AEKJIAPAITNST O COOTBETCTBUM

- AERIAPAHT. IPHHUMAIOIIHI IEKTAPAIINIO O COOTBETCTBHH

ACQ "TAHBAKCH"

Ceevenna o peeucmpamng opearusai: Medcpationnan uncreryus Dedeparvnoi naro2oeot cnacdn No 46 no
- & Mockee 01.01.2008, OF'PH 1047796353846, oama npuceoenus ONPH 20.05.2004.

Aopec: 107023, & Mocwea, vi. Dnexmpoasoderan, 0. 27, cmp. 8 nos. 1471, Teaechon: 8 (495) 234-5]1-70.

B anye: eneparonit dupeximop 4. Baimed

Adosepennoe auyo: Padosa B.IO., dosepernocms 6/8 om 09.07 20192,

JAABSIET, 4YTO

AerapemeeHnoe cpedemeo: Inkopam xpono, madiemy HPOAOH2UPOGUHHOZG OCUCINGUS, ROKPBIMBIC HAeHOMHOT

- obonourel 300 a2 10 wm., ynakosru Gesvaueinogsie KOunpitbie (3), navicy kapmonnsie, PY No [T NO1 4475707

L om 16.10.2008 (Oama savenm 10.05.20] 7) cepus SKT1731, napmus 14342 Yrarosor, codexn 0o 31.12.2021
npoussoocmea Can Qapaaceiomuxan Hywoacimpus Jlma, Huous., Sun Pharmaceutical Industries Lid., Survey
Nao. 214, Plot No. 20. G.1.A. Phase - Il Piparia. Silvassa - 396 230, U.T of Dadra & Nagar Haveli. India, koo

C OKILE2 21.20.10.233, ko0 TH B3 3004900002, xoumparm Ne SUN/ZAQ2015 om 05.05.2013. uneotic No

- T000023880 om 06.02.2019

- COOTBETCTBVET TPEBOBAHHSM
T NOIS47501-220211 usm. No 1-2
- AEKJAPALLMS TPHHSITA HA OCHOBAHHUH
| npomoros ucnsimeanuic No | Ullp om 01.04.2019 HIT OO0 HI] "®APMOEOPOHA™ animecman
' aripedumaruu POCC RU.0001.21 07140, Cepmugpuram POCC IN. MOS. C37190 om 01.04.2019

AERS A'RAuﬁ?&gﬁg&cm;ﬁ‘msm 0 31.12.2021

WIS, 1 e ) i
Fabbak(l }?\"\‘ ;: ‘?E o P ol S
SH Ui | e I

AATAHPHHATUSL AEKJIAPALIMM 07.04.2019
p

PaGosa B.10O.
NOANHE G.H.0

B f
! Lt 2~

“":?F\ I
/) - L

; ,;f}ip’ff):‘m‘;

- Bl

Vi

\\Uu 1 / 7

CBEJEHHS O PETUCTPALIAA

- OPI'AH MO CEPTHOHUKALIMH, SAPETHCTPHPOBABILHIT JAEKJIAPALIHIO
- RARU I PMO8 OPTAH TTO CEPTHOHKANINH ITPOIVKIIHH OBLUECTBO C OFPAHHYEHHOH |

OTBETCTBEHHOCTBIO "OKPYKHOIT HEHTP KOHTPOJIA KAYECTBA" I

aopec opeanusanpuu. 115280, & Mocksa . Macmeprosa, 0. 4, sm. 5. now. 1. kon., 1 . GOpeC opeana 1o

ceprudhuran: 113280, POCCHS, copod Mocwea, yia. Macmeprosa, . 4, 3m. 5., men.(4 95,788-02-88, ges-

 caim: OURR. P,

AER.1/ }%ﬁ;&g{k{) COOTBETCTBHH 3APETUCTPHPOBAHA A: POCC RU A-IN.DOMO8.4.20219/19

A PECHCTRALIAN 07.04.2019
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SUN | Survey No.
i ; Phase 1,

HOAPMACHIOTH HAJT HHEIACTPHS HHM
214, Govt. Ind. Area .

] 51— 396 230,

[ {U.T of Dadra & Nagar Haveli), INDIA

| MHH © Bansupoceas x

¢ Generic Name

Kenrrpoas wasecrna
Quality Control |

CEPTHOHKAT KAMECTBA Certificate |
of Analysis |
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| Hasnauue openapata :3uropat Xpono 300 sr

| data wirotonnenus

|
| Product : Encorate Chrono 500 o _Mfe.Date 1012019 ;
i Cepun No i Tonen ze; B
| Batch No : SKT1731 | Exp.Date 1272021 '
| Honep ananuriueckoro otvers Jara suinyera ;
LARNa. : T0074/19 { Release Date - 31-Jap-2019
— i PE3YJIbBTAT : i s
‘ TECT  TEST oo COELHOHKALMS SPECIFICATION !
; 1 ] RESULT
1 | Onucanne . Karney nosmanese, Kancynosunnuse, ABOAKOBLITYKIBIE  TaGaeTy, |
J Exsonmabmymmc TORPSITBIE  [IeHOUHOH  0f0a0uKOT opaz—uxeaomﬁ
f TalAETRH,  [OKpBITEIC | UpeTa,

| Description

MACHOYHON 0GONOUKOH |
OPAHKEROrD [1BeTa.

An orange coloured. |
caplet  shapsd., film

coated tablet with no
marking on both sides.

An orange coloured, caplet shaped, filin coated |
tablet with no marking on both sides.

[E9 )

Bec 20 rabnerox
Weight of 20 tablets
Cpeasiuit sec oanoit
TadneTku

Average weight

15.106 r/g

755.3 M1/ mg

Meany 732.7 - 778.1 mr

(755,4 mr+ 3%)

Between 732.7mg and 7781 mg

(=3% of standard Avg. wt. ie 755.4 mg)

3 | OaxopomocTs Beca Muw/ Min,  -1.09 % 1 5% Cpeanero seca
Uniformity of weight Make./ Max. :1.5% £ 5% of the average weight.

4 | Hnentudurauns Cootsercrayer Bpems  yvaepwusanus OCHOBHOIO nika wua
Basbnipoar satpus TpedoBaniaM. XPOMATOrpasMme MCNAITYEMOr0 pacTeopa A0THHO

Identification
G

Meets the requirements

COOTBETCTEOBATE BpeMeHu YASPHRHBAHKS
OCHOBHOTO  nika Bambnpoara HaTpms Ha
XPOMATOrpaMye CTAHAPTHOrE pacTBopa.

The retention time of the major peak obtained in
the assay preparation corresponds to that of the
standard preparation as obtained in the assay.

3 | Toctoponmie npunecs

| Related substances.

Not Detected

Not Detected

Jobas uraesuayansuag pHMect: He Gonee 0,2%
Individual impurity: NMT 0.2 %

Cymmapuoe conepacaiye poey npuMecefi ; qe
6omee 0.4 %

Total impurities: NMT 0.4 %

6 | Pacteopenne 5 %
OTHOLIZHUY Banbipoata
HETPUA OT KC.THUCCTEA
YKa3aHHOTD Ha 3THKETKE
Dissolution

% of Sodium Valproate
of LA,

20%
30 %
46 %
66 %
71 %

I wac/ [hr :10% - 30%
Zyaca/2 hrs.  : 20% - 40%
4uaca/ 4 hrs. :35%- 55%
8 wacow/ 8 hrs. : 60% - 80%
10 yacos He Menee 70%/10 hrs. NLT 70%
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Ak ATed
PHARNA 130
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JACTPHI IMMHTER

L BUSSIA ‘
Keurpons kauecrsa |
Quality Control |

CEPTHOMKAT KAY ECTBA Certificate
of Analysis

i

Generic Nawe  : Sodium | ‘aprogie and

MHH - Barenpoesan xucioma, HQOACIKI BPORGHIUDOSIUNO 20 descmeus, REKpulmoe naerounol obonounos f
Valproie arid C ontrolled Release Tablets |

Page2of2 |

| Hassanne npenapara Suwopar Xpeono 500 mr

| Hara uzrotosnenus
| Mg Date

| Product Encorate Chrone 500 (0172019 N
Cepun No | Toxen no: b
| Batch No. : SKT1731 | Exp.Date . 1242021 ]
; Homep anaiwruneckoro oreera Hara suinycra
ARNo. 170074419 i Release Date 31-lan-2019
J NSr)  TECT TEST g | CHELMOUKAUMS SPECIFICATION
J 7 | Ocratounsle { AueToH — ne Sonee 5000 ppm _m“
oprasuyeckire 274ppm Hsonponunoswit ChHpT ~ He Soaee 5000 ppM 5
‘ | pacTsopHTELNI Acetone : Not more than 5000 ppim |
i Residual solvents Isopropyi alcohol :Naot more than 5000 ppm
| |
i 8 Mukpoduororuueckas | 20 KOE/r/ CFU/g Obwee wucno #usbix a3podusIx GakTepuit ne
UHCTOTS i mexee (000 KOE/f
Microbial Limit | <10 KOE/r/ CFU/g - HpoxckeBbix u miecenblx rpuboe: 100 KOG/
§ : E.Coli, Enterobacteriaceae., Staphylococeus aureys
Oreyrersyior / absent (Ir): oreyrerayior
J Total viable aerobic count Not more than 10°
i | Not more than 10? fungi per gram
j | Absence of Escherichia coli, Emerobacteriaceac,
{ : J Staphylococcus aureus (] o)
9 | Conepxanine | 145.58 Mrimg Mewxay 130,5 Mru 159.5 mr
BANBHPOEBOR KHCAOTL He meuee 90,0% u e Gonce | 10,0% ot
{145 mriTag) ITHKRTOUHOMD
100.4 % Between 130.5 mg 10 1595 mg
Valproic Acid Content Not less than 90.0 % and Not more than 110.0 %
(145 mg/tabs.) of the labeled amount.
10 | Koanuecrsennmi 4945 Mr/mg Menaay 430,0 Mr 1 550.0 mr -
anaiui Baaslipoar He menee 90,0% u e Sonee | 10,0% ot
HaTpHs | 3THKETO%HOrO
300 mr 98.9 % | Between 450.0 mg and 550.0 mg
Assay: Not less than 90.0% and Not more than 110.0% of
As Sodium Valproate the labeled amount.
500 mg/tabs. ] |
3aksnouenne Hpenapar  cooTsercreyer CTAHAAPTHLIM  TPeOOBAHMAM BHYTPEHHErD  pernamceHTa
MPpOM3BOACTRA

Remarks: The product complies with

the prescribed standards of Quality as per In House Specification.
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