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CEPTU®UKAT AHAJTIN3A
ANALYTICAL REPORT

Ne

. 036
Date/data: 14.10.2021

MpogyxkT;: Tpentan® 400, TabneTky NPONOHMMPOBAHHOMO ASACTBWA, NOKPLITEIE NnéHovHoR oBonovHoi, 400 mr

Ne 10%6

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

GMID No: 769751

Howmep perucrpaumnorHoro yoocroepenun / Marketing authorization Number : P NO14747/01
Ycnoeust xpaHenun / Storage conditions: B cyxom mecrte npu Temnepatype He Beiwe 25 °C./ In a dry place at

temperature not above 25 °C.

Homep cepuu INADGO36 [ata Npou3BOACTEA 09/2021
Batch number Manufacturing date
Otaoen . lopeH po
D egartm ent Pharmaceuticals Exﬁiry fi‘ate 08/2025
Paamep naptim [Nonyvexo
Batch size 4,00,000 Tabs. Received on 29.09.2021
lNokazaTtenu: PesynsTarhbl: Hopwmbi:
TESTS RESULTS SPECIFICATION
MpoaonrosaTsie ABOSKOBbINYKNbe | Tlpogonroeartbie ABOAKOBBINYKILIE
Onucanue Tabneriy, NoKpeITEle  NNEHOYHOR | TabneTtkw, NOKpLITEIe ANEHOYHOW ODGNOMKONA
obonoukol Genoro upeta. C ogHoit | Genoro useTta. C 0gHOW CTOPOREI TabneTku
CTOPOHBI TabNeTku rpabBupoeka «ATA» | rpasuposka «ATAR
White oblong film-coated tablets with
Description “ATA” code word embossed on one | White oblong film-coated tablefs with “ATA”
side and plain on the other side code word embossed on one side and plain
an the other side
MNoanvHKOCTE NeHTOKCUMKANNHE CooTeeTcTBYET OCHOBHOE NATHO Ha XpoMaTorpamme
MCMBITYEMOIG PacTBOpa NG UHTEHCHBHOCTH
AOrNoWeHUs, pasmepy 1 senudvHe Ry
HOMKHO COOTBETCTBOBATL OCHOBHOMY MATHY
Ha XpOMaTorpamMme CTaHgapTHOFO pacTeopa
54
Identification Pentoxifylline TLC Complies
Major spot in chromatogram of test solution
corresponds to major spot in chromatogram
of reference solution S1in terms of absorption
intensity, size and Ry value
CpepHss macca Tabnetok 572,5wr OT 565,0 go 595,0 mr
Average weight 572,5mg 565,0 to 595,0 mg
OTKNOHEHWE B Macce He wmenee 90% (18/20} tabneTtok MoOryT
569,6 567.6 568.6 5759 | umers oTknowewue e Gonee + 5% ot
cpepHe maccel Tabnetok, W He bonee 10%
570,0 5715 5727 574,1 {2/20) TabneTox MoryT w:qe'rb OTKNOHEHYE He
6onee + 10% ot cpeaHel Macchl TabneTok
o ' 5786 | 576,0 973,4 | 569,5 | Outof 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
577.1 570.8 5721 577.3 tablefs deviate from average weight by +10%
572.0 5731 568,6 571,85
10- "G4
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N2 10x6

Homep cepuu / Batch number: INA0D36

MpoaykT: TperTan®400, TaBneTky NPOMOHIMPOBAHHOMC SeRCTBUS, NOKPLITEIE NNEHoUHOR oBonodHoR, 400 mr

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

NokazaTenu: Pe3ynbTarhl: Hopmer:
TESTS RESULTS SPECIFICATION

PacTeopeHue:

In Vitre Dissolution test:

Yepes 1 vac 16% He Gonee 30%

After 1 hour 16% Maximum 30%

Yepes 4 vaca 39% Ot 30 go 50%

After 4 hours 39% 30 to 50%

Yepes 8 vacos 62% Ot 55 po 75%

After 8 hours 62% 55 to 75%

[TocTopoHHHE NpUMecH <0,3% NioBoi HewpeHTUbUUMPOBaHHOR NPpUMecH —
< 0,5% He Bonee 0,3%;

Cymma npumecei — ve Bonee 0,5%

Organic Impurities (TLC) <0,3% A. Single by products £ 0,3%;

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

KonvuecTteelHoe onpejeneHue
HEHTDKCHdJHHRMHa

Assay

400 mritabn

400 mg / tablet

OT 380 mr go 420 mr/Tabn.

380 to 420 mg / tablet

MukpoBbuonorudeckas YncToTa:
Micrabiological purity:

OBwee uvcno aapobublix Gakrepui <10KQE Ir He Gonee 10% KOE /r
Aerobic bacteria
<10CFU/g £10°CFU/g
Opoxoxesble 1 nieceHesbie rpubst <10KQE Ir He Gonee 10% KOE /r
Yeasts and molds < 10 CFU/g =102 CFU/g
Escherichia cofi (8 1 1} Otcytersue/r OTeyTcTavel/r
Escherichia coli (in 1 g) Absent /g Absent /g
Packaging and labelling* Comply Must confirm Rus ND

API
Pentoxifylline BP

Actual Manufacturer in the batch
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. 3501-3515, 6301-6313 &

16 meter road/c, GIDC Estate,
Ankleshwar — 383002, Gujarat, India.
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MpopykT: TpeHTan®400, TabneTku NPONOHrMPOBAHHOIO AENCTBUSA, MOKPLITEIE NNEHOYHON 0BonoyHorn, 400 Mr
N° 10x6
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepwum / Batch number: 1NA0036

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

spedification and variable information is located in corresponding fields’).
’ P TS ZENTIVA PRIVATE LIMITED
Opo6peHo k Bbinycky / Approved for release: Plot No.3501 to 3515, 6301 to
; 6313 & 16 Meter Road/C, GIDC
(m \W\\0\202\  Estate, Ankleshwar-393002.
ITOAITUCE, OTAEJI KOHTPOIJISI KAHECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
@amMuIMs OTBETCTBEHHOTO [leuarts
Name of Authorized Signatory Company Stamp
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