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and Hydrochlorothiazide Tablets

‘ochlorothiazide Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount each of captopril (CgH15NOSS) and

zide (C,H,CIN,0,S,).

times of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

stra of the hydrochlorothiazide and captopril peaks of the Sample solution correspond to those of the Standard solution, as

58Y. A (USP 1-Dec-2019)

ethanol, phosphoric acid, and water (250:0.5:750)

'y solution: 0.3 mg/mL each of USP Captopril RS, USP Hydrochlorothiazide RS, and USP Benzothiadiazine Related

'S in Mobile phase

n: 0.3 mg/mL of USP Hydrochlorothiazide RS and about 0.3J mg/mL of USP Captopril RS in Mobile phase, J being the ratio of
ount of captopril (mg) to the labeled amount of hydrochlorothiazide (mg) per Tablet

 Nominally equivalent to 0.3 mg/mL of hydrochlorothiazide prepared as follows. Transfer 15 mg of hydrochlorothiazide from
owdered Tablets into a 50-mL volumetric flask, and dilute with Mobile phase to volume. Sonicate for 15 min with occasional
antrifuge.

> system

10 nm. AFor Identification B, use a diode array detector in the range of 190-400 nm. , (USP 1-Dec-2019)

m x 30-cm; 410-4m, (ysp 1-pec-2019) Packing L11

nL/min

1e: 20 L

y

>m suitability solution and Standard solution

tive retention times for benzothiadiazine related compound A, hydrochlorothiazide, and captopril are 0.4, 0.5, and 1.0,

lirements
ILT 1.7 between the void volume and benzothiadiazine related compound A; NLT 1.8 between benzothiadiazine related
A and hydrochlorothiazide; and NLT 2.0 between captopril and hydrochlorothiazide, System suitability solution

dard deviation: NMT 3.0% 4for both the hydrochlorothiazide and captopril peaks, 5 (USP 1-Dec-2019) Standard solution

dJard solution and Sample solution
s percentage of the labeled amount of captopril (C,H, ,NO,S) and hydrochlorothiazide (C,H,CIN,0,S,) in the portion of

en:

Result = (r,/rg) x (C/C ) x 100
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»minal concentration of captopril or hydrochlorothiazide in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

ydrochloric acid; 900 mL
rpm

1in
iazide: 30 min
n: Known concentrations of USP Captopril RS and USP Hydrochlorothiazide RS in Medium

. Pass a portion of the solution under test through a suitable filter. Dilute with Medium, if necessary, to a concentration similar
tandard solution.

: system and System suitability4 , (USP 1-Dec2019) * Proceed as directed in the Assay.

dard solution and Sample solution

: percentage of the labeled amount of captopril (C,H,,NO,S) and hydrochlorothiazide (C,H,CIN,0,S,) dissolved:

Result = (r,/ry) x (C/L) x Vx D x 100
ak response of captopril or hydrochlorothiazide from the Sample solution
sak response of captopril or hydrochlorothiazide from the Standard solution
»ncentration of USP Captopril RS or USP Hydrochlorothiazide RS in the Standard solution (mg/mL)

bel claim of captopril or hydrochlorothiazide (mg/Tablet)
lume of Medium, 900 mL

lution factor for the Sample solution

¢-2019)

80% (Q) of the labeled amount of captopril (CgH N038) and NLT 60% (Q) of the labeled amount of hydrochlorothiazide

15
) are dissolved.

e Units (905): Meet the requirements

DisuLFiDE

ethanol, phosphoric acid, and water (450:0.5:550)

'y solution: 0.0075 mg/mL each of USP Captopril RS and USP Hydrochlorothiazide RS, and 0.015 mg/mL of USP Captopril
Mobile phase

n: 0.015 mg/mL of USP Captopril Disulfide RS in Mobile phase

: Nominally equivalent to 0.5 mg/mL of captopril prepared as follows. Transfer 25 mg of captopril from NLT 20 finely

ets into a 50-mL volumetric flask, add about 20 mL of Mobile phase, and sonicate for 15 min with occasional shaking. Dilute

ase to volume, and centrifuge. Use the clear supernatant.
> system

10 nm
mm x 30-cm; 10-im, (Usp 1-Dec-2019) Packing L11

_/min
1e: 20 L

~
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