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iycin for Injection

1jection is a sterile, dry mixture of azithromycin and a suitable stabilizing agent. It contains NLT 90.0% and NMT 110.0% of

unt of azithromycin (C,,H,,N,0_.).

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
penTiFicaTioN Tests (197), Infrared Spectroscopy: 197A

/mL of USP Azithromycin RS in acetonitrile. Pass the solution through a suitable filter, and remove the solvent by natural

:nt to 25 mg/mL of azithromycin from Azithromycin for Injection in acetonitrile. Pass the solution through a suitable filter,
2 solvent by natural evaporation.

\e the spectra of the Standard and the Sample in the range between 3800 and 650 cm™".

wia: The Sample exhibits bands at about 900, 995, 1165, 1376, 1456, 1725, and 2936 cm™ " similar to the spectrum from the
arly obtained.

1L of dibasic potassium phosphate in water

zetonitrile and Buffer (52:48). Adjust with 10 N potassium hydroxide to a pH of 11.0 £ 0.1.

rile and water (52:48)

'y solution: 1 mg/mL each of USP Azaerythromycin A RS and USP Azithromycin RS in a mixture of acetonitrile and water
ve first in acetonitrile, and then dilute with water to volume.

n: 1 mg/mL of USP Azithromycin RS in a mixture of acetonitrile and water (52:48). Dissolve first in acetonitrile, and dilute

olume.
 Nominally equivalent to T mg/mL of azithromycin from Azithromycin for Injection in Diluent prepared as follows.
vials individually as directed in the labeling. Mix the contents of all the reconstituted vials. Dilute a portion of the mixture

> system

15nm

m x 1-cm; 5-pm packing L67
6-mm x 15-cm; 5-um packing L67

$156°

_/min

1e: 15 pL

y

>m suitability solution and Standard solution

tive retention times for azaerythromycin A and azithromycin are 0.68 and 1.0, respectively.]
lirements
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Result = (r,/r)) x (C/C,) x Px Fx 100
aak response from the Sample solution
2ak response from the Standard solution

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

»minal concentration of azithromycin in the Sample solution (mg/mL)

stency of USP Azithromycin RS (ug/mg)

»nversion factor, 0.001 mg/ug

ria: 90.0%-110.0%

ESTS
«6e Units (905): Meets the requirements

Limit of Azithromycin N-Oxide, Desosaminylazithromycin, and N-Demethylazithromycin does not quantify aminoazithromycin,
og, methylformamido analog, and 3'-de(dimethylamino)-3-oxoazithromycin. If these impurities are part of the impurity profile,
10azithromycin, Formamido Analog, Methylformamido Analog, and 3-De(dimethylamino)-3-oxoazithromycin test is
1 addition to the test for Limit of Azithromycin N-Oxide, Desosaminylazithromycin, and N-Demethylazithromycin.]
ciN N-Oxipe, DESOSAMINYLAZITHROMYCIN, AND N-DEMETHYLAZITHROMYCIN
f dibasic potassium phosphate
zetonitrile and Buffer (23:77). Adjust with 5 N potassium hydroxide to a pH of 10.55 + 0.05.
olution: 0.05 mg/mL of USP Azithromycin N-oxide RS, 45 pg/mL of USP Desosaminylazithromycin RS, and 160 pg/mL each
athylazithromycin RS and USP Azithromycin RS in acetonitrile. Sonicate if necessary to dissolve.

n: 0.001 mg/mL of azithromycin N-oxide, 0.9 pg/mL of desosaminylazithromycin, and 3.2 pg/mL each of N-
‘'omycin and azithromycin from Standard stock solution in Mobile phase

 Nominally equivalent to 0.3 mg/mL of azithromycin in Mobile phase from Azithromycin for Injection

> system

aphy (621), System Suitability.)

erometric electrochemical

al series glassy carbon

live screen

+0.70 £ 0.05V

+0.82+0.05V

m x 15-cm; 3-um packing L49

amperature: 5°

_/min

1e: 50 pL

y

ard solution

le 1 for relative retention times.]

lirements

* NMT 2.0 for azithromycin and NMT 2.6 for N-demethylazithromycin
dard deviation: NMT 10.0% for azithromycin N-oxide, desosaminylazithromycin, N-demethylazithromycin, and azithromycin

dard solution and Sample solution
: percentage of each specified impurity in the portion of Azithromycin for Injection taken:

Result = (rU/rS) x (Cs/CU) x P x 100
2ak response of each specified impurity from the Sample solution

aak response of each specified impurity from the Standard solution
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