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3.1 Finished product specification: Cyclosporine capsule USP 41

D) Test items

Specifications

1. | Identification

MU

2. | Assay

90.0-110.0% of the L.A. of Cyclosporine

3 Dissolution

- All of the capsules tested rupture in NMT 15 mins.
- If 1 or 2 of the capsules rupture in NMT 15 but NMT 30 mins.,
repeat the test on 12 additional capsules.

-NMT 2 of the total 18 capsules tested rupture in more than
15 but NMT 30 mins.

4 | Uniformity of dosage units
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3.2 Drug substance specification: Cyclosporine USP 41

4o Test items Specifications
1. | Identification ATIWY
2. | Assay 97.0-101.5% LA of Cyclosporine A, calculated

on the dried basis

3 | Organic impurities - Any individual impurity: NMT 0.7%
- Total impurities: NMT 1.5%

5 | Loss on drying NMT 2.0%

3.3 WAN1AIIATIEN Elemental impurity #3838l Risk assessment report (LLén9
tanaIusEnav)

waEng - NMT = Not more than
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