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FIG. 1
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Group 1
Formulations: 0101-0103
Tooling (25 mg strength): High chrome,
Ultracoat and IBED coated tooling

|

Group 2
Formulations: 0104-0106
Tooling (25 and 150 mgq strengths):
Elizabeth and Natoli designs; uncoated

|

Group 3
Formulations: 0107-0110
Tooling (150 mq strength): regular and
Bead blast (Glass bead),
Conduct coating evaluation (150 mg) in
12" mesh pan

|

® Evaluate need for additional
feasibility batch, tooling type
determination

® Move to CTM manufacturing

FIG. 5
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Process

PCT/US2017/050202

Equipment

Microcrystalline Cellulose PH102 2-methyl-1-
[(4-{6~{trifluoromethyl)pyridin-2-y[]-6-{ 2-

(triflsoromethyl)pyrdin—4-yl amino}-
1,3 5-triazin-2-yl)amino propan-2-ol
or 2-methyl~1-{(4-{6~{trfluoromethyl

pyridin-2-y1]-6{[2-trfluoromethyl) pyridin-4-y]
amino}-1,3,5-triazin-2-yl)amino propan-2-ol
methanesulfonate, HPC, SSG, SLS, HPMC-As

Colliodal Silicon Dioxide

Pre-Blending
Blending time: 12 min 30 sec
Blender speed: 25 £ 1 rpm

8 /16/32 Quart. V- Blender

v

v

Magnesium Stearate

Lubrication
Lubrication time: 3 min
Blender speed: 25 £ 1 rpm

8/16/32 Quart, V- Blender

v

v

Lubricated pre-blend

Dry Granulation
Rolers: Both smooth Roller gap:
1~2 mm Roller speed: 1-10 rpm Roller
force: 3.0 - 3.2 kN Gap control: ON
Gran. speed: 40-100 rpm Gran. angle
CW: 250° Gran. angle CCW: 300° Gran,
screen: 0.8-1.0 mm Gran. impeller: Star

Gerteis MINIPACTOR

v

¥

Compacted granules
Microcrystaline Cellulose PH102
SS6, Colloidal Silicon Dioxide

Final-Blending
Blending time: 12 min 30 sec
Blender speed: 25 £ 1 rpm

16 Quart. V- Blender

v

v

Magnesium Stearate

Lubrication
Lubrication time: 3 min
Blender speed: 25 £ 1 rpm

16 Quart, V- Blender

Y v
Compression
Final blend Tooling: 2-6 stations with Piccola B10 press with SMI
gravity feeder
v v
Film Coating
Target Weight Gain: 5-9%* Pan speed:
Opadry Il Yellow 20 £ 5 rpm Number of guns: 1 Spray O'Hara Labeoat | with 12°
85F92450,/85r92349 rate: 7.5 £ 5q/min Inlet temp: pon with bafles
Purified Water 651 5°C Exhaust temp: 45 + 3°C

Air flow: ~150 cfm Atomization pressure:

20-50 psi Pattern air: 20-30 psi

FIG. 6
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FIG. 9
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