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, ,,I'Ipo.qym' TpeHTan® 400 Ta6neTKv| ﬂpOJ'IOHI‘VIpOBaHHOFO p.emcrema noprn'ue nirieHouHon o6onoyHol; 400 mr

. Ne10%6
_ Product: Trental® 400 extended release t" Im coated tablets 400 mg Ne 10><6

_ GMID No: 769751
. Homep perucmauuon
eHUd [ S

Horo yp,OCTosepeHMﬂ / Marketmg authorlzatlon Number : P:N014747/01 ~
torage condltlons B cyxom MeCTe npu TemnepaType He Bblle 25°C./In a dry place at

. ;Qtemperature not above 25 °C.

Homep cepun , ,El,a'ra nponsBogcTBa
| Batch number 0NA0029 | Manufacturing date 10/2020
. | Otpen Lo | Fopex po
‘Department | Phkarmaceutlca’lsk - | Expiry date 09/2024
| Paamep napTvm - . | Monyyero . . ~
' ;Batm size ~'~‘4’00,0QOTab$, o Received on 03.11.2020
HoxasaTenu:i o PesyanaTbl: : Hopmei:
TESTS ‘ ‘ RESULTS - SPECIFICATION
e | I'Ipop,onrosaTble ABOFIKOBbIﬂyKﬂbIe Hpop,onroaarble ABOAKOBBINYKIbIE
] ;Oyn‘mc':aHMe"' . | TabneTkN,  TOKPLITHIE . NMEHOUHON | TAaBNeTKM, NOKPEITHIE: MNEHOMHON 0BONOYKON
- o obonoykon Beroro Lsera. C oaHoW | benoro Lseta. C 04HOM: CTOPOHLL TabneTku
,CTOpOHbI Ta6neTkv1 rpaBmpoBKa «ATA» | rpaBuposka «ATA»
S , Whlte oblong t"lm—coated tablets W|th~
Description | “ATA” code word embossed on one | White oblong film-coated tablets with  “ATA”
. o Slde and plam on the other side code word embossed on one: side and plain:
, , on'the other side
FlfoAh,MH‘HdcTe ‘nen}roxcmebmnnMHa COOTBeTCTeyet o OCHOBHOE TTSITHO Ha XpomaTtorpamme
. ' o UCTBITYEMOTG PacTBOpa No MHTEHCUBHOCTN
. MOrNoW{eHns; pasmepy 1 BefiinHe Ry~ -
[ONXHO COOTBETCTBOBATL OCHOBHOMY NATHY
Ha 'xpomaTorpamMme CTaHAapTHOro: pacTeopa
Identification Pentoxifylline TLC Complies :
.- o = 1:Major spotin chromatogram of test solution
1| corresponds to major: spotin.chromatogram
1 of reference solution Syin terms:of absorptron'
intensity, size.and Revalue
k :Cpe,b.‘H";‘m Mact:araGne‘kon(f : 5733 mr 101 565,0 50:595,0-Mr
Ave;r’agetwkeight: o 5733 mg 565,0 t0.595.0:mg
. OTkroHeHue B Macce o ia - ' He meHee 90% .(18/20). TabrieTok. mMoryT
~ - o831 | 5727 | 5767 | 5680 | ymers orkiioneHne He 6Gomee + 5% ot
- ———r——————— CpefiHeii Maccsl TabneTok; 1 He Gonee 10%
5794 | 5797 | 5BBY2 5740 | (2/20) TabneTok MOryT UMeTh OTKIOHEHUE He |
' . ' 1 bonee+ 10% OT cpeaHei Macce TabneTok
o 5723 56:9,:1 | 5733 | 5684 | Outof 20 tablets not less than 90%(18/20) of
Uniformity of weight e =l S tablets deviate from.average tablet weight by
.- : 1o G + 5% and ‘not. more: than: 10%:(2/20) of
,568,8’; . 57‘7‘5 574’6 ',5 728 tablets deviate from average weight by 0% |

! :f;’forRUss‘ia“ '
| Ed.No.05.
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 Sewmusa Mpaiicem flumumed / Zentiva Private Limited

. ’Horvlep cepvu/l / Batch number 0NA0029

. fﬂpoaylcr TpeHTan®400 Ta6neT|<vn npononrwpoaaHHoro AEVICTBM;I rIoKpbITEIE fiNEHoMHON obonoyvHown, 400 mr
| No10x6 '
Product Trental® 400 extended release fi lm coated tablets 400 mg N2 10%6

~ Peaynerarte:

~ Nokazarenu: Hopmbt:
. TESIs . RESULTS SPECIFICATION
5704 | 5699 | 5722 | 5735
’ ‘:“Pacir,aopeHme ~
- | In\Vitro Dlssolutlon test L
| Mepesfyac 1T% He Gonee 30%
| After 1 hour - 17% ‘Maximum:30%
| Yepes 4 yaca 4% 0130 A0 50%
| After 4 hotrs. . M% 30 t0 50%
| Yepes 8‘-lyaCOB - - 65% | O1:55 80 75%
| Atter8 hours ; . 65% .| 5510 75%
| TlocTopoHHue npumect . <03% | NioGoii HenaeHTUPULMPOBaHHOR npwmecm -
{fi . <05% He bonee 0,3%;
. Cymma npumeceil —He 6onee 0,6%
| Organic Impurities (TLC)- - <03% A: Single by products < 0,3%;
. - - . <05% B. Total of by products: 5 0,5%

‘ ‘KonmqecraeHHoe Ol'lpe;\eJ'IEHVle -
: neHTOKcdemnnMHa

' :‘Assay '

400 MrlTa6n

400 mg / tablet

Ot 380'mr.4o 420 mr/Tabn.

380-t0-420. mg-/ tablet

"Mly/leOGVIOhOI'V'I‘-I‘eCKaﬂ ql)lC'roTa: :
: Mlcroblologlcal purlty

< 10KOE /r

' :OGLuee Yncro aapo6Hblx 6aKTepmm He Gonee 10* KOE /r
;Aeroblc bactena ~ o
. - ~ i <10CFU/g $10°CFU/g
' Qp()mkégb]é u nneceHeBble rpubel . <10KOE [ He Gonee 102 KOE /r
| Yeasts and molds <10CFUlg_ <102CFU/g
Escherichiacoli (81r) _ Orcyrcrenelr OTcyrcvenelr

;ESCherlchla coll ({in 1 g) . Absentig “Absent/g

' lPackagmg and labellmg . Comply : k Must confirm Rus. ND

APl

- ;Pentoxﬂyllme BP

kAcmal Manufacturer in the batch

| Zent

Plot

~meter road/c, GID

va Private Li
No. 3501-351

mited, india

5,6301-6313&16

C Estate,

“API:Manufacturer must be:

Zentiva Private Limited, India

- Plot No. 3501-3515,6301-6313&16 meter

road/c; GIDC Estate, Ankleshwar =
393002, Gujarat, India.

. _for Russ:a

. *‘: ;;Ed “N" 05

Ankleshwar - 393002, Gujarat, India.
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: Zentwa anatc anlted Plot No. 3501 t0 3515,6301106313 & 16 meter road/c,GIDC Estate; Ankleshwar=393002, Dist. Bhartich=India. =

- 'k,{Regd Office: A-802, Lrescenzo CI38-39. G Block, Bandra Kuua Complex MUMBAL- 400057, Maharashtra India.
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3enmuea lpatieem Jlumumeo / Zentiva Private Limited

MpoaykT: TpeHTan®400, TabneTky NPOMOHIMPOBAHHOIO AEVCTBUSA, NOKPLITbIE NAEHOYHOW 060Mno4HoN, 400 Mr
Ne 10x6
Product : Trental® 400, extended release film-coated tablets 400 mg N2 10x6

Homep cepun / Batch number: ONA0029

REMARKS: T 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 leafiet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields?).

OOPEHO K BbIMYCK ovea 1or release: ZENTIVA PR'VATE L'MIT
Ono6peH ycky / Approved for release: Plot No.3501 to 3515, 6301 tQED

(WQM\M(\ 120\2e2w 2313 & 16 Meter Road/C, GIDC

MOJUCh, OTE] KOHTPOJIS kauecTagte: Ankleshwar-393002.

AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

Mamunusg OTBETCTBEHHOT O [TeyaTn

Name of Authorized Signatory Company Stamp
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Zentiva Private Limited, Plot No. 3501 to 3515, 6301 to 6313 & 16 meter road/c,GIDC Estate, Ankleshwar-383002, Dist. Bharuch- India.
Regd.Office: A-802, Crescenzo, C/38-39, G Block, Bandra Kurla Complex, MUMBAI-400051, Maharashtra India.
Corporate Identity Number :U24100MH2019FTC328411 Website: www.zentiva.com Tel (Gujarat) : +91 (2646) 668666



