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Tiotropium 18 mcg inhalation powder, hard capsule
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Finished product specification

da | Test ltems | Specifica'tio‘ns
1 | Identification m’mmummﬁizﬂu Finished product specification
2 | Assay 95.0 - 105.0% of Labeled amount of Tiotropium
3 | Uniformity of delivered dose | 80 -120% of target value/capsule

(Mean value)
4 | Uniformity of dosage units mnmumuﬁizq’tu Finished product specification

5 | Aerodynamic fine particle dose 1.8 - 4.8 mcg
fine particle < 5 mcm (Mean
obtained with two sets of 6

capsules)
6 | Water content 8.7 -10.2%
7 | Microbial limit test m’mmummﬁizﬁlu Finished product specification
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