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Nebivolol hydrochloride 5 mg Tablet
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1. ¥aw1 Nebivolol hydrochloride 5 rhg Tablet
2. quauAnIly

2.1 Jusfiardeviduriiniuusemuiisesutaninum

2.2 Usenaumesienddefe Nebivolol hydrochloride ﬁaugaﬁu Nebivolol 5 mg

2.3 Ussgluune blister pack fitfasfuuaauazauiuls

2.4 AAINUVUNMTULUTTY SEYToaligvnee) unanuuse Junds Jununeny waeiinds wunzidou
sventiognedniou '

2.5 UuURAE1 B NtBERBIEYTee diulsznauimendify mnuuse Tudueny waviaviings

3. ausuUAnMamaila
3.1) Finished product specification: Nebivolol tablet

1 | Identification Meet the requirement
2 | Assay | 95.0%-105.0% of the L.A. of Nebivolol
3 | Dissolution Q-value of 75% at 45 min
4 | Uniformity of mass meet the requirement
5 | Degradation compounds Individual unidentified < 0.2%
Total < 0.5%
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3.2) Drug substance specifi

-2-
cation: Nebivolol hydrochloride

1 | Identification Meet the requirement

2 | Assay 98.5%-101.5% (dry substance)

3 | Loss on drying Not more than 0.50% w/w.

4 | Specific optical rotation Between -1.0°C and +1.0°C.
(on dried basis)

5 | Heavy metals Not more than 10 ppm.

Related substances by
A. Nebivolol isomer at
B. Nebivolol isomer at

D. Total impurities

HPLC
about 0.88 RRT A. Not more than 0.15%
about 1.13 RRT B. Not more than 0.10%

C. Highest individual unknown impurity C. Not more than 0.10%

D. Not more than 0.60%

7 | Chiral purity (by HPLC)
D-isomer
L-isomer

Total of DL-isomers

Between 48.5% and 51.5%
Between 48.5% and 51.5%
Not less than 99.00%.

= o

AMEATIUNITNINURTILAZLDEA g

(as¥e) ll’/\/ ........ Uszs1unssuns

(BYYY  UET)
WILUWNELTEIYE AUTNTIN @1910183NTTY

(23%0) / ASSUNS

weuslung Ysinduw)
UHUNNELTEITEY UgNssy andaenssy -

(GRT ) N~ N3SUMT
(Wegew unIseEna)
wdrnItngnsAtey sundunssuaadn




4.
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4.1 Laﬂmsmﬂmuaumwsmu‘w“LUﬂumsummamwmsﬂuﬂsvmﬁlwa warduea (declare) Wvawan
4.1.1 ‘lua'mzymsww.,wﬂumsum aun ne. 2 vig.3 Miv.4 Vi3 8.2 uausnsel
a.1.2 lushwetunadou ve.1 m‘a 8.1 098 1TaUe1A wiouswaziBuniidamsaiuay
ﬂmmw**uaawammummumumvmau (finished product speof‘catlon) uazdoriivun
AMNMUBIINGAU (drug substance specification) nsmwaﬂsvmwnmijasuu:daa
u,r'flmwume"mmLLuULanmsms‘uaLLr’fLm (#1.5) uw3au finished product
specification Wag/%38 drug substance specification lnsvaudlaneuuusenie
Usznansindidnvselind warliiiu 2 U e Suvseniedszmasiadidnnsetind
4.2 1BNATTUTBWINTFIUNTNARY
4.2.1 nsdlgwdnluvszinalneg fudndeslionansiuseanasgiunndnenamdninasivas
Bnsfialuniswdne PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
WIBU PIC/S participating authorities w3eilionansiusemnsgIunNIsHaNEA
MANNAITAEIE MR UM THBRE LB TUANIENSTUNTOIMITUALE) NTENTI
assaigy Saiwmuatulaefieuaonedowuaniaifioutuvdninasiuasisnmsiinlums
wanen PIC/S Tumnmeiiauewe aduarganusauntsnvaeulneinanssusesda
Twlsemeussmesiandidnnsedind
4.2.2 nstlgnidhandruszine gudndaalionansiuseanasgumsudnenumdninast
LLa"'Jﬁmi‘Vlmumiwamm PIC/S participating authorities QUUmaﬂmn‘iaumimsw
aauimauwamssusmmauﬂs"mﬂﬂsvmmwmaLanwsauﬂa V300 RABATHUAANTE
4.3 lenansAMA YR TauasIAN
4.3.1 HaMINTIAATIRUMNKERTTEEUTa3UTeNER (certificate of analysis of
finished product) Tusnjuitdudusetis
4.3.2 wansnviviasizinunwingiuvesiiend ey (certificate of analysis of drug
substance) ﬁ'l%‘lumwﬁmmsfuﬁeiqLﬂuﬁaadwaﬁ”’amaaﬁwammLLavﬁwaﬂi’mﬁu
(*** Mg ﬂimL‘U‘uEﬂﬂau biological products #&4M35 COA of drug substance

wmwwammmmu / ﬂimmuun}u Sterile water for injection luifeil COA of drug
substance**¥)
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substance) 48 4.3.2 fuumsndnvawdndsiendnsagy (finished product) 4 4.3.1
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szuumsiiiviadndeeniiu cold chain system ﬁlﬁmmﬁmmwé’mnm% Good
Storage Practice (GSP) wag Good Distribution Pratice (GDP)
4.6 LBNaNTBY 9
4.6.1 nsdienfiausllldenduuuu (original drugs) Fesfiienansuanisfinei bioequivalence
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fl. mﬁszqi’laq”lundu Biopharmaceutics Classification System (BCS) Class 3 %38 4

9. e1fiRAuEn3nwILAY (narrow therapeutic index drugs)

A. nfidiinanueaEnsIunIseISUArEUsEMATIReMsAne bioequivalence
1u oneuiuiingnidy zidovudine (azidothymidine ,AZT) eiluguuuvendifauvag
msvanUaeefendfty (modified release dosage forms) usu
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