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ipsules contain not less than 90.0 percent and not more than 110.0 percent of the labeled amount of cyclosporine

)

orage—Preserve in tight containers, and store at controlled room temperature.

1e retention time of the major peak in the chromatogram of the Assay preparation corresponds to that in the chromatogram of
aration, as obtained in the Assay.

CONTAIN LIQUID—
5 500 mL.

0 rpm.

tes.

ice 1 Capsule in each vessel, and allow the Capsule to sink to the bottom of the vessel before starting rotation of the blade.
apsules, and record the time taken for each Capsule shell to rupture.

1e requirements are met if all of the Capsules tested rupture in not more than 15 minutes. If 1 or 2 of the Capsules rupture in
»ut not more than 30 minutes, repeat the test on 12 additional Capsules. Not more than 2 of the total of 18 Capsules tested
2 than 15 but not more than 30 minutes.

CONTAIN POWDER—
| hydrochloric acid containing 0.5% of sodium lauryl sulfate; 1000 mL.
50 rpm.

ites.

amount of C52H111N11012 dissolved by employing the following method.

-Prepare a filtered and degassed mixture of acetonitrile, water, methanol, and phosphoric acid (900:450:50:0.5). Make
necessary (see System Suitability under Chromatography (621)).

ion—Quantitatively dissolve an accurately weighed quantity of USP Cyclosporine RS in Dissolution Medium to obtain a solution

n concentration of about 0.001L mg per mL, L being the labeled quantity, in mg, of cyclosporine in each Capsule. Transfer 25.0
ition to a 50-mL volumetric flask, dilute with acetonitrile to volume, and mix. This solution contains about 0.0005L mg of USP
{S per mL.

Filter a portion of the solution under test. Transfer 5.0 mL of the filtrate to a 10-mL volumetric flask, dilute with acetonitrile to
iX.

1ic system (see CHromaTogrAPHY (621))—The liquid chromatograph is equipped with a 210-nm detector and a 4.6-mm x 25-cm

ntains packing L1 and is maintained at a constant temperature of about 80°. The flow rate is about 2 mL per minute.
h the Standard solution, and record the peak areas as directed for Procedure: the column efficiency is not less than 700
tes; and the relative standard deviation for replicate injections is not more than 2.0%.

parately inject equal volumes (about 10 pL) of the solution estimated to contain 0.1 mg of cyclosporine per mL, or 40 pL of the

. © A AAC I ' IR ~ ' 1 o o - . "o P ' . '

Documents

Document Sharing Hub

Full document details: Cyclosporine Capsules


https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://store.usp.org/product/1158504
https://store.usp.org/product/1158504
https://store.usp.org/product/1158504
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
http://www.avadocuments.com/doc/cyclosporine-capsules
http://www.avadocuments.com/doc/cyclosporine-capsules

1e concentration, in mg per mL, of USP Cyclosporine RS in the Standard solution; and r,and r, are the cyclosporine peak areas
the Test solution and the Standard solution, respectively.

ot less than 80% (Q) of the labeled amount of Cq,H, 14N, ;0,, is dissolved in 90 minutes.

3£ unis (905): meet the requirements.

I, Method I (921) —For Capsules that contain powder, not more than 3.5% is found, using finely ground Capsule contents.

CONTAIN LIQUID—

ind Chromatographic system— Proceed as directed in the Assay under Cyclosporine Injection.

iration—Dissolve an accurately weighed quantity of USP Cyclosporine RS in dehydrated alcohol to obtain a solution having a

tration of about 1 mg per mL. Use this solution promptly after preparation.

ion—Using a sharp blade, carefully cut open not fewer than 20 Capsules, and with the aid of dehydrated alcohol transfer the

2 Capsules to a suitable volumetric flask. Wash the blade with dehydrated alcohol, and transfer the washings to the volumetric
e contents of the volumetric flask with dehydrated alcohol to volume, and mix. Quantitatively dilute an accurately measured
solution with dehydrated alcohol to obtain a solution having a concentration of about 1 mg of cyclosporine per mL.

parately inject equal volumes (about 20 pL) of the Standard preparation and the Assay preparation into the chromatograph,

»matograms, and measure the areas for the major peaks. Calculate the quantity, in mg, of cyclosporine (C62H111N11012) in

taken by the formula:
(L/D)(CP/1000)(r /r,)

1e labeled quantity, in mg, of cyclosporine in each Capsule taken; D is the concentration, in mg per mL, of the Assay
sed on the labeled quantity of cyclosporine in the Capsules taken and the extent of dilution; C is the concentration, in mg per

closporine RS in the Standard preparation; P is the purity, in g per mg, of USP Cyclosporine RS; and r,and r are the peak
| from the Assay preparation and the Standard preparation, respectively.
CONTAIN POWDER—

-Prepare a filtered and degassed mixture of acetonitrile, water, methanol, and phosphoric acid (605:400:50:0.5). Make
necessary (see System Suitability under Chromatography (621)).

t—Prepare a mixture of acetonitrile, tetrahydrofuran, and dehydrated alcohol (9:5:4).

iration—Transfer about 25 mg of USP Cyclosporine RS, accurately weighed, to a 25-mL volumetric flask. Add 2.5 mL of water,

or 10 minutes. Add about 10 mL of Diluting solvent, sonicate for 5 minutes, dilute with Diluting solvent to volume, and mix.
eparation—Transfer the contents of 20 Capsules to a volumetric flask of such capacity, V, in mL, to make a final concentration
closporine per mL. Add 0.1V mL of water to the flask, and sonicate for 10 minutes. Add 0.4V mL of Diluting solvent to the

cate for 5 minutes. Dilute with Diluting solvent to volume, and mix.

ion—Transfer 5.0 mL of Assay stock preparation to a 50-mL volumetric flask, add 5 mL of water, dilute with Diluting solvent to
iX.

1ic system (see CHromMAToGRAPHY (621))—The liquid chromatograph is equipped with a 210-nm detector and a 4.6-mm x 25-cm
ntains packing L13 and is maintained at a constant temperature of about 70°. The flow rate is about 2 mL per minute.

h the Standard preparation, and record the peak areas as directed for Procedure: the column efficiency is not less than 700

tes; the tailing factor is not more than 1.5; and the relative standard deviation for replicate injections is not more than 2.0%.
parately inject equal volumes (about 20 pL) of the Standard preparation and the Assay preparation into the chromatograph,

»matograms, and measure the areas for the major peaks. Calculate the quantity, in mg, of cyclosporine (CezH111N1101z) in

taken by the formula:

1 OCV(rU/rS)

1e concentration, in mg per mL, of USP Cyclosporine RS in the Standard preparation; V is the volume, in mL, of the volumetric
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