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477.45
o[4.2.0]oct-2-ene-2-carboxylic acid, 3-[(acetyloxy)methyl]-7-[[(2-amino-4-thiazolyl)(methoxyimino)acetyllamino]-8-oxo-,
[6R-[60,7B (2)11;
2-(2-amino-4-thiazolyl)glyoxylamido]-3-(hydroxymethyl)-8-oxo-5-thia-1-azabicyclo[4.2.0]oct-2-ene-2-carboxylate 72-(2)-(O-
tate (ester) CAS RN®: 64485-93-4; UNII: 258J72S7TZ.

N contains the equivalent of NLT 916 pg/mg and NMT 964 pg/mg of cefotaxime (C16H17N507SZ), calculated on the dried

: InenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GENERAL, Sodium (191): It meets the requirements.

f anhydrous dibasic sodium phosphate in water. Adjust with phosphoric acid to a pH of 6.25.
anol and Buffer (14:86)
anol and Buffer (40:60)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
7 100 0
9 80 20
16 80 20
45 0 100
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ition A to volume.

'y solution: 8 pg/mL each of cefetamet and cefotaxime related compound E from System suitability stock solution in Solution
rated, and use within 24 h.

n: 0.8 mg/mL of USP Cefotaxime Sodium RS in Solution A. Store refrigerated, and use within 24 h.

on: 1.6 pg/mL of USP Cefotaxime Sodium RS from the Standard solution in Solution A. Store refrigerated, and use within 24

: 0.8 mg/mL of Cefotaxime Sodium in Solution A. Store refrigerated, and use within 24 h.
> system
aphy (621), System Suitability.)

35nm
m x 15-cm; 5-um packing L1

1 4°

_/min

1e: 10 L

y

am suitability solution, Standard solution, and Sensitivity solution
able 2 for relative retention times.]

lirements

ILT 1.5 between cefetamet and cefotaxime related compound E, System suitability solution
't NMT 2, Standard solution

dard deviation: NMT 1.5%, Standard solution

;alculate the peak response ratio:

Result = (r,/r)) x 100
ak response from the Sensitivity solution
ak response from the Standard solution

e criteria: 0.18%-0.22%

dard solution and Sample solution

» quantity, in pg/mg, of cefotaxime (C16H17N507SZ) in the portion of Cefotaxime Sodium taken:

Result = (r,/r) x (C/C ) x P
2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Cefotaxime Sodium RS in the Standard solution (mg/mL)

»ncentration of Cefotaxime Sodium in the Sample solution (mg/mL)

dtency of cefotaxime in USP Cefotaxime Sodium RS (ug/mg)

ria: 916-964 pg/mg on the dried basis

, PROCEDURE 1

ities, Procedure 1, when the impurity profile includes N-formyl cefotaxime and cefotaxime dioxime.

A, Solution B, Mobile phase, System suitability solution, Sensitivity solution, Standard solution, Sample solution,
hic system, and System suitability: Proceed as directed in the Assay.

le solution
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