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 CEPTUOVKAT AHATIU3A
ANALYTICAL REPORT

: 027
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Ne
Date/Hata:

',fnponyKT TpeHTan® 400 Ta6ne'rKv1 I'IpOﬂOHFVIpOBaHHOI'O p,emcnams l'IOKprTbIe nréHoYHoW obonounHoin; 400 MI’ :

Product: Trental® 400 extended release fi lm coated tablets 400 mg:-Ne 10x6

D No: 769751

ep pemcrpauuonuoro yp,ocmBepeHuﬁ / Marketmg authorlzatlon Number : P N014747/01
10BUA xpaHeHus | Storage « condltmns B cyxom MeCTe npm TemnepaType He Bhitllle 25 °C./In a dry place-at

erature not above 25 °C . ;
| Homep. cepum o - "‘D,aTa npomsso,u,cma :
| Batch number | 0NA0027 o | Manufacturing date 10/2020
| Otmen 1 fopeHgo
| Department . _Pharmaceuticals. Expiry date 09/2024
| Pasmep naptum . | MonyyeHo
‘ ize ; 4&09:000 Tabs Received on '02.11:2020
noxasaTenu:V o PesyanaTbl , Hopmei:
TESTS ' RESULTS SPECIFICATION ‘
g 'I'lpop,onroaaTble p,ao;mossmyxnble Mpoaonrosateie ' ABOSKOBBINYKITbIE |
| Onucakme - TabneTkn,  NOKPLITEIE  TUIEHOYHOW: | TaBneTkn, TiokpbiThie NeHOYHOM obosoukon
- : oGonouKovn, Bernoro usera. C oaHoi | 6enoro LBeTa: C OfHOI CTOPOHL! TabneTki
o CToppoi 'Ta6neTkv1 rpanposka «ATA» | rpasuposka «ATA»
- ‘ Whlte oblong f Im coated tablets with
| Description “ATA” code word embossed on one | White oblong-film-coated tablets with “ATA" |-
o | side and plam on the other side code word embossed on one side and plain
- . on the-other side
:I'lfo.q‘hviH:Hoors‘VnéHTokcmqmnnuHa ] COOTBeTCTB:ye'I" “ OCHOBHOE NIAITHO Ha XpOMaTOrpamme:
... e “WCrbITYemMoro pacTsopa no HTEHCUBHOCTI
riornollleHus; pasmepy u ermamHe Ry
B0IKHO COOTBETCTBOBATL OCHOBHOMY nﬂTHy
Ha XpomaTtorpaMme. cCTaHaapTHOro pacnaopa ,
1 ‘Identiﬁcaktion' Pentoxifylline TLC - Complies
.. : . | Major spotin chromatogram of test solution
| :corresponds to major spot in. chromatogram . 1
of reference solution Syin terms. of absorptlon'
intensity, size and Ry value .
, :‘:prég‘lﬁz;'i;ijMéo“oé;‘raﬁynéi"oxf ' "5'72,4 MI O1.565,0.00 595,0.mr
- :Ayke_ragu;e‘ky\'/oightk . 5724mg. 565,0 t0'595:0 mg
o ‘O;Txnok'He‘Hn,e Bwmacce e e B o : - He meHee 90% (18/20) TabneTok MoryT
~ - ‘ 5/0,6 ,575!8 , 5573’3 5752 | wmeth oTknoHenue He Gonee + 5% ot
’ R — | CpefHeR maccsl TabneTok, u He Gonee 10%
5712 5706 | 572.0 | 5698 {(2/20) TabrieTok: MOFYT UMETH OTKMOHEHVE He
o ~ Bonee + 10% or cpefHein macch! Ta6J'IeTOK
oo | 5740 | 5775 | 5702 | 571,0 | Out of 20 tablets not less than 90%(18/20) of |
] U’mformlty"o,f weight ; i = _ -tablets deviate from-average tablet welght by
- e o b + 5% and not more: than 10%. (2/20) of
. o857 576,’1“ '5‘6',1979 ' ',574’4 ‘|- tablets'deviate from average weight by +10%
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"yt"'~iH0Mep cepmmlBatch number 0NA0027 ' 

- Flpo,quT TpeHTan®400 Ta6ne'n<m nponommpoeaHHoro ,quCTva MoKpbITHIe NrEHoYHOR obornoyHoi, 400.Mr
| No 10><6 ;
; Product Trental® 400, extended release film- coated tablets 400 mg N 10x6

ﬂoxasaTenu

. Peaynbrathi:

 Regd.Office: A
- Corpora

: b Hopmbi:
TESTS  RESULTS SPECIFICATION
| 5678 | 5737 | 5768 | 5718
| ;‘PaCTBopeHme : : ' '
| InVitro. Dlssolutlon test : i
. | Yepestivac o 16% . He 6onee 30%
| After 1 hour | 18% Maximum 30%
| Mepez4uyaca . 39% 0130 40 50%
| Afterd hours ~ , , . 39% 1 30.t0 50%
| YepesBuacos 62% 01 558075%:
- | After 8 hours. . , 62% 55 t0 75%
| Mocroponhme npumecn . <03%  TNioBoii HenaeHTUPULIMPOBAHHON npvuvnecm o
oo - <0,5% He Goree 0,3%; ~
- ‘ - Cymma npumeceii— He Gornee 0,5%

- Qr'gaahkicfImpur'ities; (TLe) - . 0.3% A:-Single by products  £0,3%;
... L 0:5% B, Total of by products . ‘< 0,5%
KOJ’IMHECTBGHHOG onpeAeneHme - ‘ :39’8 Mr/TaGJt O7380.Mr 80420 mi/Tabn.

i neHToxcmd)MnJ'MHa ‘ o

. :'A’s,‘say 398 mg ;Ita'b’let 380.t0-420.mg / tablet

| mepofimonorvme ckas ‘-tVtCTOTa
| Mlcroblologlcal pJnty
. 06u.|ee uncno aapo6Hb|x 6aKTepvw| ’ < 10KOE Ir “He: Gonee 10° KOE /r
- :Aeroblc‘ bactena t . - .
b . ;, L _ <10CFU/g <10°CFU/g
. J_'tpoxoxeeble wnneceHe'Bele' rpubhI . < 10KOE Ir He bornee 102 KOE /r
::Yeasts and molds < 10'CFU/g‘ <102 CFU/g
| Escherichia coli (5 1 r) 'OTcyTCTBMe/r ‘OrcyTciemnelr
Esc 1erlch ia coh {in 1 g) Absent /g ' Absent/g
'Packaglng and Iabelllng k : k Comply : Must confirm Rus ND
. I APL T Attual Manufacturer in the batch - API Manufacturer must be:
Pentox:fyllme BP . | Zentiva Private Limited, India - Zentiva Private Limited, India
, ' ~Plot No. 3501-3515, 6301. 6313&16 | Plot No. 3501-3515,6301-6313&16 meter
meter road/c, GIDC Estate, -road/c, GIDC Estate; Ankleshwar—
393002, Gkujara‘t‘, India.
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MpoaykT: TpeHTan®400, TabneTky NPOIOHIMPOBaHHOTO AENCTBMS, MOKPLITBIE NAEHOYHON 06ONI0UHONM, 400 Mr
N2 10x6
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepun / Batch number: ONA0027

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’).
ZENTIVA PRIVATE LIMITED

Opobpeto k Buinycky / Approved for release: Plot N0.3501 to 3515, 6301 to
SRS 6313 & 16 Meter Road/C, GIDC
@%\M&: (z\w\2v2v  Estate, Ankleshwar-393002.

[MOATTNCD, OTAEJ KOHTPOJISI KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

®amuins OTBETCTBEHHOTO [TeuaTs

Name of Authorized Signatory Company Stamp
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