| on 14-Feb-2025

of 01-May-2020

onographs
"-ADBE-4A2E-B1EC-A92F5C2D567C_5_en-US
31003/USPNF_M17990_05_01

747.95
-methyl-;
mycin CAS RN®: 81103-11-9; UNII: H1250JIK0A.

ntains NLT 96.0% and NMT 102.0% of clarithromycin (C38H69N013), calculated on the anhydrous basis.

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

1 time of the major peak of the Sample solution corresponds to that of Standard solution 1, as obtained in the Assay.

tion B, Mobile phase, Diluent, Standard solution 1, Standard solution 2, Standard solution 4, Sample solution, and
»hic system: Proceed as directed in Organic Impurities.
ity
1dard solution 1, Standard solution 2, and Standard solution 4
relative retention times in Table 2. The typical retention time for clarithromycin is about 11 min.]

uirements
ley ratio: NLT 3.0, Standard solution 4
‘o-valley ratio is calculated as follows:

Result = HJ/H,

height above the baseline of the clarithromycin impurity D peak, Standard solution 4
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e percentage of clarithromycin (C NO,,) in the portion of Clarithromycin taken:

38H69
Result = (r /r)) x (C/C) x 100

ieak response from the Sample solution

ieak response from Standard solution 1

:oncentration of USP Clarithromycin RS in Standard solution 1 (mg/mL)

:oncentration of Clarithromycin in the Sample solution (mg/mL)

eria: 96.0%—-102.0% on the anhydrous basis

1(281),

eria: NMT 0.2%
g/L of monobasic potassium phosphate. Adjust with dilute phosphoric acid (1 in 10) or potassium hydroxide (45% w/v) to a
s this solution through a C18 filtration kit.

onitrile
ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 75 25
32 40 60
34 40 60
36 75 25
42 75 25

trile and water (1:1)

i 1: 1.5 mg/mL of USP Clarithromycin RS in acetonitrile and water (1:1). Dissolve first in acetonitrile, using 50% of the final
ilute with water to volume.

n 2: 75 pg/mL of USP Clarithromycin RS from Standard solution 1 in Diluent

n 3: 7.5 pg/mL of USP Clarithromycin RS from Standard solution 2 in Diluent

n 4: 1.5 mg/mL of USP Clarithromycin Identity RS in acetonitrile and water (1:1). Dissolve first in acetonitrile, using 50% of
1e, and dilute with water to volume.

12 1.5 mg/mL of Clarithromycin in acetonitrile and water (1:1). Dissolve first in acetonitrile, using 50% of the final volume, and
ter to volume.

ic system

205 nm
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