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Nebivolol hydrochloride 5 mg Tab[et
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1. 6osr tlebivotol hydrochloride 5 mg Tabl.et

2. nildilfafi?lil
z. I r{Juurrfi q%fr ni!l:vvlrufl :ourr-icnrfl urlr

2.2 t)zanayiltuor-rureirricydo Nebivolot hydrochtoride fialqnriu Nebivolol 5 mg

2.3 r::1luuil{ blister pack fiiJoafrvr

2.4 aalnlunrtuvll:ia :vrfioar:iruil'r{ur fl1.nnFr'r'r}.rLri{ {u26n iultLnoru rarfizu6sr rarlrsrflsu39ul

air:-!urliodr{rifiuqu

2.5 LJurLrJ{ur odxrioud'or:vrflour eirur-J:vnorfirsrr{rriru rl?'rx.rLLT{ {ufr'uoru rravrarfizufrnlu3

3. nnidxrfi6il1{rilnfin

3.1) Finished product specification: Nebivo[o[ tabtet
4:,.tp i.T- * iE *
I ldentification Meet the requirement

2. Assay 95.0%-105.0% of the L.A. of Nebivolo[

3. Dissolution O-value oi 75a/o at 45 min

4. Uniformity of mass meet the requirement

5. Content Uniformlty of quatered

tablet

meet the requlrement

6. Degradation compounds lndividual unidentified < 0.2o/o

Total < 0.5olo
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3.2) Drug substance specification: Nebivotot hydrochtoride
.:*]aa:a:

:?l-€i
,. :4!Specrfrcatron "i, .,,

1 ldentification Meet the requirement

2 Assay 9 8.5o/o- I0 L5a/o (dry su bstan ce)

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

4 Specific optlcal rotation

(on dried basis)

Between -1.0"C and +i.0'C.

5 Heavy metals Not more thar 10 ppm.

6 Related substances by HPLC

A. Nebivolol isomer at about 0.88 RRT

B. Nebivolol isomer at about 1.13 RRT

C. Highest lndividual unknown impurity

D. TotaI impurities

A. Not more than 0.L50/o

B. Not more than 0.1.0o/o

C. Not more than 0.I0o/o

D. Not more than 0.60o/a

7 ChiraI purity (by HPLC)

D-isomer

L-isomer

TotaI of Dl-isomers

Beiween 48.5o/o and 5I.5o/o

Between 48.5o/o and 51.570

Nor less than 99.0070.
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