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AMANYAIZLIANIZYBIT Tiotropium bromide ls.& mcg solution for inhalation

Foun Tiotropium bromide o.¢ mcg solution for inhalation

weiifents  Ussnaufeshend iy Tiotropium bromide lo.¢ mcg ABMIgaANY o A
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. Assay x& - @o& %

en. pH ©.& - a6

& Uniformity of delivered dose HuLnaUTIsEY

&. Volume of contents (Each individual) > & o mL/cartridge

o. Fine particle dose < &.o ym ©.0& — m.an& g

o. TAMC Not more than eoco cfu/g

@. TYMC Not more than eo cfu/g

«. Staphylococcus aureus Not detectable

®o. Pseudomonas aeruginosa Not detectable

@a. Bile-tolerant gram-negative bacteria Not detectable

@b. Content of Benzalkonium chloride ®.0 - ®0.& mMg/@moo mL

@en. Disodium edetate ®.0 — ®0.& MY emoo ML

o&. Sum of all degradation products < @.0 % w/w
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