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al Suspension contains NLT 90.0% and NMT 110.0% of the labeled amount of chlorothiazide (C,H,CIN,O,S,).

37472

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

5 formic acid in water

1anol
ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 94 6
4 94 6
14 80 20
18 40 60
25 40 60
26 94 6
30 94 6

trile and Solution A (30:70)
n: 0.1 mg/mL of USP Chlorothiazide RS in Diluent

dlution: 0.5 mg/mL of chlorothiazide in Diluent prepared as follows. Transfer a suitable amount of Oral Suspension, equivalent

1lorothiazide, to a 50-mL volumetric flask. Add 40 mL of Diluent and sonicate to dissolve. Dilute with Diluent to volume.

1 use the supernatant.

12 Nominally 0.1 mg/mL of chlorothiazide in Diluent, from Sample stock solution

ic system
raphy (621), System Suitability.)
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me: 10 pL

tty

lard solution

uirements

r: NMT 2.0

1dard deviation: NMT 1.0%

1dard solution and Sample solution
e percentage of the labeled amount of chlorothiazide (C7H60IN304SZ) in the portion of Oral Suspension taken:

Result = (r /rg) x (C/C) x 100
ieak response of chlorothiazide from the Sample solution
ieak response of chlorothiazide from the Standard solution

:oncentration of USP Chlorothiazide RS in the Standard solution (mg/mL)

iominal concentration of chlorothiazide in the Sample solution (mg/mL)
eria: 90.0%-110.0%

"ESTS

AGe Units (905)

sontainers

riteria: Meets the requirements
IE(698)

it containers

riteria: Meets the requirements

tion B, Mobile phase, Diluent, and Chromatographic system: Proceed as directed in the Assay.

n: 10 pg/mL of USP Benzothiadiazine Related Compound A RS and 2 ug/mL of USP Chlorothiazide RS in Diluent

12 Nominally T mg/mL of chlorothiazide in Diluent prepared as follows. Transfer a suitable amount of Oral Suspension,
25 mg of chlorothiazide, to a 25-mL volumetric flask. Add 20 mL of Diluent and sonicate to dissolve. Dilute with Diluent to
ifuge and use the supernatant.

ity

lard solution

e 2 for relative retention times.]

uirements

NLT 4.0 between the benzothiadiazine related compound A and chlorothiazide peaks

1dard deviation: NMT 5.0% for chlorothiazide

1dard solution and Sample solution
e percentage of each individual unspecified degradation product in the portion of Oral Suspension taken:

Result = (r /rg)) x (C/C) x 100
ieak response of each unspecified degradation product from the Sample solution

ieak response of chlorothiazide from the Standard solution
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