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from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
abs-20240126.

slets contain NLT 95.0% and NMT 105.0% of the labeled amount of acetazolamide (C,H,N,0.S,).

penTIFicATioN Tests (197), Infrared Spectroscopy : 197K

a quantity of finely powdered Tablets, equivalent to about 500 mg of acetazolamide, with 50 mL of acetone. Filter, and add
:nt hexane to the filtrate to cause formation of a heavy, white precipitate. Collect the precipitate on a medium-porosity,

funnel, and dry with suction.
ria: Meet the requirements
time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ssolve 4.1 g of anhydrous sodium acetate in 950 mL of water, add 20 mL of methanol and 30 mL of acetonitrile, and mix.

cial acetic acid to a pH of 4.0.
n: 0.1 mg/mL of USP Acetazolamide RS prepared as follows. Transfer USP Acetazolamide RS into a suitable volumetric

{ sodium hydroxide equivalent to 10% of the final volume, and dilute with water to volume.
lution: Nominally equivalent to 1.0 mg/mL of acetazolamide prepared as follows. Transfer a portion of the powder, from NLT

livalent to 100 mg acetazolamide into a 100-mL volumetric flask. Add 10 mL of 0.5 N sodium hydroxide, sonicate for 5 min,

ymperature, and dilute with water to volume. Filter a portion of this solution, discarding the first 20 mL of the filtrate.
: Nominally equivalent to 0.1 mg/mL of acetazolamide prepared as follows. Transfer 10.0 mL of Sample stock solution and 10
dium hydroxide to a 100-mL volumetric flask, and dilute with water to volume.

> system
aphy (621), System Suitability.)

54 nm

m x 25-cm; packing L1
_/min

1e: 20 L

y

ard solution

lirements

*NMT 1.5

dard deviation: NMT 1.0%

dard solution and Sample solution
s percentage of the labeled amount of acetazolamide (C,H.N,0.S,) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100

setazolamide peak response from the Sample solution
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ESTS

b-2024)
N hydrochloric acid; 900 mL
00 rpm

ion: USP Acetazolamide RS in Medium

n: Dilute with Medium if necessary.
onditions

velength: 265 nm

ndard solution and Sample solution

the percentage of the labeled amount of acetazolamide (04H6N40382) dissolved:

(A A * Cox D x (V/L)x 100
absorbance of the Sample solution
absorbance of the Standard solution
concentration of the Standard solution (mg/mL)

dilution factor of the Sample solution, if needed
volume of Medium, 900 mL
label claim (mg/Tablet)

T75% (Q) of the labeled amount of acetazolamide (C4H6N40382) is dissolved.

'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
N hydrochloric acid, deaerated, if necessary; 900 mL
00 mesh; 100 rpm

ion
wbeled to contain 125 mg: (L/900) mg/mL of USP Acetazolamide RS prepared as follows. Transfer an appropriate quantity of

zolamide RS to a suitable volumetric flask, add 10% of the flask volume of acetonitrile, and sonicate to dissolve, if necessary.
Medium to volume.
ibeled to contain 250 mg: (L/900) mg/mL of USP Acetazolamide RS prepared as follows. Transfer an appropriate quantity

itazolamide RS to a suitable volumetric flask, add 20% of the flask volume of acetonitrile, and sonicate to dissolve, if

Dilute with Medium to volume.

n: Pass through a suitable filter of 0.45-um pore size, discarding an appropriate volume of filtrate so that a consistent result
1ed.

onditions

let-Visible Spectroscopy (857).)

wvelength: 265 nm

ndard solution and Sample solution

he percentage of the labeled amount of acetazolamide (C4H6N40382) dissolved:

Result = (A /A)) x C x Vx (1/L) x 100
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