3enmusea [Ipateem Numumed / Zentiva Private Limited

CEPTUDUKAT AHANU3IA
ANALYTICAL REPORT

Ne

. 014
Date/llata . 09.04.2022

fMpoaykT: Tpedtan® 400, TabneTkn NPONOHIMPOBaHHOTO JEWCTBUS, NOKPLITLIE NNEHOUHON 0GoNoYHOM, 400 Mr

Ne 10x6

Product: Trental® 400, exiended release film-coated tablets 400 mg Ne 10x6

GMID No: 769751

Homep perucrpaumonnorc yaocropepenus / Marketing authorization Number | P NO14747/01
Yonosus xpanenns / Storage conditions: B cyxowm wecTe npu Temneparype He ewiue 25 °C./ In a dry place at

temperature not above 25 °C.

for Russis
Ed. No, 08

Homep cepum Hata npoussoacTea
Batch number 2NA0014 Manufacturing date 03/2022
Orgen . loped o
Department Pharmaceuticals Expiry date 02/2026
Pasmep naprun flony4yero
Batch size 4,00,000 Tabs. Received on 11.03.2022
Mokasarerm: Pesynerathi: Hopubi:
TESTS RESULTS SPECIFICATION
{lpoponrosatsie neosikosbinyknelie | Npogonrosarsie LABOSIKOBLHIYKILIS
Onucanue TabnerTu, SIOKPBITHIS ANSHOUHOW | TabneTky, nokphiThie NneHouHoH 00onouKoHh
obonovkoli Benorc useta. C ogHo# | Benoro useta. C ofHol CTOPOHL! TabneTkn
CTOpoHE! TAbneTki rpasuposka «ATA» | rpaBuporka «ATA»
_ White oblong film-coated tablets with
Description “‘ATA” code word embossed on one | White oblong film-coated tablets with “ATA”
side and plain on the other side code word embossed on one side and plain
on the other side
NopnmnrocTs neHToRcupunnuHa Cootsetcrayer OCHOBHOE NATHO Ha XPOMETOrpaMme
UCTBITYEMOTD PacTBopa o MHTEHCUBHOCTH
NOFACLIEHNR, PasMepy 1 BeninHe Rt
ACIDKHO COOTBETCTEOBETE OCHOBHOMY NATHY
Ha XPOMATOrpamme CTauaapTHOro pacTeepa
S
ldentification Pentoxifylline TLC Complies
Major spot in chromatogram of test solution
corresponds to major spot in chromatogram
of reference solution S+ in terms of absorption
intensity, size and B value
CpepHas macca Tabnetok 568,83 mr O 565,0 no 595,0 mr
Average weight 568,3 mg 565,0 to 595,0 mg
OrinoHexKe B Macee . He weree 90% (18/20) vabnerox wmoryT
564.8 569.1 566,0 5747 | ymets oTwioHenne He bonee + 5% o7
cpepHed macck 1abneror, u He Gonee 10%
570 6 567 4 560 4 570.1 | (2/20) TabneTox MOTyT UMeTE OTKIIOHEHWE He
’ ' Bonee + 10% ot cpenHeR maccht TadneTok
o ‘ 568.5 563.6 566, 1 574.1 | Out of 20 tablets not less than 90%(18/20) of
Uniformity of weight tablets deviate from average tablet weight by
" - ~ ~~ | % 5% and not more than 10% (2/20) of
568.2 565.3 570.3 567.2 tablets deviate from average weight by £10%
571,86 562.8 RCTRD. " C e g

bone
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Ne 10x6

Howmep cepun / Batch number: 2NAGGT4

Mponyxr: Tpentan®400, TabneTky NPONOHTXPOBAHHOTO SENCTBIS, NOKPBITLHIE NTNEHOUHOW 06onoUHOR, 400 mr

Product : Trental® 400, extended release film-coated tablets 400 mg N9 10%6

Movazatenu: PesynbraTl Hopubi:
TESTS RESULTS SPECIFICATION

Pacrteopenue:

in Vitro Dissolution test:

Uepes 1 yac 16% He Gonee 30%

After 1 hour 16% Maximum 30%

Yepes 4 uaca 38% 01 30 po 50%

After 4 hours 38% 30 to 50%

Yepes 8 vacos 62% 0155 no 75%

After 8 hours 82% 55 to 75%

Focroportmne npumecy < 0,3% Tio6ot HeuBeHTUDVLINPORAHHON NPUMEcH —
< 0,5% He Bonee 0,3%;

Cymma npumeceis — ve Gonee 0,5%

Organic impurities (TLC) <0,3% A. Single by products 5 0,3%;

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

KonudecTeenHoe onpepenesne

400 mrfrabn

Ot 380 mr po 420 wmr/Tabn,

nesTokcuduniimHa
Assay 400 mg / tablet 380 to 420 mg / tablet
Mukpobuonoruueckan uucTora:
Microbiological purity:
Obiuee uncno aspobueix Gaktepwit < 10KOE /v He Gonee 10° KOE /r
Aerobic bacteria

< 10 CFU/g s10° CFUfg
Opoxokesbte u Nnecexessie rpubvl < 10KOE /v He Gonee 10° KOE /v
Yeasts and molds < 10CFU/g $10° CFU/g
Escherichia coli (g 1 r) Oreyreraue/r Otcyrctamel/r
Escherichia coli (in 1 g} Absent /g Absent /g
Packaging and labslling” Comply Must confirm Rus ND

AP1
Perntoxifylline BP

Actual Manufacturer in the balch
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. 3501-8515, 8301-6313 &
16 meter road/c, GIDC Estate,

for Kussia
Fd. No. 058

Anldeshwar — 393392 Guijarat, India.
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3exsmuea lNpatieem Jlumumed / Zentiva Private Limited

Mpogykr: TpenTan® 400, TabneTiu NPONOHFUPOBAHHOrO ASRCTBUA, NOKPLITLIE NNEHOUNON 06onoUHON, 400 Mr
NC 10x6

Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Howmep cepun / Batch number; 2NAGO14

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 leafiet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’).
ZENTIVA PRIVATE LIMITED

Onobpero k Binycky / Approved for release: Plot No.3501 to 3515, 6301 {0

6313 & 16 Meter Road/C, GIDC
m@q\m\uw Estate, Ankleshwar-393002.
NOJIIMCH, OTJIEN KOHTPOJISI KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

DaMuIus OTBETCTBEHHOTO [leuats

Name of Authorized Signatory Company Stamp
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