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ind Bendroflumethiazide Tablets

oflumethiazide Tablets contain NLT 90.0% and NMT 110.0% of the labeled amounts of nadolol (C, H,,NO,) and

17 27
izide (C, .H,,F.N,0,S,).

times of the two major peaks of the Sample solution correspond to AthoseA (USP 1-May-2021) Of the Standard solution, Aas

lay-2021) in the Assay.

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

tinic glassware for the Sample solution and the Standard solution.]

ansfer 5.62 g of anhydrous sodium chloride and 1.97 g of sodium acetate to 1000 mL of water in a 2-L volumetric flask. Add

al acetic acid and 800 mL of methanol. Dilute with water to volume.

y solution: 0.4 mg/mL each of USP Nadolol RS and USP 2,4-Disulfamyl-5-trifluoromethylaniline RS in methanol

n: 0.4 mg/mL of USP Nadolol RS and 0.4J mg/mL of USP Bendroflumethiazide RS in methanol, where J is the ratio of the
t of bendroflumethiazide, in milligrams, to the labeled amount of nadolol, in mg/Tablet

 Nominally equivalent to 0.4 mg/mL of nadolol in methanol prepared as follows. Transfer a portion of finely powdered
J), equivalent to 40 mg of nadolol, to a 100-mL volumetric flask. Add methanol, and sonicate for 15 min with occasional
with methanol to volume, and centrifuge.

> system

70 nm.AFor Identification B, use a diode array detector in the range of 210-400 nm. , (USP 1-May-2021)

MM, (USP 1-May-2021) X 30-CM; 410-4m 4 (Usp 1-May-2021) Packing L11
nL/min
1e: 20 L

T 2 times the retention time of bendroflumethiazide 4 (ysp 1-may-2021)

y

am suitability solution and Standard solution

tive retention times for nadolol and bendroflumethiazide are about 0.3 and 1.0, respectively.]

lirements

LT 1.4 between the solvent and 2,4-disulfamyl-5-trifluoromethylaniline peaks; NLT 1.4 between the 2,4-disulfamyl-5-

thylaniline and nadolol peaks, 4System suitability solution; , (USP 1-May-2021) @nd NLT 1.7 between the nadolol and

\ethiazide peaks, 4Standard solution g (ysp 1-May-2021)
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2ak response of nadolol from the Sample solution
2ak response of nadolol from the Standard solution
»ncentration of USP Nadolol RS in the Standard solution (mg/mL)

>minal concentration of nadolol in the Sample solution (mg/mL)

» percentage of the labeled amount of bendroflumethiazide (C F.N,0,S,) in the portion of Tablets taken:

15H14
Result = (r /r)) x (C/C ) x 100

2ak response of bendroflumethiazide from the Sample solution

2ak response of bendroflumethiazide from the Standard solution

»ncentration of USP Bendroflumethiazide RS in the Standard solution (mg/mL)

>minal concentration of bendroflumethiazide in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS

Procedure, Apparatus 1 and Apparatus 2, Inmediate-Release Dosage Forms, Procedure for a pooled sample for immediate-

ms
Jtions from light throughout this test.]

ydrochloric acid; 900 mL
rpm

n: Dissolve USP Nadolol RS and USP Bendroflumethiazide RS in a minimal amount of methanol, and dilute with Medium to
1centrations.

' APassa, (USP 1-May-2021) Portion of the solution under test Athrough a suitable filter. , (USP 1-May-2021) Dilute with Medium

tion that is similar to the Standard solution.

> system and System suitability: Proceed as directed in the Assay.

dard solution and Sample solution

: percentage of the labeled amount of nadolol (C,_H,,NO,) or bendroflumethiazide (C, H, ,F,N.0,S,) dissolved:

Result = (r,/r) x C;x D x Vx (1/L) x 100
ak response of nadolol or bendroflumethiazide from the Sample solution
2ak response of nadolol or bendroflumethiazide from the Standard solution

»ncentration of USP Nadolol RS or USP Bendroflumethiazide RS in the Standard solution (mg/mL)

lution factor of the Sample solution

lume of Medium, 900 mL
bel claim (mg/Tablet) 5 (usp 1-May-2021)

80% (Q) of the labeled amount of nadolol (C,_H, NO,) and bendroflumethiazide (C, H, F,N.0,S,) is dissolved.

e Units (905),Content Uniformity: Meet the requirements

:s, PROCEDURE 1: NapoLoL RELATED IMPURITIES
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