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o[4.2.0]oct-2-ene-2-carboxylic acid, 7- [[[4-(2-amino-1-carboxy-2-oxoethylidene)-1,3-dithietan-2-ylJcarbonyl]amino]-7-methoxy-
trazol-5-yl)-thio]methyl]-8-oxo-, [6R-(6c,7a)]-;
xy-7-methoxy-3-[[(1-methyl-1H-tetrazol-5-yl)thio]methyl]-8-oxo-5-thia-1-azabicyclo[4.2.0]oct-2-en-7-yl]carbamoyl]-1,3-

lonamic acid;
imoylcarboxymethylene)-1,3-dithietane-2-carboxamido]-7-methoxy-3-[[(1-methyl-1H-tetrazol-5-yl)thio]methyl]-8-oxo-5-thia-1-
ct-2-ene-2-carboxylic acid CAS RN®: 69712-56-7; UNII: 48SPPOPA9Q.

3 NLT 950 pg/mg and NMT 1030 pg/mg of cefotetan (C17H17N7OSS4), calculated on the anhydrous basis.

iIpenmiFicaion Tests (197), Infrared Spectroscopy: 197My, (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.

rd solution, the System suitability solution, and the Sample solution from light, and use within 2 h.

ethanol, acetonitrile, glacial acetic acid, and 0.1 M phosphoric acid (105:105:100:1700)

n: 0.2 mg/mL of USP Cefotetan RS in methanol, acetonitrile, and water (5:5:90), prepared as follows. Place a suitable

> Cefotetan RS in a suitable volumetric flask, and add methanol, using 5% of the final volume. Swirl for several min, and add
ing 5% of the final volume. Swirl until dissolved, and dilute with water to volume.

y solution: Transfer 10 mL of Standard solution to a glass-stoppered flask containing a few mg of magnesium carbonate.
) min. If the solution is not turbid, add a few more mg of magnesium carbonate, and repeat the sonication. Pass the turbid
jh a filter of 0.5-pum or finer pore size. Use the clear filtrate.

: 0.2 mg/mL of Cefotetan in methanol, acetonitrile, and water (5:5:90), prepared as follows. Place a suitable quantity of
suitable volumetric flask, and add methanol, using 5% of the final volume. Swirl for several min, and add acetonitrile, using
volume. Swirl until dissolved, and dilute with water to volume.

> system

aphy (621), System Suitability.)

54 nm

m x 25-cm; packing L1
_/min

1e: 20 uL
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dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

» quantity, in pg/mg, of cefotetan (C N70884) in the portion of Cefotetan taken:

17H17
Result = (r /r) x (C/C) x P

2ak response from the Sample solution

aak response from the Standard solution

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

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

dtency of cefotetan in USP Cefotetan RS (ug/mg)

rria: 950-1030 pg/mg on the anhydrous basis

[): Where the label states that Cefotetan is sterile, it meets the requirements when tested as directed for Test for Sterility of
‘xamined, Membrane Filtration, except use Fluid A to each 1000 mL of which has been added 10 g of sodium bicarbonate

I

ns Test (85): Where the label states that Cefotetan is sterile or must be subjected to further processing during the

ctable dosage forms, it contains NMT 0.17 USP Endotoxin Unit/mg of cefotetan.

on, Method 1{921): NMT 2.5%

UIREMENTS

RAGE: Preserve in tight containers.

“is intended for use in preparing injectable dosage forms, the label states that it is sterile or must be subjected to further
the preparation of injectable dosage forms.

ANDARDS (11)

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

Documentary Standards Support SM12020 Small Molecules 1

:abase Information: Chromatographic Database

red In:
volume No. 45(4)
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