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@. Identification m’a’ilﬁhummﬁiauiu Finished product specification
. YSUIFeNd ALY
- Tiotropium a& — @o& % of the labeled amount
- Olodaterol ®& — @od& % of the labeled amount
en. Fine particle dose less than & mcm.
- Tiotropium .o - e MC
- Olodaterol ®.5 - ;. Mcg
Appearance
o.@. Cartridge 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.
o Device

- RESPIMAT inhaler with a light-green cap.  Tested on eo individual inhalers

am.en  Colour of solution No more intensely colored than reference solution B
am.e Clarity of solution No more opalescent than reference suspension |
& Uniformity of Delivered Dose mﬂmﬁum’mﬁwﬂu Finished product specification
&. Uniformity of dosage unit m’aﬁlﬁi’mmmﬁlizﬂu Finished product specification
. pH 0.6 - .o
¢. Volume of contents Each individual cartridge equal or greater than .o Ml
@. Degradation
- Tiotropium
BlIHeeSE Not more than o.m%
BlIHo&XX Not more than olv%
BAmmcBR Not more than o.m%
SCHelsneBR Not more than o.le%
Total Not more than @.0%
- Olodaterol
CD oelo Not more than o.lb%
CD evwe Not more than o.m%
Any individual unspecified degradation product Not more than o.&%
Total Not more than .0%
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mmwumuau (finished product specification) LLaJuam%u@qmmwmaamqmudrug substance
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finished product specification wag/v3e drug substance specification
0.) LONAISUTDINATFIUNTHANYN
NNﬁﬁWaﬂlll,i’]ﬂﬁ’l‘ﬁ‘J‘U’iaﬂlﬂﬂﬁ%ﬁuﬂ’lﬁmaﬁﬂ’lﬁﬂu‘lﬂaﬂmmwLLﬁJJﬁﬂTi‘VIﬁI‘LJﬂ’]iNﬁMEI’IPlC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagwiaeaiu PIC/S participating authorities
AUUaNEARNTBUNINTIVEBY Tneiinanisusesdsiufureasuaan
en). Laﬂm'ﬁﬂmé’ﬂwmwaqmﬁmuaﬁm
me HANIATIIATIEigUAIHARS pTendFagUvesEnan (Certificate of analysis of finished
product) Tugnsuiidaduotis
olo HANIATIIATITRRMN W IRgAUTeiend sy (Certificate of analysis of drug substance)
Alumsudaeniuiduiiuseds Vianes fuAnen way graningau

ma W@NENSVIENANIUTuSuA AU TEeURTIHER YaringAuveiedAy (drug substance)
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