on 13-Feb-2025

rto 2013

nographs
:B37-4775-BD15-7639619B1735_1_en-US
1003/USPNF_M6745_01_01

iycin Capsules

sules contain the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount of azithromycin (C_;H,,N,0,.).

time of the azithromycin peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

hat has a resistivity of NLT 18 Mohm-cm.]

ssolve 5.8 g of monobasic potassium phosphate in 2130 mL of water, and add 870 mL of acetonitrile. Adjust with about 6
-assium hydroxide to a pH of 11.0 + 0.1, and pass through a suitable filter.

olution: 0.165 mg/mL of USP Azithromycin RS in acetonitrile. Swirl, and sonicate as necessary.

n: 3.3 pg/mL of USP Azithromycin RS from the Standard stock solution in Mobile phase

'y stock solution: 0.16 mg/mL of USP Azaerythromycin A RS in acetonitrile and Mobile phase (1:9). Dissolve first in
ing 10% of the final volume. Swirl, and sonicate to dissolve. Dilute with Mobile phase to volume.

y solution: 3.2 pg/mL of azaerythromycin A from the System suitability stock solution and 3.3 pg/mL of azithromycin from
‘ock solution in Mobile phase

lution: Remove, as completely as possible, the contents of NLT 20 Capsules. Prepare a 1-mg/mL solution of anhydrous

1 acetonitrile. Dissolve a portion of the mixed Capsule contents first in 70% of the final volume of acetonitrile, and shake by
2ans for 30 min. Dilute with acetonitrile to volume. Place 40 mL of the resulting suspension in a centrifuge tube, and

: the supernatant to prepare the Sample solution.

: 3.2 pg/mL of azithromycin from the Sample stock solution in Mobile phase

> system

aphy (621), System Suitability.)

erometric electrochemical detector
1al glassy carbon electrodes

Jative screen mode
e1:+0.70+0.05V
e2:+0.82+0.05V

und current: 85 + 15 nanoampheres

m x 5-cm; 5-pym packing L29

6-mm x 15-cm; 5-um packing L29 or 3-um packing L49 without the guard column

nL/min

50 L

y

dard solution and System suitability solution

tive retention times for azaerythromycin A and azithromycin with the L29 column are 0.7 and 1.0, respectively; the relative
: for azaerythromycin A and azithromycin with the L49 column are 0.8 and 1.0, respectively.]
lirements

LT 2.5 between azaerythromycin A and azithromycin, System suitability solution

iency: NLT 1000 theoretical plates, Standard solution

'+ 0.9-1.5, Standard solution
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2ak response from the Sample solution
2ak response from the Standard solution

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

>minal concentration of azithromycin in the Sample solution (ug/mL)

stency of azithromycin in USP Azithromycin RS (ug/mg)

»nversion factor, 0.001 mg/ug

ria: 90.0%-110.0%

ESTS

hat has a resistivity of NLT 18 Mohm-cm.]

sodium phosphate buffer (Prepare 6 L of 0.1 M dibasic sodium phosphate. Adjust with about 40 mL of hydrochloric acid to a
5, and add 600 mg of trypsin); 900 mL

) rpm

womatographic system, and System suitability: Proceed as directed in the Assay.
olution: 0.3 mg/mL of USP Azithromycin RS in Medium. Sonicate briefly to dissolve.
n: 3.84 pg/mL of azithromycin from the Standard stock solution in Mobile phase

. Pass a portion of the solution under test through a suitable filter of 0.5-um or finer pore size. Transfer 2.0 mL of the filtrate
imetric flask, and dilute with Mobile phase to volume. Transfer 4.0 mL of this solution to a second 25-mL volumetric flask,
Mobile phase to volume.

dard solution and Sample solution

ie amount of azithromycin (CSBH72N2012) dissolved using the procedure in the Assay, making any necessary modifications.

s percentage of azithromycin (C,H_,N,0..) dissolved:

Result = (r,/ro) x (C/L) x D x Vx 100
2ak response from the Sample solution
2ak response from the Standard solution

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

bel claim (mg/Capsule)
lution factor of the Sample solution

lume of Medium, 900 mL

75% (Q) of the labeled amount of azithromycin (C_;H,,N,0.,) is dissolved.

«6e Units (905): Meet the requirements

on, Method (921): NMT 5.0%

UIREMENTS
race: Preserve in well-closed containers. Where packaged in unit-of-use containers, each container contains six 250-mg
label indicates the intended sequential day of use for each Capsule.

ANDARDS (11)
ARS

laaca rhanrlk far vanir Anactinn in tha FANe hafara rantantina 11QD
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