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3.1 Finished product specification : Ipratropium bromide 20 mcg and Fenoterol

hydrobromide 50 mcg/dose Metered Dose Inhaler

L) Test items

Specifications

1 | Identification

AU

2 | Wunashenddty

95.0 - 105.0% L.A. of Ipratropium bromide
95.0 - 105.0% L.A. of Fenoterol hydrobromide

Number of metered doses

NLT 200 metered doses

3

4 | Pressure 4.5 bar — 5.5 bar
5 | Water (release requirement) 1.4% -1.7%

6 | impurities FIFITHU

7 | Uniformity of metered dose AT

8 | Mass of content ATV

9 | Aerodynamic particle size, fraction < 5.8 pm | 13% - 33%

10 | Particulate matter

- Particles the longest axis of which > 100

NMT 50 partictes per 50 actuations

Hm
11 | Leakage #5796
12 | Microbial limit test
- Total aerobic microbial count NMT 100/¢
- Total combined yeasts/ moulds count NMT 10/g

3.2 Drug substance specification : lpratropium Bromide

(mqmﬁunu(\g\#umuqa)

wndunItu N TRLAY

LD} Test items BP 2016
1 | |dentification AT
2 | Assay 99.0 - 100.5% of ipratropium bromide
(anhydrous substance)
3 | pH 50-75
4 | Impurity A NMT 0.1%
_ ARMENTTUNITATMUARIANBUTIANNZTDIYT
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%o Test items BP 2016
5 1 Related substances
- Impurity B NMT C.1%
- Impurity C NMT 0.1%
- Impurity D NMT 0.05%
- Unspecified impurities (for each) NMT 0.1%
- Total impurities NMT 0.25%
6 | Water 39-4.4%
7 | Sulfated ash Maximum 0.1%

3.3 Drug substance specification : Fenoterol Hydrobromide

i) Test items BP 2016
1 | Identification NIV
2 | Assay 99.0 - 101.0% of fenoterol hydrobromide

(dried substance)

3 | pH 4.2-52

4 | Related substances

- Impurity A NMT 4.0%

- Impurity B NMT 0.2%

- Impurity C NMT 0.3%

- Unspecified impurities (for each) NMT 0.1%

- Sum of impurities other than A NMT 0.3%
5 | Iron Maximum 10 ppm
6 | Loss on drying Maximum 0.5%
7 | Sulfated ash Maximum 0.1%

VHIBNG - NMT = Not more than
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