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ac Potassium Tablets

sium Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of diclofenac potassium (C, ,H, CILKNO,).

1072

1 time of the diclofenac peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
-400 nm) spectrum of the diclofenac peak of the Sample solution corresponds to that of the Standard solution, as obtained in

08 g/L of ammonium acetate in water. Adjust with acetic acid to a pH of 5.3. Pass through a suitable filter of 0.2-um pore

onitrile
ee Table 1.
Table 1

Time Solution A Solution B
(min) (%) (%)
0.00 70 30
0.50 70 30
8.50 5 95
10.00 5 95
10.01 70 30
14.00 70 30

trile and water (50:50)

in: 0.2 mg/mL of USP Diclofenac Potassium RS in Diluent

12 Nominally 0.2 mg/mL of diclofenac potassium in Diluent prepared as follows. Transfer a suitable portion of diclofenac
a suitable volumetric flask from NLT 20 finely powdered Tablets. Add Diluent equivalent to 80% of the flask volume. Dissolve

luent to volume. Pass the solution through a suitable filter of 0.22-um pore size.

“the Standard solution and Sample solution from light.]

ic system
raphy (621), System Suitability.)
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lard solution

)le 2 for relative retention times.]
uirements

r: NMT 1.2

1dard deviation: NMT 1.0%

1dard solution and Sample solution

e percentage of the labeled amount of diclofenac potassium (CMHmCIzKNOZ) in the portion of Tablets taken:

Result = (r /r;) x (C/C,) x 100
ieak response of diclofenac from the Sample solution
ieak response of diclofenac from the Standard solution

:oncentration of USP Diclofenac Potassium RS in the Standard solution (mg/mL)

iominal concentration of diclofenac potassium in the Sample solution (mg/mL)

eria: 90.0%-110.0%

"ESTS

ited intestinal fluid (without enzyme); 900 mL
rpm

n: A known concentration of USP Diclofenac Potassium RS in Medium. Pass a portion of the solution under test through a

>f 0.45-pym pore size. Dilute with Medium if necessary.
12 Sample as per Dissolution (711). Dilute with Medium to a concentration that is similar to the Standard solution.
nditions

relength: Maximum absorbance at about UV 276 nm

1dard solution and Sample solution

e percentage of the labeled amount of diclofenac potassium (CMHmCIzKNOz) dissolved:

bsorbance of the Sample solution
:oncentration of the Standard solution (mg/mL)

olume of Medium, 900 mL
bsorbance of the Standard solution
abel claim of diclofenac potassium (mg/Tablet)

"75% (Q) of the labeled amount of diclofenac potassium (C Cl,KNO,) is dissolved.

1Mo
ace Units (905): Meet the requirements
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