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Nan’liﬂ‘i'ﬁl"lLﬂiﬂ:ﬂﬁﬂﬂJﬂﬁWLfJMlUﬁ’ﬂJ finished product specification wa¥ drug substance
specification @sldaanzifoudedinmunnznssunisomsiazen ATENTNABITUGY Vil indy
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m.e Finished product specification : Alfuzosin Hydrochloride (USP&m or BPwolmo)

v

Y8 | Test items USPa&en BPeolo
® | ldentification Complied with finished product Complied with finished
specification product specification
b | Assay xo.0% - @eo.0% of the labeled c&.0% - @od.0o% of the
amount of Alfuzosin Hydrochloride labeled amount of Alfuzosin
Hydrochloride
o | Uniformity of | Complied with finished product Complied with finished
dosage units* | specification product specification
& | Impurities/ - Deacylated alfuzosin: NMT o.€0% | - Impurity D: NMT o.&%
Related - N-Formyl analog: NMT o.mo% - Impurity E: NMT o.&9%
substance | - Any individual unspecified impurity: | - The area of any other
NMT o.lbc% secondary peak: NMT o.b%

- Total impurities: NMT o.co0%
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29 | Test items

USP&m

BPeolo

- The sum of the area of any
other secondary peak: NMT

®.0%

& | Dissolution®

Test@

® | g Each Tablet

i o 92114 : ava8 @o-bo%

e o Hlus : avans co-ea%

e elo 2lu4 : avay be-ce%
finan o Halue : avanglafesnin ce%

® | o Average of el Tablets complies
with Le and each Tablet
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= o
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o o

87 elo T304 : a¥ANY Ee-wa%

a o "W i

181 o B2l : avanyliesnia ea%

® La Average of e Tablets complies
with Le, NMT v Tablets outside Lio,
and all Tablets within

o s

AT @ TG : B¥aY <-oc%

A8 o T4 : a¥AE mlb-oo%

P )

7787 elo 1914 @ §¥al do-eok%

al o W i
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Complied with finished
product specification
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Test items

USP&en

BPlwolmo
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a.lo Drug substance

specification: Alfuzosin Hydrochloride (USP&m or BPlaoko)

49 | Test items

USP&m

BPloleo

@ | ldentification:

Complied with drug substance

specification

Complied with drug
substance specification

v | Assay

«z.0% - @olb.o% of the labeled
amount of Alfuzosin
Hydrochloride calculated on
anhydrous and solvent-free basis

&w.0% - @oe.0% of the
labeled amount of Alfuzosin
Hydrochloride

m | Residue on Ignition

Not more than o.e@%

@ | Related

compounds

- Deacylatedalfuzosin: NMT
o.bo%

- Any other individual,
unidentified impurity: NMT
o0.60%

- Total Impurities: NMT o.mo%

- Impurity D: NMT o.0%

- Impurity F: NMT o.e&%

- Unspecified impurities: NMT
0.b%

- The sum of the area of any
other secondary peak: NMT

®.0%

& | Optical Rotation

-o.@o to +o.eo
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99 | Test items USPam BPwolo
Water Not more than b.0% Maximum o.&%, determined
Determination on @.00 g.
o | pH o= e o - &&
@ | Sulfated Ash - Maximum o.@%, determined
on ®.o €.

WU @. ¥U® dissolution Waz uniformity of dosage units 'lmLUULanaﬁLLammﬁ_mmﬁmjﬁﬂmm

mnuimLmiwa%aammﬂumm‘umulu COA
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sananiilsfuoyiine

an. Drug substance specification Wa1saInlUAASIEUREfHER drug substance w3a TuiAsen
Drug substance wownaned@1sazU atulnatuwil Fsdimsnsadimsisiasunmiatefifmun

< lsmguald USP @ /BP bobolumsfimuanudnumzyoe a1l4@15187 USP e/ BPuoab 130
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< @NUNNATTTUTBIIATFIUNTHANDY MundninasikazdZnisialunisudnen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagnua8371u PIC/S participating
authorities W38 HlENATIUTIMTHIUNITHAREIM UV NLNATLALIENTRIUNTHAREN
Y9N NITUANLNTTUNITOIMITUALET NTENTNASITUAY/ WHO n3D GMP duq
Avundulaefinwaenadosasinfionfundninasiuazisnsialunisadaen PIC/s lu
vanag filausyisatuatganiuseunsnsiaasulnednanisiusesisiulseniausznae
sBidnnseding weil

[ = Qs

.0 EIUNBNANTIUSBUNMSHIUNSHARET MundninasilazIsnsfiRlunIHanngAuf e
d@1AtY(Active Pharmaceutical Ingredient :API) ve3naningausiendAgy
<o duuNBNATSUTBWNAIEIUNSHENE MundninasiuariEmsAiRlunsaneduSagy
(Finished Product Specification) vesgnansdndmusiednsagy
.o @141 drug monograph vanangnsied@nsa3U (Finished Product) wag faend1day
(Active Pharmaceutical Ingredient)
&. 1ONENSAMNTNYBILTLAUBTIAN
¢.o duumisdesusewaniinsiniiasgvquaiwndndusiendusagurewndn
(Certification of analysis of finished product) Tugnguiidadusoga
&b wan1sadlATEiuaInTngdude1d1Aty (Certificate of analysis of Active
Pharmaceutical Ingredient) mﬂunwswﬁmmiuﬁdqLﬂuﬁaadwf?’waqﬁmﬁmmLLasQ’mﬁm
Soqiiu
& Lanmw%‘a‘wﬁ’nﬁ'}uﬁua“umwﬁuﬁ’ufﬁ'isﬁd'ue‘;’umsmﬁ%aai’mqﬁwmﬁumaf"}ﬁ'zy
(Active Pharmaceutical Ingredient ) 98¢l AUgun1INaAnvawdndsiardusazy
(finished product) 78 &.e
¢« nididueingy biological products 71w vaccine, blood products #aaiiienans
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5. M3sUsERUAMAMENTIdEY
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av v as kY a wa v
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AMYNITUNSAMUAANSNYNZIaNIZYDI7  Alfuzosin hydrochloride @o mg prolonged-release tablet
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