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Regd. Office & Factory : Plot No,322l4, 4O Shed Area, G'|.D.C', Vapi'396 195. Guiarat
Phone : (0260) 2400383, 2400882 Fax : (0260) 24Ol9Az

E-mail : vapi@amoliindia.corn

CERTIFICATE OF ANALYSIS
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Product Name: DICLOFENAC SODIUM Ph.Eur.
lC EP Grade-Rromine free)

Barch No.: RDS/1406/0166A I Mfs. Date : Jm.2014

Sampling Date : 21 106/2014

ffi
Batch Size : 835.37 Kes, Exp. Date : May 2019 A.R. No. : ARDS/14/0188

TEST OBSERVATION SPECIFTCATION

Appearance Almost white crystalline
powder, slightly

hvP.roscopic

A white or slightly yellowrsh slrglltly
hygroscopic, crystalline powder.

Solubility Complies Sparingly soluble in water, freely soluble in
methanol, soluble in ethanol 96% , slightly
solul¡le in acetor.re,

280.2oC to281.4'C It melts a\ about 280'C, with
decomoosition.

Identification
(A) By lR spectrophotometer

(D) Reaction of sodium(b)

Conforrned

Conformed

The Infrared absorption spectrum ofthe sample

rnust be cotrcordant with that of Diclofenac

sodium reference/workin g standard spectruln.

No orecipitate is formed

Appearance of solution
Abj% In MeOlV44Onm/ 1 ctn

Complies
0.026

The solution is clear.
Not more than 0.05

Related substances
(By HPLC)

a.ot %
0.0t %
0.02%

Impurity-A Not more than 0.2 7o

Unspecified Imp. Not more than 0.10 %

Total impurities Not more than 0.5 %

Heavy metals Less than l0 ppm Not rnore tiran 10 ppm

Loss on drying
(At 105"C for 3 hrs)

0.31 % (Ww) Not more than 0.5 % (wlw)

Assay
lCalculated on dried basis)

99.6 o/o (wlw) Not less than 99.0 % and Not more thau 101.0 %

lwlw)
Additional [n-House test

EDTA Content

Belorv Detection Lirnit
Below Detection Limit

Below Detection Limit Not more than l0 ppm

Not more than 1000 ppm
Notmorethrn 100 pnm

Residual solvents
2- Propanol
Toluene

Conclusion : The sample Complies as pt r Ph.Eur. & Additional In-house Test.

Sign & Date
Name & Desisnation

Prenared Bv Checked By Released for Dispatch
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M.N.Patel, Asst.Mgr.-QC
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R.D.MeÉtd Mer.-QC
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A.S.Desai, Exe.-QA

SOP No. : VOC/O/006 Formal No. : YQU/I/Uóy-UU

c.*.r"" offt"" ' 
40.r, Dalamal House, Jamnalal Bajaj Road, Narlman Point' Mumbai - 400 02I' INDIA

Phone- : 91'22'228547L51t6/L7, 228545?"L Fax : (022) 22O4I4OO

E-mail : info@amoliindia.com


