
UNIQUE CFIEMICAI.S
(A llivision of J. B. Chemicals & pharrnaceuticals Ltei.)

Plot no. 5, Iihase IV, GIRC Estare, panoti-3g4 116 (GUIARnT i INDIA.

__aq4\Ll't'y CONTR.OI DEpAI{TMENT
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r TIICLOTENAC SODIUM Ep

: l)niquc Chernicals, Panoli

: PDF-S320083

: Nov-?012

Appearance

Soluirility

lvleiting point

a.G;iirk.ri""
A: Ii{ $pectrum

L): Ileaction (b) of sodium salt

Appearance of solution:
Claritlr of solrition
Colorrr r-rf sr:lnlion

1{elateci Substanccs (I"{PLC) :

Diciofenac impurifv A
Diclot'enac irnpu rig Il
Llicl,rfenac impu ritv C
Dicloienac irnpurity D
Dir: krferlac impurity E
Any other impurig
Total impurities

l-{eavy metaLs

l"arnale 51lz€)

(Bv Syrnpatelch)

I)it Ioft,rrac SoLliurrr l )irncr
llv iIPI-C) Not Deter:tetl

( )PINION: l'lie abovc s.rmple corlplies wilh the prescrib+:rl standarrls of quality as por EP ancl the
reqrrirements of cerhficate of suital:ilify no. R1-C[I, 1997-041-Rev 0"3

-Itsrsrsg

Chlll]]irlcATE OF ANA LYSIS

Narne of FroducI

N,lanufaetur:ed lrv

Ilatch No.
: 0qfi'}12001328

: Oct=2017

t 27 /11/2072

Manufacturing Datc Hxpiry Date

RESUT.'T$

Whitc crystalline prxvder, slightly
hygroscopic.

STANDARDS

A white or siightly yellorvish
crystallina pow.der, slightly
hvgrc.sr.91, i6.

Sparingly solulle i; *-to;" i*"$
sqltrble in mi:tlranol, sc,luble in
alcohol, slightly soluhlc in acetone.

It nrelts at alrout 280.( q;i11t

citrcermposilion

Ar 'Ihe iufra-recl spectrum of
,samprJg should concorclant rvjth the
speclrurn obtained from l)iclofenac
socl iu m *,orkinE; standarcl.

L): l'he solution gives reaclion (b) of
sodiu m

Sparingly soluble in water', freel;,
soluble in methanol, solrrble ir.r

alcohol, slightly solubie in acetone.

It trretts at 280'C rvith
rlee onrposition

A: The infra-red spectrum of
sample is concqrctant with the
specknnr ol:tained fronr Diclofenae
sc;clium working standard.

D: The sohltion gives reaciion {b) ef
soelirru'r

Not l)etected
Not Detected
Not f)etccted
Nr:t Dettlcted
Not []ctectr:d
0.03?;

0.037,

Less thau 10 ppm

U.1J -/o \4'l w

99.6 % u./w

Solution should be clear
E at 440 Maxirnum 0.05

[59b w/v

Not rriore than 0.27o

Not morc than 0.2,*6

Not more than 0.?%

Not more than 0.27.
Irl"t:t more tl'ran 0.2In
Not nr<:re than 0.10%
Not rnore than 0.57"

Add.itional tests:

90 -"6 < 24.7 pnr
100r'6 < 112.0 pm

Ncrt rnnre than 0.5 a/o 
w. f w

99 t.!96 wlw to 101.0% w/w

It4inirnum 95 9i, < 50 pm,
Minimum l00 % < 125 pm,

Not nlore tlran 0.1 %

[,oss o;r rlryi

Assay (0n dr',icd basis)

Checked Llato

ilJ;llP' el+.lL'l*-


