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3.1 Finished product specification: Manidipine tablet JP 17

va Test items Specifications
1. | Identification Test ATIWU

2. | USuneushendndty 92.0-108.0 % L.A.
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4. | Uniformity of dosage units #5796
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3.2 Drug substance specification: Manidipine Hydrocchloride JP 17

92 | Test items Specifications
1. | Identification ATIVY
2. | Assay 98.5-101.0% on dried basis
3. | Loss on drying NMT 1.5%
4. | Residue on ignition NMT 0.2%
5. | Purity
- Heavy metal NMT 10 ppm
- Arsenic NMT 1 ppm
6. | Related substances
- Each NMT 0.2%
- Total NMT 0.7%
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