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CI]RTIFiCATE ()F ANNI,YSIS
QTJAI,I]'Y CONTROI f]H PAR'I'MEN T

Nanrc ot procluct r DICLOFIiNAC SODIUM EP

lvlanufactured bv Unique Chemicals, Pano.li.

Biitch No. PD1S320088 | n.n. Nn :09IiP1200]366

lv{ ;rn ufactrrritrg Daie : Nnv-2Cl 12 | lrrpirr Date. : Oct-2017

Release Date :231 l2l?01?

TTJSTS ITESULTS STANI]ARDS
Appe,rrance White crystalline porvde.r, sliglrtlv

I-rvgroscopic.
A w,hite tlr stightly yellowish
crysiallinc p-ron,der, slightly
hygroscopric.

Solubilitv Sparingly rnlsblo in water. treetry
soluble in metllflnol, soluble in
alcohol, slightly soluhler in acct'one.

Sparingtv solrrble in lr.atr:r, freelv
solubla in metharrol, soluble in
alcohol, slightlv soh.rble in acetone.

lvlclting Xr1li11 It urelts at ?81'' C u,ith
clecomposition

It urelts at about 2B0nC with
deconrLr<"rsition

k"lentificatir:n
A: ilt Spectrunr

i.): IlerarFion (b) of sodium sait

A; 'Ihe infra-red speclmm of
saruple is concordflnt rvith the
spectru rn olrtainerl from Diclofenac
sod ilrm lrrorkillg sta rrt-lirrcl.

I):'l'lre soh.rtion gives reaction (b) of
sodium

Al 'I'[re infra-r*d spectmm of
salnple sl'ioulcl concoldant rt'ith the
spectrunr olrtained ti'om l)iclofenac
sodium r.,,,orking standirrd.

Dr The solution gives reaction (b) of
socliun'r

Appei,rrance of solution:
Clarity r:l'scrlution
Cbk:ur o{ solutior-r

Cle'ar solution
0.02

Solution shourlcl be clear
Il al -l'10 Nlrrrinrrrnr 0.{.)5

(5?; w/v)
Rclahd Snbstances (IJtrLC) :

Diclofenirc imprurity A
lliclofenac iupurity ti
iliclofenac impurity C
llicloicnarc impuritl" D
L)iclofenac impurily E

Any other impuritv
T'otai impurities

Not L)etectetl

0^029/"

Not ])etectecl
Not Detectecl
Not L)etected

0.049,6

a.07%

Not more thirn 0.2?6

Not nrole thtrr-r 0.2?6

Not more tharr i).29.,i,

Not nrore than 0.2?6

Not more than 0.2%

Not more than 0. 10-o/o

Not rnore than 0.5%,

Heavv nretais [,ess than 10 ppm Not mol'c than 10 pprn

l,oss on cin'ing 0.18 ?'o u'/rt' Not n"lore than 0.5 9a n,,/u,

Assav (t)n drier-tr b;rsis) 100.0 ?i lv/w, [99.0% vr/vv to'101.0i" w/rv
Adclitional tests:

Pariicle Size

{81' Synrpatech)

Dr;6i'e** S".Jir 
* 

-
(H1-H-tll c)- - -_---.-_--- ---

72 olo < 7.4 pnt
84%<12.49m
98 9a < 30.0 prnr

Nr:t L)etectecl

Minin"rum 70 ?,6 < 20 prn,
lv{ininrum 85 ?; < 40 1rnt,
Minimurn 97 ,"{, < 100 prn.

Not more tiran tl.l 96

OPINION:'fhr above sirrnple c-:ol"lrplios rvitlr tlre pn'osctibi:rl standarcls of quality as per liP arrd tire
retluirements of ctartificiite of suitabiiitl' ner. I11-CHP 1997-0i11-Iter' 011.
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