
UNIQUE CHEMICALS
(A Division of J. B. Chernicals & Pharmaceuticals Ltd.)

: 
Plot no. 5, Phase IV, GIDC Estate, Panoli-394 116 (GUIARAT) INDIA.

CERTIFICATE OF ANALYS]S

OPINION: The above san'rple complies with tlre prescribed itona*ar or q""lity uffiffifri
requirements of certificate of suitabiltv no. R1-cEp 1997-041-Rev 03.

ALII'Y CON'I'ROI- DEPARTMEN]'
Name of product DICLOFENAC SODIUM EP

Manufactured by : Unique Chemicals, Panoli.

Batch No. ; PDFS1302M A.R. No. : 09IP13001631

Manufacturing Date ; Dec-2013 Expirv Date : Nov-2018

Release Date t 25/1?/2013

TESTS RESULTS STANDARDS
Appearance \Atrhite crystalline powder, slightly

hygroscopic.
A ra,hite or slightly yellowish
crystalline powder, slightl;.
hygloscopic.

Solubility Sparingly soluble in water, freely
soluble in methanol, soluble in
alcohol, slightly soluble in acetorre.

Sparingly soluble in water, freely
soluble in methanol, soluble in
alcohol, slightly soluble in acetone.

Melting point It nrelts at279.7' C with
decon'rposition

It n-relts at about 280'C with
decon-rposition

Identification
A; IR Spectrunr

D: Reaction (b) of sodiurn salt

A: The infra-red spectrunr of
sanrple is concordant with the
spectrum obtairred fronr Diclofenac
sodium working standard.

D: The solution gives reaction (b) of
sodium

A: The infra-red specfrum of
sample should concordant with the
spectrum obtained from Diclofenac
sodiurn working standard.

D: TIre solution gives reaclion (b) of
sodium

Appearance of solution;
Clarity of solution
Colour of solution

Clear solution
0.01

Solutiorr should be clear
E at 440 Maximum 0.05
(5'/, w/v\

Related Substances (HPLC)
Diclofenac inrpurity A
Diclofenac impurity B
Diclofenac impurity C
Diclofenac impurity D
Diclolenac impurity E
Any other impuriry
Total impurities

Not Detected
Not Detected
Not Detected
Not Detected
Not Detected
0.02%

4.O2"/"

Not nrore than 0.27o

Not more than 0.2%
Not more that 0.2%
Not nore than 0.2%
Not rrrore than 0.2%
Not more than 0.10o/o

Not more than 0,5%
Heavy rnetals Less than 10ppm Not nrore than 10 ppnr
Loss on drying 0.?3% w/w Not nrore than 0.5 a,6 w /u,
Assay (On dried basis) 99.8o/o w/w 99.0oA w/w toL0L.0'k w/w
Additional tests:

Particle Size

@y Sympatech)
95%<22.39m
1007o < 42.0 pnr

Mininruu 95 a/, < 50 pnr,
Mininrunr \O0 o/, < '125 prm.

Diclofenac bdium Dimer
(By HPLC) Not detected Not nrore than 0.1 7"
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