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Ao. tott't Nebivolol hydroch[oride d mg Tablet
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b.b tJ:vnolpirun-rurrirdrydo Nebivol.ol hydrochloride fialqarir Nebivolol d mg
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en.o) Finished product specification: Nebivoto[ tabtet
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lJO Test ltems Specification

o. ldentiflcation Meet the requirement

Io. Assay c(d.oolo-orod.oo/o of the L.A. of Nebivolol

6n. DissoIution Q-value of a&o/o at dd min

(9. Uniformity of mass meet the requirement

G-. Content Uniformity of quatered

tablet

meet the requirement

b. Degradation compounds lndividual unidentified < o.bo/o

Totaf < o.do/o

a/a
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en.lcr) Drug substance specification: NebivotoI hydrochtoride
t/

lJO Test ltems Specification

o ldentification Meet the requirement

Ie Assay c(d.d%-ooo .&o/o (dry su bsta n ce)

6n Loss on drying Not more than o.do%o w/w.

g Specific optical rotation

(on dried basis)

Between -o.o"C and +o.o'C.

g Heavy metals Not more than oo ppm.

b Related substances by HPLC

A. Nebivolol isomer at about o.dd RRT

B. Nebivolol isomer at about o.oen RRT

C. Highest individual unknown impurity

D. Total impurities

A. Not more than o.ado/o

B. Not more than o.aoo/o

C. Not more than o.aoo/o

D. Not more than o.bo%o

6't Chiral purity (by HPLC)

D-isomer

L-isomer

Total of DL-isomers

Between dd.do/o and do.dolo

Between dd.&o/o and ao.a%

Not less than ctd.oo%.
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