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WHDS, TV, e H ENEELE)S EU i B8 ASNVDRINC, Z0OReME T
G ~DBAD FREMIZBIL TSR ZRFHmZ1To0 DO ThDH, ZOHHNL, T A
NFIE (227 Ah BB AT LD FERME, 7L —F%) [ A —kF 2T 1T
B4 A8, 5 — 2O AL — L FL T, 524 HEhEE o flgE
(2T DL M RE DB AR L RS (BT 2 B E A N — L T D,

728, EU Al {ENE D HIZHER 2 NAVRS AL (ZBET2EM1T, B EhEREICIIE
BITEAINT 5, AENEREICRE TSRO RGNS i % Y T 527D
23, EU AL{EIZ, B BEIS IR T D0 ROIEENRANAV AT Al VAT KT HH
HEEDIALZEZ R L TV RICIIE E T O ERSHD (ks BERAL 77 (E
HAZ ) |2 B9 AE HiX, EU Al 1£® Annex III Point 2 128 £ CTUWMA, ),

SHIZ, EU i, HIR DI R PHFISIRNED T T, Bl O O BRI HE Ra Y
Tl B BYEE B HERIBE A ZIREL TV D, BEAFAILL T, ROLO
VYOVl

«EU #H] 2019/2144: Z0O AN, BEMbS-ITHEH 25 <o H BhH. R mh 13
BT 2B EED DD THY, et OPEHIC B T2 AR
TW5,

EU Al 2022/1426: ZOH AL, e B ENEEEO B FREITV AT A
(automated driving systems: ADS) DRIGEFEIZ DWW T EARHIZHEL T

22 https://unece.org/media/press/368227

23 https://eur-lex.europa.eu/legal-content/EN/PIN/?uri=PI_COM:Ares%282022%292077610

24 https://eur-lex.europa.eu/legal-content/EN/PIN/?uri=PI_COM:Ares%282022%292667391

25 Regulation (EU) 2019/2144 of the European Parliament and of the Council of 27 November 2019 on type-approval
requirements for motor vehicles and their trailers, and systems, components and separate technical units intended for
such vehicles, as regards their general safety and the protection of vehicle occupants and vulnerable road users.

12


https://eur-lex.europa.eu/legal-content/EN/PIN/?uri=PI_COM:Ares%282022%292077610
https://eur-lex.europa.eu/legal-content/EN/PIN/?uri=PI_COM:Ares%282022%292077610
https://eur-lex.europa.eu/legal-content/EN/PIN/?uri=PI_COM:Ares%282022%292667391
https://unece.org/media/press/368227
https://eur-lex.europa.eu/legal-content/EN/PIN/?uri=PI_COM:Ares%282022%292077610
https://eur-lex.europa.eu/legal-content/EN/PIN/?uri=PI_COM:Ares%282022%292667391

WS, ZORANT, HATE A LEBRFINAIC OV TED TIRY, Ei, Hefy
ERFEDTAZIRE L 2N T DLV BRI O ZAIT > TN D,

«EU A 2022/2236: ZOH AL, AFEBEDIRONT- 584 HELHEIREA 5 e
Kk & 7 FEE O B Z RS A AN B A B D TUD,

b. VAKX LN

B 8 i A— 2 — 13, B AGEE R BUS57 D I 2 i~ O S A fiE A 3 558
EEBIT, LUFICEd o EHA R E T DL R DD,

(1) S ENTV AT T BAA MBI RO T IAT VAT — DT — T 5 a
DEEBINWE Y RV A AT A

(i)  FFICHENERT AT A (ADS) 21 2 72 B 23 B _E o2z RS LONE
FFEEZG 2L QDI LA R T KRB L O E Tt

(ili) HHEOBRBIOAEESERIZHIY, 74 FEELR T o A, Gk,
B UGE T D HIEE R T 53— R — R TR T U RB L O A
=N

H @3 ORI AR B35 H] ((EU) 2019/2144) . HE8hiEfiRT A7 MB35 HI
((EU)2022/1426) . BLOFATHHI (EU) 2022/2236 @ F Tl B~ R AU, %
BT NF A BIRar T IAT ARG T HY R AR L TO BN
HESH TS, LvL, ZRHOERITIEIC (1) JSHL -~V D% 2B B4 2808
MEFRE, B (i) THROERZRTHY, FFEOTFEEHETIHDO TR, A= —
DN DLRB I RNIART Y XA N T L — AT — 7% 8D IHTHEE T BTN T
—EDRHME R TD, ZORER., BHMRIL, BHEOEBHEEIZIEDWTRE
AAEE AN - FEHE L >->, EU ORIAGERE Y BB ALHEA S/ T UL b7,

c. T NL—F—LN)L

EU IZBWTH., fEkIL, Ef D4 L —Z — | 1ER T2 Tho723, 564 B #hE
R OB LT, 2O AR —%— OB &ITIE KL, BEEI T AT A (ADS)
DOEMAICETEZEHIMEESCHERL G ENDH Lo T,

PEFD BU IZB1T 5554 A BnEiREIT T 288X, &L T, PR Ext %
ZERELIZHOTHY, IENELO#EEHMEICHE ERT 2T ESILEN N
T lz, BlzIE, BEE 2 & oA N —2— 2L, VAT XA N AT b
AT AL, BAERIZR R MG TR T (Cfault items”) 245 E 52 EICB I HEAME
Wl A2 ENERENTERY 6, F- A —F—L, FDOLH7KIpC B 5

26 Commission Implementing Regulation (EU) 2022/1426 of 5 August 2022 laying down rules for the application of
Regulation (EU) 2019/2144 of the European Parliament and of the Council as regards uniform procedures and technical
specifications for the type-approval of the automated driving system (ADS) of fully automated vehicles at Art. 2(7)
among others.
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A w I D7D O 7K & xS R 2T L CL R AGRREO M 2@ T Tl
BIZOWTOBREITORIT VIR0 ES LTS,

(iv) R[E
a. ZFL~N)L

HENZBWCIE, B B8hEis B2 56 95 B #hiElis B 74 (Automated Vehicles Act:
AVA) 3 ESH, 2024 4 5 A 20 BIThE TSNz 27, 2o T, BB E B2
HOERLOFE T EHOGRRERI E AL $E kO AGEIEO M A2 55T 5
DTHD,

AR IR, G v RUAUR, R OF R —F — D&KL~ )L OFHREIC B T 5 3
1% 78 8 DHE R ITE i K A TSI TOD 28, [RIEIZEBW T, BEIC, FRREICEE 5
— B FE S L7 B 07 HE D b, ﬁﬁfizb%\ R E X, 2400 B BhiE s
(ZBA3 25 a 3 e E DB A 7o T G I, EBEAT SOV T (1) fE)
Z. X (i) —fAxAYIZFF AT (authorization) %‘f‘?‘é\_kﬁf‘%éﬁ B ZOFFICHY o
T, ROFHE GO T HBERIZBE T 23R 272 L D 9 21 68
FE L CTHBMICLART AU B0 2,

o 4% 1‘}&%“ OEVEOREIRD . NEITEPEE R RS (user-in-charge) | &
[EITE PRE JERIESY (no-user-in-charge) | DWW TH DD,

o HF%EER @E@Jﬁ/ﬁ&U\fﬁEjﬂﬁ

o CURKHEEEIC Ko THHEMD HENEER AT 2B A - L TWnd &
iﬁﬁﬁﬁﬁ##ﬂﬁfé BRIZS IR L 7250k,

7ok, HENEESHE L B EEKREICIE, PLEOFRFR O EAZES T 5 LRI AR
ﬂiﬂ“%ﬂl‘%fﬁ@ 3(75)30 }FIJJCI:IALAIJ Fa'eﬁ“%){%/\% E%b@%ﬁﬁﬁ k—@ ﬁ‘%) iy 9 E
BT OMERIPFROLNTEY, 4%, BAIEORESCETNAIND Z ENA
AEND,

b, THEZAAN)L

A ENEEAHLIE Tl v RO A LU B SE DEL T, IRD IR BN ED
nTng,

27 https://www.gov.uk/government/news/self-driving-vehicles-set-to-be-on-roads-by-2026-as-automated-vehicles-act-
becomes-law.

28 Automated Vehicles Act 2024 (“AVA”), Art. 3.

29 AVA Art. 4.

30 AVA Art. 5.

3L Art. 91.
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] H BhE RS 2 K (authorised self-driving entity) 3*

] B R A S AU B R R, B ENERR B OFF AN 72D YR
D TR AT B BhiE RS 3 R LU THRESIAIE A SUTF R DBFET DD
(ZFF AT B R S22 T e B 7 e ST,

ZL T, ZOFF A B Z RIS 7o Tk, OFF A H BNEfiF 2 AN, RS
- B B s o )N B BER B DR BR A AR T T D e A M R T oA
IR BATZ AV, 22D, @>3) FEHIARL, (i) BRI B4F T, (i) ODE
AU R T ZENMTEDHEW) BN EERIND I LRT U B 0
EENTND,

C. FNL—HZ—LA~N)L

EITEHEIERIRAEITE (no-user-in-charge operator) >

[ B A B A S AU B R R, ST A R R SR ALE T DRI
BAI2HLE DIF> EA T B IE R A ETT (no-user-in-charge journey) X%
ENEATOHEMICEA T AEMIC OV TOREEZEDDHIEN TELHEIN TS,

Z LT, ZOETEHEE IR FALETE OGTHCBE TR AIZED LA,
HIRC . LIAER, O i 22 0 T E T B FE R R ALE TS S, TDEEO T T
DOIEf T FLE FER A T TP A U7 BIE O R 0 M OSSO W T, R HY
REEEA, 22, @3G) FEHIN EL, (i) MEIRREN BRI T, (i) OO Eff%
WEONZRTIe T ZENTEDLEN) BN ERIILDIIZLRT T RBnEEi
NQAYR

F7-. ZOBEITE A IERRALE TR IOV T, EITEFE JER RAELTIC
DUWTTEGE (overseen) | 755D LN TEY, BENERE L B BFIRIZ
BB D FRD LIV TNDN, BIREIZEB W T, BB ONEIZOWTE
DHBEKEICEDHANIRESNTEL T, BAEAMIZE DL e NEDREE N
B2 BN DWW TR B TIEZR W,

EITE F# (user-in-charge)

H BEiR A AL, B TR R LR, QYL B, R SN E T
PR [R) SRR HE (authorised user-in-charge feature) Z-fifi 2 72 7F ] &AL 7= H BhiE
HRHLChh, @Y EEREMEENL TV, 2> o, @YZHEMNIZEY, 2|
HTEXDIREEIZH DD, HlEZL TUOZRUVME AN Z WD 3 ZL T, 22 TUVIOIETE

32 AVA Art. 6.
3 AVA Art. 12.
3 AVA Art. 46.
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BRE R SRTUBERE L 1T ATRED —¥ D 2 H BhiE R A L | 780 O X[ 1 X iE S T3 7E
HRATHZEETRDREREZ B IR L TS 35,

7pF. HENERR W BT, E\ATE S OMEEMICEL., (1) 78BS R E
BUBSREMERN L CODBRICAEUTER S, (i) B BhiE s o) S s 4 E i T2 5
STHEC BRI, YRR FICB I DEiE IS I RSN EEEZ LT
[BIRET D LN TEIRN T2 LI REINZHOW T, FAIFEEEEZEDROEDELT
AYSRR

H Bt & —E X (Automated passenger services) >’

8RS HL A AU #5072 [E S B (appropriate national authority?®) 73,
([ BYEAR T4 A e F B — B A U2 ORI BT 7 AT (permit) &
B2 AN TED, ZL T ZOHF AL, #73— AN AN — R OVUSA 2B
THEROB AR PEfEiRT B0 UL, ETE B JE R RALETH O
#F (licensing of no-user-in-charge operation) (2 B35 %A V& 7- 7= 52
HTEMTEDLESN TN D,

ZL T, ZOFF AN Y 2o TR, IROIE B 3B RENRT LR B0,

o CHBHAICESE S EABRYS D 2 LS TE DI

o CUPHAIIESEF—EABRET DI LB TEDEH CUTHFIC
% L)

N E

o CHTRFADMESNBIDO KL (A%

LLEDFFRI O B O FHUIBRL T, BRI 2EFHEE O AR5 —E X
EATHOTENFF R SND Kz FrE 4 54 7 L — B O & 229 DB 013 h»
AL TR, B EST 277 F A AL 59 5 ¥, Fo, FFrlichT-
STE, BB {RT v — Vv — P —ERED WA LR s en #

o FFANCH T UL, EEE RIS ORED=—A OIS T 57201
HEIRE Y —EANLE DI FISNDRENL VST ZENZES T T

35 Department for Transport, “Explanatory Notes: Automated Vehicles Act 2024 Chapter 10”, p.15.

36 AVA Art. 47; ibid. p.30.

37 AVA Art. 82.

BZIUE, V=V REZAY T U RBUNOA RED BB & — AT 53 il &2 52528 a380 5720 D
XEThD, M Department for Transport, “Explanatory Notes: Automated Vehicles Act 2024 Chapter 107, p.45,
https://www.legislation.gov.uk/ukpga/2024/10/pdfs/ukpgaen 20240010_en.pdf

3% AVA Art. 83

40 AVA Art. 12

41 AVA Art. 85, 86.

42 AVA Art. 86.

43 AVA Art. 87.
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BN EEN M, i, WU T — AT TR — AR S OTE H 2 e BRI
GLIENTEDEENTND S,

(2) EEHERS
(i) BX
a. ZEL AN/

HARICE I 2 ERMESROFFRANICE L CiE, fEGE CoREBRIEN A SN
TEY, ZoRRBHEOHF T, EEERENBEROEIM: « BEMHEEIZTONT
DFEN 2 IND1ED, BIERT AT O FROE~R AV |k - WE~ RV
A v s DFEAERLE OB HZE I OW TR TON DA & 7o TN D,
EREERICOWTIE, EFEEEICET 57 7 A0 (—REREKR, SERER
BeER. mEEBHERERS V) IS UREENMTDbIL. VA B ERBIERNWT T A
—RRERERR OV T B, BRSNS EE RO O b g
Y A7 DNEL, KREEZTDDLZ & THE - ZaERHEHETELILDOLEL
THERENEDNLTND HDIZHOWNTIR, BEGRIEEIC X 2385E. U A7 R¥&E
W DD H DIZ DN TIEA B REIC X 2K (AR ILE I EREER
EHtE (PMDA) 2MT9) ICXkBbnE &N TS %,

EREIRICE L TlL, 7'r 77 AEBRESRICIR O T2 TOEREISRE 2 2~
ZHEARM 2B ONT THAREAEREARE ] NED LTS ¥, AR RIUE
IZBWT, 77T AEBREEICEL T, fFic, Q20 R T L2OFHM -
FHEt: - HREOMIR, QKRBT OFEINICKESRABOT A 7 A 70, VAT~
VA v PPN S R A 2 U B E S 5 72D OMEFR MK ORREED ik
ZEB LU ETONEROMREIZOWTOBIEDOEM, @Y A X—tF =T
A ~OBLENEFE SN TWDHN, EAREHEERIKIL, R TOEEELI MR 2

44 AVA Art. 87.

45 AVA Art. 88.

46 [RIEIRTE | L13, (20 8hE (ICEFEL TG 2 T2 A4 5 . b a2 CllER 7258 2 <,
DUFTRLGESE (L) ) 2L, AT AZ LT (L) ERpkEs (L) &2, T2 EL, &5 L, HLUIEEL, X
REEME T 0T A (EREEEROIHTar T L THELOEN), LLTFRIL, ) #EXGEE RREEC CTRIETS
TEEN), | ESHIUTND (FEBETESS 2 5555 13 7).

Y fREFRER NV T A1, EEREIRBE IR T A 11, 8 LA BRE AR 237 T A T IV IS ENE AT 5,

4B IR 03 2D 2 D 5 1 THOKFR) L 52350 2D 23 55 1 GRAE) . 23 %o 20 1245 1 (@ H)

49 SR A S50 3 TE, SRR 1748 3 A 29 B AR BE S 122 BT ER | ERESSSo WS, 725
P M OV P O TR S (T B 9 BIE RS MU+ — 5058 —THOME IS K0 IE A 558 KA E 8 5 R 3R s o FE 1 |
(TIEARTEFLNE |) , TS, BEPR ISR L [E B3 5k 23 (Global Harmonization Task Force: GHTF) (BRAEIL.
[ B = A B ) 24 J&3 7 4 — 7 A (International Medical Device Regulators Forum: IMDRF) (258 R ARTH) 23
2005 TR UT- R RIS AR K OSSN 2 7 122 38 5 D ZEAR B (GHFT/SG/N41R9:2005, 4 #T %1% IMDRF/GRRP
WG/N47 Final: 2018) Z3MEIEIZIB W TLE ST T2 DO THHESND,

17



BAE AN REMHICET 250 THY . Al DFHES RIS X - AR R SN
TWD DI Tlidzen 3,

7272 L. FEHEEOSTIOCALIEIZ LY . Al @ X 5 IZEFHICHEREZE 3 b Lt
FTAH570 7T ANEE L CERI LA E 2. 2 W E O3 iR E E
(IDATEN i EE) 236)E S vz S Z ik, IR ICIE S e Re 23 28 b9
L EPRHEIRICOWNWT, EREEEOWR 7 utw R 2T 5 2 & T, mdilkig oM
BEALICA DY THRIRICARABRDELE A AL THZDOOLOTHY | EE
R IR D RIE I OA&AGEHIE 2R L LT, Al OS2 E 2 mdERNEN T
W5,

b. VAZHAILANIL

PR O BRUERE O AGRZ S D11E, QMS Ea (TEFEHE L MRS Z I
e SR O LS B BN OV A O SLMEICBE T 584 ) 2. QMS (KA S (T
PRI 28 ST ARAN 2 W SR L o LS SO B IR D B 21T ) (K o
FEHECBET 248405 3, LT, GVP A4 (TEHEN, EIET/ S, LS,
RS L OVFR AR R A L S O BUE R L R E RO EMEICEI T 585 )) ST
TED B I A L2 BUEE B - AW E LSO OFMRRIAH 2 # i T A LR H
%o

QMS B4, EREE ORLEE Y XWE B O EE FIEEIC OV TED DHE
EFETTHY, EER2EAE R T D805, BRI PEEICRHIL
LB~ R A NV AT AT B EBEME TH 518013485 LHETH 4
D ENEDITHILTWD,

QMS 1AHIE A%, BUEIRGEEE . QMS B S 2 ETFT 5 720 DMK
BT 2L TEDLLOTHY, QMS BTIZED D IWEEHER AT LD
N ONFERI R TE SO, S0 - FRER O Y e m - RE 7 EQMSA S DORLE &
BSFT 5 7o DI B KRR O RH 2 B35 Z &0, MIERLERERLE - &
HEEE 2 ZOELZWMIEIZIT) ZENTED L) ICHEEICEET 5 & iz,
QMS B H DESFDIZ DI MBI NBERET 5 Z RO LTV D,

GVP &3, WIEMRGE LI ERES EIEICHEH S 5 e o 0z e2F 21T 5 b
TRED NS EELED DL BOTH Y, WERICEA N, EREGOME, A%

07235, — IO EBFEEI OV T, BERICIVARRIEEIIREIITWNDA, Al 2 W ERERR 2B 3 27KGR
FEAEI IR S CIIAFAELRRW I THD, 72771, R 17 EDDE T E IR BE SN TS TR A E B 2R
FERER RS 1 30, TN AR 2 U7z 2 G2 W S i A7 MBS 3 25l ) (B Fnc4 5 A 23 H
R SRAEBEFE T 0523 55 2 B) AVREN TN,

SUSRERYERS 23 52D 2 D 10 D 2,

S2HEMRIESE 23 5D 2 D 1555 1,

S3HRIETESE 203 42D 2 D 2 1 THE 1 B,

54 SHOMETE S 23 400D 2 D 2 45 1 THHS 2 5,
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PR OV EMEIC B3 5 FIHZ ORI E O E R H O 7= DIZ LB E W
(ZREPIER) ZIUE, BETL. ZORBEICESWTEREBIGRE 12T 51
WIE e EORLMROT-OIZHEREEZITO 2 & (REMRES) &R
RKOHBATWD,

Holb, WTHLOEDIZONTEH, HL FCTERME MRICE L T, fEE
o BB TR O REYEC T ORI HISEICE U TSR EREHAZ ED D H D
Thh., AlZFH L IZEREERICESRZEDETZ DO TIE R,

C. INL—ZR—LA~N)L

HENEIRE & (3820 . BUED Al 2 AWz EEEG (EAERZESE AT
L)X, HL ETEMICL 22 E2MMBIT oY — & L TE ST LT
B, DT, L EFEKGRE TEE] TBWTHWASA, 202 —%—
TERIRFEZRE L TS I ENNE L7225 35, T, Al 2 AW [EEES
OFFAICE S EZ Y T A L — 2 — L UL TORBIE IR T 2 BB DOiim D17
TEICOWTIIMERTH Z LN TE otz 3,

(i) 7AUA

TAVIZEBWTH, AREFRE, ERERO 7 7 255N Tl (77
AT (VAZK) ~27 72 M (VA7 &), Z77A 1 (i : @A 772 L)
E7TAM (] : R=AA—=T—72 L) IZOWTIiL, FDA DERBLE L0 D,
FEL LT/ 7R OEREGREZRGE T D 510(k) & MFEITIL 5 AGE Tl Tl 5k
ITHEzs & TFERICFSZE  (substantially equivalent) | & S X DN EAEINLD Y,
7L, AT NFE LR WG E TS, U AT ORREDNE S W EFRERIC
DNWTIE, FEHERE OB TOZEM - HMEERILST 5 2 LIk iR5E
Z KT %5 DeNovo il EL FHE SN TWA 8, Zhzx LT, 7 T A& I EFEE
FRERG LT D ONTIRATAFS (Premarket Approval: PMA) Th v > fEfH
B & DRRTOLRAME « HIMEZ RIS T 5 7= DI S A FFLO S8
510(k) & 0 bk & 2> T g 9

S5 EERTTE 17 45,

67228, Al 2 W22l - IRIE R AT 0/ I AN TEWZITHOEE1hL ., W - T8RS 21T) TIRIZERI©
BV, EREE 17 LDOTEZE | L TTh DL DO EOFMRENE 58 OB EIV RSN TS CERL 30 4 12 A 19 B
fHTEBER 12196 1 5),

57 FDCA510(k)(21USC360(k)), 21 CFR807.81(a), 21CFR807.100

58 FDCAS513(H)(2)(21USC360c(H)(2))

59 FDCA515(21USC360¢)

80 FDCA515(c)(1)(21USC360e(c)(1)), 21CFR814.20
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7'a 7T NEFEAIZE L TIX, 2016 40 the 21st Century Cures Act ([Z XLV, —
EDY 7 R =T IHONWT, BmERKME (Food and Drug Administration: FDA)
OPIWTCHIFI SR ETH N TEL L LS, Al BRSNS Z RN
EREGEZLHET LY 7 by =72 8, ERESICEY T 0L LTH]
bitTnsg o,

Z LT, BEREASROMEREICE LT, EREGS ORHISIE T, FDA 2NBEL L
Tarvkvrh2od b U (recognized consensus standards) 23 ED 5L TV D
2 20 Al 2R LT ERERHCE A2 Y TR EREOF R O W TIERT 5 2
EMTERNoT-,

ek, Al 2R LI EREEZIC OV TR, TTIREOEREEN RIAEND Z &
5. (HADIDATEN HlEIZEET %) TOURFE AT TR, ARRRIC
BREEIP Do a THEMOKRLZ AR L T 5 Predetermined Change
Control Plan (PCCP) ﬁ?'th@ 2022 FEATHRR SN TN D B

b. VAZHALAN/L

ﬁﬁ%ﬂ a DWTHNOERBFRIZEBNTEH, ARZZTLH7DII2X, AAREFER,

B (Quality System Regulation) @ 78 ke 232K & Eﬁh“@/\ 5, ZONE
”&@%QHIJ?,E = A (R L L7 WS BRHMS C©h D 1S013485:2016 & e b
WETH-T2M, 2024 FIZKIEN 72 Zh, 1S013485:2016 DO FEEFHAIA 1
HZ e Lol (2026 52 T TE) *,

C. FNL—HZ—L~N)L

TAUATYH, BIED Al Z W ERERITL, ER ’iéEfEﬁ%%%@Eﬁ?‘é
V=L E LTOMEDS T THY ., EBEFRITALZIT O eI, EadF (FEME
BATA %47 O A, HEMERM G 75» \%Ta%é (T 13 40) ., 5.
Eﬁk [FEk. Al Z W =BRESROFIRICET 524 XL —& — L~ ToOH
LF%T%##EX@H‘%E%@@T ([ZDOUWT iﬁ%mu‘jﬂé kz))‘(%fcib)‘oj’:—o

ST FDCAS520(0)(1)(A)-(E)(21USC360j(0)(1)(A)-(E)), FDCA201(h)(1)(21USC321(h)(1))

62 FDCA514(c)(21USC360d(c))

6 FDCAS515C(21USC360-¢). 7243, 2023 412, Al IZB 35 PCCP IZ2 W TDH A K v A K % (Marketing

Submission Recommendations for a Predetermined Change Control Plan for Artificial Intelligence/Machine Learning

(AI/ML) Enabled Device Software Functions) 23AZR S, £ Tik, FHEIZFE T ZENHELEXN A G0H (Bl - 52
BT — 20T —2ER BEEOLFE MR ik, 7y 7T — O FR) ERRENTWVD

htt s://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-

recommendations-predetermined-change-control-plan-artificial-intelligence

o https://www.fda.gov/medical-devices/quality-system-gs-regulationmedical-device-current-good-manufacturing-
practices-cgmp/quality-management-system-regulation-final-rule-amending-quality-system-regulation-frequently-
asked
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https://www.fda.gov/medical-devices/quality-system-qs-regulationmedical-device-current-good-manufacturing-practices-cgmp/quality-management-system-regulation-final-rule-amending-quality-system-regulation-frequently-asked

(i) EU

EU 1T, AL ~UL R DN R AR~ UL IZ BT, HENEIR O SRR, £
BT 7 a—F 2L CD, 7005, (1) EFREERICEHME U &, (i)
ALIZBAT2IHBIZHOW TN E T 5 EU ALIEICL A8 M ThitTuna,

FT. OIZOWNT, BU IZBWTH HARST AU A LFER, ERERICEEL T, EU &
JE R 2R Il (Medical Device Regulation(“MDR™)) (25> T, YAZ 3 FHIZ)IE Uiz 1l
DATHOITND O, BRIIZIL, EU E#EEHR] (MDR) 3 ESHHIAZHERZ T L2, B
KRR TIAT  ABEHEDNEDHILTIY, Class 1a LL D EFRBEARIL, 5 = FHHE
Th 50 A PERHAMHE R Z LD T IR AT O A PERFAG A4 3% (T 72 1 T AUF7R DR ST D,

BLEFE X, TG ~0OBEA%S, ®E ORI THISOELBHINTND
66, BARIYIZIL, IEE 1L, ZOTIG~DE AL, SWEE AT LO—HELT,
T BE HE B TR IEH E A i 9D 726D O B B R 1B BF (post-market clinical
follow-up : PMCF) Z17O1E>, ERIEEsOVEREZ AR L7200, Hili CE A F 457
ELTHIRE A S AT LEHEFRF LT UL b7 0 e, £ T, #@b7e® 0
PO T T, BRFICE A LIZVAT XA N AT D& B CUAZZEEL TR
A ESF S NDIRTEZFELR T DZENRDOONTND, Fo, OV AT A, [ERE
FRDVAY R LA & LTI TR 72 2 e E LRI~ O S 2 R 35
DTRFIUTRE T BRIR T —Z DI KOBILTND, T OML, VAT D E EHRR
PR OBLEF 2OV TE, B ICHOWT, TkEREICEVEONTZT —2 D%y
W REL N LT D EHBZ M TS (periodic safety update report: PSUR)
AR T Db ROLITND

Z0 BT, (DEU AIEIZE T, BRICRI T 5 H &L T, Annex I 0 TR A K72
RV —E R G K OR A RIp A —E R G ~DT 7B AL ZE S | O IR
DHLDONEFNTND,
a. AWIRERIIC 1D 8 IR —E A S e EE R NIRRT - ADZ K
BRAEREL, ZORTE B (R 5. B, BUE) 35729012, ARIEEIIC LY
ST LB b TREA SIS ATV AT A

b. LRBRDOU AT RN : 8 A D A iy ERER M ONEFRARFR 12 B 9 AU A7 3 Al LA kS
RIEDT-DITHHEIND Al VAT A

05Regulation (EU) 2017/745; MDCG 2021-24 Guidance on classification of medical devices
(https://health.ec.curopa.cu/system/files/2021-10/mdcg_2021-24 en_0.pdf)

% MDR at Preamble, at 20, 32-34, 48. Art. 10 (9)(i); (10); Art. 83; Art. 92.

67 MDR at Art. 86.
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CBREHNE R RAEROFHMIEE N T, o — Y2 —
(%‘T WG, EREXEEE ) OJRIE. KON, BAEEEREEON T —V%
OO Al AT I

NO

4

41

AR ERROWT OB TV —IZ5% 4 554 121E, EU Al EDONAY RS
ANCBT BN ERESNDHILLRD, bobb, BU ALEIZIEAT O E ki<
TR A XA T0, Z A BN LI 20Tl Zhatised
6%)@“6%60

b. TRZANLANL

CBRIFAEBHESNCEET S Al VAT ADH N F U AL EFERESLH A (MDR) 3
FOVEU AIVEORFED I EZ B L T R AP~ UL THEEES L CVD, ZRHDH
HIX . S AYEOMER B L O 2V - AR MEDOMERF 2 B L= EERB L UE
ZIEDH TS, MDR 36 LA 2 W H R a5 Bl (IVDR) Tl L G 2 Y
T HEBFAORRE & U7 AR RE S OB R DB TR, X TEU AIED AT
AT AT BT BB D3 H S D,

1. EREESAI (MDR)

MDR &, i B L ORENRBE A XL, [HLi# & &=/ (PRRC: Person
Responsible for Regulatory Compliance) | DT & 7551117 T %, PRRC 1%, UL T %
G EE BB OMBEEZ R T O E(LEAD, 8

o LU TDERBEIRDHIHIEEL G- THDZEDMER
o FNSCERIOEUMEA E S OHEFRF
o TR EAR (PMS: Post-Market Surveillance) 375 (D #5F
o« HRFZLOWRERBOBET

2. Al ¥4

ALIETIE, Al VAT LDOVAZZEESL S AL, EEREZR I FHESND AL VA
T LIREDNAVAT Al VAT KK, ¥ R AR~V TOME & B2 E D T
Do NAVAY Al [EFEBEEROIRMEF L, LT OREEED, @

o WEEHIATLDEA
o N SCEDOHERF
o TR ARIOW S MEREAN O £ hi

68 Regulation (EU) 2017/745; Regulation (EU) 2017/746, (“MDR” & “IVDR”) Art. 15.
% EU AI Act Arts. 16-19, 43, 49; Chapter IX, Sections 1, 2.
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o TR B DM (RkRERI 720 & Ve L O MO fElR)

ZIBDOHANZEY | AL 2% A L7 PR O BE - il & PEMER O MR A 3 LS 1L
Tl/ \60

C. FNL—HZ—LA~N)L

EUIZBWTH, A —H—ZEMZETHY, BEfEIZOWTHERTZE LRSS O’
THHINDZ LIS,

(iv) ZEH

SEENC T B B RSB D BRI AT, BUE, PESRIKILL T X /2 EU O
HURIFE 2 & OBITERISIC 5 5, ok, HEIE, EU 1T L5 2002 400 [E
PRk aRBLH] (Medical Devices Regulations 2002) [ZEESWTHE S TRY, =
IUCITRRERRED T2 D CE v —F U /HE b EEN TV, oL b, 2023
I OEEMEER ] (UK Medical Device Regulations 2023) 23l & 41, Al
T IR AR A B TR O T O OB O AN S D Z L L 72
Stz B, TOBHEBMICITDI, BAEO BU OIS < RGEH
T 2030 FE TIRAIZEIL SN DD E SN TVD,

BE[E O BT OIRHIFL A DO ER R E LTiX, ROBLONZET B D,
1. EU O#H 26 D817
BERD CE~—F 0 71X 2030 4EE TROLNDHEIN T, ZD%I%, UKCA ~—

% 7 (UK Conformity Assessed marking) (CE[EMH O@EEMHEL N= 7T
AT AFHIOPEAA) IZBATT S 2 EICedEShTnD,

Fo, FEROBOR K OHH Oz TREOTIGITEA S D EREGS O
VELEMZ EUDZENE L VEBEESES) IolcEHsSh, TZhnicid, Al
e ERERE L TOY 7 F 2T O A "= F 2 ) T4 ICHTHHE
HHEEND| L& Tnd 7,

2. U RZIZESWT-FRIEEHE

70 Medicines & Healthcare products Regulatory Agency, Standard: Implementation of the future regulations
(https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-
devices/implementation-of-the-future-regulations); Medicines & Healthcare products Regulatory Agency, Guidance:
Regulating medical devices in the UK (https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk)

"1 Medicines & Healthcare products Regulatory Agency, Standard: Implementation of the future regulations
(https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-
devices/implementation-of-the-future-regulations)
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https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices/implementation-of-the-future-regulations
https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices/implementation-of-the-future-regulations
https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk
https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices/implementation-of-the-future-regulations
https://www.gov.uk/government/publications/implementation-of-the-future-regulation-of-medical-devices/implementation-of-the-future-regulations

H[E O [EEMH s OFRGEHE 1L, EU 28T 2 0 I AL LTV D

7 v—7" A [EFE#EEZ (Group A device) | &1%, EU®D Class 1 @[:féﬁ%&%””
Class Ila O EFEMER. XITHLAALB R B CH BRI EEKSR TL 2R
U Class IIb OB YT 5, £72, 7 v—7 BEFEES (Group B
device) | &%, HUALMEFEHEER IR WIRIEMEEEEZ CTH 5 Class 1Ib
PEPRMESR . I Class ITT EREHERRICAR Y 45,

. HEREL Y7 Ny =T IN—7":

HENT, EEEESICHOOND Al IZEET 2 HH 0K E IS T 7= B p 7 #
A T Fx— AT N—T ORI A EZE L, 6l EOREZEIZ M 72 Y fH A%
{ToTW5 7%

. TAYVAROATZ EOEBRM L EE

E, @7 AV IR FZ L IRTEROFHEZER L, (b)AL (T3S T
X5 L ITIERDIERORIEAITH LRE LT,
(@) KEKR O F & & IHIERR U753

i TA TV A TN, EHMEREEET 10JRAOKRE? (ZiUux7T AV
HEMERLE (FDA) MOV 214444 (Health Canada: HC) &
WATL TiThiv T\ 5,

il. 7 AV A RMEIRELRR O AR A & ILE T, KRR SEETE
TGS LT R ER 12 B9 9% Predetermined Change Control Plan %)
FERLTND ™,

iii. ZHALOFEICEY, TV r—va v EBDERERAY L NT
a7 N =T DA RTAUBERENTZ, TV r— 3
NIRD 4 HODHT T —IZHHESN TN D
(i) JERT = v 71— (symptom checkers)

(i) BERFEFH Y —/L (clinical calculators)

(i) TH&as O AR TR 5 |

2 Medicines & Healthcare products Regulatory Agency, Guidance: Software and artificial intelligence (Al) as a
medical device (https:// www.gov.uk/government/publications/software-and-artificial-intelligence-ai-as-a-medical-
device/software-and-artificial-intelligence-ai-as-a-medical-device)

73 Medicines & Healthcare products Regulatory Agency, Guidance: Good Machine Learning Practice for Medical
Device Development: Guiding Principles (https:/www.gov.uk/government/publications/good-machine-learning-
practice-for-medical-device-development-guiding-principles/good-machine-learning-practice-for-medical-device-

development-guiding-principles)

https://assets.publishing.service.gov.uk/media/6537be725e47a500149898dc/Predetermined Change Control Plans -

_Guiding_Principles.pdf

24
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https://www.gov.uk/government/publications/software-and-artificial-intelligence-ai-as-a-medical-device/software-and-artificial-intelligence-ai-as-a-medical-device
https://www.gov.uk/government/publications/good-machine-learning-practice-for-medical-device-development-guiding-principles/good-machine-learning-practice-for-medical-device-development-guiding-principles
https://www.gov.uk/government/publications/good-machine-learning-practice-for-medical-device-development-guiding-principles/good-machine-learning-practice-for-medical-device-development-guiding-principles
https://www.gov.uk/government/publications/good-machine-learning-practice-for-medical-device-development-guiding-principles/good-machine-learning-practice-for-medical-device-development-guiding-principles
https://assets.publishing.service.gov.uk/media/6537be725e47a500149898dc/Predetermined_Change_Control_Plans_-_Guiding_Principles.pdf
https://assets.publishing.service.gov.uk/media/6537be725e47a500149898dc/Predetermined_Change_Control_Plans_-_Guiding_Principles.pdf

(iv) Bl T O 2L K O Fmi& TEA (field safety warnings
and end of life notifications) 7

(b) ALIZXIIET D X DI ~DOBEANIZET L EENEHFINL TETH D
T, ZOEHIE, THICEAINDEIOE M, A, WEIZESE
BE, BUENEERBSENLTEZ0T Y RTICRAEST-bDTHDLZ & 2%
AETAZEEAZHME LD THY, 1SO #Hks (IEC 62304:2006) (ZHE
KEnCTung 77,

5. BB
At OEBERBHENCOWTIE, 2025 FFEHIZEETETHDL EINTND T8,

75 Medicines & Healthcare products Regulatory Agency, Guidance: Medical device stand-alone software including
apps (including
IVDMDs)(https://assets.publishing.service.gov.uk/media/64a7d22d7a4c230013bba33c/Medical_device_stand-
alone_software including_apps__including IVDMDs_.pdf)

76 Medicines & Healthcare products Regulatory Agency, Guidance: Software and Al as a Medical Device Change
Programme — Roadmap, WP3 Premarket requirements (https://www.gov.uk/government/publications/software-and-
ai-as-a-medical-device-change-programme/software-and-ai-as-a-medical-device-change-programme-roadmap#wp-3-
premarket-requirements)

77 https://www.iso.org/standard/3842 1 .html

8 Medicines & Healthcare products Regulatory Agency, Roadmap towards the future regulatory framework for
medical devices(9th January 2024)
(https://web.archive.org/web/20240221112716/https://assets.publishing.service.gov.uk/media/659d3539aaae2200135
6dc3c/Roadmap _towards the future regulatory framework for medical devices_ Jan_24.pdf)
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https://assets.publishing.service.gov.uk/media/64a7d22d7a4c230013bba33c/Medical_device_stand-alone_software_including_apps__including_IVDMDs_.pdf
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https://www.gov.uk/government/publications/software-and-ai-as-a-medical-device-change-programme/software-and-ai-as-a-medical-device-change-programme-roadmap#wp-3-premarket-requirements
https://www.iso.org/standard/38421.html
https://web.archive.org/web/20240221112716/https:/assets.publishing.service.gov.uk/media/659d3539aaae22001356dc3c/Roadmap_towards_the_future_regulatory_framework_for_medical_devices__Jan_24.pdf
https://web.archive.org/web/20240221112716/https:/assets.publishing.service.gov.uk/media/659d3539aaae22001356dc3c/Roadmap_towards_the_future_regulatory_framework_for_medical_devices__Jan_24.pdf
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RITRDEBYTHD,
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() BEHEERE
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o FEEMR:
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R
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T IZEHEDNENITODH, HAR, EU, H[EHTIE~ R AR
VAT LG RREO R R EFIZE FNLTND,

» ARV —FZ—OFE] H A, EU, &ETIX, E5 . ABICE
HEEAEADIRD LIV TODM, T AU (V74 =T M) TIEZH
L7z BRI HLR S ClIsRD BT,

(i) EEHS
o] ;:I\:@llf_i:
» YRV RNV DORBNISCTRBEE : R AR DV AT DL~ 1|
R S i A Y Ry A I AV
» ALZFHAWZEREEROAE ST BITO AlZ V- R
IEERSCEBRIEEE I CLDERITADIEEZITOLDOELT
ALESITHN TV,
©) *Hﬁllf_i

= EU Tl BEFOBHNTINA T, ATEIZED ATIZOWCTESER
IRRAENRENTEY, Al Z W2 EREIRIC OV T, [k
RS TERBE DO BTN IELEIRDN, T OMDETIXZED
|yb sl EeAN AN

= HARST AT, Al BERTDEBEKIROIOICTIRZIC

T NCHEREE DA L T DB IC OV T, TR O MR
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PAAIT PR TR RN B DL E LA REL L0 1B IND &
BB AT LT BT Ol BE A E S TUA,

(2) SR DIRETERRE

KEFEORIGR L 2o 72 AV,MD OFEIEDIZ/NC S, ERAMNT- TE
—TEDNA Y AT % Al VAT A TS DT 20RICHEET 5 & 5
Z_Eﬂ%) %@7’;&) FD X Qfdf Al /ZTA%n'unEj—éw_x j:/\ %ﬁiﬁﬁﬂ
THEEDND, TOBRIZIE, LTOX S RimsIZ oW THRE T2 Z &R
VELEEZ HND,

() Al 12319 B EREE D HI E R34 A

a. FOREMIBE 2 B E 3 D Tk

<Q1> BFE B RIDOERIES AT LaE DI AEGDOEDLTEDN, Al VAT A
Xt DGR A LR T AT DI RmNN?

o Al BRICHET AT RIAL I AT AT AHEBRERELL T
ISO/IEC 42001 23MF(E, bodl, FOWNREIL, ¥ AP AV I AT 2% %
BELTEHDOTHY , BARR AT 0 — B AZ G ET 50 O Tl
v,

o HENH N ONEHEHLS 72&9: FEIZ 0 B BN ERRE DR A DT L CTUND
TTEFDIEDNT, Al DIRFB LS THTAGREERI FE D =— XN & £AHPE
ES BV —E R4 EF ‘iib%ﬁf})

b. N— R —iZ K BFRFEBSEBT T S SNE L 72 2 5K
<Q2> N—RE—|Z L HRFEEUGZ BT DU BHDDILE OFIFHH

o BEfF /zETn,buEH&fﬂ%?%{T FTHNTWDS B (B BhEL - PRI 12
BOTIEL AT EIZOWTHRERRERE AR D LD FH] (L, 73
AEDORI GRS ¥£ _Ob\f IS OVELY, FiL(i)EH, )

o LREDMIC, FISRRRERSGZ BB AT DB ERH LG5 1350

o EUAI¥ETIE, Annex IILIZHBWT, AL E O AV RIHE
AR EL TRY., #A MmO 3 2 KD D,

c. EBSHMKIC X A EE AN FTRE A &5
<Q3> FRAFD A% [E BRI CAH BE AT REZR: D L3 BER D[R F X1 ),

o LUDIF, ANHDEARDMEMRE | EZM TS RRDNAEIT O
TIEEID,
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(ii)

AREDTT A

a. FRED X5

<Q4> Al L0 —E RIZ DWW T A FRRED X Gl 3R & ),

e Al D7 T v 7Ry 7 AMECHARFREMNER E D | B 7 e
27 FERRED FIEIZIRA D B 5,
o MF T, XTI AL AR L —HX —DFEIX, 4T L b, -

Y= XABKRDY A7 ZEHZEHWT 5 LD TIERVWDO T, £TDHE
IPEIZIZIRADR S 5,

o LA MABDLEY a A FRHFE (Joint-Certification) 7° % £/
TOHE. EDX D RIGEHE T RE

b. RFEFEHE

<Q5> Al i oY —EADFFED B L L D IR E T ED,

o Al 7TV ZLADEHS NG, ZONFIZOW CHEBEEHEO /JE
U5 Z SN (EkRBO T 3y —H—T 3 — )L AT L
DIEN)

0N7¢~7VXN~Z(%ﬁE%%t@@$ﬁ#ﬁ e sy
OEAIWT ) OBFAEZIT O HE. 7 A FHIEICOVWTEE
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W95 Z EIELATHE Y ?

e alZFC#E D Joint-Certification ZEH T 256, w0 %2 FLHEIC
*U[ﬂfﬁ“j—é 0)73)0

C.EREDFA I VT

<Q6> Al /i oV —EADFGEIL, & DRF LT G-EN D&,

7 Joint-Certification E7 /L &1, FHARIZ I T DRFEDFEI (] : 7T A2 —) DR A MRA ST AT
L7 mkRE, ZOEEEA SR (B 7 FUR A a—T 7Y —ER) RS EH) _rf’*‘/\ﬂ‘é%Tﬂxfa’b
%o ZOET M, v F VAR AT A (ﬁ/\f/ij@toﬁ“g 292 ISO/IEC Kk &, Bf - ¥ —E I
SNOBUE AL B DL LT, BERFHRIEZ RIS 22 L2 mHREL T2, %%‘?%HM:OI/ \'C&‘i\ EY and
Microsoft, “A Joint Certification Approach for Digital Services and Regulatory Compliance” (2022)% 2 i,
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IZ L CHER 725 =X U U 7 &4T O DD,

(i”) it n].TZ%F*EIO)EU 7.3_

a. FRAERERRIC RO b S EH (minimum requirements)

<Q7> FEAEAEBI I E E R MM BRSNS, BARIIIZ RO b D AR IR D
BRI,

b. IS 1 RA~DOEFAFE D5
<Q8> FFEF HERIZEB N TEDIH R FE R 59X,
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Al#E 1 SEOEMEEHEICE T 54 HRE

T AAHIERA R, 2024 4F 8 H R COREDILEB A% T A7 by 7 HHAEICE SO THIIE L TRREIL 2D TH D, &
SETEHABOHFERENHIBLENLOFAE THY, BARNRETOWNE M REDRFEIZOWTHER T 55D Tid
Y,

1. BROBE
o ATOEICHNT, EFHEER L O H B HIZ OV T, ALV AT LRI EE DMFTE,

o fBL. ZAUL. bébd H B () PRI OV CRREEHIE NIEEL T2l 20 Al VAT
MIHEHSNAZENSAELTZLDENZ D, Z0 ET, £ EHT Al VAT LDE NIZHET=T 7T —h
DMTHILTUWD,

o EUAIETIE, 82RO CTH- T, BT EU i B = FBGE0RO LI THDH DT Al Z21#
TEHEE . NAVAT AL VAT MRS, (BATIEOFRBIINZ ) FVEDEDDHEFENBMNENDS |,
o 5. ARl VER - BB CEDILD Al VAT AZOWTIEL, ZL<DOET Al VA7 AAEICRHT AFREE] T
HAIILTURU,
o ZNHLDIFEHIZONTIR, JERITEARMICHTHESL (2T 47 4) BRSO TONTEY, VAT AL
FDIINRBEEENELEZL > THOWAZENFHELSN TV,
o ZIUTKL.EU Al ETlX, HEE~DORIFITINZ T ANAVAT Al VAT LA~DRBEFEFTHE T HZELL
Tl/ \60
o EE/R AIET/NVGLAHBE AL, 70T 47 Al Z9) 12 OUWTEEBIZ2HL I O A 2R TUONAIE - His A3 E 50T
Eo

UATVE Annex I, BRBOIZI. (DERIE R . Q)BT R L2215, QLU —ar HAHIEE S . (U7 MES. G)IBRFES . (6)ERMETE S . (7)E a4,
@)V —7 N =ARAL O)E A EEEFAL, (107 ABERHRL, (1) EFRHERELAL, (12)(R4M 2 W R B EELR (13) R ZEZ 28R, (14) " - =ik
DU B2 BE 9 A A, (15)23 - AR E A BRI, (16)AIERE &, (INEET AT A EIERA MRS, L (18) HBhH L O 2 (2B 32881, (19)H B
HOMATKFRIZEE T 28 AL, Q0)RREfIZEDZ 2 BT 5@ — VBT 281, & ENnsd,
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o EU, " [E TIIBECIERIHI A AL,

o HAARMNOFEETHIERSIOEADNBRETSZ0N, BRI NIEIZIEE > Ty, KEHDV T 40 =7 )N
Tlid, 8T —2OFWMEICE T 2RI AIREN =L OO, KEBEIEERTT V2R E3 5 e A
THIRE (AD VAT LD DE 4T X2 7 728 815 (SB1047) | (U7 4/V=7 Al Z241E) 1225\ T
1%, MENEPESHEEITRELZ2DICBE R -T,

2. REHR
<JLfI>

PL: Public licensing is required

TC: Third-party certification is required
SC: self-certification

PR: Public registration is required

UD: Under Official discussion

NA: None (7% %4 HIH/2L)

<Categories and possible use cases>>
Healthcare: Diagnosis, Symptom prediction, Surgery assistance, Personalized treatment plans
Mobility: Autonomous vehicles, Traffic management, Predictive maintenance, Route optimization

Finance: Fraud detection, Algorithmic trading, Credit scoring, Customer service chatbots

2 The following examples are not necessarily covered by regulations in each jurisdiction.
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Legal: Document review, Predictive analytics for case outcomes, Contract analysis, Legal research

Generative Al: Content creation, Language translation, Personalized marketing, Code generation

Labor: Workforce management, Skill matching, Employee performance analytics, Predictive hiring

GenAl ILabor

Healthcare Mobility Finance Legal Other Comments
Japan PL PL PL NA(%J2) [UD(%J3) |[NA
Act on Securing | the Act on Installment
Quality, Vehicles for | Sales Act(Flit
Efficacy and Road I 5E1%5) to
Safety of Transportation | hecome the
Products (GEMSEIXE | “Certified
Including M%), Road | Comprehensive
Pharmaceqtical Traffic Act(ili | Credit
§ an('i Medlcztl( B A0 ) Purchase
Devices (FH# Intermediary”
%) (J1)
EU PL PL TC/SC TC/SC TC/SC [TC/SC Under the Al Act,
High-risk Als will
Medical Type- High risk Als | Highrisk | Systemic |High risk Als fave to (a) register in
Devices Approval include: Als Risk: include: (i) h EU database, and
Regulation Framework Credit- include: (i) [ Notificati Recruitment  {p) perform pre-
(MDR), and the | Regulation worthiness. Judicial on to and selection,
In Vitro (TAFR) and and Commiss
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ILabor

Healthcare Mobility Finance Legal GenAl Other Comments
Diagnostic (2) the dispute ion, and (i) Workplace market Conformity
Medical General Safety resolution | publicly |decisions Assessments (CAs).
Devices Regulation assistance, | listed
Regulation (GSR) (ii) Generally, for Als
(IVDR) Election/p classified as high-risk
UD ublic systems: (1) When
TC/SC Autonomous opinion there’s no
Vehicles influence harmonized
Al Act (High (sectorial standards, then
risk Als regulation) Mandatory TC CA;
include: (1) i1) where there are
Public authority harmonized
assistance, (ii) standards, then
insurance risk Mandatory SC CA.
assessment, (iii)
Emergency General Purpose Als
response have their own
management) assessment.
US Federal: Federal: PL Federal: NA Federal: Federal: |Federal: NA  [Colorado: NA?
(Federal/other) | PL (xUS1) (% US2) NA NA “Consumer
New York Protections in
Federal Food, Safely Californi [City: TC for |[pteractions with
Drug, and Ensuring aUD hiring Artificial Intelligence
Cosmetic Act | Lives Future algorithms Systems” (the
(all medical Deployment Safe and
devices are and Research Secure
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GenAl ILabor

Healthcare Mobility Finance Legal Other Comments
subject to the In Vehicle Innovatio Colorado Al Act) (%
Federal Evolution Act n for US4)
permission) (2017) Frontier
Artificial

States: PL/UD Intelligen

Many states ce

including Models

California, Act

Florida, (SB1047)

Arizona etc. (% US3)

introduced

State acts.

UK PL/UD PL NA NA NA NA The UK
(UD?) Government’s March

UK Medical Automated The FCA 2023 white paper ‘A
Devices Vehicles Act | (Financial On July pro-innovation
Regulations 2024 Conduct 17,2024, approach to Al
2002 (Detailed | (Authorisation | Authority) it was regulation’ laid out
guidance of road addresses a reported the framework for
specifically for | vehicles for tech-neutral that the current plans to
AlaMD automated use/ | approach (Al new regulate of Al. This
products tobe | Licensing of | Update, 3.2) governme would take a non-
provided in operators for nt aims to statutory approach,
Spring 2025) vehicle use regulate relying on existing

without user- most regulators to oversee

in-charge/ powerful
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https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=202320240SB1047
https://www.fca.org.uk/publication/corporate/ai-update.pdf
https://www.fca.org.uk/publication/corporate/ai-update.pdf

GenAl ILabor

Healthcare Mobility Finance Legal Other Comments
Permits for Al the use of Al in their
automated models areas while following
passenger five broad principles:
services) safety, transparency,

fairness,
accountability, and
contestability.
Canada PL PL UD UD UD [UD Bill C-27 (the
proposed “Al and Data

Canada’s federal | In 2018 the Bill C-27 may | Bill C-27 | Bill C-27 |Bill C-27 may |Act”) is under

Medical Device | Motor Vehicle | be applicable | may be may be |be applicable |parliamentary

Regulations Safety Act was applicable | applicabl discussion and would

(SOR/98-282) amended to e impose obligations

under the Food | add limited e.g. risk management,

and Drugs Act exemptions for assessment) on “high-
require pre- AVs meeting impact” Al systems.
market approval | certain The definition of high-

(licensing) for standards. impact Al systems is

software as a Provincial pilot not clear but it may

medical device | programs cover Al systems

(including AI). | govern impacting access to
autonomous services or
vehicle testing; employment,
no finalized biometric

nationwide AV
regulation yet.

identification and
inference, large-scale
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Healthcare Mobility Finance Legal GenAl ILabor Other Comments

behavior influence,
and critical health and

safety.
Singapore PL (3%S1) PL (3%S2) NA (3%83) NA NA NA (3%8S6)
(% S4) (% S5)
Health Products
Act 2007 Road Traffic
(as detailed (Autonomous
guidelines and | Motor
guidance, Vehicles)

“Regulatory Rules 2017(as
Guidelines for | detailed

Software standards,
Medical “Technical
Devices — A Reference 68
Life Cycle (2019), which
Approach was revised in

Revision 2.0” 2021)
and “Medical
Devices
Guidances™)

China PL PL (Public PR (Must (i) NA PR NA
Trans.) have (encourag
“investment ement for
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GenAl ILabor

Healthcare Mobility Finance Legal Other Comments
General (1) Devices: TC/SC advisory developme | Registrati | (specific
registration Depending on [ (Private qualifications™, | nt in on protection in
requirements, | risk Trans.: Safety | and (ii) “file judicial requirem |Algorithm
and security Classification; | guidelines) the main decision- | ents and [Law)
assessments, (2) Practice: parameters of | making) | secyrity
for algorithms | Local laws (i.e. its artificial assessme
with (a) public | Beijing intelligence nts, for
opinion prohibits use of rnqdel agd the algorithm
properties or Al in diagnosis main logic of s with (a)
(b) the capacity | and treatment asset allocation public
for social services w/o with tl}e opinion
mobilization supervision) financial properties
regulatory or (b) the
authority. capacity
for social
mobilizat
ion
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DRETIN

Japan

% J1 (Finance)

A BALR IR MBI Ak Fe 1k ) CTALIZE A ST FTRERED S 8 | W2 B L 7= 8 GRERI ) DFEEL TWD (RIHFRD IS
(Al ZFIHA LI AT BZDOWTCOBFER 72 BRI ZENEREAT AT CED BV TND) 23, e flBIRICIITH—ikaY7e Al
OFIFHZEIZBA T2 1EBLH] (FERE 58 E « BBkl BE 55 13T R CIIfERE CE o Tz,

[&xmhT — 205 HEEE S (FDUA) | (BRIT0EmRRR - R E RS AN SN 2 HIR) 23, T4 ALJICBh#EL7-
[l AE R AL FEE NN R T 71 (2024 4F 5 H) KON &R E 2 381F 548 5% AT OBAFE - FIRIZBE T2 ART A2 1 (2024
8 AVITAERLIEN, WIS FREEENRE I ANLSINTZH D TIXZRU Y,

%J2 (Legal Advice)

V=TT RARA AL TIH L, WD) —H LT 7 (Legal Tech) DHH, [ EL v o — | LAtk 72 L DR
[ZDUWNT, 2023 2 8 HIZIEBE LT ARTA L DRSSV (EBE KEE B e NEEHR T AL 2582 7 200 45 B E 3
B —C AORML L LVEE 72 FREOBERIZONT)) B, V=TT RAAARITEDDD ALICEETHHIH| %D
WTCIIBIRF R CRERR T 22N TEDIE, ZTOHARTAL DHTHD (BLRESRTIE, Hfl o8 AL 2B 3 Diinh FrEk
TRSFLTUNRUMRER)

J3 (GenAl)
PRI AL NS 23 C LR .
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United States
% US1 (Mobility)

L~V T H BdE iR B2 B 35 F B RyEAE, 2017 4F 6 A 9 HIZEKSZL7- the Safely Ensuring Lives Future
Deployment and Research In Vehicle Evolution Act T2, ZOIEHIT, ZANEFIENELF— THLLEIZIX. FMNH
B EEE BT AIEEAHIE T HAZENTELZELEZHETHHLOTHY MM~V DIEFHE~DEZFV TS, o, Z
DOIEAT, FElE 20 L TR VER O 32 <> Highly Automated Advisory Council D% & % FE 551 T D,

(2% https://www.holisticai.com/blog/ai-regulations-for-autonomous-vehicles, ¥7=, ¥k ® JETRO DOV =7 %A hH & H:
https://www.jetro.go.jp/biz/areareports/2023/bcdf631c4ffdb352.html,
https://www.jetro.go.jp/biznews/2024/04/65d431a83da79f72.html)

% US2 (Finance)

ZOREES L. I EH 4 # )5 (Consumer Financial Protection Bureau : CFPB) & OV F {1 5= 4 fil J5) (Federal
Housing Finance Agency: FHFA) IZXILC, ZIHD Y A3, Al > — /L&A H L GEIIE~OBEFEfERL ., RiExt 5
=Tk T D NAT ADHF BT 270D T o =TT 4 T =T NG L, AT A /M T 57212 H B
IEENT- RIS & 7 0 AL Ml 590 Fe RE 95D TH D,

O RS TIE BERY FOMERZITHEL T, FEHR, 220, T TIA NN — DB ST A OIS EE 2 RH#EL ., &t
DEEMNE~DY AT R T HZENIAFESIL TS, BB, BEFOHHISC T AZ AN Al IZED I ASID
NEREIZTAZEN RO LIV TV S,

KRFED T FRCANH —DT 2—FT V= A (FIEL T, 2023 4 6 A I HEfi il £ ¥ 954> (Federal Reserve Board :
FRB) . # f T4 % R /A #1- (Federal Deposit Insurance Corporate: FDIC) | i £ 85 /T (Office of the Comptroller of the
Currency: OCC) |Z& > TIHITINIZH A X L A Th % Interagency Guidance on Third-Party Relationships: Risk Management)
L AL BT L O Y R OV FTREME LS B 5 SR HIAE (BIEL T, OCC DNV RT w7 TdhD Model Risk
Management (ZD/NR 77 TlE, SRATHNVAZRHIO J7 5w T Al 7 VA3 255 R vl aetEZ R 9559
EEAEITROTND)) gl TWD,
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https://www.holisticai.com/blog/ai-regulations-for-autonomous-vehicles
https://www.jetro.go.jp/biz/areareports/2023/bcdf631c4ffdb352.html
https://www.jetro.go.jp/biznews/2024/04/65d431a83da79f72.html

(&% https://www.skadden.com/insights/publications/2023/12/how-regulators-worldwide-are-addressing-the-adoption-of-ai-

in-financial-services)

% US3 (GenAl)

FEBAMGENC, M RET MICEOMTeHESE B K O RFEIANT L DIAT O SERR I DB R
SHEBENEIDEREEEOEREDOEMIIELEE) FREARTTHIEE2E D, ettt alT—D 7 vk
IV CERVICEGINDZ MR T AN RDLND,

(&% : https://www.nikkei.com/prime/digital-governance/article/ DGXZQOUC24 1 HTOU4A620C2000000)

x US4

[FVEZRIE, Al VAT AOBFE K OEMEE 2L T HERSCOR NS SRl —v X ATE—E A, Ef’?*f EA
2E DB NT, TAVIVRXLIIELSIREIZL > THEEE D2 B NE S T HZ 2l 572D I & By 72
/E%%?AD_E%EZJWL%)%@O EMKE’J L BIRE X, AT AORE - E BRI T AT — AV MR T DD
Z. B E NS A TO T2 D IS LR M A AT A REL T AL ENROLND, BlE &1L, AT LDY A7 E P
jiﬁjr 7Tar T AO RS, WEFAMAE T T IEDHIEDITN, VAT ABHEEFIC F%Téﬁ%m%’:ﬁotﬁm\ R E A
HEBF RN TH2E0, VAT AN T DEEH IZB T RRZ2 R BTV T, HIFICATRE ChIUE, AR
U CARIRE LS CAOS A E & IR T 28R DB,
Fo, BIRE B DI, VAT AN ERE G SR I LI ENHBA L2728 OA12IE, 90 H UINIZENER BIZHi%Y
AV HEBARTHIELEINTND, 728, MVERIITRRFFHEICETOARIEE N TELT ., AR B RICLSTOAHE

I ATHEL S TND DY, ZORFIHZ AT L TR, BAFEH K OB 13 B B RER 2 Ao Te L WOEE D RSN D
ZeEen,

(£ :https://www.jetro.go.ip/biznews/2024/05/f8314d21a2862¢13.html, https://www.perkinscoie.com/en/news-
insights/states-begin-to-regulate-ai-in-absence-of-federal-legislation.html)

40


https://www.skadden.com/insights/publications/2023/12/how-regulators-worldwide-are-addressing-the-adoption-of-ai-in-financial-services
https://www.skadden.com/insights/publications/2023/12/how-regulators-worldwide-are-addressing-the-adoption-of-ai-in-financial-services
https://www.nikkei.com/prime/digital-governance/article/DGXZQOUC241HT0U4A620C2000000
https://www.jetro.go.jp/biznews/2024/05/f8314d21a2862c13.html
https://www.perkinscoie.com/en/news-insights/states-begin-to-regulate-ai-in-absence-of-federal-legislation.html
https://www.perkinscoie.com/en/news-insights/states-begin-to-regulate-ai-in-absence-of-federal-legislation.html

Singapore
%S1 (Health Care)

R FER% 2R 1% (Health Products Act 2007) 1280 AT Z H W2 ERIEZRICOWTH T A2 AR E NS TN, B
(ZDOWTIEHTARZ A (Regulatory Guidelines for Software Medical Devices — A Life Cycle Approach Revision 2.0 (April
2022)) °H A # > A (Medical Devices Guidance) TH} iS4 TUND,

3% S2 (Mobility)

[ e L D 5 A - BERIE BE LS DU T, B #5218 (Road Traffic Act) (& OVELEEIIZIE, 2017 AF 3 B 2818 (H &)
1##:) #5101 (Road Traffic (Autonomous Motor Vehicles) Rules 2017: RTA 2017) ) IZE2% | g L@ T bR FEE 2T T
CETRAN (Centre of Excellence for Testing & Research of Autonomous Vehicles) 237> TV 5 (EFFEADIT), T ANy
FNCOFEEFREPTHOND),

HIAEEDHDIZOWNTIL, 2019 FEIZ TR — LV Bk aEi% < (Singapore Standards Council: SSC) O #i& KAk Z 54 (The
Manufacturing Standards Committee :MSC) (2 H R — /L D& By FESEL (MTI) 2& F D > H AR — L4 ZE T (Enterprise
Singapore) [Z LV SLENTZ2 o HAR—LD SSC DD 1 ) 12X TEMEN- B B Hi i % B4 (Technical
Committee on Automotive) |Z&-> TS, AV 5 WFFEHERE . & 8B EET . BUFRSEI D EH THER SN 4 o
DU —F 7«7 )—T 2LV TR68 (Technical Reference for Autonomous Vehicles (Avs)) | EWVOE EFFE D REN TS
(2021 FAZHF DD TAHER) . 5% ERDODT =R\ I a2 IR L F I SNDZ LN T ESNTND,

% S3 (Finance)
P RLE I EE SR R B AV TR MEER,

IR — V4 E BER) (Monetary Authority of Singapore: MAS) 78 2018 4= 11 H IZ FEAT J5 HI| (Principles to Promote
Fairness, Ethics, Accountability and Transparency (FEAT)) Z7~L721E75>, 2022 42 A 1%®§¥1E$Y£%§¥ﬁbf:ﬂ“7/ﬁ ~
N N—% BRI 2L V7 —& BRI T o TS (F2, 2023 4 6 A ICA Rl A 2 3% 3l 154 E
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fi 3 DRI ATRE: Veritas =222/ —3 7 A (MAS FEORER 31 HEICL DT =V T L) PRATTHY —/F v hb A
xIhiz),

%S4 (Legal Advice)

AORIER EESF DI IEMRID BT BTV,

7283, 2024 4E 5 A R, IEHUE(E AT 7 BA%E T (Infocomm Media Development Authority : IMDA) &3 7R — WiEHE 2
(Singapore Academy of Law) 238 LWV KB S 557 /L (PLM) Z 3L [RIPEFE L., Legal Research {[ZB W TIEHL VK TFIE
THHIENHIESILTEY, 4 1%, Legal Advice 73 B ~DOHATE DO ML HHEL D LTINS,

(% :https://www.imda.gov.sg/resources/press-releases-factsheets-and-speeches/factsheets/2024/opt-legal)

%S5 (GenAI)

FRRIEM BRI IRR T DAL TUOZRUWELER (#2318 0D 2024 4F 5 RINEDET )V AL A /3T A7 L— LTI, third-party testing
VM k—’DU \Tgﬁéﬂ“@ O, —RINIRE KT EoTND),

2023 4 6 HIZIE #id 5 A7 ¢ 7 BT (Infocomm Media Development Authority : IMDA) & Aicadium (372 7 7R — VBT
S P& 4t Temasek Holdings 2 D Al VU a—3 a2 2341) 73 [ Generative Al: Implications for Trust and Governance] %
NFRTHEEHIT, FH | IMDA (X, Al DEEMEZREET 720D Al H/NF U AT AR T — LU =LY Ty =T —
VxR TS Al Verify DBIFELEBIC, AT OFELH ORI ZHEEL | I OEZECHH S R0 =—X &= 97200
AL L C, Al Verify Foundation D& /AF,

F70. 2024 £ 5 HRIZ, Al Verify Foundation &1F#EEAT 47T LD, ARk AL AT OET /L Al H/XF U AT — A

(Model AI Governance Framework for Generative Al) 23AF 4172 (2019 I EHEIE AT 47 BA%E T IMDA) SfE AfE

WIREZES (Personal Data Protection Commission: PDPC) (ZXZDHERTI D ATIZRIL TYERLS 41TV = (2020 412 Ver.2.0)
LB AL IZHTZ IS 7L — AT — 7 N R ESITZ)
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https://www.imda.gov.sg/resources/press-releases-factsheets-and-speeches/factsheets/2024/gpt-legal

% S6 (Workforce & Labor)
T BE D AT OFHIZEE T HEHHI S 1370 GERb RS TUVRWEEER) | — 72 fm BRF I (] 2.1E. Model Al
Governance Framework 2nd Edition (Jan 2020)) @ Fairness O H 1T AL IZ KA EITBWTERIFFENRAETHZ L~

DOECED VBN Z M IV TNDIZEE S,
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A2 EU:NAMURTAIDRATALIZEETS AL ZOEHDOHE

EU AL JEIZBITATIGEADEH DEH: .
B SR B L BRI BT ANAU RO

Socol de la Osa David Uriel

ARHETIL, () (EFEEEIHCESEZ Y TO EHE, KO (i) (HEERE|CHE 824 T0)
%I:)T%&U\OE%@ TR B R B2 DAREMEN DD Al VAT Lh T L%)\?“E.’ﬂt

M\%kiﬁéfﬁm@7m*’zx TE R TRNG, EU AL IEIZB T D — iR oM
% IOWTCHHT5ZEET 25,

FEDHTI)—D Al VAT LETGITE AT L5560 ALOFHIIL, koL, —&E
SO BB D FCirbnTng 1

1. EU AR ALl O—RREITNF U R ([FEIL, VAZ 5B IS\ ALY
AT NI THEMZEDTND, )

2. SERIOHESH (F 21X, EEEERICE T o EREEZFH] (MDR) 20, B BhiExs
B2 BT M ARG A B HI (TAFR) 3725, )

ABHEDOR G
Mu-ﬂa& B BIOBHI TR NAYRZ Al /XTA&LT@Eibﬁisz-E&Efﬁ&””
(ZB9% BU ALIED —fRAVEIFICE A2 E TT0D, TEVT 43 BRI BB

% AL, ZERE A OHLHIPEHH db.z.izm’ﬂ m%m AP TIL, EU AI /£
FESAFERRESF T REZBB L, TNORANAVART AL IZESN- H #hEiR O E
RS ORE R E R DI ASNI0E T B 5, 204238k 4H2 8
T ARBHRIZ . ~AVRZEEND Al AT AT ER S T AR ETE
LML, EBLMTTHHDOTHD,

TR IIIRDEBVTHD,
o EU AI JBIZEITD Al VAT LAOHME, MO ivd B #8hiEis - [RFEE R DAL
72,

! i& FARILO 2(1)(i) KO 22D EZ ],

ZHUZIL, Regulation (EU) 2017/745, OJ L 117, 5.5.2017, p.1-175 }2 UX Regulation (EU) 2017/746, OJ L 117, 5.5.2017
b)aiﬂé (THDIREFERR K ORI 2T R 2R A — IRAITHIRIL TVD, ),
3 ZHUZIE, Regulation (EU) 2018/858, OJ L 151, 14.6.2018, p.1-218, Regulation (EU) 2019/2144, OJ L 325, 16.12.2019,
p. 1 -40 } U Commission Implementing Regulation (EU) 2022/1426, OJ L 221, 26.8.2022, p.1-64 23 & £ (Thbi3 5
HRAEE — BN HS T 21T, B ENEISEOAIHE b:EWE‘JK%&LTb 6 )0
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o THRETONAVRT ALV AT LTETARGEER.

o HEAMIMPER (H MmN ROONIEE EF =B A LB E O
),

o BEESFEHIH (VA< RUAVN, NN DEEAR, HAfrSCEEETe),

EU AL JEIZBITH— R EH L2 DESFOT a2

NAVART Al VAT Iz Al VAT B BN OREEE, 224, SUTFEARPIMERIZE KB
EERIETVAIRGDHH AL, — RN Z I ANAVART Al B 72 END 4 K&
THWY BT 55058 (HEEIS L B (X, FFICERE DO T4 BT
BB R ZT DB NT, NAVRY Al VAT ACEL YT DA REMEDN B HHE
R E A CUND, Annex TTT Cl, F5E D Ak (B I A3 0 & BEOIRIRY A FEAT 22 L)
DANAYAT AL EL T RIGIZRR ESIL TN,

BERFHS . NAVART Al OFRBEE (provider) 13, NAVARY Al VAT K& THHIZE AL X

WY —E R BT 51, BINEE S DB TiZdhsd BEU T —XX—R [ IFDYV AT A
BERUIRIT U 70 (55 49 5 56 71 55).,

HETOWATEEE : EU Al IE TR, NAURZ Al OFRHEF 13 BERTINZ T, FERToHE
EYEFHl AT ORI TR SV ——-TdUE, THIBIE AT DRI THRT e b7
U NEE B LB ST S IH Cdh D (Chapter 111, Section 5)

o BT LVE FETOWMAMIHMEIL, EU AL EICED ST B ~DwE A M %3 A
THRETHD, NAVAT Al VAT LAOBREE L, AT L% EU OHBRICEA
TAHRNZHERIOE A MEFHM 21T ORI IUT7e B0 (BF 43 55),

o BETEFFMEITOEA: FRIOmE S MEFHMIX, Al AT LD 43 B8 A HLRK
(harmo-nised standards) DA &« 5 AR PLIZIS U T, S5 23 A H1790, UL
=B (Annex VII OFFAMi % S hia 98B T2 N A MRS 1) 12k-> T
1ToNDZEL72D (5 40 S~ 43 25 HiTSL(78), (123)-(128), (147)) .

o HATEHE: NAYAT ALV AT AOFEMRE T, —AYIC, 8 5 PERF AR
DOREEZUICH A PEREE (Annex VI) 2479283 TE D, UL,
Annex III, Point 2~8 (ZH|ZESITWAETDONAVRAT Al VAT L (ZH
WIXEEREBCEERAL 7T CORBL BT HEE VT 408
IZBITOFANE END, ) IZE IS, 72721, Annex 111, point 1 (EU V£
ST E D ENE TSN CODEMRGRGEICEE T2 Al VAT L) IZ
DWTE, BEA B (55 40 55) T 3LE 4% (common specifications) (55
41 &) WFELEL, v, TN ERICHE A SN HAICRY ., B & itz
1THTENTED,

ANAVRY Al VAT B T A REMENHLH OB T2 L0 FEMATTIL, #2502 1.2 5 M, F7-. Regulation
2024/1689, of the European Parliament and of the Council of 13 June 2024, laying down harmonised rules on artificial
intelligence, 2024 O.J. (L 210) 1 (TEU AL i) D% 6 &, RiI3L(46)~(63). Annex I X TN Annex Il H M, 72ds | ARIHK
ZBWTH SN TOLRIEFEL, FHICZ OB EZIIRLARVIRYD BU ALEICBE T 200 THD,
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o AR (NEAVEREMAERS ) IC K D5 M : A IS DIFIELI2 WG A
ZIRERITITE A CERWIGA . T E RS H TE WA
XL B EF LA A PEFEAT (Annex VID 284 BEL72 5, A REREEICE 4
% Al A7 A (Annex 111 point 1) (IZOWTCIE, BA M T @ kEE
fEHCERWGA . UIFERIITE A TERWIGAITE, FicZoZen
YT D, 1212, ZFOMDOETDONAVARY Al 2 A7 I (Annex 111, Point
2~ IZOWTCIE, H O aHMliD A3 RO B, A PERHME RS 2 B 5- &1
DFEHEILT2N,
o TuTADIEH:
o S PEREAMEEET . E A MERMIEERSIX BU MM EIC > THRESH
% (Chapter 111, Section 4, 5 28 5%)
 BEEHIR LB R A BKICERLTD AL AT A, EU Al
EOERE: K OEAT B ICHE AL TWAL D EHEES LD,
BAEBEORE T, BHOBRENEG 57282 THD, T
bbb AT, BN Z B SRR ER AR H L, BRIV
(LR, MR B S . FEY R, 2OMOFERERE L 10
TORESND, AL, Bk bSn-% ., EU B#RIcBiRs
NAHZEIZE - TIERITHKGRIND LD, BERKIF|H T
RWGE | REDENTODE S, UTEAMHEFRIZE T8
(BN R TE TN AT, BN & B 213 52 51 HI % 18
U CHOB AR Z R INL . BB A B BNTFEELLRWE S THE
ORI Z IR 3 DT LN TED (5 40 55, 56 41 55; mi3C(121)),
BEPEF M ONNE 2 JRRIEL T AR Al OFRMEE R AL VAT 2% T
(B AT DRNCE SR 21T R/AAED BB 16 55, 55 25 §), 72721, filsh
M, ZOBEEMUOFZERIES, HDOOIE, MOFERN EU Al EOFEHLE
LB EINDEENDD, BlzIX. Al AT A5 EU #4154 (harmonisation
legislation) (Annex 1) Dxf G L7228 M D22 BMEIZB T O REZ THY, £h
AN 5% A L | 2 B E 2 (manufacturer) D4 35 LILPEIE CHBICE A S NS
A T, TTIFICEASNIZZICHLES O B LILREE T —e R Ik En s
Bl id, BEF IR L L CORBEAI FTREMERHS (5 25 5-F 3 1), S
512, Hi AZESE (importer) . fi5E 4 (distributor) X174~ 121 ¥ — (deployer)
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