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« ASTM E2656 RTRT of Pharmaceutical Water for TOC Attribute

« FDA “Guidance For Industry PAT - A Framework for Innovative Pharmaceutical “
« ICH Q9 Quality Risk Management

« Development, Manufacturing, and Quality Assurance

« EMA Guideline on Real Time Release Testing

« FEuDralLex Vol 4 Annex 1

INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN . .
usE Guidance for Industry
PAT — A Framework for
ASTM E2656-25 © ICH HARMONISED TRIPARTITE GUIDELINE Innovative Pharmaceutical
Standard Practice for Real-time Release Testing of Development, Manufacturing,
. . QUALITY RISK MANAGEMENT and Quality Assurance
Pharmaceutical Water for the Total Organic Carbon i
Attribute
Current Step 4 version
dated 9 November 2005 r i > A s
rmne e of Thealih sad 1 wma
tovag Exntiasias sad Iecar
i ot Rogadetery Afiirs 08
This Guideline hos been developed by the appropriate ICH Expert Working Group Phaemscrutieal COMPs
and has been subject to consultation by the regulatory parties, in accordance with the Sptimibee 4
ICH Process. At Step 4 of the Procesa the final draft is recommended for adoption to
the regulatory bodies of the Eurcpean Union, Japan and USA.
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