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llalch Nr:.

\'[anufacturing Dnte : Nov-2(ll2 Expriry Dale

ltelease Date

.TES'TS
RISUt,TS

Appr:arance White *vstalline powcler, slightly
hygroscopic.

soluble in metlranol, solulrle in
alcohol, slightly serluble in acetotre.

Not l)etectec'l
Not Detectecl

Not Detected
Not Deter--ted

Not l)c'tecterl
0.037a

0.03%

:09FP.120t)1331

STANNATiT'S

A white or
cry'sttrlline
hlrgroscopic.

Sparingly soluble in water, freely
solul.,le ir-r nrethanol, sc,luble in
alcohol, slightly soluble in acetone.

sligiltly vellowish
powcler, slightly

$paringly soluble in water, freely

lvlelhing point lt rrrelts at 280' C rvith It melts at abq:ut 280"C with
Elecr:mposition decornposition

A: 'I'he infra-recl spectrum of
.rantprJe; is concQrdarrt rt ith the
spectrum obtained fronr Dlcloferurc
sodium working stanclnrct.

D: 'l"he solution give.s teaclion (h) of
sodium

Clleilr solutiorr
0.t)2

Itelated Sutrstances (HPLC)
Diclofenac irnpuritl A
Diclofenac imp*rity ts

Diclofenac impurilv C
Lliclofenac impuritv l.)

IJiclofenac inrpurity E

Any other impurig
'l'oia1 impurities
lleaw metals [.ess than 10 pprn

Leis$ on clrying 0.23 % w'lw Not rnotc llrarr 0.5 % n'/u,
Assay (0n rlricd basis) 100.0 % rv/w 99.09/" wlw to 101,0?i w/w
Additional tests:

Particle $irc
(81'Si,mpatoch)

[]iclofenac Sodiunr Di mtr
,HIILC)

OFINIONI'l'he above sample complies with the prescrihed standarcls of qualily as per liP anrl the
lequirements erf cerfificate of suitability no. R l-CFP 1?97-0'11-Rev 03.
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lrie nii{icirtiou
A: IR $pectrurn

Il: Reaclion (b) of sotliurn s;rlt

Appearance of solutionl
Clarity ol solution
Cohur Lrf solution

A; 'l'he infra-red spechun <lf

sarnplo should coneorrlant with the
spechum obtained frorn Iliclofi:nar:
sorliunr working standard.

I): The solution gives reaction (b) of
sodium

Solutiorr should be clear
Ii at 440 Maximum 0.05

5% n,/v

Not more than 0.2?,
Not more than 0.2%
Not more than 0.2%
Not urore than 0.2%
Nr:t more ilran 0.2%

Not more than 0.107q

Not more than 0.5%

Not more than 10

95%<,10.0pnr
"10096 < 87.0 pm

Ivlinirnum 95 % q 50 pm,
Nltrinimunr 100 ,06 < 125 pm.

Not more than 0.1 %

--I dtrtlx'F"*=- 
.-

?- \.1 a..r q*

r()ved


