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ISO 13485:2016

Standard Understanding Training
1REIEERER  #MD-U2R)

Internal Auditor Training
A EBEZE I (#MD-1A2)

Training Objectives #=ilE1E

To understand the development of and primary changes to ISO 13485:2016

BEfiA 1SO 13485:2016 fyak e ki H - S o

To understand 1SO 13485:2016 standard requirements

fEEfiR 1SO 13485:2016 HYFEAESI K

To understand certification transition rules for ISO 13485:2016
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To have basic awareness about MDSAP
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To develop the basic expertise to implement a QMS according to ISO 13485:2016
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To develop the basic expertise to plan and conduct internal audit based on 1SO
13485:2016
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Since 1SO 13485:2016 is based on ISO 9001:2008, thi
automatically cover ISO 9001:2015.
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training course does NOT

Recommended Prior Knowledge &#a=5£:240

Application experience in 1ISO13485 or ISO9001
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Problems in the implementation of MDQMS in own organization
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Suitable for Ealgis:

>  MDQMS Auditors, MR, Managers, Engineers, Experts, Consultants in quality related field.
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Persons seeking career opportunities in QMS field /Certification Bodies.
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Keep learning.
Be outstanding!

Training Approach izt

»  Exercises (individual or by team)
RE (B A=/ )\48)
Workshops
A A E AR
Lecturing in Mandarin, Cantonese, or English as confirmed, with training materials in
English or Chinese
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Tutor: Experienced Trainer with Auditor Qualification
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Course Agenda Ri2%HE

Evaluation

Items I8H £

+ General introduction to ISO 13485:2016 7T
« Key changes to the new standard #TARIEENFEE(EE Participation
« Standard Requirements Understanding 1E#Z5K (IR AR Required
TR0
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« Workshops &1imiE#R

° Q&A Flnﬂ/‘é‘_‘

« Basic Introduction of MDSAP
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* Internal Audit (for Internal Auditor course only)
NE (BFRABERE)

Participation
Required
« Workshops &} & #R By &30
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« Evaluation JAIZE

Related Course FHEHZRAZ:

ISO 13485:2016 Standard Understanding Training fZ#E 2Rz
#MD-U2R, 1.5days K

ISO 13485:2016 Internal Auditor Training N2 855/
#MD-1A2, 2 days X
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Evaluation based on Participation 2 ERIFL(H

A Certificate of Attendance by DQS will be issued to the registered participants who have

participated in the whole training course and completed all assignments, but have not
been successful in passing the general evaluation.
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General Evaluation &E&aFh

A Certificate of Successful Completion by DQS will be awarded to registered participants

who have patrticipated in the whole training course, completed all assignments, and
passed the general evaluation.
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Contact Information BR&EE
Tel: +852 - 3752 2297: 3752 2290; +86 - 187 1773 3306

www.dgs.hk; iso@dqs.hk

Registration Form $R&&
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