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Drug substance specification (Reference EP)

o.® Definition White to almost white crystalline powder.
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on.en UTueusnendnAgy (Assay) ®&.0 — ®@ob.0% (dried substance)
on.@ Impurities
on.c.@ Impurity D 14ilAU 0.0 %
..o Impurity A LU .0 %
sn..en Impurity B LiiAU 0.0 %
o.e.@ Unspecified impurities Wity o.e0 %
o.@.& Total impurities aitAu o.¢0 %
on.& Loss on drying TaiAY 0.¢%
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oo Sulfated ash LAY o.e0 %

Finished product specification

en.@ Descriptions mmﬂhumuﬁi:ﬂﬂu finishad product specification
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en. Dissolution wanIHanIsaza1eveRien Nebivolol liteenin <o%
(Q) vosUsuseiudinielunan mo il (wed% lu
<& ui)

an.& Uniformity of dosage units m’;‘\]s\i’mmuﬁizﬂu finished product specification

o.o Total degradation product < @.0%

a.e) Any individual degradation product < o.0%
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