..making excellence a habit’

#Thi ISO 13485 1REC ER B E <R

BREBEHZ AW N T EMVESIRESIRES BS ENISO 13485:2016

BEEE S A% ( Official Journal of the European Union, OJ ) 3lI7REIE IBEUM
1R (ERANGEE )  FREREFULEBRTEELRMNEE  KEIREMFSHFERE
SERESK - A - BBEEIMIES ( Medical Device Directive, MDD ) ~ & AT
B M1 ( Active Implantable Medical Device Directive, AIMDD ) - DUK 2SN
ZETEEZM15< (In Vitro Diagnostic Medical Devices Directive, IVDD ) HFASE1E
BB ZRI—HIEBREMNIEE] -

BB NEEZER "BIS ( European Foreword ) 1 BIER—ES 1@ " B EE
(AnnexesZ) 1 - EEUNEEZERBIREER - fISH B 2EEFEEE K EEEIER
INEENH R - SEEAESHMER (Annexes Z ) F - BIEEAZEN R EEHA
REREK - DR ER S ARERKNEE -

2017 F 11 B 17 H BEEL LWL f EMNRESIRESER  HPEHE 7 "BS
ENISO 13485:2016 ARZRENZEBERAMREEEAMEK L - SIS KWK
BhiRE - EIUEIRTE BS EN ISO 13485:2016 ©#%E2 MDD ~ AIMDD X IVDD ##1 - B
REBRREERRR 2019 F_HEMA L - RILRASISER T BS EN ISO 13485:2016 # A
A AR -

11 517 HNELA AHRERS fMEC EZERARSHSRENERTE

® BSENISO 14155:2011/AC:2011 Bzt 2 AR Red Be— T BB A TN B E
BT B ERMIESHRERKER ( Clinical investigation of medical
devices for human subjects — Good clinical practice for the AIMD and
MDD )

® BSENISO 15223-1:2016 BEEM— AR BERMIZEME NN RTIR—58
—&84n : AIMDD - MDD -~ IVDD B9—#% 25K ( {E1ERR 2017-03 ) ( Medical
devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 1: General requirements (Corrected
version 2017-03) for the AIMD, MDD and IVDD )

1


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:C:2017:389:TOC
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:C:2017:389:TOC

BUMRZ#E4H4 ( European Standards Organizations ) BB ZE S IERONE
B EBEESMER (MDR ) M2 B E a5 (IVDR ) Y RIEIZHERIZE(L
Ek - EIELEERIDETHNER - ¥ilMZEE ( Technical Committees ) 1 1EHIEET
EIREIRBE AR ENE T MR EREE T 1F - —1) CEN £ Aii# & ( Technical Report )
FEZ "FprCEN/TR 17223 — BS ENISO 13485 &1 MDR #] IVDR Z B8l 4 RV3ES] 4
EEAFRREE - EORMESEREH TBEESEMEE (Annex Z ) PHEH - H
HROEREIL BS EN ISO 13485:2016 E2% /AR 7 IRV H 8 - 8RS 0 R i i 5 1 3F
AEAE - FHI O ARERREERSHFARBEZRNEK - BEEE2NENEH FERE
HEEFHET MDR H IVDR ERRABB BT EE) -

B ISO 13485:2016 EARMERE EFEBEVARNWEZEM - oJIUS%E BSI — %5
EMR<ET R 83 (1S0 13485:2016 #Ei T EHE ) - ([ CE Marking IMDR & IVDR
BRTEE) - (ZEXHEE-BREERRMER (MDR) B) MBSIEH -0

JRXX B : BSI Compliance Navigator - fF& %&32E] E V Hoxey Ltd #) Eamonn Hoxey - Z1ER - #&E0

FER  BEREEEMHNBAMEIEEIRERE wmEEE HERENTERR -

A BSI | 1EERRE - Emfla - BSIAIARESE - Veriftye W5 F A ~ BSOL REERE

BSIZERTREHE

T: +886 2 2656 0333 | E: infotaiwan@bsigroup.com | www.bsigroup.tw



http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2017:117:TOC
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2017:117:TOC
https://www.bsigroup.com/LocalFiles/zh-tw/Medical_Device/brochure/BSI-ISO-13485-transition-toolkit.pdf
https://www.bsigroup.com/LocalFiles/zh-tw/e-news/MD/2017-05/MDR-and-IVDR-published.pdf
https://www.bsigroup.com/LocalFiles/zh-tw/e-news/MD/2017-05/MDR-and-IVDR-published.pdf
http://pages.bsigroup.com/l/43652/2017-11-28/kfvcfz
https://www.bsigroup.com/zh-TW/ISO-13485-Medical-Devices/
https://compliancenavigator.bsigroup.com/en/medicaldeviceblog/en-iso-134852016-harmonized-under-the-directives-for-medical-devices/?utm_source=pardot&utm_medium=email&utm_content=cta&utm_campaign=13485harmonizeddirectives
https://www.bsigroup.com/zh-TW/
https://www.bsigroup.com/zh-TW/Our-services/certification/
https://www.bsigroup.com/zh-TW/Our-services/product-certification/
https://www.bsigroup.com/zh-TW/Our-services/training-courses/
https://www.bsigroup.com/zh-TW/Our-services/BSI-Verifeye/
https://www.bsigroup.com/zh-TW/standards/british-standards-online-database/

