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yrine Oral Solution

Solution is a solution of Cyclosporine in a suitable vehicle. It contains NLT 90.0% and NMT 110.0% of the labeled amount of
62111N3105)-

ROMATOGRAPHY

1g/mL of bismuth subnitrate in 20% acetic acid
mg/mL of potassium iodide

ol and chloroform (4:1)

in: 1 mg/mL of USP Cyclosporine RS in Diluent

12 Nominally T mg/mL of cyclosporine from Oral Solution in Diluent
ic system

raphy (621), Thin-Layer Chromatography.)

25-mm layer of chromatographic silica gel mixture

Mume: 10 pL

lvent system 1: Ethyl ether

llvent system 2: Ethyl acetate, methyl ethyl ketone, water, and formic acid (60:40:2:1)

1: Mix 5 mL of Solution A with 5 mL of Solution B and 20 mL of glacial acetic acid, and dilute with water to 100 mL. Prepare

-2: Hydrogen peroxide TS

1dard solution and Sample solution

andard solution and the Sample solution to the plate. Allow the spots to dry in a current of air, place the plate in a suitable
graphic chamber, and develop the chromatogram, using Developing solvent system 1, until the solvent front has moved about
ths of the length of the plate. Remove the plate from the chamber, mark the solvent front, and allow it to dry. Place the plate in
chromatographic chamber, and develop the chromatogram in Developing solvent system 2 until the solvent front has moved
se-fourths of the length of the plate. Remove the plate from the chamber, and allow it to dry. Spray the plate with Spray reagent
iately again spray the plate with Spray reagent 2. Cyclosporine appears as a brown spot having an R_value of about 0.45.

eria: The R_value of the principal spot of the Sample solution corresponds to that of the Standard solution. Disregard any
rigin.
1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

.cetonitrile, methanol, water, and phosphoric acid (550:50:400:0.5)

ol and chloroform (4:1)

n: 1 mg/mL of USP Cyclosporine RS in Diluent. Use this solution promptly after preparation.

12 Nominally 1T mg/mL of cyclosporine from Oral Solution in Diluent. Use this solution promptly after preparation.
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me: 10 pL

tty

lard solution

uirements

tor: 3-10

siency: NLT 700 theoretical plates
r: NMT 1.5

1dard deviation: NMT 1.5%

1dard solution and Sample solution

e percentage of the labeled amount of cyclosporine (C

62H‘I‘I‘IN‘I‘IO12

Result = (r /r;) x (C/C,) x 100

ieak response from the Sample solution

ieak response from the Standard solution
:oncentration of the Standard solution (mg/mL)
iominal concentration of the Sample solution (mg/mL)
eria: 90.0%-110.0%

ENTS
oL (where present)
d solution: n-Propyl alcohol and butyl alcohol (3:50)

solution: 50 mg/mL of dehydrated alcohol in butyl alcohol
»n: 10 mg/mL of alcohol, prepared as follows. Transfer a suitable aliquot of Standard stock solution to a suitable volumetric

rrnal standard solution, using 24% of the final volume, and dilute with butyl alcohol to volume.

) in the portion of Oral Solution taken:

12 Nominally 10 mg/mL of alcohol from Oral Solution, prepared as follows. Transfer a suitable aliquot of Oral Solution to a
1etric flask. Add Internal standard solution, using 24% of the final volume, and dilute with butyl alcohol to volume.

ic system
raphy (621), System Suitability.)

1e ionization
1 x 2-m glass; packed with support S3

‘t: 280°
0°
: Table 1.
Table 1
Initial Temperature Final Hold Time at Final

Temperature Ramp Temperature Temperature

) (°/min) ) (min)

145 0 145 8

145 32 270 0
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