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Hatiatenppansn npenapamy: 3enton Taénetxkn mo 200 wr
Product: Zeptol Tablets 200 mg

dama aupodinipmea
Mfe. Date 032020

Kapronuifl ymakosuj,

Ceerar 0F: | tadaeTka MicTuTs KapBamazenitty 200 mr Thpudunnai do
Strengtl: | tablet contains Carbamazepine 200 mg Exp. Dade: 0472025
Porvip i munn praroesa: no 10 1aénerok y Crpuni, no 10 crprnis y AHainet quuyeky cepii

Packing size and type: 10 tablels in strip, {0 strips in a carton

Relzase Dare: 20-Jun-2020

Cepun A/ Batch No, : SKX0427

A0 Mo/ AR No. : T/0573/20

Pasuip cepit/ Bateh size: 3060 yraxoscox 7 packs

Kpatna aupodnux /
country-manufacturer; ndin / India

Harap Xaseni, linis,

| Nagar Haveli, India

Bupoduux: Can Gapmaceiotukan Innacrpis Jitg Cypoeit Ne2 14 Jlinnuka
Ne2Q,lapr. I Epia, ®aza I[,Hinapia,()inbnacca~396230,Y,T.J1aapa i

Manufacturer: Sun Pharmaceutical Industries Ltd Survey No.2(4,Plot
No.20,Govt.Indl. Area, Phase I, Piparia, Silvassa-396230,U.T. of Dadra &

BupoBuuna niyeiein 7
Manufactiring license, : NH /26

Pecempanidine noceidvenns: UA 7 J870/01701

Cepmughivam GMP / GMP Certif

Registration certificate No. 07002018 7/ GMP J

Ne . . . ;

sr. Ananizn / Tests Peyynvrata / Results Crenudicauii / Specifications

1. OonHC Bini, kpyrsti, naoexi radnerku c | bini, KPYTHi, 1oocki TaBnetku 3 (ACKOIO, 3 HAMHCOM
Description thackoio, 3 Hanucom «ZEPTOL | «ZEPTOL 200» na oilHoMy Bouf Ta ninicto poinosMy Ha

200n ma onwomy GSoui ta | iHutoMmy Soui.

RIHIED poanoMy Ha imoomy | A white, circular, fat bevelled edge, uncoated tablet with
Soui.A white, circular, flat | "ZEPTOL 200" marked on one side and breakline on the
bevelted edge, uncosted tablet | other side,

with “ZEPTOL 200" marked

on one side and breakline on

the other side.

2. Leevimudiranis Bignosizac [uspariepBouni cnexTp moraKuans 3pasKa npenapary

Identification Meets the requirements. IOBHHEH BIANOBINATH CHEKTDY HOPIRUARHS

kapGasazeniny (RS 406)
The infra-red absorption spectrum of the sample
preparation crystals, is concordant with the reforence
spectrum of carbamazepine (RS 406).

Binmorinac Tlopoitiox posTepTHX TABAETOK ROBUHEH NOKIY BaTH

Meets the requirements. ihTencHBy Baanutiy dayopecuentliio NP AOBXHH]
XBENI 363 usM (kapbanmazenip).
Powdered tablers show an intense blue uoresceace in
UV Hight at 365 nm (carbamazepine).

Binnopinac [Mosua OPAHKEBO-USPBOHOTG 1aDApBICHAHY,

Meets the requirements. (rapBamazenin).
Appearance of orange-red coloration (carbamazepine).

3 CynpaiticTs (.08 % m/m whw He Sinsie 1,09 (M / n)

Friability ) Not more than 1.0% w / w
4. PACTIZIIEMOCT D 04 xsunnna / minutes He dinbie 15 xa.
Disintegration Not more than 15 minutes
5 Cepeann saca 2983 mr /my 3000 mr £ 3% {(pin 2910 pr a0 309,0 mr)
Average weight Standard avg. wt. 300.0 mg + 3%
(I.e.between 291 Omg and 309.0mg)

0. omopisicTs Macit | MiniMym / miitmum:- 1.33% He Ginie azox 3 20 inansinyansinix Mac MoxyTs matu
Uniformity of | makcasys / maximum:}.5% BIAXHACTIUS BiA CopeAHbOT MACH Binntre nix ta + 3%, i
weight WOAHA 3 HUX HE HORHHHA MATH BIAXMACHHA Bij

CepeANLOT aack Sinewe i 1a = 10%,

Not more than 2 wnits of the 20 | weiphts
deviate from the average weight nd
none deviates by more thay 10
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Tlattuenygann upenapary: Jentonr Taéherwat no 200 mr dama gupobnumea
Product: Zeprol Tablets 200 mg Afe. Date:05/2020
Crrer Qifz | Tabrreria micTas kapbavaseniny 200 mr [pdaminni éa
Strength: | tablet contains Carbamazepine 200 me Exp. Date: 0472023
Porsip § mun pracossa: no 10 1aénerox y Crpuni, no 10 ctprnin y Hama eunycsy cepit
®KapToHHIN ynakosug. Release Date: 20-Jun-2020
Packing size and type. 10 tablets i strip, 10 strips in a carton
Ceprn A2/ Baich No. 1 SKX0427 A O A/ AR No. . TROST3R20
Poxmip vepii / Baich size: 3000 ynarogox / packs Kpaina supodnux /

countrv-manufocturer; lndin 7 ndia

Bupoduur: Can Qapmacsiorirat Innactpis Jlzn Cypseit Ne? 14, Hinavxa Bupednra aiyenain /
MNo20,Fapr. [wan Epix, Paza lI,[linapia,Cimaacca-f")é?.}ﬂ,y.'{‘.ﬂaﬁpa i Manufacturing license, - NH 7 26
Harap Xasemri,luaia,

Manufaciurer: Sun Pharmaceutical industries Ltd Survey No.214 Piot
No.20,Govt.Indl Arca, Phase II, Piparia, Silvassa-396230,U.T. of Dadra &
Nagar Haveli, India

Peecpanidine nocpiduena: U4 7 4870:/01701 Cepmuthixam GMP 7 GMP Certif,
Registration certificate No. G70/2018 / GMP
M | Awanizn / Tests Pesyawrara / Results Cueundikanii / Specifications
Sr.
7. OnnopinuieTs Mikimy™ / minimum:98.0% Bizmosigae sumoras

AGIOBAHNK Makcsrys: / maximum:100.2% | Complies with the requirements

OAMILUL cepenne / average:99.0%

Uniformity OF [lpufiatansne sucno

Dosage Units ! Acceptance Value: 1.6

Bianosinac shmoram Meets
requirements

8. Posustiieting MiHiMysM / minimum:96% He memr 75% (Q) sia sannienof kubkoct
Dissolution MakcHMys / maximom:98% kapbamaseniny ponuserscs 3a 60 xpunas,
cepennue / averape:97% Jlar S1 pisus: e menwe 80%.

Ay 82 pinun: cepense snasennz ana 12 radnetox (S] +
S2) nopisstoe abio nepesnwye 75%, i momHe suaucHHa
He 1oBUHNO §yri MeHwe 60%.

Jna 83 pisusn; cepennte Inauenun u 24 radinerox {Si +
52 + 53) sopivuscc alo nepesmiuye 75%, i A0nyCKacTLCA
fe Gisure 2-x 3aveHs serue 60%, i npH uvoMy wonme
3t 3HaYEHs He [oRuHEe By T Meinue 50%,

Not less than 73% (Q) of the labelled amount of
carbamazepine is dissolved in 60 minutes.

For §1 level each onit is not less than 80%,

For 52 level average of 12 units (S1 + $2) 15 equal to or
grealer than 73% and no unit is less than 60%.

For S5 level average of 24 units (St + S2 + §3) is equal
to or greater than 75% not more than 2 units are less than
60% aud no unit is fess than 50%.

9. cyny T 0.032% Homiuxa A ue ineme §,1%;
HOMIIBKH He nimaneuo / not detected Hosinika C: ue Sinswe 0,1%:
Related Substances He susiwaena / not detected Byas-rKa ina noMiuka: e Sinsiee 0, 1%
0.032% Cyma fosriuar: ne insige 0,5%.

Impurity A: Not more than §.1%

Imparity E: Not more than 0,1%

Any other impurity: Not more than 0.1%
Total others impurities: Nof more than 0.3%

10. | inbxicne t98.0mr & Tabneriti /mg /lab. | Bin 190,0 mr as 210,0 s kapd 5O
BHIHAUCHIIS Tataerd {8ia 95,0% no 105,0%
Assay Not less than 190.9mg and
Labeled amount of Carbam
99 0% Not less than 935.0% an

L.abeled amount of Carbarmels
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Haitservgannn npenagamy; Jenton tabierss no 200 mr dama supaduuymed
Praduet: Zeptol Tablets 200 mp Mfe. Date:03/2020
Citrtar 9i7: | Tarevra micTuTe Kapbamaseniny 200 mr HTpydamanni do
Strengrh: ! tablet contains Carbamazepine 200 mg Exp. Daie: 0442025
Pozaeip i pn yraroekn: 1o 19 tabaetor y Crpnni, no 1§ crpunis y Hama gunyeky cepit
KapTOHHIIT yNaKkosLj. Relzase Dafe: 20-Jun-2020
Pycking size and type: 10 tablets in strip, 10 strips in a carton
Cepan N2/ Batch No, : SKX0427 AL Ne /AR No.: T373/20
Poxmip cepit / Balch size: 3000 ynaxosor / packs Kpaiua supodnux /

couniry-mantgdacturer: ndia / India

Bupadnux: Can Doapmacsioturan Iunactpis Jty Cypeedi Ne2 14 Jinanka | Bupobuuua aiyenzis /
Ne20,Fasr.{lann. Epin, Gasa 1L inapia,Cinsracca-396230,V. T Hanpa | Mamyfacturing license, : NEH /26
Harap Xapent ingia.

Manufacturer: Sun Pharmaceutical Industeies Lid Survey No.2 14.Plot
No.20,Govi.indl. Area, Phase I, Piparia, Silvassa-396230,U.T. of Dadra &
Nagar Haveli, India

Peccmpaniiine noceiduenya: UA 7 4870/01/01 Cepnthicum GMP / GMP Certif

Registration ceriiffcate No. 070/2018 / GMP

Ne [ Awuasisic/ Tests Pesyastari / Results Cheundrmrauii / Specifications

Sr.

LL | MikpoSionorinwa | <10 Gawrepiit / Total aerobic | B | r npenapaty nonycKaeThCs HashuicTs e bAbe |05
YHeTOTa count Sakrepiit i 10° rpudis.
Microbiological <10 Ipudie / Mold count He aonycxactuea Escherichia coli s Ir Apenapary
limit test : Total acrebic count: Not more than tucaai CFU / 2.

. Mold count: Not more than {H0CFU / g,
Escherichia coli sineyrua / Absence of Escherichia coli.

absent
12, | ¥naroska 1a Bianosizac : Binnosinto ao sumor MICA nikapeskero npenapaty
Map Ry BaHLA Meels requirements : As per the requirements of Methods of product quality
Packing and control.

marking

3aswsa apo ceprudicanio: Huw »n sacainuyio, wo srazana puie inthopmania € noctosipnoo | Tousow. LI cepia
ApoNYRUIT Byna BIFOTOBREH {BKUOINIOW YTAKOBKY / MAPKYBANHR) | APOREHCHO KOHTPONEL 1T AKACTI Ha BHUIEBKA3AIOMY
328041 B MORHIR RIATORIMHOCH 3 BuMOrasm GMP, a makox miancsigno ao creundikauii, wo sdcTarses 8 MKK
AFAPCLKOTO NpenapaTy 1o peectpauifinore roceinuenns No UA/4B70/01/01. lporokoan pupoGumurea, ynakoskh ta
AHARIN Oy s neperasuyTi | seTaHOBNCHO BianoRinHicTs GMP.

Declaration about certification: Here by I testify religbility and accuracy of the above information. This batch of
preduct was manufactured (including packaging / labeling), and its quality was controlled at the above stated site in full
accordance with the GMP and in compliance with specifications contained in methods of drug quality comtvol for
Registration Certificate No. UA/M870/01/01. Batch manufacturing, packaging and analysis records {protocols) were
reviewed and compliance with GMP was proved.

3acninueno / Authorized By

Oditiep 38 axicrio / Sr Executive - Quality
[Mpawanrkysap Bapix / Prashantkumar Barik
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