B BT B Ra S NS R Es M fR T E A - FIIREF 201 SR IR E T

BRI BRSNS (In Vitro Diagnostic Medical Devices » DL TN fifEIVDs ) 2 &4 » 5 FAELAN 1998 F 1SS ML iR es 154 (Directive
98/79/EC on In Vitro Diagnostic Medical Devices - DL T fif% " 19984EIVDDI5% | ) - #%f5 S KIVDSE G BAE AM: ~ HHlm A R8RS
ETAER I DEEE IR - P&y BVUREES SR - 5514k (Class 1) —{KEFEME ~ 252a4% (Class  lla) —{KEFEEM: - 25204 (Class
o) —rrZzmmpstE - 5534% (Class W) — =@t - Class IPREG EAAK - #19984E IVDDIFS {E TR MG 1L E 241 ~ (REFEMBITEZE -
G E R FFE A% - RIS 1735 i © Class llagiClass IoHIHT A EEIS = - AT 2 S 24 fRaE T RF & EaTsE , © miClass YU
= S RARRART S RIS SN T e A R (A (Notified Body ) M#EfTHA - MBMERTMETEE R EER - AT REON SR
{FEH -

ORI » BEEREER SRR - T BB R AT R EE o > (H13 19984 IVDDS < LA e B HIEE K » Ll & & BB S AV
BT S AN E > EUEECEA SR B R AR OreE EATRE A —AYE 2 HECREE TGS EEE NREEE - (NI > BRIREZ S
(European Commission) /42012429 H26 HIEH#AVEHIZ24% (Proposal for a Regulation of the European Parliament and of the Council on
in vitro diagnostic devices ) - H FZEEEFIFE ¢

1. BEARIVDSHYE S © 1 IVDsSHYEE[E i Ko I R BRI S B e R AR, (ARl ) Aogahl R B eie (medical software ) 5 -

2. NSRS KEHETEST KRR M B BsA - B~ C - DU » AJE R Eb (S - DI R b i - AJHUEREIRS:19984E IVDDYE < th i g
BEETERES] > (28 NESEMACETTIER IR (near-patient testing) - ELFFEEINFESHINEEE - Z5u e s st - SEEThRe ks
R TEGRS - BRI IREGES = o SR U 2 i 2GS ) CEEMRE RME SN - BT AR R 5 mDHEH
R R S 0 BRATILAE 2B TN » R AR AT - 2FA - B~ C - DEEMEATS%  (Untsihe Ef#EIT L% (the  post-
market phase ) E&f% o

3. HAGEEA A (qualified person » fEfEGP) : B2Higs i/ BUERIIEN SN EAGP A B - &R EUSEmHa N Eiy — A CEEEH -

4. FEEIRTHEVIE (transparency ) ZARBEENE © FoECREIRESAAT L 2 MEATRAE - 20K © (1) BRERHESNZ&OMACER] (economic operator )
JERESHERIVDSI L IEE R e (2) BUASTIIER B — S E 3RS (Unique Device Identification) 2 A FESL T » DIFIH & 2 3BHE + (3) BEE
— TSR SR RO LIRS RS R B BN DR (European database ) HfEfTEEN 5 (4) BUSRHE FH AR AR = E R
MBI 2 B RE S A RS N -

B E G CAE SO E HIA M TRONRE - BB T 2015 E A - RAGREHBONIVDSESEA (T2 ERFHEES -
A E T EESEER R EERCR

| AERHESS
£ Questions and answers: Commission tables proposals for a new EU Regulatory Framework for Medical, EUROPEAN COMMSSION, Sept. 26, 2012


http://europa.eu/rapid/press-release_MEMO-12-710_en.htm

&2 Safer, more effective and innovative medical devices, EUROPEAN COMMISSION, Sept. 26, 2012

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

AELE g

FREEERE : 2012411

ERHRIA ¢

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 COMMSSION, 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 COMMSSION, Sept. 26, 2012,
http://europa.eu/rapid/press-release_ MEMO-12-710_en.htm(last visited Nov. 29, 2012).

EARE:

C B s



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

