmaceuticals Exﬁiry ﬁate 06/2025
Pasmep naptuu MonyyeHo
Batch size 21,00,000 Tabs. Received on 19.07.2021
Nokazatenu: Pesynkrarb:: Hopmbi:
TESTS RESULTS SPECIFICATION
Onucanue Kpyrnele ABOSIKOBBINYKNBE Kpyrnble ABOSAKOBLINYKNbIE TAGNETKM,
TabneTky, NokpeITeie 00ONOYKON noxpeiTeie oGonoykoi Genoro useTa
Genoro UpeTa
Description
White, round biconvex, film-coated | White, round biconvex, film-coated tableis
tablets
Bug TabneTku Ha uanome ' CoOTBETCTBYET Ha uanome BupHo sapo Benoro unm noytn
6enoro upeTa.
Appearance of tablet in break Complies White or almost white core is seen in
break,
CpepHsin Macca Tabnerok 180,5 mr CpepnHas macca Tabnetok ot 165 50185 mr
Average weight 180,5 mg 165 —-185mg
OaHopogHocTL No Macce He meHee 90% TabneTok He Bonee +7,5%
183,7 | 183,9 | 180,9 | 1843 | o1 cpenHero aHaueHun Mace! TaBreTok
He Gonee 10% tabneTtok He Gonee +15%
1786 | 182,9 | 182,0 | 179,3 | OT CPEAHETO 3HAUEHWS MaCChI TabneTok
Uniformity of weight Not less than 90 % of tablets — not more
172,2 | 176,9 | 178,8 | 178,9 | than + 7.5 % of average tablet weight. Not
more than 10 % of tablets — not more than
A .
1816 | 1795 | 1757 | 181,2 | * 19 % of average tablet weight.
181,8 | 182,8 | 184,3
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Mpoayxr: TpenTan®, TabneTsn, NoKpbLITIE KMLEYHOPacTBOPUMONR NneHouHoi abonoykor, 100 Mr, Net5x4.
P p p

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

Homep cepuu / Batch No. 1NAGO12

Mokazarenu: PesynbTarbi: Hopmel:
TESTS RESULTS SPECIFICATION

PacnagaemocTb:

Disintegration test:

1} 0,1 M pacTBop KMCNOTLI CooTteeTtcrayer 1) TabneTn He QONXHbl PACNaAaThHCA B

XNOPUCTOBOACPOAHON Te4eHue 2 yacos

In0,1 MHCI Complies Should not disintegrate for 2 hours

2) bydep, pH=6,8 10 muHyT 2) TabneTkw AOMKHE! pACNaAATLECH He
Bbonee yem 3a 60 MUHYT

In buffer pH 6,8 10 mins. Max. 60 mins.

MoANMHHOCTL:

Identification of:

MenToKCNnnMHE CooTeeTcrByeT BenuuuHa Ry ocHosHoro nAtHa (oxone 0,5)
Ha XpoMaTorpamMme UCTIBITYEMOro
pacreopa A0MKHa COOTBETCTBOBATL
BenuuuHe Ri NATHa Ha XpomarorpaMme
CTaHZAapTHOro pacTeopa (sth).

Rf value of major spot {(about 0.5) in

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

TuTana guokeuaa CooTeeTCTBYET PacTeop oKpaluMBaeTCA B KpacHb!i LigeT.

Titanium Dioxide Solution turns red.

Complies

Konu4ecTBEHHOE OnpegeneHve

neHTokcuthunIvHa
Content of Pentoxifylline

100,2 Mr neHTokcudnvHa B
ofHOW TabneTke
100,2 mg / Avg. wt. of tab.

Ot 95,0 Mr go 105,0 Mr neHToKCUhMANKHE
8 0f1HOi Tabnerke
95,0 1o 105,0 mg / Avg. wt. of tab.

[MocToponune npumecu (TCX):
Related products (FLC):

— moboi HewaeHTUBKUUKPOBAHHOM < 0,3% He Gonee 0,3%
npumecit

Any unidentified by-product < 0,3% Max. 0,3%

— CYMMapHOe CoLepXaHue npumecen < 0,5% He 6onee 0,5%
Sum of alf by-products <0,5% Max. 0,5% ;
Pacrtsopenue:

Dissolution test:

cTagua A (0,1 M pacTeop KMCROTbI 0,0% He Gonee 10%
XHOPWCTOBOQOPOAHORN), Yepes 2 .

Acid stage (A), after 2 hours 0,0% Max. 10%

cTagnsa B (Bydep, pH=6,8), yepez 45 96,2% He meHee 70% (Q)
MUH.

Buffer stage (B), after 45 mins. 96,2% Min. 70% (Q)
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MpoaykT: TpeHTan®, TabneTky, NOKPLIThIE KNLLIEYHOPACTBOPUMOI NneHovHon obonoykoi, 100 mr, Ne15x4.

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

Homep cepun / Batch No. TNA0012

Mokasartenu: PesynbTathl: Hopmei:
TESTS RESULTS SPECIFICATION
MwukpoBuonoruyeckas yncroTa:
Microbiological purity:
— A3pobHele BakTepun 30/r <10%r
Aerobic bacteria 30/g <10%g
— [dpoxckeBble U NnecHesble rpybebl <10/r <102/r
Yeasts and molds < 10/g <102/g
—E. cali OTcyTcTBYET/T OTcyTCcTBYET/I
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 to 6313 & 16
meter road/c, GIDC Estate,

API 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.

Ankleshwar-393002,
Dist. Bharuch- India.

REMARKS: I 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

Plot No.3501 to 3515, 6301 to
6313 & 16 Meter Roadl(‘ G IDP

OpobpeHo k Bbinycky / Approved for release:

QR uona o2\ et zez)
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I[MOAITMUCh, OTAEJI KOHTPOJISI KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
R. S. Trivedi
damMuIIHg OTBETCTBEHHOIO Ileuars

Name of Authorized Signatory Company Stamp
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