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ANANBULIANIZYBLe1 (Drug Specification)
272363: Carvedilol 6.25 mg tablet, 1 tablet
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2.1 Finished product specification: USP2024

98 | Specification of finished product Acceptance criferia
Description/Appearance Complied with finished product specification
_______________ £ | entification
AaHPIC N
B : UV absorption
3 | Assay 90.0 - 110.0% of the labeled amount of
Carvedilol
4 | Dissolution Not less than 80%(Q) of the labeled amount
of carvedilol is dissolved in 30 minutes
5 | Uniformity of dosage units Meets the requirements
6 | Organic Impurities
- Individual impurities NMT 0.2%
(specified or unspecified) | o
- Total impurities NMT 1.0%
7 | Packaging and storage Complied with finished product specification
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2.2 Specification of Active pharmaceutical ingredient (API): USP2024
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98 | Specification of API Acceptance criteria
1 Identification
A : IR absorption Complied with specification
B:HPLC Complied with specification
2 | Assay (on the dried basis) 98.0 - 102.0% of carvedilol

Impurities

3.1. Residue on ignition NMT 0.1%

4 i Organic impurities

Procedure 1 | Procedure 2 Procedure 3

Carvedilol related compound E NMTO0.1% = E
Carvedilol related compound A NMT 0.1% NMT 0.1%
Carvedilol bisalkylpyrocatechol ' NMT 0.15%
derivative ( if present) (If follow USP |
41) |
Carvedilol related compound C NMT 0.02% NMT 0.02%
- Carvedilol related compound D NMT 0.1%
| Carvedilol related compound B NMT 0.1% NMT 0.1%
— ..... A nyotherlndIVIdual ir%ptnity NM% 0.10% NMT 0.1% |
_ Total impurities NMT 0.5% NMT 0.5% =
_________________ | Carvedilol related compound F | NMT 0.1% | NMT 0.1%
e il NN RN NMTO1% | A
' Biscarbazole . NMT 0.1%
5 | Loss on drying NMT 0.5%
6 | Packaging and storage Complied with API specification

NMT = not more than
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