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and re-published as
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GHTF.SG3.N15-R8:
Implementation of Risk
Management Principles and
Activities Within a Quality
Management System. Presented
by Carolyn Albertson Gunter
Frey Member, SG3 NEMA
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have a quality management
system as well as ... –
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In this paper, the author
according to ISO13485:2003,
YY / T 0287-2003 quality
management system for
medical device regulatory
requirements, and process
validation guidance document
GHTF-SG3-N99-10-2004,
combined with the actual
implementation process in
the enterprise, detailed the
process and applications of
process validation.
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• GHTF: Quality Management
System Medical Devices –
Guidance on corrective
action and preventive action
and related QMS processes;
SG3; 2010 • GHTF: Quality
Management System
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