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o. ldentification

tE. rJirrrud'r arr{rn'ry

- Tiotropium

- Olodaterol

6n. Fine particle dose less than d mcm.

- Tiotropium

- OlodateroL

Appearance

en.o. Cartridge

- A liquid filled <.4 ml cartridge crimped in

an aluminium cylinder for RESPIMAT,

with a tamper protection seal on the top

and an air hole seaI on the bottom.

be discernible

Tested on ooindividual cartridges

en.ls Device

- RESPIMAT inhaler with a light-green cap. Tested on oo individual inhal.ers

n:?atJrunrilfr :vqlu Finished prod uct specification

e(d - ood %o of the labeled amount

dd - ood % of the labeled amount

b.b - en.d mcg

lo.b - en.d mcg

No defects affecting the quality of the product should

No more intensely coloured than reference solution B

No more opalescent than reference suspension I

6n.6r Colour of solution

en.d C|.arity of solution
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d. Uniformity of Delivered Dose Ft:?oti'lum1llfi:vllu Finished product specification

d. Uniformity of dosage unit fl:?ahiruelrllfi:vllu Finished product specification

b. pH lo.e"i - en.o

orl. Volume of contents Each individual cartridge equal or greater than d.o m[

d. Degradation

- Tiotropium

BIIHIecJSE Not more than o.en%o

BllHtodXX Not more than o.lerolo

BAenendBR Not more than o.en%

SCHe'rJenoBR Not more than o.l.o%

Total Not more than o.oolo

- OlodateroI

CD botb Not more than o.lcrTo

CD obdei/ Not more than o.enolo

Any individual unspecified degradation product Not more than o.d%

Total Not more than or.o%
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