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@. ldentification mi’mﬁ\i’mmmﬁixﬂu Finished product specification

(%

b. USuasledfgy
- Tiotropium «& - @o& % of the labeled amount
- Olodaterol «& — @o& % of the labeled amount

o. Fine particle dose less than & mcm.

- Tiotropium ®.D - o.e MCg
- Olodaterol ©.D - ;m.@ Mcg
Appearance
m.. Cartridee No defects affecting the quality of the product should
- Aliquid filled @.& ml cartridge crimped in be discernible
an aluminium cylinder for RESPIMAT, Tested on eoindividual cartridges

with a tamper protection seal on the top
and an air hole seal on the bottom.
am.lo Device
- RESPIMAT inhaler with a light-green cap.  Tested on o individual inhalers
e.en Colour of solution No more intensely coloured than reference solution B

am. Clarity of solution No more opalescent than reference suspension |
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ATIARUMINTTEYlY Finished product specification

& Uniformity of Delivered Dose
&. Uniformity of dosage unit ms’m\immmﬁizﬁlu Finished product specification
o. pH ©.¢) - .6
. Volume of contents Each individual cartridee equal or greater than .o ml
. Degradation
- Tiotropium
BllHe/SE Not more than o.e%
BlIHo@XX Not more than o.b%
BAaenBR Not more than o.em%
SCHeven®BR Not more than o.%
Total Not more than e.0%
- Olodaterol
CD wawo Not more than o.b%
D ooz Not more than o.e%
Any individual unspecified degradation product Not more than o.&%
Total Not more than e.0%
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specification Waz/139 drug substance specification

. LONETTUTBININTIIUNTNEREN

ANENABIlENATTUTOWINTEIUNTNARY UM NINETTLAE IS N SNRIUNNTHARET PIC/S

(Pharmaceutical Inspection Co-operation Scheme) lagviuaegau PIC/S participating authorities
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