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Elnput Material

Super Refined Corn Oil
Nitrogen

Benzyl Alcohol
Benzyl Benzoate
Monothioglycerol
Nitrogen NF

Abiraterone Decanoate

Super Refined Corn Oil
Nitrogen

PVDF 0.45 pm filters

PVDF 0.22 pm filters
Nitrogen

10-mL Glass Vials, Stoppers,
and seals
Nitrogen

Crimps with flip off caps
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EManufacture Process Steps

iln Process Testing E

Compounding
Purge mixing vessel with Nitrogen
Add ~ 50% of required volume in mixing vessel

Mix the content for NLT 10 minutes until visually
homogenous. Overlay with Nitrogen while
mixing.

I

Slowly add Abiraterone Decanoate and mix for
NLT 30 minutes or until completely dissolved.

I

QS the solution with Super Refined Corn Qil to

0.45 pm filter

) o ; Appearance
target gross weight. Overlay with Nitrogen while Density
stirring until homogenous
¥
Bioburden Reduction Filtration .
Bioburden

'

Redundant Sterilizing Filtration
Sterile filter through 2 x 0.22 pm filters. Overlay

Post filtration filter

sterile filtered solution into 10 mL vials, stopper
and seal

vessel with Nitrogen if stored until filling. Integrity test
Aseptic Filling
Nitrogen overlay at the pre-flush station and
stopper station manifold. Aseptically fill 5 mL Weight Check

|

Capping

100% Visual Inspection
Visually inspect 100% of vials

Visual Inspection

Packaging & Labelling
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