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CEPTUOUKAT AHAJTU3A
ANALYTICAL REPORT
Ne :010

Date/flata :08.02.2021
NpoaykT: TpeHTan®, TabneTku, NOKPLITEIE KAWEYHOPACTBORUMON NNeHoMHOW obonodkoi, 100 mr, Ne10x6
{Ne15x4).
Product: Trental®, enteric film-coated tablets 100 mg, Ne10x6 (Ne15x4).
GMID NO: 769798
Homep perucTpaunoHHoro yaoctosepenus / Marketing authorization Number : N014229/01
Ycnoeua xpaHeHun / Storage conditions: B cyxom mecte npu TemnepaTtype He Boiwe 25 °C./ In a dry place at
temperature not above 25 °C. .

Homep cepun lara npouseogcTea

Batch number ONACO10 Manufacturing date 12208

Otpen ) fopeH po

Department Pharmaceuticals Expiry date 11/2024

Paamep napTun Mony4ero

Batch size 21,00,000 Tabs. Received on 12.01.2021

Mokasarenu: Peayneratb: Hopmbi:
TESTS RESULTS SPECIFICATION

Onucanne Kpyrnbie ABoAKOBLINYKNbIE Kpyrnbie geoakoBeInyknsie TabneTku,
TabneTku, NokpeITee 0GONOYKORA nokpsiteie 0Bonodkol Benoro useTa
Henoro ueera

Description

White, round biconvey, film-coated
tablets

White, round biconvex, film-coated tablets

Bua TabneTkn Ha wanome CooTeeTcTeyeT Ha nanome eugHo sppo 6enore unu nouTu
Benoro usera.

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

Cpeanss macca TabneTok 179,0 mr bCT::;mn macca tabnetok ot 165 ao185 mr

Average weight 179,0 mg 165 - 185 mg

OaHOPOAHOCTL NO Macce

177,0 | 1812 | 1834 | 176,92

1747 | 1792 | 177,7 | 176,0

He meHnee 90% T1abnetox ve 6onee +7,5%
0T CPEAHEro 3HaYeHUA Maccht TabneTok
He Gonee 10% Tabnetox He Gonee +15%
0T CpeAHero sHaueHnn Maccol TabneTok

Uniformity of weight Not less than 90 % of tablets — not more
181,1 | 179,4 | 181,1 | 181,1 | than + 7.5 % of average tablet weight. Not
more than 10 % of tablets — not more than
1757 | 177.0 | 1803 | 182,8 + 15 % of average tablet weight.
178,5 | 180,0 | 178,2 | 178,7
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MpoaykT: TpeHTan®, TaBNETKU, NOKPLITHIE KULLEYHOPACTBOPUMOA NNeHouHo! o6onovkon, 100 mr, Ne10x6
(N215x4).

Product: Trental®, enteric film-coated tablets 100 mg, Ne10x6 (Ne15x4).
Homep cepuwm / Batch No. ONA0010

Noxasarenm: Pesynurarel: Hopmebi:
TESTS RESULTS SPECIFICATION

PacnagaemocTs:

Disintegration test:

1) 0,1 M pacTeop kMcnoThl CooTeeTcTBYeET 1) TabneT«n He AOMKHLI PACNAJATLCA B

XNOPUCTOBOAOPOAHONM TeueHue 2 4YacoB

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

2) bydpep, pH=6,8 12 MUHYT 2) Tabnetky AOMKHLI pacnagaThes He
Bonee yem 3a 60 MUHYT

In buffer pH 6,8 12 mins. Max. 60 mins.

MoanNUHHOCTL:

Identification of:

MexTokcudunnuHa CooTeeTcTBYET BenwuunHa Ry ocHosHoro nATHa (okono 0,5)
Ha XpoMaTOrpaMmMe UCNLITYEMOoro
pacTeopa AOMmKHa COCTBETCTROBATL
genuuuHe Ry NATHa Ha xpomaTtorpamme
cTaHaapTHoro pacTeopa (sti).

Rf value of major spot (about 0.5) in

Pentoxifylline Complies chromatogram of test solution corresponds
to Ri value of the spot in chromatogram of
reference standard (st1).

TuTana Auokcuaa CooteeTcTayeT PacTeop OKpalUMBaeTCA B KPacHblid uBeT.

Titanium Dioxide Solution turns red.

Complies

KonwyecTeeHHoe onpeaeneHve
AeHTokcuUNNKHA
Contertt of Pentoxifylline

99,3 Mr neHTokcUunNUHa B
oaHoW Tabnevke
99,3 mg / Avg. wi. of tab.

O7 95,0 mr ao 105,0 Mr neHTokcudmnnuua
B 0AHo# TabneTke
95,0 to 105,0 mg / Avg. wt. of tab.

FocToponune npumecu (TCX):
Related products (TLC):

- nioBoit HempeHTNULMPORAHHOW < 0,3% He Gonee 0,3%
npuMech

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

— CyMMmapHoe cofiepaHne npuMecei < 0,5% He Gonee 0,5%
Sum of all by-products <0,5% Max. 0,5%
PacTteopeHue:

Dissolution test:

craausa A (0,1 M pacTeop KMCNOTEI 0,0% He 6onee 10%
XNOPUCTORCAOPOAHOR), HEPES 2 M.

Acid stage (A), after 2 hours 0,0% Max. 10%
cragusa B {Gydep, pH=6,8), uepea 45 95,2% He meHee 70 r/,o«@:yw-
MKH, :
Bufier stage (B}, after 45 mins. 95,2%
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MNpoayxT: Tpentan®, TabNeTKK, NOKPLITbIE KULWEYHOPACTBOPUMON NNeHOYHOW o6onoukol, 100 Mr, Ne10x6
(N215x4).
Product: Trental®, enteric film-coated tablets 100 mg, Ne10x6 (N215x4),
Homep cepun / Batch No. ONA0D10
MNokaszatenu: PeaynbTatbi: Hopmel:
TESTS RESULTS SPECIFICATION
MukpoBuonormyeckan unmcTora;
Microbiological purity:
— AapobHble GakTepwn < 10/r <105/
Aerobic bacteria < 10/g <10%g
- OpoxckeBble U NnecHesble rpvbol <10/ <10%/r
Yeasts and molds < 10/g <10%/g
—E. coli OrcyrerayeT/r Orcyrcreyet/r
E. coli Absent/g Absent/g
Packaging and labelling” Comply Must confirm Rus ND
API Actual Manufacturer in the batch APl 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
meter road/c,GIDC Estate, road/c, GIDC Estate, Ankleshwar-393002,
Ankleshwar-393002, Dist. 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 cornpliance with the last
approved version of packaging and leaflet artworks. Packaging is in fulf compliance with the Normative Document

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

OpobpeHo k BuInycky / Approved for release: Plot No.3501 to 3515, 8301 to
- 6313 & 16 Meter Road/C, GIDC
Rna- 0RASD22N  Estate, Ankleshwar-393002.
MMOAINKUCH, OTINEJI KOHTPOJISI KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
DaMunug 0TBETCTBEHHOrO Teyarts
Name of Authorized Signatory Company Stamp

*HacroAmmM nogTBepoxaaeTcs, 4To MapTusa COOTBETCTBYET TPeOOBaHUAM PA3ACNOB
«YmakoBka» 1 «MapknupoBka» HopMaTnBHOI JOKyMeHTaL, 3apemcrpirp /Bg,ggqm B:
HacTosmee BpeMs B Poccuiickoit @eneparym. (Mapkuposka Bblnonneﬁé}gﬂonﬁon{,
COOTBETCTBUM C IOCTIEHUMMU Ofl0OPEHHBIMY BEPCUAMU MAKETOB yna}
fﬁfl[ﬂ! VI JUTs1 MEOUIIMHCKOTO IPUMeHeHNS. Y TaKOBKa HO}IHOCTIa‘If);

EQHQE’M q/IKaLH/II/I K HopmaTuBHOI JOKyMeHTaLy, 1 IEpEMEHHaA I/IH ‘

Manmﬂﬁﬁéﬁeceﬂ
ZEAQIBETEEBYIONIG HA Y501 10 3515, 6301 t0 6313 & 16 meter roadic, GIDC Estate. }n \hwar-383002, ) a Bruch- India.

Regd.Office: A-802, Crescenzo, C/38-39, G Block, Bandra Kurla Complex, MUMBAI-400051 Mahhrﬁs\h\a India.
Corporate Identity Number: U24100MH2019FTC328411 Website: www.zentiva.com Tel (Gujarat) | #83 (26@376@5*}“
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