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Regulation (EU) 2024/1689 of the European Parfiament and of the Council of 13 June 2024 laying down harmonised rules
on artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 1682013, (EU)
2018/858, (EU) 2018/1139and (EU) 2019/2144 and Directives 2014/00/EU, (EU) 2016/797 and (EU) 2020/1828 (Artificial
Intelligence Act) (OJ L, 2024/1689, 12.7.2024) (DT AR CREERR) | 5%, ZORRERZ A=,

JESXDTHANE AT CELAND URL YL, FREDERDTHD,

https:/eur-lex.europa.cukelifeg/2024/1689/0j
[20244-7 H 12 ]

— i FH—
1. FREI(EU) 20241680 (A THREE) (SDLYT

HHHI(EU) 2024/1689 0> (COMI2021/206 firel) 1%, 2021 4 4 H 22 BICFRINZRE S SRS, 8
IR EIALIL (20210106/C0D) , FRakDiEFE CAB SN IECRICMEL TEF IS HOREED
FTEDM T T 202445 H 21 A (GF 35n) IR\ TSRO AGAE S 1T 1%, 20044 6 H
13 BIZRMNGESORF L OB HEEONRKIIDEL I TN,

ZD%, K LA RN IS A T HEDFSUE T EEAR %, 200497 H 12 H, EUE# E
THIAIEU) 2024/1689 L TARSHIT,

THHOFRHHUTLD, HRIEU) 2024/1689 73 e &D#HHI] (Regulation) L CHEEHINCESNHRNCE
[pavAB

FLAIEU) 2024/1689 DIEFRIE, ZDREUZHIFEIRSILTWAERY, T T AR (Arificial
Intelligence Act) | T, EU By B CARSIV QU B IEIROIEFRCTHY, EU B LTRSS
LI E, ZOMSFROFEES T ERO 52T, JAIIEV) 20241680 27~ 6D TE, ZOTAT
FNREVE | ISR OISR ZZEDDAVRL 3, BISCES Tl Artificial Intelligence | OBEFRELTIALZ
FHNTULDT, TANE] SV RS IZED DIV QODERESI LA,

FHIEV) 202411680 DOIEFRELTIE, BURER CIIERDSRROLIVA GEEL T, Bz, TAL Bl
T AVHR 728 050%, TAURBRE) EORRIE, BRI TH5ERITRRThD,

JHHIEU) 202411689 (LL FTAIE VW, ) 1, [RIVESS 113 4:12J0), 22448 A 1 BIZHER LT,
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2025458 A 2 Hivd,

55 6 5550 LI L OSRHIT D853, 2027 4-8 H 2 Ab,

(5 6 550 L T USRI 28705, 8 48RO =, 5 V&, 55 VIE, 5 VI &,
(57 T8 SABRQ X B, 5 X B, BEXIE, 55 X FHORSEEFONTES 101 5513, 2024 4F- 8
H 2 B,

AVEDTIFEZROPE ST, $255E (COM(2021) 206 final) D CRERSI TV VD,

COM(2021) 206 firal
htps:/eur-lex europa.eulegal-content/EN/ TXT/2uri=CEL EX%3A52021PC0206
[20244-8 H 20 H ]

ANEDNR A ERE IR 270120, ZO553E (COMQ2021) 206 final) 7217 Cldze, AlTEODRT
LOHTHIRSHU QD5 D7) DB E RS2 Rt FiF DB 0D,

ZDIIWIEEROH T, FIZIE, AL IVERAZES —7 (HLEG) |2 » T ERRS T E A
T&D AN fEREE F (Ethics quidelines for trustworthy Al [ X, FREDEZAIZIHD,

Ethics guidelines for trustworthy Al

hitps:/digital-strategyec.europa.cuenlibrary/ethics-guidelines-trustworthy-ai
[2024 -2 H 14 A e

Al IEORITSUTNOH CTRSIVQND T VXNV DE R E L SR A /S — 2 U7 1 OREH 2
T ZBE 92K Nt e OSBRF2 0D 1A (a regulation of the European Parfiament and of the Council on
horizontal cybersecurity recuirements for products with digital elements) |13, AVEDS AT RSHVZIRERT I
Fmh T, AEROMINIZ (COMR022/454final) DZ L4457,

FHHIZ2 (COM2022/454 final) 18, Al ELEET 2B EAH- D070 T, ANEDBMR G E7 oA
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FHIZ2 (COMIR022/454 firel) DIESTE, FRedEZAIZdD,

Proposal for a Regulation of the European Parliament and of the Council on horizontal cybersecurity requirements
for products with digital elements and amending Regulation (EU) 2019/1020
https./feur-lex.europa.eulegal-content/EN/TXT/2uri=CELEX%63A52022PC0454
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Z DI ARG e R T DT SDORE IRV EEAART 72 Clded, DA T, BU B E
TR IR IESUZHFL QA SCE EF7A 3R B (BRI ) O KEDRRVZRRHL, ZD
I RFSCHR O 750 A FoR DT D T RESE I EEC U G, ZOBEREER LI,
DI AR HERRS N =B B 72D C, ZOVEEDOBRPRAEI Iy GRALTREREOE
IERDII XA AT QU VD RTREME D,

W FHUZLTh, ANEDFSC(EU BRI I ARSI IE SO I IREE K OMEIERANZTC
1372, IESCOE IE 2558 5 OSEAE C I DR~ THE IE LD N AR MEETE L QD £
bz, 5%, EU B LTRSS IR (Comigendum) | 230, FSCOEIEDSBNNSIVD FTREM:
D,

ZDININANEEDDIREINT A%, ZOBERO2MWE RIEL, ZOSEROUGTIREA R 2
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eSS, RONEE NI EU BE# EDOIERREED/RIZID, Hi-C, BImE sHEE o
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2. BERERICHITHERSE

ZOZEFRTITE, Al TEORTC (reciial), 23 (artickes) X U1k (annex) ZFR LT, 72721, &6
ROFAFI I, IELFIHES L TOBILTARTDIHIUL
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ZOZERT, BXETH AEOFHIFIER T, INAGR THREER THR Y,

ZOZEFRL, BRI ERRA T H0D TdD, TPk, BT EERDTAERELT
EET_EHEFAUEEL, ZORSRIZINT, BETIREAA T &L AR,

ZOBZEROFUNBRUTUIFHIEL THEFRETDIEELTA, EAROEE T A AGE /20120
FERTCBIL T, et T ERREL,

ZOBEFRITIRIE TR, BERPNHLOME Y, £ TRETHD,

ZOEEFRIT AVVEOBERETIIN DT, ZHSDEFTOR TEFEMT DI LT T, MEIIGE
THBEAN TR CRROGEER A2 U,

FREOBE N Z B AAEBNOFRBA D2 UL 3L & T ORR OB 23107 I W AR E S VA
FRZRIL T, MBS T, BRI O E L SE | O CRtRZ Nz A= 2L,

ST ZRAREE BN AEPM T BL T, R ORI ZhIU
ZOJFSCHORRFEEEEONAEIN S, TR HIRIAL WEIK CRARE ThObDEERAY R A &
LU TR DT- DI TRERL CHOBDDMEZ T e, 12121, HIWra R TSI EAFHET 2,

JESCHRIZRRO AL LT3, JRRIEL T, ZOFHEFRELT -, FD7=8, ZOBEFRTPDER
TR, BEMAI & T 35805 STEIT 5, 7720, %o DOREFNBEL TS, ik
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3. SBERERIHELVTEELI-EER
Critical infrastructures

loritical infrastructures |1, —%Z, THEEEAL 77 | ERRSIVTUVD, FABZAVE CIEEDIINTERL TE,
L, EU @/iﬁéﬂﬂ%ﬁ(ﬁbﬁ%& Iritical infrastructures | & limportant infrastructures | &7 CEAi
TOWEDIEN,

FIT, ZOBEREED, A1%13, (oitical infrastructures | 22 1A I KZ2A 77 | ETA AR /A7
Z1ERRL, Timportantinfrastructures | 2 B8 2177 | S X EEAL 77 | LR LU,

708, BAEOBLEEFRN BT A EEAL 77 | O, FARNE, BU ORFEEHICITD
I critical infrastructures | AL &X S i g B8, 007200 7T, ZO4Y I TS B AE DRSS 7P OB S
KON BU EOBRENTE R OEE S OSERES LB QL Vi,

General-purpose Al system, generalHpurpose Al Model

[generapupose Al sysem 1%, A Al S AT L ERSIAZENZA N, TR, Fpdtfix 72 BRIODT-OIC
FERTRE 23 AT N IFHET AT, FOER T B LIV Y,

UL, —fisiye B AGEO RS U CO LAINE 12472720 M generakpupose Al sysem  HAFTEL, FFik7eH
WY 2 B BIOT- DI I TR YER IO BEHE 2K AT LSO TAET 5, &
Tz, ZOHEITIT2 gereral-pupose | 2 [T SFRE, (B oL D22 2B )
MIREAVEUASDZ LA E CERN,

EU EDOHIZIH1T 5 general | &V WREETZIIBER ORI B L LU TIRFTL TH58, BT,
General Data Protection Regulation (GDPR)L 2431 A gereral )13, U &V WEMZELT-720 N,

GDPR |ZED L FHEPHIZHEY , EU OBEERCISITAE AT — WU, FERIEEEEEN I T A A
T —A MU, PNR EEEEHE AT —2E 2RI 1, HHIEU) 20181725, F545(EU) 2016680, F545
(EU) 2016681 DID7BNDIEFA RS, Fe, ENROEZZ SIREEL BT 50 B L T3S
ZH GDPR Dt AV,

D=8, GDPRIZFIT5 generdl | X1, ZHUSHIDIE SIS/ L O%HEt GDPR Do e
UV AERUTZ AR E | WERLY SBT3, U IS WERE2<b 720,

ZHUTED 5T, 3% ClGeneral Data Protection Regulation % LA 7 —#581HI SaR-4 294U, &
DIDTFRE, FHEDBEZ THIHDINGRRTHD,

ZFLT, AEDOHETIE, BUD ALERETO Al AT LR AT USRS AD T, x0T,
et HIEY) 2007/745, AW IR HHIIEV) 2007/746 J OWEIHRRIIEU) 20231230 DD
RIS NS, AEDSEFISNDZ LD VB E ST DL AR RO VD,

OFED, Al JEIZIT5  generalpurpose 11, Al YED i FEIFED SHIETL Th AU Tz, ZHsoilo
ESDSERSNA B2 ISR UT- RO 38 ) A DB B T720
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ZIT, ZOZEFRITITUL, S0z T, Tgeneral-purpose Al sysem 2 [—fi% B ) Al A7 A ERRL, F2,
[RIEROEERIZIY, Tgeneraloupose Al Model ) 2T —fi% B ) Al BT /L | SR ZHTLTE,

2B, HAREEE, 1o, BIpDZ LR\ &3, Toeneralpupose Al system | T— %1072 H 572 Al 2
AT IERL, F7, [REOPRHIZIY, Tgeneral-pupose Al Model 1 21— 51072 H D Al £V LRSS,

Supervised leaming, unsupervised leaming

N TEIRERAN (AL B4 D585 T, —IS, Tsupervised leaming 1 28Tidn0 73 | L3REH, Tunsupervised
leaming |1 72 L8 | LRRSAUTU VD, 2 CHRESIU QOB N S, ZEREDH FHVRFE0H 1)
(I ARREAARE LRV WA 23 IO RSSO - L2 L o an8, BIECIIZ DI B g6
TUIEERVRRIRDZ N, INZ T, BABRFE OB CEE ATV QO DD G OE T —2 vk
FATET NOBRE L —E D, M T 2t 53 D1 O Cind, NEDOZETN NEDOAERFET
STUTRICZEETFATIDE, FOT80E, e 7T EAER TS L NEAE S ] U GRS NS,
H A N OVERED VT OIS0 FIZBU YT, 207 TAIIE LSS, Zhudz, 22T
T3 | &V WDREZ RV VAODIE ST Tz, NI T OBERIZ DI 7eb D12 SRS A el
DD TID,

— T, BT, FRBETTIIZR N, JVIEHEC S 203, BMOREETOSE Th>Th, TS
LEWOENE-FHE-RES 1% 100%4THRL, Si%Ehi) DI EHESIVA IO/ 2 BB CEOEMWIDRE 1D EOR
FRFSFESINDIDN A TS 200 TIRATHUR, BTN RZDIT D E72E8 TER N, [T FH |
LORRIZISIT AN L, 20l Cl37e<, MEEFZOEI BT DEFEIHO IO DA AEEL T VDD
TIZRV VINEEDA D, E DI85 DR FERROTBER R L, #dikicD HETIIaET,
ECITRQ AR

VL b EE BN BT, ZOSEFITHB UL, Tupevised leaming) 2 TEZEHDFE | LFRL,
lunsupervised leaming | - TS B2 L7 | SRR 2 HITUTS,

Notified body

Mnotified bady |1, FRESHERRDEHIEIPNHERS (competent national authorities) | 23> CTHREZS21T, 7>,
RN Z B e UGS i ATl T D,

Inotified body |1, FERKEIDT TBHRERID—FECTHVIFDTNESD, RIFORIREES 756 DR TR
F7 AR S notified body | 27257 EAMETESILU NG, 72721, (DR HEASCIF =)
T OB ID RO FI D, (BT Al BN XSSV EDM T A EDEES
ITND,

BIRERIZIV YT, A CTOREED Al Bl & OSBRSS Y —E RICBEIU T, B B
REFT R ONER: OB FTHO TR DA M B — DR R NS R SR AT - T - 95
ZHE, IHERATRECTHD, D7addd, BRSO HAENIZE T, Al JEDOH CRSITUADE
AT T DR TRE I EHNT AN A - R L, 1 DBAAELROL, 5% bE
URAEUTRALT D RGA T FEAE 2, iUz, HARENIZIW TS, RFEESE TS,
DIFFE7 LD IR OWFIERIRRE ME AR B L) U e 35 notified body | &
L COREE R - S D552 DI B2 HND,
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VI basEZ 7= B, Tnofified body 13, ERRCIX Mm@kl /- kMl LR s
1727,

L, DI aReEE VA6, Tnotified body | ZHRFSHU T VAReD C R/ 2T CAkRER
BT 25D TN HOER CHEYRRGE T30,

FIT, ZOBEFRITEBNTUL, ZOEMAE S5, [notified body 1% 5 /R SERRT 5
ZHIUT

Work-related contractual relationships

Iwork-related contractual relationships | &L CEE X UAE5-5 0D [oontractual relationships |13, ey BRI 2
EIFEE LOROFK IR A AT DI AT Qe TR S X 2 BIERE I D5 5D
PO FER T2 E DI I LT DE AT, TS, ERTZID L7225 0% K
WK IBHRL BT KB ThHD,

7721, HOEFERRT DL ORHEAE DT Con 200 Iwork-related | EZREL T DA
S,

ZITC, ZOSEFRITHTL, [work-related contractual relationships ) % T EF B EOZLIBIR | LAR32
LU, 22TV B U3, ERZIOE A% ST, TR AFRIIRESIVRN L OER
BOXRBTHD,

Democratic processes

ldemocratic processes) 413, 1S, RFEFRE HEBAREAR Bae7) 23l U (EZ e —
HREEIUTUNHEEZAHE (election system) (2420, FHEFES EHAHODL 722 BL DB Y FH AR T35
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00N, F-, [EFE EHEOREE S ThHNDZIZ, FD BT At E) SO THE, EHIcsMER
ZARART DD TN, ZDZEDPRITEZ DS (RT3 ) ~EFETHZEn0D,
Zhudz, Al {EaE, EU OFEESOF T, KRS EFIO I 7B ORI RS H 23T
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DB 72> TUND,

PLEDZEEEEZ T~ BT, ZOBEFRITR T, [democratic processes % T ESEAZNEFE SFR92
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Regulatory sandboxes

EU ORERIEN I 345 4 72447 D regulaiory sandboxes| 2MFEL, 7>, Tl FHSHUAHIEEOFIE LY,
WG RIS 7 AD R SORSRED B2 > QAT B —AYiREEZ S RO AT ENSEFSIR N
g;ﬂ)*’)}:ﬁﬁofh \%)o
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BRI, HOVATLNEE THDLZENT, UIRD—RE - Tlo> THRHANE I L8655 Tl
DOT(AAEDEIES 15K VRSN, DL THLL AN 2 LD T3,
DIIB5IN T, FFEDRRHINE T OFAARPLE S DI OV L RRy AT I RN E T2,

ANEDTFEFRFRZ R ~SHEZEE (COM(2021) 206 final) 07 AE: (Explanatory Memorandum) @ 525 13,
[ VKT, BAREH7L L RUTC, BRI, 730, IRELHTT2IHE IO H IR
Z XD Y B DT ZE RN S5, T D HIIDTDIZ, 5 VIS, BESHEROHHEPIREE
23, regulatory sandboxes ZERIEL, 720, iR, B M ONERI BT IS T DA oMk A4 i
DHZEEHEET S, Al regulatory sandboxes |3, TERESHERRODBHAEEAL DR CA B LT 7Bk il 5
WL DBRESH- AR, St e e il 27 OE S BRI A A5 | Lk < C
VD, ALEDHCIERITSC(L38) K USRI SN S DfiFE D,

OFY, AIVEIZEITS lregulatory sandooxes i3, TRFEDHIHNES OGTEAARILE T 2DHHIE bR T2 )
EVOIRERETZ 1A Db DTS, il 2 DOFZEH LRERKEIDBIR Y JREDORIOAE 2 DEEIZIE,
PABHERBE /- X TR 2R\ T, (RRICEE DO TRFEDIES DR ED S AR T
HZEDTED) ffex 7o MRS 8 % 5 5D T A FA T3 DT LD CEDEREA D DD L%
B2, Zhudz, Al HEIZET5 regulatory sandboxes ) & (B Ry 72 LaR4E, Al 1128
U Clregulatory sandboxes | 2% 7 HR S 23R IL7) Mz,

THZEblsandooxes |1, FEZAVAIREL T, [abRrSIVss ] V WH=a 7 Zatb > TWAD T, T
HURRYZ A I HITERU QOB ZEER 20D 20,

fthF T, Al AT S regulatory sandooxes | OFRHILES7Y Al 5370 HRIHIEU) 2024/1689
(DT AR TEZTH5E, Tregulatory sandboxes| &V VHZERIE, THHIEU) 2024/1689 Z-ARHL
T BRI A VD=a T 2t OB L ChEME ATRE Cind,

BTN, EU OIEFRD—FE Tl A (Regulation) 2 B3] LERHIL QU VDS RESCR G2, 30
SCEE) DMFAET D0, 528757831 CTdnd, regulatory sanoboxes |2 TR RAR w72 EFRL-CU DA
TV, DI 7fH DB ZDES 2D, SO FIEEBREL, ZOsIZBT2 BARReFlri X
WHTHZHTT B,

UL EOREREBEIIAIN BT, ZOSEFRTBO UL, ALHEROSERORERLTERALE
lregulatory sandboxes | DRREE CiD NEEY L RV 7 A ZETL, NER R 7R 12 WS ZET
L7=, 72721, Tregulatory sandboxes [{ZBEL, I B iREEDMFET DEEIT, ZAUTIHETHD,
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Staterment of conformity, declaration of conformity

AlESS 47 ZRFTE DT EU declaration of conformity | {233\ YTV Y521l V5 [ declaration of conformity | 4%
A HAI(EV) 2019/881 0% 52 2:ATiED [EU siaterment of conformity 11240 YV Wbiu TV V5 Tsatement
of conformity | DEE SIS, BIRIIEU) 2019881 RITSUBL) A mitA CEE CEA#HN TIIIR—DNE
ZH ML THY, REDI D721 T ChAL RS,

HIHIEU) 2019/881 (DBE R iz ThIIZH5Y Y Cik [ statement of conformity 12 Sl APES S22 LR LT,
Al 7EZ33137% [declaration of conformity |57, EHANC L FICAZL AMESAFE T HO/RD T,
PEA A= ] i g el
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Al IED T reaktime’ ) & reakHime HSEAEL THIFSILVTU D, UL, BASHNSERIRSIZIRD
IEXDEFEACH 3 545 42 75) T3 reakime’ | Tl37e< lreakime] ME HISHL QU G0, ZOE
FRIA S QOSEH IEDREIL 2D,

ZORER, AR OGSCHITFRAFL QD realtime” | LD FREN T2 T (ETEIRAUCES) FRGED—
FETHLZE T 0%,

ZOBEFRZBNTUL, LLEDINSF LI BT, AR T2 81U,
Market monitoring

55 12556 2 THE)D Mules on market monitoring, market sunveillance, govermance and enforcement 113, FASNZ,
'rules on post-market monitoring, market sunveillance, govemance and enforcement | DFERL CTdD, ZDOSETR
BT, 2D E TR 28U,

Al HEDZSCHC postmarket monitoring | "Gl Tmarket monitoring ) 23V YOV QOVBDNE, 55 15558
2IHODIToD, 7083, RV 77 ZGE I HIRICRAD 3%,

Sensitive operational data

ZAVET, [sensitive aperational data & [FHOOE T —4 | ERRL CE7=, LL, BEU BHIZI>TAR
SHVZIRD ANEDTESLOHIZF31T% [ operational | D FHEA A5 FHRE LTt R, S B0 80
ZH ORREEE S COONNEY AL I DICE T,

ZDZEFRLIK, sensitive operational data | %, TSRO T —4 | Cl372<, TSR E R 0
T —HERTZH T D,

ANEDORTCHNZHDRICRBIOE 3 OE EICBELUTL, VR, BIIOZBROUGETRE

DR o I 23 N S TV I N N I
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Relevant

Melevant || ZBEL C1, TNFTARLU CE-SBIRTL, HUCIBRHT2 S 3RL (&,

oL, ZECoORGE S RARS 2 CHBEHEERL CAT-E2A, BEU AT YT relevant) 23 VS
NHHA, BUZIBREL QU VD 1 WO T, YA S 3721 3SR CRsiv
BRFESHZ EELU QDI FA RS | A G2 B sk &5 | -1 THi
PG b F LTRSS L 2o QOVASSE) S S E 2 3B A R 2 LT
% | NI e a T A% G e S C lrelevant | 2 M FHSIU QOB REFTAN S N W LA B2
RE Y

FIT, ERIDSERICBIHFGEL IR, 0 AHEDSERIZBO TS, SUIR EF0tol
R ~EEANBIL T, (elevant) 2T BE% | 25 Qe k72 LR N 922 U,
[FREOFRE LY, [Textwith EEArelevance] DFRIZBIL T, HERTDSE R TI 2o7-iRET DD
\TEE LD,

PLEDOZHT, BUTEIZIBW TSNS BUIERSSEEICIRESNAZETHY, KEDIEEIGEE
OREIDEHESGET OV R Sed G EOIE SR 200 O Tho, HAEICRW T,
NS CAZBU TR D SUEL R EFAAE LT AZEOFASSE EL DL CRHIHE IV CE T
3, B TS, FIE U ISR S e DIEESGEDMFET DD THY, #it— AVl A S E
DIGELFEFEDMFAET D0 TR, EDI el s58iid b TRl ETEE HIFREO N PR
B H_REThHD,

ZDIH BB A T D201, ZN NI EREI R T Dty 7y FEED
J7eb D% (IR S HNET I EES D DOEFE ZR0) BT EE DY A R U T DL N T
TEINR, TR CTERBA Y R (=@ K O VYR IOMEELZR ) BEMGROAREAFREL- |,
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LZAN, AEDREEETE, Al AT L Al BT VAR DN 2 — 2 2T B R e
—X T T LD—FETHHEE Z TV, ZIUPZIT, YLD A A RE THH DRI
F2C AEDGREUEED WA ST,

L, ZDI75880%, 2 TOEHATEITHLE DT IS, (BRZ, £ Al DEH77)
BOARLE Al S 2T 550 Al B7 /LEDOBURZI T, FEZOLD L IR T D HYRPAEE L
ADIRATHDTH R,
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LU EDOIHEMAIZIBNT, ALEOSIED TRV GIUTY VDI source code )1, HEBEAFAELAF R
HDTHDHE VEM CZEE F2 TS ChH LB S DEAFR RN D, TDII7e 5, T
RNV 338 F ATREZ R SRENMFAEL QOB DI R T, SEERINHED KM ET DL
1727

ZOBEFRIZBUL, ZOIREN DI VT LR T, YR%STEN (RIS ME
TELZRNE VREIEC) 28 71 T SR S D572\ a5 SE CThHEL T, Ji
SLDOFFE—2a—R | LR BZ U,

Periodic penalty payment

I'periodic penalty payment i3, TSR LARSNDZED D,

UL, Al B2, BU OFTEHEIZIBW T TBEIO —FflE L TESH HIL TS [ periodic penalty
payment 1%, HANED BYEN OB FHFRAE SEODRIBSEH OFIED TR CEDSLIAES
U T A DR 2L SO THD,
— I, RIER ORFFRAEICRT MR E, FANOFAE EOEG O] 725095720
DIEEDHIED—FETHHDIZKIL, BEU O TEGEIZE3177 [periodic penalty payment i, (A% Eo
EHBSOIEA T2 357280 Tldre) ANE THA TBAE EOEIRIRREA RN T 27D B 0%
—EDNEZAEHIT DB FOSNAIEE DRI EDO—FETHY, ERIREARELR R, —E
HARAORS IR TR U CTRrEDNVAEEEN S, 1TBEID—FECTHD,
ZOATEENE LU COEE LM ATE, FTHIEDDHEILL CO IR S B2 0b D Thad,
:@ﬁ ENEL TOBESHAN A, — AN, 1TEGE EOLEEL U GRSV T VDA
HEFRCHDOTHLN, 1 [BIFRIOHO TS, EERED RSN A E TR TNz Hivala]
FﬁEl’J?ZtM)TEE)Z) G, O LEFROD) ik 3o T VD,

ZHUbZ, Al D, BU O TEEICI17% periodic penalty peyment e ISR G2 LR =11,
HARLIRED,

VIR IBNDZZFROH CRIOFREEE I =2 ebdon3, LD maZ I N TREL:

G, ZOZEFRITI T, periodic penalty payment ) 2 [[EIFHHIE A SHA ) LRI 28U,
72720, JOBURGEIMFET DEXT, FAUTIDHETHD,
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4. ITEULVEERFEEREL TROCUIRGSRRHEL-ERT

ZONELL EEIREAEE L TR EITRE AR ELT-BRT | | B T A TgiEr b o a X
7RNDTC, FNLANOEIMCEAL T, Bt H23H 70 H B O AR B LARIRE 1A BMELCA
BRI AU 25720,

ZONELLEFREEREL TR EIFRASIRHEUT-ERT | | U TSIV QODRL LR
FRCEIOFEAE, B HEOMEEWH IR, 2T BEU {EEOIEEMEEMELRL, 7>, £2TD
EU {EDUFRIRED— B AHERF 57085175 R T Z LA EE LT, & ADMEE<>
S HAE 2 IR IR EIC IS S5< B 43 B DT D OFEL (= Al YD IEME RN A
DO B AGE CRBILIZS) HET RETHD, ZOSERIL, TOBEOSELIDR
AR 2H07e0 T, ZOZEIRIE, [AFGER) T 23RO L, TEIRRTHM{GR)
THRK, SHSETHHERO—FELL TDIBER | LU TAEL TN,

728, TDIIHTe BU IEOEAEIR_E M K O WS SRooiiE 1E72 A AGERELL WA

1%, ZOBEEEEEZL D HBIRAN H 7y B E CHEI G HEEA TR, IELWERREIZIE S
TR 0D BB A FEMEL Tl D LA VRV Nl OB EED—Fi Chh, FL T, UL, W
HdD ALFIERDIH72 B BRI > C OISR 2 ThD,

*x 3k %k

HID'C(122)@ 125 it isappropriate thet, |1 3, FRMNZE BSOS F I SEIENEE T OHIBRIF LD

AT CHDZEDNILN VRO T, FAELRNCEL TEEL, ZDJINH-T-, ZOBIHE O is
appropriate that, without prejudice to the use of harmonised standards and common specifications, |13, TWithout
prejudice to the use of harmonised standards and common specifications, | & IESHVRTAUTARD720 Y,
THEUR STRODT, BERIHNT, IR T ORSIVORRSTR Y,

AITSC(124) D BI85 It isappropriate thet, 1%, BiNZE B0 38 C I E EVEEHORIFRFRI WD
BT CHHZENILATRDT, FHELIRNSCEL TEAREL, ZDIIN o7z, ZOFIEH O is
appropriate that, in order to minimise the burden on operators and avoid any possible duplication, |13, [n order to
minimise the burden on operators and avoid any possible duplication, | & TESHU R T AUTZS720
FHELRNST2D T, ZBFRPIT T, IR T ORSIVAR B,

55 10 SRIZBAL T, BREE RS T BB FMEEGRAEL TsY, BIFEDJFSIOFETI
R IEREUTIFEL QOB RTEEMED D, FHT, BRIV CNDT —4 (data) | kO —4F
v (data s8t) | A I I 0B [7—5 | O T —2 N AMERSIV QD ZEND, BIFEDIFSIOEET
I IERBEER D — B i CLES T VD,

SR (RN EER) ML QU HTEEE LA, (5 —2 852 b AR CEFEL
7o BC, BRI LT —2 ey N 2@ xS AR E LA LU TR, ff@RlDT —4 %
FXRGe - _REGHIUL, Lo KRS8 T DT D L ThoT-HHEESIS,
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LR35, HERF CECFRRRDSIA I, 130, FNEESI Z ARSI OFR O
B OHEGRDORIZBIT D IE SR ORI EEDE IV EEDREE DM D ThH-7-Z S TEIRL T
EU BRI C DA RSN IROE 10 5D IE TR, Wil OREA 2 A Te>TLE
STV,

FIT, 10 S TL, ARLL CABIN ISR U A BT3RS0, #
DE T TR ZHcU,

55 27 556 1 TS Nikely 1o have an impact on the categories i 3;, (likely © have an impact on the

fundamental rights| (OBF 725850 Cihd (RISUOB) S IR) . BIAEDFCO FETIIIEAN AHEFN B3
S IIA S T CEIRa > CLED,

FITC, AEN RN RS RA LT RS2 HICL, EDEFTE K O iU,

55 31 555 5T T, Ithey ) OFNAIZEAL T, BESE RV TGI8, D SRSEDO BRI Tt~
CHHIZERHT 2721 C, ZOINTU TARRSIVARR U T, TRALRTIUL, 5 3L 5
5 5 THOWNAEMRI I\ YGEfiFA 52 2 FTREMEA VI VROEN \, ZOIH7 AT DRI,
55 315 S DI DS EET N BRI ZHY, FEUEL~LORRVE G s,

T T, GEIRERI IS, Tthey 73 a conformity assessment body, its top-level management nor the
personnel responsible for carmying out its conformity assessment tasks | &-F5 3 SRS T AU T 2072\ ME T B
LT, IZ2nn0d | S0 - g ZiRE320Tlidzel, 120w A MERHIRHARS ) SAf-> TR
T UL, FOERTEIK AT ORTZHIU,

5 58 2545 310D in particular SMEs and startups 1, BAE) N CREEE /- HEIEIRALU D, Tin particular
SMEs, including start-ups 73 IE LY Y,
ZTT, BENTIRIRUISAE R IR LT S HZ 8L, EDEHTE K A OR T Zh U,

55 60 555 4 TH(A)D Negal representative |1, FE)NZREFL Cvd, Tauthorised representative | 3 IELL Y,
LA RPRE DS MRLAE R EIPN T\ T @ ClooT- L Ch, ALEDSS 3556 5 BATE
79 authorised representative ) | Z3%24 35D C/RTAUE, ALTEDSE 60 5555 4 THANZED DI
G FORBROVIBDOFETLF DTS SEMEEDOBHR IS\ IS GEEL 252 Thd,
ZDORUE, AR (subjects) DITEEREEADBTOL AN TR 0%, AR (ubjects) DIEEEEAD
GRS IFAE R E O —IES (BRI L TEDSNAREZETHY, EU JEICE>TED
BNARELED TR,

ZZTC, BN IR UTAE R A SR U T3ROS D2 LT, EDREIE K 7 ORT 28Uz,

5 61 55 1 7E () 0 legal representative | 1 3, BAR N CREC T, Tauthorised representative | 73 TELL Y,
55 60 5555 4 THA)DOTA LlRIER, BB TEIR U7 SR I T3 OCE§-AZ 8L, 2D
SR ORI,

5 65 5525 6 ZED [ The standing sub-group for market suneillance should act) i3, IS NZRERE CHH5, [The
standing sub-group for market surveillance shall act | 3 TE LV Y,
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2T, AEOARIRLIERA ST FOCE T BIHEL, ORI ORI UL,

55 TA SRS 12 TE 135G 10 SRERICHI-EDMRIEL TU VD,
FIT, F TASRES 12 HEICBELU L, SRS UCTAEHIN AR U A bR =i 452k
WL, FOERE KA ORI ZHIU

445 90 44 585 1 5000 (shall aupply the information requested) 1, (145 4B ONAIZE 5 I8 2 S
DRI, BASANZ, Tshall provide the access requested | DOFRFE Tihd,

ZIC, H R4 ST 1SCTRIL I, A SRR A S0 AL,
FORE ORI,

% 99 456 2 IO Tany subsequent amendment to them (3, them )73 the rules on penalties) &% N ather
enforcement measures | 253 SARSHUSH TIN5, BIEDNZ, FRDThD, Tany subsequent amendment to
therules| 23 IELL Y,

— BT, HIETEOSTE HE) DOUEITHEHDT, B0 TSI A TBASE ORI ES DOSTEDS
IELHIFHN, Y TSIATBHSHEZ LB ROUNEI IHFFR N, Y TSI TS EZ B R
BT, M E OBIHLB TOR T 430050721 CThhd,

72721, [RIZRIRITED [of the rules on penalties and of other enforoement measures referred to in paragraph 1173749
TdY), ofthe nules on penalties and other enforoement measures referred to in paragraph 11 23 IE LV YV W B+
INTED, ZOINIFT D51, 5 95 2 HH D lany subsequentamendmenttothem 13, 1EL
VT,

FEHIZ, 218D 0152,

T, B 95 2 TBL T, SERNTEMRIRUAS A RIRUTZRICE 52 8L, £
il s e & RN P
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. BRESERE

FHIEU) 2024/1689 (N THTREIR) DRTIOZE TS, IELIFHHES 9 4 3 5 1~130 HIZhD,
HIEU) 20241689 (A TAHIRELR) DAL 15~H5 6320 OSBRI, ALIG BRES 98 475 1~
143 HIZhD, N THIRERIRIZE (COMR021206 final) DZEFRIT, 1ELIHHHES 6 4 5 75 320~562
HIZHD,

TS VOMERI S OEEAFRIN B3 55 (2023IC 2801) DEE RS, IELIGBHES 95 175
200~229 HIZ&D,

FHEIEU)2022/2065 (72— A0E) DB BRI, 1ELITHHHES 8 % 2 5 1~299 HIChD, T
A VH— T FHEFE T (BU) 2019790 DEEFRIE, ELITHRMEE 78 1 5 1~13 HIZHAH,

BEEYRE T B D R4 85I3TAEEC DB EFRIT, 1ELEHMEE 25 10 5 278~201 HIZH
%o AR T ROSERL, IELEHHES 85 175 1~80 HIZHD, JoiT o2V
TR RE T 2RIN B A 7V EESCE: SWD  (2018) 137 findl OSBRI, 1EL G HMES 3
& 95 233~268 HIZHD, BRINODT=bD N T HIREEEN COM(2018) 237 final OSBRI, 1ELIEH
MEE 3% 95-198~22 HIZHD,

FIHIEV) 2016679 (%7 —ZURAEHIAN OSEFR- TR T L, 1EEHHHES 3% 575 1~114 HIC
&b, HRIEV) 20181725 DZEFRI, IELHHHES 45 15 1~81 HITHD, H55(EV) 2016680 D
BB, VELIEHMEE 2°8 175 41~140 HIZhD, 545 200258EC DEEFR-UGTHIE, 1EE1E
WL 278 55 158~187 HIZhD,

FiHIEU) 2019/881 (Cybersecurity Act) DZHFR-UGTIU, 1ELTHHHMES 4% 875 16~86 HIZHD,
FREDMSHTRIE 20025840HA DB R T, 1ELIEHRES 475 575 185~213 HIZdD,

BT(EV) 2021257 DEEFIE, IELIEHMES 85 475 207~308 HIZhHD,

COBFFRAE, Fibrs R (BEIERRR TR BRI AGR) LOMN I L5 RARDRG R
FEDIRSIUTND,

7120, JEOCORifR e ONADRER, BIEE T OIERE &), ZOZBROEITE, TR
EAIZDD,

ZOBHEFROBOEAAIBAL, AR BRASAET »2) OB 1A,
% sk %k

15



e TERMEE %55 (2024410 H)
FVIE 4
CHAPTERVII Govemance

£ 18 BESLANILOFESR
SECTION 1 Governmance at Union level

Foak AR
Avticke 64 Al Office

1 RONEERL, ARRENLT, Al OSBRI AR NEA OB ARk SRR 2B 92,
The Commission shall develop Union expertise and capabilities in the field of Al through the Al Office.
2. HERIENT, ZOHRIDOHCRIMESIUTOAIINT, ARIRICE RO BT,

Member States shall facilitate the tasks entrusted to the Al Office, as reflected in this Regulation.

R HNATHREERSOFERVTOERBISE
Avrticle 65 Establishment and structure of the European Artificial Intelligence Board

1 2 BINATARERE R (RAER ) DRRESND,
AFuropean Artificial Intelligenoe Board (the ‘Board’) is hereby established.

2. REXNT, MRERIC 14 0RKII S TERSND, BINT —ARGEEEENE, 47— &
LTSI %, Al iz, SRt 1T 5207, ZEROSAITHFE T 25, thoENEO
RRINIEE S OORERE, FERS T ME T, FRRSTVOREN  ENUSDE LTk Thoe T, 7
— R —AT, BRSO EITHRESIGD,
The Board shall be composed of one representative per Member State. The European Data Protection Supervisor shall
participate as observer. The Al Office shall also attend the Board’s meetings, without taking part in the votes. Other
national and Union authorities, bodies or experts may be invited to the meetings by the Board on a case by case besis,
where the issues discussed are of relevance for them.

3 fExDRFITL, ZOREROMED D 3FDOHIRICHEmMIN, — B2 EHSiUS5,
Each represeniative shall be designated by their Member State for a period of three years, renewable once.

4. HEREND, ZESITBUIDTOMREOREN LT DL ThHZ AR %:
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@ & 66 RN TEESORMIESOERI T CHEEI BB 572D, ZORFORERRIEIC
P S DL AN =V 3R

O ZEEELTNENORERRIELOMOE BRI TEMSNDZE, KO, ZhssiEd)s
L&, WERIEOFEE A BB AT BT, FIERBIRE DT OH—## & RE L UEmS
n5;

© ZFOREOZEERBIIDHE A3 BT OO 2T — 4 [ O HOIEI LD
LaEEw, ZOBRIOIZEIREL, ZOREOHEIENOREBHEROSHE RO
DO—E MM OSHEE BT DO DM 52 His,

Member States shall ensure that their representatives on the Board:

@  have the relevant competences and powers in their Memiber State o as to contribute actively to the achieverment
of the Board’s tasks referred to in Article 66;

(b) are designated as a single coniact point vis-a-vis the Board and, where appropriate, taking into account Member
States’ needs, as a single contact point for stakeholders;

(© are empowered to fecilitate consistency and coordination between national competent authorities in their
Member State as regards the implementation of this Regulation, including through the collection of relevant data
and information for the purpose of fulfilling their tasks on the Board.

RERRIEDO SRR, 3 0D 2 DZNIY, ZESOTFHHRAGEHRT 2, Foedalt,
LUV, RO, T KR OFOBGEOMH | #3070 DOTFICOME, I
T, BEESDIEENN OFOHT7 7 N —F OIEBNORERE ED 5,

The designated representatives of the Member States shall adopt the Board’s rules of procedure by a two-thirds majority.
The rules of procedure shall, in particular, lay down procedures for the selection process, the duration of the mandate of,
and specifications of the tasks of, the Chatr, defailed arrangements for voting, and the organisation of the Board’s
activitiesand those of its sub-groups.

ZEXNT, HGERROFEE N ENEBIESTDRIEICBL, SR OFRETT S R0
MBI B R AT 0T TN T 4 — AT 2 2 DOEEN T T N—T %5507,

The Board shall establish two standing sub-groups to provide a platform for cooperation and exchange among merket
suneillance authorities and notifying authorities about issues related t© market suneillance and notified bodies
respectively.

THEARDTOOE N 77 N —1%, ZORRIDT=0, FHAIEU) 200191020 D 30 S0EE
\ZRFHATEL 27 v — (ADQO) &L CH Tl 7%,

The standing sub-group for market sunveillance should act as the administrative cooperation group (ADCO) for this
Regulation within the meaning of Article 30 of Regulation (EU) 2019/1020.
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ZERT, ERIOKEREEDEZD BIDTDIZ, Hak F AR OBDOY T I N—T %105
<§£ FAHZENTED, FImdlel &, 8 67 ORI FERT7 24— 20 FE, 20XH7e
TIN—TFAIENSDY T T N—TDNf 2 DEENT, A7 — =L TSNS,

The Board may establish other standing or temporary sulb-groups as appropriate for the purpose of examining specific
issues. Where appropriate, representatives of the advisory forum referred to in Article 67 may be invited to such sub-
groupsor to pecific meetings of those subgroups as obseners.

7. RERIT, ZOTEBNDOEBUIE S O AL e DI LSt oS 4,
The Board shall be organised and operated so s to safeguard the objectivity and impartiality of its activities.

8. é;E\z: 3, R EORETO— NI TEESND, Al #R1E, BRSO Rtk
L, iRORDITJECTEREZAEL, WS, ZOHRNCILEESOMHE R UEB DO TFHiH
AE~T, e Ui 45,

The Board shall be chaired by ore of the representatives of the Member States. The Al Office shall provide the
secretariat for the Board, convene the meetings upon requeest of the Chair, and prepare the agenda in accordance with the
tasks of the Board pursuant to this Regullation and its rules of procedure.

& 66k RREDBH
Avticle 66 Tasks of the Board

:@%%BIJ D—E M50 DI RE ARG T DT, RS, WINE B K ORI

2R, BIS LA OB %, £ BRIDT-DIZ, BZERL, Lol

@ ZoHRIDmEIZEE T Ak E A EONREHEROSH L EIPEEEAD IO ZERBRL, 1 ONC
BB ATEREHR Y RS ILT, 73, BRI A BRI ARL T, %74%%
W T R TSRS RO IR EENA R ASD;

O AEREOHRICHLEN E R OVER] EOBPIRRER N OANSANT T 77 ZEAE R O LS
2;

© ZOMAIDIZEEAL, E0bl), —fi%E ) AT UBSTAIREDH TERGELC, BhE%
il cxD;

O 575 H#OFRKOE 0 RTRT, 5 46 RO TE AUl DR, Al VAT
PR AR S ONFE TR F ORI BT 500250, HERIEPICIBIT A TE
B EBRASD;

©® RBRINEZESOEFEICLY, FE, BINEESHEEOREIZLY, LLFObOE 5D, ZOH
HIJ oD LB DI RS 72 S0 S O Z DR RN — B EDS D7)~ DI 7 2t &F‘%ﬁ@ﬁé
W72 HTE CREL, B M OB LI DB R AR U SS:

)  ZORANZIDTEER N OSSR HERINE ON RN Z B 2O fa#H O E K OV 2B
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T5HD;

(i) 26 BRORTEK AT DR, KO, 5 71LRITRT BU T —4—20D
18, TATSNAA T4 F IS TAORE LR E AL, WONS, ZOHRIERIRE 112
B AR S IE A AR TRIZ D2 EE R AHDE G0, 55 112 R0

RIOFHM L OVEL
(i) ZF M FEF 2 FHOH CEDLI BB T DA AR 2 AT OB i 2R
THHD;

(V) A 4 SRR A LS - B AR ORI REL

V) ALZBITDERIND 7 a—r V75545 T, BRINEAZE1TD Al OEA K OT V204
REOBAFE DI, fiH]A);

V) Al EESHOM LR B R), Lo, FEHE ORI ZIB TR
YSy=U Nt IR

(vil) I ATREZ RS R R L O 23U DR DR A BB AN BT, 26 7 &I
BESTHIRE W DEEDEH VR ZBE 3280, KON, 85 112 SRICEDH 5 50
FUIE LD ERY 2 B BS540,

M Al UTTIERESE, Al VAT LORIHOBHRICEIT 2548, VAZ, ARl ONTHER ]
T OFHEDINR DT EFR A1) ESEABENTIBT, FONEE RS2 LRSS,

@ XTI ORFICENT AIUIO A A, IHEEEORER O O#HIOHT
TED ORS00 T = LIRS HETROH DEEEADI I T A3 S BifiRA
TEELSD;

() Lo, BTSN, A N—EX 2Ty, B, TN E AR UAT AT A,
B —ER, HEERE, T X ERARNTHERDIRGED /Y BH I YT, BIMEAOMD
BRI, FRHR, FH5)R M OB RINE ON R S DR RS 7R B S — B VRS R R
— LD~ IS,

() & =EORFEHERDOB OB L ORI OVERSHR O MO IV 2 i N RS S ;

() ZOHRAIDIZE R AERRIE OB OO DRI EEO Tl &5 D Sk 58
B, ZOBRIOIEEDTDITERSIVARRE F R OB EORERERROBIFEIZI
C, TERESHER DB HEIPIEE K OVRINZ B 2B

K  ANEHRP AR 7 ZDBHRR M OBIFE B\ ORESHETRO S DI NS EA S 28, Al
JREARBNASD, WONZ, ALEFIPARR 7 AR 3T D) e O A 2 e A5 ;

() FESCEOMERRICEBRUASS, KO, ZO/ERI B 2tk 2B S 212455,

(M) ANZBITDEBRAVRFAREO BRI T, BINEE R THUBI S USS;

N —EP Al BT VEERET LSSV EHI R, BRNZESISRIL, B REARHL
159%;

© —EER AlETVEBRET DA MERVERIZREIL, KON Al AT LD, o, —fikH
1 Al BT VAT A TS AT OB O T Z B DIEIN ORI OSE55I ZBEL,
HERRED DD R A ZAEATD,

The Board shall advise and assist the Commission and the IMember States in order to facilitate the consistent and
effective application of this Regulation. To that end, the Board may in particular:
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contribute to the coordination among national competent authorities responsible for the application of this

Regulation and, in cooperation with and subject to the agreement of the market sunveillance authorities concermed,

support joint activities of market sunveillance authorities referred to inArticle 74(11);

collectand share technical and regulatory expertise and best practices among Member States;

provide advice on the implementation of this Regulation, in particular as regards the enforcement of rules on

general-purpose Al models;

contribute to the harmonisation of administrative practices in the Member States, including in relation to the

derogation from the conformity assessment procedures referred to in Article 46, the functioning of Al regulatory

sandboxes, and testing in real world conditions referred to in Articles 57, 59and 60;

at the request of the Commission or on its own initiative, issue recommendations and wwritten opinions on any

relevant matters related to the implemeniation of this Regulation and 1o its consistent and effective application,

including:

@)  onthe development and application of codes of conduct and codes of practice pursuant to this Regulation,
aswell as of the Commission’s guidelines;

(i) the evaluation and review of this Regulation pursuant to Article 112, including as regards the serious
incident reports referred to in Avrticle 73, and the functioning of the EU databese referred to in Article 71, the
preparation of the delegated or implementing acts, and as regards possible alignments of this Regulation
with the Union harmonisation legislation listed inAnnex|;

(i)  ontechnical specifications or existing sandards regarding the requirements set out in Chapter 11, Section 2;

(iv) ontheuse of harmonised standards or common specifications referred to inArticles 40and 41

(v)  trends, suchas European global competitiveness in Al the upiake of Al in the Union, and the development
of digital kills;

(vi) trends on the evolving typology of Al value chains, in particular on the resulting implications in terms of
acoountability;

(viiy - on the potential need for amendment to Annex 111 in accordance with Article 7, and on the potential need
for possible revision of Article 5 pursuant to Article 112, taking into account relevantavailable evidence and
the latest developments in technology;

support the Commission in promating Al literacy; public awareness and undersianding of the benefits, risks,

safeguardsand rights and obligations in relation to the use of Al systers;

fecilitie the development of common criteria and a shared undersianding among market operators and

competent authorities of the relevant concepts provided for in this Regulation, including by contributing to the

development of benchmarks;

cooperate, as appropriate, with other Union institLitions, bodies, offices and agencies, as well as relevant Union

expert groups and networks, in particular in the fields of product safety, cybersecurity, competition, digital and

media services, financial services, consumer protection, data and fundamental rights protection;

contribute to effective cooperation with the competent authorities of third countries and with intemational

organisations;

assist national competent authorities and the Commission in developing the organisational and technical expertise

required for the implementation of this Regulation, including by contributing to the assessment of training needs

for staff of Member States involved in implementing this Regulation;
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(K assist the Al Office in supporting national competent authorities in the establishment and development of Al
regulatory sandboxes, and facilitate cooperation and information-sharing among Al reguilatory sancboxes;

()  contribute to,and provide relevant advice on, the development of guidance documents;

(m)  advise the Commission in relation to intemational matierson All;

(n)  provide opinions to the Commission on the qualified alerts regarding generalHpurpose Al modkes;

(0)  receive opinions by the Member States on qualified alerts regarding general-purpose Al moakels, and on national
experiences and practices on the monitoring and enforcement of Al systerns, in particular systems integrating the
general-purpose Al models.

¥ 67F BREIA—SL
Articke 67 Advisory forum

1

ZERKROVIMNEB R T THEr OB RE IR A 5720 OB S 975720, NS, Z
DIRIND NZIBITHZE R M OWMNZEEROBHE ZERKT 2720, #ER7+—7 L0505 61%,

Anadvisory forum shall be established to provide technical expertise and advise the Board and the Commission, and to
contribute to their tasks under this Regulation.

AR A —T DORERRE BRI, FEER, AX—NT 7, SMES, THEAA IR L O E &0,
FIEBHRE DT ADENT B TA T D, FER7+— T LD BB, PAZERIFREE
FERFFERV L REEDRID, KON, PR 2 REOFERIOFEFANICIS T, SMES SELISD
R, NTURE LD,

The memibership of the advisory forum shall represent a balanced selection of stakeholders, including industry start-ups,
SMEs, civil society and academia. The membership of the advisory forum shall e balanced with regard to commercial
and noncommercial interests and, within the category of commercial interests, with regard to SMEs and other
uncertakings.

FRINFEERNTE, 55 2 O TCEDSLI-HAE HEST, Al OSBRI Y CRGRSI - B A
LR ERIRE OO A — 7 DO ST T D,

The Commission shall appoint the members of the advisory forum, in accordance with the criteria set out in paragraph 2,
fromamongst stakeholders with recognised expertise in the field of Al

A7 A —T LOREFRE DI, 24REL, TOMENT, 422700 FiAN TIERSHE,

The term of office of the memibers of the advisory forum shall be two years, which may be extended by up to no more
than four years.
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FABHMERIR), ENISA, BRINIEHH b2 B 4% (CEN), BRMN BB HE Lk Z: B2 (CENELEC) K OF
Wi EE AU S ATHERERE (ETSD IS, FEI74+—T7 2D TSR E LD,
The Fundamental Rights Agency, ENISA, the European Commitiee for Standardization (CEN), the European
Commitiee for Electrotechnical Standardization (CENELEC), and the European Telecommunications Standards
Institute (ETSI) shall be permanent members of the advisory forum.
R A—T LY, EOFRHRAE T 5, ﬁ‘(é‘F'EJ%r%?N:t ’a’% 2 HOHP CEDLI-FEEC
TE, EORERLBEDOHFNS 2 £OHAREZENT D, LEREEOMINE, 2 4221, 1 BT
BrSTUT2,

The advisory forum shall draw up its rules of procedure. It shall elect two co-chairs from among its mermbers, in
accordance with criteria set out in paragraph 2. The term of office of the co-chairs shall be two years, renewable once.

R A—T 7, VARl 210, A%EL D, #H7+—T 4%, HMFE L OENLISND
FERRE AT O EIIRE T&5,

The advisory forum shall hold meetings at least twice a year. The advisory forum may invite experts and other
stakeholders o its meetings.

AT A—T LT, ZERFUAIHMNER 2OEGEOR, ERE, BSOS Lo’k
Y&,

The advisory forum may prepare opinions, recommendations and written contributions at the request of the Board or
the Commission.

ST —Z 2%, ZOMRND B R ER O REEE a5 B IOT-DIZ, Fax -3
DRV 7 N—TF H L DBH~_LERTED,

The advisory forum may establish standing or temporary sub-groups as appropriate for the purpose of examining
specific questions related to the objectives of this Regulation.

A7 A —T 3, TOTEEN B S S Y90, TOWMEEL, /RSN,

The advisory forum shall prepare an annual report onits activities. That report shall be made publicly available.
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S 685 MU DFMRDEZE, RIL
Article 68 Scientific panel of independent experts

1

WINZEAIT, S TAI2ED, ZORBRID Mo 58 ke 3BT A2 LA BT HMNiD
PR OREE L (TR S0 ) OB Z B 254802 0< D, URAIEE TR, 5 BAH 2
TR R s ol > THRIRS N,

The Commission shall, by means of an implermenting act, make provisions on the establishment of a scientific parel of
independent experts (the “scientific panel’) intended to support the enforcement activities under this Regulation. That
implementing actshall be adopted in accordance with the examination procedure referred to in Articke 98(2).

B U, 5§ 3D CEDSNIES DI LI 2D Al DS TRBITAREE: B
et EOBA OBV ERRA L L TN ZE BTl GRS BIFAZ TSI, 20,
LU FOETORMHTEAE LTI LA A CELHLDOET 5!

@ AlDOZENZIIT RO R EERERES 1 X OB EF i3 EOB AR REH DTl
O Al ARTLORMEE F AT E ) ALET VORREE) SORNT

© BT, IEMEIH ORBIRI SBT3 DR,

The scientific panel shall consist of experts selected by the Commission on the basis of up-to-céte scientific or technical
expertise in the field of Al necessary for the tasks set out in paragraph 3, and shall be able to demonsirate meeting all of
the following conditions:

(@  having particular expertise and competence and scientific or technical expertise in the field of Al;

(b)  independence fromany provider of Al systems or general-purpose Al models;

(© anability tocamy outactivities diligently; accurately and objectively.

KINEZEERT, ZESD SRR BT, ZERSNOMENEIES T SRV OFIIROEAE
RIEL, 13D, Vo A — R OB R N 7R AR R A TR 32,

The Commission, in consuliation with the Board, shall determine the number of experts on the panel in accordance with
the required needs and shall ensure fair gender and geographical representation.

Bl U, L0bld, LLFORBSEESHL C, AFSRISHL TS LA AR RE 38 95:
@ Vbt LLTOZHIEAST, — % EHA AIET VRO HAY Al S AT LERHEAZ 0
RIDFEE R O T2 S 3524
() 55 90 FIBEH, Al FBFITHIL, — R HIY Al TT LVORKIE AL ~LDBHISHT A
TIVIVAYEAEERT AL
(i) T NIBGEEED, — AR AET VERR B Al AT LORES AR
35720 —/V L OHEDBFICE T 5285
(i) S ATIVIVAEL S W EE AIET VO IS a e p 2L
(v) FRAZ—EER AET VRO ET Al AT 2O B 2 S 2424552
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&
V) LR OMRIOBRICE RN 5 L
b TS ROEEIGUT, AR RO EE i H2l;
© FIRE L ROMERA T A 873, 5 T4 5455 1 B g EEA i 2 it dha
T DL,
@ 5 81 FRITIARINHEAS DL R RO ZI1T5 AFRRDZEHEOZI TIZRBNT, Al
MRE ST DL,

The scientific panel shall advise and supportthe Al Office, in particular with regard to the following tasks:
(@  supporting the implementation and enforcement of this Regulation as regards general-purpose Al models and
systems, in particular by:
() alering the Al Office of possible systemic risks at Union level of generalpupose Al madkls, in
acoordance with Article 90;
(i)  contributing to the development of tools and methodologies for evaluating capabilities of general-purpose
Al models and systems, including through benchmaris;
(iify  providing advice on the classification of general-purpose Al models with systemic risk;
(V)  providing advice on the classification of various general-purpose Al models and systens;
(V)  contributing to the development of tools and templates;
(b)  supporting the work of market sunveillance authorities, at their request;
(©  supporting cross-border market sunveillance activities as referred o in Article 74(11), without prejudice to the
powvers of market sunveillance aLthorities;
(d supporting the Al Office in carrying out its duties in the context of the Union safeguard procedure pursuant to
Article81.

PR SRV OBMZE, PR OB > TRMZE O 2T, 70, HZORE;
B ONEEZ T2 ECAFUE KR O — 2 OBEIEEAER T2, 55 3THD MO HIR
DORRESZHATI D8, L ChE R RO TUT ST, 730, S SHITRE T UIan720y,
{2 DEEFZIE, FRSANICBE D E S E2EL, TOES EIAEKSND, Al BRI, GES)
HON D8 B P 27200 M ONBER Y S RIS ARBC AR 2780 Ol B K Ok 1%,

The experts on the scientific panel shall perform their tasks with impertiality and objectivity, and shall ensure the
corffidentiality of information and data obiained in carrying out their tasks and activities. They shall neither seek nor take
instructions from aryone when exercising their tasks under paragraph 3. Each expert shall draw up a declaration of
interests, which shall be made publicly available. The Al Office shall establish systems and procedures to actively
manage and prevent potential conflicts of interest.

1 TAIOR IR TAIL, EATET D120, KO, B SRIVORRE O, TOT-D1Z Al #8J5)
!

DOABEESRRT 2120, B SV RO ORREIZ BT 250, FHek OFAL o HIZB
ERAE S oYAN
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The implementing act referred to in paragraph 1 shall include provisions on the conditions, procedures and detailed
amrangements for the scientific panel and its members to issue alerts, and to requeest the assistance of the Al Office for the
performance of the tasks of the scietific panel.

H OO BHEICKIERI—IADOTIHER
Avticle 69 Access to the pool of experts by the Member States

1

HERRIEN S, Bl SV RIS, ZOBHIOD MR E OB e Sz 5L
HEECE,

Member States may call upon experts of the scientific panel to support their enforcement activities under this Regulation.

HERRIEN T, REPIZDARASITBN S R OSSR T3 BN ST VRSS2, oo
ROV~ NN IS IR ORISE R ORI E, ZORIRIOD+5370 3280 D B Y, BRI,
KO, 4= CORERREIDT DN R D I 2T 7 e 2 T 2 BN BRI A B,
75 68555 LTI ORI I TRHO P TEDLND,

The Member Staies may be required to pay fees for the advice and support provided by the experts. The structure and
the level of feesas well as the scale and structure of recoverable costs shall be set out in the implementing act referred to
in Article 68(1), taking into account the abjectives of the adequate implermentation of this Regulation, cost-effectiveness
and the necessity of ensuring effective access to experts for all Member States.

BRINEE ST, BEIISUT, MRE LD MZA~DEROT 7RG, 0, 5 84 5%
(ZEDBERINEE D Al TSR Ty TERIESIVD B SEIEAS IO RIFLOMAEHEDS,
SEIRNTHIRA LS, 70, IR RO IMEZSE DT L2 R 37,

The Commission shall fecilitate timely access to the experts by the Member Staies, as needed, and ensure that the
combination of support activities carried out by Union Al testing support pursuant to Article 84 and experts pursiant o
this Article is efficiently organised and provides the best possible added value.

5 28 ISHEROSHOENHE
SECTION 2 National competentathorities

F0F BHEROHLIEMERUVE—EREBOIEE
Avticle 70 Designation of national competent authorities and single points of contact

1

FHERIENT, ZOMRID BRIDTDIZ, A7eddl, 1 DOiEHuTY Rl Vb7t 1 >
B4 Jeyae, THSHERROSDIEIPBERAL U CRRIE 372 R E 35, TSI HERODSZIEIPFERS

25



e TERMEE %55 (2024410 H)

1%, EOREBIDTEEN & OGO BB 22 BT DI, 7>, ZOBRIOm M KONG5
TR TDIONT, JRSTIZ, NI D T A2 EDREBADMERRAA TS5, ZHUnOBADRERK
B, TORRBEDFEHE HAIED7R TEVEAEZ D, ZHUDHAFRIN RSN LT A5
LT, TORERLEIDRRR EOMBEMHIHE S, OISR OWSIE, 1 Fo3EofsES
TR o O TSI,

Each Member State shall establish or designate as national competent authorities at least one notifying authority and at
least one market sunveillance authority for the purposes of this Regulation. Those national competent authorities shall
exercise their powers independently, impartially and without bias so as to safeguard the objectivity of their activities and
tasks, and to ensurre the application and implermentation of this Regulation. The members of those autthorities shall refrain
from any action incompatible with their cluities. Provided that those principles are observed, such activities and tasks may
be performed by one or more designated authorities, in accordance with the organisational needs of the Mermber Siae.

FERZIEN S, WOINZEBSITHRIL, 85T 4 R & O 4 R OB 46 S OSEF US04 R DR,
AONS, VDR IR DED%DEF AR D, HERKENL, 20254F 8 H 2 HE TS, BT
W7 E TR C, IESHENROD OISR L OV BHERIANE DI L CHEE SIUSD)MNT

R BIE SR AR5, WERRENE, ZOMIRIODT- DB — & H RIE LT B A i 4 &)
ZHREL, 730, BRINZEERITKRIL, 208 Ris 4 2 i@nd 2, BONEZERIE, H—
HERRIOUAN A FT D,

Member States shall communicate to the Commission the identity of the notifying authorities and the market
suneillance authorities and the tasks of those authorities, as well as any subsequent changes thereto. Member States shall
make publicly available information on how competent authorities and single points of contact can be contacted,
through electronic communication means by 2 August 2025. Member States shall designate a market sunveillance
authority to act as the single point of contact for this Regulation, and shall notify the Commission of the identity of the
single point of coniact. The Commission shall make a list of the single points of contact publicly availeble.

FERKIEN L, EORERIEI OIS HERROBIE NSRS = ORIRID N b2 ORI 2 32
(i3 T2 7a it EOEIR, B AN NG RATR LSO 7728 ian s
ZEEARIRT D, 0T, TaSHESROSHLENFEBEIE, Al 5ifT, 72K OT =4I a—T
T AANT —2 5, YA 2T, FARNG MR, M V24 EDOVAT DY B,
AFONT, BEAFOOHARTRENE N ONERE OB O RGA & T e 0RES ) LB ARRA 3O R A AT

BEZR, TR EBOEEEL S, HEAENL, 45K T, AERTRENEEIROE AL, 7>,
Jé%ﬁ\%&% L, FNET VT T —R5,

Member States shall ensure thet their national competent authorities are provided with adequete technical, financial and
human resources, and with infrastructure to fulfil their tasks effectively under this Regulation. In particular, the national
competent authorities shall have a sufficient number of personnel permanently available whose competences and
expertise shall include an in-depth understanding of Al technologies, data and data computing, personal data protection,
cybersecurity, fundamental rights, health and safety risks and knowledge of existing standards and legal requirements.
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Member States shall assess and), if necessary; update competence and resource requirements referred to in this paragraph
onanamual besis.

HRASHERRDOBHLENERRIL, +072L DY A =2 D T2 RS DT OB
%%jxéo

National competent athorities shall take appropriate measures to ensure an adequiate level of cybersecurity.

WS HEROD B S EIP RO 1 T30, 2B, 5 78 iSRS
R TTI 2,

When performing their tasks, the national competent authorities shall act in accordance with the confidentiality
obligations setout inArticle 78.

20254 8 H 2 HETIZ, DML 241, MERKIEIT, BRINERRITHL, TORFHERODDE
PIBEBAD -3 MEDR AR AT, MBS HESRDE HIEIPNIERIO B & M O NHTEIRODIR A
%, BRIMNZEBRT, FRaRk OO ENISEDIZOIC, ZESITRHL CYREIEHRE R 2,

By 2 August 2025, and once every two years thereafter, Member Staies shall report to the Commission on the status of
the financial and human resources of the national competent authorities, with an assessment of their adequacy. The
Commission shall transmit that information to the Board for discussion and possible recommenciations.

RRINZE T, TRBSHERRODGDIEINEBIOM I R RO SHA S 5 25 2,
The Commission shall fecilitate the exchange of experience between national competentauthorities.

TRESHERR OB L EINIEE Y, ZESKUWINEEROFRH LK OB EZ2 L%~ EREIZAN-
BT, 0ot ATy 7 E gD SMES (2L, ORI 2B AERE KR OB S 4k
TED, BRMNEAOBIDSHEDERADSL Y EHERITD Al VAT LAEBHET DI &K OB S
BHETROBHOENEEENRAET D LA BT DX, SN EATED Il TS HERR
DOBHHEPEEE, Lvo-Kiasd s,

National competent authorities may provide guidance and advice on the implementation of this Regulation, in particuler
to SMEs including start-ups, taking into account the guidance and advice of the Board and the Commission, as
appropriate. Whenever national competent authorities intend to provide guidance and advice with regard to an Al
system inareas covered by other Union law; the national competent authorities under that Union lavw shall e consulted,
asappropriate.

WM OREEE, KRR, S5 R IR ZOBRRIOE NI DEEL, BINT —# %
FEETECENS, TR, MR, SR S T RIOET BN B OIS HEIRD DRI LT T
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9%,

Where Union institutions, bodies, offices or agencies fall within the soope of this Regulation, the European Data
Protection Supervisor shall act as the competent aLthority for their supervision.
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FEVIIE SVRY AIVATLD BUT—EIR—X
CHAPTER VIII EU Database for high-isk Al systems

715 TR 1 OHRIFIEFESNEEIRY AV RTLD EU T—ER—R
Avticle 71 EU database for high-risk Al systerms listed in Annex I

1

WINZE 2, ARkE BT, 55 49 S U 60 Sl TRERSIVAES 6 5550 2 Tl
AT Al VAT DB 5, WONZ, 55 65555 3TECIVEYAZ M TANISILT, 7, 5 6556
ATER O 49 SR e~ TBGFRESND Al AT MR HARSGDE 2 TER O 3R I A
K5 EU 7 — S — 255 N ONERFE RS2, DI 72T —H_— 2D HE FOMARA %
TET DS, WINZEERIT, W72 HZOE R, 72, DI 7T —4~—ADKHE |
OHFFET 7T DlEE, BMNEBERE, ZES)HE RIS,

The Commission shall, in collaboration with the Member States, set up and maintain an EU database containing
information referred to in paragraphs 2 and 3 of this Article conceming high+risk Al systems referred to in Article 6(2)
which are registered in accordance with Articles 49 and 60 and Al systems that are not considered as high+risk pursuant
to Article 6(3) and which are registered in accordance with Article 6(4) and Article 49. When setting the functional
specifications of such database, the Commission shall corsult the relevant experts, and when updating the functional
specifications of such database, the Commission shall consult the Board.

BHE VIl D7 a2 A KON B O THIEESNAST —H1, 1ol G F403, Zhusis
AR XL, HESROBARIRE 2L T, EU T —Z_X—ZDHIZ ATV,

The data listed in Sections A and B of Annex VI shall be entered into the EU databese by the provider or, where
applicable, by the authorised representative.

BFE VIl D87 gy COWITHPESNDT —H1E, F 49 558 3RO 4 THITNESTC, FTH0%
B, 1TEEE R H - TG CHOREE Lo TC, 2T, TN TEHERS, 1T E -1
ATHGERRO I A TR AR EE 1 2o T BU T —H_X—2DO I ANSIA,

The data listed in Section C of Annex VI shall be entered into the EU database by the deployer who is, orwhoacts on
behalf of, a publicauthority; agency or body;, inaccordance with Article 4(3) and (4).

549 2558 4 TN OV 60 5558 4 THOW ORI 27 al AFRE, 55 49 SR> OGS BU T
R AR AN IS AT L, 7L RUZRBEREC, 77 B AR[BECHN > AHD K
TEHHDOET D, TOMRE, BATHE 7 — S e TR DL T 5, 3 60 SRITHE
STBERSIVZIERIY, RIATRIEE F 3R IS D2 DI RE AR T L T 7 EARTEE 752
LT CORIEZ 527556 TRV R, Y R O¥RINZE B SITBRD 7 72 A RTHEE T
Do
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With the exception of the section referred to in Avrticle 49(4) and Article 60(4), point (€), the information contained in the
EU database registered in acoordance with Article 49 shall be accessible and publicly available ina user-friendly manner.
The information should be easily navigable and machine-readable. The information registered in accordance with
Article 60 shall be accessible only to market sunveillance authorities and the Commission, unless the prospective
provider or provider has given consent for also making the information acoessible the public.

EU 7 =2~ =213, ZOBIANTHE TEHEIEE K OB 27| S SRR ZRRY, B
TR Emh %, YR, T AT NG DELERA, 70, ZORME FTREE %
TREE 270D EOMERES S HIRAD KA KOS 52 Lino~KE0 5,

The EU databese shall contain personal data only in so far as necessary for collecting and processing information in
accordance with this Regulation. That information shall include the names and contact details of natural personswhoare
responsible for registering the system and have the legal authority to represent the provider or the deployer, asapplicable.

UUI@E\:: 3, BU 72O BE L, INEE AT, f2IE, FOARALE R ORRES
(DXL, B B ONEE R L3733 M CEBIN TS %, EU 7 —2 " —A, J# A
RERT 7 e BT ADE T35,

The Commission shall be the controller of the EU database. It shall make available to providers, prospective providers

and deployers adequate technical and administrative support. The EU database shall comply with the applicable
accessibility requirerments.

30



MR 9% 55 (2024 4E 10 H)
% IXE TGRS WREARUTIRER
CHAPTER IX Post-market Monitoring, Information Sharing and Market Sunveillance

%181 TRbRER
SECTION 1 Post-mearket monitoring

824 RPEICK ST ILHERUEIRY Al SR T LB SR ERE T
Avticle 72 Post-market monitoring by providers and post-market monitoring plan for high-risk Al systems

1

TRHEETT, Al EIROME R OWEIAY Al S AT LOVAZ LG RRERE T, TR AT
LI OILEA T D,

Providers shall establish and document a post-market monitoring system in a manner that is proportionate to the nature
of the Al technologies and the risks of the highrisk Al system.

TS UILEES AT N, VA7 Al S AT DDTFATEALZETEDEIAY Al AT LD
ATRE/NCBEL, BEEhT )~ D BENIISTEAUEL, 7>, FEH ) OIS USDls /T —4,

T, MOEFRIFA B QMUEESTUSOER 2T —4, WWONZ, 5 I FEE 2 FioH CED LI
BUYED Al AT OGS o8 F a2 VI DT Il CE AN 2iiks 07— 2 a7 i35,

FRSERG 72T, TS EBEIE, BID Al S AT LEDDN 0D 575 87605, ZDFEHS
I3, S THEBE Ch ok R ORI SERSE E FOT—2 T U GE L Q3725720

The post-market monitoring system shall actively and systermatically collect, document and analyse relevant data which
may be provided by deployers or which may be collected through other sources on the performance of high-risk Al
systems throughout their lifetime, and which allow the provider to evaluate the continuous compliance of Al systems
with the requirements set out in Chayter 11, Section 2. Where relevant, post-market monitoring shall include an analysis
of the interactionwith other Al systems. This obligation shall not cover sensitive operational data of deployerswhichare
lanenforcement auithorities.

TSA AL AT N, T AR HlA AL 972, TS ARREARE FEE, BIRE IV o
TRSNOBMTLED LT %, MINEERIT, 206 £4F 2 7 2 HETIS, il LR b
TeO DR O DRI HISE DN NEEROV AN ED Dl H RS FEO DI T
R D, TOIEITRIT, 55 BAH 2RI HHE THUNE> THRIRSND,

The post-market monitoring system shall e based on a post-market monitoring plan. The post-market monitoring plan
shall be part of the technical documentation referred to in Annex IV, The Commission shall adopt an implementing act
laying down detailed provisions establishing a template for the post-market monitoring plan and the list of elements to be
included in the plan by 2 February 2026. That implementing act shall be adopted in accordance with the examination
procedure referred to in Article 98(2).
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BRE | D72 A D CHIEESIARNE S HE A LS EOE A OB DAY Al AT RS
L, UTED FICBO TS R RS AT 2 S OSTi b S AR ISR SRR TS QD e
X, —BEMEERERL, EEARNID OB EI =~ M T 5720, $RUE1E, ZOER
DMESET DL~V BT DA S LT, 3 3 TR JFRA FVC, 55 118, 55 218
KO 3 O CROSN B Y 2 B %, SR ED PIZBWTRRZB TN AT A
K OGHEIDHNZ L) D~ a T D a6 o,

For high+isk Al systems covered by the Union harmonisation legislation listed in Section A of Annex |, where a post-
market monitoring system and plan are already established under that legislation, in order to ensure consistency; avoid
duplications and minimise additional burdens, providers shall have a choice of integrating, as appropriate, the necessary
elements described in paragraphs 1, 2 and 3 using the template referred in paragraph 3 into systems and plans already
existing under that legislation, provided that it achieves an equivalent level of protection.

AEDH 1 B, ZO4RESEEOPNERREH], FE 37 AL BhE 2R E Sl —
ERED IR A AR AR - Lo CHIBICED W F A T —E A S 7= B K
Nl DOF 5 ZOFTRINAEVAZ Al AT IHT U ChiaASA,

The firstsubparagraph of this paragraph shall also apply to high-risk Al systems referred to in point’5 of Annex Il placed
on the market or put into service by financial institutions that are subject 1o requirements under Union financial services
law regarding their intermal governance, arrangements or processes.

28 EXGA A TONEET AT
SECTION 2 Sharing of information on serious incidents

FEBE EXGATUNDER

Avrticle 73 Reporting of serious incidents
1L BRMEAOHSIIED @A Al S AT IO, %A T DAL E D

TR TR, B COEKNRAL LT Nl 15,

Providers of high-risk Al systems placed on the Union market shall report any serious incident to the market sunveillance
authorities of the Member Stateswhere that incident occurred.

B LE ORI, T0 AlVAT DEZDOEKRIAL T MO BDRRBIR F 1 3 Dd 7
KBRS 2 2R A E OFRBEE DR LTARIE BT, 230, U MIVRBEFEAITRV T, £
Ofefl, FoX, DM AR L XY, REBEDVEDOEN AL T T AN DT
B 15 B LINIZA Thoins,

The report referred to in paragraph 1 shall be made immediately after the provider hes established a causal link between
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the Al system and the serious incident or the reasonable likelihood of suchallink, and, inany event, not later than 15 days
after the provider or, where applicable, the deployer, becomes aware of the serious incident.

5 L RIPAI R TEROMIIR L, ZOEKRA T NOGANEEBREIANS,
The period for the reporting referred to in the first subparagraph shall take account of the severity of the serious incident.

AL 2 TEITHIOS T, 45 3 555 49 BO) DT CuFSNT BN T4 FATE R A
FUNDIAEDEAITB L, ASOH 1R TIEI Y, BEHITREESN, 72>, Tofits,
FAE, FNDNEH PR R &Y, FRIEEDI MG T o N T DI ST 2 HUANIZ
s s,

Notwithstanding paragraph 2 of this Article, in the eventt of awidespread infringement or a serious incident as defined in
Avrticle 3, point (49)(0), the report referred to in paragraph 1 of this Article shall be provided immediately; and not later
thantwo days after the provider or, where applicable, the deployer becomes aware of that incident.

5 2 TS T, I ADFELCOREDEEITI T, ZOHY, TOmIAY Al VAT LE
ZOEKRIGAL LT L NDOBIORRBHREARME S LT EE D B LTZE DI, FT, £
DHEPEDIRFEWRE AT AL, 72720, TORME, T3, TS iTaEal i3,

REH I DERI AL T AT HITEST- AN 10 B LINICE SIS,

Notwithstanding paragraph 2, in the event of the death of a person, the report shall be provided immediately after the
provider or the deployer has established, or as soon as it suspects, a causal relationship between the high-risk Al system
and the serious incident, but not later than 10 days after the date onwhich the provider or, where applicable, the deployer
becomes aware of the serious incident.

@Hj%ODL?E&M@%?ZL&b% TREET, TORME, T, ThAEH PTREREE(T, BEA
3, FEATLER TS TSN O N7 A hE AR TX D,

Where necessary toensure timely reporting, the provider or, where applicable, the deployer, may submit an initial report
that is incomplete, followed by a complete report.

B 1 HIDERIAL T U NOIEHROW%, EOWMETY, 7, TOERAL TN
OBIRTD Al AT LEOBHRIZINT, MBeTita 2 T35, ZOREY, ZDAL T D
VAT QSR IEOF TR 20D,

Following the reporting of a serious incident pursuant to paragraph 1, the provider shall, without delay, perform the

necessary investigations in relation to the serious incident and the Al system concemed. This shall include a risk
aseessment of the incident, and corrective action.
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TR, 3 LRIRI RS DM, BRESHEROSHEAL L, -, ZhusiEks/slxd, B
TR BIRCHIRR RS 197D78, ZDII7 058N E T ORESHEIROBHHHEEI 6L & 9D,
ZDA T U NDIFIRI DO F 4TI B 52 50 75T, BRI Al VAT 2457k
T A TU Q7220

The provider shall cooperate with the competent authorities, and where relevant with the natified body concemed,
during the investigations referred o in the first subparagraph, and shall not perform any investigation which involves
altering the Al system concermed in a way which may affect any subsequent evaluation of the causes of the incident,
prior to informing the competent authorities of such action.

5 3 5 49 BTN ERIRA LT B DIEA T AR, kTR R,
5 71 255 1 IO IR TERRE 37 JEIPV TEGHRR L, #5370, BRINERR AT, A%
D 1 O CEDOIFRBE DM BT DI DDOR O AR ES 5, Yiktathd,
205478 7 2 HETITI TSN, 20, BRI HlSIL,

Upon receiving a notification related to a serious incident referred to in Article 3, point (49)(c), the relevant market
suneillance authority shall inform the national public authorities or bodies referred to in Article 77(2). The Commission
shall develop dedicated guidance to facilitate compliance with the obligations set out in paragraph 1 of this Article. That
guidance shall be issued by 2 August 2025, and shall be assessed regullarty.

TR RS, ASOE 1 TR TIlEATOY R8T B2 7 BLINIZ, BHIEU)
20191020 D 19 SO TIEDHIZEBVOEYI/ S EZEL, 70, FFHRIOR CEDHIE
BVOEFTHEED,

The market surveillance authority shall teke appropriaie measures, as provided for in Article 19 of Regulation (EU)
2019020, within seven days from the daie it received the natification referred to in paragraph 1 of this Article, and shall
follow the natification procedures as provided in that Regulation.

ZOHRINDH CRED IR B A Sl B D QU VAN BB S ONIE SRR 5
T Lo TG CED N E A T —E A SV TODRIRE Il O TRSIVAEVAYZ Al A
TR, R T U NOEAINE, 5 3 5550 49 B ODH ORSHZBAIZIRESND,

For hightrisk Al systemns referred to in Annex Il that are placed on the market or put into service by providers that are
subject to Union legislative instruments laying down reporting obligations equivalent to those set out in this Regulation,
the notification of serious incidents shall be limited to those referred to in Article 3, point (49)(c).

FHHIEU) 2007/745 K OMHEIEV) 20177746 DiH DI HiasD 22 m IR— N Cohh AT
Al VAT LFATENARDEES THDEEVATZ Al VAT AL T, ERAA ST MDA
1, ZOANDE 3 555 49 BN ORSIZEEIIBRESI, >0, ZOAL LT U AL
TAERRIENZd o T4 B DT S8 TR HER OB HEINESEE e U T s,

34



e TERMEE %55 (2024410 H)

For high-risk Al systems which are safety components of devices, or are themselves devices, covered by Regulations
(EV) 2017/745 and (EU) 2017/746, the natification of serious incidents shall be limited to those referred to in Articke 3,
paint (49)(c) of this Regulation, and shall e madke to the national competent authority chasen for that purpose by the
Member Stateswhere the incident oocurred.

11 THHSHERODDENERS L, RMNZEERITHL, EHIZ, HIRIEU) 20191020 D5 20 S5, 42
TOERRAL LT N, ZDA 2T NI CEORERENM TEa Lo ) 5D e BRI D,

National competent authorities shall immediately notify the Commission of any serious incident, whether or not they
have taken action on it, in accordance with Article 20 of Regulation (EU) 2019/1020.

5538 BT
SECTION 3 Erforoemert

58 745 BXMLESOTIRI“HITHTHRERR S Al VR T LOEE
Avrticle 74 Market suneillance and control of Al systems in the Union market

1 ZoHRDEHOSS Al AT NI, FHAIEU) 20191020 A3, ZOBRIOIZNH e
FHATO BRIDTZDIZ:
@ HHIEY) 20191020 O FZITARRF IS | FHR~DSHIT, ZOHIRIOH 2 588 1o T
FEESI- A TOEREE G/ TNDHOL L TEYRSNS;
(b HHIEV) 20191020 D FZIIF L8 ~DOZRIT, ZOHRIOEHIFEPPNIZH L4 TD Al
AT I b CONBHLOE LTRSS,

Regulation (EU) 2019/1020 shall apply to Al systerms covered by this Regulation. For the purposes of the effective

enforcement of this Regulation:

(@ any reference to an economic operator under Regulation (EU) 2019/1020 shall be understood as including all
operators identified in Article 2(1) of this Regulation;

() any reference to a product under Regulation (EU) 2019/1020 shall be understood as including all Al systems
falling within the scope of this Regulation.

2. HIAIEU) 20191020 D5 34 5555 ATHD MDA S RO SR FE0O—ERELT, Ti5HHR
LI, FRINZES R ONERSZREPNBES RO, ERT, missaiiEgho T ez,
4 LRI BE 2R NIHE S D LI R R B b AR DR A 2, Tt
A, BRINEESITHIL, UREFEORITIEAE U A RSB ORI BL TR OSECHI
FEEIZBILTY, AR TS 7%,

As part of their reporting obligations under Article 34(4) of Regulation (EU) 2019/1020, the market sunweillance
authorities shall report annually to the Commission and relevant national competition authorities any information
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identified in the course of market surveillance activities that may be of potential interest for the application of Union law
on competition rules. They shall also annually report to the Commission about the use of prohibited practices that
occurred during that year and about the measures taken.

BFE 1 OEr Ay A DR THIEESHORINESTE S LA S SR SRS 2 @) 27
Al 227 NZBAL, ZOMIRID BEIOTZSOO TGRS R, SO T20 FIZRBWTEE
SRS CRAL T BRI 72,

For high-risk Al systems related to products covered by the Union harmonisation legislation listed in Section Aof Annex
I, the market sunveillance authority for the purposes of this Regulation shall be the authority responsible for market
suneillance activities designated under those legal acts.

55 1 BIEEDDORHINIED, 720, BEEIRRIL TIZRU T, FRENS, B | OFFChIEEs oMk
MIEAFEEATIEOBE TIZBL T2 AR PO TR Y R OO EZZ D
HERRIEDSHELR T DT L2 AL LT, TGRS JRE L TEEIr 57 ORIDE R AHEE T
EYAN

By derogation from the first subyparagraph, and in appropriate circumstances, Member States may designate another
relevant authority to act as a market surveillance authority; provided they ensure coordinetion with the relevant sectoral
market sunveillance authorities responsible for the enforcement of the Union harmonisation legislation listed inAnnex 1.

OB 79 572U 83 ST il B L~V O L) O RIC B AL
DOFREIE | O'ra A D THIEESIARINE SIS b ED B TED QU DEXIE, &
DI FEATADRAOHLEHEBLE TS Al S AT N CEAL U572, 2015735
A, WP OFR MO ZE SN D,

The procedures referred to in Articles 79 1o 83 of this Regulation shall not apply to Al systems related to products
covered by the Union harmonisation legislation listed in section Aof Annex 1, where such legal acts already provide for
procedures ensuring an equivalent level of protection and having the same objective. In such cases, the relevant sectoral
procedures shall apply instead.

JREIEU) 20191020 D% 14 5:00 Pl AT ROMETRAISIT 52 H0<, ZORRIDZER
TR TR D BIODT20IZ, THBEARY AN, FHAIEU) 20191020 055 14 5555 4 TEA) X OY)
(R HERE L) D~ KU N T T CT&ED,

Without prejudice to the powvers of market sunveillance authorities under Article 14 of Regulation (EU) 2019/1020, for
the purpose of ensuring the effective enforcerment of this Regulation, market surveillance authorities may exercise the
powers referred to in Article 14(4), points (df) and (j), of that Regulation remotely; as appropriate.

BRMNE S-SRl —E ARSI TS NA SRR C I TG E) v, Yr—EAcftSE
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FIIFRIASNAEIAY Al 227 NZEAUTE, ZOHAID BEIOT- DO HSHERYS &L, 0 Al
VAT NETTHTEL L, R D EF T E ORI S iR —E ADORRLL E
VRGO TUVBEEFHPNIZ AU VT, RN B4t —E ATED R IZI8W Y CEAULD BRI A
5 FORTEN B Ol A B omaks /=PRI 975,

For highrisk Al systems placed on the market, put into service, or used by financial institutions regulated by Union
financial services law; the market sunveillance authority for the purposes of this Regulation shall be the relevant national
authority responsible for the financial supervision of those institutions under that legislation in so far as the placing on the
market, putting into service, or the use of the Al system is in direct connection with the provision of those financial
SEIVICES.

55 6 T HORFFI D, BEIRIRGL FIZHU YT, 230, D HERSIVTUODIEASFLL T, &
ORI B HIDTO O TGRS RE LT, BUIOmRE S B il = 2> G Shig 2,

By way of derogation from paragraph 6, in gppropriate circumstances, and provided thet coordination is ensured,
anather relevant authority may be identified by the Member State as market sunveillance authority for the purposes of
this Regulation.

T84 2013B6/EU O FIZ3\V Y THHRSIVARIIE 1D G{EREBIAEE L, FHRIEU) No 1024/2013
(L CRRITHNZ B —DBARDARHAN ISV DIEN AR Y, R iy it
L, BT, ZOTSEAR Y RO AR BB RV CR RSN, RIFFRIOH-CHIE 23
TED IR H R T PSR DR > CIE EI T B A A s X

National market surveillance authorities supervising regulated credit institutions regulated under Directive 2013/36/EU,
which are participating in the Single Supervisory Mechanism established by Regulation (EU) No 1024/2013, should
report, without delay; to the European Central Bank any information identified in the course of their market sunveillance
activities that may be of potential interest for the prudential supervisory tasks of the European Central Bank specified in
that Regulation.

BT, MAEEBER OVERER T2 HIDTOIZE DT AT L) S ARFINIZRS
T, ZOHBINORIE N OF 1 5OHCHIESNAEIAZ Al VAT NIBEUTE, WS, ZO#
IR M O 675, 55 7 5 LU 8 5OH THIEESNAEIAY Al VA7 MZEAL T, #iak
El%, 2RI BRIOTD O AL C, FHIEU) 2016/679 F7-1 355 EU) 2016680
TR BREHEROSLT — A4 R, F4%, ThLISo, 575 EU) 2016680 O 41 577
WL 44 2D CED BT DERIC S CIDFRESNTAEBIOT N ERE D, T
MR, VWl HIRIC IS CHIEES S ROMNI MR S % 5.2 QU d7end, SHhud, 20
B4 RO EOREI NI\ NN TEEI T 2BRDEDIEES S ROTEEN Z 8% 5.2 U357,

For highrrisk Al systerms listed in point 1 of Annex 11 to this Regulation, in so far as the systems are used for law
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enforcement purposes, border management and justice and democracy, and for high-risk Al systems listed in points 6, 7
and 8 of Annex i to this Regulation, Member States shall designate as market suneillance auithorities for the purposes
of this Regulation either the competent data protection supervisory authorities under Regulation (EU) 2016/679 or
Directive (EU) 2016/680, or any other auithority designated pursuant to the same conditions laid down in Articles 41 to
44 of Directive (EU) 2016/680. Market sunveillance activities shall in no way affect the independence of judicial
authorities, or otherwise interfere with their activities when acting in their judicial capecity.

WiMIEE A ORERE, AR, F85 R /o TR 2O BIRIOBE AHEIPANI 5L &1, BRINT—20%
FERTENEN S, RN EIERCHIFTOOTERS_EOREI NIV N TEE§ DRI RESHFTE DRIRA IR,
Wi NIEE G OORERE, MR, SR RO TSR 2 REL TR %,

Where Union institutions, bodies, offices or agencies fall within the scope of this Regulation, the European Data
Protection Supervisor shall act as their market sunveillance authority, except in relation to the Court of Justice of the
European Union acting in its judiicial capecity.

RERKIEN L, ZOBIRID FIZBWTHRESIVZTSREA Y Rk, ZnLo, B | OFCHIZESL
LRSS LTV ED R R AR 920k 72 E PRI L B PSRERRE O], 7203, Y%
SEELSNOBRINEATE I, BIHE Il O TORSNAEVAZ Al VAT NI Gtk Ths
7 ks PIREEES LI HE PR OO A R A 975,

Member States shall facilitate coordination between market sunveillance authorities designated under this Regulation
and other relevant national authorities or bodies which supervise the application of Union harmonisation legislation listed
inAnnex |, or in other Union law thet might be relevant for the high-risk Al systems referred to in Annex Il

TR 25 M OVRMIE BT, FRRIEU) 20191020 DF 9 Z-ITHEW-, HEORERRIEN -5
KIPUAY aerd LRSI CQODRFE DRI EIAY Al AT NZEAL, ZOBAILOBHRIZES
W, JESTFAEEL, RESTASE AL, adilka i) ES S F R 21t D2 LU T D,
BB OTEFEAR Y SN L0 A IR R AR NE B SO RN I VI TSNS, LR
i, HENEEARER XD, AR, RO OOFEED a5,

Market sunveillance authorities and the Commission shall be able to propose jointactivities, including joint investigations,
to be conducted by either market surveillance authorities o market sunveillance authorities jointy with the Commission,
that have the aim of promoting compliance, identifying non-compliance, raising awareness or providing guidance in
relation to this Regulation with respect to specific categories of hightrisk Al systems that are found to present a serious
risk acrasstwo or more Member States in accordance with Avrticle 9 of Regulation (EU) 2019/1020. The Al Office shall
provide coordination support for joint investigations.

JRHAIIEU) 20191020 O 2B NTEDSITHMESRE T HZ 72K, Do, ZOTHEEAR Y R ORES
Tl I T OIS TN DZF DT DI B2 A SRESINVA L &S, TGRS /L, Fh
DNEEICHON X274 EOZEER RS DEXE, TV r—a Ty I AT
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AZ(TAPI LD A EATENLISNDVT—RT 2% TR ATREL S D& 7o i FEL L O
NI E R G, SEEIFINTEYAZ Al VAT AOBIFREOT- I FE RS-l —~,
AR — 2 N ONRER T — A R AR R T 7 e 2D ME I S 52 Hiva,

Without prejudice to the pawers provided for under Regulation (EU) 2019/1020, and where relevant and limited to
wheat is necessary to fulfil their tasks, the market sunveillance authorities shall be granted full access by providers to the
documentation as well as the training, validation and testing data sets used for the development of high-risk Al systerrs,
including, where appropriate and subject to security safeguards, through application programming interfaces (API) or
other relevant technical means and tooks enabling remote acoess.

TEE Y T, BT U-BLRIZIY, 70, UL FOMmE DS DNHT-SIVA AR, &Y

A Al VAT D) —A—R~DT BRI G.2 5i5b:

@ EUART Al AT LOH N FHEDH 2 FioH CED I OB FARHITT 572D, Y —
AA—R DT I BADWEL T 0¥

O REEED ORISR OSCEZ I 3 5a B T £/ 3B A e A URRIEDS,
HEhETp o7, FAE, A ThHZEN RIS,

Market sunveillance authorities shall be granted access to the source code of the highHrisk Al system upon a reasoned

requestand only when both of the following conditions are fulfilled:

(@ accesstosource code is necessary to assess the conformity of a high-risk Al system with the requirements set out
in Chapter I, Section 2;and

(b)  testing or auditing procedures and verifications besed on the data and documentation provided by the provider
have been exhausted or proved insufficient

TGRS R LS CAFSIIAEFRE I IE L, 5 78 RO CED LI AR
T THOHdoN D,

Any information or documentation obtained by market sunveillance authorities shall be treated in accordance with the
confidentiality obligations setout in Article 78.

55 5% HEME, TRERRU—REN Al VAT LDOEE
Article 75 Mutuial assistance, market sunveillance and control of generalHpurpose Al systems

1

Al VAT IR Al BT VESIRELTERY, 230, TOET VEEDUAT LHE—OHRE
FIZEA TSI QDS Al #8RIE, Uik Al AT L2OZOMRIND FIZHo3eH508Es 4
BN OB D7D DMERRA DD, Al FRIRIDESTR M OB O 5 124 79 51280, AR,
ARET R OYHANEU) 20191020 D HCRED I AR 4 RO COMERE L,

Wherean Al system is based ona generaHpurpose Al model, and the model and the system are developed by the same
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provider, the Al Office shall have powers to monitor and supervise compliance of that Al system with obligations under
this Regulation. To carry out its monitoring and supervision tasks, the Al Office shall have all the powers of a market
sunveillance authority provided for in this Section and Regulation (EU) 2019/1020.

ZORANZIDEVAZ LU THFESIV QD D7 bt 120D BRI T-8OI R E A > CEEA T
SIS/ B ) Al S AT 253, ZORRAIOH CEDHIN - BYHAESFLU QL VRSB 27
O3 7 ARG 2T EAR Y RS D E &N T, ORI, S FOFHlAE 2 19
DI AR AL, 130, BER L OMOTTHHEARA TN, Lo GEkET D,

Where the relevant market sunveillance authorities have sufficient reason to consider general-purpose Al systems that
can be used directly by deployers for at least one purpose that is classified as high-risk pursuant to this Regulation to be
nonrcompliant with the requirements laid down in this Regulation, they shall cooperate with the Al Office to carry aut
compliance evaluations, and shall inform the Board and other market sunveillance authorities accordingly.

IEHRE AT D200 COMYI 1A R UT-OITh T, TR A3, —ixA
1 Al BT VERHES 2 EDFRA~T 7 BEATHZEDEDL RO AGEDPZIZ, ED Y FDiE
27 Al AT LDOFIEZSE T TERNEET, 20N, Al RIS, ZOEEEICL->T4i%
THHA~DT 7 EADHGTSIND, BRRAA U EGEEAAR TED, ZOHEIZ T, AlFRREI,

BEEE THOYRINTHL, 72, 230, U IVeD AT Th 0 HUNIZ, EUAZ Al AT
LIRS CIHONE DD AT DI DI SHks ThoHE AlFRD W IS G372, it
A L, ZOBAIDEE 78 SRUITHEW, EOY RN AT DGOSR MA 2R3 5, Bl
HIJEU) 20191020 D VI FEDOHCREDSIT- il S, LGS,

Where a market suneillance authority is uneble to conclude its investigation of the high-risk Al system because of its
inability t0 acoess certain information related to the generalpurpose Al model despite having made all appropriate efforts
to obtain that information, itmay submita reasoned request to the Al Office, by which access to that information shall be
enforced. In that case, the Al Offfice shall supply to the applicant authority without delay; and in any event within 30 days,
any information that the Al Office considers to be relevant in order to establish whether a hightrisk Al sysiem is non-
compliant. Market sunveillance authorities shall safeguard the confidentiality of the information that they dbtain in
accordance with Article 78 of this Regulation. The procedure provided for in Chapter V1 of Regulation (EU) 2019/1020
shall apply mutatis mutandis.

76 5% ERERFUTOHBROTEEHRAUBIZS LI5S
Avticle 76 Supervision of testing in real world conditions by market surveillance authorities

1

TR AN, SR T OB ORI Z LR HT3DDRES I EHERAS D,

Market sunveillance authorities shall have competences and powers to ensure that testing in real world conditions is in
accordance with this Regulation.
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Al S 2T WKL 58 40D 2D ALVEHI R 7 22380 VOB SN A EI T T
RN T TSNDEE, AL R, Al IR KRR 7 AR 520X R B O REE
D—EBELT, 5 60 SDMSTAMAT D, THSDUJEIE, Ld~K, 55 60 55565 4 THR KL gD
HCIEDLI RS ORI, ZOFEMFRS Y PO MRS £ 3 RAATRIE I
FoTHATEND LT D,

Where testing in real world conditions is conducted for Al systems that are supervised within an Al regulatory sandbox
under Articke 58, the market sunweillance authorities shall verify the compliance with Articke 60 as part of their
supervisory role for the Al regulatory sandbox. Those authorities may; as appropriate, allow the testing in real world
conditions to e conducted by the provider or prospective provider, in derogation from the conditions set out in Article
60(4), points (f) and (g).

TSR RS, FLUAPRIEE, TRUEE 358 =)D, BRI T U NOEE A T4,

F2T, 5 60 LU 61 SO CIED LIS TE A L QU VR SR DRI DR HAE,

DEET, ZOMFENL, Lo, ZOXMFOFE T EIZRT, LLFOWT I DIRTEZA TV MG

%

@ FOFEMHFRE FORBROAZIET DI D EATHE T T5720;

() TRIE F I IAR I L ORRE F T ARKER 1 TR, ZOFEMIRSA T Foosdlio
WD DRI DS IEZ R T D728,

Wherea market sunveillance authority has been informed by the prospective provider, the provider or any third party of

aserious incident or has other grounds for considering thet the conditions setout in Articles 60 and 61 are not met, itmay

take either of the following decisions on its territory, as appropriate:

(@ tosuspendorterminate the testing in real world conditions;

(b) torequire the provider or progpective provider and the deployer or prospective deployer to modify any aspect of
the testing in real world conditions.

TR YRS, AR 3T ORI IREEA ToT-0E, AT, 5 605558 A THQ)DEWRIZRIT
DRI UL E T, TOPEEATRZ T, TORAETRL, 70, $EiE F- 13 RAR g
EDINUTEDORIE FH AT B T TS0 %~

Where a market sunveillance authority has taken a decision referred to in paragraph 3 of this Avrticle, or has issued an
objection within the meaning of Article 60(4), point (b), the decision or the objection shall indicate the groundss therefor
and how the provider or prospective provider can challenge the decision or objection.

ZTHINE I ATREZR LT, TSRS R 3 IR IRERAT TG, TOUE, #EGET
B ZHESTED Al AT LTRSS BIORSFKEDO TSR AR AL, ORI ZARET 2,

Where applicable, where a market sunveillance authority has taken a decision referred to in paragraph 3, it shall
communicate the grounds therefor to the market sunveillance aLthorities of ather Member States in which the Al sysem
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has been tested in accordance with the testing plan.

BT & ERRYHENERET HREDER
Avrticle 77 Powers of authorities protecting fundamental rights

1

B M O TRSNAEVAZ Al AT ZOFHEDBIHRIZIN T, FHERIOHERE G, HoR
BRI AARGE3 DRI MBS TED FIZIIT DB DB B AR B F7 o 3 T3 DI TEORI =
T HEP TECRERRI X, F DR RIE DOE A EEHEDTISRNIZIS 1T D HUL0OREEE 7 SRk DA T
B NN 7=\ L 3 S D T IR AN, TR AR e E2E T+ —
~ NI, ZOBRID P R 2 SHERFE BESNA SCEE BRI R AU T
TR DM A D, W7 TERSBIF - A TE R T, BRI DR E D TG Y Rl xiL,
FEDIITRERAEET D,

National public authorities or bodies which supervise or enforce the respect of obligations under Union law protecting
fundamental rights, includiing the right to non-discrimination, in relation to the use of high-risk Al systems referred to in
Annex Il shall have the power to request and access any documentation created or maintained under this Regulation in
accessible language and formiat when access to that documentation is necessary for effectively fulfilling their mancdates
within the limits of their jurisdiction. The relevant public authority or body shall inform the market sunveillance authority
of the Member State concemed of any such request.

02445 11 A 2 BETIS, SAREENT, 55 1 ORI TEEERE F7/2 3 TEGRERRA R, 2o, £
IS TESEE 71 I TEGHRR OV AN AT 97D, FERIENT, BONERE S R OMORERLEI L
TEDVANABENL, 1D, FOYANCHTORREI AR,

By 2 Novemiber 2024, each Memiber State shall ickentify the public authorities or bodies referred to in paragraph 1 and
make a list of them publicly available. Member States shall notify the list to the Commission and to the other Member
States, and shall keep the list up to date.

FARH Y HER o Rt RN ATED T DFBE OB TE A T ) e e § 271280
W3 LR ISCETIA 2756, 5 1 ORI TBIEBE H/2 JATEGERG 3, it
YIMTKIL, BATHIFBU LS TEDRIAY Al VAT LR D2 8%, BilA LT
AU, TOTSEIRSRIL, TOZEEOROEHAVAIFNIC, ERETTHH TERREEE-
I I TEOERRD R B 5T, ZORBRAARR D,

Where the documentation referred to in paragraph 1 is insufficient to ascertain whether an infringement of obligations
under Union law protecting fundamental rights has occurred, the public authority or body referred to in paragraph 1 may
make a reasoned request to the market sunveillance authority; to organise testing of the high-risk Al system through
technical means. The market sunveillance authority shall organise the testing with the close involverment of the
requesting public authority or body within a reasonable time following the request.

42



4.

e TERMEE %55 (2024410 H)
ALRTIOALDE 1 TR TEPN TBHRSES 72 ZEP TEGRERR Z > CA TSI E i -
SCEVY, BB 18 SO CEOLIV AR > TR IS,

Any information or documentation obtained by the national public authorities or bodies referred to in paragraph 1 of this
Avticle pursuant to this Article shall be treated in accordance with the corfidentiality obligations set out inArticle 78.

78 HFH
Avticle 78 Confidentiality

1
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© OHEOFRERONEZL R LR,

O TR O T T;

© PERMEATEF I IEPNAIC L > T LS

The Commission, market sunveillance aLthorities and notified bodies and any other natural or legal person involved in
the application of this Regulation shall, in accordance with Union or national law; respect the confidentiality of
information and data obiained in carrying outtheir tasks and activities in such amanner asto protect, in particular:

(@ the intellectual property rights and confidential business information or trade secrefs of a netural or legal person,
including source code, except in the cases referred to in Article 5 of Directive (EU) 2016/943 of the European
Parliamentand of the Council®?,

(b) the effective implementation of this Regulation, in particular for the purposes of ingpections, investigations or
audits;

(©  publicand national security interests;

() theconductof criminal or administrative proceedings;

(e)  information classified pursuant to Union or netional law.

w5 1 TEZ I ORI I B 5 AR L, Al AT B2 TRESIUTU VAU RZ O DT -
D, WNZ, ZOHAIN OHHAIIEU) 20191020 | 5o TEDOREBEIODMERNRAA T 327D TRk 2
BT — B DIETR D, THHOBEBE, ATFUIERE OF —2 O e AR

S EIIER, R MOBRRICHTT 2 EBRARD /0~ S OV 3 i (o SEmis) OO PRatl R 2R
J OB 016 4F-6 A 8 HD$EH(EU) 2016043 (QJ L 157, 156.2016, p. 1).

Directive (EU) 2016/943 of the European Parliament and of the Council of 8 June 2016 on the protection of undisclosed know-how

and business information (frade secrets) against their unlawful acouisition, use and disclosure (QU L 157, 15.6.2016, p. 1),
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T ONEE) D EIH 2 A =207 EORSEZFRT, >0, j#H ATRE R ME 5%
FATENIEIIRE, ZOT —2BAFINT- BRDT2ODVENENT 2 poT= L EITEBIZ, &
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Theauthorities involved in the application of this Regulation pursuant to paragraph 1 shall request only data that is strictly
necessary for the assessment of the risk posed by Al systems and for the exercise of their powers in accordance with this
Regulation and with Regulation (EU) 2019/1020. They shall put in place adequate and effective cybersecurity measures
to protect the security and confidentiality of the information and data dbtained, and shall delete the data collected as soon
asitis no longer needed for the purpose for which itwas obtained, in accordance with applicable Union or national lawv.

1RO 2 AT 7, BSHERRDOSDIEINEEREDRM, KON, B HESROSHHIEINE
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Without prejudice to paragraphs 1 and 2, information exchanged ona confidential basis between the national competent
authorities or between national competent authorities and the Commission shall nat be disclosed without prior
corsuliation of the originating national competent authority and the deployer when high-risk Al systems referred to in
point 1, 6 or 7 of Annex 111 are used by law enforcement, border control, immigration or asylum authorities and when
such disclosure would jeopardise public and national security interests. This exchange of information shall not cover
sensitive operational dafa in relation to the activities of law enforcement, border control, immigration or asylum
authorities.

T TR, BRI D S SR BIAR I O 15, 85 6 538 7 SofroRShzmy
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When the law enforcement, immigration or asylum authorities are providers of high-risk Al systems referred to in point
1, 6 or 7 of Annex lll, the technical documentation referred to in Annex IV shall remain within the premises of those
authorities. Those authorities shall ensure that the market sunveillance authorities referred to in Article 74(8) and (9), as
applicable, can, upon request, immediately access the documentation or obtain a copy thereof. Only staff of the market
suneillance authority holding the appropriate level of security clearance shall be allovwed to access that documentation or
any copy thereof.
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Paragraphs 1, 2 and 3 shall not affect the rightts or dbligations of the Commission, Member States and their relevant
authorities, as well as those of notified bodies, with regard 1o the exchange of information and the dissemination of
wamings, including in the context of cross-border cooperation, nor shall they affect the obligations of the parties
concermed o provide information under criminal law of the Member States.
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The Commission and Member States may exchange, where necessary and in accordance with relevant provisions of
international and trade agreements, confidential information with regulatory authorities of third countries with which
they have concluded hilateral or multilateral confidentielity amangements guaranteeing an adequate level of
conffidentiality.

BEIE YRTERLTNS Al Y RT LEBRYRST-SHODOERLILOF R
Avrticle 79 Procedure at national level for dealing with Al systems presenting a risk

1
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Al systems presenting a risk shall be understood as a “product presenting a risk’ as defined in Article 3, point 19 of
Regulation (EU) 2019/1020, inso far as they present risks to the health or safety, or to fundamental rights, of persons.

TERED TGRS, Al VAT LHAGDH; LIRS VAZZ R QODEHINT 515370
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FERE S EPV TEGRRE 1975,

Where the market sunveillance authority of a Member State has sufficient reason to consider an Al system to presenta
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risk as referred o in paragraph 1 of this Article, it shall carry out an evaluation of the Al system concermed in respect of its
compliance with all the requirements and obligations laid dowwn in this Regullation. Particular attention shall be given to
Al systems presenting a risk o vulnerable groups. Where risks to fundamental rights are identified, the market
sunweillance authority shall also inform and fully cooperate with the relevant national public authorities or bodies referred
to in Article 77(2). The relevant operators shall cooperate as necessary with the market sunveillance authority and with
the other national public authorities or bodies referred to inArticle 77(2).

Z ORI ZINT, GRS R, F3, ThSEM TRl XL, 4 77 446 1 EIoR
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Where, in the course of that evaluation, the market surveillance authority or, where applicable the market sunveillance
authority in cooperation with the netional public autthority referred to in Articke 77(2), finds that the Al system does not
comply with the requirements and obligations laid down in this Regulation, it shall without undue delay require the
relevant operator to take all appropriate corrective actions to bring the Al system into compliance, to withdraw the Al
system from the market, or to recall it within a period the market sunveillance auithority may prescribe, and inany evert
within the shorter of 15working days, or as provided for inthe relevant Union harmonisation legiskation.

TR R, RS2 FREHRR L, Lo ~<EifEd 2, JAIIEU) 20191020 5 18 2Ki3,
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The market suneillance authority shall inform the relevant notified body accordingly. Article 18 of Regulation (EU)
20191020 shall apply to the measures referred to in the second subparagraph of this paragraph.

TR DS, 00X R[OEPGE L T IANET 2N TSNS 5L &, Z04EIE,
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Where the market surveillance athority consicers thet the non-compliance is not restricted to its national territory; it shall
inform the Commission and the other Member States without undue delay of the resuls of the evaluation and of the
actionswhich it has requiired the operator to take.
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The operator shall ensure that all appropriate corrective action is taken in respect of all the Al systems concermed that it
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has made available on the Union market.
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Where the operator of an Al system does not take adkequate comrective action within the period referred to in paragraph 2,
the market sunveillance authority shall take all appropriate provisional measures to prohibit or restrict the AT system’s
being made available on its national market or put into service, to withdraw the product or the siandalone Al sysem
from that market or to recall it. That authority shall without undue delay notify the Commission and the other Member
States of those measures.
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The notification referred to in paragraph 5 shall include all available details, in particular the information necessary for the

identification of the non-compliant Al system, the origin of the Al system and the supply chain, the nature of the non-

compliance alleged and the risk involved, the nature and duration of the netional measures taken and the arguments put

forward by the relevant aperator. In particular, the market surveillance authorities shall indicate whether the non-

compliance is due to one or more of the following:

(@  noncompliance with the prohibition of the Al practices referred to inArticle 5;

(b) afailure ofahigh-isk Al system to meetrequirements set out in Chapter 11, Section 2;

(©  shortcomings in the harmonised standards or common specifications referred to in Articles 40 and 41 conferringa
presumgption of conformity;

(@ noncompliance with Article 50.

T PRl QU ODRERRIEID TGRS RSO TGRS /N, BRINE R K OMORERKE
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The market suneillance authorities other than the market surveillance authority of the Member State initiating the
procedure shall, without undue delay; inform the Commission and the other Member States of any measures adopted
and of any additional information at their disposal relating to the non-compliance of the Al system concemed, and, inthe
eventof disagreement with the notified national measure, of their dbjections.

AL BIA RN ZREN ¥ 3737 LINIZ, BIORERRIE O AR S > GBS
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Where, within three months of receipt of the notification referred to in paragraph 5 of this Article, no objection has been
raised by either a market sunveillance authority of a Member State or by the Commission in respect of a provisional
measure teken by a market suneillance authority of another Member State, that measure shall be deemed justified. This
shall be without prejudice to the procedural rights of the concermed operator in accordance with Article 18 of Regulation
(EV) 2019/1020. The three-month period referred to in this paragraph shall be reduced to 30 days in the evertt of non-
compliance with the prohibition of the Al practices referred to in Article 5 of this Regulation.
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The market suneillance authorities shall ensure that appropriate restrictive measures are taken in respect of the product or
the Al systiem concermed, such as witharawal of the product or the Al system from their market, withoutundue celay.

55 80 & AR 1 OERAIZHUTRELEI TRYIERI R VELTHESN = Al VAT LOEHRL N
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Avrticle 80 Procedure for dealing with Al systems classified by the provider as non-high-risk in application of Annex I

1
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Where a market sunveillance authority has sufficient reason to consider that an Al system classified by the provider as
nonthighrisk pursuant to Article 6(3) is indeed high-risk, the market sunveillance authority shall cary outan evaluation
of the Al system concemed in respect of its classification as a hightisk Al system based on the conditions set out in
Avticle 6(3) and the Commission guidelines.
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Where, in the course of that evaluation, the market sunveillance authority finds that the Al system concemed is high-risk,
it shall without undue delay require the relevant provider to take all necessary actions to bring the Al system info
compliance with the requirements and obligations laid down in this Regulation, as well as teke appropriate corrective
actionwithinaperiod the market sunveillance authority may prescrite.
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Where the market sunveillance authority considers that the use of the Al system concermed is not restricted to its nationel
territory; it shall inform the Commission and the other Member States without undue delay of the results of the
evaluation and of the actions which it has required the provider to take.
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The provider shall ensure thet all necessary action is taken to bring the Al system into compliance with the requirements
and obligations laid down in this Regulation. VWhere the provider of an Al system concemed does not bring the Al
system into compliance with those requirements and obligations within the period referred to in paragraph 2 of this
Avrticle, the provider shall be subject to fines in accordance with Article 99.

TR, BRIMEA DT R Y CEORBEE DR CEAIDN LR T2 T Al VAT
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The provider shall ensure that all appropriate comective action is taken in respect of all the Al systems concermed that it
has made available on the Union market.
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1L, 5 79 45H SIEAN U 9 TH) S FHESINA,

Where the provider of the Al system concermed does not take adequiate corrective action within the period referred o in
paragraph 2 of this Article, Article 79(5) to (9) shall apply:
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Where, in the course of the evaluation pursuant to paragraph 1 of this Article, the market sunweillance authority
establishes that the Al systemwas misclassified by the provider as non-hightrisk in order to circumvent the application of
requirements in Chapter I, Section 2, the provider shall be subject to fines in accordance with Article 99.
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In exercising their power to monitor the application of this Article, and in accordance with Article 11 of Regulation (EU)
20191020, market suneillance authorities may perform appropriate checks, taking into acoount in- particular
information stored in the EU database referred to inArticle 72 of this Regulation.
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Avrticle 81 Union safeguard procedure
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Where, within three months of receipt of the notification referred to in Articke 79(5), or within 30 days in the case of non-
compliance with the prohibition of the Al practices referred to in Article 5, objections are raised by the market
suneillance authority of a Member State t a measure taken by another market sunveillance authority; or where the
Commission consicers the measure to be contrary to Union law;, the Commission shall without undue delay enter into
consuliation with the market sunveillance authority of the relevant Member State and the operator or operators, and shall
evaluate the national measuire. On the besis of the results of that evaluation, the Commission shall, within six months, or
within 60 days in the case of non-compliance with the prohibition of the Al practices referred to in Article 5, starting from
the notification referred to in Article 79(5), decide whether the national measurre is justified and shall notify its decision to
the market suneillance authority of the Member State concermed. The Commission shall also inform all other market
sunweillance authorities of its decision.
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Where the Commission considers the measure taken by the relevant Member State to be justified, all Member States
shall ensure thet they take appropriate restrictive measures in respect of the Al system concermed, such as requiring the
withdrawal of the Al system from their market without undue delay; and shall inform the Commission accordinglly.
Where the Commission considers the national measure to be unjustified, the Member State concermed shall withdraw
the measure and shall inform the Commission accordingly.
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Where the national measure is considered justified and the non-compliance of the Al system s atfributed to
shortcomings in the harmonised standards or common specifications referred to in Avrticles 40 and 41 of this Regulation,
the Commission shall apply the procedure provided for in Article 11 of Regulation (EU) No 1025/2012.
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Where, having performed an evaluation under Article 79, after consulting the relevant national public authority referred
to in Article 77(1), the market surveillance authority of a Member State finds that although a high-risk Al sysem
complies with this Regulation, it nevertheless presenis a risk to the health or safety of persons, to fundamental rights, or to
other aspects of public interest protection, it shall requiire the relevant operator 1o take all appropriate measures to ensure
that the Al system concemed, when placed on the market or put into service, no longer presents that risk without undue
delay, withina period it may prescribe.
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The provider or other relevant operator shall ensure that comective action is taken in respect of all the Al systems
concermed that it has made available on the Union market within the timeline prescribed by the market sunveillance
authority of the Member State referred to in paragraph 1.
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The Member States shall immediately inform the Commission and the other Member States of a finding under
paragraph 1. That information shall include all available details, in particular the data necessary for the identification of the
Al system concermed, the origin and the supply chain of the Al system, the nature of the risk involved and the nature and
duration of the national measures taken.
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The Commission shall without undue delay enter into consuliation with the Member States concermed and the relevarnt
operators, and shall evaluate the national measures taken. On the besis of the results of that evaluation, the Commission
shall decide whether the measurre is justified and, where necessary, propose other appropriate measures.
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The Commission shall immediately communicate its decision 1o the Member States concemed and 1 the relevant
operators. It shall also inform the other Member States.
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Where the market suneillance authority of a Member State makes one of the following findings, it shall require the
relevant provider to putan end to the non-compliance concermed, within a period it may prescribe:

@  the CE marking hasbeenaffixed in violation of Article 48;

(b) the CE marking has notbeenaffixed;

(¢ theEU declaration of conformity referred to inArticle 47 has not been drawn up;

(d theEU declaration of conformity referred to in Article 47 has not been dravwn up correctly;

(e) theregistration inthe EU database referred to in Article 71 has not been carried out;

(H  whereapplicable, no authorised representative has been appointed;

(@ technical documentation isnotavailable.
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Where the non-compliance referred o in peragraph 1 persists, the market sunveillance authority of the Member State
concermed shall teke appropriate and proportionate measures to resirict or prohibit the high-risk Al system being made
available on the market or to ensure thet it is recalled or withdrawn from the marketwithout celay.
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L BEINEERE, AlOSFEHTRTHHRIEU) 20194020 D% 21 555 6 THO T IS\ VTHIESIUR
B2z T9 212500 1 EFTEEOWNES Al GRS 2 E 3%,

The Commission shall designete one or mare Union Al testing support structures to perform the tasks listed under
Article 21(6) of Regulation (EU) 2019/1020in the area of Al
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Without prejudice to the tasks referred to in paragraph 1, Union Al testing support structures shall also provide
independent technical or scientific advice at the request of the Board, the Commission, or of market sunveillance
authorities.
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SECTION 4 Remedies
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Articke 85 Right to lodge a complaint with amarket surveillance autthority
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Without prejudice to other administrative or judicial remedies, any natural or legal person having grounds to consider
that there has been an infringement of the provisions of this Regulation may submit complaints to the relevant market
suneillance authority.
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In accordance with Regulation (EU) 2019/1020, such complaints shall be taken into account for the purpose of
conducting market surveillance activities, and shall be handled in line with the dedlicated procedures established therefor
by the market sunveillance aLthorities.
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Avrtice 86 Right to explanation of individual decisior-making

1

B M DF 2 50 FIZRV Y CHIESNOT AT e FRE, BIFK Il OHCHIZESNAEYAY Al A
T IPOOH ) Z R GRIEEI IS T T, 230, YikEADZOENOREEE, 224
VI MR Ok DA DB AL D EE 2 D787 T YA B TR T o8
T IRRRD BRI 25 B2 A T D I TR 25 B S T AR N L, BRREFRU BT DD
Al T AT LDOFENTONT, O, AT A0 EE/REFR DU N, ZORKEH D, WD
DRSO A,

Any affected person subject to a decision which is taken by the deployer on the basis of the output from a high-risk Al
system listed in Annex 111, with the exception of systerns listed under point 2 thereof, and which produces legal effects or
similarty significantly affects that person ina way thet they consider to have an adverse impact on their health, safety or
fundamental rightts shall have the right to obtain from the deployer clear and meaningful explanations of the role of the
Al system in the decision-making procedure and the main elements of the decision taken.
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Paragraph 1 shall not apply to the use of Al systems for which exceptions from, or restrictions to, the obligation under
that paragraph follow from Union or national lavv in compliance with Union law.
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This Article shall apply only to the extent that the right referred to in paragraph 1 is not otherwise provided for under
Union law.

B o1& BRITADERRVERTHEADRE
Avticle 87 Reporting of infringements and protection of reporting persons
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Directive (EU) 2019/1937 shall apply to the reporting of infringements of this Regulation and the protection of persons
reporting such infringements.
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SECTION 5 Supervision, investigation, enforcement and monitoring in respect of providers of general-purpose Al models
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Avrtice 83 Enforcement of the abligations of providers of general-purpose Al models
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The Commission shall have exclusive powers to supervise and enforce Chapter V taking into account the procedural
guarantees under Article 94. The Commission shall entrust the implementation of these tasks to the Al Office, without
prejudice t the powers of organisation of the Commission and the division of competences between Member States
and the Union based on the Treaties.

2. 5T BTEAIIT DL, TGRSR, MUNEESITHL, ZOMAID FIZhoiis

B RO At 1= Z BT DT DI T BECHID DB ThHDEEIE, AFIDO T TEDD
AT HEBREATI S DL ERH TED,
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Without prejudice to Article 75(3), market sunveillance authorities may request the Commission t exercise the powers
laid down in this Section, where that is necessary and proportionate to assist with the fulfilment of their tasks under this
Regulation.

FERE EFUER
Avticle 89 Monitoring actions

1

AEID FIZIBU T AFRRIN T U TR TOd U iikigs 224 732 BRIOTZDIT, ALK, 7GR
MIZFEBHEINC R AR Al E7VORMEE DB DIL2 500, AR Al £7 /L0
F I DRI TNV 2 T O 2R DDV B A T e L DT L7 TED,

For the purpose of carrying out the tasks assigned to it under this Section, the Al Office may take the necessary actions to
monitor the effective implementation and compliance with this Regulation by providers of general-purpose Al models,
including their adherence to approved codes of practice.

TUROTRHEE Y, ZORRINODERA T2 IR TG L COMERIZ S0, F5IEHSC T, 18

EZA DS LEDEL, H32, D7ad EbLL FOFA T~

@ BIRT LA AIET VOREEOEREE

O BRI DHEFEORE, ZOMRIDBHR DA, KO, BIRS D AR Al £7 /L8t
B ZDORRANTELT=LZ 0D FHOIRIE DB R AL,

© TIDNEGYRLEIT, T FHOIREE D A FANLLDTAE A T, ZOEGEEREMNL
T2 NROIEHEDNE ChHEE R D TOMDIEH,

Downstream providers shall have the right to lodge a complaint alleging an infringerment of this Regulation. A

complaint shall be duly reasonedand indiicate at least

(@ thepointof contactof the provider of the general-purpose Al model concermed;

() a description of the relevant facts, the provisions of this Regulation concermed, and the reason why the
downstream provider consicers thet the provider of the generalpurpose Al model concemed infringed this
Regulation;

(© any other information that the downstream provider that sent the request considers relevant, including, where
appropriate, information gathered on its own initiative.

FEOF HF IRIUKBVRTIVIRIDER
Avticle 90 Alerts of systernic rrisks by the scientific panel

1

B2 SRV DL FOZEZFARPAL DX, B U, Al BRI, 24 e
et cas:
@ ARERAIETIL, BINEAL VO BRI GERIATRE R A2 L TG a3

56



e TERMEE %55 (2024410 H)

O —FXEBAITTAN, 565 R TIHTEEL TN,

The scientific panel may provide a qualified alert to the Al Office where it has reason to suspect that:
@  agereralpurpose Al model poses concrete identifiable risk at Union level, or
(b agereralpurpose Al model meetsthe conditions referred to inArticle 51.

FEDIITFEMMESVESR A T T-1%, BINEBE R, Al #mE LT, 2o, ZERIIRUCHE
FUT= BT, 2022 FHT5 HEIDT-OIZ, AREOH CEDOITAHERRAA T TE D, Al #2)5
1%, ZERITHL, 5 G720 W R IET-HE SRS D,

Upon such qualified alert, the Commission, through the Al Office and after having informed the Board, may exercise
the powers laid down in this Section for the purpose of assessing the matter. The Al Office shall inform the Board of any
measure according to Articles 91 10 94.

AUV ER T, BEARBUOGLEDEL, 730, D7aKEbLL FOF AR

@ BRI DIATIVIUAZZL SR AR AT T /VORIEE OERESE;

O BRI DHEFEORLE K ORI SR UL DT D EROIRIL,

© ThONEEVREETL, Bl SV BIEANTIRDTNTRE E), Bl SV NGRS CThhe
BRLTOMDNEHR,

Adqualified alert shall be duly reasoned and indiicate at least

(@ thepointaf contactofthe provider of the generalHpurpose Al mockel with systemic risk concermed;

(b)  adesoription of the refevant facts and the reasons for the alert by the scientific panel;

(©  anyother information that the scientific panel considers to be relevant, including, where appropriate, informeation
gathered on itsown initiative.

FIF XERVIFREERY HER
Avrticle 91 Power to request documentation and information

1

RRMNZEE AT, PRS2 B A7 /LORREEITRL, 55 83 MO 5 SRTHE->TED
AN LTRSS, FA3, £ORME DOZORANDE 272 H RO Z44
BT IR AR S DT LA R TES,

The Commission may request the provider of the general-purpose Al model concemed to provide the documentation
drawn up by the provider in accordance with Articles 53 and 55, or any additional information tht is necessary for the
purpose of assessing compliance of the provider with this Regulation

TR RO DERZEDHIN T, ALRRIRIE, ZO—RH I AT /VOTREE LD T, HiE L
SRR TED,
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Before sending the request for information, the Al Office may initiate a structured dialogue with the provider of the
generalpurpose Al modkel,

3. H 88 2 HD MIRITDRI SV ORE I T2, THlA~DT 7 e D) >k
B CTHLEET, INEERIT, B SV SO IE AL ST O EGE 22 TT-1%, —iX
HEY AIET VORI, TR RODIEREFE T HILENTED,

Upon a duly substantiated request from the scientific panel, the Commission may issue a request for information to a
provider of a gereralfpurpose Al modkl, where the access to information is necessary and proportionate for the
fulfilment of the tasks of the scientific panel under Article 63(2).

4, EERIRHLOIRIY, FOEROENARIL OV H B2, EOEHRNELRSIQOA)EFEEL,
DR FEINADREHREED, D>, NIEHME, RNeE T IiBEDOEROMH T35
% 101 O TEDLIN-HIFE A R T,

The request for information shall state the legal basisand the purpose of the requeest, specify what informeation is required,
set a period within which the information is o be provided, and indicate the fines provided for in Article 101 for
supplying incorrect, incomplete or misleading informetion.

5 BRI KB Al BT NVORME T IFORME OB, BRI -IEHE G2,
BN, SHEFAIBZEDTR, F23, TORMEINENEELTR NG S, (BRI F I IED
FOHNAZIDEORMEF ZRILTDHERRAD O 1Y, BIRTH B Al BT VORI D
RO, BERENTAEEEAEE T2, 178D DM IE MR A OIS, TOEHERD
RO, FHREHEGTED, DA THH>Th, TOBRL, HHaSNIE R4,
RIEMEE A TRREDOLD ThHHEET, RN EFZ A Wi THEEE 5,

The provider of the general-purpose Al model concemed, or its represeniative shall supply the information requested. In
the case of legal persons, companies or firms, or where the provider has no legal personality; the persons authorised to
represent them by law or by their stetutes, shall supply the information recuested on behalf of the provider of the general-
purpose Al model concemed. Lawyers duly authorised to act may supply information on behelf of their clients. The
clientsshall nevertheless remain fully responsible if the information supplied is incomplete, incorrect or misleading.

£ RNE FHEERTTHER
Avrticle 92 Power to conduct evaluations

1 Al iR, ZESD OO RIERART %, LLTOWTIDiadls, BRI 25— HRY Al £
TNOFHIEIATTED:
@ B A KIVEDTAEEIAA 7 THOE AT, ZORMEOZORRID FIcdhb3E
BB il T 5780 F=i%
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) VDT, B 0 S 1 AITHEST RN T SISO DR DR, T AT IR
ZH ok H I AT VORI ST~V DS AT I M) A7 A AT,

The Al Office, after consulting the Board, may conduct evaluations of the generalpurpose Al model concemed:

(@ toassess compliance of the provider with abligations under this Regulation, where the information gathered
pursiant o Articke 91 is insufficient; or

() to investigate systemic risks at Union level of gereral-purpose Al models with systemic risk, in particular
following a qualified alert from the scientific panel in accordance with Article 90(1), point ).

BRMNZRERIT, 55 68 RIEVBRITONORIE SV bDEE% G0, IINEBRDONIOITEE
i St 327 OIS LD PR e ATAi DT LAARIE TE D, ZOWHE DT\ A EMMSHVOMNT
DEFIFE, 55 68 555 2 DO O VRSB Dl G 3500875,

The Commission may decide to appoint independent experts to carry out evaluations on its behalf, including from the
scientific panel established pursuant to Article 68. Independent experts appointed for this task shall meet the criteria
outlined inArticle 68(2).

% 1O BHIDT=DIZ, BINEERIE, APl 29135, F03, V—Aa—R%aE0, APl LISNDiE
BV eHAfi I RE O — 2 LT, BRI 5B AlET /L~D T 7 A% TR TED,

For the purposes of paragraph 1, the Commission may request access 1o the general-purpose Al model concemed
through APIs or further appropriate technical means and tools, including source coce.

TURADENRE, FOBEROEFWIRL, B 0K QSR VE IR, ZO7T 72 ARSI ~~E
[RATESD, DD, 77 BAEARML/ANZ TR 355 101 SO CEOLI - AE T,

The request for access shall state the legal besis, the purpose and reasons of the request and set the period within which
the access isto be provided, and the fines provided for in Article 101 for failure to provide access.

BRI 2 A Y Al BT VRIS I 32 DIRIE ORIEETS, BRI /2822,
BN, SHFAIEZEDEE, FL, ZORMEDNENEEDT2 6, IERRIDFUIZD
BOHNIZIDZOIRIE AR DM RE S SEL, BRI 52— BEH) Al E7LORED
RN, BERSNZT 722 aAR M2,

The providers of the general-purpose Al model concermed or its representative shall supply the information requested. In
the case of legal persons, companies or firms, or where the provider has no legal personality; the persons authorised to
represent them by law or by their statutes, shall provide the access requested on behalf of the provider of the general-
purpose Al model concermed.

RINZE S, MSZOBFFIFRAR G-SED7D ORI FAL TR O DR PIZDBMEDTO D
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Fea oD, FHEOT= D DR 2 AL TR OGHETED DT T2 RS 5, DI T
A%, 5 B 2 TIOR3k PRl CIE> TERIRS IS,

The Commission shall adopt implementing acts setting out the detailed armangements and the conditiors for the
evaluations, including the detailed arrangerments for involving independent experts, and the procedure for the selection
thereof. Those implermenting acts shall be adopted in accordance with the examination procedure referred to in Articke
98(2).

BRI D HIY Al BT N A~DT 7B 2ZAZERT DRI, ZOFETIVOWEREAER, 2737
AYHRET BT SD DO ZE R, WO, EDIITRVAT GG T BTl E DR 3%
ST TR OV RICBET DI 0L DIFHE DT80, Al #RIE, 20— BRY Al £
T VORIE LORITC, M b ma Bt c& s,

Prior to requesting access to the generakpurpose Al model concemed, the Al Office may initiate a structured dialogue
with the provider of the general-pupose Al model to gather more information on the intermal testing of the model,
intermal safeguards for preventing systemic risks, and other intemal procedures and measures the provider has teken to
mitigate such risks.

B BE AREERYHIER
Avrticle 93 Power to request measures

1

THLEETHOD el &S, BINEE R, TR, LUTOZLZ gk TE5:

@ 5 BARKUE 4 RO CEDHIV 5T DT DD 52 L2,

O H RRKAESTEMBSNRHIDS, FRINEE L~V ATy T A OB R > HARILSF
DI SE ECSET LT, BRI,

© EDOETNATHII VTR TELZLAMIIRL, [FINLFT=—192,

Where necessary and appropriate, the Commission may request providers to:

(@ takeappropriate measures to comply with the obligations setout in Articles 53 and 54;

()  implement mitigation measures, where the evaluation carried out in acoordance with Article 92 hes given rise to
serious and substantiated concem of a systemic risk at Union level,

(©  restrictthe making available on the market, withdraw or recall the modkel.

TIRINEERSNAORNG, ARSI, ZO—f AR AlE7T VORRE LOR]T, fEE LSHrorf&mh
ARG TED,

Before a measure is requested, the Al Office may initiate a structuired dialogue with the provider of the general-purpose
Almockl.
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3. 2 TR HEE SIERIEEORIT, AT IV I A b >k B Al B7 L ORIEE ),
MRINEHE AL VDL AT I IV AN RS DT SO OFERN T R FEE D2 L ORI R L= &
T, BNZERT, WEIZIY, YR E R I DHLDEL, D>, EOMERKILISNIII TH)
DO EIRN\ S B ST5,

If, during the structured dialogue referred to in paragraph 2, the provider of the general-purpose Al model with systemic

risk offers commitrments to implement mitigation measures to address a systemic risk at Union level, the Commission
may; by decision, make those commitments binding and declare that there are no further grounds for action.

B UE — BN A ETIVOREFIG | DT LOHET|
Avticle 94 Procedural rights of economic operators of the generakpurpose Al model

FHHIEU) 20191020 D5 18 -1, ZOMAND I CEDHI=IERNY 2 Fior EOMEREHTHZ
L, X BRI AIET VORRIEEITRIL, L GRS,

Article 18 of Regulation (EU) 2019/1020 shall apply mutatis mutandis o the providers of the general-purpose Al model,
without prejudice to more specific procedural rights provided for inthis Regulation.
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8 XE TREARUES
CHAPTER X Codes of Conductand Guidelines

% B E @ErOEHDOERMERD-HOITEEER
Avticle 95 Codes of conduct for voluntary application of specific requirements

1

AVRRIL ONERRENT, 55 N FEO%E 2 FiDH CED D= B30 CE DI HFIFH AlhEre
Hifhi O 2 g e OESE FO_RANT F T 4 2% BRI NN T, FRO A LB
THLDEGD, TDIIRBHDR AT AT mIAT Al AT LZUND Al AT %
T ATEOEE BT D% BT 2 TEMERIDEREHEE X OIEtE 5,

The Al Office and the Member States shall encourage and facilitate the drawing up of codes of conduct, including
related governance mechanisms, intended to foster the voluntary application to Al systems, other than high-risk Al
systems, of some or all of the requirements set out in Chapter 11, Section 2 taking into account the available technical
solutionsand industry best practices allowing for the application of such requirements.

Al IR ORERKEN Y, BB LS E% 50, B BN U454 AR A E T 57
25?’)®%H£ZD@TTEE7‘J?ETE%%“‘J:L PUR DI A EODN, FHHDEHIREST,
EBIDBELHD AT Al AT N9 AT O LB -21 TERERI OV ERAAEtE 5 :

@ [EHETED AN DRNE A OMERRE 0D T s AR iR

O Al ORERAYEGT ll%%&@%ﬂﬂﬂ@f_&mm‘r/vﬂe“—;ﬁzwﬁb TTT T R O
BERE T 2HH0% 50, BREEORHE AIREMEI T2 Al AT LD Sl HZE R OR=
~MEFHTE;

© AT AETLIE, L0, AlOBE, EH M OFIHICEENED AT etk
THZL,

O B THOEHIEOHDBIFET — LB DA M ORISR S ~DOF E R R
B OB LI A %56, H B THOSEEOHD Al AT L3RGt
BT

© EEOHLIEDT IR EITANAETEHLD, KO, Vo —DWE B 58056,
Wess7 e E - 3fgms e D7 N —12k 5 Al yx%A@:%@%ﬁﬁ%ﬁiﬁﬁ@k&@%
1E352L,

The Al Office and the Member States shall fecilitate the drawing up of codes of conduct conceming the voluniary

application, including by deployers, of specific requirements to all Al systems, on the besis of clear objectives and key

performance indicators to measure the achieverment of those objectives, including elements such as, but not limited to:

(@  applicable elerments provided for in Union ethical guidelines for trustworthy All;

()  assessingand minimising the impact of Al systems on environmental sustainability, including as regards energy-
efficient programming and techniques for the efficient design, training and use of Al;

(©  promating Al literacy; in particular that of persons dealing with the development, operation and use of All;

(d facilitating an inclusive and diverse design of Al systems, including through the establishment of inclusive and
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diverse development teams and the promotion of stakeholders” participation in that process;
(e) asessing and preventing the negative impact of Al systems on wulnerable persons or groups of wulnerable
persons, including as regards accessibility for personswith a disability; as well as on gender ecuality.

TTENERINT, HEHEATRR R Ol v &, FIEBIEE K OFIHBRE 2 a3 2 A3
HIB5E%E0, Al AT DO DRBEOLIIREEL-T, Fod, IELLAI3R#
EERNFT DR T, FE, TOMEIL > TERRESTD, 1TEMEINT, ke A7
LOFTHID BORERIMEAZ I G, 1 H23 8580 Al AT 2aaliB LSS,

Codes of conduct may be drawn up by individual providers or deployers of Al systems or by organisations representing
them or by bath, including with the involverment of any interested stakeholders and their representative organisations,
including civil society organisations and academia. Codes of conduct may cover one or more Al systerrs taking into
account the similarity of the intended purpose of the relevant systems.

Al )RS OMERKIEN S, ATERERIOV Bl AHEE X OMIEtE 215, 27 —h7 7 %50, SMEs Off
BIOMERLREEERBIIAND,

The Al Office and the Member States shall tke into account the specific interests and needs of SMIES, including start-
ups, when encouraging and fecilitating the drawing up of codes of conduct.

EBF CORADOREITIEMEREMoDFEE
Article 96 Guidelines from the Commission on the implementation of this Regulation

1

RRMNZEERIE, ZOHANDIEE FOFEETT 5, KON, Lvbit, LLFOZH B DR E

T5:

@ 8RN 15 5L UE BTN T B L OSB O ;

O FESRITRTEEESNDFES;

© SEENEELERET DD Lo,

@ & 0FDOF TEDHI BN OER FoFk;

© UIEOBITO—BEMELRETALOEED, ZOMAIERIE | OFICHIPEESILRR)NE
BEEEANIE R OISO RN EE SV E L ORI O BRI ZBE T2 A A L

N FEIFLE 1L EOFTEDOLIZHDOELTD Al AT MO TEFEDE

The Commission shall develop guidelines on the practical implermentation of this Regulation, and in particular on:

(@ theapplicationof the requirerments and dbligations referred to inArticles 8 to 15 and inArticle 25;

(b) theprohibited practices referred to in Article 5;

(© thepractical implementation of the provisions related to substantial modification;

() thepractical implementation of transparency obligations laid down inAvrticle 50;

(e) detailed information on the relationship of this Regulation with the Union harmonisation legislation listed in
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Anrex |, aswell aswith other relevant Union law, including as regards consistency in their enforcerment;
(h theapplicationof the definition of an Al systemas set out inArticke 3, point (1).

ZOIITFEEZFES R, WINEB R, AF—N7y 7 %58 SMES OFFEE, U7 TBHERIDTS
2, KO, ZOHANZ S > TrbsZEE 2% FIREME O DR DR R R TEEZ ),

When issuing such guidelines, the Commission shall pay particular atiention to the needs of SMES including start-ups,
of local public authorities and of the sectors most likely to be affected by this Regulation.

ATEOF; 1B IHEENTE, ANUIBE DR RGBSR, WNS, 55 40 MO
4 DO TIRSIV NS ST BINEE R OS@ AR, 723, IINbESHE AL
TRIZIDEDLITD SRR A LS EAHREL L 3R AR E IE B B AN,

The guicelines referred to in the first subparagraph of this paragraph shall take due account of the generally
acknowledged state of the art on All, as well as of relevant harmonised standards and common specifications that are
referred to in Articles 40 and 41, or of those harmonised standards or technical specifications thet are set out purstant to
Union harmonisation law:

HEREL LI Al #JROERHIEY, Fa3, BUNEBS BHOREILY, MINEERT, £
LT LIS HEET, ﬁEHIJ CBHRSNI AR ET v 7T — N2,

At the request of the Member States or the Al Office, or on its own initiative, the Commission shall update guicelines
previously adopted when deermed necessary.
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FEXIE EROZERUVEERDFH
CHAPTER XI Delegation of Power and Committee Procedure

BUTE REDET
Avrticle 97 Exercise of the delegation
1 FESNHTRZBIT DHERE, RSO TEDLIVRHIRUT, BINEESITRHL G2 5

N2,
The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in thisArticle.

55 6 550 6 TN OV 738, 55 74555 LINCOYES 328, 5 115955 308, 55 A3 S5 5K UV 616,
55 47 55555 5 VH, 55 51495 3, 55 52 555 4 T ONTER B34 B IR UV 6 I g Z{ESh
ATRATRIS DHENR S, 20244F 8 7 1 H% 54, MONZEBERITHL THR BN, IINZER
2T, ELEGED SEDHHIDRAE H Db 92 H Bl S, HROZHELBIR DM EELA T2,
MERRDZAT S, LB 2 DHAFDHAS H L0 372 A RN SEDIITAMERAZBIL T 7
(TPFESEGH AR~ BRY, [l OB CEVRIZ IS S,

The power to adopt delegated acts referred to in Articke 6(6) and (7), Article 7(2) and (3), Article 11(3), Article 43(5) and
(6), Article 47(5), Article 51(3), Article 52(4) and Articke 53(5) and (6) shall be conferred onthe Commission for a period
of five years from 1 August 2024. The Commission shall draw upa report in respect of the delegation of powver not later
than nine moniths before the end of the five-year period. The delegation of power shall be tacitly extended for periods of
an identical duration, unless the European Parliament or the Council opposes such extension not later than three months
before the end of each period.

965 6 TEN OV TIH, 85 745455 1T OV 3T, 55 114555 31H, 4 43 5545 S THN UVF 614,
B 47 2555 51, 5 B AR5 3TH, 5 52 5550 A THIFONTE 53 555 S TE L OV 6 TR 9 HERRD
FAHE, WO T, BN F 2 TS > THINSIED, BUELOIEN, FREDHh T
FERSNAMEIROE AL 7D, TOWREL, BU B ETARSHI-R BRI, F203,
ZDOPTEDH THRSIAED B35, ZOREL, BRIFGHIL QODRTLSNA TLD
MR B -2 Qe

The delegation of power referred to in Article 6(6) and (7), Articke 7(1) and (3), Article 11(3), Article 43(5) and (6), Articke
47(5), Article 51(3), Article 52(4) and Article 53(5) and (6) may be revoked at any time by the European Parliament or
by the Council. Adecision of revocation shall putan end to the delegation of powver specified in that decision. It shall take
effect the day following that of its publication in the Official Journal of the European Union or at a later date specified
therein. Itshall notaffect the validity of any delegated actsalreadly in force.

FESNAT R DRI, FINEERIE, JVRVSAEICET 2 2006 4F 4 7 13 H OB
BEDPTEDOIIAAIFRNE, FSHERIE) SHEE S BZ0 O RIREHT,
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Before adopting a delegated act, the Commission shall consult experts designated by each Member State in accordance
with the principles laid down in the Interinstitutional Agreement of 13 April 2016 on Better Law-Making.

FTHAESNATAERINZE DAL -2 E DI, BINZEET, BRNEES M ORI O,
[RIRES, FDZ 2%,

As soonas itadopts a delegated act, the Commission shall notify it simultaneously to the European Parliamentand to the
Courcil.

55 6 55 6 L LIS 71, 55 750 VAL LITE 3, 55 1556 314, 5 43555 5 HBLS
(356 6 15, 57 47 25575 55, 55 51 31, 5 B2 555 4 THF I3 B3 4 5B LITE 6 ST
FOBRSNIZATESND T2, PRIV S OB T 2 M3 TRADIEE S 3 /A LI
(NS LTSRNV Db RN EIHSIV ) Tl &, TS, COMIRNG T
DRI, BN aER M OEEFR O M7 DN E B 2 S Tt~V B EgS e &
\ZFROFERITT 2, TDOHINT, RMNGERFIFRFRDOREITID, 3 FTRESND,

Any delegated act adopted pursuant to Articke 6(6) or (7), Article 7(2) or (3), Article 11(3), Article 43(5) or (6), Article
47(5), Article 51(3), Article 52(4) or Article 53(5) or (6) shall enter into force only if no objection has been expressed by
either the European Parliament or the Council within a period of three months of natification of thet act to the European
Parliament and the Council or if, before the expiry of that period, the European Parliament and the Council have both
informed the Commission thet they will not object. That period shall be extended by three months at the initiative of the
European Parliament or of the Courcil.

ERBE EREDFH
Article 98 Committee procedure

1

KINZE R, BERIIDMIEAZTD, TOZEERT, HAIEU) No 1822011 OEHIZIIT5

The Commission shall be assisted by a committee. That committee shall be a commitiee within the meaning of
Regulation (EU) No 182/2011.

AT DB TN HEET, BIRIEU) No 18212011 D5 5 SN S 2,

Where reference is madke to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall apply.
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SEXNE TRl
CHAPTER XII Peralties
S oo%k HAl
Avticle 99 Penalties

1L ZOHRIOHFTEDOIZHIHEN, HRRENT, EAFCIAZORAIDESA TAIR L il
FATREZ SR R OISO THEE RIS D RUE ThoC, S R ORGS0 B &
ORUEZTED, 1>, 85 96 SRR B BRSNAFEHZBEIC AN T, ZDEH]
DN ED DI IS AT LMt DT D DL BE L2 B A CORE B 25, EDHIND
SHNT, FELHITTHY, HBIRTTHY, 2>, FEIOBHELDE 5, HRKEL, 24—y 7 %8
B, SMEs DFIFEIT ONCZUSDFH DREERE IR AT I AIND,

In accordance with the terms and conditions leid down in this Regulation, Member States shall lay down the rules on
penalties and other enforcement measures, which may also include wamings and non-monetary measures, applicable
to infringements of this Regulation by operators, and shall take all measures necessary to ensure thet they are properly
and effectively implemented, thereby taking into account the guidelines issued by the Commission pursuart to Article
96. The penalties provided for shall be effective, proportionate and dissuasive. They shall take into account the interests of
SMEs, including start-ups, and their economic viahility.

2. AEREND, RMNERERITHL, iR, 230, EKELEOEMO B ETIS, 5 1T
OIS NOH THEE BT D HIEZBEIL, >0, B, EHULORUEICR$ 2 E D% DU
IEZEATS 2,

The Member States shall, without delay and at the latest by the date of enry into application, notify the Commission of
the rules on penalties and of other enforcement measures referred to in paragraph 1, and shall notify it, without delay, of
any subsequentamendmentto them.

3. B 5 RITRT Al FEEOERIFOAESH L, 3500 JT—aECOE, F13, FOERATAE 7
HEETHHEXIY, TOFEEOHIEFHEICRBIT D AR OTE_HAFEREED 7% CORED T
DEVREOD 5 O TBAIEA AR T 5,

Non-compliance with the prohibition of the Al practices referred to in Article 5 shall be subject to administrative fines of
up to EUR 35 000 000 o, if the offender is an undertaking, up to 7 % of its total worldwide annual tumover for the
preceding financial year, whichever is higher.

4, B 5RDOHTEDSIANESFLSND, ERHE F - R ERREBERE DL FOSEDY YT Huh
DSBS, 1500 JF—aETOFH, F/713, FOBEKATAR INEEL ThhHLXT, FOFHE¥EY
DORIEEHRICRITAEMROTE FAEREED 3% ECOFED\ Y ) D7 O TBER AL AR
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@ 5B S0 ST DI K OSREH OB,

Non-compliance with any of the following provisions related to aperators or natified bodies, other than those laid down
in Articles 5, shall be subject to administrative fines of up to EUR 15000 000 or, if the offender is an undertaking, up to
3% of its total worldwide annual tumover for the preceding financial year, whichever is higher:

(@  obligations of providers pursuant toArticle 16;

(b)  obligations of authorised representatives pursuant to Article 22;

(©  obligations of importers pursuant to Article 23;

(d obligations of distrioutors pursuantto Article 24;

(e) obligations of deployers pursuant to Article 26;

(®  requirrmentsand abligations of notified bodies pursuant to Article 31, Article 33(2), (3) and (4) or Article 34;

(@ transparency abligations for providers and deployers pursuantto Article 50.

FLRIT T DIRRE I DS 3= IR HETR DS ENERN R DN B, Roed
RSOOSR, 750 T—aECORE, T3, TOEKITABINFELE THHEXT, &
DHFZEE DI HRZIRBIT B HROTE HFERERD 1% £ TOBROY Y30 aao S5O TEH)
BABIRT 5,

The supply of incorrect, incomplete or misleading information to notified bodies or national competent authorities in
reply 1o a request shall be subject to administrative fines of up to EUR 7500 000 o, if the offender is an undertaking, up
t0 1% of its total worldwide annual tumover for the preceding financial year, whichever is higher.

AB—RT T B g b, SMES DA ZI T, RSO CORSIAHilEA L, 55 318, 5 418
KOV B IO CrRSI - 3R E - FEED T T MREED 7 2375,

In the case of SMES, including start-ups, each fine referred to in this Article shall be up to the perceniages or amount
referred to in paragraphs 3, 4 and 5, whichever thereof is lower.

ITBURE S Z IR DE D) EARTET DR, KON, ll2 OEARA LTI T TBUIER @ R
RTET 2B, [ERIOHEO R TOBE 2RI E FEIZATUSIL, DD, Lvd~K, LFOZHZ
BLEN G2 HN5:

@ D AITATLDBHEBBIIAIN T, ZOEN TA K OFOERS TADREROME,
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EERA TR AT QOB ORI, 4250 ERREENR O S A =R,

%@E}iﬁﬁ%ﬁ%ﬁ PRI XA SO N SO RS S a0 S 57, &
DFAEOIRIU TSI Tt AT RE 2 R LIS NN ERSSE 7| TN Ess ;

FONEIA T H L O OB TADSH IS ADFEAER T DT80, TREsHERRD

BDENBEREL OO IDFRRE ;

ZDIEEN I THEESNI- B B OSERE Lo R EB B AN ¢, 2oiEfE

DETORE;

TDEIAT 27 R BSHESRO DI E NEEBE ZR HIS I DIC BT RERR, L0blT, ZDiERE

DVEDERATAZARNUTDEDD, KON, ZHTHHEET, O CREILIDY;

DR TADBUE I T I AHE

RS DN DGRBS DTl e DIE A LS > T TS,

When deciding whether t impose an administrative fine and when deciding on the amount of the administrative fine in
each individual case, all relevant circumstances of the specific situiation shall be taken into account and, as appropriate,
regard shall be given to the following:

@

®)
©
@
®
®
©
®)
0

the nedurre, gravity and duration of the irfringermentand of s consequences, taking into account the purpose of the
Al sysiem, as well as, where appropriate, the number of affected persons and the level of damage suffered by
them;

whether administrative fines have already been applied by other market suneillance authorities to the same
operator for the same infringerment;

whether administrative fines have already been applied by other authorities to the same operator for infringements
of other Union or national law, when such infringements resutt from the same activity or omission constituiing a
relevant infringement of this Regulation;

the size, the annual tumover and market share of the operator committing the infringerment;

any other aggravating or mitigating factor applicable to the circumstances of the case, such as financial benefits
gained, or losses avoided, directly or indirectly; from the infringerment;

the degree of cooperation with the national competent authorities, in order to remedy the infringement and
mitigate the possible adverse effects of the infringement;

the degree of responsibility of the operator taking into account the technical and organisational Mmeasures
implemented by it;

the manner inwhich the infringement becarme known to the national competent authorities, in particular whether,
andif so towhatextent, the operator notified the infringement;

the intentional or negligent character of the infringement;
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() anyactiontaken by the operator to mitigate the harm suffered by the affected persons.

FRERRIEND, LR RKEIP SRR T DAV U VA TEAERE M UM TEGHAR e U TR A
SIUSOHRIHI BT DHEZED D,

Each Member State shall lay down rules on to what extent administrative fines may be imposed on public authorities
and bodies established in that Member State.

FERRIEIDVERIE OB IGUT, 1B B DEY, TS HERROSAEINE T -
TEATRNORARR 2 I THlE A IR BN A7, ZHUHSORERRIENZ IV Y Gl AlRE/RRERE T
SIS, EHOORERIEN I 2F DI 7D AL, I iR a o,

Depending on the legal system of the Member Staies, the rules on administrative fines may be applied in sucha manner
that the fines are imposed by competent national courts or by other bodies, as applicable in those Member States. The
application of such rules in those Member States shall have an equivalent effect

ARERD IS DHERRODATIE, TR RIEHS_ EOREGs MOWEIETH5ea 30, BRIMESTER O
EIPNIR CUE ST Tt L2 BRI,

The exercise of powers under this Article shall e subject to appropriate procedural safeguards in acoordance with Union
and national law; includling effective judicial remedies and due process.

RERRIENT, ARRT, BRINERB RIS, AR CHEFORI S OREARIED S LA TEHIE
BITBEAL, KO, ZN BT DaaAFo TER EOFHABAL, Wi,

Memiber States shall, on an annual besis, report o the Commission about the administrative fines they have issued
during that year, in accordance with this Article, and about any related litigation or judicial proceedings.

S 1005F BEXNEEDHE, 188, BHRRUEBISTT HATERIERSE
Avticle 100 Administrative fineson Union institutions, bodies, offices and agencies

1
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TRERT I N T TBIIFR B DR RTE T2, (ERIDFEO A CORE/LRIA B EI AN

, D30, LU OZe~Di E RN -2 His:

@ BIHRTD Al S ATLD HEEE I NN LT, TR T2 M O OEA 205580
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BEABRIIAN T, ZORRMNEAORERE, (8%, 55/ E RO B TORE;
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© FORRINEAORERE, fEk, T8 R TR S IRIRRODTERTOE T4 ;

(O ZTOEATADVRKNNT — AR B B R INSNDI R ST RERR, S0, ZORMNE S
DR, #RE, TR E TR E OB TAZIRMUIDEDD, KON, £ ThHEEIS,
EOHEIPHTIREILIZD,

@ FORRINEAORERE, fBfE, F55RE RO TR,

The European Data Protection Supervisor may impose administrative fines on Union institutions, bodies, offices and
agencies falling within the scope of tis Regulation. VWhen deciding whether o impose an administrative fine and when
deciding on the amount of the administrative fine in each individual case, all relevant circumstances of the specific
situiation shall be taken into acoount and due regard shall be given to the following:

@ thenature, gravity and duration of the infringement and of its consequences, taking into account the purpose of the
Al system concermed, as well as, where appropriate, the number of affected persons and the level of damage
suffered by them;

(b) the degree of reponsibility of the Union institution, body; office or agency; taking into acoount technical and
organisational measures implemented by them;

(© any action taken by the Union instituition, body; office or agency to mitigate the damage suffered by affected
Persors,

(d) the degree of cooperation with the European Data Protection Supervisor inorder to remedy the infringement and
mitigate the possible adverse effects of the infringement, including compliance with any of the measures
previously ordered by the European Data Protection Supervisor against the Union instituition, body, office or
agency concemed with regard to the same subject mater;

(e) anysimilar previous infringements by the Union institution, body; office or agency;

(H  the manner in which the infringement became known to the European Data Protection Supervisor, in particular
whether,and if so towhat extent, the Union instituition, body; office or agency notified the infringement;

(@ theannual budgetof the Union institution, body; office or agency.

B BRI A ZEFEOEEDANESAT A1, 150 7 —m E CORHDA TBIHFE I AR %:

Non-compliance with the prohibition of the Al practices referred to in Article 5 shall be subject to administrative fines of
upto EUR 1500000.

Al S 272D, 15 5 O TEDSN-EEE A IFELNOZ RO T2 58 F 1355
BORESAL, 75 77— E COBED, TR AR5,
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The non-compliance of the Al system with any requirements or obligations under this Regulation, other than those laid
down inArticle 5, shall be subject toadministrative fines of up to EUR 750 000.

ARGRTIDRTEEATIRME, WIN T — A RERTE B, RN — IR B B L TR TSNS
FHRDXIGE 2> TNDIERNIEE OFERE, #A8, 3R TFRNTL, BRI TR0 rTREr kLR
S LHE B T2 DR A 5-2 5, WRIN T —ZURGERTE EN S, BRI D Y EE
REIRARDZEDNCET R L OMRID I LA TC, B E AT DR TEEFHE ST D, bLHDHE
3, EHAEHNNT, ZOFRU BB BG5S TN,

Before taking decisions pursuant to this Article, the European Data Protection Supervisor shall give the Union institution,
body; office or agency which is the subject of the proceedings conducted by the European Daia Protection Supervisor
the opportunity of being heard on the matter regarding the possible infringement. The European Data Protection
Supervisor shall base his or her decisions only on elements and circumstances onwhich the parties concemed have been
able to comment. Complainants, if any; shall be associated closely with the proceedings.

BRI 21 FE DUHEOMERIL, ZOFReDFTNII W TREINIEESND, ThoDHIL, 4
EDOBEDENT —F F AT E RGO RBITDIEN F AT FFEE OIS RRTARL T, BR
WF =B B D7 7 A /UKL T 782 b D& 52 i,

The rights of defence of the parties concemed shall e fully respected in the proceedings. They shall be entitled to have
access to the European Data Protection Supervisor’s file, subject to the legitimate interest of individuals or undertakings
in the protection of their personal data or business secrets.

AREDHNEAAZINZ HZ LT TVEDENDIEE T, FRINEASDO—HR THROREAL 2D, FlFEET,
HIEADINZ HIVHERINEEORRES, $HE, FR RO S SE % 54 %
AN

Funds collected by imposition of fines in this Article shall contribute to the general budget of the Union. The fines shall
not affect the effective aperation of the Union instituition, body; office or agency fined.

BRINT — 2 ORAHEETEV BN, BRINERBRITHL, HRT, ARICI > OINA 7 TERE L ORI
TSR E B D BTSRRI S A LT BT D,

The European Data Protection Supervisor shall, on an annual besis, notify the Commission of the administrative fines it
hasimpased pursuant to this Article and of any litigation or judicial proceedings it hes initiated.
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Avticle 101 Fines for providers of generalHpurpose Al models
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The Commission may impase on providers of generalpurpose Al models fines not exceeding 3 % of their annual total

worldwide tumover in the preceding financial year or EUR 15 000 000, whichever is higher., when the Commission

findsthat the provider intentionally or negligently:

@  infringedthe relevant provisions of this Regulation;

(b) failed to comply with a request for a document or for information pursuant to Article 91, or supplied incorrect,
incomplete or misleading information;

(©) failed tocomplywitha measure requested under Article 93;

(d failed tomake available to the Commission access to the generaHpurpose Al model or generalpurpose Al model
with systemic risk with a view to conducting an evaluation pursuant to Article 92.

i34 ST HR MR AR S L OB R E D1, FeBiE DRI EmE S oD A (EL 25 S,
WA T, ZOERA TAOMWE, ESERFEIFICEELRTIUT25720, IMNZE R

5 B 3TN T THOTHERI AT 56 STt~ Gk 72325 HER oD EP“Cﬁbzmtﬁ”é
f%%ﬁf AN,

In fixing the amount of the fine or periodic penalty payment, regard shall be had to the neture, gravity and duration of the
infringerment, taking due accourt of the principles of proportionality and appropriateness. The Commission shall also
into account commitrments made in accordance with Avticle 93(3) or made in relevant codes of practice in acoordance
with Article 56.

5 VIS DIRE RS DRM S, BONEESIT, 20— MHRY ALET/LORAEITHL, BN
ZEROROHEEAREL, TORMEIL, BEHOMEE 525,

Before adopting the decision pursuant to paragraph 1, the Commission shall communicate its preliminary findings to the
provider of the general-purpose Al model and give itan opportunity to be heard.
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KR TMALNVAEARE, FEEMITEY, HFIRITEHN, 730, #kID&HLbDET 2,
Fines imposed inaccordance with this Article shall e effective, proportionate and dissussive.

AGRD PR TR BB, Lo, ZERITHLUTHRESNS,
Information on fines imposed under this Article shall also be communicated to the Board as appropriate.

RRNNE S FHEBSHIFT S, ARD TN THIBEGAREE T2-INE B ROREE RIET72D0
ERREOFHIETEMEZ LD, FFEHIPN L, INRASNIHIEEZTUHEL, BHRAL £ I TE,

The Court of Justice of the European Union shall have unlimited jurisdiction to review decisions of the Commission
fixing afine under thisArticle. It may cancel, reduce or increase the fine imposed.

BRMZEE T, ARSRDH 1 THIIDIRIEDDITOPHROTODFH5d LB 2a e Ao T Or
Fve L LR ST T TRATIRS %, THOLDIEE TR, 55 B 44 2 IR 4%
FU Ao TERIRSN D,

The Commission shall adopt implementing acts containing detailed arangements and procedural safeguards for

proceedings in view of the possible adoption of decisions pursuant o paragraph 1 of this Article. Those implermenting
acts shall e adopted inaccordance with the examination procedure referred to in Article 98(2).
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FXNE FHRE
CHAPTER XIlI Firal Provisions

1024 #781(EC) No 3002008 DERIE
Avrticle 102 Amendment to Regulation (EC) No 3002008

FHIEC) No 300/2008 0755 4 5555 3LEIZISU VT, LA FORIFEAMS NS :

IR MRS M OBRERSOHIHINEU) 20241689 DM ZIITTD N TEHES AT LERR DT E
DG OFIADT=ODHEA AR Ot BFRL C, SRR E A B2, FHIHIOZE
B 2 HIOH CEDLIN BN BB AT USID,

* NLHRE BT 28 A LS -EBlEZ e, HRIEC) No 3002008, #LHIEU) No 167/2013, HHIEU)
No 1682013, KHHII([EU) 2018858, KHHIIEU) 20181139 K UHAIEU) 20192144 37 TN TFi5 2001400EU, F5
(EU) 2006/797 J ONE(EV) 202011828 AT ARk g L OSSR 2024 4F- 6 H 13 H DEIHIEV)
2024/1680 (A THIREIS) (QIL, 2024/1689,12.7.2024).,

In Article 4(3) of Regulation (EC) No 300/2008, the following subperagraph isadded:

‘When adopting detailed measures related to technical specifications and procedures for approval and use of security
equipment conceming Artificial Intelligence systems within the meaning of Regulation (EU) 2024/1689 of the
European Parliament and of the Council ©, the requirements set ouit in Chapier 11, Section 2, of that Regulation shall be
taken intoaccount

* Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules
onartificial intelligence and amending Regulationss (EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018858,
(EU) 2018/1139 and (EU) 2019/2144 and Directives 201490EU, (EU) 2016/797 and (EU) 2020/1828 (Avtificil Inielligence
Act) (QJ L, 2004/1689, 12.7.2024, EL I: htpy/Ickita.europa.euililreg/ 2024/16896j).

% 1034 #RBI(EV) No167/2013 DEIE

Article 103 Amendment to Regulation (EU) No 167/2013
JHHAIEU) No 167/2013 D5 17 456 S T TR YT, LA FORIFEDM IS S:
[RGB I OEEFEEOHRIEU) 20241680 E IR 2RI A 22 M AR —R U N CohD N T HTREY
AT LEBWRUTC, 55 1 BRI CSATHESNAA TAZER 2, [RIRAIOE I Z0H 2 fiofh ¢

TEDONTEH BB,

* NTHRECBI DA EShTRETEZ ), BIHIEC) No 3002008, HIHIEU) No 167/2013, BIHIEU)
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No 1682013, #iHII([EU) 2018858, HHIIEU) 2018/1139 K UHHHIEU) 20192144 36 TN ZHE 45 2001400EU, F545
(EU) 2016797 J MRS (EV) 202011828 i3 ARiEs K OSSR 2024 4F 6 A 13 HOBIHIIEV)
2024/1689 (\ THTHEE) (QIL, 2024/1689,12.7.2024). |,

In Avrticle 17(5) of Regulation (EU) No 167/2013, te following suibparagraph isadded:

‘When adopting delegated acts pursuant to the first subparagraph conceming artificial infelligence systems which are
safety componentswithin the meaning of Regulation (EU) 2024/1689 of the European Parliamentand of the Council ©,
the requirements set out in Chapter 1ll, Section 2, of that Reguilation shall be taken into account.

* Regulation (EU) 2024/1689 of the European Parfiament and of the Council of 13 June 2024 laying down harmonised rules on
artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858,
(EU) 20181139 and (EU) 201972144 and Directives 201490V, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence
Act) (QU L, 2024/1689, 12.7.2024, ELI: hitp://data.europa.culeliireg/ 2024/16890)). .

55 1044 #RHI(EU) No 1682013 DIIE
Avrticle 104 Amendment to Regulation (EU) No 168/2013

FiHIEU) No168/2013 D5 22 28745 5 TEI I VT, LU FORIEDMS NSS!

IR M OS2 OHHIEU) 20241 689* D ER RS T A 22 iR — R N Cdod N T HTHEY
AT LEBWRUT, 2 1 RIS D TATSNAA TRA BT 215, RO I O 2 f#ioHT
TEOLNT-EENE B ATSID,

* N THREICBE 2SS EZ e, HHIEC) No 3002008, KiHIIEU) No 167/2013, HHIEU)
No 1682013, #HIIEU) 2018858, KHHIIEU) 2018/1139 & USHHIEU) 20192144 1 TN ZHE4S 201400EU, F545
(EV) 20167797 } OB EU) 20201828 ZCHIET 2R L ORS00 2024 41 6 A 13 HOHIHIEV)
2024/1689 (\ THTHE) (QIL, 2024/1689,12.7.2024). |,

In Article 22(5) of Regulation (EU) No 168/2013, the following subparagraph isacded:

“When adopting delegated acts pursuant to the first subparagraph conceming Autificial Intelligence systems which are
safety componentswithin the meaning of Regulation (EU) 2024/1689 of the European Parliamentand of the Council ©,
the requirerments set out in Chapter 1, Section 2, of that Regullation shall be taken into account.

* Regullation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised ruleson
artificial intelligence and amenciing Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 1682013, (EU) 2018/858,
(EU) 20181139 and (EU) 20192144 and Directives 2014/90EU, (EU) 2016/797 and (EU) 2020/1828 (Avtificial Intelligence
Act) (OJ L, 2024/1689, 12.7.2024, ELI: hitp://ckta.europe.euelireg/ 2024/168900j). .
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%1055 55 201400/EU DBIE
Avrticle 105 Amendment to Directive 2014/00/EU

FE5 201400V D2 8 5128\ VT, UL FOIEAMS NSS!
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* N AR BT 28 A LS -EBlEZ e, HRIEC) No 3002008, #1HIEU) No 167/2013, HHIEU)
No 1682013, #iHII([EU) 2018858, FHIIEU) 2018/1139 K UHHAIEU) 20192144 16 N THF 4 201400EU, F545
(V) 2016/797 J ONEEU) 202011828 A TiET ARk MOS0 2024 4F- 6 H 13 HOFIHIEV)
2024/1680 (N THIREIS) (QIL, 2024/1689,12.7.2024). |,

In Article 8 of Directive 2014/00/EU, te following paragraph is added:

5. For Atificial Intelligence systems which are safety components within the meaning of Regulation (EU) 2024/1689
of the European Parfiament and of the Council @, when carrying out its activities pursuiant © paragraph 1 and when
adopting technical specifications and testing standards in accordance with paragraphs 2 and 3, the Commission shall take
into accountthe requirements setoutin Chapter 11, Section 2, of that Regulation.

* Regulation (EU) 2024/1689 of the European Parfiament and of the Council of 13 June 2024 laying down harmonised rules on
artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858,
(EV) 2018/1139 and (EU) 201972144 and Directives 2014/90EU, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence
Act) (QI L, 2024/1689, 12.7.2024, ELI: htp://cata.europa.euelifrey 2024/168900).”.

5 1065 $ES(EV) 2016/797 DRIE
Article 106 Amendment to Directive (EU) 2016/797

FEH(EU) 2016/797 D55 5 5-ZE YT, LA FOHEDMINES LS:

M2, BN K OS2 HIHIEV) 202401689 RI C I 152 e iR —3 U T N T AN
HEV AT LEBMRLC, 5 1 TUCIATATSNDA TAZ BRI DRR A O 11 T K032 T 4% %
PRI 2BE, FHERRINOZE N ZOEE 2 i CED LA B DS EIZ AN USID,

* N LTHREI BT 2GS -iEllEE B, HIHIIEC) No 3002008, HiHIIEU) No 1672013, HHIEV)
No 1682013, #HIIEU) 2018858, #iHIIEU) 2018/1139 % UHHIEU) 20192144 M ONTHESS 2001400EU, F545
(EU) 2006/797 J UNET(EV) 202011828 ZTE T ARk s L OYRESD 2024 4F 6 H 13 HOKIHIEV)
2024/1680 (A THIRES) (QIL, 2024/1689, 12.7.2024). |,
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InArticle 5 of Directive (EU) 2016/797, the following paragraph isadded:

“12. When adopting delegated acts pursuant to paragraph 1 and implementing acts pursuant to paragraph 11 conceming
Avtificial Intelligence systems which are safety components within the meaning of Regulation (EU) 2024/1689 of the
European Parliament and of the Council®, the requirements set out in Chapter 111, Section 2, of that Regulation shall be
taken intoaccount.

* Regulation (EU) 2024/1639 of the European Parfiament and of the Council of 13 June 2024 laying down harmonised rules on
artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 1682013, (EU) 2018/858,
(EU) 20181139 and (EU) 201972144 and Directives 201490V, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence
Act) (QUL, 2024/1689,12.7.2024, ELI: http://deta.europa.eueliregy 2024/16890j).”.

88 107 & FAIEU) 2018858
Avrticle 107 Amendment to Regulation (EU) 2018858

FHHI(EU) 2018/858 D35 5 5-I 2\ YT, LA FOEDMSINSHLS:

[4, Mg M OSBRSSO HIHIEU) 20241689 E IS T A2 a AR — 3 N T d N T HIGE
VAT LEBRLTC, 5 3 TS DTSN, T2 BT 21, RIRIRIOZE I FHOZE 2 HioF ¢
TEOLNT-ENE B ATSID,

* N THREIZBE 2 s sEi 2 e, HHIEC) No 3002008, KiHIIEU) No 167/2013, HHHIEU)
No 1682013, #HIIEU) 2018858, FHHIIEU) 2018/1139 & UHHHIEU) 20192144 16 TN ZHE 4 201400EU, F545
(EV) 20167797 } O EU) 20201828 ZTHIET 2R S L ORS00 2024 41 6 A 13 HOHIHIEV)
2024/1689 (\ THTHET) (QIL, 2024/1689,12.7.2024). |,

In Article 5 of Regulation (EU) 2018/858 the following paragraph isacded:

‘4. When adopting delegated acts pursuant to paragraph 3 conceming Atificial Intelligence systems which are safety
components within the meaning of Regulation (EU) 2024/1689 of the European Parfiament and of the Council ©, the
requirements setoutin Chapter 1, Section 2, of that Regulation shall be taken into account.

* Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on
artificial intelligence and amending Regullations (EC) No 3002008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858,
(EV) 2018/1139 and (EU) 201972144 and Directives 2014/90EU, (EU) 2016/797 and (EU) 2020/1828 (Avrtificial Intelligence
Act) (QU L, 2024/1689, 12.7.2024, ELI: hitp://ceta.europa.euelirey 2024/168900j).”.
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551085 #AII(EV) 20181130 DHIE
Article 108 Amendments to Regulation (EU) 2018/1139

HIHIEU) 201811391, LA FOIINTBUESS:
Regulation (EU) 2018/1139 isamended as follows:
(@) 5 17 SRITIRBNT, LU N OIS IS:

[3. 55 2 TEALITHZ L7, BN M OB S OFIRIEU) 2024168070 23l T 5% et
R—RANTHONTHRES AT LEBHRUTC, 55 1 BHICI DI T 24 B2, [RIERIOZE I
FEDH 2 IO TIEDHN - BN E R AT SIS,

* NTHREI BT DA b aallEs e, HIHIIEC) No 3002008, HiHIIEU) No 1672013, HHIEV)
No 1682013, #HHII(EU) 2018858, #iHIIEU) 2018/1139 & UHIHIEU) 20192144 1 ONTHE A 2014000, +543
(EU) 2006/797 J ONET(EV) 202011828 AT 2Rk g L OSSR 2024 4F- 6 H 13 H DEIHIEV)
2024/1689 (A THIREIS) (QIL, 2024/1689,12.7.2024). | ;

inAvrticle 17, the following paragraph isacded:

3. Without prejudice to paragraph 2, when adopting implementing acts pursuant to paragraph 1 conceming Artificial
Intelligence systems which are safety components within the meaning of Regulation (EU) 2024/1639 of the European
Parfiament and of the Council ), the requirements set out in Chapier 11, Section 2, of that Regulation shall be taken into
acoount

* Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on
artificial intelligence and amending Regullations (EC) No 3002008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018858,
(EV) 2018/1139 and (EU) 201972144 and Directives 2014/90EU, (EU) 2016/797 and (EU) 2020/1828 (Avrtificial Intelligence
Act) (QJL, 2024/1689, 12.7.2024, ELI: htp:/icata.europe. euleliireg/2024/168900)).%;

@ H 195RITBNT, LU FOHDMIINES:

(4. HIHIEU) 2024/1680 DERI BT DL IR— N THDO N THBES AT LEEHRL T, 551
T OV 2 B C RO ZATSHVA TAZEART 285, [RIRIOHS I F2005 2 #ioH CrEd b2
DB REIZAILND, |;

inAvrticle 19, the following paragraph isadded:

‘4. When adopting delegated acts pursuant to paragraphs 1 and 2 conceming Avtificial Intelligence systems which are
safety componentswithin the meaning of Regulation (EU) 2024/1689, the requirements set out in Chapier 11, Section 2,
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of that Regulation shall be taken into account.”;

Q) BARITINT, LL N OIEAMIIISINS:

(4, HAIEU) 202411680 DEMI TR T DL IR— AT N THRES AT LEERL T, 55 1
TR Z R DI T2 2R, RIFRIOS I ==00% 2 HioF CEDHI-EHDE AL
N2, 1;

inArticle 43, the following paragraph isadded:

‘4. When adopting implementing acts pursuant to paragraph 1 conceming Artificial Intelligence systems which are
safety componentswithin the meaning of Regulation (EU) 2024/1689, the requirements set out in Chapier 1, Section 2,
of that Regulation shall be taken into account.”;

@ 55 47 RIZBNT, LU OB IS

3. 1] EBU) 20241680 D EIRI T DL BN IR—F AN THD N THRES AT LEBIRL T, 3
LTIER O 2 TS D ZAESIVAT 22 RS2, [FRRRIOOES I Eo05 2 Hiod CEdsive
DB B ATSND, |5

inAvrticle 47, the following paragraph isacded:

3. When adopting delegated acts pursuant to paragraphs 1 and 2 conceming Artificial Intelligence systems which are
safety componeniswithin the meaning of Regulation (EU) 2024/1689, the requirements set out in Chapter 11, Section 2,
of that Regulation shall be taken into account.”;

(B) 55 57 SRITBNT, LT ORIPE NS D:

MHIHIEV) 202411689 D ZHI T D LM AN —H N ThH N THRES AT AEBIRL T, 4o
DELAT 2RI 2B, FFRIOE Il O 2 HioH TEOHLN-BEANEFIZ AL
2o 13

inArticle 57, the following subparagraph isacded:
“When adopting those implementing acts conceming Artificial Intelligence systems which are safety components within
the meaning of Regulation (EU) 2024/1689, the requirements set out in Chapter 11, Section 2, of that Regulation shall be

taken into account.”;

(6) %3 B8 AR TIUNT, LU RIS S:
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3. HHIIEU) 202411689 DFE I ZRBIT D22 IR—R N ThD N TEIRES AT LEBHRL T, 55 1
TE R OV 2 B ZSAZHATSIAA TAZ BRI 2R, [RIHIRIOE NI F%F 2 B CEdbiv- 2
HDEFEIANSIND, o

in Article 58, the following paragraph isadded:

3. When adopting delegated acts pursuant to paragraphs 1 and 2 conceming Autificial Intelligence systems which are
safety componentswithin the meaning of Regulation (EU) 2024/1689, the requirements set out in Chapter I, Section 2,
of that Regulation shall be taken into account.”.

85 1005 FHAIEU) 20192144 DBIE
Avticle 109 Amendment to Regulation (EU) 2019/2144

FHHIEU) 20192144 0% 11 512330 VT, LA FOIAMSIISIS:

3, BRIz M OSREE O HHIEU) 20241689 =R ZI8 1 T A2 e in— R N T D N THIRE
VAT LEERUC, 5 2 TSI T A BT AR, RFRRIOSE I FHDHF 2 HioHTEDD
M= BHE R AT USID,

* NLHRE BT 28 A b=t BlUEZ e, HRIEC) No 3002008, #HIEU) No 167/2013, HHIEU)
No 1682013, #HII(EU) 2018858, #iHIIEU) 2018/1139 & UHIHIEU) 20192144 i ONTHE ST 2014000, F543
(EU) 2006/797 J ONER(EV) 202011828 Z-TUE T AR g L OSSR 2024 4F 6 H 13 H OFIHIEV)
2024/1689 (\ THTHETE) (QIL, 2024/1689,12.7.2024). |,

In Article 11 of Regulation (EU) 2019/2144, the following paragraph isadded:

‘3. When adopting the implementing acts pursuant to paragraph 2, conceming artificial intelligence systems which are
safety componentswithin the meaning of Regulation (EU) 2024/1689 of the European Parliamentand of the Council ©,
the requirerments set out in Chapter 1, Section 2, of that Regullation shall be taken into account.

* Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on
artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 1682013, (EU) 2018/858,
(EV) 2018/1139 and (EU) 201972144 and Directives 2014/90EU, (EU) 2016/797 and (EU) 2020/1828 (Avrtificial Intelligence
Act) (QU L, 2024/1689, 12.7.2024, ELI: hitp://ceta.europa.ewelirey 2024/168900j).”.
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% 1105 BEH(EU) 2020/1828 DIE
Articke 110 Amendment to Directive (EU) 2020/1828

Wi S OO 43 (BU) 202018283 DBIE 123U NT, LU RO EMHINSiG:

[(B8) N\ TAREI 2B T DR A LS s A %, HIHIEC) No 3002008, #HIIEU) No 167/2013, #iH]
GEU) No 1682013, #IHI(EU) 2018858, HIHIIEU) 2018/1139 K OHIAIEU) 20192144 1 ONTHR4S 201400EU,

FEV) 2016797 KX O¥ET(EV) 20201828 A-tiES 2R M OB 0D 2024 4F 6 H 13 HOKHI
(EU) 2024/1689 (\ THIHEYE) (QIL, 2024/1689, 12.7.2024). |,

InAnnex | to Directive (EU) 2020/1828 of the European Parliament and of the Council®, the following point is added:

‘(68) Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amending Reguletions (EC) No 300/2008, (EU) No 167/2013, (EU) No
168/2013, (EU) 2018/858, (EU) 2018/1139 and (EU) 2019/2144 and Directives 2014/90EU, (EU) 2016/797 and
(EU) 20201828 (Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: hiipJ/cata.europaeuklifey/
2024/16890j).".

8 M & BEHSHHRICEANE T —LERIZHEINTIS Al VR TLERUBHSHIEISEA,N TS
—fREM AIETIL
Articke 111 Al systems already placed on the market or put into service and general-purpose Al models already
placed onthe marked

1 5 UB5EH 3THEIIRTH 5SRO HEIH T HZ L7, B X O oIS A 74128 T
FRE S IHBUEL [T VAT LD R—RNThHD Al VAT L TEH-C, 22748 A 2 HIVHAI
\HBCE) N AT —E AN =H01E, 2030 4F 12 H 31 HETIS, ZOHAIE S5
ZHTRBDET D,

Without prejudice to the application of Article 5 as referred to in Article 113(3), point @), Al systems which are
components of the large-scale IT systemns established by the legal acts listed in Annex X that have been placed on the
market or put into service before 2 August 2027 shall e brought into compliance with this Regulation by 31 December
2030.

ZOBRNDHFTEDLNIZZHE, HIE X OH CHIERESHOIE TR I TRRIESHIZAS IIRE

B B ORI SRR ORGEDT-OORFGFFN BT D OFa T 200922/EC A58 1E 20k et S OB
F20 200411 A 25 H O (EV) 20201828 (QJ L 409, 4122020, p. 1).
Directive (EU) 2020/1828 of the European Parliament and of the Council of 25 Novermber 2020 on representative actions for the
protection of the collective interests of consumersand repealing Directive 2009/22/EC (OJ L409,4.12.2020, p. 1).
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IT AT LDRHETADF TEDSIZIN E SOl B W TEBIZA NS, F2, £
FUSDHATADBEZZ HIVE IO ESNARN CEBIC AT USIVA,

The requirerments laid down in this Regulation shall be taken into account in the evaluation of each large-scalle IT system
established by the legal acts listed in Annex X to be undertaken as provided for in those legal acts and where those legel
actsare replaced or amended.

2. B MBS 3@ HR 5RO AT AT K, ZOMANT, 202648 H 2 Hb, 0%
FHIB Y CENLDU AT DK EIAE LRI D5AIIIRY, 2026 45 8 A 2 HIDHLANIHIHT
B IVE T A SNIASDHE 1 TE R T AT LLISNDEVAY Al AT LOD5E
XL Gl SIS, W Db Al Zd6\ YO, 1TERER I > RIS AZESEIXIS T YA
7 Al AT NOSEEE K ONREAS, 200048 A 2 HETIZ, ZOMAIDTEH: K O824 8573
DI\ BEE 2D AL Chite s D,

Without prejudice to the application of Article 5 as referred to in Article 113(3), point (3), this Regulation shall apply to
operators of high+risk Al systems, other than the systems referred to in paragraph 1 of this Article, that have been placed
on the market or put into service before 2 August 2026, only if, as from that date, those systems are subject to significant
changes in their designs. Inany case, the providers and deployers of highHrisk Al systems intended to be used by public
authorities shall take the necessary steps to comply with the requirements and obligations of this Regulation by 2 August
2030.

3. 20548 A 2 HIWLERIHSZED =X B Al 7 VO, 202748 A 2 HE T
(2, ZOIRINOH CED BT -5 T DT OV BT 2D L a3 D,

Providers of generaHpurpose Al models that have been placed on the market before 2 August 2025 shall take the
necessary steps in order t comply with the obligations laid down in this Regulation by 2 August 2027.

¥ 125 FHERUVREL
Avticke 112 Evaluation and review

1 BRONERERNE, OB, M2 1JE, 730, 5 97 2D CEOHIVHERRO AT
HET, BIFE Nl O CEOHIDYARDSIEDOVEM: I O 5 O CEb BN 2RSS Al
FEHSDVARDE DM AT 2, BINEESE, BONGES M OBEERITRL, 20iHhiE
TR T5,

The Commission shall assess the need for amendment of the list set out in Annex 1l and of the list of prohibited Al
practices laid down in Article 5, once a year following the entry into force of this Regulation, and until the end of the
period of the delegation of power laid down in Article 97. The Commission shall submit the findings of that assessment
to the European Parliament and the Courncil.
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20284 8 H 2 HETICIHOZFDOHIT 4 T, RONFEESNT, LA TFOFEEEALCGHIL, 7>,
RS M O IR U T 375

@  BEFEEROIE H AT D0AE S 35K I OFR 8B T8 H 2B DO EDO B
(O) B 50 SO BN ED T Rea B2 Al AT LDOYANDKIE;;

© EEROSFEORIED I AR DAL,

By 2 August 2028 and every four years thereafier, the Commission shall evaluate and report to the European Parliament
andto the Council on the following:

(@ theneedforamendments extending existing area headings or adding new area headings in Annex ll;

() amendmentstothe listof Al systems requiring additional transparency measures in Article 50;

(© amendmentsenhancing the effectiveness of the supervision and govermance system.

20294 8 7 2 HETIIROEDRIE 44T, BRNZRERNT, BINFER M OBERRITHL, 20
FRRNOFHI & OO S22, COMEE L, BUTOMER O RSN R SR
A DT D OIS DES RO O A BEL BT 253l a 560D, £ HIWTRE SR E L
T, TNHNEYV LT, FEFIT, ZORRIDBUEDREDSIRA DN, TOWEFL, £
KI5,

By 2 August 2029 and every four years thereafter, the Commission shall submita report on the evaluation and review of
this Regulation to the European Parliamentand to the Council. The report shall include an assessment with regard to the
structure of enforcement and the possible need for a Union agency to resolve any identified shortcomings. On the basis
of the findings, that report shall, where appropriate, be accompanied by a proposal for amendment of this Regulation.
The reports shall be made public.

5 2R Y, DL ORI R TER AL

@ ZOHHID FlZIs\ vORESHERROSHIE B H TN 2 SN T 73757
DOTOREEIDE 4 b, Hiffi ER O EIROIRRE;

() ERIREE, Eoboit, ZOBRIOERA TA IR TRERREIZ > GRS 9 456 1
TR TBUHIER B OIREE;

© O ATODITRESI, RS, A ST e Ol R

@ ZOBRIOBEHABRIARICTSH S AU FEE O, KO, ZHOFEEEHFOENLEN
75 SMES TH570,

The reportsreferred o in paragraph 2 shall pay specific attention to the following:

@ the stats of the financil, technical and human resources of the national competent authorities in order to
effectively perform the tasks assigned to them under this Regulation;

(b) thestate of penalties, in particular administrative fines as referred o in Article 99(1), applied by Member States for
infringements of this Regulation;

(©  adopted harmonised standards and common specifications developed to support this Regulation;

() the number of undertakings that enter the market after the entry into application of this Regulation, and how many
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of themare SMEs.

20284F- 8 H 2 HETIZ, RINEE AL, AR OSEORITRE1ZT 77— 3572, O
AR RO EIFAHSINSE5725D, AlKSIRORAE), AlKSRNEORHEaT=97-5D0D+537oHERE
e 1252 BT 57, WWONT, 2O BRI (7 23255 K O TOOT- DI ik /) » B Thhd
IO THEINED RIS 5, WONZERE T, BRIV M OB L, TORHUM RS 5
EAAEHTD,

By 2 August 2028, the Commission shall evaluate the functioning of the Al Office, whether the Al Office has been
given sufficient powers and competences to fulfil its tasks, and whether it would be relevant and needed for the proper
implementation and enforcerment of this Regulation to upgrade the Al Office and its enforcerment competences and to
increase its resources. The Commission shall submit a report on its evaluation to the European Parliament and to the
Courcil.

20284F 8 A 2 HETITKR DRI 45482, FINEERT, —ER Al ET LD LE—
RO BV BRI IS DA LIRAEMI O BIFEOMESSIRI D RIEUIZBE T DS EA L, 2>
O, PHT)DBLFEE FI A TEE 50, BIOHE F I A TEIO ML EMATHITT 5, ZOMEE
13, BRIVGES R ORI S U TRESI, 70, TOMEEL, AFRSIND,

By 2 August 2028 and every four years thereafter, the Commission shall submit a report on the review of the progress
on the development of siandardisation deliverables on the energy-¢fficient development of general-purpase Al mockels,
and asses the need for further measures or actions, including binding measures or actions. The report shall be submitted
to the European Parliamentand to the Council, and it shall be made public.

2028 4F- 8 H 2 HETIZROFEDOHIL 3HMHT, FINEERL, EUAZ Al VAT LGN Al A
TIZEETDE W EFEOSE 2O TEDOLIT-E:, K1Y, BREEOEHG L BhET-580% 530,
EUAZ Al VAT LLIND Al S AT MBS T BB INR e B O B RS 57260
DAL TR DR K O RA T2,

By 2 August 2028 and every three years thereafter, the Commission shall evaluate the impact and effectiveness of
voluntary codes of conduct to foster the application of the requirements setout in Chapter 11, Section 2 for Al systems
other than high-risk Al systems and possibly other additional requirements for Al systems other than high-risk Al
systems, including as regards environmenial sustainability

5 VIZRNUES 7O HRIDTOIZ, TR R, FRE K ONEHERODLENEER L, BONES
2ATHL, BINEEZOEEEIISUT, 230, MDA, ettt 2,

For the purposes of paragraphs 1 to 7, the Board, the Member States and national competent authorities shall provide the
Commissionwith information upon its request and without undue celay.
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5 1RO 7 ORI Rl OV LA T2, WONERERE, RS, WoliEs, B
FE NSNSk T TAF IR B L O EraE R AN,

In carrying out the evaluations and reviews referred to in paragraphs 1 to 7, the Commission shall take into account the
pasitions and findings of the Board, of the European Parliament, of the Council, and of other relevant bodiies or sources.

BRINER RN, TSRS, L0, B, WRHIIH D MOl ON AR
PSRN TR Al VAT DDFZEE BTG, 70, THIHEROFERRIKIBIZIRGL, ZokH)
ZUUET DI OO R R EAARI T2,

The Commission shall, if necessary, submit appropriate proposals 1o amend this Regulation, in particular taking into
account developments in technology; the effect of Al systems on health and safety; and on fundamenial rightts, and in
light of the stae of progress in the information society.

RGO VIRNUE 7 IR R MR ORELE AR 5720, Al KR, k7o

A RUTFEHE R OLL FOYANNZI AT 70 AT IO a8 Fef 4 BY AT _— DR

M7= B R OB TEO R EE B 5

@  BEFEOEE ONERE IR I OF~Fr 33558 B OIBNIIE G, BIKE I OHIZE
DHIHYVAR,

O 5 5EOF TEDLIZE LSS FEHOYAR, KO

© & SOFRIIDINSBEIIED S Hea E5 5 Al AT LOVAR,

To guide the evaluations and reviews referred to in paragraphs 1 to 7 of this Article, the Al Office shall undertake to

develop an objective and participative methodology for the evaluation of risk levels based on the criteria outlined in the

relevant Articlesand the inclusion of new systemsin:

@ thelistsetoutin Annex I, including the extension of existing area headings or the addition of newv area headings
inthatAnrex;

(b) thelistof prohibited practices setout in Article 5;and

(0 thelistof Al systiems requiring additional transparency measures pursuant to Article 50.

55 10 T CI D ZOMANE 2 /2 ZH TSNS T2 LI LI TADUIE ChoC, Bl | ot
riay B OHRICHIEESIVATIBIORRINEAHE S VA TIEL BRI DUCENE, APk Eod
R, AEONT, BATOME, W EMEHN L O TOHMAEEDHFHADH TERESIU T VDY
JREB RIS,

Any amendment to this Regulation pursuant to paragraph 10, or relevant delegated or implementing acts, which
concems sectoral Union harmonisation legislation listed in Section B of Annex | shall take into acoount the regulatory
specificities of each sector, and the existing govermance, conformity assessment and enforcement mechanisms and
authorities established therein.
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13 20314 8] 2 AT, WONZEEANE, ZoBInBGTORHIESEREL, />, ZOBHIDEEMD
WD OREAAE R A LG, IS, BRI OWRMERFAE AT BT RIL, 20T
(BILCHE 25, O HINHERAHREELC, ZhASBEV LI, Sk BT, $UToH
L O RS AR 27 23 DR By s R D IS B S L35 = R
IEDHRAIRA BN,

By 2 August 2031, the Commission shall carry outan assessment of the enforcement of this Reguilation and shall report
on it to the European Parliament, the Council and the European Economic and Social Committee, taking into account
the first years of application of this Regulation. On the basis of the findings, that report shall, where appropriate, be
accompanied by a proposal for amendment of this Regulation with regard to the structure of enforcement and the need
fora Unionagency to resolve any identified shortcomings.

5B 13% HEHMRUEA
Article 113 Entry into foroe and application

ZORANT, BUE S ETARSHIZ 20 HIRIZ5E0T%,

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

ZOHIAINE, 202658 7 2 AAWiEHSD,
It shall apply from 2 August 2026.

777l

@ RO N33, 20054F 2 7 2 ABifisn;

O 5 NES A5, 55V E, § VIR O XN FIONTE 78551, 55 101 54 FRE, 202547 8
A 2 B siEHSh;

© F6S4E 1A OIS T DZORAINDOZZSIL, 202748 H 2 HAbiEHSD,

However:

(@ Chaptersland Il shall apply from 2 February 2025;

(b) Chapter Il Section 4, Chapter V, Chapter Il and Chapter XIIl and Article 78 shall apply from 2 August 2025,
with the exception of Article 101;

(©  Article 6(1) and the corresponding abligations in this Regulation shall apply from 2 August 2027.
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ZOHIBINZ, FORRITONTHIF 173560, 4 CORSREICIB Y CEEE S ASD,

This Regulation shall be binding in its entirety and directly applicable in all Member States.

TV BUZEB T, 2044E6 A 13 HIAThi=,

Doreat Brussels, 13 June 2024.
KRS EL T FIRALLC
s R METSOLA 5 M. MICHEL
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