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1. “BLnWT7Fa—F L HUNET L — AT — 21051 B EFei 83 B3 2Rk i
EFHIEI AR DOIEERIL, 30DBR! | 200FH LWREIZCHRMAABERIN TS

-+ 19934E1 A 1 AH620214E5 A 25 H £ CHE A SN AREBNE Y 1A 7+ B ek 23° (AIMDD) (2 B84
%16490/385/EEC

© 19954 1A 1HH 6202148525 B FTHEAShDERBE (MDQ)@‘g;BﬁTZﬁS%gsMZ/
EEC

«  20004E6 A 7HH5H20224E5 A 25 A ¥ CHEA énéwﬁﬁﬁﬁﬁﬁéﬁs (IVDMDD) Lie; <
#5498/79/EC

2021485 A 26 A 2 bl FA XN B E HEH33° (MDR) kBﬁ'réﬁfﬁJ (EU) 2017/745

- 20226E5A 26 A MDA énéwﬂﬁiﬁlzﬁ&%;?(wm) luﬁﬁtéﬁﬁlj;(EU) 2017/746

INHDERIL., “BiLnWT Ta—F" };“%?L,b\S‘LE7V—A9—&”80)'J’)~/—0)EEIJL.gdb\71_\
ENTHRORGICTT 55, 2. ﬁﬁﬁkﬂﬁﬂ-;mme#»(x"éntwtmo)ﬂi@@—-*“ﬁf&;é
INHDEEIZH LT, BRINES A% (hENs) @&@J&iﬁgt%éo

1 Current Directives: https://ec.europa. eu/health/ma_sector/current directives.
2 New Regulations: https://ec.europa.eu/ healt?:/md sectory newFegulations,

https://ec. europa.eu/health/md_newregulatxons/ovemew
3 Council Directive of 20 .Iune 1990 on'the appmnmatlonnt the laws of the Member States relating to active
implantable medical devices (90/385/EBC) (QJ L.,189, 20,7.1990, p. 17). Current consolidated version:
https://eur-lex.europa.eu/ legal-content/ EN/TX’P’/ Puri=CELEX:01990L0385-20071011.
4 Council Dlrectt\re 93/42/EEC of 14 June 1993.¢oncerning medical devices (O] L 169, 12.7.1993, p. 1). Current
consolidated version: https://eur—lex.etiropa.eu/legal-content/EN/TXT/?2uri=CELEX:01993L0042-20071011.
5 Directive 98/79/EC ogthe European Parhament and of the Council of 27 October 1998 on in vitro diagnostic
medical devices (O [5331,:7.12.1998, p. D. ’Currem consolidated version: https://eur-lex.europa.eu/legal
content/BN/ TXT/ ?un-CELBX 01998L.0079-20120111.
6 Begulatlon (EU)'2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices,
amendmg Directive 2601!33/ ECr Regulation (EC) No 178/2002 and- Regulation (EC) No 1223/2009 and-
repealing. Council’ Du'ectlves 90/385/EEC and 93/42/EEC (OJ L 117 5.5.2017, p. 1). Current consolidated
version: https :/ /eur-!ex.europa eu/legal-content/EN/TXT/2uri=CELEX:02017R0745-20200424.
7 Regulation (BU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro
diagnostic medlcal devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU ©JL
117 5.5.2017, p. 176). Current consolidated version: https://eur-lex.europa.eu/legal
content/EN/TXT/2uri=CELEX:02017R0746-20170505.
8 Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the
requirements for accreditation and market surveillance relating to the marketing of products and repealing
Regulation (EEC) No 339/93 (O] L 218, 13.8.2008, p. 30), and Decision No 768/2008/EC of the European
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B, AR OHHEICH L TRENTOVDEBRONEIL, BRHTHICBRAZER LM 235

TREGAEMHCRESNTONB, OO BEATE X% 5 BRI E L S F A
ZASIVBITSH T E DR RELOER (LAATIL ) (=27 (b (mandate) ) "L FEA TV

TN ESE | BRINR B LARRRAME R ICIER 3 BRI BB BB IR B SIS,

BRAE AT # (OJEU) ICB B EL TABIN TWAR, EEIRRMNBRIZ N> TR e, B
L7 Blinid, BIE I DIMM DB S TEDLVIRTHETHD, B VELIE, OJEU
THIALTVWShENDE AL, SIS EAERFEEHELTRY, ﬁ‘ém@‘*mw&#ﬁﬁr’
EBZLIZDRMB TV, Zhiid, OJEUTBIﬁﬁéﬂféhﬁN@ﬁﬁ@&Wx{iﬁdn‘h.J:D
RAYIC, RIEREFESLTOMOBFHAOBEGRE (V—T4774(F 1*74&3@@%%% Fi%:ﬁrtr) i,
CE~—X /Rt R L bE St Mg s wﬁm%rﬂaﬁmoﬁiﬂ@am\%m_
LTV, LT, WRETHICRATEILRTRER 2L\ B 'c%ﬁﬁfczbb

fefEL., — R, BARKRE A \6_atiﬁﬁaf:or“ Eé (f/r/bz :,;z»}%ﬁ)

2. BRMBESHABO—BRORILV—LT—
2.1 FBRXE

t?»rﬁ{m\_ﬁﬁﬂ‘é“%?u\77’u~9’-”.1:“%‘ru\Sz?im/-—z\w—a OERNL, RN AN—TF A
-—/a/ﬂ':%*ﬁ‘-w‘élﬁﬂl@r@,@ammﬁ‘*ﬁ?&@tw@%im?ﬁ&@&(}ﬁ%&’xx7v—
7—7’5:@L’C¥ﬁf§éh6° y@@%ﬁﬂm@aw

mﬂﬁmﬂsﬁﬂu (EU) No 1025/2012'0(1%$1B1EEIJ) 20131 A1 AT _TOMBAEIIC
ﬁ%ﬁfﬁ&%&ﬂl@iﬁ{z&sﬂﬁ?‘éﬁﬁuo ZHVE, BRI EREAGIC BT BRI DH S5

R TS, (24, B CARRBIELELER GB104)  EX2RBALY
,:;.,f-gr@nl%) %mfzasEA(%zzae)o

.«.‘

Parliament and of the Council of 9 July 2608 on a common framework for the marketing of products, and
repealing Council Decision 93/465/EEC (OJ L 218, 13.8.2008, p. 82).

9 For more details on the “New Approach” and the “New Legislative Framework” and its regulatory features,
see “The ‘Blue Guide’ on the implementation of EU product rules”:
https://ec.europa.eu/docsroom/documents/ 18027/ and the Commission’ s website on CE marking:
https://ec.europa.eu/growth/single-market/ce-marking/.

10 Regulation (EU) No 1025/2012 of the European Parliament and of the Council of 25 October 2012 on
European standardisation, amending Council Directives 89/686/EEC and 93/15/EEC and Directives 94/9/EC,
94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/23/EC and 2009/105/EC of the
European Parliament and of the Council and repealing Council Decision 87/95/EEC and Decision No
1673/2006/EC of the European Parliament and of the Council (OJ L 316 14.11.2012, p. 12). Current
consolidated version: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02012R1025-20151007.
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BB 25 AR B4 B D — AR CRATS N RN A TR EIFT O
LS | o

H—11y OB BT B Vademecum?, EERTHEAFEL , BN DALY — L8
B BRI BT B A X AR R B, THICH, ERLOER, BARBORELER,
FOMBES B — 225 TS,

BRANLOER - WA : SIS 1 S OHHO T DBV L EAREEED
G

TrvarFsy - BAShTY \7‘;»\%“‘*&%&3&%‘%@%@9&%“

ECRUSHERIES BIhy, —MOREXHISS, _%mmc%m S "L@EK

lﬂ: E IE‘J&B@T&;@

11 Among others: Case C-613/14 James Elliott Construction Limited v Irish Asphalt Limited; Case T-474/15
Global Garden Products Italy SpA (GGP ltaly) v European Commission; Case C-630/16 Anstar Oy. See:
https://curia.europa.en/.

12 https://ec.europa.eu/growth/single-market/european-standards/vademecum.

13 COM(2018)764: https://ec.europa.eu/docsroom/documents/32615.

14 https://ec.europa.eu/docsroom/documents/25881.

15 https://www.cencenelec.eu/.

16 https://boss.cen.eu/.
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ZDOZLiX, VAT LAEEERETHRMELE(LRR (EU) 1025/2012i REICREN TV,

1% (Recital) (1) : “BiZE{bD 2 A M, BRI UIRENLAKBEEETIZLTHS,
ThzRWT, BIELEROBIE ., ME R, —E R T3EEERLTHLY, 7

{# % (Recital) (2) : “BRMBEELITZ, BORBROLEDICERORE BRMEELERS
(CEN) , RN BRIZHE(LZE B L (Cenelec) ) LEHES ME (BN EREEF HE(LH#E
(European Telecommunications Standards Institute) ) ZZEiZ, Eﬁﬁ‘}'éﬂgﬁﬁﬁ%‘ THRAfRE
N3, LT, R ESHE (WTO) ICXESh TWaBRHAL, Tfﬁb'fb—'ﬁﬁ B, FH
Bk, 2y R, B EREA. FRRIRPOOMMER U§J$‘f§l-§’3b“f0 Y5 (BRz
2)):: 1) P
24 (1) “BHE LIIEINR R R E R RL ., %ﬁéh%@@ftiﬁﬂgklmfﬁ ENT=HD
THD, BYEL XITHANCEAS DL D THY, @%Giz\ﬁ’@ 2127?( ROVFNRH1D
DZLZIET, (a) ‘EHERENRE' | EBHMERELIT, .%ﬁﬁf B%B@k&'ﬂﬁﬁﬁ Shi-FHDzL,
(b) ‘BRININE . BRINBIRE L1, BRIV 2B B%ﬁﬁki@ﬁfﬂ éﬂ’bﬁ.ﬁ?& (c) ‘BEHW B
BRI BMINER RIS DE S T T ABOEA @%%Lg‘ﬁifﬁﬁéﬂ’bﬁ_ﬁm )
¥ (d) ‘EFERE | ERERELL, @?’Fﬁ 251 EW@LJ:OF&FE SNIBEETHD,

INHDHE. E?ﬁ&%&kﬂﬂ?‘éﬁk)ﬂi’z h_’biﬁﬁﬁéné ZL T, Hgo 8 £t
d‘éﬁ&ﬁﬁ%LTFaﬁi%E@&_@%k&é%ozﬁﬁihfkD HEICHBELLTHIEShD, FR
iz, Eﬁ%ﬁ%O%Aﬁﬁﬁwm?‘_H ﬁ@k?)%é BIZIE, BE~OBEEKHEHFTHEEE.
f/v—/véﬁz‘féémlﬁj&b\aioéhﬁtﬁibiﬁ‘éné VORNERT R THRE . BAH
%L//‘J‘/l/tjw-ﬂ—}%f)b\'Ci)ﬁl’)?ﬁ%mi TS HREIC RS | T DUNERH D,

EHED) E‘Jfﬂimhm\(oh%&m&ﬂ) B BHON A B 2RI A L TR o
REERETE JEUTEI SN TOBHA, SNTVRVEERHS), Sic, RABARELE
S TRV O LRI T BB & bbH B, T, TOMOERIN N EROEEEFIET5,
Foix, %&oﬁﬁ%\—%ﬂv@énrwxb\75¥£Loo\'c B BRI R AT HTL
T, BB B0+ ThHZ LR B TE BB A RE D,

17 Recitals and Articles 5(1) AIMDD, MDD and IVDMDD; Recitals and Articles 8(1) MDR and IVDR.

18 MDD, Annex I, point 13.2.; IVDMDD, Annex I, point 8.2.; MDR, Annex I, point 23.1 h); IVDR, Annex I,

point 20.1 h).

19 For instance, the harmonised European standards EN ISO 15223-1:2016 Medical devices ~ Symbols to be used
with medical device labels, labelling and information to be supplied — Part 1: General requirements (ISO
15223-1:2016, Corrected version 2017-03), and EN ISO 5359:2008 Low-pressure hose assemblies for use

with medical gases (ISO 5359:2008)+A1:2011.
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ZDEIRT ' AN —Taid, KOEERRVAZIME, Xvo Ol E2E0 TRIGEE BT
VY, BROBT B OB Al IR B T A E AT T H RV R — M T3,

LiedioT, RO ERISB ST Th, EEEEATEHEIDOBIRIL, 22 TS5 T RICH
T BN ORMARTHEOHBT, BEEFITRBL TS, SITR~7HIS ERE, fl2IE.
BRI B & H 0 B T ST/ 2 (state—of-the-art) ThBEME VDLV D E X FICE S, L0
LIRFMETHEOERERS LI TER, Thid, THEOBRRE YT AEBIC LBEDIT
B4 BTV b, BAMIHEFIREY B35/~ 71 7 7ARRF ACL o TR D, KB
B T B S IRRIC AT BITiIL, mm&m&zwwm@s LL, IR TP E
PRI B B U ERH D, TILRBORETHBLIIIELRL, T, mﬁoa/wwﬂ
i, BRSNS EN B RO TR B UENHS, T ORI OMILC LT

B (M HTOJEUTH & TV B E ST BBIRA2<) 25, %aamﬁzw:eu\igwmo Thid, ﬁ’é
R, OJEU'C%Imén'Cb\65&)11%‘\7&?8&%1/\'Ci%ﬁ@%#kﬁ#&'ﬂ‘b_é:'cﬁf*&%n*
FERLRVIES THAB,

2.3 BN IR LB SLHEDRIR Annex z”

E‘A’)Héﬁ@ﬁﬁﬁ’ﬁﬁ:’@ﬁﬁdﬂE%izéﬁ@ﬂzwﬁﬂﬂ\.ﬁd% BRINIEMESREOR
e, ﬁ%?ﬁ?ﬁtéﬂ’l’é\_&h‘?ﬁéﬁc‘:‘)‘ 6&}'!‘13‘7:?20)%3&5@&0)@5%&1 EDFEAED“Annex Z7
ZREND, %iﬁmﬁ&@mﬂmﬁ&ﬁ%aﬁ' LHBREIL VK OP D BREFICAPNTRENT
Y, Annex Z &W&ﬁ’b%’) (ﬁ'ﬁa“ li“Z FZB”-277)  ENTNBNRBORBEHLRNELE
DHEER H’J}:L’C B&iﬁ?é?ﬁﬂ’:@ﬁ%ﬂ‘b’c VB,

Annex'Z oﬁfim gAﬁmmum%umrEu\ﬁﬁamﬁﬁtém;ou RN ER ALK
J‘Nﬁﬁ{tffﬂm@‘*ﬁi EOREEND, THUTIL, B ORERFIHLEY A1 L& Eh
<#b ?ﬁmagﬁtxo#aw AAIBREENTEY, FHEELLEATEREINTR>TS
T ~%®$%§{¢z=¥*énﬂ\f;m AR EREN TVBR2E),
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%Y, Annex Z XHEZBREIC TS BMICB W TEEREHITHY ., BRNBESHEKBOEHEN,
OJEUILREN TR 2B BT 34, NAZERIZEEL T, RN OEROERIFEL B
HRL, TOBEAMERHERT B DICSLERY—ILThD, Annex Z 1T, BRIN TV W EED
BHERHRORNCEREINTODENEFICLERL WSS, BEEHIIZNOE2RAIL T
H BT DD BMOER 2T TIILNTES, B4R Anmnex Z A2ithif, B4
BRBERICHAB THHIENRTHRELRY, OJEUTRTIERTERLRE, ZDRE, BEH
CEDORBEERA LIRS OB EDOHEIS TERLARDBY,

3. ERHEIC BT AN — T BN A B
3.1 HHRSHE, BONERLER, ELORBESER"

E RSB BT B SLERIC IS, B I T B IR DBUEAHY . ENAOJEUTABIS R
T, B BB B CRA R ORERTEBILIRS, Zhli, (#5 (Recita) L&
4 (AIMDD, MDD, IVDMDD) ®#5% (1) . %Lrﬁ%(Recna[)a%ﬁﬂu (MDR, IVDR) »#58%
(D izEhZhRHSh T3, 5%&1&@;.&@3@31,1:0@: HLUWERITIE, B
LRI (BU) 1025/2012005524:0 (1) (c) 12 “EAiﬂ*&”ab YHBEROISIZEHRL TS, “H
Aﬁt&mo)Eﬁaﬁwtwn_mﬂZ;EAmg%u:mménmumw FIRsIC, EROE8%
(1) CREROENTRL TS, “*@ﬁﬂu" _,S&@‘éﬁ%&i%‘*ﬁ%&ﬁ%‘één B E Iz T
BRENG,” LB, omumra SNBBMELFE LV HILE, WA MOHEIC
BUBZLICRD,

Eﬁ&%ﬂ&ﬁ' UA/DX/J‘TI/V-'Y) YT DIEFTRITERIMNE S BT, 20DOBM Rk
%ﬁﬁ(ESO)?b}%UM’EEJZL_BQ—’?-UCwZ) S DEFBEFITHL T, BRNERLER L (CEN) %,
lﬁﬁ%ﬁ%ﬁkob VOl BRM BN RS (Cenelec) B4 B 5L TS,

20 It is important to remind that the requisite of having an Annex Z is not a new one for harmonised standards. In
fact, CEN and Cenelec’s Technical Boards formally decided in 1994 to introduce an informative Annex Z for
harmonised standards, following extensive discussions with the Commission and with the Member States on

how to ensure transparency on the correspondence between the clauses of harmonised standards and the
legisiative requirements covered.

21 See for instance Case,C-630/16 Anstar Oy.

22 https://www.cen.eu/.

23 https://www.cenelec.eu/.
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BRI (L RRI (EU) 1025/20120 8 105kI2L5HL . ZE ST 1>k oa—ay E R
ARRIC, AR ERICEY, RARBOFT 7o, BMERE(LIC T AR EHEERTHILDL
TED, i, BRINEBEOERERX 25, RNEESRBOERSCEASEERZHE T2 0REE
OJEUIZABA T 27 DEREL R DL BIIERMITHD, B HMLAERE(LDOER (GhE) DB
BEERIEIL, BRINE S FRERHIFT S ERICRERRL TW5H,

FHTEBESMNCENB L YCenelecizgi TH=FHLOIZ, AIMDD, MDD, IVDMDD&b\oTJ‘EA‘C‘
i, %@;otﬁ%skk?ft’(ﬁ?&@ﬁﬁlbééﬁﬁ?élahﬁzéﬁit%ﬁorb\Za 19894E 5>
20104E D], A ERT LER L ONRBITFIN TN, ZOHIZIE. %Awéﬁlﬁﬁﬁfﬁw‘é
bOLHNIE, HEDEHDHEMREITILOLHS, Jb\otﬁfﬁﬂsé‘%ﬁ%ﬂ?‘éﬁb\%&Lo
VWL, ?EAEﬁkéi%ltﬁ‘é&a*cmwhvcu\<z\§7b%é =

HL\ R THAMDRPIVDR T, ﬁ%m@wmmm F RSN R LI (L
RRPERE DI ES) HROKEIRIN TV SR, % (recitals) ICHER, BHY,
WAAUREN, IR, BRENTER, B, 2457122 AnnexiCiHBATS NI B R
h&, MDREIVDRO FCHERS N B LY AR, BEOEHSTENS, @wmgxmz
RENBANC, RS IRMNE (LA (Eu) 1025/,2:01203%22%4:‘9a&iéz‘bh%ﬁ
RERDBRITHIT B,

3EM (XM, 77 A8 F “/ )m&a%ﬂ@ﬁ{mﬁménék “BRIN B DKM
2017/745&46@%5&552: mmwam@$ DERIN F52017/746 12 L5512 W7 A = HRb%
%%Lsaﬁﬂ—mkdﬂﬁiﬁ{@ﬁ &U&Uﬂ%ﬁﬁﬁ{béﬁ R L ORTERELOBERICE T
5ZRS LJ:&%HEH&E”?)@%{T&"L BELOBBPICETIZRSDT —FR—RTAME
. CEN&Cenelecc_ﬁLrﬁ%wnfxénéo INHZHEINDE, EFRBBTTFORMBEHE
a)!’ﬁﬁ‘zmﬂﬂsnéo HICOJEUIC TABIS L, BRI LI E M ~DEARTRENBI L1
Do

MDR/IVDROIEHLE R L, % B s H s R R BT B G A a5, 8. Anne
X DB AN B T A8 TS B, DEY. B LR~ L CORE A LR D HEE L
AR R O B B\ S 5 O B D I RV BT S S & LB,

24 See footnote 11.
25 https://ec.europa.eu/growth/tools-databases/mandates/
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3.2 EREBICETIRMNBSREOBRRELHAST L2 ML BEET

BE A E MO MEI T ERICE &, HEOEHNZER R (TC) Izk- T, CENECenelec?t
EFRSBORMNBARBEZERL TS, ZOT 2 RIMTBRMEH» D7 = — X LVBEREN T
B9, BONERE(LEBRONEBRANCIE-> T, BN OEME, FIERGRE ., BLOHHEHB5IC
RS, BEOBEWEBIERE BRLL TV,

BEEOTaERZBWT, ERROEEL R T HEHEM %’c‘a‘ozﬁ“%‘*ﬁ% (HAS)= 4
NERNIZEVER PO T 7 MR OFE MBI TONS, F?%@&Aﬁ?&r)aﬁéi@'rwvﬂmﬁ
DRI TODTE, ZUTREE Y DR LIR (R kEALTb%\_a&ﬁﬁﬂfréo
FI7hOBARBROFEMITBE THY. Wl@iﬁmﬁﬁeam.éé fiﬁﬁﬂsiﬁﬁﬂ@%mae
(6) IZE~TVB, ZL T, HAS::/*}/W/Hi_mﬁx&u&@t@é 0>¥F'i9m%&)/~—x%
LTV B, BHOIEBIL. BMNER(LIC BT 53R %i’®$lllﬁ :wy/xjcé VA A%
—MZESN T, LERBEHTE R ORI 24TL. ﬁfﬁ{bf’ﬁﬁi7utzo)30@4€fﬁo
7x2—=R (bW ANAN—  BHNEREDETTH, BELTERARRE), T0O7DH, HAST
Y NG NIEREORARO T TERL, RMEEERL EOTCHLERICMIUL TV S L
BERHD, MR, %ﬁ&%ﬁ)wwxu——?/ﬁ:%ﬁ@énéo Zhicit, ZERSICRSEM
HRA=TFTHREENTVS, E%tiﬁﬂ&ﬁé:%f—lvva'c HY, KFELFEEL V(M

—=J I T eI — %QAM%FHBUAW;E)? Thh, £@O77o—F LEEOR
xbﬁ;b:{%%liénza

r«\;uz/f7;n//__7)/y Ja)ﬁ'ﬁ?’ﬂi ﬁE Eﬁ%ﬂ%hﬂﬁ?‘éﬂkﬂﬁﬁ%i%‘?‘éﬁ%kﬁ
LC, HAS:!/‘B‘W';"/M)MS%U ZRLPHETHHFREDRMITL> T/ REMPEEL T
[/\627 ‘-‘,-'\ S ; )

33 iﬁ%&ﬁ%&ﬁ%ﬁ?‘kw‘ BB & FAIT 9 BOJBUD AR
CENCenelocit, FERRMSEM 4 BHC 517 BH LV UEAT SN B A B 2 AT B

LS TEELEXERTIESE, BRNEBSICOJEUTORBOLRAFREL ., Sl
Tl BRI TAEMERICER TV OHEE 525,

26 More information on the development of European standards is available on the websites of the European

standardisation organisations, CEN: https://www.cen.eu/ and Cenelec: https://www.cenelec.eu/, and their

Management Centre: https://www.cencenelec.eu/.

27 More information: https://assets.cy.com/content/dam/ey-sites/ey~com/en_be/topics/ adwsory/g-has—ctdl—ﬁ)r expression—
of-interest.pdf.
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ZBAS, HASa YV F U M LB AL R— b B EIC AN, RBENEENEROESL
BE B L OB SUTERICHEILL TV AR5 (272 L. ZRLFMRTZLOT
I32VY), LT, OJEUTHE DB BEABTHHLARV D, BV IEHIBA S TART B, 20
ST ZEBPD B, KELRVIHIRAETART3EE . ZRDITTIICHU CROMNIZEREL
MERicEmd 3,

20184E 124 LARE, Eﬁﬁ%&kﬁ’d‘éﬁ&@?EA%i&&'?‘mkH%AﬁmmaﬁﬁkL‘C/ YBESh
TWBHOJEUDYAMNL, BRESBIEELILIVY—XDOHARTHB, Jn&&i BESh=LIL
S ELIERBRT, IC1V—XDER LTI :n—b'—/a/ézb'@uﬁ'l@%ﬁh_ﬁxafﬁb
D, BRIANELHEE, BFE, AmexTHERENS; ﬁAﬁoi’E/’i’%ﬁ 61&%(4&5@%%&&@
HTABSNI-BEDES, ﬁmm%wzkexémnmram R, FLY e
(ZEE B, %u:u,wﬁl%ém_ﬂ%k%f%o %

RBORITV AT AOEEIL, Eﬁt)ﬂ%é%&mséﬁnﬂ 225 @%Aﬁ%kﬁﬁ?‘éz a=hr—
TarTRELTEY, %)ﬂ:@‘*“%ﬁflﬂm?m&iz;a*gxxw o

3.4 FRE(LOEBRMMNE

EFSEE 75— Ok, ER ] %&&Mﬁ (IS0) - R SE L E R 2 (IEC) 2
wﬁmxmzsmqar CENCerieleclc k)% < DB HAATL THERS LTV VB, Zh

28 Latest pubjlcatlon under the current Directives on medical devices: OJ L 0801, 25.3.2020, pp. 1, 25 and 33.
29 COM(20[8)764 hitps://ec.europa.eu/docsroom/documents/32615.

30 In particular, ﬂze ruling in Case C-613/14 Jomes Elliott Construction Limited v Irish Asphalt Limited.

31 https://www.iso.org/.

32 https://www.iec.ch/.

33 CEN-Cenelec international cooperation: https://www.cencenelec.eu/intcoop/.
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Zhid, OJEUTHBEEZ A THILERL ., FRB TCLOLENENEGHOBEROHELELD
DITEL TOE % BAREICIRRI T 5720, ICEE THD, MO Annex Z %, EFRICE
TERMBELZ BT HDIN—FFAXERDTLE B E LT, ENISOXIZENIECH K ELT
BRAT2HE . 1SO/IECHAEIZHEM L TBINT BDIZCENECenelecD FIETH S,

—7 ., EBREFBIBRASR YR/ 74+ —7 5 (IMDRF) iL, RO ERMESEHRAMN Y RO 8 Xk v
—7ThE (B A—ANTYT TN HTY | FE BMEE, A, 0o T, oA
WV RE, TAYHEREICLVEBIRTNS), BREE, Ry —, ﬁmﬁﬁr‘iﬁkﬁwbﬁﬁ'/
AERHETHILT, Eﬁ%@ﬁﬂ?uos#él%mkumiﬁmf:ﬁﬁo:ﬁfu IR, BB {R
EL TS, FEDIMDRFERIET —%> 7 7 —7 1, RITRT %ﬁ@&k&ﬁ-f*??ﬁ&n
DRBG, CHERERL TS, Zhbid, Vu——/\lvz\——%')‘/f*ﬁ——/a/ﬁfz?:?:a-—x(GHTF)
PHEMBEEIN TS, “IMDRFEEELIME™Y, “HEl - ﬁﬁJfﬁmﬂ“Z}LwWI%E%m%ﬁﬁ
D ERE L5, “ﬁ%ﬂ*ﬂ"f)ﬁ?bt&b@fﬂ%ﬁoﬂiﬁ{b”“ “GHTF/SG /NO44 : 2008 EFRA IS D
T AR EDREY

I fffff

3.5 “BeBrBiit K (state of the art) ”@%ﬁ‘ %%@@U‘Hgﬁl b&iE A R

OB LIS 4B LS. Eaﬁ%kﬂé? @Uﬂ@ﬂiﬁ&(ﬁ&@#&"&ﬁu\ﬁfm@mjﬁ)
(i, BB, S, MERRO RS FT BTl — R BERS TV SRR AN
%ﬁl»)\M””kb")J M b\’C@(@@F@ﬁin—‘énT‘/% 775, WAL TRIREZLT
BBN, “BEYD LM TH LB B, D, BRI NI BRSNS T
A b\<Oﬁwﬁﬁfxﬂlﬁ%ﬁhﬁbmﬁmuﬁiﬂ‘é@&iﬁu\ EEE, BB ATAN”
BT 3BE ;ﬁ;& BRI AT SRR HEN, T~ CHIORRINLN, Ll

EPBIIRAL Sb0ThB, 2OV BT, AL TREOH A5 AXH, ek
e LR SBRIOXERE R DS, LTIy < h R,

(S, B8 U D — RO CU VB RS A T LESOL Y = — B
MR TV BRI S T (TSRO 57 1
—HARS +r324.1.2.5., p.49),

34 http://www.imdrf.org/workitems/wi~imdrfstandards.asp.

35 http://www.imdrf.org/workitems/wi-standards.asp.

36 http://www.imdrf.org/consultations/cons-swg—optimising-standards—n51-180524.asp.

37 http://www.imdrf.org/docs/ghtf/final/sgl/procedural-docs/ghtf-sg1-n044-2008-standards-in—assessment—ofinedical—
devices—080305.pdf.

38 Among others, in particular in the AMDD, MDD and IVDMDD in their respective Annexes | “Essential

requirements”, and in the MDR and IVDR in their respective Annexes | “General safety and performance

requirements”
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B AUFICIORITORBORSIRIL. O)DZBITIHEH o1 B Sl Eiiii A ¥4 ik
LTWAEReE5” (COMD A, 2019485 A 20 B IZ B DEXEIZBS33MDCGHY 7 /v
—FDEBOBEG®, HHE 3, 1—)

“FRIETHERBB BB IREOMMLBH BN AR, ERHEESEL A RRETHE

BINHFROWEH, ~UF=—I88R, TOMOEEE, IR TEREERRLICETS.

BHINDIBBETA Y AL ERLITRENS, (MEDDEV2.7/1, 4& 87 S B =
93/42/EECK 1'90/385/EEC41, &7 a7, 16!\—/&%’5(%%:&%%‘&0‘/‘—7‘»{774
RRF LT HAR)

“Be BBt AcHE B HiHE, ﬁ&hﬂﬁﬁﬁ‘éﬁe‘*éﬁfxﬁﬁﬁﬁ%tugﬁiﬁﬁ!&\ TakR,

P—ERIZBELT, ﬁﬁO%Fa‘iidoh‘é&ﬂﬁﬂmﬁﬁ%XT—/; 1:%%?&@71&&& Bl
LEZOBENEBELLT, BE—RNIC ﬂw‘)\mon-cmé_e BHILL T, B
AT, z\'é”b‘b%’b&ﬁ?f%k:ﬁ/ut/)n—-/a/%ﬁ&k‘?‘%bh“ﬂifm\o ety 71
THRET WAL, BT, —ﬂ&&ﬁ@b&h@%%ﬁ&vﬁr LRBAShBILLHB,
(ISO/IECH AK2:2004LV{ETE) ” (IMDRF 2 WG/N4T FINAL:2018 EFEIERLHAS}
BEAERSROR SAEEROBRRAI 34, 11—2),

“TReHrbkiiikne’ IMDRF/GRRP w,r,(N TR IS EHEL TS TR AR
REORRICESE, BE TR, B SR EET A REOENA R/ XILBDE
nr_wm;%ﬁﬁoﬁﬂ%xr o I R LRI, BT LR OBNIZRERE L TEIE

—RERIS m\m%wwé\_&a»ﬂmmn»a BostktfiAciey, SPLbRLEHE

ICHE A =/ A O BT, ORI BRBHAAE, e

%ﬁwbn—cwéﬁgfﬁfﬁ t%méné_&&é(mcc} 2020-6 — #iH(EU)2017/745:48

’/EECXcigo/sss/EEca)F*GCEv—aéné*‘fz_z\gaénaﬁﬁkamw BiyE

“‘%%a:/—vw;»ﬂ:fwmmﬁwm Iy a2, 5~Gr—),

39 https://ec.europa.eu/docsroom/documents/18027/.

40 https://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupMeetingDoc&docid=35082.
41 https://ec.europa.eu/docsroom/documents/17522/attachments/1/translations/.

42 http://www.imdrf.org/docs/imdrf/ final/technical/imdrf-tech-181031-grrp—essential-principles-n47.pdf.
43 https://ec.europa.eu/docsroom/documents/40304 .
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®  “ElTEATAKYE B, BT, BRICEE TR AMNLRERRICESE, BR, SR,
Y—ERZEL T, FEOHMICKB T 2ENR N OBREART —, 1 Bk i, &
LEZOENEERLEL T, HE—BRBICZITANLN TR L2 BELL TS, BT
Ak BEX, LTUSRDEMNICHEATEY Y 2—a 2B KT 5D TRV, ZZ CHA
T HRFEM AR, BT, ‘—RICBOONTOBEFER LBASNIZEbH S, [H
B:1SO/IECH AF63:2019, 3.18]“(EN-ISO 14971:2019E R - VRI=RPAMDE
B~ DA (1SO 14971:2019) 44, £Z3>3.28, p.6),

M EBRICERE T ORBERSRELT, ﬁ#&o&ﬁ!ﬁ&%ﬂkﬁiﬂé&ﬁﬁﬁ/l
a—varit, —f&mr“ﬁﬁmﬁmﬁ”&ﬁmmu\z)ei%z.en-cv\ "m;f_m “ﬁ%’r&aﬁm
B D 7 MSBETRINTORNIEE, %ﬂm*ﬁ%ﬁr&%i if_\ BRA~EEDR
RBRENRHBIH OJEUL.)X}~7’/7’321,’C':‘fxb‘ﬁﬁwﬁﬁm%ﬂ%tﬁ‘(‘ﬁ\ i
'6&#1@&@&#«5&%LﬁAfa&mﬂkmaéxmi ’bL\ %ﬁ%@&ﬁﬁ)‘c%k@}m@
AEBRENTWRNWE R DEETH D, éé%#%ﬁ#éﬁfﬁ{bm&ﬁﬂX&i%ﬂthgdv\'c
ESOMBRMNES B EIERLI=BE . “%%fﬁﬁﬁmiﬁ”‘c Jbéﬁ’?&?ﬁ*OJ EUTHI RS TRV

A, ?"*.i’é'lTél&kJ\Hi"a‘«\@ﬁA%ﬁ’i’?‘é\_bﬁtﬂ%&b\

Lie#toTC, Eﬁ%&%ﬁﬂlﬁfﬁ%@ﬂﬂ ?T*J‘é@%&féhﬁﬁ'd‘é&t)ﬂz\—:&—}‘/ff
—S T, BSOS ERCHE CEEORA 2 2TERSN PR, B
iﬁAﬁﬂmmfbbkﬁﬁ:’@ﬁ%@ EHZIRTILILCERY, T, BT~ OB

B éi’bé“%ﬁf&ﬁ*@”%ﬁﬁk]\nébﬁm%é

'C*Jb%“)?b) Xhti%" ‘3‘50)# REITONT, EKJ‘I“IFH%LE]\‘J‘Z)_&%:E ﬁ‘J&LL@m@ﬂ%AIFlﬁ
'—‘fkﬁﬁéﬁ%ﬁ%ﬁ&ﬁ%ﬁ%ﬁk&é

44
https://standards.cen.eu/dyn/www/f?p=204:110:0::::FSP_PROJECT,FSP.ORG_ID:63920,581003&cs=17914
CS8013F1D49765AASCDIE135F8ACS.
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4.1 FEBETBMDCGH 77N —7

BRI EH (EU) 2017/7450D 8 103512 LRI S iz E i S i/ v — 7 (MDCG) &13DY 7
TN—TFDH3F 2 ZAEEOFED F T, FHICETAMDCGY T /N —TF (T —F% T N—
7 2) ci%iﬁﬂsmﬁ%g%ﬁﬁmcmbﬁon%c ZDMIE, MDCCOILBIZ IV THAFROTEH Y
AL, BECOER, KMESEHR~OSROLMH, @Aﬁm_ﬁ%mmﬁ%&a i
EZRRNCEREZRETIZLEAHEL TS,

@ﬁkﬂg?éMDCG*H‘fﬁﬂx-—V&i %E%#%ﬁiﬁ%b EXJ'IUJIL;& "}//\—&L‘C) E(J‘I‘I

DOTERNI #4530 EF (B, %ﬁﬁ %Oflﬂ)&i “%ﬁx@ﬁlﬂ?%fw-f H&C’)I—M%
DRBEDOBRER" 115172 “ BRI E S 1V —7 (X03565) ”034@&"0)%7?‘5‘/ MPRSID, ©

Al

STHBH, ZOMRILA TS
(Stks) " TBHBHA, &

'cm @%} m?‘fﬂsksa:um)é XL BE S RN ORI EERE L ED BT
2008 IR, T, TICEPIEELAER, SRS, BMEE ., HARFIEBR
%memwﬁﬁwmaﬁa%uwm BN B B2 IIA T P R—ELTBHL TS,
ABHSliz._"ﬁ’s" @klwzlﬁlﬁﬁ%ém R B AR i Rk B R L, BRNZER
L& EBREN AR O, HEOSIIBENAF AT BICE A8, VT BB 2L
BB R AR L CHER T,

45 https://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&grouplD=3565.
46 https://circabc.europa.eu/ui/group/40ffa918-04f6-442e-b278-12e596c5¢06a.
47 https://circabe.europa.eu/ui/group/b47c1 365-18cf-4015-9bfl-f6al 46c 7232,

Page 15 of 20



IM S+

Innovative Medical

Medical Device

Medical Device Coordination Group Document MDCG 2021-5

BRLFEEHIR

KR CEE/BRAOBAENLOBBHBEZIICYRRENTVS, Zhid, ZRRMPHIET TR,
EFEER D FORELOTD OO BEE T ZBFR1OOFRLBREN TS,

EUR-Lex-EXINEA¥E~DT 72X  https: //eur-lex.europa.eu/
o BERMESEH (OJEU) :https://eur-lex.europa.eu/oj/direct access.html

BRINE S FRERRIFT: https: / / curia.europa.eu/

Eﬁ%‘k?é’ —-#£ 2 : https://ec.europa.eu/health/md sector/ overview
BIEDIES https: //ec.europa.eu/health/md_sector/current_directives

o ULV HIMI https://ec.europa.eu/health/md_sector/) new regulatlons it

o HAXVAXE:
https://ec.europa.eu/health/md_sector/new. regulatlons/ guldance

o FHROP—~_AFLREET T A https: -
//é€.éurepa.eu/health/md_sector/ marketsuwelllﬁnce-and-vigllaﬁce

o JHI#&SE https://ec.europa.eu/health/md_sector/contact .

o J#HT Y75 —h:https://ec.europa.eu/| health/md—sqqtgr/latest_update

E SRR B LB E S

https://ec.europa.eu/health/md newregulatlons/ overvnew

o  Hi{if :https://ec.europa. eu/health/md newregulatlons/ getting_ready

o HANA:https://ec. europa eu/ health/ md newregulations/guidance

o WRME777b—b: &
https://ec.europa. eu/healt md_n wregulatlons/publlcatlons

ERME-BODODED S 55
https://ec.europa.sit/ health/ op ,,_,mterest/ overview
o )/ ‘—7‘4 74K ﬂiﬁ?‘»f s ://ec. etropa.eu/health/md_topics—interest/notified_bodies

Eﬁ%—ﬁl?ﬂﬁﬁ%%@ﬂ*ﬂ%%
https //ec.turope.eu/health/md_dialogue/overview

Migcca—éwyyzv-7’
httg é/je;c .europa.eu/health/md_dialogue/mdcg working_groups

e https./[ ec.europa.eu/health/md_dialogue/international_cooperation

“Z RSO HFIRREL D FHEOEIA" I 351} 5 E RSB TS L — (X03565)
https://ec.europa.eu/transparency/regexpert/index.cfin?do=groupDetail.groupDetail&group
ID = 3565
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® CIRCABC (fTB, £ ¥, RO H DIz —ay R UEFRYY — 2B ¥ —) thttps:
//circabc.europa.eu/
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Documentation—conformity / ) E
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° i%ﬁ?:wfﬁ%*)'—/vh/x https:

-----
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- —%%93/42/5‘50 [ U] (EU) 2017/745):
https //eceuropa.eu/growth/single-market/european-
“standards/harmonizedstandards/medical-devices
-$54°98/79/EC [R UM (EU) 2017/746]:
https://ec.europa.eu/growth/single-market/european—
g standards/harmonised standards/iv-diagnostic-medical-device
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es/default; .aSpx - it
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e@%’%ﬁ@iﬁ""ﬁ(m@ https://www.iec.ch/

. ‘-E%Em&%ﬁﬁﬁ%ﬂ%ﬁ7r—ﬂ\ (IMDRF) :http: //www.imdrf.org/

*

C@MC) :https: //www.cencenelec.eu/

/ standards/ Sectorsold/healthcare/MedicalDevices/Pag

Page 18 of 20



