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CEPTU®UKAT AHATNU3A
ANALYTICAL REPORT

Ne

;010
Date/Narta : 08.03.2021

MponykT: TpenTan® 400, TabneTk NPONOHTMPOBAHHOIO AEACTBMA, NOKpLITbIE NNEHOYHOA obonayHon, 400 Mr

Ne 10x6

Product: Trental® 400, extended release fiim-coated fablets 400 mg Ne 10x6

GMID No: 769751

Homep perucrpaunorHoro yagoctoeepenuns / Marketing authorization Number : P N014747/01
YcnoBus xpaHeuns / Storage conditions: B cyxom mecTe npu TemnepaType He Beiwe 25 °C./ In a dry place at

femperature not above 25 °C.

Homep cepun Data nponasoacrea
. 02/2021
Batch number 1NADOTO Manufacturing date
OToen , Mogex go
Department Pharmaceuticals Expiry date 01/2025
Pasmep naptun (lonydeHo
Batch size 4,00,000 Tabs. Received on 26.02.2021
Mokaszaresnu: PesynbraThbi: Hopmbi:
TESTS RESULTS SPECIFICATION
MNpoponrosateie AsosikoBeinykible | MNpoponroeatbie LBOSKOBBIMYKIThIE
Onucanve TabneTkw, NOKPbIThIE MAEHOYHOH | TABNeTkW, NOKPbITEIE MAEHOYHONH 060n04KoM
ofonoukoid Benoro upeta. C onHo# | Genoro useta. C ofHOW CTOpPOHBI TaBneTku
cTopoHbl TaBneTku rpaBuposka «ATA» | rpasupoBka «ATA»
White oblong film—coated tablets with
Deseription “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
FlopNMHHOCTE NEHTOKCUCBMNAHE CooTBeTCTBYET OCHOBHOE NMATHC Ha XpoMaTorpamme
MCNbITYEMOro pacTeopa No YHTEHCYWBHOCTY
NOFNOLIEHWS, pazMepy 1 BenuunHe Ry
LOTKHO COOTBETCTBOBATL OCHOBHOMY NATHY
Ha XxpomaTorpaMMe CTaHLapTHOrO PacTRORE
S
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 A; value
CpepHsst Macca Tabnetok 575,5 mr Ot 565,0 5o 595,0 mr
Average weight 575,5mg 565,0 to 595,0 mg
OTNOHEHWE B Mmacce He meHee 90% (18/20) Tabnetok Moryt
5709 576,8 573,9 576.8 | ymeTo oTknOHeHMe He Gonee + 5% ot
cpegHeli macckl TabneTtok, U He Gonee 10%
568.9 5739 5747 5790 | (2/20) TaBNETOK MOFYT MMETL OTKITOHEHWE HE
’ ' ' " | Gonee + 10% oT cpeaHell Macce: TabneTok
- ' 5747 | 5708 | 5858 | 579,6 | Qutof 20 tablets not less than 90%(18/20) of
Uniformity of weight tablets deviate from average Uil Weig s hy
5678 | 5867 | 580,0 | 571,0 | 3% and not more IBAiL AGE S
5717 575,8 570,9 580,0
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MpoayxT: TpenTan® 400, TalGneTkn NPONOHMPOBaHHOM AeACTBMS, NOKPLITEIE NASHOYHON 06ONOUHOH, 400 Mmr

N2 10x6

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

Homep cepun / Batch number: 1TNAOO1T0

[Mfokazarenu: PeayneTathbl: Hopmbi:
TESTS RESULTS SPECIFICATION

PacTteopenne:

In Vitro Dissolution test:

Uepes 1 vac 16% He Gonee 30%

After 1 hour 16% Maximum 30%

\epes 4 yaca 39% 07130 a0 50%

After 4 hours 39% 30 to 50%

Uepes 8 yacoe 62% Ot 55 po 75%

After 8 hours 62% 5510 75%

NocTropoHHe npuMecy < 0,3% TMioboid KeuaeHTUhDUUUMPOBAHHOW NpUMecH —
< 0,5% He bonee 0,3%;

Cymma npumeceit — He Bonee 0,5%

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

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

KonuuecTteeHHoe onpegenexne
I'leHTOKCVIQJHJ'IJ'IHHa

Assay

399 mi/rabn

399 mg / tablet

Ot 380 mr no 420 mr/ratn.

380 to 420 mg / tablet

Mukpobuonoruieckas YncToTa:
Microbiological purity:

OBuee yrcno asapobHeix BakTepuit <10KOE fr He Gonee 10° KOE /r
Aerohic bacteria
< 10CFU/g <108 CFU/g
OpoxckeBble W NNeceHeskIe rpUbhsI < 10KOE Ir He 6onee 102 KOE /r
Yeasts and molds < 10 CFU/g £102 CFU/g
Escherichia coll (8 1 1} OTcyTcTBME/T Oreyroraue/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, Gujaraf, India.

AP| Manufacturer must be:

Zentiva Private Limited, India

Plot No. 3501-3515, 6301-6313 &

16 meter road/c, GIDC Estate,
Ankleshwar — 393002, Guiarat, India.
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MpogykT: TpeHTan® 400, TabneTkM NPONOHIMPOBaHHOIO LelCTBUS, NOKPbITbIE NNEHOYHOW oBonoyHoi, 400 Mr
N2 10x6
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepun / Batch number: 1NA0010

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.

*Tt 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 leafiet artworks. Packaging is in full compliance with the Normative Document

specification and variable information is located in corresponding fields’).
ZENTIVA PRIVATE LIMITED

OpobpeHo k Beinycky / Approved for release: PiOt N03501 to 3515' 6301 to
6313 & 16 Meter Road/C, GIDG,

fi @?{\63\2@2/\ Estate, Ankleshwar-393002,
TMO/NMCD, OT/IEJI KOHTPOJIS1 KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
®aMHIIHA OTBETCTBEHHOTO [leuatn
Name of Authorized Signatory Company Stamp

*HacTosAmyM IOATBEP>KAaeTCs, YTO MAPTHsI COOTBETCTBYET TPeOOBaHMAM pas/ie/ioB
«Y1makoBKa» 1 «MapkupoBka» HopMaTuBHOI JOKYMEHTALIMN, 3aPETUCTPUPOBAHHON B
Hacrosee BpeMs B Poccuiickoit @epepanuu. (MapKkupoBKa BBIIIOJTHEHA B IOJTHOM
COOTBETCTBUY C NTOCTIEAHNMU Of0OPEHHBIMYU BEPCHAMM MaKeTOB YIIAKOBOYHBIX MAaTEpPUAIOB U
VHCTPYKUMM /I MEAVIIMHCKOTO IIPMMEHEHNA. Y TaKOBKA II0JTHOCTbI0 COOTBETCTBYET
crienudukanyy k HopMaTuBHOI JOKYMeHTaLMM, U IepeMeHHas MHPopManys HaHeCeHa B
COOTBETCTBYIOLINE MTOTIA)
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