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- Intoduction to ICH Q9 (o.& 3la)
- General quality risk management (QRM) process (b.¢& )
- Risk management methodology (m Flag)
- Application of QRM: Quality management (deviation, change control, complaint,
CAPA) (@ F1a14)
- Application of QRM: Facility, equipment, and utility (en Sﬁbﬂm)
- Application of QRM: Quialification and validation (e )
- Application of QRM: Production and environment monitoring (en %’ﬂm)
- Application of QRM: Materials management (e “fibﬂm)
- Application of QRM: Storage, logistics and distribution (o Fala)
- Application of QRM: Statistical tools (en Fla)
- Application of QRM: Product Development (en Flag)
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00. L@NE1791999 15 lwn1sHNaUsINAzURIIR
O ICH Q9 :Quality Risk Management November 2005

O PIC/S PE009-16 Annex 20 : Quality Risk Management

O PIC/S Pl 038-2 : Aide-Memoire on Assessment of Quality Risk Management
Implementation, 1 January 2021

O WHO: WHO Guidelines on Quality Risk Management (Annex 2 to WHO Technical Report
Series, No 981, 2013

O PIC/S PI 002-3: Recommendations on Quality System Requirements for Pharmaceutical
Inspectorates, 25 September 2007

O PIC/S PI 037-1 : Recommendations on risk-based inspection planning

O PIC/S Pl 045-1 : Guidelines on the formalised risk assessment for ascertaining the
appropriate good manufacturing practice for excipients of medicinal products for human
use, 1 July 1 2018

O WHO: Draft Guidance, Deviation Handling and Quality Risk Management July 2013
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n.A. 2559

O PIC/S Pl 054-1: Recommendations on how to evaluate and demonstrate the
effectiveness of a pharmaceutical quality system in relation to risk-based change
management, 15 July 2021

O PIC/S PS/INF 1/2010 : Implementation of ICH Q9 in the pharmaceutical field an example
of methodology from PIC/S

O PIC/S PI 043-1: Aide memoire on Cross -contamination in shared facility 1 July 2018
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