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3enmuea lNpateem Jlumumed / Zentiva Private Limited

CEPTUOUKAT AHANU3A
ANALYTICAL REPORT

Ne :018
Date/[lata :21.10.2021

Mpoaykr: TpeHTan®, TabneTku, NOKPLITHIE KMLLIEYHOPACTBOPUMON NNeHOYHOR oGonoukoit, 100 mr, Ne15x4.
Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.

GMID NO: 769798

Homep peructpaumoHHoro ygocrosepeHus / Marketing authorization Number : N014229/01
Ycnosus xpaHeHus / Storage conditions: B cyxom mecte npn Temneparype He Beiwe 25 °C./ In a dry place at

temperature not above 25 °C. .

Homep cepuu [data npoussoacrea

Batch number 1NA0018 Manufacturing date 09/2021

Otoen : ['oAeH Ao

Department Pharmaceuticals Expiry date 08/2025

Pasmep naptuu MoryyeHo

Batch size 21,00,000 Tabs. Received on 25.09.2021

Mokasarenmu: PesynbTarbi: Hopmbi:
TESTS RESULTS SPECIFICATION

Onucanue Kpyrnsie aBoskoBbINyKNbie Kpyrrble 4BosSKOBbINyKnble TabrneTky,
TabneTkun, NoKpbIThie 060MN0YKOIA nokpbiTeie 0bonouko# Genoro LseTa
Benoro ugeTa

Description

White, round biconvex, film-coated
tablets

White, round biconvex, film-coated tablets

Bupa Tabnetkn Ha usnome CooteeTcTBYET Ha nanome suaHo sapo Benoro unu nodtu
Henoro ugeTa.

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

CpegHsa macca Tabnetok 178,7 mr gﬁ::l.-lﬂﬂ macca TabneTok oT 165 A0185 mr

Average weight 178,7 mg 165 —-185mg

O4HOPOAHOCTL NO Macce

Uniformity of weight

174,7 | 180,0 | 179,7 | 1824

176,0 | 1773 | 1814 | 179,0

177,5 | 1759 | 1782 | 1758

179,2 | 1753 | 182,55 | 181,9

181,2 | 1791 178,3 | 178,2

He meHee 90% TabneTok He Bonee +7,5%
OT CpefHero 3HaveHus maccet TabneTok
He bonee 10% Tabnetok He Gonee +15%
OT CpejlHero 3HadeHusi Maccot TabneTok

Not less than 90 % of tablets — not more
than + 7.5 % of average tablet weight. Not
more than 10 % of tablets — not more than
+ 15 % of average tablet weight.
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3enmusa lNpaiieem JlTumumed / Zentiva Private Limited

MpoaykT: TpeHTan®, TabneTku, NOKPbLITbIE KULIEYHOPACTBOPUMON NAeHOUYHO! 060nouKoi, 100 Mr, Ne15x4.

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

Homep cepuu / Batch No. 1NA0018

Mokasarenu: PesynsTaTthl; Hopmbi:
TESTS RESULTS SPECIFICATION

PacnagaemocTs:

Disintegration test:

1) 0,1 M pacTBop KUCMOTh! CooteTcTBYET 1) TabneTtkn He ZOMKHBI pacnasaTbes B

XMNOPUCTOBOAOPOSHOWM TEYEHWE 2 4acos

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

2) bydep, pH=6,8 18 MuHYT 2) TabneTkn JoMKHBI pacnajfaTbCs He
Bonee uem 3a 60 MUHYT

In buffer pH 6,8 18 mins. Max. 60 mins.

MoanuHHoCTb:

Identification of:

MNeHToKkCUdmnnuHa CooTtseTcTBYET BenuunHa Rr ocHoBHoro natHa (okono 0,5)
Ha XpomaTorpaMme UCMbITYEMOTo
pacTsopa AOIMKHa COOTBETCTBOBATH
BenudnKe Rf NnATHa Ha xpomaTtorpammMe
craHpapTHoro pacreopa (sti).

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 (st1).

TutaHa puokecuaa CooTtBeTcTBYET PacTeop okpalumMBaeTCs B KPACHbIA LiBET.

Titanium Dioxide Solution turns red.

Complies

KonunyecteeHHoe onpegenexue
neHTokendusinnHa
Content of Pentoxifylline

100,0 Mr neHTokcudunnvHa B
ofiHOV TabneTke
100,0 mg/ Avg. wt. of tab.

OT1 95,0 Mr go 105,0 Mr neHTokcucunnmHa
B 0AHOW TabneTke
95,0 to 105,0 mg / Avg. wt. of tab.

MoctoporHue npumecn (TCX):
Related products (TLC):

~ N0BoK HeuaAeHTMDULMPOBAHHON < 0,3% He Gonee 0,3%
npumecu

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

-~ CyMMapHoe cofepanune npumecei <0,5% He 6onee 0,5%
Sum of all by-products <0,5% Max. 0,5%
PacTBopenue:

Dissolution test:

cragua A (0,1 M pactBop kucnotel 0,0% He 6onee 10%
XI0PWUCTOBOAOPOLHOM), Yepes 2 4.

Acid stage (A), after 2 hours 0,0% Max. 10%
cragus B (Bydep, pH=6,8), uepes 45 95,9% He meHee 70% (Q)
MUH.

Buffer stage (B), after 45 mins. 95,9% Min. 70% (Q)
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3enmusa lNpatisem Jlumumed / Zentiva Private Limited

MpoaykT: TpeHTan®, TabneTku, NOKPbITbIE KMLLEYHOPACTBOPMMON NieHo4Ho obonoykoit, 100 mr, Ne15x4.

Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.
Homep cepun / Batch No. 1INA0018

Mokasarenu: PesynbTtaTthbi: Hopmbi:
TESTS RESULTS SPECIFICATION

Mwukpobuonoruyeckas yicroTa:

Microbiological purity:

— A3spobHble bakTepun < 10/r <10%/r

Aerobic bacteria <10/g <10%g

— [lpoxokeBble v NecHeBble rpubbl <10/r <102/r

Yeasts and molds <10/g <10%/g

—E. coli OrtcyTtcTByeT/r OtcyTtcTBYeET/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
specification and variable information is located in corresponding fields’).

ZENTIVA PRIVATE LinTER
OpnobpeHo k Bhinycky / Approved for release: P'Ot N0'3501 to 3515, 6301 to

6313 & 16 Meter Road o
e 2 \\\o\Z\  Estate. Ankfeshwar-SQg%bSmL
TIOJITTNCH, OT/EJI KOHTPOJISI KAUECTBA '

AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

damMuIug OTBETCTBEHHOTO Ileyats

Name of Authorized Signatory Company Stamp
for Russia

Ed. No. 08

Zentiva Private Limited, |
e A
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