| on 14-Feb-2025

of 01-Aug-2019

onographs
51D7-4B63-A7EE-AD921953BA37_2_en-US
31003/USPNF_M18180_02_01

ycin Hydrochloride Oral Solution

ochloride Oral Solution contains the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount of clindamycin

).

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

»f monobasic potassium phosphate in water. Adjust with 8 N_potassium hydroxide to a pH of 7.5.

«cetonitrile and Buffer (450:550). Increasing the proportion of acetonitrile in the Mobile phase decreases the retention time,
g it increases the resolution between 7-epiclindamycin and clindamycin.

ion: Transfer 7 mL of hydrogen peroxide to a 100-mL volumetric flask and dilute with water to volume.

ity solution: 2 mg/mL of USP Clindamycin Hydrochloride RS prepared as follows. Transfer a weighed amount of USP
lydrochloride RS to a suitable volumetric flask and add Peroxide solution to fill 10% of the final volume. Dilute with Mobile
ne. [Note—Clindamycin when treated with Peroxide solution generates two degradation products. Peroxide degradation

a relative retention time of 0.36 and peroxide degradation product 2 has a relative retention time of 0.41.1, (usp 1-Aug-2019)

n: 1 mg/mL of USP Clindamycin Hydrochloride RS in Mobile phase

12 Nominally equivalent to 0.85 mg/mL of clindamycin from Oral Solution in Mobile phase
ic system
raphy (621), System Suitability.)

210 nm

im x 25-cm; 5-ym packing L1

IL/min
me: 10 pL
tty

stem suitability solution and Standard solution

uirements

NLT 2.0 between the peroxide degradation product 1 and peroxide degradation product 2 peaks, System suitability solution
r: NMT 1.2, Standard solution

1dard deviation: NMT 2.0%, Standard solution 4 (usp 1-Aug-2019)

1dard solution and Sample solution

e percentage of 4the labeled amount of 4 (ysp 1-aug-2019) clindamycin (C,;H, CIN,0,S) in Athe portion, usp 1-aug-2019) Of

18H33
ion taken:
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:oncentration of USP_Clindamycin Hydrochloride RS in the Standard solution (mg/mL)

iominal concentration of clindamycin in the Sample solution (mg/mL)

iotency of clindamycin in USP Clindamycin Hydrochloride RS (ug/mg)

:onversion factor, 0.001 mg/ug

eria: 90.0%-110.0%

"ESTS

AGe Units (905)

n packaged in single-unit containers: Meets the requirements
IE (698): Meets the requirements

ES
hase, Peroxide solution, System suitability solution, and Chromatographic system: Proceed as directed in the Assay.

n: 0.05 mg/mL of USP Clindamycin Hydrochloride RS in Mobile phase

iion: 0.005 mg/mL of USP Clindamycin Hydrochloride RS in Mobile phase from Standard solution

12 Nominally 5 mg/mL of clindamycin in Mobile phase prepared as follows. Transfer an appropriate volume of Oral Solution to

imetric flask. Dilute with Mobile phase to volume.

ity

'em suitability solution, Standard solution, and Sensitivity solution

uirements

NLT 2.0 between the peroxide degradation product 1 and peroxide degradation product 2 peaks, System suitability solution
1dard deviation: NMT 5.0%, Standard solution

sise ratio: NLT 10, Sensitivity solution

1dard solution and Sample solution
e percentage of each degradation product in the portion of Oral Solution taken:

Result = (r,/ry) x (C/C ) x P x F x 100
ieak response of each degradation product from the Sample solution
ieak response of clindamycin from the Standard solution

:oncentration of USP Clindamycin Hydrochloride RS in the Standard solution (mg/mL)

iominal concentration of clindamycin in the Sample solution (mg/mL)

iotency of clindamycin in USP Clindamycin Hydrochloride RS (ug/mg)

.onversion factor, 0.001 mg/ug

eria: See Table 1. The reporting threshold is 0.05%.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
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