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)l Tablets

contain NLT 90.0% and NMT 110.0% of the labeled amount of cilostazol (C, H,,N,0,).

19:
c IenTiricaTion Tests (197), Infrared Spectroscopy: 197S

n: 100 mg/mL of USP Cilostazol RS in chloroform

12 Transfer the equivalent of 100 mg of cilostazol from finely powdered Tablets into a glass container. Add 1 mL of chloroform,

in, and pass through a suitable filter of 0.5-um or finer pore size. 5 (Usp 1-May-2021)

ctrum of the major peak for cilostazol of the Sample solution corresponds to that of the Standard solution, as obtained in the

y-2021)
1 time of the major peak for cilostazol of the Sample solution corresponds to that of the Standard solution, as obtained in the

Acetonitrile, methanol, and water (35:15:50)
n: 0.1 mg/mL of USP Cilostazol RS in Mobile phase prepared as follows. Transfer a quantity of USP Cilostazol RSto a
1etric flask. Add Mobile phase to 80% of the total volume and sonicate for at least 15 min. Dilute with Mobile phase to volume,

dlution: Transfer 10 Tablets to a 500-mL volumetric flask. Add Mobile phase to 80% of the total volume and shake

for 30 min. Sonicate for at least 5 min. Dilute with Mobile phase to volume, and mix well.

12 Nominally 0.1 mg/mL of cilostazol in Mobile phase from the Sample stock solution. Pass through a suitable nylon filter of
size. Discard the first few milliliters of the filtrate.

ic system

agraphy (621), System Suitability.)

254 nm. For Identification A, use a diode array detector in the range of 200-400 nm.
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ieak response of cilostazol from the Sample solution

ieak response of cilostazol from the Standard solution

:oncentration of USP Cilostazol RS in the Standard solution (mg/mL)
iominal concentration of cilostazol in the Sample solution (mg/mL)

lay-2021)
eria: 90.0%-110.0%

"ESTS

% sodium lauryl sulfate in water; 900 mL
75 rpm

ick solution: 0.28 mg/mL of USP Cilostazol RS in methanol 4 (ysp 1-May-2021)
tion: 45.6 pg/mL of USP Cilostazol RS in Medium from the Standard stock solution 5 (USP 1-May-2021)

on: ANominally 5.6 pg/mL of cilostazol in Medium prepared as follows. Pass NLT 20 mL of the solution under test through a
r of 0.45-um pore size, discarding the first 10 mL. Dilute with Medium. 4 sp 1-May-2021)

sonditions
avelength: 257 nm
im

andard solution and Sample solution

the percentage of Athe labeled amount of , (USP 1-May-2021) Cilostazol A(ConnNst)A (USP 1-May-2021) dissolved:
Result = (A /Ag) x C x VAx D4 (usp 1-May-2021) % (1/L) x 100

= absorbance of the Sample solution

= absorbance of the Standard solution

= concentration of USP Cilostazol RS in the Standard solution (mg/mL)

= volume of Medium, 900 mL

= dilution factor for the Sample solution 4 (usp 1-May-2021)

= label claim (mg/Tablet)

LT 80% (Q) of the labeled amount of cilostazol A(C20H27N502)A (USP 1-May-2021) is dissolved.

yduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
» sodium lauryl sulfate in water; 900 mL, deaerated
75 rpm

ick solution: 1.1 mg/mL of USP Cilostazol RS in methanol . 11sp 1-Mav-2091)
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