Ostli

RRE R B TP

B BT B Ra S N R Es T R T E A - FRIIREFY 201 SR IR E T

h—

BRI RE N e EEs M (In Vitro Diagnostic Medical Devices » DL Nfff#IVDs ) & - i FHLaa 1998 ARSI N2 iZs#115< (Directive
98/79/EC on In Vitro Diagnostic Medical Devices » I\ Fféf% " 19984EIVDDIS% | ) » #4525k IVDsEE EA B A - FEE A ISR EE L E A
TR IF LA SRE R - P& Sy Ry DU E R 4l ¢ 5514k (Class 1) —{EJEfgE: - 52a4k (Class  lla) — &z mE st - 552b%% (Class
o) —rrzEmEfatE - 5538 (Class W) — & Efzts - Class IRE R LA - #719984: IVDDI5 S E ZORMRG AL E 2% ~ IR A mBiiE 2 -
i B R E R - BMSHATES LRE ; Class llaBiClass oRI e EHHS = » AT~ S SRR fe sl T rPa ks o o mClass IR i
= BH A E RS AT IEER SN S &K SRS AU ket (Notified Body ) M#EFTHA - ilEATMETE: R F G - (G0 RBION TS5 i
A -

ORI » BEEREER R e - T EARE R AT R EE & > (319984 IVDDS < Tl 2w e B HIEE K » Ll & & BB S AV
FEFIE S AN E > EULECE A SR B R AR R L ATRE A —AVE 2 » BB TG s EEE MR - (At > BRI ZS
(European Commission ) /42012429 F26 HZH AV EHIZ24% (Proposal for a Regulation of the European Parliament and of the Council on
in vitro diagnostic devices ) - H F s S AR ¢

1. BEARIVDSHYE S © 1 IVDSHYEEIR i K I USRS IR s B e AR, (AR ) Aogahs R B ee (medical software ) 4 -

2. HHVOYRREAE AR R M B A ~ B~ C - DIOSE - AR R B IRAR - DR bR - ASAERTIR ST 19984 IVDDFE % FH Y g s
HIREEE > (HE A AETTEERNEL (near-patient testing) ~ B FEINEESAHNKREE > 20U H34G T - SEEhRE ok
R TEGRS - B IREGES = o SR Ui 2 i 2R CEEMREE RME TSI BTSSR A R 5 D
R E S 0 BRATILASE 2R E TN » R AR AT - £1FA - B~ C - DEEMIEANS%  (Untsiie E#T Ltk (the  post-
market phase ) B -

3. HAGEREA A (qualified person » ffEGP) : BHigatf BUERIIEN SN EAGP A& - AR EUSEmHE N B0y — A S EIEEH -

4. FHIRTHEYIE (transparency ) ZAHBEENE @ FoECRESIRES AR 2 2 MEATRAE - 20K © (1) BRERMESNZ&OMACER] (economic operator )
JERESHEE VDS AL IE S R ILIER 5 (2) BUEPGER B —SE B HERES (Unique Device Identification) ZE AL - DIFIH % 2 1BHE © (3) BREAEE
— TSR SR RO IR RS R S B BN DR (European database ) HfufEfTEEN 5 (4) BUERGH 2 AR AR = E R
PEEER 2 e VB RE AT RIRR A -

i

BRI O EHLSCHT B MR T BN & - SRR T 1 201 SESIETER B - A SEOIVDSE R A I - (BB -



B E " EEBEFER R EERCR

| AERHESS
&2 Questions and answers: Commission tables proposals for a new EU Regulatory Framework for Medical, EUROPEAN COMMISSION, Sept. 26, 2012
&2 Safer, more effective and innovative medical devices, EUROPEAN COMMISSION, Sept. 26, 2012

I AEREMT
& EUROPEAN COMMISSION, Proposal for a Regulation of the European Parliament and of the Council on in vitro diagnostic devices(2012) [ pdf]

payiiGEEE R L s

FREEERT © 20126115

FRRIA ¢

EUROPEAN COMMSSION, Proposal for a Regulation of the European Parliament and of the Council on in vitro diagnostic devices(2012),
http://ec.europa.eu/health/medical-devices/files/revision_docs/proposal_2012_541_en.pdf (last visited Nov. 29, 2012).

Safer, more effective and innovative medical devices, EUROPEAN COVMSSION, Sept. 26, 2012, http://europa.eu/rapid/press-release_IP-12-1011_en.htm (last
visited Nov. 29, 2012).

Questions and answers: Commission tables proposals for a new EU Regulatory Framework for Medical, EUROPEAN COMMISSION, Sept. 26, 2012,
http://feuropa.eu/rapid/press-release_ MEMO-12-710_en.htm(last visited Nov. 29, 2012).

C B s )



http://europa.eu/rapid/press-release_MEMO-12-710_en.htm
http://europa.eu/rapid/press-release_IP-12-1011_en.htm
http://ec.europa.eu/health/medical-devices/files/revision_docs/proposal_2012_541_en.pdf
http://ec.europa.eu/health/medical-devices/files/revision_docs/proposal_2012_541_en.pdf
http://europa.eu/rapid/press-release_IP-12-1011_en.htm
http://europa.eu/rapid/press-release_MEMO-12-710_en.htm

	歐盟針對體外診療器材提出新管制架構，預期將於2015年正式實施

