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Ipratropium bromide + Fenoterol hydrobromide (.....+......) mcg/dose metered dose inhaler

(a1 W.A. 2555)

1. Foen Ipratropium bromide + Fenoterol hydrobromide (....+.....) mcg/dose metered dose
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2.1 Wuansazane dmsuganunisUin wila metered dose inhaler
2.2 Usznaume@ien lpratropium bromide ... mcg/dose Way Fenoterol hydrobromide ...
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3. ﬂmawmmqmmmjm Finished prod
3.1 Identification & aﬁ]mumumuﬂu Finished product specification
3.2 Usunwsiendn Uiy - 115.0 % of labeled amount of Ipratropium bromide
85 0 - 115.0 % of labeled amount of Fenoterol hydrobromide
3.3 Uniformity of de m%ﬁ]mummmzﬂu Finished product specification
dose 38 Uniformity of
metered dose
3.4 Particle size \gu m%ﬁ]mummﬁ'izﬂu Finished product specification
Fine particle dose (BP)
%39 Aerodynamic particle
size (USP) #i38 Deposit of
emitted dose (BP)
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3.6 Leakage Wﬁ’;ﬁw\i’mm’mﬁiztﬂu Finished product specification
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3.7  Sterility/Microbial limits m%ﬁ]mummﬁizﬂu Finished product specification
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4. auantaniunaiiavas Raw Material (wansluluiaseiingav)

4.1 Related substances

- Impurity A of Ipratropium Not more than 0.1 % (USP 34, BP 2011)
bromide

- Impurity A of Fenoterol Not more than 4.0 % (BP 2011)
hydrobromide
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5.3, LONANTAMAN WYY ITLAUDTIAN
5.3.1. NANINTIVIATIERAUNNHERSUTIveINER (Certification of analysis) Tugnguitdadu
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5.6. lONANTOU

5.6.1. @LULanINanIsANYT Long Term Stability aaentisengvesenTunzideuld ndine
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- Impurity A 984 lpratropium bromide f® N-isopropyl-nortropine methylbromide #3580
(1R,3r,5S5,8r)-3-hydroxy-8-(1-methylethyl)-8-azoniabicyclo[3.2.1]Joctane

- Impurity A 984 Fenoterol hydrobromide fig R1=0H, R2=R3=H: (1RS)-1-(3,5-dihydroxyphenyl)-2-
[[(1SR)-2-(4-hydroxyphenyl)-1-methylethyllaminolethanol)
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