
UNIQUE CI{EIYTICALS
(A l)ivisie.rn of J. B. Cheniicals & Ilharmaceuticals Ltci.)

Plot no. 5, Phase IV, GitJC tistate, I'anoti-1194 116 (GUJARA.I) INDIA
Cl:IiTIIICA'l't1 Olr ANA LYSH

QUAI,ITY CONTROL DHPATITMENT
Name of product r DICI.OFHNAC SODIUM Ep

Ir.{anufactured by : Uniclue Chenrieals, Panoli.

Batch No ; PDFS320093 A.R. No

N,{anu{achrring Date : Sep-2012 llxpirv Date

i{elease l)ate

rcquirements of ceriificate of suitahili$ no. [t1-CH], 1997-041-ltev 03

: 091"P12001.147

: Aug-2017

t14/12/}Q"tZ

TESTS RF,SW"IS S"I"ANDARDS
APLrear;rnce White crystiriline poweler, slillhtly

hygroscopic.
A wlrita. tlr siigirtly yellowish
crystalline powcler, slightly
hygroscopic.

:0ruDltrtv

Inlelting point

Sparingly solrrble irr u,ater. freely
solublo in methanol, soluble in
alcohol, slightly sohlble in aq.etons"

rt i*,rtiii:so" e-*lti' -

decomposition

Sparirrgly 5glulle in water, fdlv
soluL:le in methanol, soluble in
alcohol, slightly soluble irr ar:etone,

it ;-ltr -t -b"utrii0(;iin
rlannrnnnei li^*

ldentifrcalion
A: IR Specirrrm

L): Ilear:tion (b) of socliurn .salt

Ar l'ire infra-red spectturn eif
salrple is cerucordarlt .rt,itir ihe
spcch unt oht.rincd lroln Dir.lofenac
sociiun'r working sttrnelarct.

D: The solution gives reaction (b) ot
sodium

A; The inJr"a-red spectrum ot
sanrplc shorl Irl t_-oncrrrclant lvi t1i llrt:
spcch'um obtained lir>m Diclofenac
sod iu m r.,,orking, stanclarcl.

D: The solu$on gives reaction (b) of
sod irr n.r'

Appealance of soiutionl
Clarity of soluti*n
Colour of solution

Clear sqlution
002

Solulion shorrlel be clear
H at 440 Maxirnum 0.05
(596 rvlv)

Related Subsiances (HPLC)
Diclofenac irapurity A
I)iclo{ernac itrprrrity B
Dick:fenac impurity C-'

Diclofenac impuritl, I)
Dickrfenat impurity li
Any other impLrrity
l"otal irnpurities

Not Detectetd

Not lletccted
Noi Detccted
Not l)etectecl
Not Detuted
0.049,;

0.04 96

IrJot more than 0"2?6

Not rnore ihan 0.2%
Not rnore than 0.2%
Not more than 0.??6

Not rnr:re than 0.2%
Not more than 0.10%
Not more tlran 0,5%

i leavl, mctals L.e.ss than l0 ppnr Not nrore than 10 ppm

-L::: l:::l:r*e-.-**
4,lqlI?t $'i"{"lqlir)
Additional tests:

tr3 ?_lA_
100.1 % w/u,

Sslry:::llxrglS yLy_
99.0% w/w to 101.07o wlw

trrarlicle Size
(By Syrnpaterft)

70%<8.6pm
[i5 ?6 < 15 snr
97 9'6 < 30 prrr

\4in
Mirr
Min

mum 70 % < 20 pm,
rnuu B$ 7i < 40;tm,
munr 97 % c 100 prn

Diclofenac Sodiurt I)imer
(Bv IIFLC) Not llertectr:d Not m<;re than U.l %

OPINION: l'he above sanrple cr:nr;:iies with the prescribed stanciqrrls of quality as per IiP and tfie

FreBared Bv I Date
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