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KimForest Enterprise Co., Ltd.
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ﬁ '% ** Established in August 2004.

HEADQUARTERS
30F., No.97, Sec.1, Xintai 5t Rd., Xizhi
Dist., New Taipei City 22175, Taiwan
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STANDARD
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BS EN ISO 13485:2016

Incorporating corrigenda March 2016

Quality management systems —

Requirements

Systémes de management de la qualité — Exigences
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Medical devices — Quality
management systems —
Requirements for regulatory
purposes

I:S:O Standards About us News Taking part Store Search
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1SO 22716:2007

Cosmetics — Good Manufacturing
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Manufacturing Practices
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PROCESS AND
PRODUCTION CONTROL

« Customer Requirements
+ Supplier Quality
« |dentification / Traceability

DESIGN CONTROL

+ Risk Management
+ Inputs / Outputs
+ Verification / Validation

PRODUCT
SURVEILLANCE /

4
« Complaint Handling —
« Risk Monitoring

« Vigilance

X ERIEZmE

MANAGEMENT
SYSTEM

» Personnel Competency
« Infrastructure
« Work Environment

QUALITY x@ —

CHANGE MANAGEMENT

« Design Change Management
-« QMS Change Management
» Risk Review

CORRECTIVE AND
PREVENTIVE ACTION

=« Eliminate Noncomformities
« QMS Improvement
« Verify Effectiveness

MANAGEMENT
\ RESPONSIBILITY

~ + Management Review
+ Inspection Readiness
« Internal Audit
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Metabolomics Core Laboratory
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