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Pass MTC through a screen and mix MTC with microcrystalline cellulose

U

| Pass mixture through screen into a blender and mix |

r—

| Pass 30-50% of the total mannitol through a screen into the same blender and blend |

—

| Pass the crospovidone and the remainder of the mannitol through a screen into the same blender and |

—

I Pass the magnesium stearate through a screen into the same blender and blend |

—

I Compress the blend of materials to the target weight using a tabletting machine |

In-Process Controls:

e At start of compression, take 20 tablets and inspect for
appearance, ensuring no physical damage or defects

. During compression, test tablet for appearance, weight,
hardness and thickness every 30 minutes

e  Test tablets for friability at the start, middle and end of
compression

U

| Determine the yield of compressed tablets and record |

I

| Prepare film coating fluid by dispersing Opadry® Il Blue 85G205011 in purified water I

[

Spray tablets with Opadry film coating fluid until the desired weight gain has been achieved, adjusting

temneratiire of inlet air co the exhaiict temneratiire i« maintained hetween 42-52°C

I

| Switch the heater off and cool the tablets; determine the yield and record |

!

l Discharge the film-coated tablets into a suitable container I

!

| Pack into aluminum foil blisters and label appropriately ]

Figure 12

SUBSTITUTE SHEET (RULE 26)
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Pass LMTM through a screen and mix LMTM with microcrystalline cellulose

U

I Pass mixture through screen into a blender and mix I

—

| Pass 30-50% of the total mannitol through a screen into the same blender and blend 1

=

| Pass the crospovidone and the remainder of the mannitol through a screen into the same blender and 1

(=

I Pass the magnesium stearate through a screen into the same blender and blend I

=

I Compress the blend of materials to the target weight using a tabletting machine I

Il

In process controls

e At start of compression, take 20 tablets and inspect for
appearance, ensuring no physical damage or defects

e During compression, test tablet for appearance, weight,
hardness and thickness every 30 minutes

e  Test tablets for friability at the start and end of compression

!

I Determine the yield of compressed tablets and record I

U

I Prepare film coating fluid by dispersing Opadry® Il Blue 85G205011 in purified water I

U

Spray tablets with Opadry film coating fluid until the desired weight gain has been achieved, adjusting
temperature of inlet air so the exhaust temperature is maintained between 42-52°C

!

I Switch the heater off and cool the tablets; determine the yield and record I

U

I Discharge the film-coated tablets into a suitable container |

1l

I Pack into aluminum foil blisters and label appropriately I

Figure 13

SUBSTITUTE SHEET (RULE 26)



