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nsgmsaasngy wasdunduiiuiidisurivielminiunsgunduiiulassunils sudszne
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beol (UsEMAlUTTRIUNE b NSNEIAN W.A. bdol) WazsasiunugiAsgIuyniide
nsflliusngluiisnelag (non-official pharmacopoeia) fafmunquauianianaiiados
Useneude universal tests uay specific tests mutarmuauazanmsguiiluvesn1sinseiifidvua
vl.”ﬂuﬁﬁm’]ﬁﬁ%%’ugﬂuuu&nﬁu 9 (general requirement of dosage form) %38 The International
Conference on Harmanisation of Technical Requirements for Registration of Pharmaceutical for
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Drug substance specification (Reference EP)

on.@ Definition White to almost white crystalline powder.
oo Identification test m’m&hum’mﬁizﬂu drug substance specification
(IR)
an.en UsuneudaendiAgy (Assay) .0 — @olb.0% (dried substance)
o Impurities
on.&.® Impurity D LU o.mo %
o.c.o Impurity A laiifu o.0& %
on.<.en Impurity B 1A o.0& %
o.&.& Unspecified impurities LAy c.00 %
on.@.& Total impurities 1iAu o.¢0 %
on.& Loss on drying LAy o.¢%
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oo Sulfated ash Tl o.00 %

Finished product specification

o.e Descriptions m’mmumuﬁssﬂu finished product specification

oo |dentification test m’msi’mmuﬁizq‘lu finished product specification

on.on USHeusnendnfgy (Assay) ®&.0 — @od.0%L.A. of Nebivolol

.« Dissolution LanIanTsaransuasfiien Nebivolol liteendn <o%
(Q) wosUsinaseiindanielunm mo 1l (wed lu
&& ui)

en.& Uniformity of dosage units mmchumuﬁiwlu finished product specification

oo Total degradation product < @.0%

a.e Any individual degradation product < o.v%
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<o nafimanluUsEAlne Feddindidesusennnsgumsndnnumdninas uarisniswand
5 (GMP) voansenyIas150aY uasndninauiismsnaniflumsnanvesanninglsy (GMP PIC/S) Tu
wenTiauens vie nsdenininanessme fosdviidesuses GMP PIC/S vadlsesnuduane
MnUszinananvseviitdesusemandmeien Certificate of Pharmaceutical Products fleanlng
UssvagndnvsoUsswagImung

<.« InlidesuseinInsnaiingeivealssnulugs (Certificate of Analysis of finish product)
psafugrThinnussnounsRansan

e.¢ fnifidedusoinisnsiaiinneiaslunanunawanvesarsiaiiiudonddey
(Certification of analysis of drug substance) Vlzwaw'%ﬁwﬁwamm wazUSENENERTRgAY

<o wnastudumudiussewinsgunsnanvesingRuiiend iy (drug substance) uaz Ju
nsuanvesrdnfueidniagy (finish product)

<. fhaghaithundsyneunmsiansanasiiunisueiiussy ethales o misusigs

«.a fidefusuiusenisuandsuslunsdlndnuaeglihidueiidep

AZNTTUNNIAUAAMANBNZIANIY

//%/ i <

Y a o v 4 w - ¢ 1Y Y4
UN.ANE W) Q?muLﬁUiﬂU ARY.ANIOU IUNTIYAY NEY.ORYEYIAU Uz

UI¥E1UNTIUNIT A97UNTT AFTUNITRALEAVIYNT




WieUsglovivesdie

<. Tumunargrosiidamoudedlitosnit o U o iieu ffunniufidaey

&.oo nsdldlderdunuy (Original) azdesddeayanisdnyi@inanya (Bioequivalence)
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C.olb lunsditunzidougiununnn b U awdesddiuinmanesanisdnen Long term stability
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