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ne Injection

on is a sterile solution of Cefotaxime Sodium in Water for Injection. It contains one or more suitable buffers, and it may
2 or Sodium Chloride as a tonicity-adjusting agent. It contains the equivalent of NLT 90.0% and NMT 110.0% of the labeled

axime (C,H,,;N,0.S,).

time of the major peak in the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

f anhydrous dibasic sodium phosphate in water, adjusted with phosphoric acid to a pH of 6.25
anol and Buffer (14:86). Pass through a filter having a pore size of 0.5 um or less, and degas before use.
anol and Buffer (40:60). Pass through a filter having a pore size of 0.5 um or less, and degas before use.

e Table 1.
Table 1

Time Solution A Solution B

(min) (%) (%)
0 100 0
7 100 0
9 80 20
16 80 20
46 0 100
51 0 100
56 100 0

n: 0.8 mg/mL of USP Cefotaxime Sodium RS in Solution A. Use this solution promptly. It may be used within 24 h if stored in

y solution: Mix 1 mL of Standard solution, 7.0 mL of water, and 2.0 mL of methanol. Add 25 mg of sodium carbonate, mix,
and at room temperature for 10 min, with occasional swirling. Add 3 drops of glacial acetic acid and 1 mL of Standard

on: 1.6 pg/mL of USP Cefotaxime Sodium RS in Solution A
: Nominally 0.8 mg/mL of cefotaxime,prepared as follows. Allow one container of Injection to thaw, and mix. Transfer an

njection to a suitable volumetric flask, and dilute with Solution A to volume.
> system
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dard solution, System suitability solution, and Sensitivity solution. [Note—The retention times for desacetylcefotaxime and
n the System suitability solution are 3.5 min and 14 min, respectively. The retention time for cefotaxime in the Standard
>-15 min.]

lirements

‘he response of the cefotaxime peak from the Sensitivity solution is between 0.18% and 0.22% of the response of the

1 peak of the Standard solution.

ILT 20 between desacetylcefotaxime and cefotaxime, System suitability solution

't NMT 2, Standard solution

dard deviation: NMT 1.5%, Standard solution

dJard solution and Sample solution

» percentage of the labeled amount of cefotaxime (C N507SZ) in the portion of Injection taken:

16H17
Result = (r,/r)) x (C//C ) x P x 100
2ak area of the Sample solution

2ak area of the Standard solution

»ncentration of USP Cefotaxime Sodium RS in the Standard solution (mg/mL)

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

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

wria: 90.0%-110.0%

andard solution, System suitability solution, Sensitivity solution, Sample solution, Chromatographic system, and System
iceed as directed in the Assay.

centage of each impurity in the portion of Injection taken:
Result=r/(r, +r;) x 100

irea of each individual impurity

f all of the impurity peak areas

irea of cefotaxime

ria

purity peak that is less than 0.1%.
Irities: NMT 6.0%

s: NMT 10.0%

ns Test (85): NMT 0.20 USP Endotoxin Unit/mg of cefotaxime
[): It meets the requirements when tested as directed in Test for Sterility of the Product to Be Examined, Membrane Filtration.

b}

RN INJECTIONS (788): It meets the requirements for small-volume injections.

UIREMENTS
raGe: Preserve in single-dose containers, as described in Packaging and Storage Requirements (659). Maintain in the frozen

the requirements in Labeling (7), Labels and Labeling for Injectable Products. The label states that it is to be thawed just
yes conditions for proper storage of the resultant solution, and directs that the solution is not to be refrozen.

ANDARDS (171)
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