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ne Axetil Tablets

Tablets contain the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount of cefuroxime (C, H, N,0,S).

times of the peaks of cefuroxime axetil diastereoisomers A and B of the Sample solution correspond to those of the Standard
ad in the Assay.

'L of monobasic ammonium phosphate in water

ethanol and Solution A (38:62)

monobasic ammonium phosphate in water, adjusted with phosphoric acid to a pH of 2.4
'y stock solution: 0.1 mg/mL of USP Cefuroxime Axetil Delta-3 Isomers RS in methanol

'y solution: 10 pg/mL of cefuroxime axetil delta-3 isomers from System suitability stock solution and 0.3 mg/mL of USP
etil RS in Mobile phase

n: 0.3 mg/mL of cefuroxime axetil in Mobile phase. Protect the solution from light, refrigerate, and use on the day prepared.
lution: Nominally 5 mg/mL of cefuroxime from finely powdered Tablets (NLT 5), prepared as follows. Transfer a suitable
yowder to a volumetric flask. Disperse in Buffer, using 5% of the final volume. Sonicate if necessary. Add methanol to fill the
k to about half its capacity and shake by mechanical means for about 10 min. Dilute with methanol to volume, and filter.

: Nominally 0.25 mg/mL of cefuroxime from the Sample stock solution in Mobile phase. Protect the solution from light,

| use on the day prepared.

> system

aphy (621), System Suitability.)

78 nm

m x 25-cm; 5-pm packing L13

nL/min

1e: 20 L

y

am suitability solution and Standard solution

le 4 for relative retention times.]

lirements

LT 1.5 between cefuroxime axetil diastereoisomers A and B; NLT 1.5 between cefuroxime axetil diastereoisomer A and
+ axetil delta-3 isomers, System suitability solution

dard deviation: NMT 2.0% for the sum of cefuroxime axetil diastereoisomers A and B, Standard solution

dJard solution and Sample solution

» percentage of the labeled amount of cefuroxime (C1sH1sN4OaS) in the portion of Tablets taken:

Result = (r,/r)) x (C/C, ) x Px Fx 100
1m of the peak responses of cefuroxime axetil diastereoisomers A and B from the Sample solution

1m of the peak responses of cefuroxime axetil diastereoisomers A and B from the Standard solution
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wia: 90.0%-110.0%

ESTS

N hydrochloric acid; 900 mL

5rpm

45 min

ion: 10-20 pg/mL of cefuroxime from USP Cefuroxime Axetil RS in Medium

n: Pass portions of the solution under test through a suitable filter and dilute with Medium, if necessary, to a concentration
it of the Standard solution.

onditions

velength: 278 nm

m

ndard solution and Sample solution

the percentage (Q) of the labeled amount of cefuroxime (C, H, N,0,S) dissolved:

Result = (A /A) x C.x Vx (1/L) x P x F x 100
absorbance of the Sample solution
absorbance of the Standard solution
concentration of USP Cefuroxime Axetil RS in the Standard solution (mg/mL)

volume of Medium, 900 mL
label claim (mg/Tablet)

potency of cefuroxime, on the anhydrous basis, in USP Cefuroxime Axetil RS (ug/mg)

conversion factor, 0.001 mg/ug

iteria
ibeled to contain nominally 500 mg of cefuroxime: See Table 1.

Table 1
Time Amount Dissolved
(min) (%)
15 NLT 50
45 NLT 70
Tablets: See Table 2.
Table 2
Time Amount Dissolved
(min) (%)
15 NLT 60
45 NLT 75

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

s, and Analysis: Proceed as directed in Test 1.
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