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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=,
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Proposal for a Regulation of the European Parliament and of the Council on horizontal cybersecurity requirements
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Staterment of conformity, declaration of corformity
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Market monitoring
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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, |1, [Without
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 /- HEIEIRAL 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 60 555 4 THANZED IR
S T OREROLMIADREELF DT RMEE D BRI I\ U TN TE LD ThhD,
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,

55 61 5558 1 1E(©) O legal representative ) 1 %, RSN MZRARE Chhd, Tauthorised representative | 23 IELL

55 60 457 4 THADHHE LR, AFOARIRUIHE R ST FOLETBo L, 2O
R ORI,
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5. BRESERE

FHIEU) 2024/1689 (N THIREIR) DRTIDOBE IS, IELEHHES 9 4 3 5 1~130 HIZhHD, A
THNRERFIIZE (COMI2021/206 final) (DZ BTN S, AL EHUMEL6 5 5 75 320~562 HIZHD,

T VORI S OEEAFRI B3 B 5 (2023IC 2801) DEE AT, IELIGBHES 95 175
200~229 HIZ&D,

HIRIEU)2022/2065 (75 —E AK) DB ER T, 1EAE MRS 8 & 2 75 1~29 HIZHhHD, 7
A VH— T FHEFE T (BU) 2019790 DEEFRIY, ELIHRMEE 78 1 5 1~1U3 HIZHAH,

RS REI DEE SRS 85I874EEC DB E N, IEEHMES 274 10 5 278~201 HITh
%o AVEETHR T ROSERL, IELHHHES 85 175 1~80 HIZHD, JoiT o2V
TR IRE T 2RIN B A5 7V SCE SWD  (2018) 137 findl OSBRI, 1EL G HHES 3
& 95 233~268 HIZHD, BRINODT=3bD N T HIREEEN COM(2018) 237 final DEEFRIT, 1ELIEH
MEE 3% 95-198~22 HIZHD,

BIAIIEV) 2016679 (—fix 7T —FRGEMIRI) OZEFR - RTINS, TEEAFBRES 374 575 1~114 HIZ
%, BIRIEU) 20181725 DBEFUE, IEAGHAEE 4% 15 1~8L EICiD, HiH(EU) 2016680 0
SHERL, IELHHHES 276 175 4~140 HIZHD, 1545 00258EC DZEFR-UGETIE, 1544
AR 2% 55 158~187 EITi%,

FHIEU) 2019/881 (Cyberseourity Act) DZEFR -SRI, IELIEHHES 475 8 5 16~86 EIZHHD,
FREDMHHTNRIE 20025840HA DB R T, 1L HRES 475 575 185~213 HIZdD,

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

COBFFRAE, Fibrs R (BB TR BRI AGR) LOMN I L RARDRG R
FEDIRSIUTND,

72120, JEOCORifR e OWARDRER, BIEE T OIEfRE &), ZOZBROEIE, & CEH
EAIZDD,

ZOBAHEFROBOEAAIBAL, AR BRASAET »2) OB 1A,
* 3k ook
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£ 1E KAIKE
CHAPTER | Gereral Provisions
B 1E MNEFHE
Avticle 1 Subject matter
1 ZoOFRID BB, SN OBEE ) ESEATE, WO, BOMEAPIZRITD Al VAT LD

SERRRRBATHIL T, B, o4, WONS, RETFE, VAN OB RaEa G Rl el
BIVTODIEARYLAERIOD S\ L~V ORGEZHERL-DD, 720, Bliidfa x>, A
LTHIDAEFHTEIHNTHIRE (A OFAZARES DD,

The purpose of this Regulation is to improve the functioning of the intermal market and promote the uptake of human-
centric and trustworthy artificial intelligence (A, while ensuring a high level of protection of health, safety, fundamental
rights enshrined in the Charter, including dermocracy; the rule of law and environmental protection, against the harmiful
effects of Al systems in the Union and supporting innovation.

ZOHANE, PLFOFBEEZEDD:

@ BRIMMEGAIZIWT Al AT ETIHIELZE, —E RS DR OFIHT A4
B DA LS

b —ED AIEBOEIL;

© EUAZ Al AT NI HH B A2 B L O DL AT NOTERE DS ;

@ —ED AIVAT NI SN EIEOBUE;

© —MREMAIET VAT EL BT 2R A ST BUE

(0 T RE, TR, SRR OB TICRE T H8UE;

@ AF—R T T E G SMES | R fi X Cl- i S 3 o0 E,

This Regulation lays down:

(@  harmonised rules for the placing on the market, the putting into service, and the use of Al systems in the Union;
(b)  prohibitions of certain Al practices;

(©  specific requirerments for high-risk Al systems and obligations for operators of such systers;

()  harmonised transparency rules for certain Al systems;

(e)  harmonised rules for the placing on the market of general-purpose Al models;

(H  ruleson market monitoring, market surveillance, govermance and enforoement;

(9 measurestosupportinnovation, witha particular focus on SMES, including start-ups.
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¥ 2& R
Avticle 2 Scope
1 ZoOHHANL, LLFOBEISHU CEASA:

@  HRARIEEDEINEAS NS LT = E NS E L D) S F I FFTEL QOB S %
o3, BRNEAPIZISU YT Al VAT SETIHIE S LT A 2 I E7-
3% B ALET VTG CES TR

(O PRMEANIC Y ZRER O EL DI AIFHEL T VD Al AT ADRRES

© %% AlLAT NI S TERSNAH I WRNE SIS Y CRIFSAGA, 5 —FEWIC
MHDOHEOPA ZHEHEATATEL T VD Al AT LD K OFRE:

@ Al ATLDENSES M OVDEBES

© HELEEORLEINT, 1o, MELES A B OAMEAIPHED T T, Al AT LT
B TEEF T R oA R Al

0 RSP A S22 MEIE ORETROSH L

@ RRIMNEASPITEEL QODEEE ST HE A,

This Regulation applies to:

@  providers placing on the market or putting into service Al systems or placing on the market general-purpose Al
modkls in the Union, imespective of whether those providers are established or located within the Union or ina
third country;

(b)  deployers of Al systems that have their place of establishment or are located within the Union;

(©  providers and deployers of Al systems that have their place of establishment or are located in a third country,
where the output produced by the Al systemis used inthe Union;

(d importersand distributors of Al systems;

(e)  product manufacturers placing on the market or putting into service an Al system together with their product and
under their own name or tracemark;

(H  authorised representatives of providers, which are notestablished in the Union;

(0 affected persons thatare located inthe Union.

B T D ar B OHICHIESH BN GHE A N AR OBV QOB EBARL, 5 6
FE LI TRYAZ Al AT DELTESID Al AT NI T, 565 6 558 15, 55
102 G720 LA 100 SR OV 112 SRDANEI IS, 55 57 &3, ZOBRID TiZhoE 27 Al
AT IS DR RARIME S FE SN ED R TR A SIU T VDORIPAPIIZIRY, JiE
s,

For Al systems classified as hightrisk Al systerms in accordance with Article 6(1) related to products covered by the
Union harmonisation legislation listed in Section B of Annex 1, only Article 6(2), Articles 102 to 109 and Avticle 112
apply. Article 57 applies only in so far as the requirerments for high-risk Al sysiems under this Regullation have been
integrated in that Union harmonisation legislation.

ZORIANE, BRIEEIEOBEHIFEIHOIM DD AR U TUTBEHASIVT, 230, VIR Al
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BOTH, YrAEE RO EFHEREL BRI 2124 T3 D LA DR ED RS-k E
RDOZAT DRNISET, EF LIRS T OREIEDEFMERRI IR CoE% 5.2
TUTR720N,

This Regulation does not apply to areas outside the scope of Union law;, and shall nat, in any event, affect the
competences of the Member States conceming national security, regardless of the type of entity entrusted by the
Memiber Stateswith carmying out tasks in relation to those competences.

ZOMANT, YEAEEE BT AEEEROZAT DRSS, B, EYE A IEF L
D B HIDT-DIZ, (BIELT- ECTEAMEIERE TS, Al AT LR THHITED Y, —E A S
NFAIRIFSNSSGE, ZOFPIPNIZIRY, 25% Al VAT NI O I@EHASIvR D,

This Regulation does not apply to Al systiems where and in so far they are placed on the market, put into service, or used
with or without modlification exclusively for military; defence or national security purposes, regardless of the type of
entity carrying out those activities.

ZOHBRNT, SiAlEEE Ehi T AETROZAT ORI, ZOHNESE, [E5E 1L
[EF 22D B B TRRINE SN TR HSNAS A, BRITEAS P YT ZED L
TEOTFAT—E AU VRO AL AT A TR TSR Y,

This Regulation does not apply t Al systems which are not placed on the market or put info service in the Union, where
the output is used in the Union exclusively for military, defence or national security purposes, regardless of the type of
entity carmying out those activities.

D725 —E FITEGHERDS, (BN FEARYLAER K O B ORI B9 i U2 21
IREARMEST DI LA SML LT, IRINES LD 2T 1 HLIIBEOAIE L ORIDEFI T O
ERS LD B3 2IEIRR 7 ) 7 ERR i E ORI CEAUSDT AR F7 JESkER
3 AV 2T LZARI D856, ZOMANT, 551X ZORIRIO@E FEHNIC 5 = END
ATEHEB e U CHIEESHA e U Chimf Sy,

This Regulation applies reither to public authorities in a third country nor o intermational organisations falling within the
scope of this Regulation pursuant to paragraph 1, where those authorities or organisations use Al systems in the
framework of intermational cooperation or agreements for laww enforcerment and judicial cooperation with the Union or
with one or more Member States, provided that such a third country or intemational organisation provides adecuate
safeguards with respect to the protection of fundamental rights and freedorms of individuals.

ZORKAN, FRIEU) 202212065 D | F ZEOHHEYME—E A7 10 M X DB B3
BERTED % 5.2 T30,

This Regulation shall not affect the application of the provisions on the liability of providers of intermediary services as
setout in Chapter 1l of Regulation (EU) 2022/2065.
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ZOHANE, Y% Al AT LOHI1EED, BEEORENZER OB%EE V) B BIOHDT-8OIZ{E
BNZBIRSI KL O —E A fEESID Al AT LF 1T Al ET /USRI RE SR,

This Regulation does not apply to Al systems or Al models, including their output, specifically developed and put into
service for the sole purpose of scientific research and development.

MENT =2 AR, T TA 73— K OSEIE ORIV B 2R NEAYEIT, ZOMRIDHFTEDS
FUTHMER| N OFEHSEBIR L CRBES AN T — X UG S, ZOBANE, ZoHRID
5 10 2555 5 TEN NS 59 S f A7, HHIEU) 2016679 £, L<ITHHIEU) 20181725, 545
200258/EC /-1 345 (EU) 2016/680 | Tt L TREEA- -2 U787 20,

Union law onthe protection of personal data, privacy and the confidentiality of communications applies to personal data
processed in connection with the rights and obligations leid down in this Regulation. This Regulation shall not affect
Regulation (EU) 2016/679 or (EU) 20181725, or Directive 2002/58/EC or (EU) 2016/680, without prejudice to Article
10(5) and Article 59 of this Regulation.

ZOHANE, TEHCED NE AT RIESIVARTD Al AT LFE AL Al T LRSS
AT, TR M OB OTEEN R L QI SR\, FDIH7EEN L, 15 rTHEZ N 8
BRI TSNS, FMRG FOFER L, ZOmABRIM I EHESIV AU,

This Regulation does notapply to any research, testing or development activity regarding Al systems or Al models prior
to their being placed on the market or put into service. Such activities shall be conducted in accordance with pplicable
Union law; Testing in real world conditions shall nat be covered by that exclusion.

ZOORRANT, THEE RN OO 24 B R RN E S OO T2 X TEDHALT
UWOBERIIT720,

This Regulation is without prejudice to the rules laid down by other Union legal acts related to consumer protection and
product safety.

*@%%ﬁ N, FEEM RS TR FOTEBhOMEFRI ST Al S AT LRI 5 BN THD
B DFEF U A IEASIR Y,

This Regulation does not apply to obligations of deployers who are natural persons using Al systems in the course of a
purely personal non-professional activity.

ZORRRINE, FERIE T IERINEAD, HEICED Al AT LR SRR 9255l OHER
ERET DN ZI Y TH B 2o TRV R, IEHIH LI TE EOSRIRAHERF LY
LIFEANTHIE, FE, S5 > TI AR S EOmE AL LI X RTREE 75
ZEEHEBRLR N,

17



Fe RO & 45 (202449 A)

This Regulation does not preclude the Union or Member States from maintaining or introducing laws, regulations or
administrative provisions which are more favourable to workers in terms of protecting their rights in respect of the use of
Al systems by employers, or from encouraging or allowing the application of collective agreements which are more
favourable toworkers.

12, ZOHANL, 4% Al AT LNEVAY Al VAT AEUTEATE 5 250 LATE 50 SRIT3824 75
Al AT LEUTHBATED IV F T —E A SN ADDO T R, R CA—T L) — 2D
A T T —2IND Al AT N SUCRE AL Y,

This Regulation does notapply to Al systems released under free and opentsource licences, unless they are placed on the
market or put into service as high-risk Al systems or as an Al system that falls under Article 5 or 50.

F3E TR
Avrticle 3 Definitions

ZOFRIND BRYDT=DIZ, LLFOEFe) SIS

For the purposes of this Regulation, the following definitions apply:

@

@

©)

[Al VAT I EE, BRiA 7LD BRMEE D> GE-IT D7Dl TR SV TIHY, BREZIC
T FAETDIENTE, 1>, I RFAIBVRO HIDT-DIZ, ZDT AT LHNZITEL
STNT TN, W FRBRE /- JAFABBRER Coeh U T8 5.2 A5AHER, P2, HERE S -1 RHIE
DI 1% E DINAR T D) EHeGm T AR N — AT AT DDA,

‘Al syster’ means a machine-based System that is designed t operate with varying levels of autonomy and that
may exhibit adaptiveness afier deployment, and that, for explicit or implicit objectives, infers, from the input it
receives, how to generate outputs such as predictions, content, recommendations, or decisions that can influence
physical or virtual environments;

WA |43, fEFEEDZINEL ML EBROTZFE LA E DL TR ;

‘risk’ means the combination of the probability of an occurrence of harm and the severity of that harm;

TRILE LT, AETHFAIIME THLNIST, Al T A7 LBLIT B Al £
TVERIRET D, FAX, BIRSN- Al AT LBLIT BN Al £ VELD, 130, X
EOFEDXFFELIIRGED T CTHHCEEL LTRSS, BARANTATEN,
ITBHEEE, 1TTEESRBLIIEAUSLS DM Z L2 EIRL

‘provider’ means a natural or legal person, public authority, agency or other body that develops an Al system or a
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generalpurpose Al model or that has an Al system or a generalpurpose Al model developed and places iton the
market or puts the Al system into service under its own name or trademark, whether for payment or free of charge;

FREE LT, FAACHEREE EOTEEIOEFL TR CYRE Al AT 2SS 6%
&, ZOBEDHEITIESNT Al VAT LEFIATDERAEATEN, 1TTEEERE, 17858
Jb LI TFNSLISNOR RO LA TERL

‘deployer’ means a natural or legal person, public authority, agency or other body using an Al system under its
authority exceptwhere the Al system is used in the course of a personal non-professional activity;

EROHAORFEE | 1T, Al AT LE LB Al 7 LOHRAE)SERICIAFY T
BT AL, ZOMANZE > GRITBNT-F85 M O e Yistia ofouizenzein
AT OENET D, FMNESPIZAFEL A IZF0oRLE a2 D BIRA FATHEADZ LA E
BEL;

“authorised representative’ means a natural or legal person located or established in the Union who has received
and accepted a written mandate from a provider of an Al system or a generalpurpose Al model to, respectively,
performand carry out on its behalf the obligations and procedures established by this Regulation;

AR ) UL, B ENTLEZS D BIRNF A RENDBRE IR L Al S A
T W T S, BRSSPI EL F2 T2 OB 2SO EARAF A TEADZ L2 EIR
L;

‘importer’ means a natural or legal person located or established in the Union that places on the market an Al
system that bears the name or tracemark of anatuiral or legal person established ina third country;

S L L, FRINESOHSACT Al AT LRI TEAINTT 5, HfE -1
AL LISNDY T TAF =— D HIRA T ATEANDZ A ERL

“distributor’ means a natural or legal person in the supply chain, other than the provider or the importer, that makes
anAl systiemavailable on the Union market;

GEA 12T, PR, RmERLER, BEE, HEFROOAIRE, M AES F o TtiEESs
DZEEEFML;

‘operator’ means a provider, product manufacturer, deployer; authorised representative, importer or distributor;

MU EL AL, BB OTSHIIBT Al AT LH AT BE Al B7 V2R
R CEAINTTDZEAEIRL ;
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‘placing on the market” means the first meking available of an Al system or a generalpurpose Al model on the
Union market;

MRV CRIATEAINNTT D803, A1E CTHEINEATE CHONINS T, PEEE
BIOWFRI N T, BRMNEE DTS BITDIEE A IFADTZD D Al AT KFE i d—
Y H B ALIET VO RO T LR

‘making available on the market” means the supply of an Al system or a generalHpurpose Al model for distribution
or use on the Union market in the course of acommercial activity, whether in retum for payment or free of charge;

—t 2 1 0%, BONESPNICRITEEOL AT AORRAD BRI D, 3REAT
STUCHEBE AN TSI IORI D=0 D E 1L H CRIFADIOD Al S AT OGO
EEEMRL;

“putting into service’ means the supply of an Al system for first use directly to the deployer or for own use in the
Union for its intended purpose;

AT B 0L, BERNAAE, RS 3 R OVE & 2O Tl ONZH SCED
th G BIEA SN ATEERO ThCREI QDI 7R BRI iR K O S840,
Al S AT I AU T > CEKISI QORI O Z LA B L

‘infended purpose’ means the use for which an Al system is intended by the provider, including the specific
context and conditions of use, as specified in the informetion supplied by the provider in the instructions for use,
promotional or sales materials and statements, aswell as in the technical documentation;

[EFRN TR I LT, 200 Al AT LOFTEID BHIZHES T VRWFTEEIZES Al
VAT ORI TEHDDS, SR T HRIRTREZ2 NSO TE S, F213, oo Al AT a5
D, DT AT LEDRDRN L) S FRI - T FTRE Rk ChVIEARI D LA B

‘reasonably foreseeable misuse’ means the use of an Al system in a way that is not in accordance with its intended
purpose, but which may result from reasonably foreseeable human behaviour or interaction with other systerms,
including other Al systems;

(22 AR— N U, ZFORENE LT Al S AT DT8O 02 Re A -3 i,
HLLIE Al VAT LD R—RUN, FolE, FOTTR—RAOEWER B F -1 358 Eh)s
NDBEREN OB UL T PEA G I3 DZ L EmkL

‘safety component’ means a component of a product or of an Al system which fulffils a safety finction for that
product or Al system, or the failure or malfunctioning of which endangers the health and safety of persons or

property;
20
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[ PR | 3, SRR THRRLS Al S 27 200D B B & O IEZ 2RI FLIZ U T
TEHRIE A7 IR RS U A O Z LA IR

“instructions for use’ means the information provided by the provider to inform the deployer of, in particular, an Al
system’s intended purpose and proper use;

Al AT 2DV a—)L | M, FREE IR CRIH CEAINISIT Al AT OIS~
BGE, P—E RS IR AR LA ER T DI LA T D RO A EIRL ;

‘recall of an Al system’ means any measure aiming to achieve the retum to the provider or teking out of service or
disabling the use of an Al system madee available to deployers;

Al 27 2O S, YT FATF = ND Al AT IO IR TEAIIICE
NAZEDBHIEAAINNET D IR AEIRL ;

‘withdrawal of an Al system’ means any measure aiming to preventan Al system in the supply chain being made
available on the market;

Al 2T NOMRE IS, Z0DT AT LOFHAD B #3570 Al AT NDRESIDZ
LARERL;

“performance of an Al systern’ means the ability of an Al system to achieve its intended purpose;

NEHITTE R S, AP ERHHERRORHE, F5E K QMR ON S Z ORFROBROT0IC
WL 2Tt BN I T D U BT DI A ROEIPEBID L2 TR

‘notifying authority” means the national authority responsible for setting up and carying out the necessary
procedures for the assessment, designation and notification of conformity assessment bodies and for their
monitoring;

ME AR S, EUAZ Al AT AEERHET 55 W F5F 2 HiDH TEDHIUQODER)
TSV QUVADNED) e R IR D S A B R

‘conformity assessment’ means the process of demonstrating whether the requirements set out in Chapter 11,
Section 2 relating to a high-risk Al system have been fulfilled;

MEAPEREMRERR 1T, 38R, FREER Ot A &0, = ot MhiEE a2 T3 Ak
ROz LA ;

‘conformity assessment body’ means a body that performs third-party conformity assessment activities, including
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testing, certification and inspection;

IFRE/HE &1, ZOMAI R OZNLBMOBERZLBRNMESIE S LA > TRESH
T A PRk LA EIRL ;

‘notified body’ means a conformity assessment body notified in accordance with this Regulation and other
relevant Union harmonisation legislation;

[STERIMEIE ) S, EOVAT LISTIHGTED WA Fo T —E RS %o Al &~
AT DD Tir->"C, ZOHME I > CEIESH 4 -I0iE S MEHl WXz 0%
TR EFATHESIVTES T, 2y, ZOETORERELT, 5 NEF 2EiDH TEDS
AVCUBELFDZED Al VAT LD A%, F3, 20 Al A7 NIBIU G
SO H DB IEA )R A28 DO L EL

‘substantial modification’ means a change to an Al system after its placing on the market or putting into service
which is not foreseen or planned in the initial conformity assessment carried out by the provider and asa result of
which the compliance of the Al system with the requirerments set out in Chapter 11, Section 2 is affected or resulis
inamodification to the intended purpose forwhich the Al system has beenassessed;

[CE ~—2ZA9 14, & Il 25 2 HioH TEDOHIVTCODEH K O~ —0% A 2L
DT NDii FH ATREZ DR S EE A LN VED BN Al AT IHNE S LD EEED
NS TURMIEE NI R T Do~ ERL

‘CE marking’ means a marking by which a provider indicaies that an Al sysiem is in conformity with the
requirements et out in Chapter 11, Section 2 and other applicable Union harmonisation legistation providing for
its affixing;

TRV EARS AT | M, MBI IEO] TE 385 IO TB A i 3200 3
DA IR 5 B IOT- O ORIEE ST EE F AT —E AL D Al AT
LOFANSESNHRRZAVEL CRIEST200 Al S AT LOFIEE I > TEESNS
ECOTFENOZ LA EIRL ;

‘post-market monitoring system’ means all activities carried out by providers of Al systems to collect and review
experience gained from the use of Al systems they place on the market or put into service for the purpose of
identifyying any need to immediately ajply any necessary corrective or preventive actions;

AR R &1, FHAEV) 20191020 (23 A7EEE 206 N OVRRA L AR E A #975
EPEEREDZ LA ERL

‘market surveillance authority’ means the national authority carrying out the activities and taking the measures
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pursuant to Regulation (EU) 2019/1020;

A LSRR HE | 1%, BIRNEU) No 102502012 D% 2 4545 1 THOICERE T DA b
TP ED - AL

‘harmonised standard” means a harmonised standard as defined in Article 2(2), point (¢), of Regulation (EU) No
1025/2012;

[HSEARE 1L, 2O FIZIW TR DA BB AT A7 DD R A H it
T 2HAIEU) No 102502012 D 2 5555 4 BA e T AR By bz LA IR ;

“common specification’ means a set of technical specifications as defined in Atrticle 2, point (4) of Regulation (EU)
No 1025/2012, providing means to comply with certain requirements established under this Regulation;

[BIET—4 113, 5% Al VAT LINFRATRE Y STA—H &I 57 M0 Al AT 2%
AT BT DIAFEHESNAT—2 D LKL ;

‘training data’ means data used for training an Al system through fitting its leamable parameters;
RRET—2 403, RS Al AT LOFHIAARMES 5720, NS, 20D Al AT L3

EEACEIR VITGA—Z NTOFD Al S AT L8 a2 A0, wE, RaikE
T TR T DI SN AT — 2D A E R

‘validation data’ means data used for providing an evaluation of the trained Al system and for tuning its non-
leamable parametersand its leaming process in order, inter ali, to prevent underfitting or overfitting;

TWRRIET —4 b 8, BEREIF AT ESEOWTINEL T, JlET—2 v heiiE
BT ey N AT O— D LA ERL

‘validation data set’ means a separate data set or partof the fraining data set, either asa fixed or variable split;
[FBERT—H 1KY, ZOVAT LOTHEATED IVE AT —ERESIDRNG, Yiks AT A
DRSS NAMEREAEL AT, Al S AT LIS OF AR A0l SN AT
—ADZEETEMRL;

‘testing data’ means data used for providing an independent evaluation of the Al system in order to confirm the
expected performance of that system before its placing on the market or putting into service;

[ANIIT =52 18, ZOVAT BT DHBEELC Al VAT LT CRiEEN S
T—HEAT A AT WL THBATE S SNDT —H DR,
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‘input data” means data provided to or directly acquired by an Al system on the basis of which the system
producesan output;

EAREESRT —2 | 1T, BB IR — 2D I78, ASRADERRHE, AR EE -
(A TR AR DB DA DN T —H DT LA R

‘biometric data’ means personal data resulting from specific technical processing relating to the physical,
physiological or behavioural characteristics of a natural person, such as facial images or dactyloscopic data;

[EARBESERA) L 3, MR NDANREIZE T —2 &7 — S — 2N SRk R TSI B D
AR T — 2 L RE T HZLTI BIRADRI— M2 fEGE32 B BT 0, NS K
bk, AEBRRRIE, 1TENRER ONOBIRRED B B bS8 LA EIRL

‘biometric identification’ means the automated recognition of physical, physiological, behavioural, or
psychological human features for the purpose of establishing the identity of a natural person by comparing
biometric data of that individual to biometric data of individuals stored ina databese;

[AREFREE L, Uik BRANOAERESR T —2 E RN S ARG T — 2 %
AT DHZHIDEBRADIEED, 38iFE & HEMES 2 13 1 ORMGEDZ SaERL ;

‘biometric verification’ means the automated, one-to-one verification, including authentication, of the identity of
natural persons by comparing their biometric data to previously provided biometric data;

MR PRI N T —4 ) S1%, FIRIEU) 20166679 %5 9 5555 1 1H, F54(EV) 2016/680 O 10
S ORIHINEY) 20081725 DFF 10 5575 1 B FRIODE N T — 2 DT L2780k L

“special categories of personal data’ means the categories of personal data referred to in Aticle )(1) of Regulation
(EV) 2016/679, Articke 10 of Directive (EU) 2016/680 and Article 10(1) of Regulation (EU) 2018/1725;

M OOERGE S LT —2 | M, JRTTAOBGIL, i, 8 R OSRBEOEEICRRET S
k5@ FOT 2 ThHhoTC, TOT —HDB RIS TR se M AR A5 T —
HDZ R,

‘sensitive operational data’ means operational data related to activities of prevention, detection, nvestigation or
prosecution of criminal offences, the disclosure of which could jeopardise the integrity of criminal proceedings;

[RUE T AT L 8T, TOERNDOAENREZR T —2% L CERANDBIE F-13 5
AR S THER9~2 H BIDT2600D Al S AT LDZ 5B ;

‘emotion recognition System’ means an Al system for the purpose of identifying or inferring emotions or
24
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intentions of natural persons on the basis of their biometric data;

[AEARESER AR T AT I H T, BIOREZE T —E AT 2856 L OEEIR Y ot
W EDBREH DT8O g DB B BRE, 0D BIRNDANRE ST —2% JEE LT,
H SR N ORER CE24 T B HIDTZ80D Al AT LDZEZERL

‘biometric categorisation system’ means an Al system for the purpose of assigning natural persons to specific
categories on the besis of their biometric data, unless it is ancillary to another commercial service and strictly
necessary for objective technical reasons;

[ —MEREEERR 27 5 2, BRI 3 RHE R, A EEHETF—2 BB
— AR ANITFEANSIV QDR T —Z OB EI LT, TD HIRADREE 2R
B2UC, HIRAZRRT55 ) HEIODT-50D Al AT LDZ A ERL

‘remote biometric identification system’ means an Al system for the purpose of identifying natural persons,
without their active nvolverment, typically at a distance through the comparison of a person’s biometric data with
the biometric data contained inareference daiabese;

[T WAL DOV NERBZZGR S AT LT, 0OV AT NI THERESE T — 25 jE
L, RE7eRHRGE 2 FRE SRR DA T3 A, BIIRGEERIT- Q37 [hEEaiE 15
7= DR E ST FERH ORGSO LR | 2> CHR SN AT — MR BRI L AT
LDOZEEEMRL;

‘realime remote biometric identification system’ means a remote biometric identification system, whereby the
capturing of biometric data, the comparison and the identification all occur without a significant delay, comprising
not only instant identification, butalso limited short delays in order to avoid circumvention;

[t DVB—MEIREZZRDS AT 2 21X, VT A ALOVT—MEARERZTR S AT B
NOVT—MEREZGRR AT DO EMRL

‘postremote biometric identification system’ means a remote biometric identification system other than a real-
time remote biometric identification system;

[NIRDST R ARTREIR T | LU, 77 B ADTOIC—TE DS STURD) SN
T, 230, WAREHDOHIROATE 5T, NRFED BIRANIESTT 7 EARRER AN &
TR DY ST DT L2 iR

‘publicly accessible space” means any publicly or privately owned physical place accessible to an undetermined
number of natural persons, regardless of whether certain conditions for access may apply, and regardless of the
ppotential capeacity restrictions;
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VI TRERE) S, DL T ORI Z LA Bk L

@ AHORLTH T BT DL MR MO DR IEA G, I 4D IE,
1, Wb L IERB E - IHEIO# T B DB HER RS A TEAARS ; F7-13,

O AHOLRLATHTDERI T DL R OO 125, fkEOEFRIZI >
C, LS TADRAIE, A, Kt LI IFREEIHIETIDOBT T B HIDT-DDIAHERR
K OVME 1A THE 9 D2 OFATA ST T2 QDS ORBREL LI ZIE T,

‘law enforcement authority’ means:

(@ any public authority competent for the prevention, investigation, detection or prosecution of criminal
offences or the execution of criminal penalties, including the safeguarding against and the prevention of
threats to public security; o

(b) anyother body or entity entrusted by Member State law to exercise public authority and public powers for
the purposes of the prevention, investigation, detection or prosecution of criminal offences or the execttion
of criminal penalties, including the safeguarding againstand the prevention of threats to public security;

NEBAT I 4T, DD DB D% MR O DY IEZ S0, AT TR0
Bk, #EA, B LIFmB S IHEIOBG TO7- O T THERE S/ A8 TR
NDEN TS TIMSNDTEENOZ AR ;

‘law enforcement’ means activities carried out by law enforcement authorities or on their behalf for the prevention,
investigation, detection or prosecution of criminal offences or the execution of criminal penalties, including
safeguarding againstand preventing threats to public security;

[ALATE LT, Al AT AR OB Al SEF AFONT Al RIS, BEH N, OSSR Z
FHL, 2024 5 1 H 24 HOFZESPFEDOHTEDSHIL OO DINEBSOMEEDZ 25
WL ; ZOMAHIZRIT 2D ALRRI~DZI Y, BONEERI S 55 REL THiES;

‘Al Office’ means the Commission’s fimction of contributing to the implementation, monitoring and supervision
of Al systems and general-purpose Al mockels, and Al govermance, provided for in Commission Decision of 24
January 2024; references in this Regullation to the Al Office shall e construed as references o the Commission;

(TERESHERRDSDIEIPFERE ) L1 L, TN T R I RO LA ERRL s RS0
HERE, B0, F5 R Okt T —E A i 3f s D Al S AT BT
1%, ZORRINTIST DIFHERRD S DIEIP BB 7l Tt M R~ DS, BT —4
PR E B 22U TS,

‘national competent authority” means a notifying authority or a market surveillance authority; as regards Al
systems put into service or used by Union institutions, agencies, offices and bodies, references to national
competent authorities or market sunveillance authorities in this Regulation shall be construed as references to the
European Data Protection Supervisor;
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FATRFENOZ LA IR

@ AL, FAL, NOWRCR2ER G,

O)  RRIRALTTOEHEE E F - HEFAO R DA AL

© FEARVAERIEARE T DA BT DR STED P o3 MERA T4
O MPEF IR O DR AR,

‘serious incident’ means an incident or malfimctioning of an Al system that directly or indirectly leads to any of the
following:

(@ thedeathof aperson, or serious harm to a person’s health;

(b) aseriousand imeversible disruption of the management or operation of critical infrastructure;

(© theinfringement of obligations under Union law intended to protect fundamental rights;

(d)  seriousharm to property or the environment;

B AT —2 )&%, FHRIEU) 20166679 D5 4 5555 1 FASE R T AMENT —2 DT L EL;
“personal data’ means personal data as defined in Article 4, point (1), of Regulation (EU) 2016/679;

[FEE AT —4 1 &%, HAIEU) 2016679 OF 4555 1 SAZEFe T HENT —2LISNDT—4
DIEEFEIRL,

‘nonpersonal data’ means data other than personal data as defined in Auticle 4, point (1), of Regulation (EU)
2016/679;

(a7 A7 140, FAIEU) 2016679 D5 4 5555 4 SAEFRT DT 077 AV D E%
B,

“profiling” means profiling as defined in Article 4, point (4), of Regulation (EU) 2016/679;

MR HE SRR Hi LT, SRS T OB BROXER, Tk, HIPRAHEPH, AAJHIPH & Ot
SR, B, BRARTE(R K& Oz~ 9SG ZEATEIRL

‘real-world testing plan” means a document that describes the objectives, methodology, geographical, population
and temporal scope, monitoring, organisation and conduct of testing in realworld conditions;

AR 7 ZGHERE | 13, S AR LB HEIROD OIS ORI CaESN, T
R 7 AN CIRESTVAEIIORIER, SelF, Wiy, FEM O AR SCEDO LA Rk
L;

‘sandbox plan” means a document agreed between the participating provider and the competent authority
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describing the objectives, conditions, timeframe, methodology and requirements for the activities carried out
within the sandbox;

TANERI R 72 |4, Al S AT LOSRIEE TR, ThaibiaeE
(FFIRE T FIZRBNT, YRRy ZAGHEEIID, IRESHIZHIRNA, ] EORED
TTRT, YR Al AT IEBFEL, FIRL, BEEL M OS2 AR ettt 4%
RS MEIR DB BB T CRUT O A PRSI A D LA EIRL

‘ Al regulatory sandbox’ means a controlled framework set up by a competent authority which offers providers or
prospective providers of Al systems the passibility to develop, train, validate and test, where appropriate in real-
world conditions, an innovative Al system, pursuant to a sandbox plan for a limited time under regulatory
supervision;

(Al VTTo 4T, SR, BHEE RO AN, ZOMRIO SR ZEBIT% %430
FLINENDEOHER L OF857% BRI, SiHEZ2 72 BT Al VAT LD EEAT
ITEMTEDINCL, WS, Al DFESFIRREVAZ RN Al DAECSEATDI RO ATHEH
B RBalA AT D LN CEDIDNTT HEHE, MR OB LA IR ;

‘Al literacy’ means skills, knowledge and understanding that allow providers, deployers and affected persons,
taking into account their respective rights and obligations in the context of this Regulation, to make an informed
deployment of Al systerms, aswell as to gain awareness about the opporiuinities and risks of Al and possible harm
it can cause;

(SR FRAR FOORkR | MY, (B CED OB R T — A EEET D720, F-, ZORIRIDE
HEDOZD Al AT 2O A MU L ORGRET D720, SRS FAIENLISDL 22l —h
SNZBRBEDIN I DI IEREAE T D, 0D Al AT 2OFHAD BHIDTDD Al S AT 2
D—IRFREROZEZ IR, 7>, ZIUT, 8 57 SFHATEF 60 SO TEDHIAT
DEAEDN TSIV QNDZEEFAFELUT, ZORAIDFEMIZI TS Al VAT LTI
ELZEFH AT A DU RISV T35

‘testing in real-world conditions’ means the temporary testing of an Al system for its intended purpose in real-
world conditions outside a laboratory or otherwise simulated environment, with a view to gathering reliable and
robust data and to assessing and verifying the conformity of the Al system with the requirements of this
Regulation and it does not qualify as placing the Al system on the market or putting it into service within the
meaning of this Regulation, provided that all the conditions laid down inArticle 57 or 60 are fulfilled;

FEFEERD B IOT D DT AR | L1, FEAHFRGA: T ORBRICS I D BIRADZ L4 Bk
L;

‘subject’, for the purpose of realworld testing, means a natural person who participates in testing in realworld
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conditions;

[ERZS2 T TR 43, Sa%ERoS Mo BfRat > 2i%A R 2Tk
(ZOWTORMAE TR D TAD, WA TER SN, FFESN, Mnnveh ot
HOD, FEEDFHEFEA T ORI SIS D0 I L DT RDORIAD LA FIRL ;

‘informed consent’ means a subject’s freely given, specific, unambiguous and voluntary expression of his or her
willingness to participete ina particular testing in realworld conditions, after having been informed of all aspects of
the testing that are relevant to the subject’s decision to participate;

[FU—TTxAV 143, FHEOMEN, *152, 3T, RO LITHERELEELIL, 2>, Al
KU CENDEIESHOFATEEDL D THANDINa>THRBENS Al 2VERU-F
TV EUT- i, S - TG DT T NDZ YA ERL

‘deep fake” means Al-generated or manipuleted imege, audio or video content that resembles existing persons,
objects, places, entities or events and would falsely appear to a person to be authentic or truthful;

(SRR T2 1 4L, TENOR RS EARE T 2RI E AR OE T DI EA T TR EA Th-

<:

@

() FONEABLITANEAD I AT L3I A T ;

(i) BRI DM, BLUL, TS PTRE RS, MReitEE OMHEROBH K
BEEDSHTEL QBB LLITZOHLE DS F-0%

(i) FXEF IS TEDOENATANFATSIV QDG E, TOREE DRSS,

FERREILI N D7ty 2 SORERRIEN R DR A DS 2R RS A a2, &

7213, FOfERRIIE -3 obHD;

O EADEM SRR Dfaia A USETz, AUSE VS, F403, AUSEDE
DN, H>, [Fl— DR R IEEE A IR~ OHR ER RS OB A4 G, Hemoks
HWath, 2o, W7t 3 SORERREIZI T, [F—#EAEI > TIITEN, [F
RFOLIEEL QDB

DZEAERL;

‘widespread infringement’ means any act or omission contrary to Union law protecting the interest of individuals,
which:
@  hasharmed or is likely to harm the collective interests of individuals residing in at least two IMember States
other than the Member State inwhich:
() theactoromission originated or took place;
(i) theprovider concermed, or, where applicable, its authorised representative is located or established; or
(iily  the deployer isestablished, when the infringerment is commitied by the deployer;
(b) has caused, causes or is likely 1o cause harm to the collective interests of individuals and has common
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features, including the same unlawful practice or the same interest being infringed, and is oocurming
concurrently, committed by the same operator, in at least three Member States;

CRAIRAL 771403, Fa5(EU) 20222557 0% 2 55565 4 FASER DR RAL 77D %
BRL;

‘critical nfrastructure’ means critical infrastructure as defined in Article 2, point (4), of Directive (EU) 2022/2557;

R Al BTV I8, ZOETIVITHBZED TVORIOTHEMIE, B & T ahs A
TVERROTEBNOIZOIHIASIS Al B VARRE, HOEESE 2 KBRIC Y, KED
TS MRS AS A a0, KEe—MEE2 R TRY, 7y, HUi%teT Vvt
VZED D IAED RN IS MRIA oA R A AR TR TT HIENTE, DD, Fiid
K& 7103 2T NFATT TV — AT E SIVED Al BT LD A E L

“‘general-purpose Almodel’ means an Almodel, including where such an Al model is trained with a large amount
of data using self-supervision at scale, that displays significant generality and is capable of competently performing
awide range of distinct tasks regardless of the way the modkel is placed on the market and that can be integrated
into a variety of downstream systerms or applications, except Al models that are used for research, development or
prototyping activities before they are placed on the market;

MR 12, DFEEIRES T LI, b e B Al T /U Crdks- 558
e BB D IEHIRE DT LA TERL

‘high-impact capabilities’ means capabilities that match or exceed the capabilities recorded in the most advanced
general-purpose Al models;

[ AT VAT |4, — BB Al BT VO ) 2t DSEBIRE N TR DL O THY,
ZOREE DD ZNFRNEE DTN U CRERE ) 2 b F- AR, 204,
INFEOIREZ, BRI MR [ I IR SR DB R DA OB - X A PR T AT
RERADEELD, MEEEEEAROBUE CIAOHIUSOIAY DML ;

‘systernic risk” means a risk that is specific to the highrimpact capabilities of general-purpose Al models, having a
significant impect on the Union market due to their reach, or due to actual or reasonably foreseeable negative
effects on public health, safety; public security, fundamental rights, or the society asa whole, that can be propegaied
at scale across the value chain;

[ ER Al AT L HE, —EEE AET VEIREEL, 7230, [EEEOFFHOTD KO,

D Al T AT LZHANDFLEAFD T O DM Db~ 72 AN 238IEE 140D Al AT
2DOZEHERL;
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‘general-purpose Al system’ means an Al system which is based on a generaHpurpose Al model and which has
the capability 1o serve avariety of purposes, both for direct use aswell as for integration inother Al systers;

67) T7FEly I NSUS TR Y, Tl NS A8 A OB EOEEIIRATH-T, ot
—2 O, BEEES OB DRI L > TR 7 ST B E RS R OB = S TR
AN SNA Iy D EAEIRL

“floating-point operation’ means any mathematical operation or assignment involving floating-point numbers,
which are a subset of the real numbers typically represented on computers by an integer of fixed precision scaled
by an integer exponent of a fixed base;

68 TR 1MT, T Al BT /VINEOHAEE B 57 DI S, TREHEAESIUTQODD,
F0%, FHIBRA LU CRIDE T SIS A DRI T, —i%ER Al &
AT IE, Al ETIVERAEL QD Al VAT LSRR DO LBk 42,

‘downstream provider’ means a provider of an Al system, including a general-purpose Al system, which
integrates an Al model, regardless of whether the Al model is provided by themselves and vertically integrated o
provided by another entity based on contractual relations.

EAE AT
Artick 4 Al literacy

Al VAT ZORMIEE K OBRER T, ZHUH0F OO Al AT LOER K OFIFHZERHZ
NSDFEDREE K O NIANDEZE DR ORGSR, B8R, 206 M OFIRIEONTY3% Al AT A
B HIHSNAERRE BB AN T, 230, F0D Al S AT LOF ARG 2 A8 NE 1T
TENDZN—TZBRE LT T, $EE K OSREE OiGEOHIPHNIZI T, ZHHDOFDIKE
K OFENLISANDEDR 2L~ AT i Db D 55,

Providersand deployers of Al systerms shall take measures to ensure, to their bestextent, a sufficient level of Al literacy of
their staff and other persons dealing with the operation and use of Al systems on their behalf, taking into account their
technical knowledge, experience, education and training and the context the Al systems are to be used in, and
corsicering the persons or groups of personsonwhom the Al systems are to be used.
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FEIE #iSh? AIERS
CHAPTER Il PROHIBITED Al PRACTICES

$ o5& HibShd AIER
Avtice 5 Prohibited Al practices

1

PUFD AIZEBT, 28BS .

The following/Al practioes shell be prohibied:

@

®)

©

IAESZ ST B COHIWEA THTD O NDRES 1 KELJRIDZ I T AT A IEA
DY N—T DI Tl FTERNTED DT, ZIUTIATC, Y\ N F A IhOfE AL LI
DAENDT =T IR U CRE il AU SRR - A LS A B HA B nDd
DHERETC, LY TR U MSRE R A LN a2 B F A3t 0shfat b,
TENDFIRZREZ T 7 VR AL T LRI e B EOHE LR e Bk B
95 Al AT DETIHTELZE, —E AT DL F AT T ORI,

the placing on the market, the putting into service or the use of an Al system that deploys subliminal technicues
beyond a person’s consciousness or purposefully manipulative or deceptive technicues, with the objective, or the
effect of materially distorting the behaviour of a person or a group of persons by appreciably impairing their ability
to make an informed decision, thereby causing them to ke a decision that they would not have otherwise taken
inamanner that causes or is reasonebly likely t cause that person, another person or group of persons significant
ham;

LA N EI A NIk U CREZR R A A LSRR A LS 0 5B IR
FNDOBORERET, MEN T4 3% N—T BT AE NI T BN EDHH
HIEIATEDOIRAELD, YakEAOFD, BEEE ROt LTRSS
FEDDZ D EIRNDNH I E A TEFE DT N—T D NOWEHHHEDO TN EER 45 Al
AT WETTHCELZE, A DL F T2 ORI

the placing on the market, the putting into service or the use of an Al system that exploits any of the vulnerabilities
of a natural person or a specific group of persons due to their age, disability or a specific social or economic
situation, with the objective, or the effect, of materially distorting the behaviour of that person or a person
belonging to that group in a manner that causes or is reasonably likely to cause that person or another person
significant harm;

PUF O I E A T 528 SRR G HI o C, M RN F A FEA DT L —
T OEHATEVEHAREL L TR, HEGSIAS LI RIS AEADFHES LI L
EMEDRHEE FAEL LT, — IO BN T MEANDY N—T i i 1 35558
T2 Al AT IETTIHTELZ L, —E A2 L F T2 0FIH;
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0) ZOT—FDEYNAERE A IEESI IR BRI SUIRIZIS1T2,
—TED AIRNFATENDT N—T DA FEEATLFELLTR2NTER

() HEZERANFALLZBERANDT N—T Ot HA TR E 355 S TEIDE S
ZHU TIEXESH VW F BRI, —ED BRANEEAND 7 V—T
DA E R TAFELL2OER Y

the placing on the market, the putting into service or the use of Al systems for the evaluation or classification of

natural persons or groups of persons over a certain period of time based on their sacial behaviour or known,

inferred or predicted personal or personality characteristics, with the social score leading 1o either or both of the

following:

()  detrimental or unfavourable treatmernt of certain natural persons or groups of persons in social contexts thet
are unrelated to the contexts inwhich the data was originally generated or collected;

(i)  detrimental or unfavourable treatment of certain natural persons or groups of persons that is unjustified or
disproportionate to their social behaviour or its gravity;

HIRNDT 7 7 AV 7 DIrZe FMEL U F 1T H SR NS K QMBI A% 5

MEELT, BIRADLIA TA% ST T DUA AUl E - T 57-012, BIRADYAZEE
MEATITDD Al VAT LETTHTELZE, ZORFED BIIOT DI —E AT D%
TATEORN ;2O IR, JEFRTEENCE R SR O O DN KB O EE CELHFA
BERE D EE LT 2I0 IR T2~ DM N D BTG N T ANRINC L AR HliA S 44701 F|
HEND Al AT HNRUTE, LTI,

the placing on the market, the putting into service for this specific purpose, or the use of an Al system for making
risk assessments of natural persons in order to assess or prediict the risk of a nafural person committing a criminal
offence, based solely on the profiling of a natural person or on assessing their personality traits and characieristics;
this prohibition shall not apply t Al systems used to support the human assessment of the involverment of a
person ina criminal activity, which is already besed on objective and verifiable facts directly linked 1o a criminel

A A= hEIZT CCTV UG SOBBHG ORI 2 ZSR I > CERGS T
—HN—REHENE TR D Al AT DT ELTE, ZORTED HRIDTZOI—
BRI DL F AT EOFIH;

the placing on the market, the putting into service for this specific purpose, or the use of Al systermns that create or
expand facial recognition databases through the untargeted scraping of facial images from the intemet or CCTV
footage;

W% Al S AT LOR DR FOBER 132248 EOFRHR OO GERESIE I
ENINDHZ BT LD THOGAERRE, ISP M OB BBV THR
NDAEEAHERT ST Al S AT LTS TELZE, ZOREED B IO DIZh—EAIC
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the placing on the market, the putting into service for this specific purpose, or the use of Al systems to infer
emotions of a natural person in the areas of workplace and education institutions, except where the use of the Al
systemis intended to be put in place or into the market for medical or safety reasors;

HIRAD NFE, BORIUE R, FBREONA, BB IHEE, A F IO a A
WIETAIHERTHTDIZ, Y% ERNDAERESE T — 25 HfEEUCTHARNEAE BN 58
G AR A~DIRIN T AT DT EL IS, ZORFED HEIDT- DI —E A2
YT BT EFATEORN ; ZOER I, BROID 7R ANREISE T — 4% HE 3 A0 R IS
SNIAREE T — 22 hDT Y 7 UL BB E A T TO /BB DA RS
TR OPNTE B,

the placing on the market, the putting into service for this specific purpose, or the use of biometric categorisation
systemns that categorise individually natural persons based on their biometric data to deduce or infer their race,
political opinions, trade union membership, religious or philosophical beliefs, sex life or sexual orientation; this
prohibition does not cover any labelling o filtering of lawfully acquired biometric datasets, such as images, based
on biometric data or categorizing of biometric data in the area of law enforcement

LUF D BRI D DT DI 72 DS S B T > ORIPHNIZ DY
BB, T B BT DD T 2 AR I I T AV T IV ZA LDV E—NE
LN I oA NS|[EER

0) B, AFFEE KOO O R E O EE | A EAL TR NSz
DIENOHEE;

() ERANOEMELIIEROLE TR DEBND, KREDD2LIASTFB O I F
T O BEEO E ) > SBUEOEZ S LI T D > TR ATREZ &I OBA L ;

(i) BT OF TRINDILIFITA THY, 1>, BURERENIZI Y TD7KES 4 %
R ET DI T I A S s CULET ATRE AL IR T A AL IREA, u)%:_it
IHIENDRG T B IDT=D, JRIRA T 2% FA TUIZER \DBHDE DFTEMERE -1
iR

the use of “real-time’ remote biometric identification systems in publicly accessible spaces for the purposes of law

enforcerment, unlessand inso far as such use is strictly necessary for one of the following objectives:

() thetargeted search for specific victims of abduction, trafficking in human beings or sexual exploitation of
human beings, as well as the search for missing persons;

(ii) the prevention of a secific, substantial and imminent threat o the life or physical safety of natural persons
oragenuine and presentor genuine and foreseeable threat of a terrorist atack;

(iii) the localisation or identification of a person suspected of having commitied a criminal offence, for the
purpose of conducting a criminal investigation or prosecution or executing a criminal penalty for offences
referred © in Annex Il and punishable in the Member State concermed by a custodial sentence or a
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detention order for a maximum period of at least four years.

B 1 EFEOE, ETLSND B BT O D EREEZE T — X2 OAER ZBE9 A HI(EU)2016/
679 DI QSANHT 720,

Point () of the first subparagraph iswithout prejudice to Articke 9 of Regulation (EU) 2016/679 for the processing
of biometric data for purposes other than laww enforcement.

%1 IEE 1 BIFEO) ST BRIV YT D7D 700 BRI D NI T 72 ARTRE R

MBIV T WA A LDVT—NERBESEHRRIL AT 2OF I, @RI Hz R STAE A DI

—MEMERT DT, [RIEOF TEDLIZ B BIDT-DIZDHFRESI, 7>, ZOFIFIE, LA

T OREEREE BB AND:

@ FIHOFREMZAUSETODERFOME, L0, DOV AT LORIHDATIUTAECSS
DFEIROE RN, 2R R OB

O BHRTLETOMADHR KO E FIZBEIL TEDT AT LD AT DGR, L0blT,
ZOREROFERNE, AL OV,

The use of ‘real-ime” remote biometric identification systems in publicly accessible spaces for the purposes of law

enforcerment for any of the objectives referred to in paragraph 1, first subparagraph, point (h), shall be deployed for the

purposes st out in thet point only to confirm the identity of the specifically targeted individual, and it shall ke into

account the following elements:

(@ the nature of the situation giving rise 1o the possible use, in particular the seriousness, probability and scale of the
harm thatwould be caused if the systemwere not used;

(b)  the consequences of the use of the system for the rights and freedoms of all persons concermed, in particular the
seriousness, probability and scale of those conseguences.

INZC, ARGER LS 1 AN T BT WD Db DOIEBGTO B IDT- 8D N T
T RARREILGITIZ T DU T VAA LDVE—NMEARESEGGS R S AT LOFRIL, ZDT AT LD
R RO DIENSIEIEST-FIFH EBHRL, E0iolT, HIRIHINR, HERAHIBRA O AHIRRERE
DB D LI 2 R S OSRN89 5, NS T 7B ARTRE 2T 3681 T %Y
T NAALDVE—NEREFZRD AT DO, g THERENEE 27 SRTEDDIAN oK
FIDOFEGHIAE5E TUTIY, >0, 5 49 [HEST EU T —H_X—RITEDVAT ek
ARG, 12721, BRI YESMABREDL AT TUL, £DIH7es AT LD
FIFZ, NGB E DI BERDTE TSNAIEEREEL T, BU T —F_—A~DEGk
72U BRRSIASD,

In addition, the use of ‘real-time’ remote biometric identification systerms in publicly accessible spaces for the purposes of
law enforcement for any of the objectives referred to in paragraph 1, first subparagraph, point (h), of this Article shall
comply with necessary and proportionate safeguards and conditions in relation to the use in acoordance with the national
law autthorising the use thereof, in particular as regards the termporal, geographic and personal limitations. The use of the
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‘reakHime” remote biometric identification system in publicly accessible spaces shall be authorised only if the law
enforcement authority has completed a fundamental rights impact assessment as provided for in Article 27 and has
registered the system in the EU database according to Avticle 49. However, in duly justified cases of urgency; the use of
such systems may be commenced without the registration in the EU database, provided that such registration is
completed without undue delay

5 1TES 1 EIEN) KOS 2 TED HEIDT-OIZ, INRDST 7B A RTRE 2T Rl %)7»%%@
VE—MERESEGRRI AT LZOIETO BHIDT-ODE 2 OFRIE, BRHRZATL7HEEIEES
UNTESH, 230, 55 5 TR EIPNEOR B HUEIZRE, %@ﬂﬁﬁﬁ»ﬁz@m%ﬁkl@, ZD
Hr2 MR 12 OIS Y Ry 2 ST DA TS Jih o 52 S A FRIOFT RN RS 5, 72721,
BAM I IEIZIE X4 ESNAHED FIZB T, DI AT ARV, Ry el
<, o, L 24 BERILINICE DI IS HEESN D LA S UG, §F a2 D2 872K
BRLESISGD, DI HEENEIHSNAL XIS, BIORAL > CYi%s AT L2OFHAMELE
SH, D30, BTCOT —F L OMFEHADFEREH Y, BHICFEESIUEOHIFRSNS,

For the purposes of paragraph 1, first subparagraph, point (h) and paragraph 2, each use for the purposes of law
enforcement of a ‘real-time” remote biometric identification system in publicly accessible spaces shall be subject b a
prior authorisation granted by a judicial authority or an independent administrative aLithority whose decision is binding of
the Member State in which the use is to take place, issued upon a reasoned requeest and in acoordance with the detailed
rules of national lawv referred t in paragraph 5. However, in a duly justified situation of urgency, the use of such system
may be commenced without an authorisation provided that such auithorisation is requested without undue delay; at the
latest within 24 hours. If such authorisation is rejected, the use shall be stopped with immediate effect and all the data, as
wellas the resultsand outputs of that use shall be immediately discarded and deleted.

Z DR 1t SBRESHEIRD S 15 4 SR ST TN LD TS SR, T RIS TR
ST EBIHY AL IR RO A B L LT, SREHREE O TRESITODION,
BRI U7 A LDV T—MERESERE AT LZORIAYE 15 1BFEOCEDD HEYD
T IDETERL DTN EETHO OB THHZE, LT, L0blS, HiH M OB #
P R OV PRI ZBELClRich# L S %729::66:Bﬁﬁéhf:iif%é%é\ﬁﬁﬁ@, ZORF a4
%o TOHEE M2, 20N, 5 2 ORI HEREZEIAND, VT NVIALDUE
—MERESERNS AT DO IO H 2 LU TS, FASRIL TRDER: LOREECSE
D\ VLA TR,

The competent judicial authority or an independent administrative auithority whase decision s binding shall grant the
authorisation only where itis satisfied, on the besis of objective evidence or clear indications presented to it, that the use of
the ‘real-time” remote biometric identification system concemed is necessary for, and proportionate to, achieving one of
the objectives specified in paragraph 1, first suloparagraph, point (), as identified in the request and, in particular, remains
limited to what is strictly necessary conceming the period of time as well as the geographic and personal scope. In
deciding on the request, that authority shall take into account the elements referred to in paragraph 2. No decision that
produces anadverse legal effect ona person may be taken based solely on the output of the ‘real-time” remote biometric
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identification system.

5 3TEAIT DL, RIS T 7R AR RE SN I T DU T VA A NV E—NERESRRI
AT LOWEFGTO BRIDT- O DE A OV, 5 5T IENBUEIAESTC, Wkl
YR R OENT — 2584 RSk GEESIS, O, 5 6 THIZEDWTUEESN AT
WA=~ LDOLDELTEDDLLDEL, D0, BESOIEFEE DT —55E8 U2,

Without prejudice to paragraph 3, each use of a ‘reak-time” remote biometric identification system in publicly acoessible
spaces for law enforcement purposes shall e natified to the relevant market sunveillance authority and the national data
protection authority in accordance with the national rules referred to in paragraph 5. The notification shall, asa minimum,
contain the information specified under paragraph 6 and shall not include sensitive operational data.

HERRIEN, 26 1HRES 1FIPAMIFONTER 2 TR O%F 3HRIZH IS AlIROGFHN R OGO T,
G TO BRIDT-D DRI T 72 ARTRE G IS DU T IWAA LDV T—NEARESEGHRI
AT ORI % R AT R A CE DA DD EHIRIE TE D, BR AR ENT,
ZORIEDENIEOF T, 4 3 THIORTRFRIOHGE, 585 R OSEST, WO, Fraritdd 2
BB R OSEEI B9 3570 B RER D D, TIOORUENL, BaGHEROH RN, 5 1
THER 1 mIEEGOYiN R E DI TA THLY e G, [FEEOIIPEETHED BINEBHRL A
BT B RIDTON DY AT LRI 3D EOFF a5 D0 b ED D, HEREN, FN
FERITHL, YrEBUEOBIRO%IE L 30 HLANIZ, ZHVBODIER BT D, MEAKENT, BR
PNIEATEIHE , VB—MERBEESR L AT 2O 2B DI 0HiIRA B SN TED,

A Member State may decide to provide for the possibility to fully or partially authorise the use of ‘real-time’ remote
biometric identification systems in publicly accessible spaces for the purposes of law enforcement within the limits and
uncer the conditions listed in paragraph 1, first subparagraph, point (h), and paragraphs 2 and 3. Member States
concermed shall lay down in their national law the necessary detailed rules for the request, issuance and exercise of, as
wellas supervisionand reporting relating to, the authorisations referred to in paragraph 3. Those rules shall also specify in
respect of which of the objectives listed in peragraph 1, first subparagraph, point (h), including which of the criminal
offences referred to in point (h)(iii) thereof, the competent auithorities may be authorised to use those systems for the
purposes of law enforcement. Member States shall notify those rules to the Commission at the latest 30 days following
the adoption thereof. Member States may introduce, in accordance with Union law, more restrictive laws on the use of
remote biometric identification systems.

55 4 T CJOIERGTO BT8O D NHDST IR ARG M I DU T VAA LDV E—MER
BRI AT ORI 18k S T AR RIE D EN TSR Ja R DN T — 2R i,
BRINZEBRTHIL, DI HINCRE S 2R S 252375, €D BRI, BYZEA
203, WRERE N EN TS R OENT =28 S SR, 5 3 o7 ila
RDDLHPFHELDE, ZOHWD T 1720 SIS HENRD I HIERS 2 R o 3MSLOT TECS JR S
Fo UATOIIZRED I N DRERI BT DI i &), MRt 2,
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National market sunveillance aLthorities and the national data protection authorities of Member States that have been
notified of the use of ‘reaktime’ remote biometric identification systems in publicly accessible spaces for law
enforcement purposes pursuant o paragraph 4 shall submit to the Commission annual reports on such use. For that
purpose, the Commission shall provide Member States and national market sunveillance and data protection authorities
with a template, including information on the number of the decisions taken by competent judicial authorities or an
independent administrative authority whose decision is binding upon requests for authorisations in accordance with
paragraph 3and their result

RINZERITE, 5 6 TR T HRAEEI L S%, Mk ENOENISIo T — 22 LT,
AT BRIDT- D DN T 7 ARTREISIGATI I T DU T IV AA LDV T— MR ESEGRA

AT LORNBE S AR S B2 T T %, THOOFIERE L, BhEd 5180 THEEIOR
ORI E, LT 52 G U0,

The Commission shall publish annual reports on the use of real-time remote biometric identification systerns in publicly
accessible spaces for law enforcement purposes, based on aggregated data in Member States on the besis of the annual
reports referred to in paragraph 6. Those annual reports shall not include sensitive operational data of the related law
enforcement activities.

AR, AVFEGHAOEINESIEEN T D8 A SN IR B Hox 37070y,

ThisArticle shall notaffect the prohibitions that apply where an Al practice infringes other Union law.
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FTME SURY AIVATL
CHAPTER Ill HIGH-RISK AISYSTEMS

1 AIVRTLOBIRIELTOHEE
SECTION 1 Classification of Al systems as high+risk

E6E BURY AIVATLOSDERE
Article 6 Classification rules for high-risk Al systems

1

@M OO T HRYBEIS LT Al AT LA IED) UE T —E R S SN )

DT, LLFOREE ORI -SNAEXE, Mak Al AT N, m)zaf%&:#um%m

@ BUHE | OFIFPESNDER B SIS LB OB DR DL IR— 3 L
TED Al VAT LOFIHSNAZENERKSIVQOS, T3, 20 Al /zﬂva%m BfREL
CRREDMEHA DB LR THD;

O ZORTOENLLLEMET R—RADS Al AT N CHLR M F TR HELTD Al A
FIFIVEADS, B | ool JIJT%MWIILE.EM EAREIZID, e a i
XFEAT AT D7D A A I E T D e LRSS,

Imespective of whether an Al systemis placed on the market or put into service independently of the products referred to

in points @) and (), that Al system shall be considered to be high-risk where both of the following conditions are

fulfilled:

(@ the Al sysemis intended to be used as a safety component of a product, or the Al system is itself a product,
covered by the Union harmonisation legislation listed in Annex

(b)  the product whose safety component pursuant to point (@) is the Al system, or the Al system itself asa product, is
required to undergo a third-party conformity assessment, with a view to the placing on the market or the putting
into service of that product pursuant to the Union harmonisation legistation listed in Annex |.

B LHEDOH TORSNAEIAY Al AT HIINZ, BIE IO CTREND Al AT N, @A T
BHOLLAIEID,

In addition to the high+risk Al systems referred to in paragraph 1, Al systerms referred to in Annex I shall be considered
tobe hightrisk.

52 TEDOSOEMINCIY, B Il TRIND Al AT N, B RREORE R o U CEREMICE
B2 5.2 U VRN LTI A S8, FDU AT ISR N, 222571 35K R
XTI AIEROREI LAY e BXI2NE X, BUAT ThAEHMSIU T IR0,

By derogation from paragraph 2, an Al system referred to in Annex 111 shall not e considered to be high-isk where it
does not pose a significant risk of harm to the health, safety or fundamental rights of natural persons, including by not
materially influencing the outcome of decision making.

39



Fe RO & 45 (202449 A)
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THEFE T DL EX LD,

The first suiparagraph shall apply where any of the following conditions is fulfilled:

@ theAlsysemisintended to performanarrow procedural task;

(b) theAlsysemisintended toimprove the result of a previously completed human activity;

(© the Al sysem is infended to detect decision-making patterms or deviations from prior decision-making patterms
and is not meant to replace or influence the previously completed human assessment, without proper human
review; or

(d the Al systemis intended to perform a preparatory task to an assessment relevant for the purpose of the use cases
listed in Annex L.

B 1RIECHHOLT, B N O TRIND Al AT, 20 Al AT IRERAND T 077,
VLT EBA T HEEE, W, mUAT ThHOLHRSS,

Notwithstanding the first subparagraph, an Al system referred to in Annex 11 shall always be considered to be high-risk
where the Al system performs profiling of natural persors.

BIFE N OHFTRSND Al AT IO EVAT Q72N 28450, 4% AT 203 hEHT
B VE T —E R CHEESINDRNT, ZORMEE OFMZSCEA LT 5, ZDOIO7 281, 5
49 2555 2 TN TEO DB TR T5, BRBSHENRDSAIEPEEEAD ZRITISUT, OIS,
PO SCEA AR TS,

Aproviderwho considers thatan Al system referred to in Annex I is not high-risk shall document its assessment before
that system is placed on the market or put into service. Such provider shall be subject to the registration obligation set out
in Article 49(2). Upon request of national competent authorities, the provider shall provide the documentation of the
asessment.

ERINZEERE, BN TERERB S (BB OB RAMEINLI-1%, 7>, 202642 A 2 H L]
12, VA7 Al AT LEIEEVARY Al AT LOFRHDEEE DT EO S0 FE 7 2 A RS
12, 55 96 RTINS T- ARG IS FOEIEOR A 2B A RE 212,

The Commission shall, after consulting the European Avtificial Intelligence Board (the ‘Board’), and no later than 2
February 2026, provide guidelines specifying the practical implementation of this Article in line with Article 96 together
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witha comprehensive list of practical examples of use cases of Al systems that are high-risk and not high-risk.

6.  BROINEERIL, B I OmEARFENCHLTINED, HRNOREEE, 222K ORI AERIZ
KIFTHREIRAIZ LU CU VRN Al AT IOMFAET HZED BN A GHE CE DRI MTFAE
FDEEIT, ALDE 3THE 2 BITED F CEDSHAGIHSHT 25 AL E A 32 sngs
HAAE T DL I CRIEIBA ST 572, 55 97 SRS CRATSNAA TAZ SRS HHERR
B2 505,

The Commission is empowered to adopt delegated acts in accordance with Article 97 in order to amend paragraph 3,
second subyparagraph, of this Articke by adding new conditions t those laid down therein, or by modifying them, where
there is concrete and reliable evidence of the existence of Al systems that fall under the scope of Annex i, but do not
pose a significant risk of harm to the health, safety or fundamential rights of natural persors.

7. BMEERIT, ZOBANCESTEDSIAEEE, ek ORARHEROPREDOL~V 2 HERf
52 HINDTDIZE NI TlD Z o0 BRI BT CELARNMTAE S HEET, ASKRDH
3 IHH 2 RIFHD T CIEDLNTZAFONT N EHIRTHZ e Lo TRBFEATOE S 272D, %
97 RN THAESNA TR Z BT D,

The Commission shall adopt delegated acts in accordance with Article 97 in order to amend paragraph 3, second
subparagraph, of this Article by deleting any of the conditions laid down therein, where there is concrete and reliable
evidence that this is necessary to maintain the level of protection of heatth, safety and fundamental rights provided for by
this Regulation.

8 AR 6 MU 7 HEITHE > CHHRSNDH 3T 2 RIFHOHI IED LN OROUIET, Z
DIFANZ S TED LI, e CFEARYMERDIRGEDL ~ L 2K TS T35
I, 030, B T L EICIVEIRSN AT ESNVAT 2L D— BIMEAELRL, 7>, T
FEEBICAND,

Any amendment 1 the conditions laid down in paragraph 3, second subparagraph, adopted in accordance with
paragraphs 6 and 7 of this Article shall not decrease the overall level of protection of health, safety and fundamental rights
provided for by this Regulation and shall ensure consistency with the delegated acts adopted pursuant to Article 7(1), and
take account of market and technological developments.

857 B 1 OIBUE
Avrticle 7 Amendmentsto Annex 1

1 BROMNEERL, LUTOMEDRMAD-SNAHEET, mUAT Al S AT LORIHADS G2
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ZD Al TAT L3, B N OHIZHIESID B O N ZIsy CHIHS A Z LA EIX
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The Commission is empowered to adopt delegated acts in accordance with Article 97 to amend Annex I by adding or
modifying use-cases of highHisk Al systems where both of the following conditions are fulfilled:

@
®)

the Al systemsare intended to be used inany of the areas listed inAnnex I

the Al systems pose arisk of harm to health and safety, or an adverse impact on fundamental rightts, and that risk is
equivalent to, or greater than, the risk of harm or of adverse impact posed by the high-risk Al systems already
referred o inAnnex il
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®  BUTORRINEAEDLL FORIRAED T VOHIFH:
() HEEFHEOEROGAERE, Al VAT LIS TESIQBIAZEORHRIZEBITS
TS R B,
(i) FHHDYVAZESIEFATFEERN R =~ MET D7D Sy e,

Whenassessing the condition under paragraph 1, paint (b), the Commission shall teke into account the following criteria:

(@ theintended purpose of the Al sysem;

(b theextenttowhichanAl system hasbeen used or is likely to be used;

(© the natureandamount of the data processed and used by the Al system, in particular whether special categories of
personal data are processed;

(d) the extent to which the Al system acts autonomously and the possibility for a human to override a decision or
recommendations thatmay lead to potential harm;

(&) the extent to which the use of an Al system hes already caused harm 1o health and safety, has had an adverse
impact on fundamental rights or has given rise to significant concems in relation to the likelihood of such harm or
adverse impect, as demonstrated, for example, by reports or documented allegations submitted to national
competentauthorities or by other reports, as appropriate;

(H thepotential extent of suchharm or such adverse impact, in particular in terms of its intensity and its ability to affect
muktiple persons or to disproportionately affect a particular group of persons;

(@ theextenttowhich personswho are potentially harmed or suffer an adverse impact are dependent on the outcome
produced withan Al system, in particular because for practical or legal reasons it is not reasonebly possible to opt-
outfrom thatoutcome;

(h) theextenttowhich there isanimbalance of power, or the personswhoare potentially harmmed or suffer anadverse
impactare ina vulnerable pasition in relation t the deployer of an Al system, in particular due to status, authority;
knowledge, economic or social circumstances, or age;

() theextent to which the outcome produced involving an Al system is easily carrigible or reversible, taking into
account the technical solutions available to correct or reverse it, whereby outcomes having an adverse impact on
health, safety or fundamental rights, shall not be considered to be easily corrigible or reversible;

() the magnitude and likelihood of berefit of the deployment of the Al system for individuals, groups, or society at
large, including possible improvements in product safety;

K  theextenttowhichexisting Union law provides for:

() -effective measuresof redress in relation to the risks posed by an Al system, with the exclusion of claims for
damages;
(i) effective measures to prevent or substantially minimise those risks.
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The Commission is empowered to adopt delegated acts in accordance with Article 97 to amend the list in Annex Il by

removing high-risk All systiems where both of the following conditions are fulfilled:

(@ the hightrisk Al system concemed no longer poses any significant risks to fundamental rights, health or safety,
taking into acoount the criteria listed in paragraph 2;

(b) thedeletion does not decrease the overall level of protection of health, safety and fundamenial rights under Union
law

H 281 BURY AIVRTLIEET 58N
SECTION 2 Requirements for high+risk Al systems

% 8% EHoEsF
Avticle 8 Compliance with the requirements
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Highisk Al systems shall comply with the requirements laid down in this Section, taking into accournt their intended
purpose aswell as the generally acknowledged state of the art on Al and AlHelated technologies. The risk management
system referred © inArticle 9 shall e taken info account when ensuring compliance with those requirements.

FOBRH S CTORBID B L ORIKE | Ovrs gy A OHRIHIPEESIVARRINESIEL AT
EOBEHDEASNADRLEDS Al S AT a8 A COBSEE, TRIEES, TotiEE RIS, j#
FHATBEZ 2R S HE A NTIED PR Gl F TR R 2 CO B2 2RI ES T3 D 2 LA
DB AR, 5 VTR EV A Al S AT LOAREO I CED SN A B O FA R
51T, F, —EMAMERL, EEARAT, KON AR aiE =~ b D70, S,
MBS ER RO 0B A, EORRE ORI ZBAL CEORMEE MR- tE e SCE, BE
TEDSCELFL R ORI | OB gy A DHTHIEESARKINE AL A ATTED FIosy v
RENDSCELFRHDOTNIND AT DE OEERIEAE D,

Where a product coniains an Al system, to which the requirerments of this Regulation as well as requirements of the
Union harmonisation legislation listed in Section A of Annex | apply; providers shall be responsible for ensuring that
their product is fully compliant with all applicable requirerments under applicable Union harmonisation legislation. In
ensuring the compliance of high-risk Al systems referred to in paragraph 1 with the requirements set out in this Section,
and in order to ensure consistency; avoid duplication and minimise additional burdens, providers shall have a choice of
integrating, as appropriate, the necessary testing and reporting processes, information and documentation they provide
with regard to their product into documentation and procedures that alreadly exist and are required under the Union
harmonisation legislation listed in Section A of Annex |.
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Avticle 9 Risk management system
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Avrisk managerment system shall be established, implemented, documented and maintained in relation to high-risk Al
Systems.
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The risk management system shall be understood as a continuous iterative process planned and run throughout the entire

lifecycle of a high-isk Al system, requiiring regullar systematic review and updating. It shall comprise the following sieps:

(@ the identification and analysis of the known and the reasonably foreseeable risks that the highHrisk Al sysem can
pose o health, safety or fundamental rights when the high+risk Al system is used in accordance with its intended
PUIPOSE;

(b) the estimation and evaluation of the risks that may emerge when the high-risk Al system is used in accordance
with its intended purpose, and under conditions of reasonebly foreseeable misuse;

(¢ the evaluation of other risks possibly arising, based on the analysis of data gathered from the post-mearket
monitoring system referred to in Article 72,

(d) the adoption of appropriate and targeted risk management measures designed to address the risks identified
pursiant to point ().

ARETRTVAIL, ZOEVAT Al AT OB G LI TGRE H o CH A @ 5diria oo
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The risks referred to in this Article shall concem only those which may be reasonably mitigated or eliminated through
the development or design of the high+risk Al system, or the provision of adequiate technical information.
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The risk management measures referred to in paragraph 2, point (d), shall give due consideration to the effects and
passible interaction resulting from the combined application of the requirements set out in this Section, with a view 1
minimising risks more effectively while achieving an appropriate balance in implementing the measures to fulfil those
requirements.
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The risk management measures referred to in paragraph 2, point (d), shall be such that the relevant residual risk
associated with each hazard, aswell as the overall residual risk of the high-risk Al systemsiis judged to be accepiable.
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In identifying the most appropriate risk management measures, the following shall be ensured:

@ elimination or reduction of risks identified and evaluated pursuant to peragraph 2 in as far as technically feasible
through adequate designand development of the high-risk Al system;

()  where appropriate, implementation of adequate mitigation and control measures addressing risks that cannot be
eliminated;

(©  provision of information required pursuant to Article 13 and, where appropriate, training to deployers.
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With a view 1o eliminating or reducing risks related to the use of the high-risk Al system, due consideration shall be
given to the technical knowledge, experience, education, the training to be expected by the deployer, and the presumable
context inwhich the system is intended to be used.
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Highisk Al systerms shall be tested for the purpose of identifying the most appropriate and targeted risk management
measures. Testing shall ensure that high-risk Al systerms perform consistenty for their intended purpose and that they are
in compliance with the requirements setout in this Section.

7. WBRTFRUL, 5 60 SRl oT IS FORE 5155,
Testing procedures may include testing in realworld conditions in accordance with Article 60.
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The testing of high-risk Al systerms shall be performed, as appropriate, at any time throughout the development process,
and, inany evert, prior to their being placed on the market or put into service. Testing shall be carried out against prior
defined metricsand probabilistic thresholds that are appropriate to the intended purpose of the high-risk Al system.

9. 1IERNWLE 7 DT TEDOIV DIDNYAVEHL AT NSRS, #IEL, 20
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When implementing the risk management sysiem as provided for in paragraphs 1 to 7, providers shall give
corsiceration to whether in view of its intended purpose the high-risk Al system is likely to have an adverse impacton
persons under the age of 18and, as appropriate, other vulnerable groups.

10.  BRMGEATEDMMOBEREZED 2B T AER AV E B o A ZBE A B H R 2V A7 Al
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For providers of highisk Al systemns thet are subject to requirements regarding intemal risk management processes
uncer other relevant provisions of Union law the aspects provided in paragraphs 1 to 9 may be part of, or combined
with, the risk management procedures established purstant to that law.

E0F TARUTHHEE
Avticle 10 Dataand data governance
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ZRBELUCBRESND,

HighHrisk Al systemswhich make use of techniques involving the training of Al models with data shall be developedon
the besis of training, validation and testing data sets that meet the uality criteria referred o in paragraphs 2 to 5 whenever
such data setsare used.
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Training, validation and testing data sets shall be subject to data govemance and management practices appropriate for
the intended purpose of the high-risk Al system. Those practices shall concem in particular:

@
®)

©
@
®
®

©
®)

the relevant design choices;

data collection processes and the origin of data, and in the case of personal data, the original purpose of the data
collection;

relevant data-preparation processing operations, suich as annotation, labelling, cleaning, updating, enrichmentand
aggregation;

the formulation of assumptions, in particular with respect to the information that the data are supposed to measure
and represent;

anasessmentof the availability; quantity and suitability of the daia setsthet are needked;

examination in view of possible biases that are likely to affect the health and safety of persons, have a negative
impact on fundamental rights or lead to discrimination prohibited under Union law; especially where data outputs
influence inputs for future operations;

appropriate measures 1o detect, prevent and mitigate possible biases identified according to point ();

the identification of relevant data gaps or shortcomings that prevent compliance with this Regulation, and how
those gapsand shortcomings can e addressed.
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Training, validation and testing data sets shall be relevant, sufficiently representative, and to the best extent possible, free
of emmorsand complete in view of the intended purpose. They shall have the appropriate statistical properties, including,
where applicable, as regards the persons or groups of persons in relation to whom the hightisk Al system is intended to
be used. Those characteristics of the daia sefs may be met at the level of individual daia sefs or at the level of a
combination thereof.
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Daia sets shall take into account, to the extent required by the intended purpose, the characteristics or elements that are
particular to the specific geographical, contextuil, behavioural or functional setting within which the high-risk Al system
is intended to be used.
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Tothe extent that it is strictly necessary for the purpose of ensuring bias detection and correction in relation to the high-
risk Al systerms in accordance with paragraph (2), points (f) and (g) of this Article, the providers of such systems may
exceptionally process special categories of personal data, subject to appropriate safeguards for the fundamental rightsand

freedoms of natural persons. In addition to the provisions set out in Regulations (EU) 2016/679 and (EU) 2018/1725

and Directive (EU) 2016/680, all the following conditions must be met in order for such processing to accur:

(@ the bias detection and correction cannot be effectively fulfilled by processing other data, including synthetic or
anonymised data;

(b) the special categories of personal daia are subject to technical limitations on the re-use of the personal data, and
state-of-the-art security and privacy-preserving measures, including pseudonymisation;

(© the special categories of personal data are subject to measures to ensure that the personal data processed are
secured, protected, subject to suitable safeguards, including strict controls and documentation of the access, to
avoid misuse and ensure that only authorised persons have access to those personal data with appropriate
corffidentiality obligations;

(d thespecial categories of personal dataare not to be transmitied, transferred or otherwise accessed by other parties;

(e) the special categories of personal data are deleted once the bias has been corrected or the personal data hes
reached the end of its retention period, whichever comes first;

(® the records of processing activities purstant to Regulations (EU) 2016/679 and (EU) 2018/1725 and Directive
(EV) 2016/680 include the reasons why the processing of special categories of personal data wes strictly
necessary to detectand corect biases, and why that objective could not be achieved by processing other data.
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For the development of high-risk Al systems not using technigues involving the training of Al models, paragraphs 210 5
apply only to the testing daia sets.
FEUF BAiE

Avrticle 11 Technical documentation
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The technical documentation of a high-isk Al system shall be drawn up before tht system is placed on the market or
put into service and shall be kept up-to date.
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The technical documentation shall be drawn up in such away as to demonstrate that the high-risk Al system complies
with the requirements set out in this Section and to provide national competent authorities and notified bodies with the
necessary information in a clear and comprehensive form o assess the compliance of the Al system with those
requirements. It shall contain, at a minimum, the elements set aut in Annex IV. SMES, including start-ups, may provide
the elerments of the technical documentation specified in Annex IV ina simplified manner; To that end, the Commission
shall establish a simplified technical documentation form targeted at the needs of small and microenterprises. Where an
SME, including a start-up, opts to provide the information reuiired in Annex IV ina simplified manner, it shall use the
form referred to in this paragraph. Notified bodlies shall accept the form for the purposes of the conformity assessment.
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Where a highrisk Al sysiem related to a product covered by the Union harmonisation legislation listed in Section A of
Annex | is placed on the market or put into service, a single set of technical documentation shall be drawn up containing
all the information setout in paragraph 1, aswell as the information recuired under those legal acts.
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The Commission is empowered o adopt delegated acts in accordance with Article 97 in order to amend Annex IV,
where necessary; to ensure that, in light of technical progress, the technical documentation provides all the information
necessary to assess the compliance of the systemwith the requirements set out in this Section.

FEDRE RRORE
Avticle 12 Record-keeping
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DA ATRE b DET D,
Highisk Al systems shall technically allow for the autormatic recording of events (logs) over the lifetime of the system.
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In order to ensure a level of traceability of the functioning of a high-risk Al system that is appropriate to the intended

purpose of the system, logging capabilities shall enable the recording of events relevant for:

@  identifying situations that may result in the hightrisk Al system presenting a risk within the meaning of Article
79(2) or inasubstantial modification;

(b) facilitating the post-market monitoring refered to inArticke 72; and

(©  monitoring the operation of highHrisk Al systems referred to in Article 26(5).
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For high+risk Al systems referred to in point 1 (@), of Annex 11, the logging capabilities shall provide, ata minimum:
@  recording of the period of each use of the system (start date and time and end date and time of each use);

(b) thereference database againstwhich input data has been checked by the system;

(© theinputdataforwhich the search hasled tbamaich;

() theidentification of the natural persons involved in the verification of the results, as referred to in Article 14(5).
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Avticle 13 Transparency and provision of information todeployers
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Highisk Al systems shall be designed and developed in such a way as to ensure that their operation is sufficiently
transparent to enable deployers to interpret a system’s output and use it appropriately. An appropriate type and degree of
transparency shall be ensured with a view to achieving compliance with the relevant dbligations of the provider and
deployer setout in Section 3.
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Highisk Al systems shall be accompanied by instructions for use in an appropriate digital format or otherwise that
include concise, complete, comectand clear information that i relevant, acoessible and comprehensible to deployers.
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The instructions for use shall contain at least the following information:
(@ theidentityand the contact details of the provider and, where applicable, of its authorised representative;
(b) thecharacteristics, capabilities and limitations of performance of the high+risk Al system, including:

©
@
®

®

®
(i

(i)

™)

)

(vi)

(vi)

its intended purpose;

the level of accuracy, including its metrics, robustness and cybersecurity referred to in Article 15 against
which the highHrisk Al system has been tested and validated and which can be expected, and any known
and foreseeable circumstances that may have an impact on that expected level of accuracy, robustness and
Cybersecurity;

any known or foreseeable circumstance, related to the use of the high-risk Al system inaccordance with its
intended purpose or under conditions of reasonably foreseeable misuse, which may lead 1o risks to the
healithand safety or fundamenial rights referred to in Article 9(2);

where applicable, the technical capabilities and characteristics of the high-risk Al system o provide
information thet is relevant to explain its output;

when appropriate, its performance regarding specific persons or groups of persons on which the system is
intenced o be used;

when appropriate, specifications for the input data, or any other relevant information in terms of the training,
validation and testing data sets used, taking into account the intended purpose of the high-risk Al syste;
where applicable, information t enable deployers o interpret the output of the high-risk Al systiem and use
itappropriately;

the changes to the high-risk Al sysiem and its performance which have been pre-determined by the provider at
the momentof the initial conformity assessment, if any;

the human oversight measures referred to in Article 14, including the technical measures put in place to fecilitate
the interpretation of the outputs of the high-risk Al systems by the deployers;

the computational and hardware resources needed, the expected lifetime of the high-risk Al system and any
necessary mainitenance and care measures, including their frequency; to ensure the proger functioning of thet Al
system, including as regards software updaies;

where relevant, a description of the mechanisms included within the high-risk Al system that allows deployers to
properly collect, store and interpret the logs in accordance with Article 12.
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Avticle 14 Human oversight
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Highisk Al systems shall be designed and developed in such a way; including with appropriate human-machine
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interface tools, that they can be effectively overseen by natural persons during the period inwhich they are inuse.

NI AEARIS, 2O AT OO BRINWEST, F3, AR THIRTRE i DRésc
HOTFTEVAY Al VAT LOFIRASHAES, E0biT, AREIZEDHMOEA-Om RIS
DIHTLV AT IR QOB AT, ZEUAD S LIV i, 22371 3 AR MR 12
K DVAIESIET B LT ATI=~ T DIEAIANET D,

Human oversight shall aim to prevent or minimise the risks to health, safety or fundamental rights that may emerge
when a hightisk Al system is used in acoordance with its intended purpose or under conditions of reasonably
foreseeable misuse, in particular where such risks persist despite the application of ather requirements set out in this
Section.
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The oversight measures shall be commensurate with the risks, level of autonomy and context of use of the high-risk Al

system, and shall e ensured through either one or both of the followwing types of measres:

(@  measures identified and built, when technically feasible, into the high+isk Al system by the provider before it is
placed on the market or putinto service;

(b)  measures identified by the provider before placing the high-risk Al system on the market or putting it into service
and thatare appropriate to be implemenied by the deployer.
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For the purpose of implermenting paragraphs 1, 2 and 3, the high-risk Al system shall be provided to the deployer in such

away that natural persons towhom human oversight is assigned are enabled, as appropriate and proportionate;

@ to propery undersiand the relevant capecities and limitations of the high-risk Al systiem and be able to duly
monitor its operation, including in view of detecting and addressing anomalies, dysfunctions and unexpected
performance;

(b) o remain anare of the possible tendency of automatically relying or over-relying on the output produced by a
high+risk Al system (automation bias), in particular for high-risk Al systems used to provide information or
recommendations for decisions to be taken by netural persons;

(© tocorrectly interpret the high-risk AT syster’s output, taking into account, for example, the inferpretation tools and
methods availeble;

(d to decide, in any particular situation, not to use the hightrisk Al system or to otherwise disregard, override or
revers the output of the high-risk Al system;

(e tointervene in the operation of the high-risk Al system or interrupt the system through a “stop’ button or a similar
procedure that allows the system to come toa halt ina safe state.
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For high+risk Al systems referred © in poinit 1(2) of Annex I, the measures referred t in paragraph 3 of this Article shall
be such as to ensure that, in addition, no action or decision is taken by the deployer on the besis of the identification
resulting from the system unless that identification has been separately verified and confinmed by at least two natural
persons with the necessary competence, raining and auithority.
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The requirement for a separate verification by at least two natiral persons shall not apply to high-risk Al systems used for

the purposes of law enforcement, migration, border control or asylum, where Union or national law considers the
application of this requirement to be disproportionate.
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Avticle 15 Accuracy, robustness and cybersecurity
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Highisk Al systerms shall be designed and developed in such away thet they achieve an appropriate level of accuracy,
robustness, and cytersecurity, and that they perform consistently in those respects throughout their lifecycle.
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To address the technical aspects of how to measure the appropriate levels of accuracy and robustness set out in
paragraph 1 and any other relevant performance metrics, the Commission shall, in cooperation with relevant
stakeholders and organisations such as metrology and benchmarking authorities, encourage, as appropriate, the
development of benchmearks and measurement methodologies.
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The levels of accuracy and the relevant accuracy metrics of high+risk Al systerns shall be declared in the accompanying
instructions of use.
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Highisk Al systems shall be as resilient as possible regarding erors, faults or inconsistencies that may occur within the
system or the environment in which the system operates, in particular due to their interaction with netural persons or
other systems. Technical and organisational measures shall e taken in this regard.
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The robustress of high-risk Al systerms may be achieved through technical redundancy solutions, which may include
backup or fail-safe plans.
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High+isk Al systermns thet conttinue to leam after being placed on the market or put into service shall be developed in
such a way as 1o eliminate or reduce as far as possible the risk of possibly biased outputs influencing input for future
operations (feedback loops), and as to ensure that any such feedback loops are duly addressed with appropriate
mitigation measures.
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Highvisk Al systems shall be resilient against attempts by unauthorised third parties to alter their use, outputs or
performance by exploiting system wulnerabilities.
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The technical solutions aiming to ensure the cybersecurity of highHrisk Al systermns shall be appropriaie to the relevant
circumstances and the risks.
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The technical solutions to address Al specific vulnerabilities shall include, where appropriate, measures to prevent, detect,
respond 1o, resolve and control for attacks trying to manipulate the training data set (Cata poisoning), or pre-trained
components used in training (madel poisoning), inputs designed 1 cause the Al model to make a mistake (adversarial
examples or model evasion), confidentiality attacks or model flaws.

5381 BURY Al VAT LORME RUREE W EN LS OBREDEH
SECTION 3 Obligations of providers and deployers of high-risk Al systems and other parties

HE 165 BURY AIVRTLORMEEDER
Article 16 Obligations of providers of high-risk Al systems
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Providers of high-risk Al systems shall:

(@ ensurethattheir hignisk Al systerms are compliantwith the requirements set out in Section 2;

(b) indicate on the high+risk Al system or, where that is not possible, on its packaging or its accompanying
documentation, as applicable, their name, regisiered trade name or regisiered trade mark, the address at which
they can be contacted;

(© haveaquality managementsystem in place which complieswith Article 17;

(d) keepthe documentation referred o in Article 18;

(&)  when under their control, keep the logs automatically generated by their high-risk Al systems as referred to in
Article 19;

(H  ensure that the high-risk Al system undergoes the relevant conformity assessment procedure as referred to in
Article 43, prior to its being placed on the market or put into service;

(@ drawupanEU declaration of corformity in accordance with Article 47,

(h) affix the CE marking o the hightrisk Al system or, where that is not possible, on its packaging or its
accompanying documentation, to indicate conformity with this Regulation, in accordance with Article 48;

()  complywiththe registration obligations referred to in Article 49(1);

() takethe necessary comrective actionsand provide information as required inAvrticle 20;

(K uponareasoned request of a national competent authority; demonstrate the conformity of the high-risk Al system
with the requirerments setout in Section 2;

() ensure that the high-risk Al system complies with accessibility requirements in accordance with Directives (EU)

2016/2102and (EU) 2019/882
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Avrticle 17 Quality management system
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Providers of high-risk Al systems shall put a quality management system in place that ensures compliance with this
Regulation. That system shall be documented in a systermatic and orderly manrer in the form of wwritten policies,
procedures and instructions, and shall include at least the following aspects:

@
®)
©

a strategy for regulatory compliance, including compliance with conformity assessment procedures and
procedures for the management of modifications to the highrisk Al system;

technigues, procedures and systematic actions to be used for the design, design control and design verification of
the high-risk Al system;

technigues, procedures and systematic actions t be used for the development, quality control and quality
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assurance of the highrisk Al system;

(d)  examination, testand validation procedures to be carried out before, during and after the development of the high-
risk Al systemn, and the frequency withwhich they have to be carried out;

()  technical specifications, including standards, to be applied and, where the relevant harmonised standards are not
applied in full or do not cover all of the relevant requirements set aut in Section 2, the means to be used to ensure
that the high-risk Al systerm complies with those requirements;

(H  systems and procedures for data management, including data acquisition, data collection, data analysis, data
labelling, data storage, data filtration, data mining, data aggregation, data retention and any other operation
regarding the data that is performed before and for the purpose of the placing on the market or the putting into
service of hightrisk Al systers;

(@ theriskmanagementsysemrefered toinArticke 9;

(h)  the setting-up, implementation and maintenance of a post-market monitoring system, in accordance with Article
12

()  proceduresrelated to the reporting of a serious incident in accordance with Article 73;

() the handling of communication with national competent autthorities, other relevant authorities, including those
providing or supporting the access to data, notified bodies, other aperators, customers or other interested parties;

(K systemsand procedures for record-keeping of all relevant documentation and information;

() resource management, including security-of-supply releted measures;

(m)  anaccountability framework setting out the responsibilities of the management and other staff with regard to all
the agpects listed in this paragraph.
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The implementation of the aspects referred to in paragraph 1 shall be proportionate to the size of the provider’s
organisation. Providers shall, inany event, respect the degree of rigour and the level of protection required to ensure the
compliance of their high-risk All systems with this Regulation.

B 2P R BN S TED TR i A AT WF o I NS SR LB 028
B CQUD@EIAY Al AT DO, URAEFR I DA ERE P 27 LD—HEL T, 55
LD CHIEESN RS 2 D152,

Providers of high-risk Al systems that are subject to obligations regarding quality management systems or an equivalent
function under relevant sectoral Union law may include the aspects listed in paragraph 1 as part of the quelity
management systerms pursuant to that law:
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For providers that are financial institutions subject to requirements regarding their intermal govermance, amangements or
processes under Union financial services law; the obligation © put in place a quality management system, with the
exception of paragraph 1, points (g), () and (i) of this Article, shall be deermed to be fulfilled by complying with the rules
on intermal govermnance arrangements or processes pursuant to the relevant Union financial services law: To thatend, any
harmonised standards referred to inArticle 40 shall be taken info account
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Avticle 18 Documentation keeping
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The provicer shall, for a period ending 10 years afer the high-risk Al system has been placed on the market or put into
service, keep at the disposal of the national competent authorities:

(@ thetechnical documentation referred toin Article 11;

()  thedocumentation conceming the quality management system referred to inArticle 17;

(© thedocumentation conceming the changes approved by natified bodies, where applicable;

(d thedecisionsand other documents issued by the notified bodies, where applicable;

() theEU declaration of conformity referred to inArticle 47.
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Each Member State shall determine conditions under which the documentation referred to in paragraph 1 remains at the
disposal of the national competent authorities for the period indicated in that paragraph for the cases when a provider or
its authorised representative established on its territory goes bankrupt or ceases itsactivity prior to the end of that period.
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Providers that are financial institutions subject to requirements regarding their intermal govermance, amangements or
processes under Union financial services law shall maintain the technical documentation as part of the documentation
keptunder the relevant Union financial services law.
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Avticle 19 Automatically generated logs
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Providers of high-risk Al systems shall keep the logs referred to in Article 12(1), automatically generated by their high-
risk Al systems, to the extent such logs are under their control. Without prejudice to applicable Union or national law; the
logs shall ke kept for a period appropriate to the intended purpose of the high-risk Al system, of at least six months,
unless provided otherwise in the applicable Union or national law; in particular in Union law on the protection of
personal cata.
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Providers that are financial institutions subject © requirements regarding their intemal govemance, arrangements or
processes under Union financial services law shall maintain the logs automatically generated by their high-risk Al
systemsas partof the documentation keptunder the relevant financial services law.
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Avticle 20 Corrective actionsand duty of information
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Providers of high-risk Al systems which consider or have reason to consider that a high-risk Al system that they have
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placed on the market or put into service is not in conformity with this Regulation shall immediately take the necessary
corrective actions to bring that system into conformity; to withdraw it, to disable it, or to recall it, as appropriate. They shall
inform the distributors of the high-risk Al system concemed and, where applicable, the deployers, the authorised
representative and importersaccordingly.
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Where the highHrisk Al system presents a risk within the meaning of Article 79(1) and the provider becomes aware of
that risk, it shall immediately investigate the causes, in collaboration with the reporting deployer, where applicable, and
inform the market sunveillance authorities competent for the high-risk Al system concermed and, where applicable, the
notified body that issued a certificate for that high-risk Al system inaccordance with Article 44, in perticular, of the nature
of the non-compliance and of any relevant corrective action taken.
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Avrticle 21 Cooperation with competent authorities
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Providers of highHrisk Al systems shall, upon a reasoned request by a competent authority, provide that authority all the
information and documentation necessary to demonstrate the conformity of the highrisk Al sysem with the
requirements set out in Section 2, in a language which can be easily understood by the authority in one of the official
languages of the instituitions of the Union as indlicated by the Member State concermed.
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Upon a reasoned request by a competent authority, providers shall also give the requesting competent authority, as

applicable, access to the automatically generated logs of the high-risk Al system referred to in Article 12(1), to the extent
such logsare under their control.
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Any information obiained by a competent authority pursuant to this Article shall be treated in acoordance with the
corffidentiality obligations setout in Article 78.
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Article 22 Authorised representatives of providers of high-risk Al systems
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Prior to meking their high-risk Al systems available on the Union market, providers established in third countries shall,
by written mandate, appoint an authorised representative which is established in the Union.
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The provider shall enable its authorised representative to perform the tasks specified in the mandate received from the
Provicky.
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The authorised representative shall perform the tasks specified in the mandate received from the provider. It shall provide
a copy of the mandate to the market suneillance authorities upon request, in one of the official languages of the
instituitions of the Union, as indicated by the competent authority. For the purposes of this Regulation, the mandate shall
empower the authorised representative to carry out the following tasks:

(@ verifythat the EU declaration of conformity referred to in Article 47 and the technical documentation referred o in
Article 11 have been drawn up and that an appropriate conformity assessment procedure has been carried out by
the provider;

() keepatthe disposal of the competent authorities and netional authorities or bodlies referred to in Articke 74(10), for
a period of 10 years after the high-risk Al system has been placed on the market or put into service, the contact
details of the provider that appointed the aLthorised representative, a copy of the EU declaration of conformity
referred o inArticle 47, the technical documentation and, ifapplicable, the certificate issued by the notified bodly,

(© provide a competent authority, upon a reasoned request, with all the information and documentation, including
that referred to in point (b) of this subparagraph, necessary to demonstrate the corformity of a highHrisk Al system
with the requirerments setout in Section 2, including access to the logs, as referred o in Article 12(1), automatically
generated by the high-risk Al system, to the extent such logs are under the control of the provider;

(d  cooperate with competent authorities, upon a reasoned recuest, inany action the latter take in relation to the high-
risk Al system, in particular to reduce and mitigate the risks posed by the high-risk Al system;

(e) where applicable, comply with the registration obligations referred to in Article 49(1), or, if the regisiration is
carried out by the provider itself, ensure that the information referred to in point 3 of Section A of Annex VIl is
coirect

AL, ZORBIOREFAAER DI ELBIET D2 TORBEICEL, ZOREITNA F I3z
DIEHE DRI, HEFROBLRILE L, WHSHEIROGO OB ARTF LU T T8I MR
ZHZLLDETD,

The mandate shall empower the authorised representative to be addressed, in addition to or insteed of the provider, by
the competent auithorities, on all issues related to ensuring compliance with this Regulation.

MERRODLAELAT, ZOMANZI DI DO TR DRRBEE DM TENIL T ODEZOMER
DHLNEEDHMWTL, A3, HWr DIRME S SEXT, ZOTATLEHE TSED, TDIIeE,
ZOMERDSHLRBEE S, W2 TR RO, KO, ZhaNEf nRelel S, wks/ets
TERRR L, ZOZALOR T KO DOBEHRIZBIL TEBIZHAG T2,

The authorised represeniative shall terminate the mandate if it considers or has reason to consider the provider to be
acting contrary 1o its obligations pursuant to this Regulation. In such a case, it shall immediately inform the relevant
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market suneillance authority, as well as, where applicable, the relevant notified body; about the termination of the
mandate and the reasons therefor.

B BE BAKEOERK

Avticle 23 Obligations of importers
1 EURARZ Al VAT ETGICESHNS, BAZEEL, LR OZEEi 452808 TC, 2D AT

LINZOMANTEAL QDL AR5

@ BRI TS E AR EDREVAZ Al VAT MOFEIE I T > TR
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O FTORMEENG 2 555 1T THEROH A T E LT,

Before placing a high-risk Al system on the market, importers shall ensure that the system is in conformity with this

Regulation by verifying thet:

(@ the relevant corformity assessment procedure referred to in Article 43 has been carried out by the provider of the
high-risk Al system;

(b)  the provider has drawn up the technical documentation in accordance with Article 11 and Annex IV:

(© thesystem bears the required CE marking and is accompanied by the EU declaration of conformity referred to in
Article 47 and instructions for use;

(d theprovider has gppointed an aLthorised representative in accordance with Article 22(1).

EUAZ Al AT LNZOBANCES LTV VRV, T2, B SNT-, bLLT, WS- SGEN
TSIV ST D+ 7 ARG A SEF DS DEEN T, EORAFERTL, ML AT 208
WA MAE BAFSEHIVRRY, EOVAT NETIHITEY YATRD00, ZOmUAT Al VAT A
DN 79 556 1 THOBERICRBIT AV A 2Rk § L& T, FOMAEE Y, TDOV AT LSS, HE
FROBHHABEE M OGRS XL, ED EAEHET 2,

Where an importer has sufficient reason to corsider that a high-risk Al system s not in conformity with this Regulation,
or is falsified, or accompanied by falsified documentation, it shall not place the system on the market until it has been
brought into conformity: VWWhere the high-risk Al system presentsa risk within the meaning of Article 79(2), the importer
shall inform the provider of the system, the aLithorised representative and the market sunveillance authorities to that effect.

TAFEETE, ZOA, BRSPS 5 F o B S I RT ON S Ol A ZEE D a2 T

EBAMEREFDEIRT Al S AT WNIFRL, D30, FHSEHA ATRE X . F0 AT ARG
FATEDOT AT DO LTI R T 5,
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Importers shall indicate their name, registered trade name or registered trade mark, and the address at which they can be
contacted on the high-risk Al system and on s packaging or itsaccompanying documentation, where applicable.

AR L, BUAY Al VAT LN DRSS OEATO FIZHAM, ZHunsiEi rlaeel g,
ZDRVESRAE F A THLEDIAIN, T DU AT LDE 2 FOH CREDHNT - B FAfERIC
T N A NS 4 S R

Importers shall ensure that, while a high-risk Al system is under their responsibility, storage or fransport conditions,
where applicable, do not jeopardise its compliance with the requirements setout in Section 2.

FDOENAT Al AT LTS CED I —E A S - 10 450, ek SR TS
NI AEREOEEN), 2N alRE/ sl &, M FRUHEOESRW), KON, 5 47 R[oRT EU
WAMEE SEOEI RS T D,

Importers shall keep, for a period of 10 years after the high-risk Al system has been placed on the market or put into
service, a copy of the certificate issued by the notified body, where applicable, of the instructions for use, and of the EU
declaration of conformity referred to inArticle 47.

T ASERS, BRFRZATUI-ERRITIEUTC, 72 HE RS AR TR, ZORRESHE RS S
TR S TR TFMRSIISD SREICIY, & ST SCEA G, A7 Al VAT LD 2
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HEYDT-DIZ, BAZEE L, BirEE NSO TR TR CE A IS AT b T
2o

Importers shall provide the relevant competent authorities, upon a reasoned reguest, with all the necessary information
and documentation, including thet referred to in paragraph 5, to demonstrate the conformity of a high+risk Al system
with the requirements set out in Section 2 ina language which can be easily understood by them. For this purpose, they
shall also ensure that the technical documentation can be made available to those authorities.

B AZEE 1T E -, ZOMAEF IS THEIZED N mVAY Al AT LEBHRLTC, 0ol
ZOEVAT Al AT IS RSN AT Z YR TR 95780l ka7 s HER RO %
PSRN ATEENZBIL, ZHoDiERaE /35,

Importers shall cooperate with the relevant competent authorities in any action those authorities teke in relation to a high-
risk Al system placed on the market by the importers, in particular to reduce and mitigate the risks posed by it
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B 2AUE REREORH
Avticke 24 Obligations of distributors

1
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Before making a high-risk Al system available on the market, distrioutors shall verify that it bears the required CE
marking, that it is accompanied by a copy of the EU declaration of conformity referred to in Article 47 and instructions
for use, and that the provider and the importer of that system, as applicable, have complied with their respective
obligations as laid down in Article 16, points (b) and (C) and Article 23(3).

TEBHEE S, COTLEEB DM TDIEREHBELL T, BURY Al VAT L 2 HioHCTED
DIVZEHTEE LT VRWEHIWTL, F203, 2R IEH LS, EOEES L, Z0
AT IO AR BYRSE LIV OBRY, ZOEVAY Al AT WNETH I TR
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T2,

Where a distributor considers or has reason to consicer, on the besis of the informeation in its possession, that a high+risk
Al sysiem is not in conformity with the requirements set out in Section 2, it shall not make the high+risk Al system
available on the market until the system has been brought into conformity with those requirements. Furthermore, where
the high-risk All system presents a risk within the meaning of Article 79(2), the distrioutor shall inform the provider or the
importer of the system, asapplicable, o that effect

TOEEATE, YA Al VAT LHEDFGHRSES OEAT0 FIZHDM, ZhdNEA e,
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Distributors shall ensure that, while a high-risk Al system is uncker their responsibility; storage or transport conditions,
where applicable, do not jeopardise the compliance of the systemwith the requiirements set out in Section 2

ZOFRESEE MR T DIERETHEL LT, ZORMESEE TR CHI &I U5
VA Al AT W 2 FiIOH CRED BB T A LTV VRN HIRIL, S0, M DRIl
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T5720, HLLE, TOVAT 22— DD\ BB B O T8e &0, F-03, fRik,
AR F I BRE T DIEHE DL VDK ENODEIED] TV LD LA MR35, CDEUA
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OFAEE FA TS R OBR T DEI A7 Al S AT LB TRESHERROS SN TR, &
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DOTANEST K O TN EOATEIDOFEIAARIEL T, IEHIT85HE T 2,

Adistributor that considers or has reason to consider, on the besis of the information in its possession, a high-risk Al
system which it has macke available on the market not o be in conformity with the requirements set out in Section 2,
shall take the corrective actions necessary to bring that system into conformity with those requirements, to withdraw it or
recall it, or shall ensure that the provider, the importer or any relevant aperator, as appropriate, takes those comrective
actions. Where the highrisk Al system presents a risk within the meaning of Article 79(2), the distributor shell
immediately inform the provider or importer of the system and the authorities competent for the high-risk Al sysiem
concermed, giving details, in particular, of the non-compliance and of any corrective actions taken.

TER& 7RIS HERRD AR S OB AT~ ZERITSU T, mUAZ Al AT DOFRREE TS,
WESHEEAI TR, EUAZ Al AT LDE 2 B CED SN B O A A~ 7Dl gy
72555 VIR UES 4 TR Z AT OFbEEE Of TEN B ET 22 COE R A OSCEE R 5,

Upon a reasoned request from a relevant competent authority, distributors of a highrrisk Al system shall provide that
authority with all the information and documentation regarding their actions pursuant to paragraphs 1 o 4 necessary o
demonstrate the conformity of that system with the requirerments set out in Section 2.

TEEHEATY, TOREER > TR TR TCEAIIN SN @AY Al VAT LR
LT, E0DITZEDT AT NI TESIV QDY A Z IR I X 957250, Wk&7 ks HERR
DEAREANEDIEENEAL, 2RI 11375,

Distributors shall cooperate with the relevant competent authorities in any action those authorities take in relation t a
hightrisk Al system macke available on the market by the distributors, in particular to reduce or mitigate the risk posed by
it.
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Avrticle 25 Responsibilities along the Al value chain

1
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Any distributor, importer, deployer or other thirdHparty shall be considered o be a provider of a high-risk Al system for

the purposes of this Regulation and shall be subject to the obligations of the provider under Article 16, in any of the

following circumstances:

(@ they put their name or trademark on a hightrisk Al system already placed on the market or put info service,
without prejudice to contractual arrangements stipulating that the obligations are otherwise allocated;

(b) they make a substantial modification to a high-risk Al system thet has already been placed on the market or has
alreadly been put into service insuch away that it remains a high-risk Al system pursuant to Article 6;

(© they modify the intended purpose of an Al system, including a generalpurpose Al system, which has not been
classified as high+risk and has already been placed on the market or put into service in such a way that the Al
system concemed becomes a high+risk Al system in accordance with Article 6.

5 LA IR AL EX T, %0) Al S AT I O B & - T — e R L
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Where the circumstances referred to in paragraph 1 occur, the provider that initially placed the Al system on the market
or put it into service shall no longer be consickred o be a provider of that specific Al system for the purposes of this
Regulation. That initial provider shall closely cooperate with new providers and shall make available the necessary
information and provide the reasonably expected technical access and other assistance that are requiired for the fulfilment
of the obligations set out in this Regulation, in particular regarding the compliance with the conformity assessment of
hightrisk Al systerms. This paragraph shall not apply in cases where the initial provider has clearly specified that its Al
system is not to be changed into a high+risk Al system and therefore does not fall under the obligation to hand over the
documentation.
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In the case of highrisk Al systerms that are safety components of products covered by the Union harmonisation

legislation listed! in Section A of Annex 1, the product manufacturer shall be considered to be the provider of the hight-risk

Al system, and shall be subject to the abligations under Article 16 under either of the following circumstances:

@ thehighrrisk Al system is placed on the market together with the product under the name or trademark of the
product manufacturer;

(b) the hightrisk Al system is put into service under the name or trademark of the product manufecturer after the
product has been placed on the market.
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The provider of a high-risk Al system and the third perty that supplies an Al system, tools, services, components, or
processes that are used or integrated in a highHrisk Al system shall, by writien agreement, specify the necessary
information, capebilities, technical access and other assistance based on the generally acknowledged state of the art, in
order to enable the provider of the high-risk Al system to fully comply with the obligations set out in this Regulation.
This paragraph shall not apply to third parties making accessible to the public tools, services, processes, or components,
other than general-purpose Al models, under a free and open-source licence.
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The Al Office may develop and recommend voluntary model terms for contracts between providers of high-risk Al
systemsand third parties that supply tools, services, components or processes that are used for or integrated into high-risk
Al systems. When developing those voluntary model terms, the Al Office shall take into account possible contractual
requirements applicable in specific sectors or business cases. The voluntary model erms shall be published and be
available free of charge inan easily usable electronic format.

5 2 TR O 3T, BRIME SR L OEPNIRICHE , FIRRENE, S0 i OVE SR
e BN Ot § DA AT 720,

Paragraphs 2 and 3 are withoutt prejudice to the need to observe and protect intellectual property rights, confidential
business information and trade secrets in accordance with Union and national law:
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E 6% BURY AIVRTLOBEEDER
Avticle 26 Obligations of deployers of high-risk Al systems

1
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Deployers of high-risk Al systerms shall teke appropriate technical and organisational measures to ensure they use such
systems inaccordance with the instructions for use accompanying the systems, pursuant to paragraphs 3and 6.

FRIERNL, MEERRET ], BN OMERRIE ON O B2 35> H AR AR U C AR L A A
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Deployers shall assign human oversight to natural persons who have the necessary competence, training and aLithority,
aswell as the necessary support.
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The obligations et out in paragraphs 1 and 2, are without prejudice 1 other deployer obligations under Union or
national law and to the deployer’s fieedom to organise its own resources and activities for the purpose of implementing
the human oversight measures indicated by the provickr.

5 1IN O 2T A7 578K, ZORMEE DN )T 2 o4 D5 BA I T3 HRIFANIZES
W, YREERIEETY, AIT =40, TOEVAT Al AT 2O HEIOBLSED S, HEATEN
B> RE R DD LR T D,

Without prejudice to paragraphs 1 and 2, 1o the extent the deployer exercises control over the input data, that deployer
shall ensure that input deta is relevant and sufficiently representative in view of the intended purpose of the high-risk Al
system.
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Deployers shall monitor the operation of the high+isk Al system on the basis of the instructions for use and, where
relevant, inform providers in acoordance with Artice 72. Where deployers have reason to consider that the use of the
high-risk Al system in accordance with the instructions may result in that Al system presenting a risk within the meaning
of Article 79(2), they shall, without undue delay; inform the provider or distributor and the relevant market surveillance
authority, and shall suspend the use of that system. Where deployers have identified a serious incidert, they shall also
immediately inform first the provider, and then the importer or distributor and the relevant market surveillance authorities
of that incident. If the deployer is not able to reach the provider, Article 73 shall apply mutatis mutandis. This obligation
shall not cover sensitive operational data of deployers of Al systerms which are law enforoement authorities.
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For deployers that are financial institutions subject to requirements regarding their intemal govermance, arrangerments or
processes under Union financial services law; the monitoring obligation setout in the first subyparagraph shall be deemed
to be fulfilled by complying with the rules on intermal govermance arrangements, processes and mechanisms pursuiant to
the relevant financial service law.
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Deployers of high-risk Al systems shall keep the logs automatically generated by that high-risk Al system to the extent
such logsare under their control, for a period appropriate to the intended purpose of the high-risk Al system, of at least six
months, unless proviced otherwise in applicabole Union or national law, in particular in Union law on the protection of
personal cata.
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Deployers that are financial institutions sulbject to requirements regarding their intemal govemance, arangements or
processes under Union financial services law shall maintain the logs as part of the documentation kept pursuant to the
relevant Union financial service law:
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Before putting into service or using a high+isk Al system at the workplace, deployers who are employers shall inform
workers’ representatives and the affected workers that they will be subject to the use of the high-risk Al system. This
information shall be provided, where applicable, in accordance with the rules and procedures laid down in Union and
national law and practice on information of workersand their representatives.
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Deployers of high-risk Al systems that are public authorities, or Union institutions, bodies, offices or agencies shell
comply with the registration obligations referred to in Article 49. When such deployers find that the high-risk Al system
that they envisage using has not been registered in the EU database referred to in Article 71, they shall notuse that system
and shall inform the provider or the distributor.
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Where applicable, deployers of high-risk Al systerms shall use the information provided under Article 13 of this
Regulation to comply with their obligation to carry out a data protection impect assessment under Article 35 of
Regulation (EU) 2016/679 or Articke 27 of Directive (EU) 2016/680.
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Without prejudice to Directive (EU) 2016/680, in the framework of an investigation for the targeted search of a person
suspected or convicted of having commitied a criminal offence, the deployer of a high-risk Al system for postremote
hiometric identification shall request an authorisation, ex ante, or without undue delay and no later than 48 hours, by a
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judicial authority or an administrative authority whose decision is binding and subject o judicial review; for the use of
that systermn, exceptwhen it is used for the initial identification of a potential suspect based on objective and verifiable facts
directly linked to the offence. Each use shall be limited to what is strictly necessary for the investigation of a specific
criminal offence
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If the authorisation requested pursuant to the first subparagraph is rejected, the use of the post+emote biometric
identification system linked to that requested authorisation shall be stopped with immediate effect and the personal data
linked to the use of the highrisk Al system forwhich the auithorisation was requested shall be deleted.
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In no case shall such high-risk Al system for post-remote biometric identification be used for law enforcement purposes
inan untargeted way, withoutany link to a criminal offence, a criminal proceeding, a genuine and presentor genuine and
Toreseeable threat of a criminal offence, or the search for a specific missing person. It shall be ensured that no decision
that produces an adverse legal effect on a person may be taken by the law enforcement authorities based solely on the
output of such post-remote biometric identification systes.

ATEE, AARESET 2O ZBIL, HAIEU) 2016/679 OF 9 5K OE4(EV) 2016/680 D5 10
SEHFTRN,

This paragraph is without prejudiice to Article 9 of Regulation (EU) 2016/679 and Articke 10 of Directive (EU)
2016/630 for the processing of biometric data.

H I TREE OB Zbn T, ZOI7aEA7 Al AT LOfE 2 ORI, ks eiEssr
TANDOHFNSCELLEI, 230, IR TERRE T DM OERSE S EOT—2 DR E% R
X, ERIOGU T, #EOHD AR R L OENT — 2824 R SR TR CELI0CE
A5, ARIFEIE, F575(EU) 2006/680 | 2o TETERERE et U CH-Z DAV MERA ST TI372s720

Regardless of the purpose or deployer, each use of such high-risk Al systems shall be documented in the relevant police
file and shall be made available to the relevant market sunveillance authority and the national data protection authority
upon reguest, excluding the disclosure of sensitive operational data related to law enforcement. This subparagraph shall
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be without prejudice to the powers conferred by Directive (EU) 2016/680 on supervisory authorities.

FRIEEL, VA TEBhE T DO E L OT — A DB RO AEIRE, WSO TSR
B R R OENT — 2R RITRIL, EOREF LTV T —MERELERIR AT A
ORI BIT RIS EL AR T2, TOMIEET, BROREL R T DI OIERISNG
2o

Deployers shall submit annual reports to the relevant market surveillance and national data protection athorities on their
use of postremote biometric identification systemns, excluding the disclosure of sensitive operational data related to law
enforcement. The reports may be aggregated to cover more than one deployment.

HERRIEN T, RRMIESTAIZHE S, FRDVT—MERESER S A7 SO ZBE DIl RA Y
IEHEEANTED,

Member States may introduce, in accordance with Union law;, more restrictive kawws on the use of post-remote biometric
identification systerns.

ZOHIRINDH 50 GEWINTHZE/K, BIRANERETDHEEA TV, FL, HIEEATHZEaAE)
FTHRIE N O TRSNAREIAY Al AT LOFREETY, ZOBIRNIXRIL, 2D AIRAIED
mEAZ Al AT LOFFIIIRL QD EA85E T2, EHTTO B RIOTZDICH SN AEIAY
Al L 27 NZBALUTIE, $5457(EV) 2016/680 OF 13 5% SIS,

Without prejudice to Articke 50 of this Regulation, deployers of high-risk Al systems referred to in Annex 11 that meke
decisions or assist in making decisions relaied to natural persons shall inform the natuiral persons thet they are subject to
the use of the high-risk Al system. For highHrisk Al systems used for law enforcement purposes Article 13 of Directive
(EU) 2016/680 shall apply:

REHL, ORI TS D-90, FVAZ Al 22T LEBREL TEISORERINEATEEN 0
T, WG SIRRESHET RO AR L 713D,

Deployers shall cooperate with the relevant competent authorities in any action those authorities take in relation o the
hightrisk Al system in order to implement this Regulation.

2% BURY A VAT LI BEARTSAER ORCERTE
Avticle 27 Fundamental rights impact assessment for high-risk Al systems

1

BIE N O 2 ZOFNHIPEESIND IR VR HSNA S A BT DmUAY Al S AT IR
X, 85 6 5505 2 TR VAT Al VAT IERRE T AN, RIS TSR E 1%
I REAIT D RERE IR THOREE W ORI I DO 5 50) KOO~ T EmI A
Al VAT LORREFNL, ZDIH7es AT LZOFHD DTS LAV TR R 26375
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BRI TS %, 20D HIIDTOIZ, FREH L, LLFObDIZ > TS DR HilliA 124 T

T5:

@ TOLATLOFHID BENIA->T, ZOF RO TEOERIAZ Al AT LHFIHSH
B U I DR B DT e ADRIAE;

O fExDEVAZ Al AT IHFIFISNA T LA ERISHU TSR R O OB EED I E:;

© ERIOMEICITBEDL AT LORI L > T ST DI FDED EIRA KL O L
— 7R

@ 25 13 STIVIREED S SR SN E A BB AN 1T, AEOEOIIVRISh S B
SRNFTAIEND T N—T DIAN ) SR TR U TR DI E DS HAER DfERRDY
A7

© HABIAEIO, NIRRT RO RSO E,

O PEBHEIOTDOFIE R OSEHERIGOHAA A D, ZHUSDUAIBBIFA LT A T
WTELIA IR,

Prior to deploying a high-isk Al system referred to in Article 6(2), with the exception of high-risk Al systems intended

be used in the area listed in point 2 of Annex 11, deployers that are bodies governed by public law; or are private entities

providing public services, and deployers of highrisk Al systems referred to in points 5 (b) and (¢) of Annex i, shall
perform an assessment of the impact on fundamental rights that the use of such system may produce. For that purpose,
deployers shall perform anassessment consisting of:

(@  adescription of the deployer’s processes in which the high-isk Al system will be used in line with its intended
PUIpose;

(b) & desription of the period of time within which, and the frequency with which, each high-risk Al system is
intended to be used;

(0 thecategoriesof netural personsand groups likely to be affected by its use in the specific context;

() the specific risks of harm likely to have an impact on the categories of natural persons or groups of persons
identified pursuant to point (C) of this paragraph, taking into account the information given by the provider
pursiant o Article 13;

(e)  adestription of the implementation of human oversight measures, according to the instructions for use;

(H  the measures to be taken in the case of the materialisation of those risks, including the arrangements for intermal
govemance and complaint mechanisms.

B 1O CEDLNT-FEIT, BUAY Al VAT LORIIORIF U ClEfSn S, EREE,
LD e e T G 15 =11 NS S e W NS (A o 27 81 0 A T e e G e <A A RN QS S 7
NIRRT AR XD, DA Al AT LOR DM, R EEDS, 45 1THOHFT
FIESNIZEZDOWTNDWERSNZ, F20L, BeiDbD Tzt L W pix1%, £
DORREA VY, FOFHREEEObDET AT DN B2 DTNL Ta D,

The obligation laid down in paragraph 1 applies to the first use of the hightrisk Al system. The deployer may; in similar
cases, rely on previously conducted fundamental rights impect assessments or existing impact assessments carried out
by provider. If, during the use of the high-risk Al system, the deployer considers that any of the elements listed in
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paragraph 1 has changed or is no longer up to date, the deployer shall take the necessary steps to update the information.

AL 1 TS Ml TSI 1%, FOREENL, TS R, dEnEo—ipe
LTRSS 5 T OIS O&AEHHLUC, ZOREFARIT 5, 5 46 55506 1 THIOR
FTIHEITBO L, BREAL, 0T &R a5 USD,

Once the assessment referred to in paragraph 1 of this Article has been performed, the deployer shall notify the market
sunweillance authority of its results, submitting the filled-out emplate referred to in paragraph 5 of this Article aspart of the
natification. Inthe case referred to in Article 46(2), deployers may be exempt from that obligation to notify.

AREZRDHTCEDLIZFRSDON YT T3, FHHIIEU) 2016/679 D 35 253713545 (EV) 2016/680 1
B 27 S0 FE ST -7 — 2SI — > TR S SSIU QAL E T, ARG 1TEITR
JHATT MR DRI Y, 5% T — A e B Ml Al oD,

If any of the obligations laid down inthis Article is already met through the data protection impact assessment conducted
pursant to Article 35 of Regulation (EU) 2016/679 or Article 27 of Directive (EU) 2016/680, the fundamental rights
impactassessment referred to in paragraph 1 of thisArticle shall complement that data protection imjpact assessment.

Al JJRIT, ARGRD T LR A DOFGHOM TR Y CRIEE ARSI T 212, BEkSh-
V= USG5 67% 50, TF ESIRBROERILRVE ORI RE T 2,

The Al Office shall develop a template for a questionnaire, including throuigh an autormated tool, to facilitate deployers in
complying with their obligations under this Article ina simplified manney.

AR BB RUSETEAER
SECTION 4 Noiifyingauthorities and notified bodies

5 8% BEHTED
Avticle 28 Notifying authorities

1

FAERRENS, EA RO, Y58 K OSEEME NSl A M AR BRI B
SRS T el 0V N A O S N 1T I N Rl | DA 1= g = L AR SR R S S L) i e s = AL D
TEIERE T, EALO TS, 4 CORKEOEADE Y RO CIFEL TRESNA,

Each Member State shall designate or establish at least one notifying authority responsible for setting up and carrying out
the necessary procedures for the assessment, designation and natification of conformity assessment bodies and for their
monitoring. Those procedures shall be developed in cooperation between the notifying authorities of all Member States.

HERKIENE, HLHIEC) No 7652008 DiE i I DEPNFREREEN Z&~T, 220, [FHHANIIEST,
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VTR A Ml OB IS DT L2 RIE TED,

Member States may decide that the assessment and monitoring refened to in paragraph 1 is to be carried out by a
national accreditation body within the meaning of, and in accordance with, Regulation (EC) No 765/2008.

THTCY RN, A MR MRS ORI CRHIRSAR DNV ECDZ LD, D>, FOi@HIC S /D%
BRI OV AN 22 BTSN D L7351 CRRIE SN, ARk S OSESND,

Notifying authorities shall be established, organised and operated in such a way that no corflict of interest arises with
conformity assessment bodies, and that the objectivity and impartiality of their activities are safeguarded.

AT RS, WG PR AR & BB E DO A R iRk DR A S35
FHUIRNOREN DEHE ST TN I 72071k TS D,

Notifying authorities shall be organised in suchaway that decisions relating to the notification of conformity assessment
bodies are taken by competent persons different from those who carried out the assessment of those bodies.

BET YR, 1A MR IR S SEhE DI EN R O —E 2D T FUT DT, PEHEEN
—AF AT AT T I7s720

Notifying authorities shall offer or provide neither any activities that conformity assessment bodies perform, nor any
corsuliancy services onacommercial or competitive basis.

HDUTY RN, 55 1B SRITHE, EDIBHIT S RIS AF UG HROMENEA MR 5,

Notifying authorities shall safeguard the conficentiality of the informmation that they olotain, in accordance with Article 78,
T RS, FOBEIEY RO O E 224 TOT- O O e Rhs B IR &
L5370 B ORI OB EEEH D, B 10BHLHMNEL, AN Alaeel X3, 1

T, FEAHV MR DETE Z S Al SYEO X727 8 2360 T, OS5 OB DI
TR A DO,

Notifying authorities shall have an adequate number of competent personnel at their disposal for the proper performance

of their tasks. Competent personnel shall have the necessary expertise, where applicable, for their function, in fields such
as information technologies, Al and law, including the supervision of fundamental rights.
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8 05§ BHZEROHESHEHIEHERID BRE
Avticle 29 Appilication of a conformity assessment body for notification

1

T A PR T, £ SRR LA S O RKE ORI Y R TR L, J8EAsRD
AL s

Conformity assessment bodies shall submitan application for notification to the notifying authority of the Mermber State
inwhich they are established.

WSRO DHGEEL, MEMAHITED), 1 IO MRy =L R OO &M
FHMmRERSRE 1At D E TR D Al S AT LOZAT DITEZIRIL, WO, ZHMHET S
L&, EOB AR 31 SO CEDHIV YA L QD Z LA 3 EPNRE
ATRHRR SFA TSIV PTREEE N7,

The application for notification shall be accompenied by a description of the conformity assessment activities, the
conformity assessment module or modules and the types of Al systems for which the conformity assessment body
claims to be competent, as well as by an accreditation certificate, where one exists, issued by a national accreditation
body attesting that the conformity assessment bodly fulfils the requirements laid down in Article 31.

BIDBINESFE AN LED T CHIFEE COOFREHRRO B EOFEE LB A e SCED M
&S,

Any valid document related to existing designations of the applicant notified body under any other Union harmonisation
legislation shall be added.

RS2 A M IR SR TR AR CEa e XS, T A MERHIHIRR L, @y
JAZHL, B 31 oD CED LN =B OZ D SIS FOREE, AR OERITY
TRREAR DT DV BB L7 i L ES AR5,

Where the conformity assessment body concermed cannot provide an accreditation certificate, it shall provice the
notifying authority with all the documeniary evidence necessary for the verification, recognition and regular monitoring
of itscompliance with the recuirements laid down in Article 31.

BUDBRNIEEFE SN IED T THRESIVTOOFREMMICREL T, ZORRID TR0
HERRDFRIE FHoiA A DT, T ORREDFETE L OBV T DA TOSGE K UREAES L
D~ KFIHSAFD, %5 31 RDH CIEDLI A COEA ORI 8 T2 ek B T
MEE 2 B0 2 R L ORRIE CEDIN T 272D, AT DA EL L THIS, FaEr
i, ASRDE 2T MOV 3T g SCEA RO LD D,

For natified bodieswhich are designated under any ather Union harmonisation legislation, all documents and certificates
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linked to those designations may be used to support their designation procedure under this Regulation, as appropriate.
The natified body shall update the documentation referred o in paragraphs 2 and 3 of this Article whenever relevant
changes occur, in order to enable the authority responsible for notified bodies to monitor and verify continuous
compliance with all the requirements laid down inArticle 31.

05 BEHFH
Avticle 30 Notification procedure

1

WECY RN, 8 31 RO CEDOI B A - LT S MRk D 24 18 TE D,
Notifying authorities may notify only conformity assessment bodies which have satisfied the requirements laid down in
Article 3L

HTCY R, ERINZ B R M OOREREITRL, MONEERIZE > TR A NEEEBISNS
FEHYREETY —/VA T, 5 LI ORI < O e Rk @32,

Notifying authorities shall notify the Commission and the other Member States, using the electronic notification tool
developed and managed by the Commission, of each conformity assessment body referred to in peragraph L

RO 2 TR, WAMTHIES), 1 FA3EEoms Uty =—1, BRI
Al S AT BDEAT R ORES 1D SRR O A Ta a0 5, IHNE 20 555 2 TR T
FOATRIEAN A FRE LU QU VWX, ZOi@HTTY AT, BONEE S R OMMORBEREIZRIL, &
D A PRI ORE A REIAL, 7 2, Ursiiik eI AR SN D b Z RO 31
SOl NG et ooy ahiat 2 eyl 7y o N N Nz o R Vil D D NV AL | K3 5 s R U1 =2
SEAART 5,

The notification referred to in paragraph 2 of this Article shall include full details of the conformity assessment activities,
the conformity assessment modlule or modules, the types of Al systems concermed, and the relevant attestation of
competence. Where a natification is not based on an accreditation certificate as referred to in Article 29(2), the notifying
authority shall provide the Commission and the other Member States with documentary evidence which attests to the
competence of the conformity assessment body and to the arrangements in place to ensure that that body will e
monitored regularty and will continue to satisfy the requirerments laid down inArticle 31.

BRI 2 S AR &, EOIBHNNE 29 545 2 IR 7B AR EE B0 T VA& il
T SN DA S 25 LIS, 203, TOmANNE 20 5545 3T ORI RIHILERZ 50
TDEXITRFTC Y R DA 2 22 LI, BRI ZRE 2 F 2l TSR ED v e[ F
LTSIV TS IR, FRERIRROIE A2 T CE5,

The conformity assessment body concermed may perform the activities of a notified body only where no dbjections are
raised by the Commission or the ather Mermber States within two weeks of a notification by a notifying authority where
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it includes an accreditation certificate referred to in Article 29(2), or within two months of a notification by the notifying
authority where it includes documentary evidence referred to in Article 29(3).

SERDMEESHI-EET, BONEERT, B, WHOHOMRRIE K O O & MR ATHRRES
DR TESRIUIAD, TOBLE D, BINEEZRIT, MERE G DT LD IS bSND0 7%
HIET %, WINZERNT, BIR T DIRKE K Ok b & MR HiliiERks i 2 ORI EA TS
EESS

Where objections are raised, the Commission shall, without delay, enter into consuliations with the relevant Member
States and the conformity assessmert body: In view thereof, the Commission shall decide whether the authorisation is
justified. The Commission shall address its decision to the Member State concermed and to the relevant conformity
assessment bodly.

B3 F IREERiEET SRS
Article 31 Requirerments relating to notified bodlies

1

TR L, FERREDENED FIZIV Y TRAISI, 70, IEAEEDH D,
Anoified body shell be established under the rational law of a Member State and shall have legal persoraliy.

FEARR S, ZOFEERRRORHS 2T 7o DI 2 b, SWEAEH, Bak T ek
RO, WONZ, WA/ =12 )T LOBYFA =T,

Notified bodies shall satisfy the organisational, quality management, resources and process requirements that are
necessary to fulfil their tasks, aswell as suitable cybersecurity requirements.

FREHHRR ORI, FEODRL, T M ONERIL, TR EHEOES I TICRIIDE
TR O DRSS 320 SR TS BN ORE SROIEHHA R T2,

The organisational structurre, allocation of responsibilities, reporting lines and operation of notified bodies shall ensure
confidence in their performance, and in the results of the conformity assessment activities that the notified bodies conduct
FRIEHAR X, COOFREMHR W2 T D A RIS EIL OBIRICR T, mUAZ Al AT LD
TRHEE DSOSz O, FEERM T, FHIEZITDmYA7 Al VAT DU ERRE
OOEED S, WNT, ZORMEDBFE OIS D, ZOZHE, ZOwE AT

fHRERROOIE = D72 DI B L7253 HME DOE I A7 Al S AT LOFIF £ 3R B DT80
FDIHREVAT Al 2T SORFZHERU TQIs720,

Notified bodlies shall be independent of the provider of a high-risk Al system in relation t which they perform
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conformity assessment activities. Notified bodies shall also be independent of any other operator having an economic
interest in high-risk Al systems assessed, as well as of ary competitors of the provider. This shall not preclude the use of
assessed highisk Al systermns that are necessary for the aperations of the conformity assessment body; or the use of such
high-risk Al systerms for personal purposes.

WA PR, oo SRR OB BN E & O O S MR ARk S E R
DR AT HZ LB U2 AHEFNL, mUAY Al VAT LORGET, B, ~—7 7+
T EAFRRICEBAZCREEL QIS 2o, TOmEATE IR, FAUSDiEENI G
TORNREZAERT DG 2072 N, i SV ER IR, HIroosS AR ASATEED
FAFTZOuE AP HA EA E S B A MR I S EhE OBIRI TR A5tk L A2
TRENEF L QT2 ZOZHE, B0, A —E ARGl D,

Neither a conformity assessment bodl, its top-level management nor the personnel responsible for carrying out its
conformity assessment tasks shall be directly involved in the design, development, marketing or use of high-risk Al
systems, nor shall they represent the parties engaged in those activities. They shall not engage inany activity that might
conflict with their independence of judgement or integrity in relation to conformity assessment activities for which they
are natified. Thisshall, in particular, apply to consultancy services.

BT, CORREHRROTEBIOMS L, FEWEL O TR 22 R DI SRRk
ONEESIVD, FREEHRR L, AN TAEETGRET D720, 2T, TOfaTRRORMRE, H24E5 K ORE
MHHEID RIS N TATFDJFRIEARELD > 957230, kS K O iz 3 L)
DFAETD,

Notified bodiies shall be organised and operated so as to safeguiard the independence, objectivity and impertiality of their
activities. Notified bodies shall document and implement a structure and procedures to safeguard impartiality and ©
promote and apply the principles of impertiality throughout their organisation, personnel and assessment activities.

FREHSR S, VI CUEOB RN ELRSNDIGAETRE, AR IS S 21 T DI
ZOFRTEMMD M T DICESTAEROMEN, 55 18 S-S T, ZOf SRS, #
ERAS, ot FREEE K OB - I RO S E DR D LA h 95T
SN Fheab D, FE RO FHIRENL, ZOFE BRI EN) S TSV RIE DN
TLHREDBIRIZIBITHbDEIRE, ZOHIAID TIZI68ITHE DR BRI D TIZI T
AFUZETORERBEL, ST SR T A ENFHTTHNS,

Notified bodies shall have documented procedures in place ensuring that their personnel, committees, subsidiaries,
subcontractors and any associated body or personnel of external bodies maintain, in accordance with Article 78, the
confidentiality of the information which comes into their possession during the performance of conformity assessment
activities, except when its disclosure is required by law: The staff of notified bodies shall be bound to observe
professional secrecy with regard to all information obtained in carrying out their tasks under this Regulation, except in
relation to the notifying authorities of the Member State inwhich their activities are carried out.
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FeER L, TRBtE ORI, TOMRMAEDSETTE E D8, TORRMEOMMRIEE, BRI
Al AT DOBHENEORE I 1L B I EEID A TOT DD FHgeatb o,

Notified bodies shall have procedures for the performance of activities which take due account of the size of a provider,
the sector inwhich it operates, its structure, and the degree of complexity of the Al system concermed.

RASHEARIE, ZOFR R AU SHEEDNEA ZHE > TE DT EEZ OO TR
VIR, 730, JiEVERHZ BIL TEORERKIE B & NERA SR EARID TIIZRNRY, ZOFEE
AR B R TS BT sOO R E SR E R E A AR TIMAT 2,

Notified bodies shall take out appropriate liability insurance for their conformity assessment activities, unless liability is
assumed by the Member State in which they are established in accordance with national lawv or that Member State is
itself directly responsible for the conformity assessment.

FEHHRR T, FAUSDRREH SR H o G TSN, F21E, FOa ek rhn
DHFE IS TEDFR BRI T TSNA) T, e EORSE Fose kbR
TED/EHZBNTERSNDREI - C, ZOMBID FICBITHZ D SRk 2O %
Fehii CEHFHIRES b0,

Notified bodies shall be capable of carying out all their tasks under this Regulation with the highest degree of
professional integrity and the requisite competence in the specific field, whether those tasks are carried out by notified
bodlies themselves or on their behalf and under their responsibility:

BERHR S, CORRERRRO RO IMBOBIHRE &> TIES VO 2 S ZR il T
BTN SRET 1o, FREMRR L, WA T DRUAY Al AT b, T2 R O —4
SR BEE 28R SR NS 2 FioD R CED DV EY L B 2R kAo
T2 EEROATEL, £, IR ORI S Z OIER 2 rT S,

Notified bodies shall have sufficient intermal competences 1o be able effectively 1o evaluate the tasks conducted by
extermal parties on their behalf. The notified body shall have permanent availability of sufficient administrative, technical,
legal and scientific personnel who possess experience and knowledge relating to the relevant types of Al systems, data
and data computing, and relating to the requirements set out in Section 2.

FREHIMA L, 55 38 SRS PTG EN SIS 2%, FREHIARIE, PRI OOREUE LR JIERE 22N
LBLLITZZDFTRESI, T3, B D E R B CR RSN EEZHA VD
LR DObDET DT LA RS2,

Notified bodies shall participate in coordination activities as referred to in Article 38. They shall also take part directly, or
be represented in, European standardisation organisations, or ensure that they are aware and up to date in respect of
relevant sandardk.
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FRE HEERLEET IEHOBESEDHE
Avticle 32 Presumption of conformity with requirements relating to notified bodies

RAE B A L ST AT UE 721 32 D— R D CED S B S ZF O A M AT RS
WAL QBZEAZ O A HEHIHERA R, ZDOZEOBM) BU B EICB N TARSIZE
X1, 78 A PTRE I A LSV HAEUENNES 3L SO CEO I = B A EHEL QU ODREFHNIC
BT, ZOmMEAERHEfERR L, ZS0BEHE RS QODEHEESID,

Where a conformity assessment body demonsirates its conformity with the criteria laid down in the relevant harmonised
standards or parts thereof, the references of which have been published in the Official Jourmal of the European Union, it
shall be presumed to comply with the requirements set out in Article 31 in so far as the applicable harmonised standards
cover those requirements.

B RE HEEBOFERRUTHEN
Avrticle 33 Subsidliaries of notified bodies and subcontracting

1

FeEHRks, AR BRI DRFEDRGE TSIL, £, ThA R ATOEoE
X3, ZOFEEHIRR L, €0 FREH A ET T35 3L S0t CEOLI-EHHI#E AT
ZEEERRL, 70, IHTTY SR S TLA D~ KEHE 2,

Where a notified body subcontracts specific tasks connected with the conformity assessment or has recourse  a
subsidiary; it shall ensure that the subcontractor or the subsidiary meets the requirements laid down in Article 31, and
shallinform the notifying authority accordingly.

FREHEM L, TRESHIE o TR o TS TSN OIS AL, i a8,
Notified bodies shall take full responsibility for the tasks performed by any subcontractors or subsidiaries.

A DRIED DS AR, 1HEIDY FRsT S, T3, FHMk SR> T TGS, FREH
il COFRERIRROHIRRDI AN AEET D,

Activities may be subconitracted or carried out by a subsidiary only with the agreement of the provider. Natified bodies
shall make a listof their subsidiaries publicly available.

T RHESRIA ST SRR EAS OR T 2RSS oS S O ORIRID T2 F6W T R RHSHY
B ATAMR I TSI AL RS 200703, TREZKIORE T O AN 5 4],
AT RS B R CE DI SHERFS VD,

The relevant documents conceming the assessment of the quilifications of the subcontractor or the subsidiary and the
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work carried out by them under this Regulation shall be kept at the disposal of the natifying authority for a period of five
years from the termination date of the subcontracting.

B uE HEEBOREHEE LOSH
Avticle 34 Operational obligations of notified bodies

1

RAEHIAR S, 25 B RO CEDLNEE MMl > TRUAZ Al AT LOTEE AR
AET 2,

Notified bodies shall verify the conformity of high-risk Al systems in accordance with the conformity assessment
procedures setoutinArticle 43.

L0, Bl 2008361/EC DRI D~ A7 b3 OV IMEZE SO )V TBL EO B K ONE
SPEFER =~ M DR HBLID, FREHERY, O ERRROTEEE 2 TS, Rt
DIEFHOEERET, 730, TORME ORI, ZOHE IR #3550, ZoiftE o
FHRRRSE X OBIRT2EUAY Al S AT AOBHEEOREEZ B EI S B AND, FREH L,
FITHRB, ZDOEVA7 Al AT LOZORRIDEHOESHZ B CER SN DS SOFLE
KOO~V T D,

Notified bodies shall avoid unnecessary burdens for providers when performing their activities, and take due account of
the size of the provider, the sector in which it operates, its structure and the degree of complexity of the high-risk Al
system concemed, in particular in view of minimising administrative burdens and compliance costs for micro- and
small enterprises within the meaning of Recommendation 2003/361/EC. The notified body shall, nevertheless, respect
the degree of rigour and the level of protection required for the compliance of the high-risk Al sysem with the
requirements of this Reguilation.

TR S, 5 28 ST IIEECY RS, RS RO, FEE, 8k M OB HoOTERA 52
JiCEDINTT %7280, MO, AREDH R R Uil A 5720, lRIT 4RSI,
B O EZEED, BEd 52 TOIEEZRIITEDIONL, 70, SROITEC TR,

Notified bodies shall make available and submit upon request all relevant documentation, including the providers’
documentation, to the notifying authority referred to in Article 28 to allow that authority to conduct its assessment,
designation, notification and monitoring activities, and to facilitate the assessment outlined in this Section.

5 B & fEEMEMORAIES BUARE
Avticle 35 Identification numbersand lists of notified bodles

1

RRINZERIT, FOMESOBEEDTET 20 FIZBWGHIDMEESH TODE5E Th->Th,
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1% DR EHARR AL, H— O 52 HIE T,

The Commission shall assign a single identification number to each notified body, even where a body is notified under
more than one Unionact.

2. BRMEERNTL, BRI G 5 KOO CBEL GRS 58 A &6, ZORAID T
BN CGHEEISI R EHRFR DOV AN 8538375, BINEBE R, ZOVANSEHOREE AR
DR D,

The Commission shall make publicly available the list of the bodies notified under this Regulation, including their
identification numbers and the activities for which they have been notified. The Commission shall ensure thet the list is
keptuptodate.

55 365 BADESE
Article 36 Changes to natifications

1 GEFETCY AT, MUNERES R OMORERIEN TG, 55 30 5545 2 THI R By sy —/ V4
LT, $8ERRROOIRENODIE RS 228 B A5,

The notifying authority shall notify the Commission and the other Member Staies of any relevant changes to the
notification of a natified body via the electronic natification tool referred to in Article 30(2).

2. 2 RMON 0 FKOPTEDLNIZFH S, BHOFPHONLR G TR D,
The procedures laid down in Articles 29.and 30 shall apply to extensions of the scope of the natification.

O3 FREIFADYEFRLISADIEFIOZE I FEL T, 55 3TRNLE 9 THDOH CED LI TN
TSNS,

For changes to the natification other than extensions of its scope, the procedures laid down in paragraphs (3) to (9) shall
apply.

3. fREEMM O EMROmE S PRI EE AL T L ARE T DEEIT, ZTOFEERRM S,
AIREZRIROIS)NT, Fe, RHBISIVRE T ORIV T I ST O ER Rk OTEE 2 A4 T
T25 1 ARG, AR R OBIR T SRR T ClblE 3%, 2Ok, &
NSOFEHEDEH DS HEN A7 Al AT BB T E k) W2 T | X5 H LAY
FZRNOFE EAIRA AN RO LT 2 A e UG, 2R ERMRDTERIORE T4 9 22HH,
AR EFENGD, LHERIOHRERMY, M5% AT DB 287t EA R 795010 9
DHMOR T AETIS, AT HENAY Al AT DR s HliZSE 745, FEEii)s
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ZOFETEHREDTEE AL T3 5LE13, WHUCERIT, COREZTIHET

Whereanatified body decides to cease iits conformity assessment activities, it shall inform the notifying authority and the
providers concemed as soon as possible and, in the case of a planned cessation, at least one year before ceasing its
activities. The certificates of the notified body may remain valid for a period of nine months after cessation of the notified
body’s activities, on condition that another notified body has confirmed in writing that it will assume responsibilities for
the highrrisk Al systems covered by those certificates. The latier notified body shall complete a full assessment of the
high-risk Al systems affected by the end of that nine-month-period before issuing new certificates for those systemns.
Where the natified body has ceased its activity, the notifying authority shall withdraw the designation.

BN 31 SO CEDLIVEEH I & UedleoTe, 203, FeEtikn e nzssa
7oL QU VW W57 0D+ 43 7RI S R s h D e & L, EOmHuT Y RlE, ER
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BERAR ORI, PRS- B CRBILCEEL, 20, FEERHIRRI L T E gk R fifs
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TREITCY RN, FHSDEHTEE LT VRN ZEF AT DFeH AL QU VRN ZEDE K
POFBEIIGUT, Lo, ZTOFHEEHIRL, 1L F 30, Zommos 24 /i, Mol
FEER OMOHEREITHL, EHIZ, Lhd~KEkE1 2,

Where a notifying authority has sufficient reason to consider that a notified body no longer meets the requirements laid
down in Article 31, or that it is failing to fulfil its obligations, the notifying authority shall without delay investigate the
matter with the utmast diligence. In that context, it shall inform the natified body concemed abaut the objections raised
and give it the passibility to make its views knoan. If the notifying authority comes to the conclusion that the notified
bodly no longer meets the requirements laid down in Article 31 or that it is failing to fulfil its dbligations, it shall restrict,
suspend or withdraw the designation as appropriate, depending on the seriousness of the failure  meet those
requirements or fulfil those obligations. It shall immediately inform the Commission and the other Member Staies
accordingly.

WECY JROFEENMT IS, RSN FTZD B LT BiESLxl S, 04
TR, 10 H LIS, BRI HR M O L GG 3%,

Where its designation has been suspended, restricted, or fully or partially withdrawn, the notified body shall inform the
providers concemed within 10 days.

BEDHIR, 151 F A TBGHLOFEADEAITIWTUD, EOmHTCE R, BIFR T 2DFEE Rk
D7 FANIRESNDZLEMERT D120, TUT, ZO7 74/ At OREREOFEERR M O
il 8 RIS USOMORERLEOFEERRI S OGR4 SR oD ZER OB TR T& %485
(DT ODMEIVRTFAE Tt T %,
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In the event of the restriction, suspension or withdrawal of a designation, the notifying authority shall take appropriate
steps to ensure that the files of the notified body concemed are kept, and to make them available to notifying authorities
in other Mermber States and to market sunveillance authorities at their request.

FEEDHIE, 151 F -1 3 LOFE DSB8 TS, FOEs Y 5%
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Inthe event of the restriction, suspension or withdrawal of a designation, the notifying aithority shall:

@
®

©

@
®

asessthe impacton the certificates issued by the notified bodly;

submit a report on its findings to the Commission and the other Member States within three months of having
notified the changes to the designation;

require the notified body to suspend or witharaw; within a reasonable period of time determined by the authority,
any certificates which were unduly issued, in order to ensure the continuing conformity of high-risk Al systems
onthe market;

inform the Commission and the Miember States about certificates the suspension or withdrawal of which it has
required;

provide the national competent authorities of the IMiember State in which the provider hes its registered place of
business with all relevant information about the certificates of which it has requiired the suspension or withcrawal;
that authority shall take the appropriate measures, where necessary; to avoid a potential risk to health, safety or
fundamental rights.

R RA FSNIE IR, 70, SREDWELLHI IS, ORI, LAF
DOWTID DRI FIZB S, AalVeEEd5:
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ZOAF AL FTIHIBROYIIPIN I T T2 DF R ERAR DR R REA B AR DL
TEAHRR) SRS | &30, £ OREECBIL CRIEA A BT DL EE 2,

With the exception of certificates unduly issued, and where a designation has been suspended or restricied, the

certificates shall remain valid in one of the following circumstances:

(@ the notifying authority has confirmed, within one month of the suspension or restriction, that there is no risk 1
health, safety or fundamental rights in relation to certificates affected by the suspension or restriction, and the
notifying authority has outlineda timeline for actions to remedly the suspension or restriction; or

(b) the natifying authority has confirmed that no certificates relevant to the suspension will be issued, amended or re-
issuied during the course of the suspension or restriction, and states whether the notified body hes the capability of
continuing to monitor and remain responsible for existing certificates issued for the period of the suspension or
restriction; in the eventt that the notifying authority determines that the natified body does not have the capability t
support existing certificates issued, the provider of the system covered by the certificate shall confirm inwwiting o
the national competent authorities of the Member State inwhich it has its registered place of business, within three
months of the suspension or restriction, that another qualified notified body is temporarily assuming the functions
of the natified body to monitor and remain responsible for the certificates during the period of suspension or
restriction.

A IEI I TSN AEERBRE, 220, FEESBINSGE, TOMAEE, LUTFORM T

WZBWTE, 9 HMITAV e EFET5:

@ FORHAEOEHDSLEIAT Al AT LOTIEE D E ORI OGRS - F 5 H)
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BT,

With the exception of certificates unduly issued, and where a designation has been withdrawn, the certificates shall

remain valid for a period of nine months under the following circumstances:

@  thenational competent aLthority of the Member State in which the provider of the high-risk Al system covered
by the certificate has its registered place of business has confirmed tht there is no risk to health, safety or
fundamental rights associated with the high-risk Al systems concermed; and

(b) another notified body has confirmed in writing that it will assume immediate responsibility for those Al systems
and completes s assessment within 12 months of the withdrawal of the designation.
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55 1R TR FISRWT, ZOREHEDBE OO AT ORI 2 OfRAEE O HE
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Inthe circumstances referred to in the first subparagraph, the national competentauthority of the Member State inwhich
the provider of the system covered by the certificate has its place of business may extend the provisional validity of the
certificates for additional periods of three months, which shall notexceed 12 months in total.

THRESHERR D& DI EIPNEERE 721 IR E D2 T | C > TR 2 A P Sk O RE R 5 | &= 5 FE
TERERR L, FRINZE B, hootERLE K OMoOFE SRR L, EHIZ, F0 52diE 32,

“The ntional competent autharity or the notified body assuming the functions of the nofified body affected by the change
of designation shall immediately inform the Commiission, te other Merrber Siates and the other noified boies thereaf:

88 37 & {REARRORENIHT HERET
Article 37 Challenge to the competence of notified bodies

1

RINZEERT, T RLET, FRESHRRORE T 31 RIED LB K OFRERHiHK
O AT REAS BT S AR C > TR il = S CUOD T LA BRI A E S D TR
it 2,

The Commission shall, where necessary, investigate all cases where there are reasons t doubt the competence of a
notified body or the continued fulfilment by a natified body of the requirements laid down in Article 31 and of its
applicable responsibilities.

AT AT, ZERITSUT, BRINZEERITHL, BRI DF R SRk £/ ZZ ORI DffE
FrE BRI D2 CORE AR5,

The notifying authority shall provide the Commission, on request, with all relevant information relating to the
notification or the maintenance of the competence of the notified body concemed.

RINZE RS, ARSI BN E B ROFEDIFE CAFSIHEUIGHROETHE 78 AL
> TR Ao D Z L2 e R 2,

The Commission shall ensure thet all sensitive informeation obiained in the course of its investigations pursuant to this
Avticle istreated confidentially in accordance with Article 78.

FR SR e O ERLRROIB RN BT DB H TG L VRN EF A TE G LKoo 2%
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ORERED L BT A E AR RO EET, BINERERT, FETHICID, ZTOREEIFL,
SR E I IHAHATD, LTI T, 55 B A 2 TR AR Pt > THRIRS NS,

Where the Commission ascertains that a notified body does not meet or no longer meets the requirements for its
notification, it shall inform the natifying Member State accordingly and request it to take the necessary comrective
measures, including the suspension or withdrawal of the natification if necessary. Where the Member State fails to take
the necessary corrective measures, the Commission may, by means of an implementing act, suspend, restrict or
withdraw the designation. That implementing act shall be adopted in accordance with the examination procedure
referred to inArticle 98(2).

55 BE EEMBOREE
Avrticle 38 Coordination of notified bodies

1

ERINFEERE, VA7 Al AT NI, ZOMRANCE DA e ks yCREEhA 5 E
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FSNAZ Lo 972,

The Commission shall ensure that, with regard 1o high-risk Al systems, appropriate coordination and cooperation
between notified bodies active in the conformity assessment procedures pursuiant o this Regulation are put in place and
properly operated inthe form of a sectoral group of notified bodies.

FARFTCY N, ZOEHIT Y NS> THRRESIHR SRS, ERE CH I eEsh-R#E
123D, 1T ORI —T ONEE ST A L a e R 15,

Each natifying authority shall ensure that the bodies notified by it perticipate in the work of a group referred to in
paragraph 1, directly or through designated representatives.

PRINFZE RN, 1BFETCY JRFOHRR S ONSANT Z T A AD AN TED D,

The Commission shall provide for the exchange of knowledge and best practices between notifying authorities.

% 0 F FEEEOESEEHEES
Avticle 39 Conformity assessment bodies of third countries
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Conformity assessment bodies established under the law of a third country with which the Union has concluded an
agreement may be authorised to carry out the activities of notified bodies under this Regulation, provided that they meet
the requirerments laid down inArticle 31 or they ensure an equivalent level of compliance.

55 58T iR, EATEEHE, AEIAE, B8
SECTION 5 Standards, conformity assessment, certificates, registration

B A0F BESLShI-BiimERURELIREY
Avrticle 40 Harmonised standards and standardisation deliverables
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Highisk Al systerms or general-purpose Al models which are in conformity with harmonised siandards or parts thereof
the references of which have been published in the Official Journal of the European Union in accordance with
Regulation (EU) No 1025/2012 shall be presumed to be in corformity with the requirerments set out in Section 2 of this
Chapter or, as applicable, with the obligations set out in of Chapier V, Sections 2 and 3, of this Regulation, 1 the extent
that those standards cover those requirements or obligations.

2. HAIEU) No 10252012 DF 10 S-ITHEV Y, FRIMNE BRI, NEblalE7e, AREDOH 28ioH T
TEOLITACOEH A T HE T DIEUE LD TR, WONZ, Lo, ZOMRIDE V FEOF 2 #i
KO 3 HiDH CRED DIV e85 tHE T A LD EREE R T D, CORELOEREIL, ZD
EAT Al AT DDOTAT AV NVEBRETEDEIAT Al VAT MOV E K OELL
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In accordance with Article 10 of Regulation (EU) No 102522012, the Commission shall issue, without undue delay,
standardisation requests covering all requirements set out in Section 2 of this Chapter and, as applicable, siandardisation
requests covering obligations set out in Chapter V, Sections 2 and 3, of this Regulation. The standardisation request shll
also ask for deliverables on reporting and documentation processes to improve Al systems’ resource performance, such
as reducing the high-risk Al systern’s consumiption of energy and of other resources during its lifecycle, and on the
erergy-efficient development of generalpupose Al models. When preparing a standardisation request, the
Commission shall consult the Board and relevant stakeholders, including the advisory forum.

94



Fe RO & 45 (202449 A)

RPN ORZEHES AR 6 U TR LD B A7 928, BINZE B, BAREEDS, B CHY,

— BB, BHE | O HPESNABLTORINESEE A LA IEO R A OH A ZEAL,

KA 72 PRI\ N CORTE SR RER- G0 TRY, 7o, BRINEE DTGB E T
—ERMEENDEVAY Al AT LE T EHBY Al T7 VD ZOBIRIOHCED LI
7R F I TEA L QDI EEARR T DN T DA R~ T,

When issuing a standardisation request to European standardisation organisations, the Commission shall specify that
standards have to be clear, consistent, including with the standards developed in the various sectors for products covered
by the existing Union harmonisation legislation listed in Annex |, and aiming to ensure that high-risk Al systems or
general-purpose Al models placed on the market or put into service in the Union meet the relevant requirements or
obligations laid down in this Regulation.

RRMZE T, KNI IR L, FHIEU) No 10252012 0055 24 S HE>TAIHDE 1
RIPE R O 2 BIFELTd5t F Y2 = 72O D DR RO e D55 /) OREVAARHES 2
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The Commission shall request the European standardisation organisations to provide evidence of their best efforts to
fulfil the objectives referred to in the first and the second subparagraph of this paragraph in accordance with Article 24 of
Regulation (EU) No 1025/2012.

3. M LAEEDOSNEL, VARSI OBt ) SRR S O TGO RE 2 ESE5Z8285
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The participants in the standardisation process shall seek to promote investmentand innovation in Al, including through
increasing legal certainty; as well as the competitiveness and growth of the Union market, to contribue to strengthening
global cooperation on standardisation and taking into acoount existing intemational standards in the field of Al that are
corsistent with Union values, fundamental rightts and interests, and to enhance multi-stakeholder govemance ensuring a
balanced representation of interests and the effective perticipation of all relevant stakeholders in accordance with Avrticles
5,6,and 7 of Regulation (EU) No 1025/2012.

FANE Bk
Avticle 41 Common specifications
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The Commission may adopt, implermenting acts establishing common specifications for the requirements set out in
Section 2 of this Chapter or, as applicable, for the obligations set out in Sections 2 and 3 of Chapter V where the
following conditions have been fulfilled:

@

®)

the Commission hes requested, pursuant to Articke 10(1) of Regulation (EU) No 10252012, one or more

European standardisation organisations to draft a hammonised stancdérd for the requirements set out in Section 2 of

this Chapier, or, as applicable, for the obligations setout in Sections 2 and 3 of Chapter \, and:

() thereguesthasnotbeenaccepted by any of the European standardisation organisations; or

(i) the harmonised standards addressing that request are not delivered within the deadline set in accordance
with Article 10(1) of Regulation (EU) No 1025/2012; or

(i)  the relevant harmonised standards insufficienty adcress fundamental rights concerms; or

(v)  the harmonised standards do not comply with the request; and

no reference to harmonised standards covering the requirements referred to in Section 2 of this Chapter or, as

applicable, the obligations referred to in Sections 2 and 3 of Chapter \/ has been published in the Official Joumal

of the European Union inaccordance with Regulation (EU) No 1025/2012, and no such reference is expected to

be published within a reasonable period.

e RRaEE DI, BONER 55 67 SRR TART A —T B R 2,

When drafting the common specifications, the Commission shall consult the advisory forum referred to in Article 67.

ARTEDH; 1 BRI ORI IR T2, 55 B 450 2 B O3k Tou S CERIRSNG,

The implementing acts referred to in the first subparagraph of this paragraph shall be adopted in accordance with the
examination procedure referred to in Article 98(2).
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Before preparing a draft implementing act, the Commission shall inform the commitiee referred o in Article 22 of
Regulation (EU) No 1025/2012 that it considers the conditions laid down in paragraph 1 of this Article to be fulfilled.
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HighHrisk Al systems or generalpurpose Al models which are in conformity with the common specifications referred o
in pargraph 1, or parts of those specifications, shall be presumed o be in conformity with the requirements set out in
Section 2 of this Chapter or, as applicable, to comply with the obligations referred to in Sections 2 and 3 of Chapter V, 1o
the extent those common specifications cover thase requirements or those abligations.
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Where a harmonised standard is adopted by a European standardisation organisation and proposed to the Commission
for the publication of its reference in the Official Journal of the European Union, the Commission shall assess the
harmonised standard in accordance with Regulation (EU) No 1025/2012. When reference t a harmonised standard is
published in the Official Journal of the Eurapean Union, the Commission shall repeal the implermenting acts referred
in paragraph 1, or parts thereof which cover the same requirements set out in Section 2 of this Chapier or, as applicable,
the same obligations set out in Sections 2 and 3 of Chapter V.

BUAY Al VAT BFE AT B ) AT VORRIEE N 1 O R T HB ARSI X
1L, ZORMEETE, AREO 2 iR CORSIVOOVDEIHTES T D, T, v, FVE
D 2 GO 3HIDH CEDLIV Y VDOFeR 7D 7a TN ERSET 2L~V CESF A HAT b
DN 2— A e DEEE MR U - 2 S AR 2 IE 24 375,

Where providers of high-risk Al systems or general-purpose Al models do not comply with the comimon specifications
referred to in paragraph 1, they shall duly justify that they have adapted technical solutions that meet the requirements
referred to in Section 2 of this Chapter o, as applicable, comply with the obligations set out in Sections 2 and 3 of
Chapter Vtoa level at least equivalent thereto.
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Wherea Member State considers that a common specification does not entirely meet the requirements setout in Section
2 or, as applicable, comply with obligations set out in Sections 2 and 3 of Chapter V it shall inform the Commission
thereof with a detailed explanation. The Commission shall assess that informeation and, if appropriate, amend the
implementing act establishing the common specification concemed.

BRF —ROEHDBEBEDHETE
Avticle 42 Presumption of conformity with certain requirements
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HighHisk Al systems that have been trained and tested on data reflecting the specific geographical, behavioural,
contextual or functional setting within which they are intended to be used shall be presumed to comply with the relevant
requirements laid downinArticle 10(4).
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Highisk Al sysiems that have been certified or for which a staiement of conformity has been issued under a
cybersecurity scheme pursuant to Regulation (EU) 2019/881 and the references of which have been published in the
Official Journal of the European Union shall be presumed to comply with the cyloersecurity requirements set out in
Avticle 15 of this Regulation in so far as the cybersecurity certificate or staterment of conformity or parts thereof cover
those requirements.

5 B& EAEETE
Avticle 43 Conformity assessment

1
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For high+risk Al systerms listed in point 1 of Annex I, where, in demonstrating the compliance of a high+risk Al system

with the requirements set out in Section 2, the provider has applied hammonised standards referred to in Article 40, or,

where applicable, common specifications referred to in Article 41, the provider shall opt for one of the following

conformity assessment procedures based on:

@ theintemal control referred to inAnnex VI; or

(b) the assessment of the quality management system and the assessment of the technical documentation, with the
involverment of a notified body; referred to in Annex VI,

AT Al AT LD 2 BiDOH CEDOI- B TA R 1, ZORMEES, LTO%E

WZRUWT, B VIl O CEDSNSE Sl THH 0 :

@ B 40 R TEES ESIV AR ED M ERT, 70, 5 4L RO Hamt AR SFIH T
E0,
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In demonstrating the compliance of a high-risk Al system with the reqirements set out in Section 2, the provider shall

follow the conformity assessment procedure setout in Annex VIl where:

(@  harmonised standards referred to in Article 40 do notexist, and common specifications referred o in Article 41are
notavailable;

(b) theprovider hasnotapplied, or has applied only part of, the harmonised standard;

(© thecommonspecifications referred to in point () exist, but the provider has not applied them;

(@ oneormore of the harmonised standards referred to in point (2) has been published with a restriction, and only on
the partof the standard that was restricted.

BIRE VIl OHCRESNHE SR TR B IDT2DIZ, FEAEETE, W T T Ofs BN
TXD, 12720, ZO@VAZ Al AT, W THEES, R ONERD X4 Janll ORI M50
BERE, FHRE, S5 R AT Cd sy T A SN A LN EIXSIU T VDX, 5B T4 555
8 TA T FAE QT R TR A Al Y, FR SRRk L Lo~ TEN 375,

For the purpases of the conformity assessment procedure referred to in Annex VII, the provider may choose any of the
notified bodies. However, where the highrisk Al system is intended to be put into service by law enforcemen,
immigration or asylum authorities or by Union instituitions, bodies, offices or agencies, the market sunveillance aLthority
referred to inArticle 74(8) or (9), asapplicable, shall actasa notified body:
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For high+risk Al systems referred to in points 2 to 8 of Annex I, providers shall follow the conformity assessment
procedure based on intermal control as referred to in Annex V1, which does not provide for the involverment of a notified

body.

B | B 2 ADHFTHIPFESNARRME S HE S LA riE P SEHSNDEYAY Al S AT L
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For high-risk Al systems covered by the Union harmonisation legislation listed in Section A of Annex |, the provider
shall follow the relevant corformity assessment procedure as required under those legal acts. The requirements setout in
Section 2 of this Chapter shall apply to thase high-risk Al systems and shall be part of that assessment. Points 4.3, 44,
4.5.and the fifth paragraph of point 4.6 of Annex /11 shall also apply:

[EIRHOD B IOD7=60IZ, ZAUBDE 12400 IR GRS FREHRRL, 55 31556 4TE, 4§
5IH, &5 10 T O 1 THDOH GBS B O USOFE ERRRR OB FANRIEF T840 FIZh
DA TR R G- 2 L2 AU T, EDEUAT Al AT LS 2 BEOHTE
DL E O AR B M 52 s,

For the purposes of that assessment, natified bodies which have been notified under those legal acts shall be entitled to
control the conformity of the highrisk Al systems with the requirements set out in Section 2, provided that the
compliance of those notified bodies with requirements laid down in Article 31(4), (5), (10) and (11) has beenassessed in
the context of the notification procedure under those legal acts.

EPZ S e Syl ale L R el S Ravi (e sy g Wiaets 31y 2 b1 0 S i Wty S e
LG Bk 1 oeZiay A D CHIBESNOIET 27, BUnRNESEA 20 — A i A R Hili) b
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Where a legal act listed in Section A of Annex | enables the product manufacturer t opt out from a third-party
conformity assessment, provided that that manufacturer has applied all harmonised standards covering all the relevant
requirements, that manufacturer may use that option only if it has also gpplied harmonised standards or, where
applicable, common specifications referred to in Article 41, covering all requirements set out in Section 2 of this Chapter.

ORI TS BRI ARUZE VA Al S AT N, AEIESI - AT BN Sl S &) b
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Highvisk Al systerms that have already been subject to a conformity assessment procedure shall undergo a new
conformity assessment procedure in the event of a sulbstantial modification, regardless of whether the modified system is
intended to be further distributed or continues to be used by the current deployer.

TS TED N E A T —E A SN TR T R 2k T Am A7 Al AT AZRALTC
13, DA MRHHORERIZIV Y CEDIRIEE I > THRANIED DIV TEY, 2>, B V
DF 2 BHOH CRSNAEISCEDOHIZE FITQODIERO T ThHEZEDORIAT Al AT A
KOO AT DOMRED AL, FEENVYMEIEAAERLIA N,

For high-risk Al systems that continue to leam after being placed on the market or put into service, changes to the high-
risk Al system and its performance that have been pre-cetermined by the provider at the moment of the initial
conformity assessmentand are part of the information contained in the technical documentation referred to in point 2(f)
of Annex IV, shall not constituite a substantial modification.

MINZRERNT, BAORBIZIRSUBIE VI X OBIHE VI 2775 — A2 Ml > TErsm
BIFRETET DT, 55 97 S CRAESNA T AR T HHERE 52 5N 5,

The Commission is empowered to adopt delegated acts in accordance with Article 97 in order to amend Annexes VI
and V11 by updating them in light of techinical progress.
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The Commission isempowvered to adopt delegated acts in accordance with Article 97 in order to amend paragraphs 1
and 2 of this Article in order to subject high-risk Al systems referred to in points 2 to 8 of Annex Il to the conformity
assessment procedure referred to in Annex VI or parts thereof. The Commission shall adopt such delegated acts taking
into account the effectiveness of the conformity assessment procedure based on intemal control referred to in Annex VI
in preventing or minimising the risks to health and safety and protection of fundamental rights pased by such systerns, as
wellas the availability of adecuate capacities and resources among notified bodies.
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4% FIAE
Avticle 44 Certificates
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Certificates issued by notified bodlies in accordance with Annex V11 shall be drawn-up ina language which can be easily
understood by the relevant authorities in the IMember State inwhich the notified bodly is established.

2. IR, ZOREEDSSFE RSO RI TEY, ORI, B HZaEsns Al
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Certificates shall be valid for the period they indicate, which shall not exceed five years for Al systems covered by
Annex |, and four years for Al systems covered by Annex Il At the request of the provider, the validity of a certificate
may be extended for further periods, each not exceeding five years for Al systems covered by Annex |, and four years
for Al systems covered by Annex ll, based on a re-assessment in accordance with the applicable conformity
assessment procedures. Any supplement to a certificate shall remain valid, provided that the certificate which it
supplementsisvalid.

3. Al VATINE 2 BiDOH TED LI B A L et SR Sk ST A L&, £
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Where a notified body finds that an Al system no longer meets the requirements set out in Section 2, it shall, taking
account of the principle of proportionality; suspend or withdraw the certificate issued or impose restrictions on it, unless
compliance with those requirements is ensured by appropriate corrective action taken by the provider of the system
within an appropriate deadline set by the natified body: The notified body shall give reasons for its decision.

FATSNIIEEMERE B 2b 02 &0, FEEMRROTRE 63D MRS 3, MR
REL T2,

An appeal procedure against decisions of the notified bodies, including on conformity certificates issued, shall be
available.
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Avticle 45 Information obligations of notified bodlies
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Notified bodies shall inform the notifying authority of the following:

@
®

©
@

®

any Union technical documentation assessment certificates, any supplements to those certificates, and any quality
management system approvals issued inaccordance with the requirements of Annex VI

any refusal, restriction, suspension or withdrawal of a Union technical documentation assessment certificate or a
quality management system approval issued in accordance with the requirements of Amnex VII;

any circumstances affecting the scope of or conditions for notification;

any request for information which they have received from market surveillance athorities regarding conformity
asessmentactivities;

on request, conformity assessment activities performed within the scope of their notification and any other activity
performed, including cross-horder activities and suboontracting.
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Eachnotified bodly shall inform the other notified bodies of:

@
®)

quality management system approvals which it has refused, suspended or withdrawn, and, upon request, of
quality system approvalswhich it hes issued;

Union technical documentation assessment certificates or any supplements thereto which it has refused,
withdrawn, suspended or otherwise restricted, and, upon request, of the certificates and/or supplements thereto
which ithes issued.

FHEMRR T, FCZATD Al VAT L2t DO S MRS B T QDRI
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Each notified body shall provide the other notified bodies carrying out similar conformity assessment activities covering
the same types of Al systems with relevant information on issues relating to negative and, on request, positive
conformity assessment results.

RASHIARI S, 26 T8 SRITHEV , TSRS AT UG OB M2 L RS 2,

Notified bodies shall safeguard the confidentiality of the informetion thatt they obtain, in accordance with Article 78.

5 46 & BWEERHBTFHDRHI
Article 46 Derogation from conformity assessment procedure

1
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By way of derogation from Article 43 and upon aduly justified request, any market sunveillance authority may authorise
the placing on the market or the putting into service of specific high-risk Al systems within the territory of the Member
State concermed, for exceptional reasons of public security or the protection of life and health of persons, environmental
protection or the protection of key industrial and infrastructural assets. That authorisation shall be for a limited period
while the necessary conformity assessment procedures are being carried out, taking into account the exceptional reasons
justifying the derogation. The completion of thase procedures shall e undertaken without undue delay.
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Ina duly justified situation of urgency for exceptional reasons of public security or in the case of specific, sulbstantial and
imminent threat to the life or physical safety of natuiral persons, law-enforcement authorities or civil protection authorities
may put a specific high-risk Al system into service without the authorisation referred to in paragraph 1, provided that
such authorisation is requiested during or after the use without undue delay: If the authorisation referred to in paragraph 1
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is refused, the use of the high-risk Al system shall be stopped with immediate effect and all the results and outputs of
such use shall be immedliately discarded.
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The authorisation referred to in paragraph 1 shall be issued only if the market sunveillance authority concludes that the
high-risk Al system complies with the requirements of Section 2. The market suneillance authority shall inform the
Commission and the other Member States of any aLthorisation issued pursuant to paragraphs 1 and 2. This obligation
shall not cover sensitive operational data in relation to the activities of law-enforcement authorities.

55 1 I TAE> TREREID TSR R OISR BEL, 5 3TN IE a2 7= A
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Where, within 15 calendar days of receipt of the information referred to in paragraph 3, no ojection has been raised by
either a Member State or the Commission in respect of an authorisation issued by a market surveillance authority of a
Member State in accordance with paragraph 1, thet authorisation shall e deermed justified.
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Where, within 15 calendar days of receipt of the notification referred to in paragraph 3, objections are raised by a
Member State against an authorisation issued by a market sunveillance authority of another Member State, or where the
Commission considers the authorisation to be contrary to Union law; or the conclusion of the IMember States regarding
the compliance of the system as referred to in paragraph 3 to be unfounded, the Commission shall, without delay; enter
into consuliaionswith the relevant Member State. The operators concermed shall be consulted and have the possibility to
present their views. Having regard thereto, the Commission shall decide whether the authorisation is justified. The
Commission shall adalress its decision to the Member State concemed and to the relevant aperators.

BRMNERRDEDRFAIDSESSIRNE W 556, 0PN, BT ABRIEO TR
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Where the Commission considers the authorisation unjustified, it shall be withdrawn by the market sunveillance
authority of the Member State concemed.

BE | D7 g A OHIIEPEESNARE AT A WA EOE A OSBRI 5 A7
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For high-risk Al systemns related to products covered by Union harmonisation legislation listed in Section Aof Annex|,
only the derogations from the conformity assessment established in that Union harmonisation legislation shall apply.

$E EUBEEEEESE
Atick 47 EU declaration of conformity

1
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The provider shall draw up a writien machine readable, physical or electronically signed EU declaration of corformity
for each high+risk Al system, and keep it at the disposal of the national competent authorities for 10 years after the high-
risk Al system has been placed on the market or put into service. The EU declaration of conformity shall identify the
high-risk Al system for which it hes been drawn up. Acopy of the EU declaration of conformity shall be submitted to
the relevant national competent authorities upon request

EUSEAME S EL, BIRTAEIAY Al VAT LN 2 HiOHCEDSNT-EHSES LS
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The EU declaration of conformity shall state that the high-risk Al system concermed meets the requirements set out in
Section 2. The EU declaration of conformity shall contain the information set out in Annex V, and shall be translated into
a language that can be easily understood by the netional competent aLithorities of the IMember States in which the high-
risk Al systemis placed on the market or madke available.
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Where high-risk Al systems are subject to other Union harmonisation legislation which also requires an EU declaration
of conformity; a single EU declaration of conformity shall be drawn up in respect of all Union law applicable to the high-
risk Al system. The declaration shall contain all the information required to identify the Union hermonisation legislation
to which the declaration relates.

EU i AMEE S EA BT D2 8dC FREEEE, 56 2 B CEdb =B oS B
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By drawing up the EU declaration of conformity, the provider shall assume resporsibility for compliance with the
requirements setout in Section 2. The provider shall keep the EU declaration of conformity up-to-date as appropriate.
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The Commission is empowered to adopt delegated acts in accordance with Article 97 in order to amend Arnex V by
Updating the content of the EU declaration of conformity set out in that Annex, in order to introduce elements that
become necessary in light of technical progress.

BE48% CET—Y
Article 48 CE marking
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CE ~—21%, HHI(EC) No 7652008 (D% 30 Sl DDA AR5,
The CE marking shall be subbject to the general principles set out inArticle 30 of Regulation (EC) No 765/2008.
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For hightrisk Al systems provided digitally; a digital CE mearking shall be used, only if it can easily be accessed via the
interface from which that system is accessed or viaan easily accessible machine-readable code or other electronic means.

CE~—3, FEBMHY, HFEHBY, 130, THELZANINZ, BUAY Al AT NIASS,
ZDENAT Al AT DOMEDPZ N NDIR ATRER A IR ESI VL A, CE~—21, fifal
FATRA ST DD~ &S,

The CE marking shall be affixed visibly, legibly and indelibly for high-risk Al systerms. Where that is not possible or not
warranted on account of the nature of the highrisk Al system, it shall e affixed to the packaging or to the
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accompanying documentation, as appropriate.

FHANEH AR L&, CE~—213, 4 BEoT TEdb ARl L T4
BRI B AU T (o5, FOFREHRRORAE 1%, FOMREHE H12ko>T
&N, F2E, TORMBROFERD FIZB T, ZORHEE S LT DI OREROGH A CHR
FI T TEND, FOREAIE BT, FOEVAZ Al AT IS CE ~— DB 2T~ T VAT
LEIRA DI ZHFRRSIND,

Where applicable, the CE marking shall be followed by the identification number of the notified body responsible for
the conformity assessment procedures set out in Article 43, The identification number of the notified body shall be
affixed by the body itself or, under its instructions, by the provider or by the provider’s authorised representative. The
identification number shall also be indicated in any promotional material which mentions that the highrisk Al system
fulfils the requirerments for CE marking.

EUAY Al AT LI, CE ~—0%A A2 L g DB ORRMEAEI IR T 5EE Y, 0D CE
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Where high+isk Al systems are subject to other Union law which also provides for the affixing of the CE marking, the
CE marking shall indicate thet the high-risk Al system also fulfil the requirements of that other lavv,
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Avticke 49 Regjstration
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Before placing on the market or putting into service a high-risk Al system listed in Annex 1, with the exception of high-
risk Al systems referred to in point 2 of Annex 11, the provider or, where gpplicable, the authorised representative shall
register themselves and their system in the EU dataloase referred to inAvrticle 71
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Before placing on the market or puiting into service an Al system for which the provider has concluded that it is not

hightrisk according to Article 6(3), that provider or, where applicable, the authorised representative shall register
themselves and that system in the EU database referred to in Article 7.
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Before putting into service or using a high-risk Al system listed in Annex i, with the exception of highHrisk Al systems
listed in point 2 of Annex Il deployers that are public authorities, Union institutions, bodlies, offices or agencies or
persons acting on their behalf shall register themselves, select the system and register its use in the EU database referred
toinArticle 71
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For hignisk Al systems referred to in points 1, 6and 7 of Annex 1, in the areas of lavw enforcement, migration, asylum
and border control management, the regisiration referred to in paragraphs 1, 2 and 3 of this Article shall e in a secure
nonpublic section of the EU databese referred to in Article 71 and shall include only the following information, as
applicable, referred o in:

(@  SectionA, points 1 to 10, of Annex VIII, with the exception of points 6, 8and 9;

()  Section B, points 1 to’5, and points8and 9 of Annex VIII;

(© SectionC, points1to3,of Annex VIII;

(@) points1,2,3and5,of AnnexIX.

RRMNZEE M OV 745555 8 I EINBERAOD 03, ATHODE 1RO CF RS- BU T
RN ADENENDRIRENI 2 7L ar ~DT e 2 b,

Only the Commission and national authorities referred to in Article 74(8) shall have access to the respective restricted
sections of the EU database listed in the first subyparagraph of this paragraph.

RIE W O 2 Bl EUAY Al AT N, ENL~IL TRERSIA,

High-isk Al systems referred to in point 2 of Annex 1 shall be registered at national level.
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BIVE —ED Al VAT LORIERUSREEOER ST
CHAPTER IV Transparency Obligations for Providers and Deployers of Certain Al Systems

FEOE —ED Al VAT LORHERUREEOEAEER
Avticle 50 Transparency obligations for providersand deployers of certain Al systems

1

FEE L, IR OO 2B R AN T, AEROICIF SR IASZ T, BIER1H300)
OVEBIRNE SRS S R CZOZENIH AT RY, RSO TR0 EVE
EXT5 Al ZT 208, Al 2T LDEDRTTED HIRADBRDEN LTSI EDBHE T D HIR AT
RUCIERSR SN AL 72 1L TG R OB SINA Z L oA 3D, ZOFIFIL, THUHDT A
T I T A R T DT DI ARSI CEDIDN TSI QOBLOD TRV R, 55 =FH ke
FIROE OO 22 SR AR C, SO TR0, Bk, AL OSRBOTDITE
B Lo GROBIZ Al AT AU G AL TUI7eb7aly,

Providers shall ensure that Al systems intended to interact directly with natuiral persons are designed and developed in
such a way that the netural persons concemed are informed that they are interacting with an Al systemn, unless this is
obvious from the point of view of a netural person who is reasonably well-informed, obsenvant and circumspect, taking
into account the circumstances and the context of use. This obligation shall not apply to Al systems authorised by law to
detect, prevent, investigate or prosecute criminal offences, subject t appropriate safeguards for the rights and freedoms
of third perties, unless those systems are available for the public to reporta criminal offence.

—WEHAID Al S AT DG, BRSHTE2, [Bif, Wg 3D T N AR T D Al
AT DOFMEE, Z0 Al AT 2O, BEEHRTRE 2 74—~ N2, 2>D, N THIZ
AR FT AT ESIV QNSO E L TR ATRE ChHDIN T~ — I SNDT L a3 5, TR,
KR 10 AT DT U NDRREEHIRR, SEEOE, KON, #7250 EOREED SRS IS
I RN GRS QOB BT A Z I AI- BT, TORMEE ORI Lo 2— g
23, BN ZAUHY FTREZRFEFHPNICIV YT, SEMERHY, FHASERIMEDHY, BREETHY, 7>,
(EHEMED DT LA D, ZOFHNT, F0D Al S AT L0, KEHER Y ST SO OB 2k
EAZI T Al AT A, F4 3, ZOREED RSO T —40 LIFEOT —4D~
ST AT R RELELLIRN Al VAT b, FaZ, RIS GROGLIAEXT, LI TADRREN,
Bk, AL LITFRBOTZHD Al AT LOEPHIN T, BHL TIZRH70,

Providers of Al systermns, including general-purpose Al systems, generating synthetic audio, image, video or text content,
shall ensure that the outputs of the Al system are marked in a machine-readable format and detectable as artificially
generated or manipulated. Providers shall ensure their technical solutions are effective, interoperable, robust and reliable
as far as this is technically feasible, taking into account the specificities and limitations of various types of content, the
costs of implementation and the generally acknowledged state of the art, as may be reflected in relevant technical
standards. This obligation shall not apply to the extent the Al systems perform an assistive function for standard editing or
do not substantially alter the inputt data provided by the deployer or the semantics thereof, or where authorised by law to
detect, prevent, investigate or prosecute criminal offences.
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fa Sk AT D FE A AR A~DIE T AT LOREE L, CAUESIL QD E IR
NITKIL, AT LOIERINZOUNTIESHIEL, 7>, HIHIEV) 2016/679 K UHIHIEU) 20181725
A NTHEBHEU) 20066680 (27 %~ <Gt T ANT —# AW 2, 2O, =2 DOHRIK
O H FDTb DR BHERITARL, 720, FIMEAECHE> I T4, BhlEE%
DT DI B o GROHIU T DA REFIERA~DIR 3 R OVEIE RT3
D AL AT IR, AL T2,

Deployers of an emotion recognition System or a biometric categorisation system shall inform the natural persons
exposed thereto of the operation of the system, and shall process the personal daia in acoordance with Regulations (EU)
2016679 and (EU) 2018/1725 and Directive (EU) 2016/680, as applicable. This abligation shall not apply to Al
systems used for biometric categorisation and emotion recognition, which are permitied by law to detect, prevent or
investigate criminal offences, subject to appropriate safeguards for the rights and freedoms of third parties, and in
accordance with Union law.

TA—T T AR DRI, FEF TGO TN AR E M ETD Al VAT LD
REETY, ZO T NS N TN H B ESNT b D T A A BT 5, 2D,
INFRA TN, BhLE, A -1 3RB0 b DZ ORI HINERIZ > GROSILTUOAEEIC
BT, WAL TIRDI, 2O T8, BAGONZ, 206, A&, BRI, 717 ar
FXT e —O R EATT 00T MO AR L QOB AT, AHO P TEDSI
FEIIEDFEHNY, CONESDE R E B AT DI L0720 EE R HERR T, DI Rk
TR ESNT -2 T N A B R T DT HIZBRESID,

Deployers of an Al system that generates or manipulates image, audio or video content constituiting a deep fake, shall
disclose that the content has been artificially generated or manipulated. This obligation shall not apply where the use is
authorised by law to detect, prevent, investigate or prosecute criminal offence. Where the content forms part of an
evidently artistic, creative, satirical, fictional or analogous work or programime, the transparency obligations set out in this
paragraph are limited to disclosure of the existence of such generated or manipulated content in an appropriate manner
that does not hamper the display or enjoyment of the work.

INFEDOFRIREN DD FA AR TR U TE I T2 8% HINE L TCARSNA SRR E -
(I ETD Al AT LORBREAE, O NT RN AR S AT SN =2 LA B35, 20
FEHNT, JOTAT AR, Bk, AR A IFRBOT- O FEAU L > ORISR LI QNS
B, FaL, 20 Al A= TN, NI D RIEL 2 SRS B 7 ot 2% 556 LTt
DTHY, 72, TDOAL T NDAFIZBUTHR AT AREADRE R TABOLALX,
AL TS,

Deployers of an Al system that generates or manipulates text which is published with the purpose of informing the
public on matters of public interest shall disclose that the text has been artificially generated or manipulated. This
obligation shall notapply where the use is authorised by law to detect, prevent, investigate or prosecute criminal offences
or where the Al-generated content has undergone a process of human review or editorial control and where a natuiral or
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legal person holas edlitorial responsibility for the publication of the content

5 LVIROUE 4 ORI, B, ZORYIDLCDEDFITEROREIZIY VT, i
A HBATREAHEREC, BIRT 2 AR TSNS, ZOEHIRINS, T AiEeT 7 &
SEVTADEIEAT = DL D,

The information referred to in paragraphs 1 to 4 shall be provided to the natural persons concemed in a clear and
distinguishable manner at the latest at the time of the first interaction or exposure. The information shall conform to the
applicable accessibility requirements.

5 LIERWUES 4THIY, OB | FEDLELE N OS2 % 5.2 A3reb T, 7o,
Al 32T LR EE B2 M A VEE - IENEO T CED DIV MOB 52 1
TIRB2,

Paragraphs 1 to 4 shall not affect the requirerments and obligations set out in Chapter 11, and shall be without prejudice t
other trangparency obligations laid down in Union or national law for deployers of Al systems.

Al SR, A THNCAERS E R ES -2 T MO R O LB A3 0 %)
Y2 FEEAAE T DT ORRINEL AL~V O FERSHERIDE A HEE I OMIEES 5, BN ERE S
13, 55 56 545 6 THOF TEDSIT-THI NG, FIODERERE AR AT- DD T %
BARCED, ZOMERIDNEYI T2 A&, BONEERIE, 5 98 556 2 THIOR5E
HFRUHE, TNSDIEHEDFZED O OISR A EO D R TAAER T& 5,

The Al Office shall encourage and facilitate the drawing up of codes of practice at Union level to facilitate the effective
implementation of the obligations regarding the detection and lakelling of artificially generated or manipulated content.
The Commission may adopt implementing acts to approve thase codes of practice in accordance with the procedure
laid down in Article 56 (6). If it deems the code is not adequiate, the Commission may adopt an implementing act
specifying common rules for the implementation of those obligations in accordance with the examination procedure
laid doan in Article 98(2).
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CHAPTERY Gereral-Purpose Al Models

E1E H¥EEE
SECTION 1 Classificationrules

BEIE SRTIVIARTEEO— BB AIETIILELTO—IRE M Al ETILDSE
Avticle 51 Classification of generaHpurpose Al models as generalpurpose Al models with systemic risk

1

ZO— BRI Al ETVRLL FOSEOWTINTE ST HEXE, —XER Al 7 /UT, A

T IVAIE D> B AlE T LELU TSI :

@ ZTO—fRER Al TTAN, FRER O F~—0% a0, Wi — VR O
LU GRSy SR 1085 F38RE ) 1560,

() BEHEZID T IR SV SDRE S M L DM R B S OVEEFRELL T, £
OB ALETIAD, B Xl OHFCEDHIAFEHELOBIAIZIS VT@DH TEDS
AR T R 1 3B b0,

A gererakpurpose Al model shall be classified as a general-purpose Al model with systemic risk if it meets any of the

following conditions:
@  ithashigh impact capabilities evaluated on the besis of appropriate technical tools and methodologies, including
indicatorsand benchmarks;

(b)  based ona decision of the Commission, ex dfficio or following a qualified alert from the scientific panel, it has
capahilities or an impact equivalent to those setout in point (8) having regard to the criteria setout in Annex X1,

TR NSRRI THESN-— R B Al £57 L ORI Ol SRR OREH
8 10 O 25 FIDHLREREXT, TO—MRER Al ET/UL, 5 1 HE@QICESE WS OH
FERE 2 SEHEESIA,

Ageneralourpose Al model shall be presumed to have high impact capabilities pursuant to paragraph 1, point (g), when
the cumullative amount of computation used for its training measured in floting point operations is greater than 107,

BRINEE RS, TIDETREET, THOOBHEI SR OB SRS E L1250, T/VAYRLD
BB IN—RT =T ORIFRIEDEEINO L7 D EIROFERITIROL, AZRDE 1 LY
55 2 D CHIF U BRIEASOE T 27NN A T~ —7 R OSEEAAiE T 5725, 5 97 5&
(RS TEHESNATRETIRT S,

The Commission shall adopt delegated acts in accordance with Article 97 to amend the thresholds listed in paragraphs 1
and 2 of this Article, as well as to supplement benchmarks and indicators in light of evolving technological
developments, such as algarithmic improvements or increased hardware efficiency, when necessary, for these
thresholds toreflect the state of the art.
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Fo2E FH
Avrticle 52 Procedure

1 —HA AT NS 51550 LTH@QIO N T SRR TE AT DE X, w2 L, RoNER
DAL, B2, 230, WA Z RO CO S B H O A LT H 20— BRI Al
ETIVHNET DU DT A SRR DD ZZE D) S 2 EILINI, idand 5, Z i
F, 2SS LT 2 R Tl OB L e A e b D, DO— i B AIET /L3
HEISIUCY VR T AT VA 2R QDR B Al AT WIERINEE S5
IZEAT- LT, FINERERNL, AT IR E DT NVEL TEO—XHR) Al AT LA
TETHLEPTETED,

Where a generaHpurpose Al model meets the condition referred to in Article 51(1), point (), the relevant provider shall
notify the Commission withoutt delay and in any event within two weeks after that requirement is met or it becomes
known that it will be met. That notification shall include the information necessary to demonstrate that the relevant
requirement has been met. If the Commission becomes aware of a generalpurpose Al model presenting systemic risks
ofwhich it has notbeen natified, it may decide to designate itasa model with systemic risk.

2. B SLEEH L@ T STE ST 5 B AlET VOSRIEETE, ZORMFOBEN D,
ZO—XE) Al BT VONMSEEEH S AT HEL T, BIMAIIZ, EO—X B Al E7 LOf#E
BIDORFHEDDZ T, ZO—HEAK) Al T NN AT IR ERUTESL T, Zhudz, VAT
VIVATEL D> B Al BT VEU TESIU T IR/ W EA R 3720 D-+45 7R L
DL EREE R TED,

The provider of a generalpurpose Al model that meets the condition referred to in Article 51(1), point (), may present,
with its notification, sufficienty substantiated arguments to demonstrate thet, exceptionally; although it meets that
requirement, the general-purpose Al model does not present, due 1o its specific characteristics, systemic risks and
therefore should not be classified asa general-purpose Al model with systemic risk.

3 5B 2 BZJVIRHSI = RIED RIS B0 T, 20— B Al £ /LOfE5D
FREDDZIT, ZO—HEBHY Al TT VR AT IV IIAY % UL VRN S kg7 st i a v
FIENTEI ST RN E B S HIBIL-EES, YiZdREHITL, £UC, 20—k B/ Al
ETIUL, VATIVIIAZES O H ) AET L ThHOE IS,

Where the Commission concludes that the arguments submitted pursuant to paragraph 2 are not sufficiently
substantiated and the relevant provider was not able to demonstrate that the general-purpose Al madel does not present,
due to iis specific characteristics, systemic risks, it shall reject those arguments, and the general-purpose Al model shall be
corsidered to be a generaHpurpose Al model with systemic risk.

4. FERMZEERIZL, B XN O CEDONAIENEZ SR UT, R ZIVE35E 05445 1ITHE)IC
FARF SRSV Z L), S AT I VA AR U QAR Al B7 L5+

114



Fe RO & 45 (202449 A)

TETED,

The Commission may designate a generakpurpose Al model as presenting systemic risks, ex officio or following a
qualified alert from the scientific panel pursuant toArticke 90(1), point (a), on the basis of criteria setout in Annex XII 1.

MINZEEZT, BIE XN OHFCEDSIAEAEDI H 260 M OBl DI DT
FoCRIBMRATET A7, &5 97 STt TSN T A5 BN A RA 52 BHivA,

The Commission is empowered to adopt delegated acts in accordance with Avrticle 97 in order toamend Annex Xl by
specifying and updating the criteria set out in that Annex.

YRR ORI AL ETVNE 4TIV AT /A E S > B Al E7 /14T
FRESITAREE OB AU RDIZED, BINEREST, ZORDEZFIZAN, ZLT, 5
HE XN OFTEDSNDINEL FFELLC, 2O HA Al T VD AT I A Z: T
HEDHIMZAERFATONEDN e FIE T ZEERTE CED, EDII7ROIL, FHEITHY, ZHH
THY, 130, FREDPEDRI AT T 7B R &5, T-IEE1Y, ZOREDRED LY
67> AR ZBE LA RIS, ZORIBELOR%, BINEE R ATIv/IA L >— AR Al
T NELUCOFREEMRF T DI EAETHEET, FRIEEL, MR ED BELEL6/H %I
BELARDIFH,

Upon a reasoned request of a provider whase model has been designated as a general-purpose Al model with systemic
risk pursuant to paragraph 4, the Commission shall teke the request into account and may decide to reassesswhether the
general-purpose Al model can still e considered to present systemic risks on the basis of the criteria set out in Annex
XIII. Such a request shall contain objective, detailed and new reasons that have arisen since the designation decision.
Providers may request reassessment at the earliest six months affer the designation decision. Where the Commission,
following its reassessment, decides to maintain the designation as a gereral-purpose Al model with systemic risk,
providers may request reassessment at the earliest six months after that decision.

MRINZEE ST, WRN3E AR R OVEIPNEEI G N, ENRNRATERE K OMEZE R I R 7 -1 0 2 hes
ZRH N ORI T A2 70K, S AT IR 2> B Al &7 /LOUARN)S
INFENDZEZMERL, >, FOUANMEOBD THDHZEAARD,

The Commission shall ensure that a list of generaHpurpose Al models with systermic risk is published and shall keep thet

list up o date, without prejudice to the need to cbserve and protect intellectuial property rights and confidential business
information or frade secrets in accordance with Union and national law,
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281 —REN AIETILOIRBEDSH
SECTION 2 Obligations for providers of gereral-purpose Al mockls

%535 —BEMN A ETILORBEEOSH
Avticle 53 Obligations for providers of generalpurpose Al models

1
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Providers of generaHpurpose Al models shll:

@

®)

©

@

draw up and keep up-to-date the technical documentation of the model, including its training and testing process

and the results of its evaluation, which shall contain, at a minimum, the information set out in Annex X for the

purpose of providing it, upon request, to the Al Office and the national competent authorities;

draw up, keep up-to-date and make available information and documentation to providers of Al systems who

intend to integrate the general-purpose Al model into their Al systems. Without prejudice to the need to doserve

and protect intellectual property rights and confidential business information or trade secrets in accordance with

Union and national law the information and documentation shall:

()  enable providers of Al sysems 1o have a good undersianding of the capabilities and limitations of the
generalpurpose Al model and to comply with their obligations pursuant to this Regulation; and

(i)  contain,ataminimum, the elements set out inAnnex XII;

put in place a policy to comply with Union law on copyright and related rights, and in particular to identify and

comply with, including through state-of-the-art technologlies, a reservation of rights expressed pursuant to Article

4(3) of Directive (EU) 2019/790;

draw up and make publicly available a sufficienty detailed summary about the content used for training of the
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general-purpose Al model, according to a template provided by the Al Office.

% 1HDE M OO TEDON-FH S, TR CA—7 ) —2DHHFFED N2 TI)—
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A Zt > B AT /UL CRAL T37s7a0,

The obligations set out in paragraph 1, points (2) and (), shall not apply to providers of Al mockls that are released under
a free and open-source licence that allows for the access, usage, madification, and distribution of the model, and whose
parameters, including the weights, the information on the model architecture, and the informeation on model usage, are
made publicly available. This exception shall notapply to generalHpurpose Al models with systemic risks.

—fAR Al BT VO, BELTSUT, BINEESERIL, 70, ZOBHNCES M54
BEBADRES ) LHEMROATHE U YT, TSRS HEIPNIEREL 11972,

Providers of general-purpose Al models shall cooperate as necessary with the Commission and the national competent
authorities in the exercise of their competences and powers purstiant to this Regulation.

—fR B Al BT VOREES, B O LS BARRED RS AETORM, ARDH 1 HHD
HICIEDHAFIE O A3 7280, 55 56 RO EMITIIT DG HERIN LI TED, BRI D%
EAESTBAAREDETI, SR TL, URAEAHENED MR85 TR L QORI
BT, ETOREE 25972, AGRSHZSEEERINIKS 20, a3, NS LS
IHEEE TR iR B Al B 7 VO1RHEET, IRINZB SIS DFHIoT-0I, AT
ElASE SR N

Providers of generalHpurpose Al models may rely on codes of practioe within the meaning of Article 56 t demonstrate
compliance with the obligations set out in paragraph 1 of this Article, until a harmonised standard is published.
Compliance with European harmonised standards grants provicers the presumgption of conformity to the extent thet
those standards cover those obligations. Providers of general-purpose Al madkls who do not adhere to an gpproved
code of practice or do not comply with a European harmonised standard shall demonstrate altermative adequate means
of compliance for assessment by the Commission.

IR XI DT, LD, [FRFROS; 2 SO TEB A D HRIDIDIZ, FINEER
203, FgATRED ~ DRl rTREZR G LA TE DI DT O DIE K O HRID FEE B D BT
0, %5 97 R TEAESNAT AT T DMEIRE 52 615,

For the purpose of facilitating compliance with Annex X, in particular points 2 (d) and (€) therecf, the Commission is
empowered 1 adopt delegated acts in accordance with Article 97 to detail measurement and calculation methodologies
with a view o allowing for comparable and verifiable documentation.
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The Commission isempowvered to adapt delegated acts in accordance with Articke 97(2) to amend Annexes Xl and XII
in light of evolving technological developments.

RN ED, ARSI AFUIAERFTAISCEL, 5B 78 SO CEDLIV AR
WIS TR IS,

Any information or documentation obtained pursuant to this Article, including trade secrets, shall be treated in
acoordance with the confidentiality obligations setout in Article 78,

F5ig —REMN A ETIVORBEDHEROHLRES
Article 54 Authorised representatives of providers of general-purpose Al models
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Prior to placing a generalHpurpose Al model on the Union market, providers established in third countries shall, by
writien mandate, gppointan authorised representative which isestablished inthe Union.

P, FOHRHEE OMESROBHRIRE DS, FOHRHEE D S Z LT RO TR RS-
522 TCEAINTT 2,

The provider shall enable its authorised representative to perform the tasks specified in the mandate received from the
provicy.
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DB ENDEZ G, —fiXERY Al 7 /LEDBIRIZIT Al # R M ONSESHERRDS
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W35,

The authorised representative shall perform the tasks specified in the mandate received from the provider. It shall provide

acopy of the mandate to the Al Office upon request, in one of the official languages of the institutions of the Union. For

the purposes of this Regulation, the mandate shall empower the authorised representative o carry out the following
tasks:

(@  verifythat the technical documentiation specified in Annex X1 has been drawn up and all obligations referred to in
Avrticle 53 and, where applicable, Article 55 have been fulfilled by the provider,

() keepa copy of the technical documentation specified in Annex X at the disposal of the Al Office and national
competent authorities, for a period of 10 years after the general-purpose Al model has been placed on the market,
and the contact details of the provider that appointed the authorised representative;

(© provide the Al Office, upon a reasoned request, with all the information and documentation, including that
referred to in point (b), necessary to demonstrate compliance with the obligations in this Chapter;

(d  cooperate with the Al Office and competent authorities, upon a reasoned request, in any action they take in
relation to the generaHpurpose Al modkl, including when the model is integrated into Al systems placed on the
marketor putinto service inthe Union.

T, ZORBIDOREFaAE DI ELBIET D2 TORBEICEL, ZORMEIINA F a3z
@Tﬁﬁ‘ﬁ@ﬁb‘ﬂ , MERDGLMAIEI T, Al #6572 I HEIRD DB AARTF I £ LT
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The mandate shall empower the authorised represeniative to be addressed, in addition to o insteed of the provider, by
the Al Office or the competent authorities, on all issues related to ensuring compliance with this Regulation.

MERROBLIRIRENE, ZOMAN TR DRAEE DFRHE L TEDIREE DT TEIL QDEZ DR
DHLRELEDHITL, F2Z, HWrd DRMAEL SLEE, TOTALEE TSED, Fe, TDID
12556, TOMERDBHAREEAE, Al #RITHL, TOZAEOR T RO DOHHICEIL TEDIZ
G,

The authorised represeniative shall terminate the mandate if it considers or has reason to consider the provider to be
acting contrary to its obligations pursuant o this Regulation. In such acase, it shall also immediately inform the Al Office
about the termination of the mandate and the reasons therefor.

ALLDOFTEDOINIZFIH L, T ATIVIIAIZ TR BE Al BT VOEAERE, EEFC
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The obligation set out in this Avrticle shall not apply to providers of generaHpurpose Al mockels that are released under a
free and openrsource licence that allows for the access, usage, modification, and distribution of the model, and whose
parameters, including the weights, the information on the model architecture, and the informeation on model usage, are
mack publicly available, unless the general-purpose Al models present systemic risks.

838 SRTIYIIREE OB Al ETIVOREEDERR
SECTION 3 Obligations of providers of general-purpose Al models with systemic risk

B5HE VATIVRELD—REM Al ET ILORBEDSRH
Avticle 55 Obligations of providers of generakpurpose Al models with systemic risk
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In addition to the obligations listed in Articles 53 and 54, providers of general-purpose Al modkels with systemic risk

shall:

@

®)
©

@

perform model evaluation in accordance with standardised protocols and tools reflecting the state of the art,
including conducting and documenting adversarial testing of the model with a view to identifying and mitigating
systemic risks;

asess and mitigate possible systemic risks at Union level, including their sources, that may stem from the
development, the placing on the market, or the use of general-purpose Al modeks with systemic risk;

keep track of, document, and report, without undue delay, to the Al Office and, as appropriate, to national
competent authorities, relevant information about serious incidents and possible corrective measures to address
them;

ensure an adequate level of cybersecurity protection for the general-purpose Al model with systemic risk and the
physical infrastructure of the modkl.
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Providers of generalpurpose Al models with systemic risk may rely on codes of practice within the meaning of Article
56 to demonstrate compliance with the obligations set out in paragraph 1 of this Article, until a harmonised siandard is
published. Compliance with European harmonised standards grants providers the presumption of conformity to the
extent that those standards cover those obligations. Providers of general-purpose Al models with systemic risks who do
not adhere to an approved cocke of practice or do not comply with a European harmonised standard shall demonstrate
altemative adequate means of compliance for assessment by the Commission.
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Any information or documentation obtained pursuant to this Article, including trade secrets, shall be treated in
acoordance with the confidentiality obligations set outin Article 78,

48 RIHER
SECTION 4 Codes of practice
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Avrticle 56 Codes of practice
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The Al Office shall encourage and fecilitate the drawing up of codes of practice at Union level in order to contribute to
the proper application of this Regulation, taking into account intermational approaches.
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The Al Office and the Board shall aim to ensure that the codes of practice cover at least the obligations provided for in

Articles 53and 55, including the following issues:

@ themeanstoensure that the information referred to in Article 53(1), points @) and (), is kept up to date in light of
marketand technological developments;

(b) theadequate level of detail for the summary about the content used for training;

(¢ the identification of the type and nature of the systemic risks at Union level, including their sources, where
appropriate;

(d) the measures, procedures and modalities for the assessment and management of the systemic risks at Union level,
including the documentation thereof, which shall be proportionate to the risks, take info consideration their
severity and probability and take into account the specific challenges of tackling those risks in light of the possible
ways inwhich such risks may emerge and materialise along the Al value chain.
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The Al Office may invite all providers of general-purpose Al models, aswell as relevant national competent authorities,
to participate in the drawing-up of codes of practice. Civil society organisations, industry; academia and other relevant
stakeholders, such as downstream providers and independent experts, may support the process.
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The Al Office and the Board shall aim to ensure that the codes of practice clearly set out their specific objectives and
contain commitments or measures, including key performance indicators as appropriate, to ensure the achievement of
those objectives, and that they take due account of the needs and interests of all interested parties, including affected
persons, at Union level.
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The Al Office shall aim to ensure that participants to the codes of practice report regularly to the Al Office on the
implementation of the commitrments and the measures taken and their outcomes, including as measured against the key
performance indicators as appropriate. Key performance indicators and reporting commitrments shall reflect differences
in size and capecity between various participants.
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The Al Office and the Board shall regularty monitor and evaluate the achievement of the dbjectives of the codes of
practice by the participants and their contribution to the proper application of this Regulation. The Al Office and the
Board shall assess whether the codes of practice cover the abligations provided for in Articles 53 and 55, and shall
regularly monitor and evaluate the achievement of their objectives. They shall publish their assessment of the adequacy
of the codes of practice.
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The Commission may; by way of an implementing act, approve a code of practice and give it a general validity within
the Union. That implementing act shall be adopted in accordance with the examination procedure referred to in Article
98(2).
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The Al Office may invite all providers of generaHpurpose Al models to adhere to the codes of practice. For providers of
generalpurpose Al models not presenting systemic risks this acherence may be limited to the obligations provided for in
Article 53, unless they declare explicitly their interest to join the full coce.
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The Al Office shall, as appropriate, also encourage and facilitate the review and adaptation of the codes of practice, in
particular in light of emerging standards. The Al Office shall assist in the assessment of available standards.
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Codes of practice shall be ready at the latest by 2 May 2025. The Al Office shall take the necessary steps, including
inviting providers purstant to paragraph 7.
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If, by 2 August 2025, a code of practice cannot be finalised, or if the Al Office deems it is not adequiate following its
assessment under paragraph 6 of this Article, the Commission may provide, by means of implementing acts, common
rules for the implementation of the obligations provided for in Articles 53 and 55, including the issues st out in
paragraph 2 of this Article. Thase implementing acts shall be adopted in accordance with the examination procedure
referred to inArticle 98(2).
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CHAPTER VI Measures in Support of Innovation

57 & AlEFIYURRYIR
Avticle 57 Al regulatory sandboxes
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Member States shall ensure thet their competent authorities establish at least one Al regulatory sancbox at national level,
which shall be operational by 2 August 2026. That sandbox may also be established jointly with the competent
authorities of other Member States. The Commission may provide technical support, advice and tools for the
establishmentand operation of Al regulatory sandboxes.
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The obligation under the first sulbparagraph may also be fulfilled by perticipating in an existing sandbox in so far as that
participation provides an equivalent level of netional coverage for the participating Mermber States.
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Additional Al regulatory sanchoxes at regional or local level, or established jointly with the competent authorities of
other Member States may also be established.
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The European Data Protection Supervisor may also establish an Al regulatory sandbox for Union institutions, bodies,
offices and agencies, and may exercise the roles and the tasks of national competent authorities in accordance with this
Chapter
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Member States shall ensure that the competent authorities referred to in paragraphs 1 and 2 allocate sufficient resources
to comply with this Article effectively and in a timely manner. Where appropriate, national competent authorities shall
cooperate with other relevant authorities, and may allow for the involverment of other actors within the Al ecosystem.
This Articke shall not affect other regulatory sandbaxes established under Union or national law: Member States shall
ensure an appropriate level of cooperation between the authorities supervising those other sandboxes and the national

competentaLthorities.
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Al regulatory sandboxes established under paragraph 1 shall provide for a controlled environment that fosters
innovation and fecilitates the development, training, testing and validation of innovative Al systems for a limited time
before their being placed on the market or put into service pursuant to a specific sandoox plan agreed between the
providers or prospective providers and the competent authority. Such sandboxes may include testing in real world
conditions supervised therein.
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Competentauthorities shall provide, as appropriate, guidance, supervision and support within the Al regulatory sandoox
with a view to identifying risks, in particular to fundamental rights, health and safety; testing, mitigation measures, and
their effectiveness in relation to the obligations and requirerments of this Regulation and, where relevant, other Unionand
national lavv supervised within the sandoox.
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Competentauthorities shall provide providers and prospective providers participating in the Al regulatory sandbox with
guidance on regulatory expectations and howv to fulfil the requirementsand obligations set out in this Regulation.
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Upon request of the provider or prospective provider of the Al system, the competent auithority shall provide a writien
proof of the activities successfully carried out in the sandbox. The competent authority shall also provide an exit report
detailing the activities carried out in the sandbox and the related results and leaming outcomes. Providers may use such
documentation to demonstrate their compliance with this Regulation through the conformity assessment process or
relevant market sunweillance activities. In this regard, the exit reports and the written proof provided by the national
competent authority shall be taken positively into acoount by market sunveillance authorities and notified bodies, with a
view to accelerating conformity assessment procedures to a reasonable extent.
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Subject to the confidentiality provisions in Article 78, and with the agreement of the provider or prospective provider, the
Commission and the Board shall be authorised to access the exit reports and shall take them info account, as appropriate,
when exercising their tasks under this Regulation. If both the provider or progpective provider and the netional
competent authority explicitly agree, the exit report may be made publicly availeble through the single information
platform referred to in thisArticle.
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The establishment of Al regulatory sandboxes shall aim to contribute to the following objectives:
(@  improving legal certainty to achieve regulatory compliance with this Regulation or, where relevant, other
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applicable Union and national lawy;

(b)  supporting the sharing of best practices through cooperation with the authorities involved in the Al regulatory
sandbox;

(© fostering innovation and competitiveness and facilitating the development of an Al ecosyste;

(&)  contributing to evidence-based requlatory leaming;

(@) facilitating and accelerating access to the Union market for Al systems, in particular when provided by SMEs,
includling start-ups.
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National competent authorities shall ensure thet, to the extent the innovetive Al systems involve the processing of
personal data or otherwise fall under the supenvisory remit of other national authorities or competent authorities
providing or supporting access to data, the national data protection authorities and those other national or competent
authorities are associated with the operation of the Al regulatory sandbox and involved in the supervision of those
aspecisto the extent of their respective tasks and powers.
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The Al regulatory sandboxes shall not affect the supervisory or corrective powers of the competent authorities
supervising the sandboxes, including at regional or local level. Any significant risks to health and safety and fundamental
rights identified during the development and testing of such Al systems shall result in an adequate mitigation. National
competent authorities shall have the power to temporarily or permanently suspend the testing process, or the
participation in the sandbox if no effective mitigation is possible, and shall inform the Al Office of such decision.
National competent authorities shall exercise their supervisory powers within the limits of the relevant law using their
discretionary powers when implementing legal provisions in respect of a specific Al regulatory sandbox project, with
the objective of supporting innovation in Al inthe Union.
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Providers and prospective providers participating in the Al regulatory sandbox shall remain liable under applicable
Union and national liability law for any damage inflicted on third parties as a resutt of the experimentation taking place in
the sandbox. However, provided that the prospective providers obsenve the specific plan and the terms and conditions
for their participation and follow in good faith the guidance given by the national competent authority, no administrative
fines shall be imposed by the authorities for infringerments of this Regulation. Where other competent authorities
responsible for other Union and netional law were actively involved in the supervision of the Al system in the sandbox
and provided guidance for compliance, no administrative fines shall be imposed regarding that law:
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The Al regulatory sandboxes shall be designed and implermented in such away thet, where relevant, they fecilitate cross-
border cooperation between national competent authorities.
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National competentauthorities shall coordinete their activities and cooperate within the framework of the Board.
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National competent authorities shall inform the Al Office and the Board of the establishment of a sandoox, and may ask
them for supportand guidance. The Al Office shall make publicly available a list of planned and existing sandhoxesand
keep it up to date in order toencourage more interaction in the Al regulatory sandboxes and cross-border cooperation.
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National competent authorities shall submit annual reports to the Al Office and to the Board, from one year after the
establishment of the Al regulatory sandbox and every year thereafter until its termination, and a final report Those
reports shall provide information on the progress and results of the implementation of thase sandboxes, including best
practioes, incidents, lessons leamt and recommendations on their setup and, where relevant, on the application and
possible revision of this Regulation, including its delegated and implementing acts, and on the application of other Union
law supervised by the competent authorities within the sandbox. The national competent authorities shall make those
annual reports or abstracts thereof available to the public, online. The Commission shall, where appropriate, take the
annual reports into accountwhen exercising its tasks under this Regulation.

RRMNZEERIT, 55 62 5550 LHOITHE, FIEERIREDY ALEHI Ry 7 ALO CRNEN TX
HINTT DI, KO, BREHETROB B k-2 A 2 ESED720, WNT, Al Hiffz
FHIAA TS ESZIL, Th—E R, BV RAET VO S BB D72 Rk
D5T=8D, Al JEF AR AL BS54 COmMET 2 5 HE Grsd QODE— D DB A 27
A RE BRI D, BONEE L, TS/l X3, BRESHERRO S DIE PEERE Lo [ CREMRT)
TR,

The Commission shall develop a single and dedicated interface containing all relevant informeation relaied o Al
regulatory sandooxes 1o allow stakeholders to interact with Al regulatory sandooxes and t raise enquiries with
competent aithorities, and t seek non-binding guidance on the conformity of innovative products, services, business
mockls embedding Al technologies, in accordance with Article 62(1), point (c). The Commission shall proactively
coordinate with national competent aLthorities, where relevant.
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Avticle 58 Detailed arrangements for, and functioning of, Al regulatory sandboxes
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In order to avoid fragmentation across the Union, the Commission shall adopt implementing acts specifying the detailed
amangements for the establishment, development, implermentation, operation and supervision of the Al regulatory
sandboxes. The implementing acts shall include common principles on the following issues:
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eligibility and selection criteria for participation in the Al regulatory sandbox;

procedures for the application, participation, monitoring, exiting from and termination of the Al regulatory
sandbox, including the sandbox planand the exit report;

the terms and conditions applicable to the participants.
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Those implementing acts shall be adapted inaccordance with the examination procedure referred to inArticle 98(2).
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The implementing acts referred to in paragraph 1 shall ensure:
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that Al regulatory sandboxes are open to any applying provider or prospective provider of an Al system who
fulfils eligibility and selection criteria, which shall be transparent and fair, and that national competent authorities
informapplicants of their decision within three months of the application;

that Al regulatory sandboxes allow broad and equal access and keep up with dermand for participation; providers
and prospective providers may also submit applications in partrerships with deployers and other relevant third
perties;

that the detailed arrangerments for, and conditions conceming Al reguilatory sandboxes support, to the bestextent
possible, flexibility for national competent authorities to establish and operate their Al regulatory sandboxes;

that access to the Al regulatory sandboxes is free of charge for SMES, including start-ups, without prejudice to
exceptional costs that national competentauthorities may recover ina fair and proportionate manner;

that they facilitate providers and prospective providers, by means of the learming outcomes of the Al regulatory
sandboxes, in complying with conformity assessment obligations under this Regulation and the voluntary
application of the codes of conduct referred to in Article 95;

that Al regullatory sandboxes fecilitate the involvement of other relevant actors within the Al ecosystem, such as
notified bodies and standardisation organisations, SMES, including start-ups, enterprises, innovators, testing and
experimentation facilities, research and experimentation labs and European Digital Innovation Hulos, centres of
excellence, individual researchers, in order to allow and fecilitate cooperation with the public and private sectors;
that procedures, processes and administrative requirerments for application, selection, participeation and exiting the
Al regulatory sandbox are simple, easily intelligible, and clearly communicated in order to feciliteate the
participation of SMEs, including start-ups, with limited legal and administrative capacities and are streamlined
across the Union, in order to avoid fragmentation and thet perticipetion in an Al regulatory sandbox established
by a Member State, or by the European Data Protection Supervisor is mutuially and uniformly recognised and
carries the same legal effectsacross the Union;

that participation in the Al regulaiory sandbox is limited to a period that is appropriate to the complexity and scale
of the projectand that may be exiended by the national competent aithority;

that Al regulatory sandboxes facilitate the development of tools and infrastructure for testing, benchmarking,
assessing and explaining dimensions of Al systems relevant for regulatory leaming, such as accuracy, robustness
and cybersecurity, aswwell as measures to mitigate risks to fundamental rights and society at large.
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Prospective providers in the Al regulatory sandboxes, in particular SMES and start-ups, shell be directed, where relevart,
to pre-deployment services such as guidance on the implementation of this Regulation, 1o other value-adding services
such as help with standardisation documents and certification, testing and experimentation facilities, European Digital
Innovation Hubs and centres of excellence.
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Where national competent authorities consider authorising testing in real world conditions supervised within the
framework of an Al regulatory sandbox to be established under this Article, they shall specifically agree the terms and
conditions of such testing and, in particular, the appropriate safeguards with the participants, with a view to protecting
fundamental rights, health and safety. Where appropriate, they shall cooperate with other national competent authorities
with a view t ensuring consistent practices across the Union.
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Articke 59 Further processing of personal data for developing certain Al systems in the public interest in the Al
regulatory sandbox

1
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Inthe Al regulatory sandbox, personal data lawfully collected for other purposes may be processed solely for the purpose
of developing, training and testing certain Al systems in the sandbox when all of the following conditions are met:

@

®)

Al systems shall be developed for safeguarding substantial public interest by a public authority or another natural

or legal personand inone or more of the following aress:

()  public safetyand public health, including disease detection, diagnosis prevention, control and treatment and
improverment of health care systers;

(i) ahigh level of protection and improverment of the quality of the environment, protection of biodiversity,
protection against pollution, green transition measurres, climate change mitigation and adaptation measures;

(i)  energy sustainability;

(iv)  safetyand resilience of trangport systerms and mobility critical infrastructure and networks;

(v) efficiency and quality of public administration and public services;

the data processed are necessary for complying with one or more of the requirements referred to in Chapter il

Section 2 where those requirerments cannot effectively be fulfilled by processing anonymised, synithetic or other
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norHpersonal data;

(© there are effective monitoring mechanisms to identify if any high risks to the rights and freedoms of the data
subjects, as referred to in Article 35 of Regulation (EU) 2016/679 and in Article 39 of Regulation (EU) 2018/1725,
may arise during the sandbox experimentation, as well as response mechanisms to promptly mitigete those risks
and, where necessary, stop the processing;

(d any personal data to be processed in the context of the sandbox are in a functionally seperate, isolated and
protected data processing environment under the control of the prospective provider and only authorised persons
have access to those dat;

(©  providers can further share the originally collected data only in accordance with Union data protection law; any
personal data created in the sandbox cannot be shared outside the sandbox;

(®  any processing of personal data in the context of the sandbox neither leads to measures or decisions affecting the
data subjects nor does it affect the application of their rights laid down in Union law on the protection of personal
Gata;

(@ any personal data processed in the context of the sandbox are protected by means of appropriate technical and
organisational measures and deleted once the participetion in the sandbox has terminated or the personal data has
reached the end of its retention period;

(h)  the logs of the processing of personal data in the context of the sandbox are kept for the duration of the
participation in the sandbox, unless provided otherwise by Union or national law;

() acompleteand detailed description of the process and rationale behind the training, testing and validation of the Al
system is kept together with the testing resulisas part of the technical documentation referred o inAnnex IV;

() ashortsummary ofthe Al projectdeveloped in the sandbo; its dojectives and expected resulis is published on the
website of the competent authorities; this obligation shall not cover sensitive operational data in relation to the
activities of law erforcement, border control, immigration or asylum authorities.
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For the purposes of the prevention, investigation, detection or prosecution of criminal offences or the execution of
criminal penalties, including safeguarding against and preventing threats to public security, under the control and
responsibility of lavv enforcement authorities, the processing of personal data in Al reguliatory sandboxes shall be based
onaspecific Union or national law and subject to the same cumulative conditions as referred to in paragraph 1.
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Paragraph 1 is without prejudice to Union or national law which excludes processing of personal data for other purposes
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than those explicitty mentioned in that lawy; as well as to Union or national law laying down the basis for the processing
of personal data which is necessary for the purpose of developing, testing or training of innovative Al systems or any
other legal basis, in compliance with Union law on the protection of personal data.

FOOF ALEFIH RV IRDINEITHEEREHTDORIRY Al SR TLOHER
Avticle 60 Testing of high-risk Al systems in real world conditions outsice Al regulatory sandboxes
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Testing of high-risk Al systems in real world conditions outside Al regulatory sandboxes may be conducted by
providers or praspective providers of high-risk Al systems listed in Annex I, in accordance with this Article and the
realworld testing plan referred to in this Article, without prejudice to the prohibitions under Article 5.
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The Commission shall, by means of implermenting acts, specify the detailed elements of the realworld testing plan.
Those implementing acts shall be adopted in accordance with the examination procedure referred to inArticle 98(2).

AT, BT | OHCHEESHORRNE GO A SIS HEDB OG5 LB D) A
7 AV AT DDFERE T ORI B DRI S L IEPEAI T Ty,

This paragraph shall be without prejudice t Union or national law on the testing in real world conditions of high-risk Al
systems related to products covered by Union harmonisation legislation listed inAnnex 1.
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Providers or prospective providers may conduct testing of high+risk Al systems referred to in Annex I in real world
conditions at any time before the placing on the market or the putting into service of the Al system on their own or in
partnershipwith one or more deployers or prospective deployers.
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The testing of high+isk Al systerms in real world conitions under this Article shell be without prejudice to any ethical
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review that is required by Union or national law.
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Providers or prospective providers may conduct the testing in real world conditions only where all of the following
conditionsare met
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the provider or prospective provider has drawn up a real-world testing plan and submitted it to the market
suneillance authority in the Member State where the testing in real world conditions is t be conducted;

the market suneillance authority in the Member State where the testing in real world conditions is to be
conducted has approved the testing in real world conditions and the real-world testing plan; where the market
sunveillance authority has not provided an answer within 30 days, the testing in real world conditionsand the real-
world testing plan shall be understood to have been approved; where national laww does not provide for a tacit
approval, the testing in real world conditions shall remain subject to an authorisation;

the provider or prospective provider, with the exception of providers or prospective providers of high-risk Al
systems referred to in points 1, 6 and 7 of Annex Il in the areas of law enforcement, migration, asylum and
border control management, and high-risk Al systems referred to in point 2 of Annex I has registered the testing
in real world conditions in accordance with Article 71(4) with a Union-wide unigue single identification number
and with the informetion specified in Annex IX; the provider or prospective provider of high-risk Al sysiems
referred to in points 1, 6and 7 of Annex Il in the areas of law enforcement, migration, asylum and border control
management, has regisiered the esting in realworld conditions in the secure nonHpublic section of the EU
database according to Article 49(4), point (d), with a Union-wide unigue single identification number and with the
information specified therein; the provider or prospective provider of highrisk Al systems referred o in point 2 of
Annex Il has registered the testing in real~world conditions inaccordance with Article 49(5);

the provider or prospective provider conducting the testing in real world conditions is established in the Union or
hasappointed a legal representative who is established in the Union;

data collected and processed for the purpose of the testing in real world conditions shall be transferred to third
countries only provided thatappropriate and applicable safeguards under Union law are implemented;

the testing in real world conditions does not last longer than necessary to achieve its objectivesand inany case not
longer than six months, which may be extended for an additional period of six months, subject to prior
notification by the provider or prospective provider to the market sunveillance authority; accompanied by an
explanation of the need for such an extension;

the subjects of the testing in real world conditions who are persons belonging to vulnerable groups due to their age
or disability, are appropriately protected;

where a provider or prospective provider organises the testing in real world conditions in cooperation with one or
more deployers or prospective deployers, the latter have been informed of all aspects of the testing that are
relevant to their decision to participate, and given the relevant instructions for use of the Al system referred 1o in
Article 13; the provider or prospective provider and the deployer or prospective deployer shall conclude an
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agreerment specifying their roles and responsibilities with a view to ensuring compliance with the provisions for
testing in real world conditions under this Regulation and under other applicable Union and national law;

() the subjects of the testing in real world conditions have given informed consent in accordance with Article 61, or
in the case of law enforcement, where the seeking of informed consent would prevent the Al system from being
tested, the testing itself and the outcome of the testing in the real world conditions shall not have any negative
effectonthe subjects, and their personal data shall be deleted after the test is performed;

() thetesting in real world conditions is effectively overseen by the provider or prospective provider, as well as by
deployers or prospective deployers through persons who are suitably qualified in the relevant field and have the
necessary capacity, training and authority to perform their tasks;

(K thepredictions, recommendations or decisions of the Al system can be effectively reversed and disregarded.
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Any subjects of the testing in real world conditions, or their legally designated representative, as appropriate, may,
withoutany resulting detriment and without having to provide any justification, withdraw from the testing at any time by
revoking their informed consent and may request the immediate and permanent deletion of their personal deta. The
withdrawal of the informed consent shall not affect the activities alreadly carried out.
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In accordance with Article 75, Member States shall confer on their market sunveillance authorities the powers of
requiring providers and prospective providers to provide information, of carrying out unannounced remote or on-site
inspections, and of performing checks on the conduct of the testing in real world conditions and the related high-risk Al
systems. Market sunveillance authorities shall use those powers to ensure the safe development of testing in real world
conditions.

R FORBROSFH Z R VTR RSB T U NS, 8 73 S4The, [ENHi
BEARY RN SR Gl D, O8RS T3 ARBEE 1Y, IEBITEfO R AV, F203,
FIUTUT=EX1T, DI EESET, B, ENLSOFRIZID, 0o
RAEFE T SHEDET, TR TORERE(E 192, TORME T T RAARR TS, FFHER
S FORRDE DI T HDEEL, D Al S AT LDZRIAI ) a— VDT> DFfize
BATD,

139



Fe RO & 45 (202449 A)

Any serious incident identified in the course of the testing in real world conditions shall be reported to the national market
suneillance authority in accordance with Article 73. The provider or prospective provider shall adopt immediate
mitigation measures or, failing that, shall suspend the testing in real world conditions until such mitigation takes place, or
otherwise terminate it. The provider or prospective provider shall establish a procedure for the prompt recall of the Al
system upon such termination of the testing in real world conditions.

TRIEE T T ROAMR I T, EIRSE RO TN AR E DOEIN TR 2 5 L,
ZOEMARGE FORBROE L FATHE T, O, TR 2l Rz d@n 45,

Providers or prospective providers shall natify the national market sunveillance authority in the Member State where the
testing in real world conditions is to be conducted of the suspension or termination of the testing in real world conditions
and of the final outcomes.
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The provider or prospective provider shall be liable under applicabole Union and national liability law for any damage
caused in the course of their testing in real world condlitions.
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For the purpose of testing in real world conditions under Article 60, freely-given informed consent shall be obtained
from the subjects of testing prior to their participation in such testing and after their having been duly informed with
concige, clear, relevant, and understandiable information regarding:

(@  thenature and objectives of the testing in real world conditions and the possible inconvenience that may be linked
to their participation;

(b theconditions under which the testing in real world conditions s to be conducted, including the expected duration
of the subject or subjects’ participation;

(¢ theirrights, and the guarantees regarding their participation, in perticular their right to refuse to participete in, and
the right to withdraw from, testing in real world conditions at any time without any resulting detriment and
without having to provide any justification;

(d) thearrangements for requesting the reversal or the disregarding of the predictions, recommendations or decisions
ofthe Al system;

(e) the Union:wide unique single identification number of the testing in real world conditions in accordance with
Article 60(4) paint (c), and the contact details of the provider or its legal representative from whom further
information can e obtained.

Rz ECORES, BRSO3 LS, Fe, ZOMBROTREATEOTR
OB U TR 5.2 B,

The informed consent shall be dated and documenied and a copy shall be given to the subjects of testing or their legal
representative.

Ef RUEERURES, LYDITRI—TYIEED SVE DI=HDIEE
Article 62 Measures for providersand deployers, in particular SMEs, including start-ups

1

FERREN, DL FoOTEEhE 2669 %:

@ %% SMEs DNERESM M OSRIEFAERA - HiPHIN T, AX—RT w7 %G, FRNEA
(\BBRSIT-F TR 21 3305 E 6D SMES 1S6L, Al I ARR 7 A~ DS 277
T REARMA D ZOMESET /AT, Y% SMES BIEAS S M OSEEFEYER - 225
LT, ZAZ— Ty 7 aEsh, ATEIR$ SMES LIAADRID SMES 3 AlVEHIP R/ A
\ZT 7 BEATHIEEYRU U070,

O AF—R 7T EED, SMES, skiEd, LT, oo, HUF TEREBIOFFEL R IGL TR L
Sz, ZOBRIoE FVZ BRI 078k S OGIR R Bkl 5,

© ZORANDIZE BT 2B SAARAL L OWA T3 2RI a4 35720, AF—RT
TG, SMES, BRIEFT, TAULLISINOFFIIBIEE, KOy Al VAR RN A~DEIN
WZRET 22550, Lve~<, 71 TBHERICOMDIBE DT, WA OB ZIE
FAL, F7-, Zhhsitrel &L, # s OB EZ TS,
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Member States shall undertake the following actions:

@

®)
©

@

provide SMES, including start-ups, having a registered office or a branch in the Union, with priority access o the
Al regulatory sandboxes, to the extent that they fulfil the eligibility conditions and selection criteria; the priority
acoess shall not preclude other SMEs, including start-ups, other than those referred 1o in this paragraph from
acoess to the Al reguilatory sandbox, provided that they also fulfil the eligibility conditions and selection criteria;
organise specific anareness raising and training activities on the application of this Regulation tailored to the needs
of SMEs including start-ups, deployers and, as appropriate, local public authorities;

utilise existing dedicated channels and where appropriate, establish neww ones for communication with SMES
including start-ups, deployers, other innovators and, as appropriate, local public authorities to provide advice and
respond to queries about the implermentation of this Regulation, including as regards participation in Al regulatory
sandboxes;

facilitate the participation of SMEs and other relevant stakeholders in the standardisation development process.

5 B 40D M E MRl FEE R ET DI, A2 —h7 7 % E SMEs Thohtefit#d
TERIDOFIEE M OFFEA BB AN, ZALORMEE OFISLTTIER R O bSOt
FREHBIL TEDTERZRET T2,

The specific interests and needs of the SMEE providers, including start-ups, shall be taken into account when setting the
Tees for conformity assessment under Article 43, reducing those fees proportionately to their size, market size and other
relevant indicators.

ALRRJENE, LLUROTEEE 5266975
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FELDEFHEOHR TEESHIRESNDLI7:, ZORRIDMEHDH L B D7 DFEHE
A RN I R

WINE A 7= COERE DI D, ZOHAIEOBUR BT AEROE S 75
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ZOIRAINS AT B35 B A 1) _E S AT OO m e~ A Y
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TheAl Office shall undertake the following actions:

@
®)

©
@

provide standardised templates for areas covered by this Regulation, as specified by the Board in iis request;
develop and maintain a single information platform providing easy to use information in relation to this
Regulation for all operators across the Union;

organise gppropriate communication campaigns 1o raise awareness about the obligations arising from this
Regulation;

evaluate and promote the convergence of best practices in public procurement procedures in relation to Al
systes.
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F 635 FHEDERED-HDFH
Avticle 63 Derogations for specific operators

1

S 2003/361/EC DEMRIZIRITA~A/a 24T, Mk~ A2 RSO BRI 2R o8
SEF TR A LT T ISR T, ZOHIRIDE 17 54 2o CESR SN A S A
T LD—EDEHRE, W SN HE ST C&D, 20 BIIDTDIZ, BINEBE AT, D
oYL ONEVAY Al S AT BT D BEORESFOMBME CB A B2 DT, ~ A7 B3
DFFELEREL T LS RER OSSO E BB AT DO BRI BT DR 2R E
T,

Microenterprises within the meaning of Recommendation 2003/361/EC may comply with certain elements of the
quality management system required by Article 17 of this Regulation ina simplified manrer, provided thet they do not
have partner enterprises or linked enterprises within the meaning of that Recommendation. For that purpose, the
Commission shall develop guidelines on the elements of the quelity management systemwhich may be complied with
ina simplified manner considering the needs of microenterprises, without affecting the level of protection or the need for
compliance with the requirements in respect of high-risk Al systems.

ASRDF VT, 55955, 1058, 5 5K, 5 1255 55 1358, BB 1455, 55 155, 55 2R °
55 T3 RO TR OB FII 3355 5, ZOBIRIDH CEdHNTAMD B F7-1 33655
Zeiiil = UL, USSR b DL THRIRSHU TI7a720

Paragraph 1 of this Article shall not be interpreted as exempting those operators from fulfilling any other requirements or
obligations laid down in this Regulation, including those established inArticles 9, 10, 11, 12, 13,14, 15, 72and 73.

143






2024 Printed in Japan
ISSN 2432-6089
1B L IFHMEES 9 BE 45 (BEE 585)

The Law and Information Magazine vol.9 no.4 (consecutive no.58)

2024 49 H 22 H¥AT

2024 4 10 A 6 HRRELEEERRIET

FITHE BHEA

FATHT ESERIIES (RE EHEAN)
FORAR TR XA B A 11
FRAENINER AR




