Inausyasn

FUALLBYAAMNBALIANIZ VDY
Nebivolol hydrochloride & mg Tablet

wWialtlumsininsnwivesantulsansisandaduanivuaniznisulsavannasiila

. %oe1 Nebivolol hydrochloride & mg Tablet

lo.

en.

AaantAnaly

v.e WU A tATUUTENIUTISa8LUININUMN
b.b Usznaumesiend1figyde Nebivolol hydrochloride fiawyariu Nebivolol & mg

.o USTMULKS blister pack Nidaatin

b.e RAMNUVUNTULUTTY TeyTaandynieen aaauwss Jundn Sununeny lawiuds lawngideu

MU IDE19TALIU

b.& ULIHIET 9E9TBeR 0358 UBY1 diuusenaumend1fty Anuwse JuaUDNY waslavikEs

AuaNdANImAlln

m.e) Finished product specification: Nebivolol tablet

Test Items Specification

|dentification

‘Meet the requirement

Assay

*&.0%-e0&.0% of the L.A. of Nebivolol

Dissolution

Q-value of &% at @& min

Uniformity of mass

meet the requirement

Content Uniformity of quatered
tablet

meet the requirement
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Degradation compounds

Individual unidentified < 0.&%

Total < 0.¢%
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m.lo) Drug substance specification: Nebivolol hydrochloride

49 | Test Items —‘ls—peciﬁcation
@ | ldentification Meet the requirement
o | Assay ®e.&%-e0e.&% (dry substance)
e | Loss on drying Not more than o.&o% w/w.
Specific optical rotation Between -e.0°C and +e.0°C.
(on dried basis)
& | Heavy metals Not more than eo ppm.
o | Related substances by HPLC
A. Nebivolol isomer at about o.cc RRT A. Not more than o.e&%
B. Nebivolol isomer at about @.@m RRT B. Not more than o.60%
C. Highest individual unknown impurity C. Not more than o.e0%
D. Total impuirities D. Not more than o.20%
o | Chiral purity (by HPLC)
D-isomer Between &=.¢% and &e.&¢%
L-isomer Between &=.¢% and &e.&%
Total of DL-isomers Not less than ae.00%.
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