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3. AaNvAnIawaiia: (USP40 NF35)
3.1 leshed product speC|f|cat|on Carvedrlol tablets
RE Test ltems ‘ Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0 - 110.0% L.A. of Carvedilol
3.1.3 | Dissolution NLT 80% (Q) of L.A. of Carvedilol is dissolved (30
min)
3.1.4 | Uniformity of dosage units Meet the requirement
3.1.5 | Organic Impurities
- Individual impurities NMT 0.20%
- Total impurities NMT 1.00%
3.2 Drug substance specification: Carvedilol
fo | Test Items | Specifications
3.2.1 | Identification Meet the requirement
3.2.2 | Assay 98.0 - 102.0% of Carvedilol (on dried basis)
3.2.3 | Residue on ignition NMT 0.1% from 1 ¢
3.2.4 | Organic Impurities Meet the requirement
3.2.5 | Loss on drying NMT 0.5% of its weight (105° for 3 hr.)
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