
q ordnuru s [afl 'ls i,o { u1

Nebivol.ol. hydrochloride 5 mg Tablet
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3. n6udilthm'1,{rilnfint

3.1) Finashed product specification: NebivoloL tabLet

1 ldentification Meet the requirement

2 Assay 95.00/o-105.070 of the L.A. of Nebivo[ol

3 Dissolution Q-vafue of 75o/o at 45 min

4 Uniformity of mass meet the requirement

5 Degradation compounds lndividuaI unidentified < 0.2o/o

Total < 0.57o
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3.2) Drug substance specification: Nebivotol hydrochtoride
a,4t//'t- -&b

ffi l*|#tr#|ffi r++d$"q'*ffi +#nrWffi ,itffi
1 ldentiflcation Meet the requirement

2 Assay 9 8.5o/o-70 t.5o/o (dry s ubsta nce)

3 Loss on drying Not more than 0.50olo w/w.

4 Specific optical rotation

(on dried basis)

Between -1.0'C and +1.0"C.

5 Heavy meta[s Not more than 10 ppm.

6 Retated substances by HPLC

A. Nebivo[ol isomer at about 0.88 RRT

B. Nebivotol isomer at about 1.13 RRT

C. Highest individual unknown impurity

D. Total impurities

A. Not more than 0.I5o/o

B. Not more than 0.1.0o/o

C. Not more than 0.10o/o

D. Not more than 0.600/o

7 Chira[ purity (by HPLC)

D-isomer

L-isomer

Tota[ of DL-isomers

Between 48.5o/o and 51.5o/o

Between 48.5o/o and 51.5%o

Not less than 99.0070.
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