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adiazine-7-sulfonamide, 6-chloro-3,4-dihydro-, 1,1-dioxide;
Iro-2H-1,2,4-benzothiadiazine-7-sulfonamide 1,1-dioxide CAS RNE®: 58-93-5; UNII: 0J48LPH2TH.

de contains NLT 98.0% and NMT 102.0% of hydrochlorothiazide (C7HBCIN304SZ), calculated on the dried basis.

IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197K

ium bromide—hydrochlorothiazide mixture, previously heated at 105° for 2 h
eria: Meets the requirements

19:

c IoeniricaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U

12 10 pg/mL in methanol
eria: Meets the requirements 5 (ysp 1-May-2022)

»n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (usp

f sodium phosphate, monobasic in a 1000-mL volumetric flask. Add 990 mL of water. Adjust with phosphoric acid to a pH of

dilute with water to volume.

trile and Buffer (30:70)

:onitrile and methanol (75:25)

» formic acid, anhydrous solution in water

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
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Time Solution A Solution B
(min) (%) (%)

18 3 97

20 3 97

ity solution: 0.32 mg/mL of USP Hydrochlorothiazide RS, 0.0032 mg/mL of USP Chlorothiazide RS, and 0.0032 mg/mL of USP
ine Related Compound A RS in Diluent. Sonicate if necessary to dissolve. Pass a portion through a filter of 0.45-um or finer

n: 0.32 mg/mL of USP Hydrochlorothiazide RS in Diluent. Sonicate if necessary to dissolve. Pass a portion through a filter of
er pore size.

12 0.32 mg/mL of Hydrochlorothiazide in Diluent, prepared as follows. Transfer 32 mg of Hydrochlorothiazide into a 100-mL
sk. Add 70 mL of Diluent, sonicate for 10 min if necessary to dissolve, and allow to cool to ambient temperature. Dilute with
me. Pass a portion through a filter of 0.45-um or finer pore size.

ic system

275 nm
im x 5-cm; 3.5-uym packing L1
srature: 35°

IL/min
me: 10 pL
ity

‘em suitability solution and Standard solution
)le 2 for the relative retention times.]

1y-2022)

uirements

NLT 2.0 between benzothiadiazine related compound A and chlorothiazide and NLT 1.5 between chlorothiazide and
‘othiazide, System suitability solution

r: ANMT 1.5, Standard solution A (USP 1-May-2022)

1dard deviation: NMT 1.0%, Standard solution

1dard solution and Sample solution
e percentage of hydrochlorothiazide (C7H8CIN304SZ) in the portion of Hydrochlorothiazide taken:

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

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

:oncentration of Hydrochlorothiazide in the Sample solution (mg/mL)

eria: 98.0%—102.0% on the dried basis

1(281): NMT 0.1%
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