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e Oral Suspension

spension contains NLT 90.0% and NMT 110.0% of the labeled amount of diazoxide (CBH7CINZOZS).

20MATOGRAPHIC IDENTIFICATION TEST (201)
12 Equivalent to 1 mg/mL of diazoxide prepared as follows. Place a portion of Oral Suspension equivalent to 50 mg of
50-mL volumetric flask. Add 30 mL of 0.1 N sodium hydroxide, shake for 30 min, and dilute with 0.1 N sodium hydroxide to

ent system: Methanol, ethyl acetate, and ammonium hydroxide (40:170:30)

eria: Meets the requirements

1 time of the Sample solution corresponds to that of the Standard solution, both relative to the Internal standard solution, as
isay.

fethanol, glacial acetic acid, and 0.01 M sodium 1-pentanesulfonate (20:1:80)

ol and water (1:4)

d solution: 2 mg/mL of hydrochlorothiazide in methanol

solution: 1 mg/mL of USP Diazoxide RS in methanol

n: 50 ug/mL of USP Diazoxide RS and 40 pg/mL of hydrochlorothiazide prepared as follows. Transfer 5.0 mL of the Standard
to a 100-mL volumetric flask, add 2.0 mL of Internal standard solution, and dilute with Diluent to volume.

dlution: Transfer an amount equivalent to about 100 mg of diazoxide from freshly mixed Oral Suspension to a 50-mL

e. Add 2 mL of water and 35 mL of methanol, shake for 15 min, and centrifuge for 5 min. Transfer the supernatant to a 200-
: flask. Repeat the extraction process two times, beginning with the addition of 2 mL of water, combine the extracts in the
ietric flask, and dilute with methanol to volume.

1: Transfer 10.0 mL of the Sample stock solution to a 100-mL volumetric flask, add 2.0 mL of Internal standard solution, and
lent to volume.

ic system
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lard solution

itive retention times of hydrochlorothiazide and diazoxide are about 0.4 and 1.0, respectively.]
uirements

NLT 5 between the diazoxide and hydrochlorothiazide peaks
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ieak response ratio of diazoxide to the internal standard from the Sample solution
ieak response ratio of diazoxide to the internal standard from the Standard solution
:oncentration of USP Diazoxide RS in the Standard solution (ug/mL)

iominal concentration of diazoxide in the Sample solution (ug/mL)

eria: 90.0%-110.0%

"ESTS
ace Units (905): Meets the requirements for Oral Suspension packaged in single-unit containers
IE (698): Meets the requirements for Oral Suspension packaged in multiple-unit containers

JUIREMENTS
JRAGE: Preserve in tight, light-resistant containers.

TANDARDS (11)

Please check for your question in the FAQs before contacting USP.

fopic/Question Contact Expert Committee
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