on 15-Feb-2025

»f 01-Mar-2024

nographs

| A85-4CD5-BD2E-788F1BEATFA4_5_en-US
1003/USPNF_M53440_05_01

365.83
namide, 7-chloro-1,2,3,4-tetrahydro-2-methyl-3-(2-methylphenyl)-4-oxo-;
trahydro-2-methyl-4-oxo-3-o-tolyl-6-quinazolinesulfonamide CAS RN®: 17560-51-9; UNII: TZ7V40X7VX.

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

penTIFicATIoN Tests (197), Ultraviolet-Visible Spectroscopy: 197U

: 5 pg/mL in methanol
rria: Meets the requirements
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ons of Metolazone from light.

f monobasic potassium phosphate. Adjust with phosphoric acid to a pH of 3.0.
>etonitrile, methanol, and Buffer (10:25:65)

olution: 0.5 mg/mL of USP Metolazone RS in tetrahydrofuran

n: 0.05 mg/mL of USP Metolazone RS in alcohol from the Standard stock solution
lution: 1 mg/mL of Metolazone in tetrahydrofuran

:0.05 mg/mL of Metolazone in alcohol from the Sample stock solution

> system

aphy (621), System Suitability.)

30 nm

m x 25-cm; 10-pm packing L1
nL/min

1e: 15 L

y

ard solution

lirements

' NMT 2.4

dard deviation: NMT 1.0%

dard solution and Sample solution

: percentage of metolazone (C, H, CIN,0,S) in the portion of sample taken:
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sncentration of Metolazone in the Sample solution (ug/mL)

ria: 97.0%-102.0% on the dried basis

(281): NMT 0.1%

le phase: Proceed as directed in the Assay.

olution: 0.48 mg/mL of USP Metolazone RS in tetrahydrofuran

n: 6 pg/mL of USP Metolazone RS in alcohol from the Standard stock solution
. 0.6 mg/mL of Metolazone, prepared as follows. Dissolve a suitable amount of Metolazone with tetrahydrafuran in 50% of
ie, and dilute with alcohol to volume.

> system: Proceed as directed in the Assay, except for the following:

m x 25-cm; 5-um packing AL1, (erR 1-Mar-2024)

3.5 times the retention time of metolazone

y

ard solution

lirements

= NMT 2.4

dard deviation: NMT 5.0%

dJard solution and Sample solution
» percentage of each individual impurity in the portion of sample taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100
aak response of each individual impurity from the Sample solution
2ak response of metolazone from the Standard solution
>ncentration of USP Metolazone RS in the Standard solution (mg/mL)
»ncentration of Metolazone in the Sample solution (mg/mL)

lative response factor of each individual impurity (see Table 1)

wia: See Table 1.

Table 1
Relative Relative Acceptance
Retention Response Criteria,

Name Time Factor NMT (%)
etolazone? 0.7 1.0 0.5
yenzamide

0.8 0.83 0.5

1.0 1.0 -
zonet 1.3 0.91 0.5
oned 14 0.91 0.5
tolazone€ 1.5 0.83 0.5
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