Therapeutic Goods Administration

Scientific Evaluation Branch
Pharmaceutical Chemistry Section

Milestone 7 - Clearance Record

FOR INTERNAL USE ONLY

New generic medicine (Type D)

(type of submission)

tiotropium bromide

(drug substance — polymorphic form if present)

BRALTUS

(proposed trade name)

13 microgram Dry Powder for Inhalation, hard capsules

(dose form and strengths)

Teva Pharma Australia Pty Ltd

(sponsor/distributor if appropriate)

PM-2017-03103-1-5

(submission number)

E18-211908

(Chemistry file number)

Milestone 3 evaluation report: D18-10408790
Milestone 5 report D18-10785551
Post-Milestone 5 report D18-10949278
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