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b.o ldentification rl:?otjturr'rlfi:vqlu Finished product specificationI

b.b rJirrrufr'rurrirdry

- Budesonide oblE - oc(d mg/g

- Formoterol fumarate dihydrate d.d - d.d mg/g

b.en lmpurities and degradation products

- Budesonide Ft:?ati'turtrilfi:sl1u Finished product specification,'
- Formoterol fumarate dihydrate m:?oti1un1x.Jfi:vq1u Finished product specificationI

b.d Particle size

- Budesonide

- Mass median diameter Less than 6n pm

- Particle with diameter of 6,t pm or less Not less than c(d%

- FormoteroI fumarate dihydrate

- Mass median diameter Less than 6n pm

- Partic[e with diameter of et Um or less Not less than c(d%
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d. Weight of contents Not less than ooo mg

b. De[ivered dose average

- Budesonid€ olod - oc(to mcg/dose

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

eri. Fine particle dose

- Budesonide n:?ati1uen1lfi:vl,tu Finished product specification

- Formoterol fumarate dihydrate fi]:?ahirumtJfi:v1tu Finished product specification
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Budesonid€ enlso mcg and Formoterol et mcg,/bo Dose
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