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Fenoterol hydrobromide 50 mcg/1 dose + ipratropium bromide 20 mcg/1 dose pressurised
inhalation, solution, 200 dose actuation

1. §oen  Fenoterol hydrobromide 50 mcg/1 dose + ipratropium bromide 20 mcg/1 dose
pressurised inhalation, solution, 200 dose actuation

2. gruantAnaly
2.1 quuuy
22  dmlszneu

20 mcg lu 1 dose

23 MYULUIIY
AYULUTTY
24 aamn

Wugnhdmivganumain (inhaler)
Usznoumiesaen Fenoterol hydrobromide 50 mcg+ ipratropium bromide

U3 MNMBULUTIIFULUY Meteres Dose Inhaler (MDI) 3ig1 200 Tnasie 1
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3. AuauAnavaila

3.1 Finished product specification:

Test Iltems

Specifications

1. USunashenddgysio 1 laa

Complied with finished product specification

2 |dentification

Complied with finished product specification

3.Uniformity of delivered dose Complied
4.Fine particle dose Complied
5.Number of deliveries per inhaler Complied
6.Leak test Complied
3.2 Drug substance specification:
3.2.1 lpratropium bromide
Test Items BP 2016 USP 41

1.ldentification

Meet the requirements

Meet the requirements

2.Assay

99.0-100.5% of Ipratropium bromide
(anhydrous substance)

98.0 - 102.0% of Ipratropium bromide
(anhydrous basis)

3.Appearance of solution

Meet the requirements

4.pH 5.0-7.5 5.0-7.0
NFIUNT P 5.
) D OV
Lo " i B " — N I s
(un.dasTe Sauaedlnyad) (An.uYgVd WiN) (ngy.81ne3 AuLd)
GPU 822984 [V2306]




5.Impurity A/lpratropium NMT 0.1% NMT 0.1%

related compound A

6.Water 3.9-4.4% 3.9-4.4%

7.Sulfated ash NMT 0.1% &

8.Residue on ignition - NMT 0.1%

9.Related substances - Impurity D: NMT 0.05% - Ipratropium related compound C: NMT 0.10%
- Impurity B, C: NMT 0.1% (for each) - Ipratropium related compound B: NMT 0.10%
- Unspecified impurity: NMT 0.10% (for | - N-isopropylnoatropinium bromide: NMT 0.10%
each) - Apo-ipratropium bromide: NMT 0.10%
- Total: NMT 0.25% - Any individual unknow impurity: NMT 0.10%

- Total impurities: NMT 0.25%

3.2.2 Fenoterol hydrobromide

Test Items

BP 2016

1.Identification

Meet the requirements

2. Assay

99.0-101.0 % of Fenoterol Hydrobromide (dried substance)

3. Appearance of solution

Meet the requirements

4.pH

4.2-52

5.Related substances

- Impurity A: NMT 4.0%

- Impurities C: NMT 0.3%

- Impurity B: NMT 0.2%

- Unspecified impurities: NMT 0.10% (for each impurity)
- Sum of impurities other than A: NMT 0.3%

6.Iron NMT 10 ppm
7.Loss on drying NMT 0.5 %
8. Sulfated ash NMT 0.1%
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5.inueUsEliuYsEansSnneasnan (Price Performance)

Foen Fenoterol hydrobromide 50 mcg/1 dose + ipratropium bromide 20 mcg/1 dose
pressurised inhalation, solution, 200 dose actuation
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