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371.39
oxylic acid, 4-(4-benzofurazanyl)-1,4-dihydro-2,6-dimethyl-, methyl 1-methylethyl ester, ()
t)-4-(4-benzofurazanyl)-1,4-dihydro-2,6-dimethyl-3,5-pyridinedicarboxylate CAS RN®: 75695-93-1; UNII: YOTUK1S598.

3 NLT 98.0% and NMT 102.0% of isradipine (C,;H,,N,0,), calculated on the dried basis.

: IbEnTIFicATION TESTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

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

1ssware throughout this procedure, and otherwise protect the test specimen, the Reference Standard, and all solutions

from unnecessary exposure to light.

ethanol, tetrahydrofuran, and water (400:100:500)

n: 0.2 mg/mL of USP Isradipine RS and 0.01 mg/mL of USP Isradipine Related Compound A RS in Mobile phase. If necessary,

and/or add 1 mL of methanol per 20 mL of Mobile phase to dissolve the Reference Standards.

: 0.2 mg/mL of Isradipine prepared as follows. Transfer 20 mg of Isradipine to a 100-mL volumetric flask. Add sufficient
ssolve, and sonicate if necessary. Dilute with Mobile phase to volume.

> system

aphy (621), System Suitability.)

26 nm

m x 10-cm; packing L1

nL/min

1e: 25 uL

y

ard solution

lirements

LT 1.5 between isradipine and isradipine related compound A
dard deviation: NMT 1.5%

dJard solution and Sample solution

» percentage of isradipine (C19H21N305) in the portion of Isradipine taken:
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sncentration of Isradipine in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

1ssware throughout this procedure, and otherwise protect the test specimen, the Reference Standard, and all solutions
from unnecessary exposure to light.

‘epare as directed in the Assay.

'y solution: 0.2 mg/mL of USP Isradipine RS and 0.01 mg/mL of USP Isradipine Related Compound A RS in Mobile phase. If

sonication and/or add 1 mL of methanol per 20 mL of Mobile phase to dissolve the Reference Standards.
n: 6 pg/mL of USP Isradipine RS in Mobile phase. If necessary, use sonication and/or add 1 mL of methanol per 20 mL of
o dissolve the Reference Standards.

2 mg/mL of Isradipine prepared as follows. Transfer 50 mg of Isradipine to a 25-mL volumetric flask, and add 5.0 mL of
ssolve. Sonicate if necessary, and dilute with Mobile phase to volume.

> system

aphy (621), System Suitability.)

30 nm

m x 10-cm; packing L1

nL/min

1e: 25 ub

3 times the retention time of isradipine for the Sample solution
y

n suitability solution

lirements

LT 1.5 between isradipine and isradipine related compound A
dard deviation: NMT 1.5%

dJard solution and Sample solution

wria: The sum of the peak responses, other than that of isradipine, of the Sample solution is NMT 4 times the isradipine
the Standard solution (NMT 1.2%); the response of the largest peak, other than that of isradipine, of the Sample solution is
greater than the isradipine response from the Standard solution (NMT 0.5%); no other peak response, other than that of
‘eater than the isradipine response from the Standard solution (NMT 0.3%).

i)
105° for 4 h.
ria: NMT 0.2%

UIREMENTS
race: Preserve in well-closed, light-resistant containers.

ANDARDS (11)

| Compound A RS
| 4-(4-benzofurazanyl)-2,6-dimethyl-3,5-pyridinedicarboxylate.
369.38

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee
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