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Introduction

Development Stability Studies under Stress and Forced
Conditions

Stability Protocol Design

Selection of Batches

Container Closure System

Testing Frequency

Storage Conditions

Photostability

Reference Standards, Novel Excipients and Adjuvants

10. Stability Considerations for Processing and Holding Times
for Intermediates
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Short-term Storage Conditions

In-use Stability

Data Evaluation

Labelling

Stability Considerations for Commitments and Product
Lifecycle Management
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Annex

Annex 1 — Reduced Stability Protocol Design

Annex 2 — Stability Modelling

Annex 3 — Stability of Advanced Therapy Medicinal Products
(ATMPs)
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