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iycin for Oral Suspension

from the Expert Committee that posted in conjunction with this accelerated revision, please click
nf.com/rb-azithromycin-for-0s-20240426.

rral Suspension is a dry mixture of Azithromycin and one or more buffers, sweeteners, diluents, anticaking agents, and

ns NLT 90.0% and NMT 110.0% of the labeled amount of azithromycin (C,;H.,N,O_,).

time of the azithromycin peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
penTiIFicaTioN 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 Oral Suspension in acetonitrile. Pass the solution through a suitable
ve the solvent by natural evaporation.

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

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

dntaining azithromycin are stable up to 12 h at 10°.]

>lve 8.7 g of dipotassium hydrogen phosphate anhydrous in 1000 mL of water and adjust with potassium hydroxide or dilute
dtoapHof8.2.

Jnitrile

>lution A and Solution B (30:70)

rile, methanol, and water (40:40:20)

n: 0.6 mg/mL of USP Azithromycin RS in Diluent. Sonicate in cool water to dissolve as needed.

: Nominally 0.6 mg/mL of azithromycin in Diluent prepared as follows. Transfer an accurately measured portion of the
spension to a suitable volumetric flask. Add Diluent equal to 50% of the volume of the flask, and sonicate for 20 min with
| water. Dilute with Diluent to volume. Pass a portion of this solution through a suitable filter of 0.45-um pore size.

> system

10 nm
m x 25-cm; 5-ym packing L1

2 10°

_/min

1e: 50 pL

2 times the retention time of azithromycin
y

ard solution

lirements
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2ak response of azithromycin from the Sample solution
2ak response of azithromycin 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

1 (698): Meets the requirements
«6E Units (905)

ontainers: Meets the requirements

ay-2024)

1S containing azithromycin are stable up to 12 hat 10°]

1m phosphate buffer, pH 6.0 (14.2 g/L of sodium phosphate, dibasic, anhydrous in water, adjusted with dilute hydrochloric
0); 900 mL

0 rpm

isolve 8.7 g of dipotassium hydrogen phosphate anhydrous in 1000 mL of water and adjust with potassium hydroxide or
aoric acid to a pH of 8.2.

stonitrile
Solution A and Solution B (35:65)
t solution: 0.55 mg/mL of USP Azithromycin RS prepared as follows. Transfer an accurately weighed amount of USP

1 RS to a suitable volumetric flask. Add acetonitrile to fill 5% of the volume of the flask and sonicate in cool water for 5 min to
pletely. Dilute with Medium to volume.

ion

ycin for Oral Suspension labeled to contain 100 mg/5 mL: 0.11 mg/mL of USP Azithromycin RS in Medium from Standard
ion

ycin for Oral Suspension labeled to contain 200 mg/5 mL: 0.22 mg/mL of USP Azithromycin RS in Medium from Standard
ion

n: Pass a portion of the solution under test through a suitable filter.
hic system
tography (621), System Suitability.)

210 nm

mm x 15-cm; 5-um packing L1
s

ler: 10°

0°

nL/min

mme: 100 pL

T 2 times the retention time of azithromycin
ity

'dard solution

guirements

tor: NMT 2.0

andard deviation: NMT 2.0%

ndard solution and Samnle soliition
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peak response of azithromycin from the Standard solution

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

label claim of Azithromycin for Oral Suspension (mg/5 mL)

dilution factor, necessary only if the Sample solution requires dilution (mL/mL)
density of the Sample solution (g/mL)

weight of Azithromycin for Oral Suspension taken (g)

volume of Medium, 900 mL

T 75% (Q) of the labeled amount of azithromycin (C, H_,N,0..) is dissolved.

'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

1S containing azithromycin may be stable for 72 h at 10°]

1m phosphate buffer, pH 6.0 (14.2 g/L of sodium phosphate, dibasic, anhydrous in water, adjusted with dilute hydrochloric
of 6.0); 900 mL

5rpm

e 8.7 g of dipotassium hydrogen phosphate anhydrous in 1000 mL of water. Adjust with potassium hydroxide or dilute
icid to a pH of 8.2.

Acetonitrile and Buffer (65:35)

t solution: 0.55 mg/mL of USP Azithromycin RS prepared as follows. Transfer a quantity of USP Azithromycin RS to an

rolumetric flask and dissolve in 5% of the flask volume of acetonitrile. Sonicate in cool water for about 5 min. Dilute with
dlume.

ion

ycin for Oral Suspension constituted to 100 mg/5 mL: 0.11 mg/mL of USP Azithromycin RS from Standard stock solution in

ycin for Oral Suspension constituted to 200 mg/5 mL: 0.22 mg/mL of USP Azithromycin RS from Standard stock solution in

n: Proceed constitution as directed in the Labeling. Determine the density, d (g/mL), of the constituted suspension using
neans. Using a suitable syringe, collect approximately 5 mL of suspension, and record the weight. With the paddles lowered,
ie collected suspension into each vessel containing the Medium. Start rotating the paddles. Reweigh the syringe, and

e weight, W (g), of suspension delivered into each vessel. At the end of 45 min, withdraw a suitable volume of the solution
ass through a suitable filter, discarding an appropriate volume of filtrate so that a consistent result can be obtained.

hic system

tography (621), System Suitability.)

210 nm

mm x 15-cm; 5-pm packing L1
s

ler: 10°

0°

nL/min

mme: 100 pL

T 2 times the retention time of azithromycin
lity

'dard solution

fuirements

tor: NMT 2.0

andard deviation: NMT 2.0%

ndard solution and Sample solution

he percentage of the labeled amount of azithromycin (C38H72N2012) dissolved:

~__.. [ IS N L.~ L NS /OnAN Ll N Lo aAn
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