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3. HREENEEE (Master Validation Plan, MVP)

MMM ZE (Validation Protocols)

4. ZHEEE (Installation Qualification, IQ )
5. #1EEEE ( Operational Qualification, OQ )
6. MMEcfER  ( Performance Qualification, PQ )
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® Notified Body Tutor for EU MDR, EU IVDR, ISO
13485, 1ISO14971, US FDA

® Assistant Reviewer (Medical Device Division),
TFDA/CDE

BEK:

® Medical Device and IVD Regulatory Affairs for
US FDA, TFDA, EU;

® US FDA Quality Management System
Regulation, ISO 13485 Medical Device Quality
Management Systems;

® |SO 14971 Medical Device Risk Management

XERERAEFREOY~E

KPR

® Medical Device Verification & Validation
Engineer (ISO 17025 Lab)

® Project Manager, Sterilization Validation and
Routine Operation set up (Steam/EO)

® Regulatory Affairs Deputy Section Manager,
Medical Device Industries

BER:

® Medical Device Biological Evaluation (ISO
10993 Series)

® Sterile Medical Device Manufacturing Process
Evaluation

REEE  FAPAGIE 02-2370-1111#320




TR BT M%s RSB mE

Industrial Technology
Research Institute

B REE

1. ERMth R
o T : oltBBDL  BERMAIK ERBHAE |
® R L : WEBEXRR LEHEZE  ReAllRHa LELERM -

2. BMAM 115F6H10H(=) £F 9:30~FF 16: 30 HET6/MT - FREEE FF12 :
30~ FF13:30 -

3. BAN  MLEWRS -

4. REAH 1 02-2370-1111 21316 Z/)\H

B RIEEH(ER/& LEER)
RIZRE EREEE 3AMEHKERTT

(fAA) 21 KA # BEE

EH 5,400 4,900 4,600

W SHIFERR SRR
SORRHTE - HERBRE 0% X -

m IEER
1. BERA ERER - HREERWBECRIE - FHREGHTT THIRE -
2. EHBEARSNE - tHEREMAS - WREFERI _HEH -
3. RN - BREAEMZER  BEARIRFIOERS - FRFERIABEL EMAIL E2]
EMEMMS AL ERERPRRESEH AR HTER  BARE -
4 REEREMzERVERER  BEARERAERREFE -
5. RECEAMBENERRESN - EPWEUSRAZO I EBRE 2T -
6. HBEALIARERHT - ATM BIiR - BARBIRGHANHAE -

XEREERAE XY ~FERESGH EPWAS/IE 02-2370-1111#320




	 課程費用(實體/線上皆適用)
	 受訓證明發放準則
	 注意事項

