
UNIQUE CHEMICALS
(A Division of J. B. Chernicals & pharmaceuücals Ltci.)

Plot no-5, Phase IV, GIDC Estate, panoli-394116, CUjARAT,INDIA.

CERTIFICATE OF ANALYSIS
UALITY CONTROL DEPARTMENT

§Iame of product : DICLOFENAC SODIUM EP

h{anufactured by : Uniqtre Chemicals. Panoli.

Batch No. : PDFS350018 Analytical Report No. : 09FP15000483

Manufacturing date : Feb-2015 Exoi¡v date r Jan-2020

Release Date filü3/?01,s

TESTS RESULTS STANDARD§
Appeararrce A l¡Vtrite crystalline powcler,

slightly hygroscopic.
A w'hite or slightly yellowish
crystalline powder, slightly
hygroscopic.

Solubility §paringly soluble in water, freely
soluble in n-rethanol, soluble in
alcohol, stightly soluble in acetone.

Sparingty soluble in water, freely
solubie in rnethanol, soluble in
alcohol, slightly solubtre in acetone.

Melting point It melts at 276.8'C with
decomposition

It melts at about 280'C with
decomposition

Idenfificaüon
A: Infta red absorption
Spechophotometer

D: Reaction (b) of soclium

A: The IR absorption spectrum is
concordant with the spe{trum
obtained rvith Diclofenac Sociium
working Standard.

Dr The soluüon gives reaction (b) of
soclium

A: The IR absorption spechum
should concordant with the
specrrum obtained with Diclofenac
Sodiuur working Standard.

D: The solutjon gives reaction (b) of
sodium

Appearance of solution:
Ciarity of solution
Colour of solution
(5% solution in methanol at 440 nm.)

Clear solulion
0.01

Solution should be clear
Not more than 0.05

Related Substances (HPLC)
Diciofenac impurity A
Diclofenac irnpurity F

Unspecified inipurity
Total impurities

Not Detected
Not Detected
BDL
BDL

Not more than 0.2%
Not more than 0.15?á

Not more than 0.107o
Not more than 0.4%

Heavy metals Less than 10 ppm Not more tharl 10 ppm
Loss on drying A.23oA wlw Not more than 0.5 % w / w
Assay (On dried basis) 99.9% w/w 99.0'A wlw to 101.0% wlw
Additional tests:

Particle Size (By Sympatec
analyzer)

95%<18.6pm
1.00%<79.0¡rm

Min.95%<50¡rm
100%<1.25¡rm

Dicloferrac Soclium Dimer
(Bv IIPLC) Not Detected Not more than 0.17o

Note: BDL - Below Disregard Lirnit (< 0.0S%)

OPINION¡ The above sample complies
requi:'ements of certificate of suiiability

with the prescribed standards of qualis as per Ep ancl
no. R1-CEP 1997-041-Rev 04.
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