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201428: Ciclosporin 100 mg capsule, soft, 1 capsule
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2.1 Finished product specification

98 | Specification of finished Acceptance criteria
product (USP43)
1 | Identification
- HPCL corresponds to standard
2 | Assay 90.0% - 110.0 %
Dissolution - 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
Capsulestested rupture in more than 15 but notmore

than 30 minutes.

4 | Uniformity of dosage units Meet the requirements

2.2 Specification of Active pharmaceutical ingredient (API)
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- Acceptance criteria
U9 Specification of API
USP 43
1 | Identification
A. HPLC corresponds to spectrum of standard
Assay (on the dried basis) 97.0 to 101.5 % of labeled amount
Organic impurities
- Any individual impurity NMT 0.7%
- Total impurities NMT 1.5%
4 | Loss on drying NMT 2.0%

wuewR - NMT = not more than
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