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in Sodium

s

: HZO 475.88

lo[3.2.0]heptane-2-carboxylic acid, 6-[[[3-(2-chlorophenyl)-5-methyl-4-isoxazolyl]carbonyllamino]-3,3-dimethyl-7-oxo-,

, monohydrate, [25-(2a,50,6B)]-;
5R,6R)-6-[3-(0-chlorophenyl)-5-methyl-4-isoxazolecarboxamido]-3,3-dimethyl-7-oxo-4-thia-1-azabicyclo[3.2.0]heptane-2-
thydrate CAS RN®: 7081-44-9; UNII: 65LCBOOBAY.

457.87 CASRN®: 642-78-4; UNIl: MWQ645MKMF.

1 contains the equivalent of NLT 825 ug/mg of cloxacillin (C,;H,,CIN,0,S).

¢ IoenTiFicaTion Tests (197), Infrared Spectroscopy: 197K 4 (cN 1-Mav-2020)

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
‘EsTs—GENERAL, Sodium(191): Meets the requirements

containing cloxacillin from light.
g/L of sodium 1-hexanesulfonate monohydrate and 0.8 mL/L of ammonium hydroxide in water, adjusted with phosphoric

f2.9-3.1
‘onitrile
ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 45 55
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trile and water (50:50)
ity stock solution: 0.1 mg/mL of USP Cloxacillin Related Compound D RS in Diluent. Sonicate as needed to dissolve.
ity solution: 0.001 mg/mL of USP Cloxacillin Related Compound D RS from System suitability stock solution and 0.1 mg/mL of

n Sodium RS in Diluent. Store this solution at 4°.
in: 0.1 mg/mL of USP Cloxacillin Sodium RS in Diluent. Sonicate as needed to dissolve. Store this solution at 4°.

12 0.1 mg/mL of Cloxacillin Sodium in Diluent. Sonicate as needed to dissolve. Store this solution at 4°.
ic system
raphy (621), System Suitability.)

225 nm

im x 25-cm; 5-pum packing L1

r:4°

mL/min

me: 10 pL

ity

‘em suitability solution and Standard solution

itive retention times for cloxacillin and cloxacillin related compound D are about 1.0 and 1.1, respectively.]
uirements

NLT 1.5 between cloxacillin and cloxacillin related compound D, System suitability solution

r: 0.8-1.5, Standard solution

1dard deviation: NMT 0.73%, Standard solution

1dard solution and Sample solution

e quantity, in pg/mg, of cloxacillin (CwHwCINSOSS) in the portion of Cloxacillin Sodium taken:

Result = (r /rg) x (C/C ) x P
ieak response from the Sample solution
ieak response from the Standard solution
:oncentration of USP Cloxacillin Sodium RS in the Standard solution (mg/mL)
:oncentration of Cloxacillin Sodium in the Sample solution (mg/mL)

iotency of cloxacillin in USP Cloxacillin Sodium RS (ug/mg)

eria: NLT 825 pg/mg

containing cloxacillin from light.
tion B, Diluent, and Chromatographic system: Proceed as directed in the Assay.

ee Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)

Documents

Document Sharing Hub

Full document details: Cloxacillin Sodium


https://store.usp.org/product/1144951
https://store.usp.org/product/1144951
https://store.usp.org/product/1142005
https://store.usp.org/product/1142005
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://store.usp.org/product/1142005
https://store.usp.org/product/1142005
https://store.usp.org/product/1144951
http://www.avadocuments.com/doc/cloxacillin-sodium
http://www.avadocuments.com/doc/cloxacillin-sodium

