3enmusa lpaiieem Jlumumed / Zentiva Private Limite

CEPTUPUKAT AHATIM3A
ANALYTICAL REPORT
Ne : 014
Date/flata: 13.03.2021

MpopykT: TpeHtan® 400, TabneTkut NPONOHIMPOBREHHOIC OSACTBUA, AOKPLITHIE NNEHOYHOR oBonouro, 400 mr
N2 10x2

Product: Trental® 400, extended release film-coated tablets 400 mg N 10x2

GMID NO: 769718

Homep perucTpauunonHnoro ynocrosepenus / Marketing authorization Number ;: P N014747/01

Ycnoeuna xpaHenus / Storage conditions: B cyxoM mecTe npi Temnepatype He Bhilwe 25 °C./ In a dry place at
temperature not above 25 °C

Homep cepun Hara npoussogciea
Baich number 1NA0O14 Manufacturing date 02/2021
OTtgen . FogeHn go
Department Pharmaceuticals Expiry Date 01/2025
Pasmep naptuu flonyyeHo
Batch size 4,00,000 Tabs. Received on 01.03.2021
Nokazatenu: Pesynbrarth!: Hopmei:
TESTS RESULTS SPECIFICATION
Mpogonrogateie AeosikoebINyKNble | MNpogonrogatele ABOSKOBLINYKNbIE
Onucanne TabneTku, ACKPBITLIE NNeHovHoW | TabneTky, AICKPbIThIE NNEHOYHONA
obonoukoit Genoro upera. C opHol | ofonoukon Genoro useta. C  oOHOK
cTOpoOHbl TabneTk rpasuposka «ATA» CTOPOHBI TAGNETKW FPaBUpoBKa «ATA»
White oblong film—coated tablets with | White oblong film-coated tablets with "ATA”
Description “ATA” code word embossed on one side | code word embossed on one side and plain
and plain on the other side on the other side
[ToANYMHHOCTL NEHTOKCHMMNMHA CooTeeTcTRYET OcHoBHOE NATHO HA XPOMATOrpPamMMe
MCNLITYEMOrD pacTBOpa No MHTEHCHBHOCTH
NOrNOLEHURA, pasMepy 1 senuunHe Ry
OOMKHO COOTBETCTBOBATH OCHOBHOMY
MATHY Ha XpOMaTorpamme CTaHaapTHOro
pactsopa S1
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 R value
CpeaHaa macca TabneTok 578,6 mr Ot 565,0 no 585,0 mr
Average weight 576,6 mg 565,0 to 595,0 mg
<,
OTmxnoHexve B macce 5814 572.8 5836 570.6 He meHee 90% (18/20) Tabnetok :noryT
UMeTL OTKMNOHeHWe He Bonee %= 5% oT
cpeaKel macce! TabneTok, v He Gonee 10%
584,2 5783 578,8 581,7 (2/20) TabneTok MOTYT WUMETb OTKNOHEHWEe
He Bonee * 10% OT cpefHel maccel
580.,6 567.9 579,1 51,7 TabnetoxOut of 20 tablets not less than
) ) 90% (18/20) of tablets deviate from average
Uniformity of weight 5768 565,5 9820 | 5725 | taplet weight by + 5% and not more than
10% (2/20) of tablets deviph=itiiia erage
567,7 571,5 579,68 579,8 | weight by £10% P O 5N
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MNpogykT: TpenTan® 400, TabneTky NPeNOHMMPOBAHHOTO JeACTBUA, NOKPLITHIE NNéHoYHoR oBono4Hoi, 400 mr N9

10x2

Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x2

Homep cepwuu / Batch number: 1NA0O14

MNokazarenn: PesyneTathl: Hopmbi:
TESTS RESULTS SPECIFICATION

PacteopeHue:

In Vitro Dissolution test:

Uepes 1 vyac 16% He Gonee 30%

After 1 hour 16% Maximum 30%

Yepes 4 yaca 38% Ot 30 Ao 50%

After 4 hours 38% 30 to 50%

Yepes 8 yacos 61% Ot 55 po 75%

After 8 hours 61% 55 to 75%

MocToponHWe npumecy < 0,3% Tho6oi HenaeHTUOWLMPOBAHHON NPUMECHK
< 0,5% — He Boree 0,3%,;

Cymma npymeceit — He Gonee 0,5%

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

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

KonudecTeeHHOE onpenencyne

398 mr/rabn

OT 380 mr go 420 mrfradn.

neHToKCKHvNuHa

Assay 388 mg/tablet 380 to 420 mg / tablet
MukpoBuonormyeckan uncrora:

Microbiological purity:

O6uiee yucno azapobHex BakTepuii 20KOE Ir He Bonee 1R KOE /r
Aerobic bacteria 20CFU/g <103 CFU/g
Opoxoxeskle U nreceHeroie rpubol < 10KOE /r He Gonee 10°KOE /r
Yeasts and molds < 10CFU/g =102 CFU/g
Escherichia coli (B 1 1) Otcytcraue/r OtcytcrTaue/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 Estatasioaidashwar
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SNTIVA

MpogykT: TpeHTan® 400, TabneTk NPONoHrMPOBAHHOIO AENCTBUS, NOKPbITEIE NNEHOYHOKW oBonoyHoit, 400 mr N2
10x2
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x2

Homep cepuu / Batch number: 1NA0014

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’).

OpobpeHo K Beinycky / Approved for release: ZE NTWA PRWATE LIM'TED
Piot N0.3501 to 3515, 6301 to

6313 & 16 Meter Road/C, GIDG
Qe aleas2) Estate, Ankleshwar-393002,
TTOJITTACH, OTJIEJI KOHTPOJISI KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
DaMMIHg OTBETCTBEHHOTO TTeuars
Name of Authorized Signatory Company Stamp

*HacTrosuym MoATBep>XAaeTcsl, YTO MapTUsA COOTBETCTBYET TPeOOBAaHIAM pasenoB
«YnakoBka» 1 «MapknpoBka» HopMaTBHOI JOKYMEHTALNN, 3apEeTUCTPUPOBAHHON B
Hacrosee BpeMs B Poccuiickoit @epepanunu. (MapKupoBKa BBIIOTHEHA B IOJTHOM
COOTBETCTBIUY C OCNIEAHNMY OJOOPEHHBIMY BePCUSMM MaKeTOB YIIAKOBOYHBIX MAaT€PHAIOB U
VHCTPYKLIMM I MEAVIIMHCKOTO IPMMEHEHNA. Y TaKOBKa IIOJTHOCTBIO COOTBETCTBYET
crienyuxanyy kK HopMaTuBHON HOKYMEHTALVIN, U IepeMeHHast MHPOpMAaIys HaHeCceHa B
COOTBETCTBYIOIIVIE TIOTIA)
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