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SPRAY-DRYING

Gas Flow-Rate
Spray Dryer

150 kg/hr Drying-

PRE-HEATING
System Gas Flow: 1850 g/min
(1550-2150 g/min) Dryer Inlet

temp.: 75°C (60-90°C)

—>

WARM-UP

System Gas Flow: 1850 g/min
(1550-2150 g/min)
Dryer Inlet Temp: 75°C (60-90° C)
Dryer Inlet Temp: 35°C (32-38° C)
Feed Pressure: 250 psig (200-300 psig)
Feed Rate: 100 g/min (80-120 g/min)

Y

SPRAY-DRYING

Y

150 kg/hr Drying-
Gas Flow-Rate
Spray Dryer

SOLUTION

System Gas Flow: 1850 g/min
(1550-2150 g/min)
Dryer Inlet Temp: 75°C (60-90° C)

Dryer Inlet Temp: 35° C (32-38° C)
Feed Pressure: 280 psig (230-330 psig)
Feed Rate: 110 g/min (90-130 g/min)

l

SHUT DOWN

System Gas Flow: 1850 g/min
(1550-2150 g/min)
Dryer Inlet Temp: 75°C (60-90° C)
Dryer Inlet Temp: 35° C (32-38° C)
Feed Pressure: 250 psig (200-300 psig)
Feed Rate: 100 g/min (80-120 g/min)

FIG. 5

(cont)

DRYING

Convection
Tray Dryer

SECONDARY

CONDITIONS
Temperature: 40°C (+5°C)
Relative Humidity: 15% (*10%)
Bed Depth: 2.5 cm
Drying Time: 24 hrs

\ 4

Target Residual
Acetone: <0.5
wt% (5000 ppm)
Under amber

light
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17-OHP - Average All Subjects
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Scheduled Time Postdose (Hours)
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FIG. 18C

Scheduled Time Postdose (Hours)
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IN PROCESS TESTS
COMPONENTS OPERATIONS STEPS AND CHECKS
| WEIGHING OF COMPONENTS | 3
Vitamin B/TPGS 260 CATENG (55 + 5°C7 2 e Temperature
Gelucire 44-14 HEATING 53 £5°0) & Appearance
BLENDING (55 £5°C) cach 3 & Temperature
separately, then WEIGHING i & Appearance
Miglyol 812N Pt ek . & Temperature
’ MIXING (35 £5°C 4 .
Labrafac PG G ) ¢ Speed and duration
. i a1 xor e Temperature
i KING(B515°C 5 .
Compound of Formula () MIXING (35 £ 5°C) s Speed and duration
e Appearance
Orange opaque hard FILLING (45 # 2°C) 6 ® Eéemperahh;re:
capsules e Characteristics of the
capsules
PREPARATION
Purified water * of SEALING 7
Ethyl alcohol * SQLUTION
SEALING - DRYING 8 s Appearance
INSPECTION $ o Leak test
e Appearance

*Can be contained in hydro-alcoholic solution ready for manufacturing use

FIG. 21
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FIG. 27
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