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Drug substance specification (Reference USP)
o.e Definition White or nearly white, crystalline powder. Slightly
soluble in alcohol, practically insoluble in water

and dilute acids.

.l ldentification test m'i’;‘\whum’mﬁ‘wq‘lu drug substance specification (IR,
HPLC)
an.en USuNeusaendnfy (Assay) ®@.0 — @o.0%L.A. (on the dried basis)

o.@ Impurities
a.c.o Residual of ignition  LilAY 0.0% 37781 @ g
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Acceptance criteria

<
voans Not more than (%)
@. Carvedilol related compound E 0.6
. Carvedilol related compound A 0.®
o. Carvedilol bisalkylpyrocatechol derivative
(:’f’]ﬁ) o.60&
& Carvedilol related compound C 0.0l®
&. Carvedilol related compound D 0.®
o. Carvedilol related compound B 0.6
). Any other individual impurity 0.®
@. Total impurities o.&
- Organic impurities, Procedure lo ATIVUAUANTIT o
** procedure b 19lunsdifiny Carvedilol related compound F **
15797 o Organic impurities nstinnasulae Procedure b
Boas Acceptance criteria
Not more than (%)
®. Carvedilol related compound A 0.®
. Carvedilol related compound F 0.6
o, N-lsopropyl carvedilol 0.6
& Carvedilol related compound C 0.0
&. Carvedilol related compound B 0.®
o. Biscarbazole 0.6
o. Any other individual impurity 0.®
. Total impurities o.&
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Finished Product specification

m.@ Descriptions G\i?ﬁ]ﬂiﬁuMWNﬁisq’Lu finished product specification
oo |dentification test m’m}i’lumuﬁizﬂu finished product specification

(UV, HPLQ) :
anlo USunausnenddgy (Assay) ®0.0 — ®®0.0%L.A.
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en.en Dissolution laitfe8ni1 go.0% Tu mo UM (Q==o%)
en.@ Uniformity of dosage units msmchumuﬁszq‘lu finished product specification
on.& Impurities

on.&.@ Organic impurities AT IANATT 9T

o - i
M99 en Organic impurities

o Acceptance criteria
VDA
Not more than(%)
@. Individual impurities o.lo (specified #39 unspecified)
. Total impurities ®.0
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