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amide for Injection

Injection is prepared from Acetazolamide with the aid of sodium hydroxide. It is suitable for parenteral use. The contents of
~hen constituted as directed in the labeling, yield a solution containing NLT 95.0% and NMT 110.0% of the labeled amount of

C,HN,0,8,).

2500 mg in 5 mL of water, add 2 drops of hydrochloric acid, and allow the mixture to stand for about 15 min. Filter through a
ass funnel, wash with several small portions of water, and dry under vacuum over silica gel for 3 h.

ria: Meets the requirements

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sts—GenerAL (191), Chemical Identification Tests, Sodium: Meets the requirements

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 to a suitable volumetric flask,
um hydroxide equivalent to 10% of the final volume, and dilute with water to volume.

: Nominally 0.1 mg/mL of acetazolamide from Acetazolamide for Injection prepared as follows. Dissolve the contents of one
setazolamide for Injection in a volume of water corresponding to the volume of solvent specified in the labeling. Dilute with
ad.

> system

54 nm

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

1e: 20 L

y

ard solution

lirements

* NMT 1.5

dard deviation: NMT 1.0%

dard solution and Sample solution

» percentage of the labeled amount of acetazolamide (C4H6N40382) in the portion of Acetazolamide for Injection taken:

Result = (r,/rg) x (C/C,) x 100
2ak response of acetazolamide from the Sample solution

2ak response of acetazolamide from the Standard solution
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ESTS
«6e Units (905): Meets the requirements

f monobasic potassium phosphate in water

zetonitrile and Buffer (10:90)

'y solution: 0.16 pg/mL each of USP Acetazolamide Related Compound D RS and USP Acetazolamide Related Compound E
1ase

olution: 0.1 mg/mL of USP Acetazolamide RS prepared as follows. Transfer a weighed amount of USP Acetazolamide RS to
metric flask and add acetonitrile equivalent to 10% of the final volume and Buffer equivalent to 20% of the final volume.
'solve and dilute with Buffer to volume.

n: 0.8 pg/mL of USP Acetazolamide RS from Standard stock solution in Mobile phase

: Nominally 0.4 mg/mL of acetazolamide from Acetazolamide for Injection prepared as follows. Dissolve the contents of one

setazolamide for Injection in water corresponding to the volume of solvent specified in the labeling. Dilute with Mobile phase

> system
aphy (621), System Suitability.)

m

m x 15-cm; 3.5-ym packing L11

nL/min

1e: 25 uL

3.5 times the retention time of acetazolamide

y

>m suitability solution and Standard solution

lirements

ILT 1.5 between acetazolamide related compound E and acetazolamide related compound D, System suitability solution
dard deviation: NMT 5.0%, Standard solution

dard solution and Sample solution
: percentage of each impurity in the portion of Acetazolamide for Injection taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
2ak area of each impurity from the Sample solution
2ak area of acetazolamide from the Standard solution

sncentration of USP Acetazolamide RS in the Standard solution (mg/mL)

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

lative response factor (see Table 1)

ria: See Table 1. Disregard any impurity peak less than 0.05%.

Table 1

Relative Relative Acceptance

Retention Response Criteria,
Name Time Factor NMT (%)
e
ound E2 0.38
e
ound D 0.43 0.70 2.0
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