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“Micronisation Is often not feasible for inhaled me dicines”
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Product property = | (Dispersity, Chemical Composition)
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SAX Budesonide
Micronised Budesonide

~—
(9N
S
S~
™
S
N—r
P
(@]
=
Q
(e
L
(b)
Q
©
Y—
S
=
0p)
()
=
(92)
S
(b)
(®8
5
O

02 03 04 05 06 07 08 09 10
®a

s @ »
Prosonix ®

Experts in Sound Science™

Surface Coverage




Crumuolatree distribubion O3 1 %
=
Density distribution g3*
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Cumuolate distnibution O3 %
Density distribution g3*
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Stability of Micronised vs. SAX produced Budesonide

Micronised
Irreversible agglomeration?

5 sec 15 sec 30 sec 60 sec 120 sec 300 sec

SAX

Stable and easily re-dispersed
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Enhanced Dispersion of particles in a HFA pMDI

Budesonide Case Study

Micronised
Irreversible agglomeration?

5 sec 1I0min 30mn 60min 120 min 5 hr 10 hr

SAX

Stable and easily re-dispersed
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Raman laser analysis of
Seretide metered-dose inhaler
formulation on stage 4 ACI

Key:

Fluticasone (green),
Salmeterol (red)
Co-association (yellow)

4 Separate clinical studies showed equivalence viz primary efficacy
Consistent trend in favour of combination therapy

Increased efficacy over concurrent use of same doses of same 2 drugs
Co-deposition offers increased opportunity for synergistic interaction
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] Micronised FP
EE Micronised SX
B SAX FP
[ SAX SX
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3 Mic FP/SX (t=0)
B SAX FP/SX (t=0)
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(1 Mic FP/SX (4 wk, 40T/75 %RH)
@B SAX FP/SX (4 wk, 40C/75 %RH)
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