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cl 461.44
Cl- HZO 479.47
-Octopyranoside, methyl 7-chloro-6,7,8-trideoxy-6-[[(1-methyl-4-propyl-2-pyrrolidinyl)- carbonyllJamino]-1-thio-, (2S-trans)-,

le;
7,8-trideoxy-6-(1-methyl-trans-4-propyl-.-2-pyrrolidinecarboxamido)-1-thio-L-threo-a-p-galacto-octopyranoside
e CASRN®: 21462-39-5; UNII: T200Q1YNTW.

S RN®: 58207-19-5; UNII: ZNC153389R.

ochloride is the hydrated hydrochloride salt of clindamycin, a substance produced by the chlorination of lincomycin. It has a

lent to NLT 800 pg/mg of C, H,.CIN,O_S.

c IoenTiFicaTion Tests (197), Infrared Spectroscopy: 197M 4 (cN 1-Mav-2020)

1 time of the major 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 (9:11)
n: 1 mg/mL of USP Clindamycin Hydrochloride RS in Mobile phase

12 T mg/mL of Clindamycin Hydrochloride in Mobile phase
ic system
raphy (621), System Suitability.)

210 nm

im x 25-cm; 5-um packing L1
IL/min

10 yL
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1dard solution and Sample solution
shromatograms for a period of time that is twice the retention time of the clindamycin peak.

e potency of C CIN,0.S, in ug/myg, in the portion of Clindamycin Hydrochloride taken:

18H33
Result = (r,/rg) x (C/C, ) x P
ieak area from the Sample solution

eak area from the Standard solution

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

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

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

riteria: NLT 800 pg/mg

sbile phase: Prepare as directed in the Assay.
k solution: 0.5 mg/mL of USP Lincomycin Hydrochloride RS and 1 mg/mL of USP. Clindamycin Hydrochloride RS in Mobile

tion: 50 pg/mL of USP Lincomycin Hydrochloride RS and 100 pg/mL of USP Clindamycin Hydrochloride RS from Standard
»n in Mobile phase

on: 5 mg/mL of Clindamycin Hydrochloride in Mobile phase

»hic system

atography (621), System Suitability.)

1210 nm
-mm x 25-cm; 5-um packing L1
mL/min
e: 10 L

andard solution and Sample solution
2 chromatograms for a period of time that is six times the retention time of clindamycin.
the percentage of lincomycin in the portion of Clindamycin Hydrochloride taken:

Result = (rU/rs) x (CS/CU) x P x Fx 100
peak response of lincomycin from the Sample solution
peak response of lincomycin from the Standard solution

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

concentration of Clindamycin Hydrochloride in the Sample solution (mg/mL)

potency of USP Lincomycin Hydrochloride RS (ug/mg)

conversion factor, 0.001 mg/ug
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