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idiazine, 7-chloro-3-methyl-, 1,1-dioxide;
2H-1,2,4-benzothiadiazine 1,1-dioxide CAS RN®: 364-98-7.

3 NLT 97.0% and NMT 102.0% of diazoxide (C H,CIN,0,S), calculated on the dried basis.

penTiFicATioN Tests (197), Infrared Spectroscopy: 197M or 197A

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

1.56 g of sodium phosphate, monobasic in 1000 mL of water. Adjust with phosphoric acid to a pH of 2.5.
cetonitrile, methanol, and Buffer (10:10:80)

)l and Buffer (50:50)

n: 0.05 mg/mL of USP Diazoxide RS in Diluent. Sonicate to dissolve if needed.

:0.05 mg/mL of Diazoxide in Diluent. Sonicate to dissolve if needed.

> system
aphy (621), System Suitability.)

54 nm
m x 5-cm; 2.6-ym packing L11

2 10°

_/min

1e: 20 yL

2 times the retention time of diazoxide
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 0.73%

dard solution and Sample solution
: percentage of diazoxide (CSH7CIN2028) in the portion of Diazoxide taken:

Result = (r /r)) x (C/C ) x 100
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wia: 97.0%-102.0% on the dried basis

(281): NMT 0.1%

nt: Prepare as directed in the Assay.
anol and Buffer (15:85)
anitrile and methanol (70:30)

e Table 1.
Table 1

Time Solution A Solution B
(min) (%) (%)

0 95 5
10.0 85 15
20.0 35 65
25.0 35 65
25.1 95 5
30.0 95 5

on: 0.25 pg/mL of USP Diazoxide RS in Diluent from the Standard solution in the Assay
n: 0.5 pg/mL of USP Diazoxide RS in Diluent from the Standard solution in the Assay

. 0.5 mg/mL of Diazoxide in Diluent. Sonication may be used to aid in dissolution.

> system

aphy (621), System Suitability.)

20 nm
m x 5-cm; 2.6-pym packing L11

:10°

nL/min

1e: 20 L

y

itivity solution and Standard solution
lirements

» NMT 2.0, Standard solution

dard deviation: NMT 5.0%, Standard solution
ise ratio: NLT 10, Sensitivity solution

dJard solution and Sample solution
» percentages of specified and unspecified impurities in the portion of Diazoxide taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response of specified and unspecified impurities from the Sample solution

2ak response of diazoxide from the Standard solution
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