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o.0 Finished product specification : Alfuzosin Hydrochloride (USP&am or BPleoko)

49 | Test items USP&n BPwolo
@ | Identification Complied with finished product Complied with finished
specification product specification
o | Assay «o.0% - @@o.0% of the labeled w®&.0% - @o&.0% 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.&9%
Related - N-Formyl analog: NMT o.:no% - Impurity E: NMT o.&%
substance - Any individual unspecified impurity: | - The area of any other
NMT o.loo% secondary peak: NMT o.0%

- Total impurities: NMT o.@o0%
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48 | Test items

USP&en

BPwolo

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

®.0%

& | Dissolution*

Test @

® | g Each Tablet

fiaan @ 994 : a2A18 @o-bo%

fnan » Falug : azany <o-¢é%

e elo 9214 : aEANE bE-cE%

e wo Halus : avawlifosnin @&%

® L Average of ela Tablets complies
with Le and each Tablet

e @ 904 : aray «-blo%

e b 2l : a¥any mo-oe%

fnan el H7lue : arany de-ca%

finan wo Talue : avaneliiesnin ae%

® Lo Average of ae Tablets complies
with Le, NMT o Tablets outside Lia,
and all Tablets within

e o Pl ; avaney cHoa%

fnan o $2lud ; avany me-oo%

il oo Flu4 1 azanY do-ecb%

e wo alua : avanelidesnin ve%

-

#8 Test v

e @ Talus : azareliuinndt bo%
a1 o H9lus : avany ed-ned%

a1 el 2108 : a¥a1Y Co-co%
finan oe $2lus : azanglidesnin co%
#58 Test e

fe @ $9lua : azaneliunnnin e&%
faan o Tl : agany wo-co%

a1 elo T8 : avanY E&-wo%
e e Falus : avawliieenin co%
v58 Test &

i e 92l : araneliuinnil emo%
faan b 93149 : azan co-oo%

e oo $alu : a¥anY bE-ce%

P a R '
a7 wo TN : azaeliteunin <o%

Complied with finished
product specification
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29 | Test items USP&m BPwolko

ol

38 Test &

Fan @ T2l ; ararwliuinndl bo%
faan o $9l : avay wo-co%

finan b alus : avany me-&e%

e el Flud : araty bo-co%
Fan wo ks : avarelihiesndn <o%

A

in Test o

o Y ' [

e e Talus : avaelilinnnin emo%
a o

faa1 o T : arany <&-o¢%

o )

finan elo 17114 ; arans mo-wo%

A a‘/ (e 7 1

finan wo Tl : azaneliuuasnin <&%

=)

Win Test ¢
-l o ' \
e & %9 - azanglininnin bd%

=l )

filnan o 92l : azanl €o-oo%

=l o

781 oo T4 ; aZaY bE-c&%

= o ) '

fian wo 1l : avanelitpenin &%

e Drug substance specification: Alfuzosin Hydrochloride (USP&m or BPlolo)

4o | Test items USP&en BPwolo

@ | Identification: Complied with drug substance | Complied with drug substance
specification specification

& | Assay &z.0% - @o.c% of the &c.0% - @o.0% of the

labeled amount of Alfuzosin labeled amount of Alfuzosin
Hydrochloride calculated on Hydrochloride
anhydrous and solvent-free

basis

o | Residue on‘!gnition Not more than o.@% -

@ | Related - Deacylatedalfuzosin: NMT - Impurity D: NMT o.0%
compounds o.wo% - Impurity F: NMT o.@&%
- Any other individual, - Unspecified impurities: NMT
unidentified impurity: NMT o.w%
o.®@0% - The sum of the area of any

- Total Impurities: NMT o.eo% | other secondary peak: NMT

®.0%

& | Optical Rotation -0.@0 10 +o.@0 -

ﬂt;wﬂiiumsﬁwwumqmé’nwmmawwsmmm Alfuzosin hydrochloride @o mg prolonged-release tablet
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98 | Test items USP&m BPeokwo
v | Water Not more than ©.0% Maximum o.&%, determined
Determination on &.co §.
pH go - && o - &&
& | Sulfated Ash - Maximum o.@%, determined
on .0 §.
waBvg @, Yt dissolution waz uniformity of dosage units ThuuienansuanisEazBuananInalias e

mnilgudeasduaiidumianlilulu COA

b, nadifmansdundansiiu (waive) Msnsinaeuliaszisienslo IduuanaenansuingIu
fananilasusyine

en. Drug substance specification wm'imwmn'lmmmmmaawwam drug substance %50 'i,mm'sw”vl
Drug substance 1asf{NARE1@ LTI atulaatiunils %’aumsmsammﬂvwﬂiwnmmamnwum

< Tsaneunald USP @ /BP bolsolumsinmunanasantuzuaen &ild#9767 USP e/ BPlooab 130
atuduilyindn Feonavilviunahdelinsefuiilsaneunafiuun Twuswuuummﬂlumwm
Product wazDrug substance FRLbT]
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€. FNUNDNAITTUTAININTFIUNTHAAEN AumdninasiLasisn1sfiAlunsNanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) tagnu 841U PIC/S participating
authorities #38 nLaﬂm'ﬁmadmmimummammmmwaﬂmmmavﬁ%miﬁﬁiumwe‘imsﬂ
9 BIENTNUANENTIUAITEIMITHALYY NTENTNATTITUGY/ WHO %39 GMP 8uf B9
ﬁwuﬂfzfuiﬂaﬁmmaamﬂé'mLLa::ﬁ'mma:unwanmmmamﬁnﬁwmumswamm PIC/S Tu
wmmmﬁmuamEJaﬁ’ua’wqmmmaumsms'maa'uimﬂﬁmams%’usmﬁﬁuﬂimﬁﬂszmm
sPBidnnseiind deil
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&.an @41 drug monograph yoananineie1dniagy (Finished Product) uaz FeNdAgy
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(finished product) 19 &.o
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ﬂmznﬁumiﬁwumﬂmﬁnwmzLa‘mz‘umsﬂ Alfuzosin hydrochloride @o mg prolonged-release tablet
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Alfuzosin hydrochloride & oamd UW/tablet o000 tablet &,009,080.00
@o mg tablet
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7 Prazosin hydrochloride

8 Prazosin hydrochloride

9 Prazosin hydrochloride

10 Pygeum africanum

11 Serenoa repens (Sabal extract)
12 Serenoa repens (Sabal extract)
13 Silodosin

14 Tamsulosin hydrochloride

15 Tamsulosin hydrochloride

16 Tamsulosin hydrochloride + Dutasteride

17 Terazosin hydrochloride
18 Terazosin hydrochloride

19 Alfuzosin hydrochloride

FUUUUEIUAZAIHUT

tab 1 mg
tab 2 mg
tab 5 mg
cap 50 mg
cap 160 mg
cap 320 mg

tab 4 mg

orodispersible tab 0.2 mg

SR tab 0.4 mg
cap (0.4 mg + 0.5 mg)
tab 2 mg

tab 5 mg

SR tab 10 mg

26. nxen Drugs for Obstructive Airway Diseases

1 Aminophylline
2 Aminophylline

3 Bambuterol hydrochloride

4 Beclometasone dipropionate

5 Beclometasone dipropionate

6 Beclometasone dipropionate

7 Beclometasone dipropionate

8 Budesonide

9 Budesonide

10 Budesonide

11 Budesonide

12 Budesonide
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tab 100 mg

sterile sol 25mg/ml (10 ml)

tab 10 mg

DPI 200 meg/1 dose

MDI 50 meg/1 dose

MDI 100 mecg/1 dose

MDI 250 mcg/1 dose

capsule for inhaler 200 mcg

DPI 100 mcg/1 dose

DPI| 200 mcg/1 dose

DPI 200 mecg/1 dose

MDI 100 mcg/1 dose

fAnEmAswing
wag (ﬂumilgnd'uiiu)
(um)
1 1A 0.39
1 i 0.57
1 1l 1.53
1wl 9.81
1 uarlyga 8.70
1 umllga 14.27
1 ulm 12.80
1 ulm 3.35
1 im 14.00
1 uPga 40.39
1 1la 14.45
1 4dln 19.26
1 1l 5.14
1 n 0.56
1 UBHYA 11.00
1 W0 7.45
1 NABY
516.17
(200 doses)
1 NADY
187.25
(200 doses)
1 NABY
106.19
(200 doses)
1 NABY
230.07
(200 doses)
1 naas
(100 uALla + 250.00
funTnd)
1 NABY
301.92
(200 doses)
1 NADY
410.24
(100 doses)
1 NAD
566.40
(200 doses)
1 NADD
180.00
(200 doses)
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