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to. to rjil r run-'r u r rir ffrp

- Budesonide

- FormoteroI fumarate dihydrate

b.en lmpurities and degradation products

- Budesonide

- Formoterol fumarate dihydrate

b.d Particle size

- Budesonide

- Mass median diameter Less than m pm

- Particle with diameter of et pm or less Not Less than c(d%

- Formoterol fumarate dihydrate

- Mass median diameter Less than 6n Um

- Particle with diameter of ni Um or Less Not less than *d%o
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d. Weight of contents Not less than ooo mg

b. Delivered dose average

- Budesonide obd - oe(Ls mcg/dose

- Formoterol fumarate dihydrate en.b - d.d mcg/dose

et. Fine partic[e dose

- Budesonide Fr:?atjrumrilfi:vltu Finished product specificatron
''

- Formoterol fumarate dihydrate n:?atjlurtt]lfi:vu1u Finished product speciflcation
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Budesonid€ enlqo mcg and Formoterol et mcg/Uo Dose
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tr.d Weight of Contents

lg.d Fine particle dose
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