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Fenoterol hydrobromide 0.5 mg./ml. and Ipratopium bromide 0.25 mg./ml.
inhalation solution
(AU W.A. 2548)

Fown Fenoterol hydrobromide 0.5 mg./ml. and Ipratopium bromide 0.25 mg/mlL.

inhalation solution
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1. Huninsmanide Ta Liild dwsuldiuedomiugn ( Nebulizer )
2. Usznaume@ign Fenoterol hydrobromide 0.5 mg./ml. wag Ipratopium bromide 0.25
mg/ml. USUATUTIY oo ml
3. UssgluN U UTIUaatinuiy wuu multiple dose
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1. Identification m’aﬁlﬁhumuﬁizﬂu Finished product
specification

2. Ysunausnendengy 90.0-110.0 % labeled amount of Fenoterol HBr
Wag Ipratopium Br

3. pH ATIUALATEYLY Finished product

specification
4. Impurities ( Degradation product )
- Fenoterol degradation impurity
A TaiAu 1 %
(2(1-p-hydroxyphenyl)-1-
methylethyl-
4,6,8-trinydroxy-1,2,3,4-
tetrahydroisoquinoline

hydrobromide)
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- Ipratropium degradation TaiAu 2 %
impurity
(8s-isopropyl-3[3-

hydroxytropanium bromide )

5. Active ingredient decomposition m’aﬁ]mumuﬁizﬂu Finished product
specification

6. Minimum fill PR

7. Iron 14ilAu 5 ppm

8. Microbial limit test 3@ sterility test #5990
wnewn - aantivianeialude 4 uaz 9o 5 o1adendeladenilaile
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1 duunnmdeienansmsldiueygntunsdeuhivenioswiielulszmalne uazduns
(declare) UaINGn
1.1 TuddynstunsiSousdue (Me.2 e.3 e.6 wausns)
1.1.1 Tunsaiiduenfindalusemelne (rneds me.2)
1.1.2 lunsaliifusninduilensutsussgeangis ve.3)
1.1.3 lunsdiduegniidnanssussmacmngie o)

1. 2ludwetunsidouen vie. 1 vesenfiiaudsin wioussazBearidansemuaunmn e
wanfausimuiivunzdeuls (finished product specification) ﬂiiﬁﬁagjiijﬂﬁ
Wasuwlaudlufiufuegim swuionasvizednninaionisveudluniwes finished
product specification

2. lunsdlfiendnluusemelie, frandesiidiunnmaoniisdosusownsgiunsnansna
VANNOSTIS N TR LN TNER L1V INTENTUEEITUEY (GMP) Tumanmeniiiaueune
Tunsaifdusniafanialszina guandesldunnnaenisdefusesnsgiunisnan
ENAUMANINESTINNSTIRLUNNSHARE VB SUTEINARKAR %38 Certificate of pharmaceutical
products

3. dnamanglenaNsANEN YU TiauDIIA

3.1 HANSITITIAT AN WHERSATIBINER (Certification of analysis) Tugguiidady
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3.3 vhdolmenddgideuandluluiinsesiingivuenmilonndes 3.2laun
~specific rotation /optical rotation 84 ipratopium bromide HA15%#IN4

010 4 +0.10
4. feEneen
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6.1 Tunsditunzdousnnunnn 2 3 azdeildn wnnmaieranisdng Long term
stability pufidudiudalunsdeoue uuans
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