NEKJAPALIUS O COOTBETCTBUM

AEKJIAPAHT, IPHHHMAOWMH AEKJTAPALIMIO O COOTBETCTBUH : 5
AQ "PAHBEAKCH"
Japeaucipuposano © Mexcpatounan uncnexyut MHC Poccun Ne 46 no 2. Mocree OFPH 1047796333846 om
20.05.2004

Aopec: 129223, 2. Mockea, Hpocnekm Mupa. 0. 119, emp. 53772, Tenethor - 8(49351234-31-71),

B e Fenepansiviti oupexmop A. Bares

Hoeepennive anvo: Padosa BIO.. dogepennocms 6/u om 09.07. 2018 -

JASIB/BBIET. UTO

- ACRAPCIGENHOC CPEOCINGO. DUROPEIR XPONo, MAGICKG BPOIONSUPOSANEOS0 JCTICMGUS], NOKPOITNbIE ICHOHOH
eooouroi 300 ae 10 won., ynarosku desesaveiossie konmypioie (3). nausy kapmonisie, PY Ne [f NO14475:01
o 16.10.2008 (dama savener 10.03.2017), cepusn SKTO830, napmus 144335 voaxoeox, 2oden oo 30.06.2021,

o apoiseodemsa Can @Qapvaceiomurar Hudacmpus Jmo, Huous, Sun Pharmaceutical indusiries Lid.. Survey
L No. 204, Plot No. 20, G.1A. Phase - [I, Piparia, Silvassa - 396 230, U.T. of Dadra & Nagar Haveli, India, xo0

. ORIA2 21.20.10.233, kod TH B3/ 3004900002, xonmpaxm Ne SUN/ZAO2013 om 03.05.2013, ungoiic No
TOO001 7348 om 08.08.2018

 COOTBETCTBYET TPEBOBAHM M
- TTNOI4475/01-220211 wzm. Ne 1-2

 JIEKJIAPALIMSI MPHHSTA HA OCHOBAHUHM
apomorod wenetmanuit Ne 2292 poom 21.08, 2018 FT OO0 HI] "PAPMOEOPOHA", ammecmam
o arkpedumaiun POCC RU.0001 2107040, Cepmudghuicam POCC IN.PMO8.C21223 om 21.08.2018

(SUMERCTBHTEALHA 10 30.06.202]
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OPI'AH IO CEPTHOHKAIIHH, 3APEFHCTPHPOBABUINHN JIEKTAPALLHIO ' '
RARULTDMOS OPTAH HO CEPTHOHKALIA NTPOAVKIIHI OBLECTBO C OIPAHITYUEHHOF
OTBETCTBEHHOCUTHIO "OKPYIKHOH HEHTP KOHTPOIAH KAHECTBA,

adpec opeanusaun: 115280, o Mocksa, yi. Macmeprosa. 0. 4, sm. 5, non. 1, xom. 1, aopee opeana no
cepmugurcg; 113280, POCCHHA, copoo Mockea, ya. Macmeprosa, 0. 4, sm. 3., men. :(495)788-02-88, ¢ed-
SN GURK. P,

AERVAPALLHS O COOTBETCTBUH 3APEIHCTPHPOBAHA M POCC IN.DMO8, 10745

JATA 3}};’ AT PALLIMN 27 052018
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Product

Hassanue npenapara :3uxopar Xpono 500 smr
: Encorate Chrono 500

'L:Tu HITOTORACHIS

Cepits No
Batch No

: SKTO830

Fosen 1o
Exp.Daie

: 0672021

]
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1 07-Aug-2018

\NSr|  TECT  TEST R CHEUHGHKALMS SPECIFICATION
RESULT

I | Onncaune Kancyaosiimuie, Kancyrosmisste,  ABOAKOBRNYEILIE  TaGIeTHIL
i NBOSKOBLIIY KIIbIC HoKpuITeie  fuenovHoi ofonouxoll  opanmesoro
! TadNeTKH,  1OKpPBITHE | UBeTa
; aneHoYnoi 0doaouKoi
i OPAHIKEBOIO (BT An orange coloured. caplet shaped, film coated
! An orange coloured, | tablet with no marking on both sides.
! Description caplet shaped, film
! coated tablet with no
marking on both sides.

(i8]

! Bec 20 radaeror

Weight of 20 tablets
Cpeanuit sec oamoii

- TabNeTKH
| Average weight

15.124 /g

756.2 Mr/ mg

Meskny 732.7 - 778.1 mr

(7554 mr+ 3%)

Between 732.7 mg and 778.1 mg

(£3% of standard Avg. wi. ie. 755.4 mg)

% of Sodium Valproate
of LA

3 OaHOpOIHOCTE Beca Mun/ Min.  :-1.86% | 1 5% Cpeanero seca
_Uniformity of weight Make./ Max. : 1.76 % | + 5% of the averaze weight,
4 Maewtndukaussa CooTsercTayer Bpema  ynepmupanmz  0CHOBHOFO filtka  Ha
: Baswnpoar natpua TpeGoBaHHAM. XPOMATOIPAMME HCMEITYEMOFO PacTROPA JA0IHHO
i COOTRETCTROBATH BRSMEHH YAepruBaHHA
% OCHOBHOIO  IMKa  Banenpoara  HarpHs Ha
Xpomartorpamme CTraHA3pTHOTrO pacresopa.
; The retention time of the major peak obtuined in
Identification the assay preparation corresponds to that of the
GC Meets the requirements | standard preparation as obtained in the assay.
| i
5 | locTopornue npumecy Not Detected | Jliofan uuansuLyansHas npumech: He bogee 0,2%
- Individual impurity: NMT 0.2 %
Related substances, Not Detected Cysimapioe coaepanme seex npusecch @ e
Oonee 0.4 %
i Total impurities: NMT 0.4 %
6 | Pacteopensie 8 % 21 % 1 uac/ hr. 10% - 30%
| OTHOLWEHHH BANLNPOaTE 33 % 2waaca/ 2 hrs. 2 20% - 40%
HATPHA 0T KONK4ecTna 48 % 4vaca/ dhrs. :35%-35%
VREZAHHOTO Ha 3THKETKE 68 % 8 uacos/ 8 hrs. :60% - 80%
i Dissolution 76 % {0 sacos e menee 70%/10 hrs. NLT 70%
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TBLE BCHONHON GOGIOURON :

H L

T Xpouo 300 sr Hara saroropacsug |
. Encorate Chrong S00 L MfgDate (072618 B
Iopen o i
, SKTORID Exp.Date L 06/2021 |
Homep ananirdueckors omaera Hara painiycxa |
LARNo. 1493718 ‘ Release Date  :07-Aup-201§ |
NMSe|  TECT  TEST e CHEUMPHKALISE SPECIFICATION
7| Ocrarounste Tpom Aueron - ne fosee 5000 ppm
ODPAHIYSCKHE 1249ppm Hzonponunossii cnupr — ke Gonee 3000 ppy
pacTaopiTeny Acetone : Not more than 3000 ppm
Residual solvents Isopropyl alcohol :Not more than 3600 ppm
8 MuxpoSucenoriieckan 15 KOE/r/ CFU/g Ofuee UHCIO WHERX a3poBiLIX OaxTtepuil: e
HHCTOTA stenee 1000 KOE/r
Microbial Limit < 10 KOQE/r / CFU/g JposckeBbix # nnecHesbIX rpudos: 100 KOE/r

E.Coli, Enterobacteriaceae, Staphylococeus aureus
Oteyrersyior/ absent | (1r): oreyrereyior

Total viable aerobic count Not more than 10°

Not more than 10° fungi per gram

Absence of Escherichia coli, Enterobacteriaceae,
Staphylococcus aureus {1 g)

9 | Conepixanie 144.13 mr/me Meway 130,53 mru 159.5 mr
BRALNPOCROT] KHCAOTSH! He menee 90,0% u e Gonee 110,0% or
(143 yo/frad) FTHKCTOYHOrO
99.4 % Between 130.5 mg 10 159.5 mg
Valproic Acid Content Not less than 90.0 % and Not more than 110.0 %
(145 me/tabs.) of the labeled amount.
10 | Kosyecrsensnii 4945 ar/mg Meaay 450,0 mru 550,0 mr
ananus Banknpoar He sienge 90,0% u ne Gonee 110,0% ot
HaTpHA ITHRETOHHOTO
500 me 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.
300 mg/tabs.
3agmonenne : [Ipenapar  COOTBETCTBYET CTAHAAPTHBIM  TPEOOBAHHAM BHYTPEHHErO  periavcHTa
NPOUIRONCTRA
Remarks: The product complies with the prescribed standards of Quality as per In HousesSpecification. -
; .’_’,w" PR
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