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Ingredient Processing Processing conditions

Avicel PH102
Cmpd 1

Mannitol

Fumaric. Acid 8 Quart Square Bottom Blend 10 minutes 25

Bin Blender rpm
Sodium lauryl
sulfate L
Comi Mill ot 40% Speed
Crospovidone 032R Scree: (20 mesh) (~2800 RPW)
m 8 Quart Square Bottom Blend 15 minutes at 15
Fumed silica Bin Blender om
Magnesium Seive
Stearate (30 mesh (595 ym)
Y
8 Qqunsgf:rzge? ottom ~<¢— Blend 2 minutes at 25 rpm
Y

Bosch GKF702 1 mg: Size 4, dosing disk 7 mm (Fixed)

Gelatin Capsule Encapsulator 5 mq: Size 4, dosing disk 12 mm (Adjustable)

Y

Shells . 20 mq: Size 1, dosing disk 19.5 mm
90 cycl t g ' g
A ef/ e 1 (adjustable)
De—dust
v
100 cc HDPE Package
Bottles (7 count, HIS)

FIG. 33
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THE PROCESS

Nozzle ; ORYING
FEED SOL'UTION CAS
Drug is
dissolved with
polymer in @
common organic
solvent.
DRYING
CHAMBER
The solution
mixture is spray—
dried using @
o2 scalable process.

RESULTING SDD

The resulting powder is a
homogenous, stable,
amorphous dispersion suitable
for incorporation into oral
dosage forms.

FI G 60 30 microns
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