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1. identification test A9t maiszylu finished product specification
A M‘Iﬁm : 90.0 - 110.0% labeled amount of Ciclosporin

3. Uniformity of dosage units Meet the requirement
4 Dissolution ' The 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 more than 15 but not more than 30
minutes, repeat the test on 12 additional Capsules. Not
. more than 2 of the total of 18 Capsules tested rupture

. _ in more than 15 but not more than 30 minutes

Not more than 3.5%

m19arauAmizzylu Drug substance specification
97.0-101.5% labeled amount of Ciclosporin (dried basis)
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