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CTD P2, P3, P4, P5
Risk Management
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2
Specifications Setting:New Opportunities

Stuart Heir( Novartis)

oth Arden House European Conference London,
March 2004

“Process Understanding....the driver for new
standards in pharmaceutical manufacture,
guality and regulation”

http://people.pharmacy.purdue.edu/%/Emorris/ArdenHouse
UK 2004/
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FDA

Guidance for Industry
Container Closure Systems for Packaging
Human Drugs and Biologics (May 1999)
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FDA

Guidance for Industry
Container Closure Systems for Packaging
Human Drugs and Biologics (May 1999)
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* Description:
* Suitability:

* Quality Control:

* Stability
DMF
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