SOFTGEL ORAL

PROCESS VALIDATION

INTRA-BATCH VARIABILITY
(Reproducibility of the
Three Validation L ots)
via
Dissolution Profile
Content Uniformity
Parameters within LCL-UCL Range

!

INTER-BATCH EQUIVALENCY
(Equivalency of the three Validation Lots
and the Biostudy Batch)

Dissolution Profile =]

CRITICAL STAGEN
1. Blended Fill Materia
2. Fill Weight + Content Uniformity
3. Primary & Secondary Drying
4. Capsule printing
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CONTROL LIMITS
UCL ©
LCL ©
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PROCESS CAPABILITY

CPE1
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PROCESS VALIDATION

FORMULATION
Drug Development Phase

[NB: Shell Integrity + Seal Thickness|
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OPTIMIZATION
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SCALE-UP
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PIVOTAL BATCH
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VALIDATION
3 Full Size Batches
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MARKETED PRODUCT

MAJOR
CHANGE —

Sect: 18. 20

CHAPTER 18

MASTER PLAN.

KEY SOFTGEL CONSIDERATIONS
+ Content Uniformity of the fill material prior to
encapsulation
+« Evaluate the apparent fill weight (~2% higher)
+ Determining the Fill Weight carefully in order
to fill the chosen capsule size under production
conditions

VALIDATION - PROTOCOL \
SAMPLING PLAN
TESTING PLAN
\ VALIDATION REPORT

RE-VALIDATION
of Commercial Product after;
[1] New Process Equipment Introduced
[2] Major Process Change.

Generic Development



