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1. Stability Is an Essential Quality Attribute for Drug Products

2. Potential Adverse Effects of Instability in Pharmaceutical Products
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2.10.

Loss of active

Increase in concentration of active

Alteration in bioavailability

Loss of content uniformity

Decline of microbiological status

Loss of pharmaceutical elegance and patient acceptability
Formation of toxic degradation products

Loss of package integrity

Reduction of label quality

Modification of any factor of functional relevance

3. The Gamut of Stability Concerns

3.1
3.2.
3.3.
3.4.
3.5.

3.6.
3.7.
3.8

Bulk drug substance and excipients

Research and development formulations

Clinical trials materials

Marketed product

Reformulation, change of manufacturing site, troubleshooting,
complaints

Product in the channel of distribution

Product under the control of the patient

In vivo stability

4. Reasons for Stability Testing

4.1.
4.2.
4.3.

Our concern for patients’ welfare
To protect the reputation of the producer
Requirements of regulatory agencies
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