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1R)-3-hydroxy-4-methyl-2-(methylamino)oct-6-enoyl]-L-2-aminobutyryl-N-methylglycyl-N-methyl-.-leucyl-L-valyl-N-methyl-.-

anyl-N-methyl-L-leucyl-N-methyl-L-leucyl-N-methyl-L-valyl];

ic(L-alanyl-o-alanyl-N-methyl-L-leucyl-N-methyl-L-leucyl-N-methyl-L-valyl-3-hydroxy-N,4-dimethyl-L.-2-amino-6-octenoyl-.-a-

ethylglycyl-N-methyl-L-leucyl--valyl-N-methyl-i-leucyl) CAS RN®: 59865-13-3; UNII: 83HNOGTJ6D.

:ains NLT 97.0% and NMT 101.5% of cyclosporine A (C62H1HN11012), calculated on the dried basis.

c IenTiFication Tests (197), Infrared Spectroscopy: 197A or 197K, (USP 1-Dec-2021)

021) The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in

«cetonitrile, tert-butyl methyl ether, water, and phosphoric acid (430:50:520:1)

trile and water (1:1)

ity solution: 1.25 mg/mL of USP Cyclosporine Resolution Mixture RS in Diluent

n: 1.25 mg/mL of USP Cyclosporine RS in Diluent
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1 x 25-cm; 3- to 5-pm packing L1. 4If needed, tubing may be, (USP 1-Dec-2021) connected to the column inlet 4to support the
perature. 5 (USP 1-Dec-2021)

srature: 80°. AIf used,, (USP 1-Dec-2021) the tubing Amay be, (USP 1-Dec-2021) Maintained at 80°, to ensure that the Mobile
ing the column is heated to 80°.

mL/min

me: 20 pL

ity

‘em suitability solution and Standard solution

itive retention times for cyclosporine U and cyclosporine are 0.95 and 1.0, respectively.]

uirements

NLT 1.0 between cyclosporine U and cyclosporine, System suitability solution

1dard deviation: NMT 1.0%, Standard solution

1dard solution and Sample solution
e percentage of cyclosporine (CﬁszNHOn) in the portion of Cyclosporine taken:

Result = (rU/rs) x (CS/CU) x P x 100
ieak area of cyclosporine from the Sample solution

ieak area of cyclosporine from the Standard solution

oncentration of 4USP Cyclosporine RS in, (USP 1-Dec-2021) the Standard solution (mg/mL)

oncentration of 4Cyclosporine in, (USP 1-Dec-2021) the Sample solution (mg/mL)

iotency of cyclosporine in USP Cyclosporine RS (mg/mg)

eria: 97.0%—101.5% on the dried basis

iluent, System suitability solution, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
n: 0.017 mg/mL of USP Cyclosporine RS in Diluent

ty

‘em suitability solution and Standard solution

itive retention times for cyclosporine U and cyclosporine are 0.95 and 1.0, respectively.]

uirements
NLT 1.0 between cyclosporine U and cyclosporine, System suitability solution
1dard deviation: NMT 10.0%, Standard solution

1dard solution and Sample solution

e percentage of 4any individual , (USP 1-Dec-2021) impurity in the portion of Cyclosporine taken:
Result = (rU/rs) x (Cs/Cu) x P x 100

ieak area of Aeach, (USP 1-Dec-2021) individual impurity from the Sample solution

ieak area of cyclosporine from the Standard solution
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