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Itlentifica fior.r

r\: Ill Spectrunr

D: lleactir:n (b,) of sodiurn salt

Appearance of solution:
Ctari[, oI so]ulion
Colour of soiution

Relaled Substances (HPLC)
Diclofe:rac iinpuri$ A
Diclofenac impurity B
Diclofenac impurity C
Diclsfenac impur:ity D
Diclofenac inrpurity E
Any other inrpurity
"Iotal ilnpurities
llcavy metals

l.oss or.r dr'1,i11r,

Assay (On dricd basis)

Additional tests:

I'article Sire
(lly Sympatech)

i) ii:lofenac Sodium Di mer

Expiry Date

RISULTS
White oystaliine portier. ;irghtty
frygroscopic.

Sparinglv ioti Uie'l,r r"ater, rre.etv
soltrble in nrctlrantrl, solrrblc,n
alcohoi, slightly soluble in acetone
It melts at 280" C rvith
deco{Ulosition

A: I'lrc infrir-red spcctrum of
sample is concordant with the
spectrunr obtaineel from i)iclofenai:
socii u rn working stturclartl.

D: Ihe soluLion gives reaction (b) of
sodiutr

Ciear sohrtion
n0?

Not Di:tected
Nqt Detected
Not l)etecterl
Not Detected
Not Detected
0.06?0

a.a7%

L::rtlg"l!-qrl:
0.2'1 ."6 rr,/n"

99.8 % w/w

95%<25.4srm
100,",6 < 46.0 unr

:09F1'12001334

: Oct-2017

Not rnora than 0.27o

Not rnore than 0.2?i,

Not more than 0.29,i

Not more than 0.27o

Not more than 0.2%
Not nrore than t).lOgi
Not nroro than 0.5%

Not more tlran 10 ppm

Not rrrore than 0.5 % wlw
99.091, n /r.v lo 101.0% w1w

Minimum gS ?i < S0 pm.
lv{inimurn 100 % < 12S pm.

Nqlt rrrore than 0.1 %
oFINIoN:.Ilreabovesirrr,rpJecompIiesrr,it]rt}"lepresi:ribeiI;fi*a;ffi

requirements of ceitificate of s,itability no. R1-ctril, t99z-0+1-i<cv dJ.

Narne of product

i\tfanufactrrreil by

:03/12/2012Release Ilate

STANDARNS
A r.r,hite 0r sligirtly yuft
crystalline powcler, slightly
hygroscopic.

Sp^"r,g fiffihl" t,,. 
'-r"fi. 

h
solrrble in rnethanol, soluble in
alrohol. sligirtly soluble irr acelone.
It nrclts al al:otrt ZBtF-d*u tlr
dec<-lmpositiotr

Al "Ihe infra-red spsclrum ol
sarrrp'Ji' slroulcl concord,trrI rvrtlr the
spectrr"rnr obtainecl frrlrn i)iclofenac
sotlium working standarcl,

D:'flie solution gives reactir.n (b) of
sodiu nr

Solution should be clear
E at 440 Maximum 0.05

Not Deteeted
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