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rtan Cilexetil Tablets

etil Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of candesartan cilexetil (C_,;H,,N,O,).

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
ption spectra of the major peak of the Sample solution exhibit maxima and minima at the same wavelengths as those of the
as obtained in the Assay.

Acetonitrile and water (55:45). To each liter, add 1.0 mL of trifluoroacetic acid. 5 (Usp 1-pec-2022)

rile and water (70:30)

n: 0.8 mg/mL of USP Candesartan Cilexetil RS in Diluent. Sonication may be necessary for complete dissolution.® (USP 1-

 Nominally 0.8 mg/mL of candesartan cilexetil in Diluent prepared as follows. Transfer a number of Tablets (see Table 7) to a

etric flask.
Table 1
Number of
Tablet Strength Tablets
(mg) (NLT)
4 10
8 10
16 5
32 5

about 70% of the total volume and sonicate for about 25 min with intermittent shaking. Allow to cool and dilute with Diluent
ass through a suitable filter of 0.45-ym pore size.

> system

aphy (621), System Suitability.)

82 nm. For Identification B, use a diode array detector 4in the range of 210-400 nm. , (USP 1-Dec-2022)

m x 15-cm; 5-um packing L7

rature: 30°

nL/min

1e: 10 L

2.7 times the retention time of candesartan cilexetil
v
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: percentage of the labeled amount of candesartan cilexetil (C33H34N606) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
2ak response 4of candesartan cilexetil (USP 1-Dec-2022) from the Sample solution

aak response 4of candesartan cilexetil (USP 1-Dec-2022) from the Standard solution

»ncentration of USP Candesartan Cilexetil RS in the Standard solution (mg/mL)

>minal concentration of candesartan cilexetil in the Sample solution (mg/mL)
ria: 90.0%-110.0%

ESTS

eled to contain 4, 8, or 16 mg: 0.35% polysorbate 20 in 0.05 M phosphate buffer, pH 6.5 4(dissolve 6.8 g of potassium
nonobasic in a suitable container containing 500 mL of water; add 3.5 mL of polysorbate 20 and dilute with water to 1 L;
N sodium hydroxide solution to a pH of 6.5);4 (UsP 1-Dec-2022) 900 mL

eled to contain 32 mg: 0.70% polysorbate 20 in 0.05 M phosphate buffer, pH 6.5 A(dissolve 6.8 g of potassium phosphate,
1 a suitable container containing 500 mL of water; add 7.0 mL of polysorbate 20 and dilute with water to 1 L; adjust with 2 N

oxide solution to a pH of 6.5); 4 (UsP 1-Dec-2022) 900 mL

mnmm

Acetonitrile and water (55:45). To each liter, add 1.0 mL of trifluoroacetic acid. 4 (USP 1-Dec-2022)

olution: 0.45 mg/mL of USP Candesartan Cilexetil RS in acetonitrile. Sonication may be necessary for complete dissolution.

n: 4(L/900) mg/mL of USP Candesartan Cilexetil RS from the Standard stock solution in Medium, where L is the label claim in

5P 1-Dec-2022)

. Pass a portion of solution under test through a suitable filter of 0.45-um pore size.
> system

aphy (621), System Suitability.)

54 nm

m x 15-cm; 5-um packing L7
rature: 30°

nL/min

1e: 50 pL

1.8 times the retention time of candesartan cilexetil
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution
» percentage of the labeled amount of candesartan cilexetil (C__H, N O ) dissolved:

33 '34 66
Result = (r,/ry) x Cox V x (1/L) x 100

2ak response 4of candesartan cilexetil, (USP 1-Dec-2022) from the Sample solution

2ak response 4of candesartan cilexetil, (USP 1-Dec-2022) from the Standard solution
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