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RESUI,TS

@tttgtt\,
hygroscopic

Sparingly soluble in water, freely
solublc: in mettriurol, sokrhle in
alcohol, slightly soluble in acetone.

Sohrbilily

trt melts ;rt 2E[]" C rvith
tlecottrlrP" 11i911

A: I'he infra-red spoctrun"l of
sample is co]lcorctant rr,ith tlre

sperctrunr obtained from llir:lofenac
sqrriittm rvorking stanclaril.

Dr'fhe soltrtion gives reaetitilr 1b) tl,t

soclinm

Cllear srtItttion
0.02

Not rnore than 0.?%

Not more tlran 0.29i,

Not more than 0.296

Not more than 0.29t

Not nrorc than 0.296

Not nrore than 0.109,0

Not more than 0.5,06

Not l)etected
Not f)etected
Not L)etected
Not Detccted
Not Detectecl

0.04-9,.

0.Oit9/"

L:xl** l! ry""'
0.23 9i, r.vf lt
99.9 ot, lv/w

Atlditional tests:

N{irimunr 95 9/u < 50 prl.
fv'iinimuur 100 % < 125 un'r.

Related Sulrst;rnces (HPLC) :

Diclofenac impnrity A
I)icloferrac impurity B
l)ii:lofcnac impurity C
Iliclofcnac irn purity 1)

Diclofcnac impr-rrity li
Any otl-rer ir.nprr lity
'Iota1 impurities
I Ieavy nretals

L.oss cut drying

r\ssav (0n clried Lrasis)

Not more tlran 10 ppm

Not nrcre than 0.5 oo \,",/11'

99.0% u,/rv to 101.0% w'/it'

[:;rrtic]r: Size
(l-i,v Syrnpatt:ch)

pcalance

ri

't'--'"
I {r.i,
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TESTS

lvlelting point

Iden i i{'icirtio*
A: iTt Spertrnrn

D: Rc;rctioi'r (b) of sodium sarit

App"rearancc of solutiorr:
Cl.,r.rit1' ci soh.llicxr
(-r:lour: of solufi*n

tl----

STANNAIdDS

A r,r:hite or slightlv yelloivish
cr:ysiallinr.. porvrlerr:, slightlv
h1'grosr:opic.

Sffi,r.tgt)'r"lul,& ty
sohrble in mcthanol, solublc in
zrlcoirol, slightly soluhle iu acetone.

It .*'lt. 
"t "tiir,t 

28
rieconlnosition

A: l'ir* in{ra-rect spectrunr ot
saniple sX.roulcl concorclant n,itli lhc
spoctmnr obtainecl from Ili<-It--fr:nac

sotl i Lrr:r-l u,or kirr g star-rrlal'rl.

I): I'he solutiolr givers reaction (b) ol
sor:liurn

Soh.rLion shoulcl lre elear
E at 4.{0 N'laxirnum 0.05
(596 rr',/r,

95 9a < 28.3 pnr

1009,b < 55.0 rrm

Diciofenac Sodium llimer
P-Il_ry]-_c)... Not Dt:tecti:cl No[ r'rlcr]'e than 0.1 ?o

()l'lN lONl T'hc above sample complies rvith the prescrihccl stanciarcis tT f qlralitl' a$ per EP rrnd ihe

requirernents of certificate of suitability no. R1-CiiF 1!197-0,1'1-Rev 03.
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