
CERTIFICATE OF ANA LYSIS
LITY CONTROL DEPARTMENT

Name of product : DICLOFENAC SODIUM EP

ManufacturetJ bt' : Unique Chernicals, Panoli.

Batch No. : PDFS130203 A.R. No. :09FP13001620

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

Release Date z ?5/12/2013

UNIQUE CHEMICALS
(A Division olJ. B. Clremicals & plrarmaceuticals Lttl.)

PIot no. 5, Phase lV, GIDC Esrate, panoli-394 116 (GUIARAT) INDIA.

oPINIoN:TheabovesanrpIeconrpIieswitlrtheP'
requirements of certificate of suitabilitv no. R1-CEp 1997-041-Rev 03.
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STANDARDS
White crvstalline powder, slightly
hl'groscopic.

A white or slightly vellowish
crvstalline powder, slightly
hvgroscopic.

Sparingli' soluble in water, freelv
soluble in methanol, soluble in
alcohol, slightly soluble in acetone.

Sparinglv soluble in water, freely
soluble il ntethanol, soluble in
alcohol, slightly soluble in acetorre.

It rnelts at279.8" C vyith It melts at about 280"C with
deconrposition

ldentification
A: lR Spech'unr

D: Reaction (b) of sodiunr salt

A: The infra-red spectrunr of
saurple is concordant with the
spectrunr obtained from Diclofenac
sodiunr u'orking starrclard.

D: The solution gives reaction (b) of
sodium

A; The infra-recl spectrunr of
sample should concorclant ra,ith the
spectrum obtaineri fronr Diclofenac
soc{iunr rvorki ng sta nc'lartl.

D: The solution gives reaction (b) of
sodium

Appealarrce of solution:
Clarity of solution
Colour of solution

Clear solution
4.02

Solution should be clear
E at 440 Maxinrurrr 0.05

Related Substances (HPLC) :

Diclofenac impurifv A
Diclofenac inrpurih' B
Diclofenac inrpurity C
Diclofenac inrpuri!, D
Diclofenac irlpurity E
Any other impurity
Total inruurities

Not Detected
Not Detected
Not Detected
Not Detected
Not Detected
A.A4Yo

0.040a

Not more than 0.2%
Not nrore than 0.2a/o

Not rnore than 0.2%
Not more than 0.2%
Not nrore than 0.2%
Not more than 0.-107o

Not more than 0.5%
Less tlran 10 ppm Not nrore tlran 10

4.23n/o w / w

%.7 o/o w/w
Not nrore than 0.5 o/o w / w

Assay (On e{ried basis 99.0% w/ w to 1.01.07o wlw
Additional tests:

Parlicle Size
(By S1'mpatech)

95 o/o < 19.0 um
100% < 55.0 pm

Mirrinrunt 95 o/o < 50 pr.n,

Minimun'r 100 % < 125 pnr.
Diclofenac Sodiur:r Dinrer

Not more than 0.1 7o

Prepared Byl Date Checked Byl Date Approved Bv / Date
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