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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 ]
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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&ED AN fEREE F (Ethics quidelines for tustworthy Al i 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
155723, [FHHAIZROBROZI TG RO L, HAZEOBIEN SNABYRIEDHEEDTHD,
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

[2024 -8 H 19 Hiife:
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BUIDIEZREZORGUE ERRITE S EFRAAERLL, 20244 5 A 21 H ORI LR
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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
KITDELETELTND,

eSS, RONEE NI EU BE# EDOIERREED/RIZID, Hi-C, BImE sHEE o
AN RFEIN AT CLIHZ LD LSS,

ZDIIRRIUZHDDT, BU NZBITDARDNEIEAEEFZ T-Z OBEROUGTHROVERIZE TS
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7233, ZIVFETOMRD TR T EEDOR P CY R LT R ORROIESIDZZIRES,
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2. BERERICHITHERSE

ZOZEFRTITE, Al TEORTC (reciial), 23 (artickes) X U1k (annex) ZFR LT, 72721, &6
ROFAFI I, IELFIHES L TOBILTARTDIHIUL

ZOBEFUTIRB IR RARA 228U, 7720, JRAFR R D28 EE My
RRIEPDICBIL T, RO IR DR R AR LTS,

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,

I BRSOV AE MR T, R T ORdZHcU
ZOJFSCHORAFEEEEONAE N L, TEH AL W EK CRtit ThOLDEEIRAY A 25
TeZ U2 BT G Ch AL DD B E Gt e, 77721, IR U= s ST E T 5,
JFSCHRIZRROD DAL 6, JRRIELC, ZOFHEGRELTZ, 20728, ZOSEFRFDR
SUZIRBNT, BRI SR E I IRRE S TEI D5, 72720, %o0-DOEFmBIL T, %k
DITELL EIREEREL L TR SIS R HERBEU-ERT 1CBIL T, FFlloxcE 35282
L7z,

TR SEEL, SO B (point)DFEFA AN LT, FiZ10E, Tpoint@) 1&45@) =1 TiHd
0, T ETB 12881, T@))EFG0 DML,
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92



e TERMEE 9% 55 (2024410 H)

3. SBERERIELVTEELI-EER
Critical infrastructures

loritical infrastructures |1, — %S, THEEEAL 77 | ERRSIVTUNVD, FALZAVE CIEEDIINTERL TET,
L, EU @/iﬁéﬂﬂ%ﬁ(ﬁbﬁ%& Iritical infrastructures | & limportant infrastructures | &7 CEAi
TOWEDIEN,

FIT, ZOBEREED, A%, (oitical infrastructures | 2218 I K21 77 | ETA AR kA7
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
T ADIIEET,
LA, BU ORERRIEO NI EFIZHERTL QUODEZF DG, ol ISR ET S 7= EHlAER
FAL QWS EHIDEZI I &SI, HFnERI I D L JBO A EOLE
DFDEILDBEDTEHED, UL, EOIIREZARIZZIRT2)NE, YiZEFEDOEF LD
AEEGy (=E DI EHEAIE DI eI AR E b0~ 2) T, (3 ezt
WELLUTE X A8) EFMHESOIE SR DL D Thind DT, FAHNAMED SOTHED TS
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
THTEEADI A7 T 72012, Sl Telection ) £ 3358149, Tdemocratic processes | 2581350
DB 72> TUND,

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

Mregulatory sanchoxes |ORRGEEL TS, — IS, THIHI Ry 72 AMEISHAZED %0y, UL,
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 TE R TH5E, Tregulatory sandboxes| & 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,

LU DR RAEZBREICAN LT, ZOZFFRIZBNTUL, A HERDOSEROE R THRALE

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

‘ReaHime’

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, ZDSETR
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- |,
— BGRB8 700D, ANCEA BB KR &0y,

7233, BIEDEZA, Trelevant | 2B CHU Y 2 H AGEZ L 28720 NCUNAD TS |V VDRE
AEHL QDD BLID BV FREEIMFAET DEXTL, ZAUTLDETHS,

Source code

Al S AT LFE AT Al T=TURBWCE, RO 2 —2 77T N R D Y —Aa—RICH
Y57 07T LGRS SAAELR S, F20E, BESH —Aa— R eI
IREARREION C X S QBT DIZEER Y 2 bDE B COY—A—RBFELR A
BED,

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. IEULVEERFEEREEL TROCUIRGHRRHEL-ERT

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

ZONELLEFREERE L TR EIFRASIRHEUT-ERT | | T TR RSV 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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ZIT, BEANTHEIRUT AR SR UTZARICE DT UL, EDERTE L (O OR T ZaIU,

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
L, = @%ﬁﬁ‘% }\ﬁf’Cﬂ?ﬁ‘_éj \—Lf:o

55 92 555 5 15 1 3D shall supply the information requested 113, [RISRES 4 SR ONRISRER 5 THES 2 30k
DEHR S, BIEDNZ, Tshall provide the access requested | ODRAEL T2,

T, R SIS 130U T, SRR AR SR SO LT e 524 L,
ZOEFTEIK ORI

5 99 456 2 TED lany subsequent amendment to them i, Hhemmi‘ﬁhe rules on penalties) X O ather

errforoement measures | 459 LRSHUSD D, BIS)NT, 730 Cihs, Tany subseguent amendment to

therules| 23 IELL Y,

IS, HIEEOSE B ORI IHIFDD T, B TSN A TERE B ORILES OSADS
IELHIFED, PUTSIATBAEEZ L EHAOUIEI ISR, B TSTA TEH E VB (K
WZREL T, MREHE OBE L TOR T35 IFHTE T T,

72721, [RIZRIRITED [of the rules on penalties and of other enforoement measures referred to in paragraph 1173749
THY, lofthe rules on penalties and other enforcement measures referred to in paragraph 1] 23 IE LV YV W -
INTDFFD, ZOINTIRT DA, 55 95 2 HH0D [any subsequentamendment tothem (3, 1EL
VICTHD,

F DT, 2 1BVDMRERD D,

T, B 95 2 TBL T, SERNTEMRIRUAS A RIRUTZRICE 52 8L, £

R (0T g ZH U,

B I D 5 Bd)> Al systems intended to evaluate and classify emergency calls by natural persons or to be used
to dispatch, or toestablish |1, BHE2NZ, TAI systems intended to be used to evaluate and classify emergency calls by
natural persons or to dispatch or to establish | 371 3 Al systems intended to be used to evaluate and classify emergency
calls by ratural persons, or to dispaich or to establish | OFAFE TiD,

ZZC, BT 5 5 S ACRIL T, A SRR B SR TR H 2L, £
DK AT ORI ZHIU,

BIHE IV D% 2 B@ I EE 10 SEFICRTEDMAREL QU VD,
ZZT, BRIV 0% 2 BAICRELTIE, SREL CABRN AR -k A U 7-3R S5
ZHITL, FOE RO ORT AU,

BRI O 43 BA 35 10 S RICRIEDMATEL T VD,

ZZC, BIE VII OF 43 AL L, RS CABII RIS A RO U= 3R 0475
ZHITL, FOE O ORT AU,
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5. BRESERE

HRRIEV) 2024/1689 (N THIRELS) DRISIOBE L, MRS 95 3 B 1~130 HIZhD, #l
HIEV) 202411680 (\ TAHTHENER) O (FF 1 5~ 63 50) DB BT, IEHEHMEE 9K 45 1~
143 FIZd5, BIHIEV) 202411689 (N THIREER) DS (5 64 5o~ 113 52) OB, 1ELIEH
MEEE QR 55 1~8 HIIHD,

N THTREHIHIZE (COMR021206final) DSE R L, 1L HHEE 65 55 320~562 ElIZHD,

T VORI B OFEAFRIN B2 S (2023IC 2801) DEEF T, IELEBHES 958 175
200~229 HIZ&D,

FHAIEU)2022/2065 (72— A0E) DB BRI, 1ELITHHHES 8 % 2 5 1~299 HIChD, T
A VH— T FHEFE T (BU) 2019790 DEEFRIY, ECIHRMEE 78 1 5 1~U3 HIZHAH,

BEEYRE T B DSR4 853TAEEC DB EFRIT, 1ELEHMEE 25 10 5 278~201 HIZH
%o AEIETHRDROSERNDL, IEHEREES 88 15 1~80 HIZHD, JoiT oo
TR ZRE T 2RIN B A5 7S SWD  (2018) 137 findl OSBRI, 1EL G HHES 3
& 995 233~268 HIZHD, BRINODT=bD N T HIREEEN COM(2018) 237 finl DEEFRIT, 1ELIEH
MEE 39 5 198~2 HIZHD,

FIHIEV) 2016679 (%7 —HIRAEHIAN OSBFR- TR T L, 1EEHHHES 3% 575 1~114 HIC
&b, HRIEV) 20181725 DZEFRIT, IELHHHES 45 15 1~8l HITHD, H55(EV) 2016680 D
SEPL, IELEHHEE 28 175 4~140 EIZhD, i1 200258EC DSEFR-UGTHIE, 1EX1E
YL 28 575 158~187 HIZHHD,

FiHIEU) 2019/881 (Cybersecurity Act) DZHFR-UGTIUT, 1ELTHHHMES 475 875 16~86 HIZHD,
FREDMHHTRIE 20025840HA DB EFT, 1ELIEHRES 475 575 186~213 HIZdD,

FE3(BU) 2022/25657 DBHEFRIT, TELIEHHES 8% 4 5 201~308 HIZHD,

JHHAIEU)2018/1860 DEEFRIT, 1L EHHES 45 45 69~88 HIZHD, HHII[EU)2018/1861 HDE%
R, TECIEHHEE 458 475 89~146 HIZhD, HHIIEU) 20181862 DEEFIL, IELEHMES 4
% 675 1~10 HIZdD, HIRIEU) 20172226 DS, kA HAES 375 375 201~300 HIZHD,
JRAIEV) 20181240 DEEFR L, 1EEEHMES 455 375 42~137 EIZHD, HIHIEU) 2018/1241 D
B, EETFHES 4°8 45 1~7 BIZHD, HHHIEU) 2019816 DEEFR T, 1EL G HMEE 456
5 176~208 HIZd%, HHIEV) 2019817 DZEFRIE, 1ELITEHES 45 8 5 79~157 HIZhHD, #l
HIEU) 019818 DZBFRI T, 1L G 47585 158~23L HITHD,
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ZOBEROBEE L, BT Mt 52) DB,

& skock
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o153
ANNEX |

FRMESEELIDEDY R
List of Union harmonisation legislation

vl ay AFIT-TRLEREA T BT ARES B A LSRN R
SectionA. List af Union harmonisation legislation based on the New Legislative Framework

Rk 2R D K OB 9BI6/EC A UiEd AR MNEES K OS2 2006 4E 5 H 17 HOFRS
2006/42/EC (QJL157,9.6.2006, p. 24);

Directive 2006/42/EC of the Eurgpean Parliament and of the Council of 17 May 2006 on machinery; and amending
Directive 95/16/EC (OJ L 157,9.6.2006, p. 24);

BLHOZ MBI 2R NS K ORS00 2009 4F 6 A 18 HOO$F4 200948/EC(OJ L 170,
3062009,p.1);

Directive 2009/48/EC of the European Parliament and of the Council of 18 June 2009 on the safety of toys (OJ L 170,
3062009, p. 1);

WS R S OME RSO Z B30 ONCHE T MUR5EC ZBE I 2RSS K OB gRE0
20134F 11 A 20 H ke 4 201353EU (QJ 1354, 28122013, p.90);

Directive 2013/53/EU of the Eurgpean Parliament and of the Council of 20 November 2013 on recreational craft and
personal watercraftand repealing Directive 94/25EC (OJ L34, 28.12.2013, p. 920);

TR O P 2 et AR — 1 N BhE T DR E DI EORE S WIZBE T 2R Nk s
K OMRF20> 201442 7 26 H OOF 4 201433EU (QJL96, 2932014, p. 251)

Directive 2014/33/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the
laws of the Member States relating to lifts and safety components for lifts (OJ L 96, 29.32014, p. 251);

IEIEH IS ORI DD HIRARI I T DR AT X Db S OVt s AT L LB AR
FEOIEADFES BT 2RSS K OBERA0 2014 4E 2 A 26 HOfR4 2014/34EU (QJ L %,
293.2014,p.309);

Directive 2014/34/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the
laws of the Member States relating to equipment and protective systems intended for use in potentially explosive
atmospheres (OJ 96, 20.32014, p. 309);
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IR AR T RV YR CEAIDNTT B LB E T AR EOIEEOFES U BT D Y
FE47 19995/EC 2B 1 AR MEES K O 20144 4 H 16 HOFE4 2014553EU (OJ L 153,
2252014,p.62);

Directive 2014/53/EU of the European Parliament and of the Council of 16 April 2014 on the harmonisation of the
laws of the Member States relating to the making available on the market of radio equipment and repealing Directive
19996/EC (0JL 153, 2252014, p. 62);

INHEREERZ T I TR CEDIDNTT D L BRI DR E DL OB I BE3 2RI
i MOS0 2014425 H 15 H OFR43 2014/68FEU (OJ L 189, 27.62014, p. 164);

Directive 2014/68EU of the European Parliament and of the Council of 15 May 2014 on the harmonisation of the
laws of the Member States relating to the making available on the market of pressure equipment (OJ L 189, 27.6.2014,
. 164);

—7 A BT D O T 20000/EC A58 11T~ HR- Mg L OIS0 2016 -3 H 9 H
DA (EV) 2016/424(QJL8L,31.32016,p.1);

Regulation (EU) 2016/424 of the European Parliament and of the Council of 9 March 2016 on cableway installations
and repealing Directive 2000/9/EC (OJ L 81, 31.32016, p. 1);

AN FHBEEL ZEE 972 ) OB R 4 8UBBRIEEC A8 113 ARk Eees K O 2016 4F 3
H 9 HOFHI (EU) 2016/425 (0J 81, 3132016, p.51);

Regulation (EU) 2016/425 of the European Parliament and of the Council of 9 March 2016 on personal protective
equipmentand repealing Council Directive 89/686/EEC (OJ L81, 31.3.2016, p. 51);

ARG Dan BLCBE T2 R OYES 2000142EC #FE 13 2RISR I OB F0 2016
43 A 9 HOBIHIEU) 2016/426 (QJ L81,31.32016,p. 9);

Regulation (EU) 2016/426 of the European Parliament and of the Council of 9 March 2016 on appliances buming
gaseous fuelsand repealing Directive 2009/142/EC (OJ L81, 3132016, p. 99);

l:f%&%%% ZBE9%, ¥4 200U83EC, HHAIEC) No 1782002 K UHHIIEC) No 12232000 4 IEL, If
NZ, PRFATES Q0B8HEEC K OMEEERA 93M2EEC ZFE -3 2RSS K OBEHE 2017
4 A 5 HOBHIEU) 2017/745 (OIL117,55.2017,p.1);

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices,
amending Directive 2001/83EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385EEC and 93/42/EEC (OJ L 117,55.2017, p. 2);
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15.

16.

17.

e TERMEE 9% 55 (2024410 H)

(RSN R R A Z B A ONTHE S 98ITIEC K O B TE 2010227/EU A L9200
e MO0 2017 4F- 4 A 5 HOBIHIEU) 2017/746 (QIL117,552017, p. 176),

Regulation (EU) 2017/746 of the European Parfiament and of the Council of 5 April 2017 on in vitro diagnostic
medical devioes and repealing Directive 98/79/EC and Commission Decision 2010/227/EU (OJ L 117, 552017, p.
176).

+oiay B EN DS ORMNESESEIDEDU X
Section B. List of ather Union harmonisation legislation

BT ZE 20D Sy B ZF 2 s BE 2B X ORHRIIEC) No 23202002 e L4 2K
e MOS0 200843 H 11 H ORHHIEC) No 300/2008 (OJ L97,9.4.2008,p.72);

Regulation (EC) No 300/2008 of the European Parliament and of the Council of 11 March 2008 on common rules in
the field of civil aviation security and repealing Regulation (EC) No 2320/2002 (OJ L97,9.4.2008,p. 72);

27 % 3iwmoD B K O 4 i F A E DGR M ONT i Z B2 s I O oD 2013
41 A 15 HO#IHI(EU)No1682013(0JL60,232013,p.52);

Regulation (EU) No 168/2013 of the European Parliamentand of the Council of 15 January 2013 on the approval and
market sunveillance of two- or three-wheel vehicles and quadtricycles (OJ L 60, 232013, p. 52);

SR L OMCE M OAGE M Ol 2B NG K OBRgax0D 20134F2 H 5 HOD
HIHIEU) No 167/2013 (0 L60, 232013, p. 1):

Regulation (EU) No 167/2013 of the European Parliament and of the Council of 5 February 2013 on the approval and
market sunveillance of agriculiural and forestry vehicles (OJ L 60, 2.3.2013, p. 1);

AOAE R 2 B2 M OB 908EC 28 1L 2REES K OBFED 2014457 H 23
HoO¥E4y 201400EU (I L257, 2882014, p. 146);

Directive 2014/90/EU of the European Parliament and of the Council of 23 July 2014 on marine equipment and
repealing Council Directive 96/98/EC (OJ L 257,288.2014, p. 146);

RREL S NOERES AT SO AERMH BT 2R S OB 2016 455 H 11 HDFE
43(EU) 2016/797 (OJ L. 138, 2652016, p. 44)

Directive (EU) 2016/797 of the European Parliament and of the Council of 11 May 2016 on the interoperability of the
rail systemwithin the Euiropean Union (OJ L 138, 265.2016, p. 44);
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HENE R OEDOREES |8, Z DI 2B XU AT b, A AR—R N OV SL—]
Hepff = hOrEGR I OTHEHREARI ZBE9-5, FRIEC) No 1752007 2 OEIHIIEC) No 5952009 L 1E
T, WG, F55 2007M6/IEC A8 113 2RRINER S US> 2018 - 5 H 30 HOKIHIEV)
2018/858(0J 151, 1462018, p. 1);

Regulation (EU) 2018/858 of the European Parliamentand of the Council of 30 May 2018 on the approval and market
suneillance of motor vehicles and their trailers, and of systems, components and separate technical units intended for
such vehicles, amending Regulations (EC) No 715/2007 and (EC) No 595/2009 and repealing Directive 2007/46/EC
(OJL151,146.2018,p.1);

H B K OO | LD — 7 e 2 Ml ONZH 31 B M OWass7 8 s H B OPRiE LR
LT, ZOIH7eH ], ZOI57 B F B XU AT L, 2 AR—R N O SL— Nl
2=y "MORIFGEGRO B BT 5, BRINGEE K OB OHIHI(EV) 2018858 AL 9%, Bl
e K OO HIHIIEC) No 78/2009, H1HIEC) No 792000 12 OHEIEC) No 6612000 W N EE
2HIIEC) No 631/2009, ZE2H1HIEU) No 40612010, = E2:H1HIIEU) No 67212010, ZEE A
(EU) No 10032010, Z:E<3HHIEU) No 10062010, Z:E234HII(EU) No 100822010, ZEEHHIEV)
No 10092010, Z: B =#1HI(EV) No 192011, Z: B HHII(EV) No 1092011, Z: B #1HIIEU) No
45812011, Z: 5HRIEU) No 662012, Zz B #iHIIEU) No 1302012, Z2 B4 #iHII[EU) No 347/2012,
ZEAHAIEU) No 3512012, ZE2HIIIEU) No 12302012 J O ZFE SHIHIIEU) 2015166 25 11
TORRMEES L OEEF20 20194 11 A 27 HOMAIEU) 20192144 (QJL.325,16122019, p. 1);

Regulation (EU) 2019/2144 of the European Parliament and of the Council of 27 November 2019 on type-approval
requirements for motor vehicles and their trailers, and systems, components and separate technical units intended for
such vehicles, as regards their general safety and the protection of vehicle occupants and wulnerable road users,
amending Regullation (EU) 2018/858 of the European Parfiament and of the Council and repealing Regullations (EC)
No 782009, (EC) No 792009 and (EC) No 661/2009 of the European Parfiament and of the Council and
Commission Regulations (EC) No 631/2009, (EU) No 406/2010, (EU) No 672/2010, (EU) No 1003/2010, (EU) No
1005/2010, (EU) No 1008/2010, (EU) No 10092010, (EU) No 19/2011, (EU) No 1092011, (EU) No 458/2011,
(EVU) No 6522012, (EU) No 130/2012, (EU) No 347/2012, (EU) No 351/2012, (EU) No 1230/2012 and (EU)
2015/166 (OJ L325,16.12.2019,p. 2);

FRAIEU) 20181139 D5 2 4557 1 TH@ K OO R I 2Rl t, b RO A i cE<s
EOHFFAPITINT, ZHINE AL ONTE DT Dy, T 0T, YA A2k &—
NCE RS Db OER L OREERSBER T DL X1, REIZED B D3 EI B 9725,
FOY, BRINEE S22 2 a5, WO, FRINEES K OB F2 0 HIEC) No 2111/2005,
FHHIEC) No 1008/2008, £#HIIEU) No 996/2010, FHIIEU) No 376/2014, 545 2014B0EU L U¥ES
2014B3EU ZHIET 5, WONZ, BRONGEES K OB 2O AIEC) No 5522004, JHAIEC) No
216/2008 X OFREHHIEEC) No 302201 %5 L3 ARk M O 20184E 7 H 4 HD
FHHI(EU) 2018/1139 (OJ L 212, 2282018, p. 1),
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Regulation (EU) 2018/1139 of the Eurgpean Parliament and of the Council of 4 July 2018 on common rules in the field
of civil aviation and establishing a European Union Aviation Safety Agency, and amending Regulations (EC) No
2111/2005, (EC) No 1008/2008, (EU) No 996/2010, (EU) No 376/2014 and Directives 2014/30/EU and 201453EU
of the European Parliament and of the Council, and repealing Regulations (EC) No 552/2004 and (EC) No 216/2008
of the European Parliament and of the Council and Council Regulation (EEC) No 3922/91 (QJ L 212, 228.2018,p. 1),
in so far as the design, production and placing on the market of aircrafts referred to in Article 2(1), points @) and ()
thereof, where it concems unmanned aircraftand their engines, propellers, parts and equipment to control them remotely;
are concermed.
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A#E 1
ANNEX I

% 555 LIRS 1 BPANOI) SRILFEITAHD) RS
Listof criminal offerces referred o in Avticke 5(1), first subparagraph, point ()i

55 54550 LI5S 1 EIPANYil) o~ 9 30 T4
Criminal offences referred to in Article 5(1), first subparagraph, point (hGii):
- TEUAMTA,
terrorism,
- }\E/ J L, a9
MMm inhumanbeings,
- JEEOMEERL OV ERL
sexual exploitation of children, and child pomography;
- RIS EROE R |,
illicit trafficking in narcotic drugs or psychotropic substances,
- R, K EEOEIER |,
illicit trafficking inweapons, munitions or explosives,
- BN BEBIEE
murder, grievous bodily injury;
- NIRRT TR ROEE |,
illicit trade in human organs or tissue,
- AR RIS E OEERG
iIIicittraﬂicking innuclear or radicactive materials,
- 3, T SR E I INEA T,
kldnapplng, illegal restraint or hostage-taking,
- [EBSHEEHETOEHE ORI AR,
crimes within the jurisdiction of the Intemational Criminal Court,
- R AN B R,
unlawful seizure of aircraft or ships,
- ML,
rape,
- BREULE
environmental crime,
- AR bR ) TR,
organised or armed robbery;
- EGWIETA,
sabotage,
- RUSYPESN  F IO I T A B - LT LSRR~ DB,
participation ina criminel organisation involved in one or more of the offences listed above.
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BIEK 1
ANNEX Il

P 6EE 2IBITRIBIRY Al AT L
High-risk Al systems referred to inArticle 6(2)

55 6 555 2 FAITIDm AT ALV AT BT, BLROWT DD B OHNHPESING Al AT N Tho:
Highrisk Al systems pursuant to Article 6(2) are the Al systems listed inany of the following areas:

1 RN AR IENEED T CEOR ARSI QDRI CIU T, AT

@ VE—NOAEKEIERE AT L,
AU, FFEDHARAMN, HH LI L) FDEFE THHETIRETHDE THOZLaERI5HE
V) BRIDBD T DAAREZOBREDTDICRISNAZ L EX T Al VAT G
TSy,

O YRLOENEE IR EOHE R SR T ORI A IRES T B IR e,
ARSI A~ DRI T DT OIRNHSNAZ BT D Al VAT L,

© JEETEROT-DIRIHSNAZLEEXT D Al AT Ly,

Biometrics, in so far as their use is permitted under relevant Union or national law:

(@  remote biometric identification systems.
This shall not include Al systems intended to be used for biometric verification the sole purpose of which isto
confirm that a specific netural person is the person he or she claimsto be;

(b Al systems intended to be used for biometric categorisation, according to sensitive or protected atfributes o
characteristics based on the inference of those atiributes or characteristics;

(©  Alsysemsintended to be used for emotion recognition.

2. RRIRIALTT AROIRIZT HNAL T, 1BHASEOIE S EP R ONERIZRIT5, F20E, K,
HA, BELLLITELROMG BTS2 e R—r AU RIS AZ B2 Al &
AT I

Critical infrastructure: Al systems intended to be used as safety components in the management and operation of critical
digital infrastructure, roed traffic, or in the supply of water, gas, heating or electricity.

3 BB KO
@ TIZEALLIIANFZOHEDTD, F-03, & COL~IVOZEE MK OREE OB ~H
IRNEARANT BT DIFIHSNAZ L2 EXT5 Al VAT A,
O ETOL~LOBE KOOI T H RN D BT 57012%
DFEFERDPFIRNSNDG a0, AT T D72l RSN Z LB X35
Al AT I
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© ETOL~NVOHEE K ONEEN ORI T\ YCH A TE ORI T, EA
NS T DU EE LT /R ATEDZ A 2L~ OB E L5 B B0
W CHIASNAZ LA BT D Al AT A,

O A TOLNVOEE KOS FROMBIDOFR Z3\ YCE I FZOHRPFNITINT, R
DRNZITDAELEDER LS ATENDEAR & OREIDT- DTSN AZ L2 BT Al
AT I

Education and viocational training:

@ Alsystemsintended o be used to determine aocess or admission or to assign natural persons to educational and
vocational training institutions atall levels;

(b Al systemsintended to be used to evaluate leaming outcomes, including when those outcomes are used to steer
the leaming process of natural persons ineducational and vocational training institutions atall levels;

(© Alsystems intended to be used for the purpose of assessing the appropriate level of education thet an individual
will receive or will be able to access, in the context of or within educational and vocational training institLtions at
alllevels;

(d  Alsystems intended to be used for monitoring and detecting prohibited behaviour of students during tests in the
context of or within educational and vocational training institutions at all levels.

JEH, S5 OE R OA B ~DT 7 EA:

@ HRADEHOEKRDTZD, L0, BVt TR NREZ D70, SRADISSZ 7T &
OMRDV Vo957, WWONZ, BRANGEAfE 23 il 27 DI R HSAZ e a2 B2 Al
VAT

() (EHEBHETDRHREL OWM, FaEF M EBSE T DOBIHROK T A 525
HIrAATIT=80, (EANOA TEN, BRI AN A B L THEEAE S TH0, Fo
1%, EDII7LFHIBHRITIN TN DIESIZ ThE S 1 X O Tl AR T 35l 3578
RIS AZEA BT Al AT L

Employment, workers’ management and access to selfemployment

(@  Alsystems intended to e used for the recruitment or selection of natural persons, in particular to place targeted
jobadvertisements, to analyse and filter job applications, and to evaluate candidates;

()  Alsysems intended to be used to make decisions affecting terms of work-related relationships, the promation or
termination of work-related contractual relationships, to allocate tasks based on individual behaviour or personel
traits or characteristics or to monitor and evaluaie the performance and behaviour of persons in such relationships.

WABD B —E AR OWED A —E A EA~DT VA DS

@ EE—ERE G, WEDNIHHBIOSZ AR OB IA RO D H IR NDBEHEEA T
F5720, WS, ZDIH7552 35 OB ea780, AL, BUEL F-13E3E KR35
72, 1TEHERA L > CHA M TEEEREID OV DE | S RSN A Z LA E KT Al
AT I

b B BRSNS Al AT LERE, HIRAD G508+ 57-
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DEATMEANDEAEATT e 23 DT ORI SN D Z L EIXTD Al AT A
AR OVMBRRERIR O B 2331 5 H SR N LB DUAZ R M OISR E DT
FIHSNAZ LA BT D Al VAT A

HIR MDD AR AT O 5710, F-13, 82, W R OS2 =R 228
BEED, BRI —E AR OB R BE N T — VAT DOFEENZINT, F
BT U HBSNEN 2 EO DT TR H A Z S E X7 Al AT Iy

Aocessto and enjoyment of essential private services and essential public servicesand benefits:

@

®)
©
©)

Al systems intended 1 be used by public authorities or on behalf of public authorities to evaluate the eligibility of
natural persons for essential public assistance benefits and services, including healthcare services, as well as to
grant, reduce, revoke, or reclaim such benefits and services;

Al systems intended 1o be used to evaluate the creditworthiness of natural persons or establish their credit score,
with the exception of Al systerms used for the purpose of detecting financial fraud;

Al systems intended to be used for risk assessment and pricing in reletion to natural persons in the case of life and
health insurance;

Al systems intended to evaluate and clessify emergency calls by netural persons or 1o be used to dispatch, or to
establish priority in the dispatching of, emergency first response services, including by police, firefighters and
medical aid, aswell as of emergency healthcare patient triage systems.

TSN E AE ST TENIED T TR ARSI CODHEITHPI IS T, {58 T

@

®

©

@

C)

I TRADPET L7022 BIRNDYAT OFHIOT=OIZ, I THEREH LI TEHT THER D
RPVDFNEAT, T, P THERE LI TR REO A D3 A S i 2R N
B ORERE, #5%, FERLLITR > THISN AT L AR5 Al AT A
RVTZ7E AN — N E LT, I THEREL LI BB TR B D& 2k
ST, T, TR ST 2R NE A ORERE, FHk, FRRD LITERIC I~ TR
FENAZLaEIXTH Al AT A,

T T A F I X B O I DAL EFEMEORHIDT-OIZ, {3 THERIHL
ITES TREBIDAHOVDF I ~C, T, U THERE A S 2R A oOREEE, #A
i, BB LITERI I THIASNA LA BT D Al AT A,

BT(EU) 2016680 D 354 4 5\ T BIRAND T 077 AU T DI % FREETHENS,

ST 2% FAT T DB A IAT T D RIRANDIAZ ZZ i T 5728, F21%, BN
HLLIFZ T D N OB LI T EOILTA T A% Ml 5720, 1 THERS
H UL RO ROV DOFN I AT, F0T, T THEEEA S 2RRME A DRERS,
HHAR, FHSRBLLIE RN L RIHSNAZEZ BT 5 Al AT A,
LI TAORBE, AL IFFRBOEF BT DS EU) 2016680 D 3 554 4 BATR
THRANDOTTT 7 AV 7 DT, I THERTS LIE TRV DFEIZIAST, £
7o, S TR SR 3 2RRIMhE G ORERE, i, FERBLIE R > TRIHS S
ZEEEMTHAITAT L,

Lawenforcement, in sofar as their use is permitted under relevant Union or national law:
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Al systerms intended 1o be used by or on behelf of law enforcement authorities, or by Union institutions, bodlies,
offices or agencies in support of law enforcement authorities or on their behalf to assess the risk of a natural person
becoming the victim of criminal offences;

Al systems intended 1o be used by or on behalf of laww enforcement authorities or by Union institutions, bodlies,
offices or agencies in support of law enforcement authorities as polygraphs or similar tools;

Al systems intended to be used by or on behalf of law enforcement authorities, or by Union instituitions, bodiies,
offices oragencies, in support of law enforcement authorities to evaluate the reliability of evidence in the course of
the investigation or prosecution of criminal offences;

Al systems intended to be used by law enforcement auithorities or on their behalf or by Union institutions, bodlies,
offices or agencies in support of law enforcement authorities for assessing the risk of a natural person offending or
re-offending not solely on the besis of the profiling of natural persons as referred o in Articke 3(4) of Directive
(EVU) 2016/680, or o assess personality traits and characteristics or past criminal behaviour of natural persons or
groups;

Al systems intended 1 be used by or on behalf of law enforcement authorities or by Union instituitions, bodiies,
offices or agencies in support of law enforcement authorities for the profiling of natural persons as referred to in
Avrticle 3(4) of Directive (EU) 2016/680 in the course of the detection, investigation or prosecution of criminal
offences.

TR SR AE S X EPNED P CEORHNEEESIUCQODRIPINIZIUT, BE, RN
OHAEEEE:

@

®

©

@

VT T7 EAFENEFERD— U T, WagHERR DS TBHERTH LU X2
(28T, i, WSSO, #fk, S5 R0 LITMRICd > RIS A Z ¢4 X
THAI AT

Bt EOUAY, FEERIRE ROV AT F- 1344 E EOV A Z G, #ERREIOE I AL L5
BT 2BRANEATZOHELICASTZ BIRNCL S TESNAIAZZFH 57801 ik
BHEBROBH A TR LUFZDORIOVDFN LT, FolZ, BRNEA O, fHk, 9
BRI TR I TRIHSNAZ LA R T5 Al VAT L,

FNEBHET DR HLOEIENEOF I 5, $ER, BAEE/IEEFFPIOHFEORA, &
O, Hifir 2R D HGEET 5 H IR DS BAER T2 BEEAR H N COFRAT B URRES
MEBROIZA TEURBIAARB T~ 57 DI IRESHERR DI A TBAEEIH LI T2 D&
ST, FE, RIEAORR, (8, F5RLLIE R RSS2 E X5
Al AT I

EOCEOMAZERE, B, HEM O AEEHOFR BT HR AT 528,
PR DT EF A TFR T D EE Y BRIDT- OIS HERR D31 TEHEEIL L2 DA
PODENZE AT, T, BIMES OB, Mk 55 Rb LA RIC k> TRIfshsZ
LEEETD AITAT L,

Migration, asylum and border control management, in so far as their use is permitied under relevant Union or national

law:

@

Al systerms intended to be used by or on behalf of competent public authorities or by Union institutions, bodies,
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offices or agencies as polygraphs or similar tools;

Al systerns intended to be used by or on behalf of competent public authorities or by Union institutions, bodlies,
offices or agencies toassess a risk, including a security risk; a risk of iregular migration, or a health risk, posed by
anatural personwho intends to enter orwho has entered into the territory ofa Member State;

Al systems intended to be used by or on behelf of competent public authorities or by Union institutions, bodies,
offices or agencies to assist competent public authorities for the examination of applications for asylum, visa or
residence permits and for associated complaints with regard to the eligibility of the natural persons applying for a
status, including related assessments of the reliability of evidence;

Al systems intended to be used by or on behalf of competent public authorities, or by Union institLtions, bodiies,
offices or agencies, in the context of migration, asylum or border control management, for the purpose of
detecting, recognising or identifying natural persons, with the exception of the verification of travel documents.

e Y AN =R R ANI U =

@

®

IR OVERORSE N OFERRI B\ I ONZ BRI 2 S OB h~DIEHEOmE I ES
W TZR WY TES YR 572, 15X /iy TEHFZ ORIV DOF I~ TH
FHENAZE, Fald, BN R TFRO RIZIB W CEEO TR IR S A Z %
EXTDAIVAT A

35 U I E RABEEDFE R TR CEA 5.2 D720 F21 358550 U T E R 230
CURZ AR N A T35 B IR N O E TEN S0 U T 52 701 RIS
HZLHERTD Al ATy 2O Al AT, EE K OWRE B OB SEIER Y
P AL, BaE UL Fol I E LT AT Ol RIS D Y — v DI, DT AT
2O NTHRUTHARNDNEBANESNAZ LD Al VAT W a F 20,

Administration of justice and democratic processes:

@

®)

Al systems intended to be used by a judicial authority or on their ehalf to assist a judicial authority in researching
and interpreting facts and the lawand inapplying the law t a concrete set of facts, or to be used ina similar way
in altermative dispute resolution;

Al systems intended to be used for influencing the outcome of an election or referendum or the voting behaviour
of natural persons in the exercise of their vote in elections or referenda. This does not include Al systems to the
output of which natural persons are not directly exposed, such as tools used to organise, optimise or structure
political camypeigns from an administrative or logistical point of view.
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ANNEX IV

£ NEE 1HEITRIHfiE
Technical documentation referred toin Article 11(1)

5 1N 5ER 1 TR HIRSGED, ke Al VAT BSRU CEATATREZS, A7eKEb Ll TG a5

5

The technical documentation referred to in Articke 11(1) shall contain at least the following information, as applicable to the
relevant Al system:

1 LUTFOHEEEETFD Al AT LD/ esirik:

@
®
©
@

®
®

©
®)

ZD Al AT LOFHID B, EOHMEE OAFRK OERTOIREDED T AT DORED
BRI 272D AT HDRR;

FRSEHATRE L X, fhod Al S AT LEDDBEA G, F0 Al AT L3, Z0 Al
VAT NIRRT VN R =7 F 3 7 N7 EORMIT, EDIHNTRNED
F0, FolE, VLT DI DITFIHSI S E),

WET 2 TN =T F AT 77— =T DR, LY, ROT 77— N B2 2

R T THBAFINT Y TN =T 73—, Foea—RE L AP DLH72, 20D Al
VAT DS ZED N F I —E A SN TORREDRLE;

ZD AV AT LY EDZ LB AL T VD N— Ry =7 ORI,

ZD Al VAT IPEYGOT RN THHEET, S OIEIEHE, BETEOW
L E AR T B IAT AR,

BB RSN D A LA T = A AD FAR T S50 ;

EXEFTNTOMARIE, KO 2N TRe/es Xy, BREEITH U Tjitshs—
WAL T A ADIEAN T 2R

Ageneral description of the Al systemincluding:

@
®)

©
@

C)
®

its intended purpose, the name of the provider and the version of the system reflecting its relation to previous
Versions;

how the Al system interacts with, or can be used to interact with, hardware or software, including with other Al
systems, thatare not part of the Al systemitself, where applicable;

the versions of relevant software or firmware, and any requirements related to version updates;

the description of all the forms inwhich the Al system is placed on the market or put into service, such as software
packages embedded into hardware, downloads, or APIs;

the description of the hardware onwhich the Al system s intended to run;

where the Al system is a component of products, photographs or illustrations showing external features, the
markingand intemal layout of those products;
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a basic description of the user-interface provided to the deployer;
instructions for use for the deployer, and a besic description of the user-interface provided to the deployer, where
applicable;

LUFOHEEZZD, 0 Al AT WD EZROGESGLR R O D Al AT NOBIFIEFED
7R :

@

®)

©

@

®

®

©

®)

FNDNERR 2L XL, RIS AT LA~DIRILE - T = F ) ot iksn-y—
by RO, ERSDEHLET T — VDR 2> TED I E SN, faShd-
VXUZESNT DD, FD Al S AT OBl TSN - TFHER ONTAL T
FDOUVAT LDOFEHRE, $7205, TD Al AT LR OFEDT VAR DA smE R
FEDOVAT LFIHASNAZ LD BRSNS E EOBIRICHBITAE N F I HEA D7 —
T EBRET DHDE G, SEamcA i O A B TRkt EOSRE7 e 28N 35y
FEOEIN ; Bt T D7D T AT LSRRI, O, B2 ST A—B Dk 20D
AT LOMFSNAI I R O EORHE; 55 W D 2 FioH CED LIV E %
P AIDICEASNT - ) o— a LR T T, HSHN—R4 712883
2T

VTN 2T AL TR— R NI E D INTAEELS I QNI FT A ZE DINTHA AN 7 —R LT
LI OUER RO TEDIN A TIV QN ENIHT DV AT LT —X%T77F %Dt
;2D Al AT LOBEE, SR, 38R ORRRIEOT- DI S AR
XSG 2L XN T, ZOT—2 MO sRER, FIET 2 ONE, L O
TR DA 5, FIRTESIHE R O SN IT — 24508975
T A~ DHEZRBIT DT —XE, DT —HNEDIHNIL CATF L OGRS,
(BIZIZ, BESFEOT0D) 77 DFt, TP 5 BIRIE, S UERRHD ;
85 13 2550 3THANIHE Y, Al AT LD DZ DSBS RRE AT DOl
B DEA O STROFHM A G, 5 14 SR HES TELL 2D N X DEEARD TR OFE
fifi;

FRSET TR LT, F0D Al AT 20055 I B 2 B T bV -ms Bt
DG S F A9 DT OV CEASIT AT 00 )5 3R L B~k 2 2 COfE R E
T, 2D Al AT BT D FRNTRESAUZE B L OO ERED MR ;

i IS AREET —& K ORRER T — 2 DN E DD T —Z DI T- AR B A%
E0, RS- HRET & OFRTFRe, (B, BRME, KON 6 N R 2 Hioh T
TED DAV ST 2D FA OB Al ON SRR e 223 W B E T AT DIl SIS
FHE; OO TRV ORIV RN IR ESH A B 28 0a 50, #lliRon
KO A SN OB AR B o TELA SN -2 TR R
BN A N—F 2T EOJE;

Adetailed description of the elerments of the All system and of the process for its development, including:

@

the methods and steps performed for the development of the Al system, including, where relevant, recourse to
pre-trained systems or tools provided by third perties and how those were used, integrated or modified by the
provickr;
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(b) the design specifications of the system, namely the general logic of the Al system and of the algorithms; the key
design choices including the rationale and assumptions made, including with regard to persons or groups of
persons in respect of who, the system is intended to be used; the main classification choices; whet the system is
designed to optimise for, and the relevance of the different parameters; the description of the expected outputand
output quality of the system; the decisions about any possible trade-off made regarding the technical solutions
adaopted to comply with the requirements setout in Chapter 11, Section 2;

(©  the description of the system architecture explaining how software components build on or feed into each other
and integrate into the overall processing; the computational resources used to develop, train, test and validate the
Alsysem;

(@ where relevant, the data requirements in terms of datasheets describing the training methodologies and
technigues and the training daia sefs used, including a general description of these data sefs, information about
their provenance, scope and main characteristics; how the data was obtained and selected; labelling procedures
(eg. for supervised leaming), data cleaning methodologies (e.g. outliers detection);

(e asessment of the human oversight measures needed in accordance with Avrticle 14, including an assessment of
the technical measures needed to fecilitate the interpretation of the outputs of Al systems by the deployers, in
acoordance with Article 13(3), point (d;

®  whereapplicable, a detailed description of pre-determined changes to the Al system and its performance, together
with all the relevant informeation related to the technical solutions adopted to ensure continuious compliance of the
Al sysemwith the relevant requirements set out in Chapter 11l Section 2;

(0 the validation and testing procedures used, including information about the validation and testing data used and
their main characteristics; metrics used t measure accuracy, robustness and compliance with other relevant
requirements set out in Chapter 1, Section 2, as well as potentially discriminatory impacts; test logs and all test
reports dated and signed by the responsible persons, including with regard to pre-determined changes as referred
to under paint (f);

(h)  cybersecurity measures put in place;

ZD Al AT IO, BREN OVE BB 25 e, L0blT : ZusnF Tk TEDy
AT BHFIHSNAZEDEXSIV CNDRFEDENE A TENDZ N— B35 IEREMEOREE
KOO AT LOFHEID B L BRET 2 (EREEO AN RS NAL VA B, ZDV AT
LRI A EBATREME K OVEIIR: 20D Al S 27 LD HHAEEL, fdEl2es, B
ARV SHERN T3 DUAD S OZERI A ) TARRTRE B XL SR L OV AR Al AT ADHY
TDFDRREF N LN R T T DTN BT I LD K&, 5 14 - T0E-T
WELLT o2 NI DR TR N 17— 2 B3 D kAL o~ B 500,

Detailed information about the monitoring, functioning and control of the Al system, in perticular with regard to: its
capabilities and limitations in performance, including the degrees of accuracy for specific persons or groups of persons
onwhich the system is intended to be used and the overall expected level of accuracy in relation to its intended purpose;
the foreseeable unintended outcomes and sources of risks to health and safety, fundamental rights and discrimination in
view of the intended purpose of the Al system; the human oversight measures needed in accordance with Article 14,
including the technical measures put in place to facilitate the interpretation of the outputs of Al systems by the deployers;
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specifications on input ceia, as appropriate;

3D Al 2T LT ERER HIEEOE I EDRTIR

Adescription of the appropriateness of the performance metrics for the specific Al system;
ISR EAT VAT G AT LD ER iR ;

Adetailed description of the risk management system in accordance with Article 9;

FDYAT BDTATHATIVEEL T, FOT AT IR TR 2 s T Tt Ak /o 28 8
DFLak;

Adescription of relevant changes mede by the provider to the system through its lifecycle;

HAISHI, ZOBIOEHE IS EU BH L CARSH- RSt ey 2
N DI ST SIS o Tl &1, WSRO e
OBAHARDYAN D, 5 N FEDH; 2 HiOH CREOBIZHHIE AT DI TEASHZY
Y a DR e

Alist of the harmonised standards applied in full or in part the references of which have been published in the Official
Journal of the European Union; where no such harmonised standards have been applied, a detailed description of the
solutions adopied to meet the requirerments set out in Chapier 11, Section 2, including a list of other relevant standards
and technical specifications applied;

547 R[N BUEATEE S HOER;

Acopy of the EU declaration of conformity referred toin Article 47;

5 72 5458 3T TR YA LR EERERAE0, 55 T2 SR THE-> THiSH R DBEPE I\ N TED
Al S AT DOMREZ T D7Dl ZZRITHND Y AT OV RRTR,

A detailed description of the system in place to evaluate the Al system performance in the post-market phase in
accordance with Article 72, including the post-market monitoring plan referred to inArticle 72(3).
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ANNEXV

EUEESMHESE
EU declaration of conformity

The EU declaration of conformity referred to inArticle 47, shall coniain all of the following information:

1

AT RO BUEATEE S 2T, L FOSTOEFREED5:

Al S AT LD ORI ONTZE D Al S AT LD OB AT REM A rTREI 42Ny
FINWDIRNSEHIR;

Al system name and type and any additional unambiguous reference allowing the identification and traceability of the
Alsysem;

REZOXFR R OMERT, T3, TNAE R RLEE, TORME OHEROG LIS ;
The name and adaress of the provider or, where applicable, of their aLithorised represeniative;
55 41 TR BUBEATEE S E MRIEE OB EED FICB WO TSR O3S

Astaement thet the EU declaration of conformity referred to in Article 47 is issued under the sole responsibility of the
provickr;

ZD Al AT LINZOFAVE, KO, ZhSE Tiert &, &8 47 [/ORT BUEAEE S &
DI T TESD T ODBIODTERS SR NE AL COOD EDOE ;

Astaterment that the Al system is in conformity with this Regulation and, if applicable, with any ather relevant Union
law that provides for the issuing of the EU declaration of conformity referred to inArticle 47,

Al S AT IOMENT =2 DRERZ- ST, Ui Al A7 LHIHIEV) 2006679 K& UMHAIEU)
20181725 I ONZHES(EU) 2016680 2185 T L QWD FROLE

Where an Al system involves the processing of personal data, a statement that that Al sysiem complies with
Regulations (EU) 2016/679 and (EU) 2018/1725 and Directive (EU) 2016/680;

HEAMNE S SN FARED BRI I T S mks e S LS - e 7 2 LA
DI FE;
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References to any relevant harmonised standards used or any other common specification in relation to which
conformity is declared;

2 TR, HE RO A FR R ORI 5, B TSIl AP RERORR,
O, TSRO

Where applicable, the name and identification number of the notified body; a description of the conformity assessment
procedure performed, and identification of the certificate issued;

COESEDRATOBIRO A, TOESFELEUIAEDRAKOHE, W, L%
DEIBRIA T DRTREI AR DB DGO BA AT T2 L DFTS,

The place and date of issue of the declaration, the name and function of the personwho signed it, aswell as an indiication
for, or on behalf of whom, that person signed, a signaturre.
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RIFE VI
ANNEX VI

R B3 S B R4t
Conformity assessment procedure based on intemal control

Pl e S D S PRI TRE L, 26 275, 55 375 U 4 e AL ol A M HIE T
7@%’6%0

The conformity assessment procedure based on intermal control is the conformity assessment procedure based on points
2,3and4.

FEHEETY, SO B AT 2N 17 SR BB L QU VA EE RIS D,

The provider verifies that the established quality management system is in compliance with the requirements of Article
17.

AL, 2D Al AT LOF W EDE 2 B CrEO HIV kS 72 B RO 47 il
DTN HATSCED I E OO SRS D,

The provider examines the informetion contained in the technical documentation in order to assess the compliance of
the Al sysemwith the relevant essential requirerments set out in Chater 11, Section 2.

PEEVL, 20D Al AT 25 OB OMBEST N 72 SO0V AT 2O %
BRI HAT B — BN OO EOEET D,

The provider also verifies that the design and development process of the Al system and its post-market monitoring as
referred o inArticle 72 is consistentwith the technical documentation.
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BUHE VI
ANNEX VI

mEEE AT LOFHIE R U B SCEOFHiiZ Bt HE s
Conformity based onan assessment of the quality management system and an assessment of the technical documentation

A aF g
Introduction

A BB AT IR K O SCE DR il SR LD A, 55 2 5720 Ui 5 52 Sl
S D ARl CTD,

Conformity based on an assessment of the quelity management system and an assessment of the technical
documentation is the conformity assessment procedure based on points 2 o 5.

WL
Owerview

17 SR ED Al AT 20%ET, BRI OSRBRODT- 5O DAGRS - B F I AT N, 5535
\THESTHRASN, 70, 5 5 5O THI B N EDOSNAEARIAR TS, 0 Al 2T LOEHf
CEL, 5B A B TRESND,

The approved quality management sysiem for the design, development and testing of Al systems pursuantto Article 17
shall be examined in accordance with point 3 and shall be subject to sunveillance as specified in point 5. The technical
documentation of the Al system shall be examined in accordance with point4.

P B AT A
Quality management sysem

31 REFOHEEET, LITOb0E 505!
@ EORRMEEDOAPRE O, ZOHFEEDHEROH LA Lo THI L CHIS
BT, FORPEEDLIRL O,
O [ OEEH AT LD FIEHESND AV AT DOV,
© [Fl—DSEEE AT LD FIZEHESNDS Al AT DT SCE;
O FONWEEHL AT HNIBITDETHT, 8§ 17 50 FITBU IS ETD
A CHE T 2h0;
© EOSEEH AT NONEY) T DI 2 EE ChOZ AT DT DIZRRIT
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HIVCQWDFRDRER;
O [F—OHEFEIMUOFEEHEI IR L O VRN EOEHIIDES,

The application of the provider shall include:

@ thenameand address of the provider and, if the application is lodged by an authorised represeniative, also
their name and address;

() thelistof Al systemscovered under the same quality management system;

(© thetechnical documentation foreach Al system covered under the same quality management system;

(@ the documentation conceming the quality management system which shall cover all the aspects listed
underArticlke 17;

(©)  adescription of the procedures in place to ensure that the quiality management system remains adequate
and effective;

(f  awriten declaration that the same application has not been lodged with any ather natified bodly.

AR AT N, FEERR Tl o GRS, [FHERR S, ZOMERE B AT L0 17
SRR AL QDD EINEHIET D,

The quality management system shall be assessed by the notified body, which shall determine whether it satisfies
the requirerments referred to in Article 17.

ZOHIENE, TR F A IEOMEROBHAREEE U GlEISNS,
The decision shall be notified o the provider o its authorised represeniative.
ZOEHENE, TONE B AT 2OFHEOfER M OFRRA AT U Ml E 2 &b 5,

The noatification shall contain the conclusions of the assessment of the quiality management system and the
reasoned asessment decision.

GRS ERE BE AT N, RIS AT WSEE) > DSR2 £ THHINT D120,
TR o TIEESND MR FE ISR T2,

The quality management system as approved shall continue to be implemented and meintained by the provider
5o that it remains adequiate and efficient.

TGRS WE B P AT DD EXSNEE FH AT O EE AT N afESD

Al 2 AT LDOVANDERSI-ZE T, T8 2y C, FaEikOEEZ AL IOICE
N5,

Any intended change to the approved quality management system or the list of Al systems covered by the later
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shall be braught o the atiention of the notified bodly by the providr

TERSTAHD, FREH I > TRASH, [FRERS, BESHo B E L 27 L7
32 AT EMZAG - Ut CNDEMNEDD, AT, FRHUlMAENEID W2,

The proposed changes shall be examined by the notified body; which shall decide whether the modified quality
management system continues to satisfy the requirements referred o in point 32 or whether a reassessment is
necessary.

TR L, ZORUEEI L, ZOHEZBT 5, TOEEE, ZEOFEORME O
PR AA U I E 2 & 60D,

The notified body shall natify the provider of its decision. The notification shall contain the conclusions of the
examination of the changes and the reasoned assessment decision.

4, HafCEOEH

Control of the technical documentation.
41, 5 3 HORTHFEOIN, REEE ST OEES T TR A LA BRI L CTRY,

42.

43.

M0, B 350D FITB Y OURSNAIEE EI AT NGRSV TS Al AT LEEE
HEATSCEOR AR, FOHMEE ), FOHMEE D NEIN A e S ki a5 E
fEns,

In addition to the application referred to in point 3, an application with a notified body of their choice shall be
lodged by the provider for the assessment of the technical documentation relating to the Al sysem which the
provider intends to place on the market or put into service and which is covered by the quality management
system referred t uncer point 3.

HEE Y, DL TORERZ G5

@ ZORHEEOLF O

) [F—DHFEIMIOFE TR X L CTOIVT VRN EOEmICIDE S,
©  BUHE VIR IHITGE;

The application shall include:

(@ thenameandaddress of the provider;

(b)  awritten declaration thet the same application has not been lodged with any other notified bodly;
(© thetechnical documentation referred to in Annex IV,

Bt L, TR CIOFEESND, THDNERIRLEE, 70, FaEHkOEs 2t -
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FT- DI Z AEFRIELLUC, ZOfREMMR L, Zh0NEb ThoEEl, 7o, =l
T4 LOREFEHFATIRUT, VB— DT/ AEEHAREICTD APl F LIS O
72T EOFBR O —VarUC, 3, Bk, RO EASHAIE T — 2354
T 7 2% 5.2 HiA,

The technical documentation shall be examined by the notified body. Where relevant, and limited to what is
necessary to fulfil its tasks, the natified body shall be granted full acoess to the training, validation, and testing data
sets used, including, where appropriate and subject to security safeguards, through AP or other relevant technical
meansand tools enabling remote access.

e SCEEOFAI RN, FEEHRR T, 70 Al AT L0H; | EOS 2 i CEDHIL
T O A VRO E7 5 liA FEH CEDINNTT D720, FEHEITHL, BIOFHLA G
T HZEFAIRNORERA Fhi 9D LA ELRTED, FEEHRRDS, PRI > CE S
BRI IR LR \EXT, FOFSEHERT, Fo/Agk E & CEEAC, L)vd~X, Mt
ZIRET D,

In examining the technical documentation, the notified body may require that the provider supply further
evidence or carry out further tests so as to enable a proper assessment of the conformity of the Al systemwith the
requirements setout in Chapiter 11, Section 2. Where the natified body is not satisfied with the tests carried out by
the provider, the notified bodly shall itself directly carry out adequate tests, as appropriate.

EUAZ Al 2T 2D W F2OE 2 i T b= B A ARl 57280 2
H/plX Y, WA TEERRGET AT DO ETOTFERDRE, 230, TNBIARA537-o7=28
DNRFASNT-#%, 7o, BRRAUI-EGEIINUT, faEil Y, 0T Lok a T A
—HEEh, 20 Al VAT ZOFRRFROET N KOS T NA~DT 7B AN G215
N, ZDIT 7R, FIRFEME K OVE SR ORI B 28U TORNEATEIC
iR,

Where necessary 10 assess the conformity of the high-risk Al systemwith the requiirements setout in Chapter 1,
Section 2, after all other reasonable means to verify conformity have been exhausted and have proven to be
insufficient, andl upon a reasoned request, the notified body shall also be granted access to the training and trained
mockls of the Al systemn, including its reevant parameters. Such access shall be sulbject to existing Union law on
the protection of intellectual property and trade secrets.

FEERERROD RS, TR F o T2 ORMEE OHEROS RIS T U CEESIS, D
TEN X, BT SCEOTHEORE R O 2T UMl E 2 & 6D D,

The decision of the natified body shall be notified to the provider or its authorised representative. The notification
shall contain the conclusions of the assessment of the technical documentation and the reasoned assessmernt
decision.
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20 Al VAT I WO 2 B CEDHI-ELHIEA L QO ODEXT, FEEHk
1%, A BT SR UIREREA T2, TR, IREEOAFRK OERT, %
AR, GLHDESIE) TOFEERROAIMEOIIE R OZD Al S AT LOFHIDT
(BT DT R v D,

Where the Al system is in conformity with the requirements set out in Chapter I, Section 2, the notified body
shall issue a Union technical documentation assessment certificate. The certificate shall indicate the name and
address of the provider, the conclusions of the examination, the conditions (if any) for its validity and the data
necessary for the identification of the Al system.

FFHER O OB, F0 Al VAT 2OAMD FHlSAINTTDI2DD, KT,
FrSE A PR XL, 0D Al VAT LTI E B CEDINNTT D720 D 2T
¥ HRE DD,

The certificate and itsannexes shall contain all relevant information to allowwthe conformity of the Al sysem o be
evaluated, and toallow for control of the Al sysemwhile in use, where applicable.

ZD Al AT LINNE N O 2 i CEOHIVZEHTEAE LT VRWE &Y, FREHE
X, BRI A HA SCERHIREN 431 T3 D205, Hvo, ZTOHFEEIZRL, £
DFFHEEI R AV A 5.2 C, Wb~ EEd75,

Where the Al systemis not in conformity with the requirements setout in Chapier 1, Section 2, the notified body
shall refuse 1o issue a Union technical documentation assessment certificate and shall inform the applicant
accordingly, giving detailed reasons for its refusal.

Al S AT IED AL AT DOFROT DI S -7 — 4 LR 28R S A L
TRNEZLT, BTl S MR HIA RO D HFEORNT, 0D Al VAT LD FERIAWEEL72 2,
ZOY5, BRI ESHA S CER RS2 T A a5 AR e kOB 2 LT
FHUIEIEIT, F0D Al S AT W AT D=0l A ST — 2Bl L0blT, A5k
SFOPRHRIZEAL, RO WA D5,

Where the Al system does not meet the requirement relating to the data used t train it, re-fraining of the Al
system will be needed prior to the application for a new conformity assessment. In this case, the reasoned
aseessment decision of the notified body refusing to issue the Union technical documentation assessment
certificate shall contain specific considerations on the quiality data used to train the Al system, in particular on the
reasons for non-compliance.

ZFD Al AT DOFEEOESFE A TFD Al S AT LDFTHAD B A0SR TR CaEis
H2ZA55F0D Al VAT 2O, BRMNE S H S CER TR &2 T U - FR ek 2
STRHUMESILD, F2IETS, ZOI7 5Bk, _BROZEEDOWT ) EE AT HE
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DEEFE OB XZEAEL, F21E, TSN, OB Z DI B DIAIK
DUNCNBDEID a8 E T D, BIXSIT-ZHL, FEEMAR Z I > GHliSH, Zofa e
R, M 43 545 A TR T8 5 AR A SR 5058970, F213, 24
REIE DRI S BT SRR ZORRE L YW IAEIC IS TSNS H)E D) ]
TET D, BEOYFE, TS, TOEREATHEL, TOEMEROHEEZORMEEC
ST, >0, TOLEFIEGRSNALEL, TORMEEITHIL, MRS CERT
MRERIZEOMIEZ I T2,

Any change to the Al system that could affect the compliance of the Al system with the requirements or its
intended purpose shall be assessed by the notified body which issued the Union technical documentation
assessment certificate. The provider shall inform such notified body of its intention to introduce any of the
abovementioned changes, or if it atherwise becomes aware of the occurrence of such changes. The intended
changes shall be assessed by the notified body, which shall decide whether those changes require a new
conformity assessment in accordance with Article 43(4) or whether they could be addressed by means of a
supplement to the Union technical documentation assessment certificate. In the latter case, the notified bodly shall
assess the changes, natify the provider of its decision and, where the changes are approved, issue to the providera
supplementto the Union technical documentation assessment certificate.

SIS PR AT AR,

Suneeillance of the approved quality management system.

51

52.

53.

% 3 AN FREHIR Z o CIBESN AR D B, AGRSI S AT LR
Ja e S e /T TS L= S ar NP A N s NP 1 5N

The purpose of the surveillance carried out by the notified body referred © in Point 3 is to make sure that the
provider duly complies with the terms and conditions of the approved quality management system.

S HEYDT=601Z, $25E, Rk oL, 20 Al VAT LDREE, BAgE, BRI T
DIVCNBSERR DT 72 A% CEDINTT D, TS, & TOMEEHRE, TR
TERRRE O CHICHA T2,

For assessment purposes, the provider shall allow the notified bodly to access the premises where the design,
development, testing of the Al systems is taking place. The provider shall further share with the notified body all
necessary information.

FREMRR S, JRAADNNE R B AT IEMERFE L ONEHT T DT LA EFA T D70 DRE
BB ASEL, 7>, TORME KL, BEAE ELAEMT 2, M OBEERIC
BT, FREHIRR L, BIMESEASCERHMEREIED TSI Al AT LOIB)RRE
I TED,
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The notified body shall carry out periodic audits to make sure that the provider maintains and applies the quality
management systemand shall provide the provider with an audit report. In the context of those audits, the notified
body may carry out additional tests of the Al systems for which a Union technical docurmentation assessment
certificate was issued.

129



e TERMEE 9% 55 (2024410 H)

BUE VNl
ANNEX VI

B OEIPESTEIRY Al VAT LOZHRIZH TR A1EER
Information to be submitted upon the registration of high-risk Al systems in accordance with Article 49

AV A B OEE LIRS TEYRY Al RTLOREEMRIBSN AR
Section A— Information to be submitted by providers of high-risk Al systems inaccordance with Article 49(2)

LIUFORE#E, 55 49 55 1 > TS omI A7 Al AT WNZBU TS, 70, £0%
| TEBTOIRRE THERF S :

The following information shall be provided and thereafter kept up to date with regard to high-risk Al systems to be registered

in accordance with Article 49(1):
1 fREEOL, (LT RO,

The name, address and contact details of the provider;

THEROFEHDMRHEE ORDOVDRIDE L > TERMSNHLXE, BrEDBE DA, ATk ONE

Where submission of information is carried out by another person on behalf of the provider, the name, address and
contact details of that person;

LN ATREZREET, MERROG S EE DR, (EFT M ONEHEE ;
The name, address and conitact details of the authorised representative, where applicable;

Al AT DDFGFATNTED Al T AT D55 M OSBIRATREM A ATREN 22 IR s o7
WBE IR,

The Al system trade name and any additional unambiguous reference allowing the identification and traceability of the
Alsysem;

FD Al 27 LOFHAO BIAIORRRIEONTFD Al AT 25U T S AT R—R M
OMEREDER ;

Adescription of the intended purpose of the Al system and of the components and functions supported through this Al
system;
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ZDYVAT NS TEASNAIER (T4, AN)) DEARN ) DSR2 EZ0R S OF DL AT HD
EA FoRREE;

Abasic and concise description of the information used by the system (data, inputs) and its operating logic;

ZD Al VAT HOIRKE (A ZED I QOB H AT —E A S U QD S TED MU T ViR
VR THES U VR, Va— LESIT) ;

The siatus of the Al system (on the market, or in service; no longer placed on the market/in service, recalled);

R DRATSIREAEDO S AT, 5 R OFIR, SN, s rTaees &,
URLFR RO PRSI 35 5

The type, number and expiry date of the certificate issuied by the notified body and the narme or identification number of
that notified bodly, where applicable;

ZHDNHEA TR R, 5 8 W R R E O AT Y SR
Ascanned copy of the certificate referred to in poinit 8, where applicable;

FD Al VAT LT TED Y, S —E A S F A I NE AP I Y CRIH TEA oI
FUTUDIERKIE

Any Member States inwhich the Al system has been placed on the market, put into service or made available in the
Union;

5 AT R BU A MEE 55O,
Acopy of the EU declaration of conformity referred toin Article 47;

TRl PRI, ZOEEL, IR I O 175, 5 6 5O 7 AR I TH A3
B, #ER K O AEE RO R DAY Al AT M ZBU TRV Qa2

Electronic indtructions for use; this information shall not be provided for highHrisk Al systems in the areas of law
enforcement or migration, asylumand border control management referred to in Annex I, points 1, 6and 7;

IBINEYRIGEHRDTZOD URL GEIRH)

AURL for additional information (optionel).
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723 B B OEE 2IBITHOTEIRY Al VAT LORBEIRHENA1EEHR
Section B— Information to be submitted by providers of high+isk Al systems in accordance with Article 49(2)

LUFOIE#RIT, 55 49 5556 2 BTG TRRSID Al S AT LIZBHL TSI, 730, 0141 35chT
DIRRESHERFSNS -

The following information shall be provided and thereafter kept up to date with regard to Al systems to be registered in
acoordance with Article 49(2):

1

TRPEE DL, (TR ONERSSE;
The name, address and contact defails of the provider;

THFROTRDMRUEE DRV DRIDFE Lo TERSNDEET, MREDFEDLAPF, HHT MO

Where submission of information is carried out by anather person on behalf of the provider, the name, address and
contact details of that person;

CTNDNEHT ATREZREET, MERRDG S EE DR, (EFT M ONEHE I ;
The name, address and conitact details of the authorised representiative, where applicable;

Al AT DDPEEAFONTZED Al S AT LOFRBI K OSERRRTRENEZ ATREI 3 AR sk od7s
WBEHIR;

The Al system trade name and any additional unambiguous reference allowing the identification and traceability of the
Al system;

ZD Al AT ORI AR ;
Adescription of the intended purpose of the Al syste;

FIVEFHEL LU CTFD Al AT IINFERIAT CHALHIMIESNAE 6 5555 3THD FkiTs 1 £/~
I TS

The condition or conditions under Article 6(3)based on which the Al system is considered to be not-high-risk;

6 5555 3THD FIZhA TR ORI Y TED Al AT LHHEY AT TihH L I SHUAOFRL
] A A=

132



B IEHRMEE 9% 55 (2024410 A)
A short summary of the grounds on which the Al system is corsidered to be not-highHisk in application of the
procedure under Avrticle 6(3);

8. D Al AT LOIRRE (TS BN I QOB E T —E A SIS TS ZED UL Vi
VN R TSIV VRN, Va— LESIT) ;

The siatus of the Al system (on the market, or in service; no longer placed on the market/in service, recalled);

9. D Al VAT LT IED I, B AP F A IRMNE AN TR & A
FUTQUNDHERKEL,

Any Member States in which the Al system has been placed on the market, put into service or made available in the
Union.

tiar C B OEE SBIHRSTEIVRY Al D RTLOFEEM RHSNAIER
Section C— Information to be submitted by deployers of high+risk Al systems inaccordance with Article 49(3)

PUFOIEET, 5 49 5585 3 THI > TSN DEVAY Al AT NI TSN, 90, Ttk
| SECHTOIRREISHERF S NS -

The following informeation shall e provided and thereafter kept up to date with regard to high-risk Al systems to be registered
in accordance with Article 49(3):

1 BREZOL, PO,
The name, address and contact details of the deployer;
2. READORONNEREARTDE DA, (LT OMEHEE;
The name, address and contact details of the person submitting information on behalf of the deployer;
3. ZORMEEID EU T —H_—ZNDOZD Al VAT ADTNO URL;
The URL of the entry of the Al system in the EU database by its provider;
4. 21 R TERATSN A RSB Ul Wit RO R

Asummary of the findings of the fundamental rights impact assessment conducted in accordance with Article 27;
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ZRDNE TRE R EE, ZORAIDE 26 555 8 TEIZEDDHERY, HAIIEU) 2016679 7% 35 &
FFFEH(EV) 2016680 D 27 SR HE> TSN - T — AR A MO E g,

A summary of the data protection impect assessment carried out in accordance with Article 35 of Regulation (EU)
2016/679 or Articke 27 of Directive (EU) 2016/680 as specified in Article 26(8) of this Regulation, where applicable.
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BIHE 1X
ANNEX IX

2 60 SRl PEoT-EHFFU T DOFEEREDRERIZHUT
AR 11 DR THEESNSERY Al VR T LOBH BV TRHSN S 1R
Information to be submitted upon the registration of high-risk Al systems listed in Annex Il
in relation to testing in real world conditions in accordance with Article 60

BUFOREIL, 5 60 ZChloCRBRSIVBZE IR FORMBLBHEL CIRESH, 12, ZO%IT
BRI RS TS

The following information shall be provided and thereaffter kept up to date with regard 1o testing in real world conditions to be
registered in accordance with Article 60:

1

FEMIREA  ORABROBIN e St DOME— D H—3n 775
AUnion-wide unique single identification number of the testing in real world conditions;
FEHIREGAF N ORI B G- Dt T J AR R OBRE R DA PR DN

The name and coniact details of the provider or prospective provider and of the deployers involved in the testing in real
world conditions;

FD Al AT AOERSTRELm, 2D Al AT LAOFTEID Bif, KON, F0O2 AT LORERID7T-8
\ZMTELT 2 DO ;

A brief description of the Al system, its intended purpose, and other information necessary for the identification of the
System;

ESUR) S SNV GINTREE SV (7 S=F
Asummary of the main characteristics of the plan for testing in real world conditions;
FEHFEA R OREROAT I I THE TIZRE D1 F L

Information on the suspension or termination of the testing in real world condiitions.
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BIHE X
ANNEX X

HH], (R ONVEFED RN Z 350 T EAIENT SR A BT B DA 5 179
Union legislative acts on large-scale IT systems in the area of Freedom, Security and Justice

AN AT I

Schengen Information System

@

®

©

EBAEROE = EEROFED DO =7 AR 27 2OF I BT 2N Ee
S OB 2018 4F- 11 A 28 HO#HIEU) 2018/1860 (QJL 312, 7122018, p. 1).

Regulation (EU) 2018/1860 of the European Parliament and of the Council of 28 November 2018 on the use of
the Schengen Information System for the retum of illegally staying third-country nationals (OJ L 312, 7.12.2018,
p.1).

EBERIHO /BRI DY AR AT A (SIS) (D% E, T M O B2 O
(= AR E ISV UEL L UM (EC) No 1987/2006 ZUIEL CHELE$ DM
RLOHFRO 20184 11 7 28 HOMIHIEU) 20181861 (QUL312,7.12.2018, p. 14).

Regulation (EU) 2018/1861 of the European Parliament and of the Council of 28 November 2018 on the
establishment, operation and use of the Schengen Informetion System (SIS) in the field of border checks, and
amending the Convention implementing the Schengen Agreerment, and amending and repealing Regulation
(EC) N0 1987/2006 (OJ L 312,7.12.2018, p. 14).

TR 31T 22 1 R OV W 105 B 23815 = A 2T 1 (SIS) D%
&, T K OFIHICBE9%, s 2007B8330HA ZeiEL CRE LA ONRIO g2
DR F2OHIHIIEC) No 1986/2006 K U BARTE 2010261EU A B 113 2Rk ek K O
H20 20184F 11 H 28 H OFHIEU) 20181862 (QJ L 312, 7.12.2018, p. 56).

Regulation (EU) 2018/1862 of the European Parliament and of the Council of 28 November 2018 on the
establishment, operation and use of the Schengen Information System (SIS) in the field of police cooperation and
judicial cooperation in criminal matters, amending and repealing Council Decision 2007/533JHA, and
repealing Regulation (EC) No 1986/2006 of the European Parliament and of the Council and Commission
Decision 2010/261/EU (OJL 312, 7.12.2018 p.56).

Visa i A7

Visa Informeation System
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@ MsalFH AT L0 BEIOTZDDRID EUEHS AT LA~DT I R-ADIO DG TED DT
EERSHLCTHIRIEU) No 6032013, HIHIEU) 2016/794, HHHIEU) 20181862, FHHI(EU) 2019/816
S OMIHIIEU) 2019818 Z T3 2R s OS2 202047 H 7 HORIHI (BU) 2021/
1133(0UL248,1372021, p. 1).

Regulation (EU) 2021/1133 of the Eurgpean Parliament and of the Courcil of 7 July 2021 amending
Regulationss (EU) No 608/2013, (EU) 2016/794, (EU) 2018/1862, (EU) 2019/816 and (EU) 2019/818 as
regarcs the esiablishment of the oondiiions for apcessing other EU information systes for the purposes of the
Visa Information System (OJ 248, 13.7.2021, p. 1).

O Vi fFHR AT LOSIED BHIODT=0OIZ, Wi OO #IHIEC) No 767/2008, #
HIEC) No 810/2009, HIHI(EU) 2016/399, HiHI (EV) 2017/2226, HHIIEU) 2018/1240, HiHIEU)
2018/1860, FHAIIEU) 20181861, AHIEU) 2019/817 K ONHAIEV) 20191896 Z- i (ELAFON CEE
FEUIE 2004B512EC K OHEFHASRIE 20086330HA Z B8 13 DRI GRS K O S
202147 A 7 HOMAI (EU) 2021/1134(0J L 248, 1372021, p. 11).

Regulation (EU) 2021/1134 of the European Parliament and of the Council of 7 July 2021 amending
Regulations (EC) No 767/2008, (EC) No 810/2009, (EU) 2016/399, (EU) 2017/2226, (EU) 2018/1240, (EU)
201811860, (EV) 20181861, (EU) 2019/817 and (EU) 2019/189%6 of the Eurapean Parliament and of the
Council and repealing Council Decisions 2004/512/EC and 2008/633/JHA, for the purpose of reforming the
Visa Information Systemn (OJ L2248, 13.7.2021, p. 11).

Eurodac

WM M O R2OHRIEV) 2024/1315 K UYHAINEU) 2024/1350 MFON ZEEF2 4545 200165EC
ZIZNHNTE T 572D, KO, NERER O = EE R OEEERE NAT5T 572D D ER
PET — X7 [Ewodac) ORXEIZEE 5, WONS, HERKEIDEFI THERT & O Eurgpol 7>
DOEFTO BRIODT=b® Euotee 7 —X DRSO LEGEICBIT 5, BRINGES K OB
DOHIHIEU) 2018/1240 } UHIHIEV) 2019818 AL 5, FTNT, Bl kU0
(EU) No 603/2013 A B 113 2Rk Naers K ORS00 20244F-5 A 14 HOFRIEU) 2024/1358 (QJ L,
2024/1358, 22.5.2024).

Regulation (EU) 2024/1358 of the Eurgpean Parliament and of the Council of 14 May 2024 on the establishment of
‘Burodac’ for the comparison of biometric data in order to effectively apply Regulations (EU) 2024/1315 and (EU)
2024/1350 of the European Parliament and of the Council and Council Directive 2001/55/EC and to identify illegally
staying third-country nationals and stateless persons and on reguests for the comparison with Eurodac data by Member
States’ law enforcement authorities and Europol for law enforcement purposes, amending Regulations (EU)
2018/1240 and (EU) 2019/818 of the European Parliament and of the Council and repealing Regulation (EU) No
603/2013 of the European Parliament and of the Council (OJ L, 2024/1358, 225.2024, EL: http:/data.europa.
eukelireg/2024/1358/0)).
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AE/HE AT L

Entry/Exit Sysem

TR El DR NER A @328 — EE RO AHET —2 MO ERES T —2 288k 57200
NEHE AT I (EES) A% E L OVERG TO BRIDT80D EES ~DT 7 EADT- D57
TEONFONTS 2P AREFEEESSK, HHIEC) No 767/2008 K OHIEU) No 1077/2011 224 1E45
Wiz M O 0D 2007 4F- 10 H 30 H OFAIEU) 2017/2226 (QJ L 327,9.12.2017, p. 20).

Regulation (EU) 2017/2226 of the European Parliament and of the Council of 30 Novermber 2017 establishing an
Entry/Exit System (EES) to register entry and exit data and refusal of entry data of third-country nationals crossing the
external borders of the Member States and determining the conditions for access to the EES for law enforcement
purposes, and amending the Converttion implementing the Schengen Agreement and Regulations (EC) No 767/2008
and (EU) No 1077/2011 (OJ L 327,9.12.2017, p. 20).

KRNI TR R M OVEGES AT A

European Travel Information and Authorisation System

@ PRI TR OGRS AT (ETIAS) A% LI N HIAIEU) No 1077/2011, #HIEU) No
5152014, HHI(EU) 2016/399, #1HIIEU) 2016/1624 [ USBIHIEU) 201712226 -t 1F 3 2RI
J O 200 2018479 H 12 H OARIIEU) 2018/1240 () L236,1992018, p. 1).
Regulation (EU) 2018/1240 of the Eurapean Parliament and of the Council of 12 September 2018 establishing a
European Travel Information and Authorisation System (ETIAS) and amending Regulations (EU) No 1077/
2011, (EU) No515/2014, (EU) 2016/399, (EU) 2016/1624 and (EU) 2017/2226 (OJ L 236,19.9.2018, p. 1).

O BRI SL OVEFES AT A (ETIAS) 3% (895 H RT3 THHRIEU) 20167794 A-CiiE
FARRMEES L ORS00 2018429 H 12 H OFIHIEU) 2018/1241 (O L.236,1992018,p.72).

Regulation (EU) 2018/1241 of the European Parliament and of the Council of 12 Septermber 2018 amending
Regulation (EU) 2016/794 for the purpose of establishing a European Travel Information and Authorisation
System (ETIAS) (OJ L236,1992018 p. 72).

o5 = M ORI A B3 20Mk MRS Rk s A7

European Criminal Records Information System on third-country netionals and stateless persons
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RIS RS B s AT IVEAHRE T 578D D — [ E R O E | B D e R
O EDRER DT OE Y ST AT A (ECRISTON) A% ELIFONTHIRIEU) 20181726
ZUOE S DN K ORS00 20194F 4 H 17 HORIHIIEU) 2019/816 (QJ L 135,225.2019, p. 1).

Regulation (EU) 2019/816 of the European Parliament and of the Council of 17 April 2019 establishing a centralised
system for the identification of Member States holding conviction information on third-country nationals and stateless
persons (ECRIS-TCN) to supplerment the European Criminal Records Information System and amending Regullation
(EV)2018/1726 (0J L135,225.2019,p. 1).

FH A TE M
Interoperability

@ EERUEREOEICRITS EU HlS AT MMM FIERIMEOPSAA AT HZ L2
F DA QNN i K OB F2 O HHIEC) No 7672008, HLHIIEU) 2016/399, HHIEU)
2017/2226, HHIIEU) 2018/1240, HHIEV) 20181726 K OSHAIEU) 20181861 Sl ONFH =7k
TE 2004512[EC K OPRFAIATE 20086330HA A CIET AR N L OFEERS0> 2019 4 5
H 20 HO#HIIEU) 2019817 (QJ L 135,225.2019,p. 27).

Regulation (EU) 2019/817 of the European Parliament and of the Council of 20 May 2019 on establishing a
framework for interoperability between EU information systems in the field of borders and visa and amending
Regulations (EC) No 767/2008, (EU) 2016/399, (EU) 2017/2226, (EU) 2018/1240, (EU) 2018/1726 and (EU)
2018/1861 of the European Parliament and of the Council and Council Decisions 2004/512/EC and
20086330HA (OJ L135,2252019,p. 27).

O EBERONEE EOW), RN OBROEIITD BU EH AT 2O BERED
Ptz 5383 52 LB 2F ONSHRRIEV) 20181726, HHHIIEU) 20181862 & UMRHIIEV)
2019816 Z T IET 2R MRS R OS2 2019 4K 5 H 20 HOHIIEU) 2019/818 (OJ L 135,
2252019, p.85).

Regulation (EU) 2019/818 of the European Parliament and of the Council of 20 May 2019 on establishing a
framework for interoperability between EU informetion systermns in the field of police and judicial cooperation,
asylumand migration and amending Regulations (EU) 2018/1726, (EU) 2018/1862 and (EU) 2019/816 (OJ L
135,225.2019,p. 85).
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BIR X
ANNEX XI

88 3 1IHE)I TR HAiTE—— R B AT ILORBEE OT-h DEHiT &
Technical documentation referred to in Article 53(1), paint (2)
—technical documentation for providers of general-purpose Al mockls

a1
—iRB i Al BT ILOESTOREHISIREEN SR
Section1

Information to be provided by all providers of general-purpose Al models

5 53 45 1 HE@I R THITGEL, FOTT VORI AT T a7 7 A N> Ty, et
LLL N DIEHRE EDD:

The technical documentation referred to in Article 53(1), poirt () shall contain at least the following information as appropriate
to the size and risk profile of the madel:

1L LFoFEZGETTO—AR AR AlET O fRA7ELR:

@

®
©
@
®
®

DT NPT DA BT HEFH R OEOET WONLAFIUGD Al VAT LDXA
T,

W FTRE R, TR ATRE 2RI FHORA 5t

V)—2D A R Oitd T

T—=XTITF ¥ OV NTA =L

LT+ (B: 3L, i) KON R O D7 3—<h;

FIRETE,

Ageneral description of the generalHpurpose Al modkel including:

@
®)
©
@
®
®

the tasks that the model is intended to perform and the type and nature of Al systems inwhich it can be integrated;
the acceptable use policies applicable;

the date of release and methods of distribution;

the architecture and number of parameers;

the modality (e.g. text, image) and format of inputs and outputs;

the licence.

2. LATOMESREED, HF LA TR ET VOEROFEHI Rt K OB O FRO T2

@
®)

Al VAT BNHBAENSTZDIZEO—{R H ) Al BT /UL TERESNOHAT EOTE:
(B EHRRARE, 277, >—L);

oK, ZOETNVORRGEHIRE KO, SO FEEEEE S Tl EREE, SEimsh-
AL OV A G Lok R EOSRETeDBR; Fa{ k3570 _%wvz’» RS,
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O, #0022 OTkENE;

FHDSHE ATRE e XL, T —FDEAT ENIE R O o b— s E (] B, 7404
LI | T HIRA L NORR, SO EESEO i R K OB A A, FIR, aRER
K ONRREDT- OV EASNT=T — B DE R, E DI TT — 2D AT S
20, MONZ, DS Al el &L, T2 EIRORE S AR T 572D Ot 4C
DT ORI ATRE 2 T 23 572D D TFE;

ZDOET WA BT S G HREEIR (1 Bl NS TEROH0) , FIFHIRH &
OO BB A 2 F RO,

ZDOFET NOBFHOF AL FRISN AT,

A detailed description of the elements of the model referred t in point 1, and relevant information of the process for the
development, including the following elements:

@
®

©

@
®

the technical means (e.g. instructions of use, infrastructurre, tools) required for the general-purpose Al model to be
integrated inAl systems;

the design specifications of the maodel and training process, including training methodologies and techniques, the
key design choices including the rationale and assumptions made; wheat the model is designed to optimise for
andthe relevance of the different parameters, as applicable;

information on the data used for training, testing and validation, where applicable, including the type and
provenance of daa and curation methodologies (e.g. cleaning, filtering, etc.), the number of data points, their
scope and main characteristics; how the data was obtained and selected aswell as all other measures to detect the
unsuitahility of data sources and methods to detect identifiable biases, where applicable;

the computational resources used 1o train the model (eg. number of floating point operations), training time, and
other relevant details related o the training;

known or estimated energy consumpption of the mockel.

OITHILT, ZOEFADTINE DA, FOTRAFE I, HEFISH
PRSI I B L%,

Wiith regard to point (€), where the energy consumption of the model is unknown, the energy consumption may be
based on information about computational resources used.

ol 2

VATV R0 — B Al ET VO REED SIREESN S INRYER

Section2

Additional information to be provided by providers of generalpurpose Al models with systemic risk

FIHIATREZRABRDFHIEFNE R O — VL L, F 3, SH2RTUT, TSRz
B, Rl R0, SHIEISOFEMRRTR, S L, FHmALE, HIEAE A O
BROFHN B DTEE ZDD,
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Adetailed description of the evaluiation strategies, including evaluation results, on the basis of available public evaluation
protocolsand tools or otherwise of other evaluation methodologies. Evaluation strategies shall include evaluation criteria,
metricsand the methodology on the identification of limitations.

FIDNHE I ATREZ R S XX, PR R OVE = JFNER DB AR (1 : L RF— ) 234 T95H
AIDT=DIZER TN TR, B S OWERIEEE S0, 7 VO FREEDGHI eRol,

Where applicable, a detailed description of the measures put in place for the purpose of conducting intermal andlor
external adversarial testing (e.g. red teaming), model adaptations, including alignmentand fine-tuning.

FIHNEA AT e &Y, V7N =T AL IR R NIE DI TSI QDD E DI
FHHEIZ 7 4—RU QU VED S OMER RO T CEDIN A S QNI E i 5 AT LT —
XTI T DFE AT,

Where applicable, a detailed description of the system architecture explaining how software components build or feed
into each other and integrate into the overall processing.
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BUE X1l
ANNEXXII
F REE 1 1ED)| TR BAER
—ZDTHIRHED Al S RTLORIZFDETIVEDAD TiRtEIHT5
— B i Al BT ILDIREEE OB &

Transparency information refenred to inArticle 53(2), point (b)
—technical documentation for providers of general-purpose Al mockls
to downstream providers that integrate the model into their Al system

553550 LG T IFRIL, 7kld, LT OEREE05:
The information referred to in Articke 53(L, point (b) shall contain at least the following;

1

LUF Ol ST 20— Bl ALET /L D— st :

@

®
©
@

®
®
©
®)

ZOET N TTHIEE BT FE R OEDET VIMLAEINGTD Al VAT DDA
T,

W PTREZ R, A ATREZ R O FA T8t

V)—2D BT OVitETE;

FHSEA AR L XS, DT VN, ZOFET/VENBIEO—EH I Vv N—RT =T %
72T 7 =T EDORT, EOIHNTONENT D7), F2lE, OVEN T AT SIS
ARK

AN FTRE e &1T, T HEY Al ET VO R Ziks7 2/ 7 b = 7 DRl
T—=XTITF X OV NTA S

EX VT (B1:3C, B KA LN SIO7+—~<k,

ZEOET NVOHIHFT

Ageneral description of the generalHpurpose Al modkel including:

@

®)
©
@

®
®
©
®)

the tasks that the model is intended to perform and the type and nature of Al systems into which it can be
integrated;

the acceptable use policies applicable;

the date of release and methods of distribution;

how the model interacts, or can be used to interact, with hardware or software thet is not pert of the model itself,
where applicable;

the versions of relevant software related to the use of the general-purpose Al model, where applicable;

the architecture and number of parameters;

the modality (e.g. text, image) and format of inputs and outputs;

the licence for the model.

LUFOHEA G, ZOET VO EROFR K O DET VOB RFEDIR:

@

Al AT NHUAFNAT-DIZFD— R E ) Al TF7 /UZBU TESRSNAHAT EOTFEX
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(B AFERRRBHE, 277, V—)L);

() EXVT W3, B KOS L T I10 74— NEONZZEIUSDERRAR {1
SR AR DESE) ;

© EHAREREXIY, T —FDIAT ENIER O 2l —a FEELED, A, RBR& O
AEDT-OI SN =T — 2 B89 D15,

Adescription of the elements of the model and of the process for its development, including:

(@ thetechnical means (e.g. instructions for use, infrastructure, tools) required for the general-Hpurpose Al model tobe
integrated into Al systems;

(b) the modality (eg. text, image, etc.) and formet of the inputs and outputs and their maximum size (eg. context
window length, etc.);

(© information on the data used for training, testing and validation, where applicable, including the type and
provenance of data and curation methodologies.

144



e TERMEE 9% 55 (2024410 H)

BIUHE X1
ANNEXXIII

8B SLEITRTIRTIV R 0— B Al ETILOIEE Db DEHE
Criteria for the designation of generalpurpose Al models with systemic risk referred o inArticle 51

—fE BRI ATV, 5 51455 1 THE)D I CED DIV SEEBIRES ) - B 7 2 FEHIRE ) 13-
TR O LR HET D HIDTZOIZ, BINEERT, LLTFORENEZEEICANS:

(a) ZDTT NI TA—EHL

O BIxIE, AL TUESI, DT —4 NDE F7 -1 T,

© FEYINUEREICROTESIS, F20T, TRISHAHIRGE A, SIRO7- DI H35 T HIRE
B LLITFIHHOT DD F RN —TEE DI 7R E DG Ls TRSD, £DFE
FILOFIRDT- DI A SN DR R

@) THRANSTIANHHESTEET L), TXANOOENE, VT EXVTADII7:, ZDFET IV
DATIEHIDFEZVT 1, WS, il A DEXVTAZFTAIFFEDIAT D AT IEHT) (B A8
FHIBCE ) LA B ) DI AT REMEAHIE T DT O DB DRI ;

© BRI LOHEEORR, B e B e A R DT O OEIGRE ), F0OET VO AEEE
TIEMEDL AL, FOFTNDT 7825 > — VIl b ah, DT LD EEIRE
T F~—o L3

O ZTOETNAD, TOET NOFHEBEODZIZ, BTG CE R 1250097, BR
JIEAPIHILE A D7 10000 DOFGRLIZAEEL— TR TEDOET VDRI TEAX

NTSIVTNDEEE, FDOZEDHEESID;
@ BELI-m Ra—Yik

For the purpose of determining that a generalHpurpose Al model has capabilities or an impact equivalent to those set out in

Avrticle 51(1), point (&), the Commission shall take into acoount the following criteria:

@  thenumiber of parameters of the model;

() thequality orsize of the data set, for example measured through tokens;

(© the amount of compuitation used for training the model, measured in floating point operations or indicated by a
combination of other variables such as estimated cost of training, estimeated time required for the training, or estimated
energy consumption for the training;

(d theinputand output modalities of the model, such as text to text (large language models), text to image, multi-modality;
and the state of the art thresholds for determining high-impact capabilities for each modality; and the specific type of
inputs and outputs (e.g. biological sequences);

() the benchmarks and evaluations of capabilities of the model, including considering the number of tasks without
additional training, adaptability 1o leam new; ditinct tasks, its level of autonomyy and scalability; the tools it has acoess to;

(f  whether it hes a high impact on the intermal market due to its reach, which shall be presumed when it has been made
available to at least 10 000 regjistered business usersestablished in the Union;

(@ thenumiberof registered end-users.
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