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m Injection

n is a sterile solution of Aztreonam and Arginine and a suitable osmolality-adjusting substance in Water for Injection. It

.0% and NMT 120.0% of the labeled amount of aztreonam (C, ,H,_N_O,S,).

times of the major peaks of the Sample solution correspond to those of the Standard solution, as obtained in the Assay.

of monobasic ammonium phosphate in water. Before final dilution, adjust with phosphoric acid to a pH of 2.0 £ 0.1.
setonitrile and Buffer (75:25)

y solution: 0.2 mg/mL each of USP Aztreonam RS and USP Open Ring Aztreonam RS in Mobile phase

n: 0.2 mg/mL each of USP Aztreonam RS and USP (-Arginine RS in Mobile phase

: Nominally 0.2 mg/mL of aztreonam from Injection in Mobile phase

> system

aphy (621), System Suitability.)

06 nm

x 25-cm; 5- to 10-um packing L20

_/min

1e: 20 L

y

n suitability solution

tive retention times for aztreonam and open ring aztreonam are 0.8 and 1.0, respectively. The relative retention times for
arginine are 0.3 and 1.0, respectively.]

lirements

LT 2.0 between aztreonam and open ring aztreonam
'» NMT 2.0 for the aztreonam peak

dard deviation: NMT 2.0% for the aztreonam peak

dard solution and Sample solution

: percentage of the labeled amount of aztreonam (C13H17N50882) in the portion of Injection taken:

Result = (r,/ry) x (C/C,) x P x Fx 100
2ak response of aztreonam from the Sample solution
2ak response of aztreonam from the Standard solution
»ncentration of USP Aztreonam RS in the Standard solution (mg/mL)
>minal concentration of aztreonam in the Sample solution (mg/mL)

stency of aztreonam in USP Aztreonam RS (ug/mg)

»nversion factor, 0.001 mg/ug
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UIREMENTS
RrAGE: Preserve as described in Packaging and Storage Requirements (659), Injection Packaging, Packaging_for constitution.
zen state.

the requirements for Labeling (7), Labels and Labeling for Injectable Products. The label states that the Injection is to be
o use, describes conditions for proper storage of the resultant solution, and directs that the solution is not to be refrozen.

ANDARDS (11)

nam RS
‘2-Aminothiazol-4-yl]-2-[2-carboxypropan-2-yloxyimino]acetamido}-3-(sulfoamino)butanoic acid.
453.45

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

opic/Question Contact Expert Committee

JECTION Documentary Standards Support SM12020 Small Molecules 1

:abase Information: Chromatographic Database

red In:
volume No. PF 39(3)
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