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&a Finished product specification

s Test Items Specifications

@ | ldentification Meet the requirement

& | Assay «®0.0% - @®0.0% of the labeled amount of

Carvedilol

m | Uniformity of dosage units® Meet the requirement

& | Dissolution* Not less than c@o%(Q) of the labeled amount of
(Test @ %90 Test o %39 Test m) Carvedilol is dissolved in mo minutes

& | Impurities
- Individual impurities Not more than o.lb%
- Total impurities Not more than @.c%
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Drug substance specification
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4o Test ltems Specifications
@ |dentification Meet the requirement
b Assay &@.0 - mol.o% of the labeled amount
of Carvedilol (on the dried basis)
en Loss on drying NMT o.&%
& Residue on ignition NMT o.@%
& Organic impurities
Procedure @
- Carvedilol related compound E NMT o.e%
- Carvedilol related compound A NMT o.e%
- Carvedilol bisalkylpyrocatechol NMT o.a&%
derivative (if present)
- Carvedilol related compound C NMT o.0b%
- Carvedilol related compound D NMT o.a%
- Carvedilol related compound B NMT o.a%
- Any other individual impurity NMT o.e0%
- Total impurities NMT o.€%
Procedure ls (recommended when
Carvedilol related compound F is
a potential impurity)
- Carvedilol related compound A NMT o.@%
- Carvedilol related compound F NMT o.a%
- N-sopropylcarvedilol NMT o.@%
- Carvedilol related compound C NMT o.0lb%
- Carvedilol related compound B NMT o.a%
- Biscarbazole NMT o.a%
- Any other individual impurity NMT o.@%
- Total impurities NMT o.&%
Pr re m
- Carvedilol related compound F NMT 0.%

(if present)
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