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xylic acid 4-(2,3-dichlorophenyl)-1,4-dihydro-2,6-dimethyl-, ethyl methyl ester, ()
-dichlorophenyl)-2,6-dimethyl-1,4-dihydropyridine-3,5-dicarboxylate CAS RN®: 72509-76-3.

s NLT 98.0% and NMT 101.0% of felodipine (C CI,NO,), calculated on the dried basis.

18H19

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

6.9 g of sodium phosphate monobasic dihydrate in 400 mL of water, add 8.0 mL of 1 M phosphoric acid, and dilute with
lote—The pH of this solution is around 3.0.]

zetonitrile, methanol, and Buffer (40:20:40)

'y stock solution: 0.05 mg/mL of USP Felodipine RS and 0.1 mg/mL of USP Felodipine Related Compound A RS in Mobile

'y solution: 0.5 ug/mL of USP Felodipine RS and 1 pg/mL of USP Felodipine Related Compound A RS in Mobile phase from
tability stock solution. [Note—Pass the solution through a suitable filter of 0.2-um pore size.]
n: 0.3 mg/mL of USP Felodipine RS in Mobile phase. [Nore—Prepare fresh before analysis. Pass the solution through a

£ 0.2-pm pore size.]

: 0.3 mg/mL of Felodipine in Mobile phase. [Note—Prepare fresh before analysis. Pass the solution through a suitable filter of
zel]

> system

aphy (621), System Suitability.)

54 nm

m x 15-cm; 5-ym packing L1

_/min

1e: 20 pL for the System suitability solution and 40 pL for the Standard solution and the Sample solution
2 times the retention time of felodipine

y

am suitability solution and Standard solution

tive retention times for felodipine related compound A and felodipine are 0.83 and 1.00, respectively.]
lirements

LT 2.5 between felodipine related compound A and felodipine, System suitability solution
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Result = (r,/r)) x (C/C ) x 100
aak response of felodipine from the Sample solution
2ak response of felodipine from the Standard solution

>ncentration of USP Felodipine RS in the Standard solution (mg/mL)

»ncentration of Felodipine in the Sample solution (mg/mL)

ria: 98.0%-101.0% on the dried basis

(281): NMT 0.1%
MINOCROTONATE
of sodium phosphate, dibasic, anhydrous in water prepared as follows. Dissolve 2.84 g of sodium phosphate, dibasic,

000 mL of water. Adjust with phosphoric acid to a pH of 7.0.
zetonitrile and Buffer (57:43)
n: 30 pg/mL of USP Ethyl 3-Aminocrotonate RS in Mobile phase. Prepare fresh before analysis.

: 20 mg/mL of Felodipine in Mobile phase. Sonicate the solution for 10 min. Prepare fresh before analysis. [Note—Pass the
jh a suitable filter of 0.2-um pore size.]
> system

ictive index
m x 15-cm; 5-ym packing L1

_/min

1e: 20 L

4 times the retention time of ethyl 3-aminocrotonate for the Standard solution; NLT 8 times the retention time of ethyl 3-
ate for the Sample solution

y
ard solution

dard deviation: NMT 3.0%

dJard solution and Sample solution
» percentage of ethyl 3-aminocrotonate in the portion of Felodipine taken:

Result = (r,/r)) x (C/C ) x 100
aak response of ethyl 3-aminocrotonate from the Sample solution
2ak response of ethyl 3-aminocrotonate from the Standard solution

>ncentration of USP Ethyl 3-Aminocrotonate RS in the Standard solution (mg/mL)

»ncentration of Felodipine in the Sample solution (mg/mL)

wia: NMT 0.15%

1ase, System suitability solution, Standard solution, Sample solution, and Chromatographic system: Proceed as directed
and use 40 pL injection volume for the Sensitivity solution. 4 (grR 1-Dec-2022)

on: 0.15 pug/mL of USP Felodipine RS in Mobile phase from the Standard solution. [Note—Prepare fresh before analysis.]
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