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Components Operations Steps | In-Process tests and checks
WEIGHING OF COMPONENTS 1
SIZING 2 i
2 Microcrystalline cellulose 90 pm * Screen mesh size
Colloidal anhydrous silica
PRE-MIXING 3  Rotation speed and duration
Form E
2 Microcrystalline cellulose 90 pm
Pregelatinized starch MIXING 4 o Rotation speed and duration
Sodium starch glycolate o Loss on drying
rypromelose 6 mPa s BINDING SOLUTION 5
Purified water
WET GRANULATION 6 e Inlet air temperature
o Flow rate
¢ Loss on drying
DRYING 7 o Air Temperature
¢ Loss on drying
Sodium starch glycolate SIZING 8
Colloidal anhydrous silica * Screen mesh size
MIXING 9  Rotation speed and duration
10 ¢ Screen mesh size
SIEVING
Magnesium stearate
FINAL MIXING 11 * Rotation speed and duration
o Blend characteristics
COMPRESSION 12

o Characteristics of the cores
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Opadry® 11 33G94107 pink
Purified water
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F | G U RE 2 (continuation)

Primary packaging and labeling

materials

Secondary packaging and labeling

materials

FILM-COATING "
SUSPENSION * Appearance
FILM-COATING 14 o Air temperature
» Mass increase

PRIMARY PACKAGING AND

LABELING 15 | Conformity of packaging materials

SECONDARY PACKAGING AND
LABELING 16 o Conformity of packaging materials
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FIGURE 3
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FIGURE 4
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FIGURE 5
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