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No Sr TECT TEST | FE Al COEUMDHKALMS SPECIFICATION
; A el RESULT
I | Onucanue Kancyiosiansie, KancynioBminpie, ABONKOBBINYKIBIE  TabieTin,
ABOSKOBLINY KBTI NOKPHITBIE  OACHOUHOT  000A0UKOH  0ParbKEBOro |
TabHeTkyY, TIOKPLITHIE | UBETA.
tteHoMHoi odonoukoil |
OPAHKEROro UBLTa. L An crange 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.
2 | Bec 20 Tabnetox 15.080 /g Meaay 732.7 - 778.1 mr
Weight of 20 tablets (7554 mrt 3%)
Cpenuuii rec ognoit 734.0 mr/ mg Between 732.7 mg and 778.1 mg
TadaeTkH (3% of standard Avg. wi. i.e. 7334 mg)
Average weiaht
3 OnHOpOIHOCTD BECa Muu./ Min. =13 % + 5% Cpeanero seca
. Uniformity of weisht Make./ Max. : 1.58 % | + 5% of the average weight.
4 HMuoenruduxaius Coorsercreyer Bpesms  yaepKUBAHHS  OCHOBHOUO  MHKAZ  HA
Bansnpoar HaTpus Tpebopanuam. XPOMATOTPAMME HCIBITYEMOTO PACTBOPA JOMKHO
COOTBETCTEOBATS BPEMEHH VAS[HRHBAHI
{ OCHOBHOTO IHKA  BANBIPOATA  HATPUS Ha
| XPOMATOrPAMME CTAHIAPTHOTO PACTBOPA.
| The retention time of the major peak obtained in
ldentification the assay preparation corresponds to that of the
G Mects the requirements | standard preparation as obtained in the assay.
3 {locTopoHHite npUvecH Not Detected JlroBas muansuavansias npusecs: He Gonee 0,2%
[ndividual impurity: NMT 0.2 %
Related substances. Not Detected Cymuapuoe coaepianiie scex npumeceil | ne
tonee 0.4 %
Total impurities: NMT 0.4 %
& . PacTsopedHe B % 21 % | uac/ Lhr. : 10% - 30%
OTHOLWCHHH BATLNpoaTa 32% 2yaca/ 2 hrs. @ 20% - 40%
HATPHS OT KONHUCCTRE 48 % 4qaca/ dhrs, 353% - 35%
YKAZAHHCTO HA 3THHETKE 67 % 8 yacos/ § hrs. : 60% - B0%
Dissolution T4 % 10 wacos He medee 70%/710 bis, NLT 70%
%o of Sodium Valproate
of L.A.
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| Cepns No
[ Batch No.
| Hosep anamnmiuce

i AR Mo

S| TECT  TEST -t CHEUMOUKALIS SPECIFICATION

i 7] Ocratounse ippm AngToH — te Songe 3000 ppm
OPraHi¥etkie 105 ppm Mzonponunonstit cnnpt — se oeaege 5000 ppwy
PACTSOpHICHH Acetone @ Not more than 3000 ppm
Residual solvents Isoprapyl alcohol :Not more than 3000 ppm

§ | Mukpobuororuyeckas 20 KOE/r/ CFU/g Obuiee uucao snpsix aspoluux OGaxrepuiis He

HUCTOTA senee 1000 KOL/r
Microbial Limit P <10 KOE/r /CFU/g Hposcaesbix 11 naccHesrx rpudos: 100 KOL/r

: E.Coli, Enterobacteriaceae, Staphylococcus aureus
- Otcyrersyror / absent | (lr): oreyrersyior

Total viable acrobic count Not more than 10°

Not more than 10* fungi per gram

Absence of Escherichia celi, Enterobacteriaceac,
Staphylococcus aurcus (1 g)

9 | Conepmanue 143.405 sr/mg Menay 130,35 mru 1395 mr
BANBLAPOCEON KHCHOTE! He senee 90.0% u ne Gonee 110,0% ot
{145 mr/ral) FTHRETOUHOTO
98.9 % Between 130.5 mgto 15395 me
Valproic Acid Content Not less than 90.0 % and Not more than [10.0 %
(145 mg/iabs.) of the labeled amount.
10 | KoanuccrpeHHslit 491.3 mr/meg ' Mexcay 450,0 M 556,0 sy
auanus Bansnpear He senee 90,0% i 1e doaee 110,0% ot
HATpPIS ITHRETOUHOTO
560 mr 983 % 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 mostabs.

Zawarouenne : [Ipenapar  COOTBETCIBYET CLEHARPTHBIM  TPeOOBAHHAM  BHYTPEHHEro  perjiamenta |
NPOH3BOIACTRA |
Remarks: The product complies with the prescribed standards of Quality as per In House Specification..
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