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a.e Finished product specification : Alfuzosin Hydrochloride (USPam or BPoo)

ﬁl’ﬂ Test items USP&m BPwolwo
@ | Identification Complied with finished product Complied with finished
specification product specification
© | Assay «0.0% - @®0.0% of the labeled K&.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.€o% | - Impurity D: NMT o.&9%
Related - N-Formyl analog: NMT o.eo% - Impurity E: NMT o.69%
substance - Any individual unspecified impurity: | - The area of any other
NMT o.lbwo% secondary peak: NMT o.0%

! - Total impurities: NMT o.20%
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Test items USP&m BPwoko
- The sum of the area of any
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Prazosin hydrochloride
Prazosin hydrochloride
Prazosin hydrochloride
Pygeum africanum

Serenoa repens (Sabal extract)
Serenoa repens (Sabal extract)
Silodosin

Tamsulosin hydrochloride
Tamsulosin hydrochloride
Tamsulosin hydrochloride + Dutasteride
Terazosin hydrochloride
Terazosin hydrochloride

Alfuzosin hydrochloride

SR tab 10 mg

FUBuBIURZATINLG

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

26. ngxeN Drugs for Obstructive Airway Diseases

Aminophylline
Aminophylline

Bambuterol hydrochloride

Beclometasone dipropionate

Beclometasone dipropionate

Beclometasone dipropionate

Beclometasone dipropionate

Budesonide

Budesonide

Budesonide

Budesonide

Budesonide

o i
e 1 = unsenilifnanlfulpmainaseen 2

o aoi A
3 = memsefildlinnlfinlgasmassdon 4 = mansaniidlidldme ulzemennania

tab 100 mg

sterile sol 25mg/ml (10 ml)

tab 10 mg

DPI 200 mcg/1 dose

MDI 50 meg/1 dose

MDI 100 mcg/1 dose

MDI 250 meg/1 dose

capsule for inhaler 200 mcg

DPI 100 mcg/1 dose

DPI 200 meg/1 dose

DPI 200 meg/1 dose

MDI 100 meg/1 dose

40

wiae

1 ulm
1 uim
1 1dm
1 uAlga
1 uALlya
1 umga
1 ulm
14im
1 uim
1 uAlga
1 1lm
1 13m

1 e

1 uim

1 UBNYA

1 1l

1 NABY
(200 doses)
1 NABd
(200 doses)
1 NAGY
(200 doses)
1 naas
(200 doses)
1 nang
(100 upLlgs +
funind)

1 NADY
(200 doses)
1 Naay
(100 doses)
1 NA0Y
(200 doses)
1 nang

(200 doses)
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0.39
0.57
1.53
9.81
8.70
14.27
12.80
3.35
14.00
40.39
14.45
19.26
5.14

0.56
11.00
7.45

516.17

187.25

106.19

230.07

250.00

301.92

410.24

556.40

180.00
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