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VYkpaiHa € ozHi€l0 3 npoBigHUX AepxkaB y cdepi LlTyunoro inrenekry (L) — e miarBepmxye sk KIIbKICTh aKTUBHUX KOMITaHIN y 11H ramysi,
Tak 1 MacmtabHe BrnpoBakeHHs LI y pisHOMaHITHI cdepu nepkaBHOro cekropy. HesBakaroum Ha BETMYE3HUI TEXHOJOTIYHHM MOTEHINaN,
yKpaiHChKa 3aKOHO/IaBYa paMKa BCe Ie rnepedyBae Ha MOYATKOBiHM cTajii po3poOKH — 1 MO0 3MICTOBHOTO PETYJIIOBaHHS CaMOi TEXHOJOTII, 1 B
nporecyalbHux acrnekrax. [Ipo3opicte poOoTH cucTeM Ta MPaBOMIPHICTH JOCTYIy IO JaHUX Ha PI3HUX eTamax iXHbOTO JKUTTEBOTO LIUKILY,
JMCKpeLisl yIIOBHOBAXEHUX OpraHiB, OI[IHKA PU3MKIB CUCTEM 1 iXHBOTO BIUIMBY Ha IpaBa JIIOAWHU Ta 3aI001KHUKU IPOTHU 3710BXKHBaHb — BCI 111
acleKTH Hapasi 3aJMIIAIOTBCS HEBPETYJIbOBAHMMHU Ha pIBHI UYMHHOIO 3aKOHONABCTBAa. HaBiTh pO3BHMHEHAa cHcTeMa M’SIKOrO MpaBa i3
PEKOMEHAMISIMU Ta OPIEHTHPAMHU MOKJIATAE€THCS 3/1€01IBIIOr0 Ha 100pocoBicHICTh akTopiB y cdepi LI (woro yacto BUSBISAETHCS HEAOCTATHBO).

[Torpeba B ykpaiHchkoMy 3akoHOmaBuomy perymoBanHi cepu LI crae 0coOIMBO MOMITHOIO 1 y KOHTEKCTI €BPOIHTErpaIliiHuX 3000B’13aHb
VYkpaian Ha nuisaxy g0 €C: BianosiaHicTs monoxeHHsIM Akty €C mpo 111 € omniero 3 Bumor moao Berymy 1o Corosy, sika Oyiia mpsiMo 3rajiaHa B
ocTaHHbOMY 3BiT1 €Bporneiicekoi KoMicii LIAPSHHS.

Jlns HanmexHOi OIIHKM CTaHy YKpalHChbKOro 3akoHoiaBcTBa JlaGopatopis mudpoBoi Oesmeku pospoOmna [lnan aiif momo iMriemMeHTaii
eBponencekux craHaaptiB 'y cdepi Il B VYkpaini, BUOKpEeMIIOIOYM BCIO HAasBHY 3aKoHOIaBuy pamky y cdepi LI, sixka Briroyae sk
3aKOHOJIAaBCTBO, TaK 1 HOPMH M SIKOTO IPaBa, a TAaKOX CIIeLialdbHI 3aKOHH, SIKi HEMPSIMO MOXYTh OyTH 3acTOCOBHUMHM 10 peryntoBanns 11II. Ha
OCHOBI aHaji3y Oy/H 3alpoNOHOBaHI pekoMeHaalii moao immiemenTanii Akty npo LI B ykpaiHcbKy npaBoBy cdepy.


https://dslua.org/publications/zvit-pro-rozshyrennia-yes-2025-prohres-ukrainy-u-sferakh-media-tsyfrovoi-transformatsii-ta-prav-liudyny/

HEOBXITHI KPOKMH JIJIsSI BHPOBAKEHHS AKTY ITPO IITYYHUM IHTEJEKT B YKPATHI
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11.

BnpoBamkeHHsT pU3HKO-OPIEHTOBAHOTO MiAXOAYy 10 peryiatoBaHHs cuctem Il Ha 3akoHOaBUOMY piBHI, SIKMH BKJIIOYA€ YITKO BHU3HAYEHI
3a0oponeHi npaktuku I, BuzHaueni cuctemu LI BHCOKOTO PU3WKY Ta BHHATKH IIONO 3aCTOCYBAaHHS TaKUX CHUCTEM JUIS JOCSTHEHHS
JIETITUMHUX ILJIEH.

Po3poOka many it momo 3ropranus cucreM LI, ski € 3a60poHEHUMHU.

BceranoBnenns cucremMu ympasiiHHS pusznkamu mono cucteM LI 3 BucokuM cTymeHeM pu3uKy Ta OIliHKM BIuBYy cucteM LI Ha mpaBa
JIFOJMHU Ha 3aKOHO/IaBYOMY PiBHI Pa30M 13 BIIMOBIIHUMH METO/IaMU Ta IHCTPYKIISIMU Ha IiJJ3aKOHHOMY PiBHI.

Po3poOka nporecyanpHIX TOIOKEHB 040 BrpoBakeHHs 111 nep>xaBHUMU OpraHamu.

Po3po6xka mutany niii momo BupoBamkeHHs HII-iHCTpyMeHTIB y cdepy MmyOmiuHUX 3aKyiBENb.

BcraHOBNEHHS TONOXKEHHS IIOAO BIIPOBA/DKEHHS MEXaHI3MIB CIiB- Ta camoperymioBanHs y cdepi HII, a Takox TemaTtwk, sKi
OXOILTIOBATUMYTh JOKYMEHTH, pO3pO0JICH] B paMKax TaKUX MEXaHi3MiB, Ha 3aKOHO/IaBYOMY PiBHI.

[TepenOavyeHHs Ha 3aKOHOJABYOMY PiBHI TEPMIHY “pETYIATOPHOI MICOYHMIII” .

[TpusnayenHs HoTHdiKyrodoro oprany y cdepi I Ha 3akoHOHaBUOMY piBHI, BCTAHOBJICHHS (DYHKIIiH, KOMITETEHIII] Ta 3aBJJaHb OpraHy.
[TpusHaueHHs oprany puHKoBoro Harsaay y cdepi LI Ha 3akoHOmaBUOMY PiBHI, BCTAHOBICHHS (PYHKIIIM, KOMIETEHIII] Ta 3aB/IaHb OPTaHy.

. Ilepen0aueHHs HaJEKHOTO MEPENIKYy 3ac00IB MPABOBOTO 3aXUCTY A (PI3MYHMX a00 IOPUIUYHUX OCI0 Y BHUIAAKY MOPYLIEHHS iX MpaB Ta

cBobox cuctemoro 1.

[MigBumennst Bumor mpo3opocti cucteM LI Ha 3akoHOHAaBYOMY piBHI, SIKI BKIIOUAIOTh IpaBuia MapkyBaHHs LIII-MomepoBaHOTO KOHTEHTY,
3a00pOHY MaHIMyTATUBHUX Ta oMaHiauBuX [III-mpakTuk, a Tako)Xk BUMOTH JI0 CHCTEM MOJepallii, mpiopuTe3alii 1 peKoMeHaalii KOHTEHTY
BIJIIOBI/IHO /10 1X P1BHS pPU3HKOBOCTI.

JlokymeHT miarorosieHo Jlaboparopiero mudpoBoi Oesmeku 3a miarpumku International Media Support



ITOPIBHAJVIBHA TABJIMIIA
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M’sike mpaBo:
- IIpo cxBanenHs KoHIIEHIIT PO3BUTKY IITVIHOTO iHTSICKTY B YKpaiHi
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https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D1%96%D1%97_%D1%89%D0%BE%D0%B4%D0%BE_%D0%A8%D0%86_%D1%82%D0%B0_%D1%96%D0%BD%D1%82%D0%B5%D0%BB%D0%B5%D0%BA%D1%82%D1%83%D0%B0%D0%BB%D1%8C%D0%BD%D0%BE%D1%97_%D0%B2%D0%BB%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D1%96.pdf
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AKT ITPO IITYYHUM IHTEJEKT (AI ACT)

HAIIIOHAJIBHE 3AKOHOJABCTBO

KOMEHTAPI

CHAPTER I
GENERAL PROVISIONS

Article 1

Subject matter

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

Hopwma BincyTHs.

2. This Regulation lays down:

(a) 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;

(c) specific requirements for high-risk Al systems and obligations for
operators of such systems;

(d) harmonised transparency rules for certain Al systems;

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

(f) rules on market monitoring, market surveillance, governance and
enforcement;

(g) measures to support innovation, with a particular focus on SMEs,
including start-ups.

Article 2
Scope

Hopwma BincyTHsi.




1. This Regulation applies to:

(a) providers placing on the market or putting into service Al systems
or placing on the market general-purpose Al models in the Union,
irrespective of whether those providers are established or located
within the Union or in a third country;

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

(c) 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 system is used in the Union;

(d) importers and 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 trademark;

(f) authorised representatives of providers, which are not established
in the Union;

(g) affected persons that are located in the Union.

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

3. This Regulation does not apply to areas outside the scope of Union
law, and shall not, in any event, affect the competences of the
Member States concerning national security, regardless of the type of
entity entrusted by the Member States with carrying out tasks in
relation to those competences.




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

This Regulation does not apply to Al systems which are not placed
on the market or put into 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 carrying out those
activities.

4. This Regulation applies neither to public authorities in a third
country nor to international organisations falling

within the scope of this Regulation pursuant to paragraph 1, where
those authorities or organisations use Al systems in the framework of
international cooperation or agreements for law enforcement and
judicial cooperation with the Union or with one or more Member
States, provided that such a third country or international
organisation provides adequate safeguards with respect to the
protection of fundamental rights and freedoms of individuals.

5. This Regulation shall not affect the application of the provisions
on the liability of providers of intermediary services as set out in
Chapter II of Regulation (EU) 2022/2065.

6. 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.

7. Union law on the protection of personal data, privacy and the
confidentiality of communications applies to personal data processed
in connection with the rights and obligations laid down in this
Regulation. This Regulation shall not affect Regulation (EU)
2016/679 or (EU) 2018/1725, or Directive 2002/58/EC or (EU)
2016/680, without prejudice to Article 10(5) and Article 59 of this
Regulation.




8. This Regulation does not apply 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 applicable Union law. Testing
in real world conditions shall not be covered by that exclusion.

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

10. 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.

11. 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 to workers.

12. This Regulation does not apply to Al systems released under free
and open-source 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.

Article 3
Definitions
For the purposes of this Regulation, the following definitions apply:

HasBuicts CnoBHHMKY TepMmiHiB v cdepi I, skuit BapTo Opatu 10
yBard, a TaKOK OKPEMHX CICI[aJbHUX 3aKOHIB, SKi JIOTHYHO
3a4iNaroTh Ti UM 1HII TEPMiHH.

YacTkoBO  mependayeHo  —  BapTo
nependaynuT Ta Y3TOAWTH BCI TEPMIHH Y
CICIIaJTbHOMY 3aKOHI.

(1) Al system’ means a machine-based system that is designed to
operate with varying levels of autonomy and that may exhibit
adaptiveness after 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;

BHHUK TePMiHiB i III1:

Cucrema Il — xomn’roTepHa mporpama, sika CIPOEKTOBaHA JUIs
poboTH 3 pI3HUMHU pPIBHAMH aBTOHOMHOCTI Ta MOXKE MPOSBISTH
AaNTUBHICTG IICIS PO3TOPTAHHSA, 1 KOTpa JUIA SBHUX a00 HESIBHUX
mijge poOUTh BUCHOBOK Ha OCHOBI OTPHMAaHUX BXITHHUX JaHUX, SIK
TEHepyBaTH  pe3ynabTaTd  (30KpeMa, MpOTHO3M, KOHTEHT
pexoMmeHzanii abo pimeHHs), SKi MOXYTh BIUIHBAaTH Ha (i3udHe abo
BipTyaJlbHE CEPEIOBUIIIE.

YacTkoBO AOTPUMAHO —  BapTo
nependoauuTi TEpMiH Yy  CIHeLiabHOMY
3aKOHi.



https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf
https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf

p . .
iHTeseKTY v cdepi mesia,

WIaNii 3 BiANOBIIAABHOIG
1paBa iHTeJeKTYaJbHOI BJACHOCTI,
Pexomennanii 3 Bianominanpuoro Bukopucranus I s
npaBHukiB, Pexomennanii 3 BilNnoBiIaJbHOr0 BHKOPUCTAHHS
11 B 3aKJaiax 3arajbHOIL cepe/IHbOL OCBITH,

Ilopaau 3 BinmoBinaabHoro Bukopuctanus I nyoaiynumu

Cucrema Il — mammHHa cucTeMa, sSka Ha OCHOBI OTPHMMaHHMX
BXIIHMX IaHUX pOOWTH BHUCHOBOK IIOIO TOTO, SIK TEeHEPyBaTH
pe3ysbTaTu (SIK-OT MPOTHO3YBaHHS, CTBOPEHHS KOHTEHTY , HaJlaHHS
pexoMeHamiii abo pilleHp), sIKi MOXYTh BIDIMBATH Ha (izmuHe abo
BipTyanmsHe cepenosumie. Pi3ui cucremm Il BinpisHAIOTBCS 3a
piBHEM aBTOHOMHOCTI (MOXIIMBOCTI TpaIfoBaTH 03 BTpydYaHHS
JIOOWHW) Ta AJaNTHBHOCTI (MOXIMBOCTI OyTH THYYKHM i
MI/TAIITOBYBATUCS i/l CEPEOBUILIE) TICIIsI 3aCTOCYBAHHS.

(2) ‘risk” means the combination of the probability of an occurrence
of harm and the severity of that harm;

Hopwma BincyTHs.

(3) ‘provider’ means a natural or legal person, public authority,
agency or other body that develops an AI system or a
general-purpose Al model or that has an Al system or a
general-purpose Al model developed and places it on the market or
puts the Al system into service under its own name or trademark,
whether for payment or free of charge;

Hopwma BincyTHs.

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

Hopwma BincyTHs.

(5) ‘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
general-purpose Al model to, respectively, perform and carry out on

Hopwma BincyTHs.



https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D1%96%D1%97_%D0%A8%D0%86_%D0%BC%D0%B5%D0%B4%D1%96%D0%B0.docx.pdf
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https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D1%96%D1%97_%D1%89%D0%BE%D0%B4%D0%BE_%D0%A8%D0%86_%D1%82%D0%B0_%D1%96%D0%BD%D1%82%D0%B5%D0%BB%D0%B5%D0%BA%D1%82%D1%83%D0%B0%D0%BB%D1%8C%D0%BD%D0%BE%D1%97_%D0%B2%D0%BB%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D1%96.pdf
https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D1%96%D1%97_%D1%89%D0%BE%D0%B4%D0%BE_%D0%A8%D0%86_%D1%82%D0%B0_%D1%96%D0%BD%D1%82%D0%B5%D0%BB%D0%B5%D0%BA%D1%82%D1%83%D0%B0%D0%BB%D1%8C%D0%BD%D0%BE%D1%97_%D0%B2%D0%BB%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D1%96.pdf
https://storage.thedigital.gov.ua/files/2/72/fcf6c498e0a9f57e7a8521ff9833372d.pdf
https://storage.thedigital.gov.ua/files/2/72/fcf6c498e0a9f57e7a8521ff9833372d.pdf
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https://storage.thedigital.gov.ua/files/f/bf/a9595e0dcd238ab2b3602909107aabf9.pdf

its behalf the obligations and procedures established by this
Regulation;

(6) ‘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 trademark of a natural or legal person established in a third
country;

Hopwma BincyTas.

(7) “distributor’ means a natural or legal person in the supply chain,
other than the provider or the importer, that makes an Al system
available on the Union market;

Hopwma BincyTHs.

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

Hopwma BincyTHs.

(9) ‘placing on the market’ means the first making available of an Al
system or a general-purpose Al model on the Union market;

Hopwma BigcyTHs.

(10) ‘making available on the market’ means the supply of an Al
system or a general-purpose Al model for distribution or use on the
Union market in the course of a commercial activity, whether in
return for payment or free of charge;

Hopwma BincyTHs.

(11) ‘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;

Hopwma BincyTas.

(12) ‘intended 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 information supplied by the
provider in the instructions for use, promotional or sales materials
and statements, as well as in the technical documentation;

Hopwma BincyTHsi.

(13) ‘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 systems, including other Al systems;

Hopwma BincyTas.




(14) ‘safety component’ means a component of a product or of an Al
system which fulfils a safety function for that product or Al system,
or the failure or malfunctioning of which endangers the health and
safety of persons or property;

Hopwma BincyTHs.

(15) ‘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;

Hopwma BincyTHs.

(16) ‘recall of an Al system’ means any measure aiming to achieve
the return to the provider or taking out of service or disabling the use
of an Al system made available to deployers;

Hopwma BincyTHs.

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

Hopwma BincyTas.

(18) ‘performance of an Al system’ means the ability of an Al
system to achieve its intended purpose;

Hopwma BincyTHsi.

(19) ‘notifying authority’ means the national authority responsible
for setting up and carrying out the necessary procedures for the
assessment, designation and notification of conformity assessment
bodies and for their monitoring;

Hopwma BincyTHs.

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

Hopwma BincyTas.

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

Hopwma BincyTHs.

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

Hopwma BincyTas.

(23) ‘substantial modification’ means a change to an Al system after

Hopwma BincyTHsi.
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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 as a result of which the compliance of the Al system
with the requirements set out in Chapter III, Section 2 is affected or
results in a modification to the intended purpose for which the Al
system has been assessed;

(24) ‘CE marking’ means a marking by which a provider indicates
that an Al system is in conformity with the requirements set out in
Chapter III, Section 2 and other applicable Union harmonisation
legislation providing for its affixing;

Hopwma BincyTHsI.

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

Hopwma BincyTas.

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

Hopwma BincyTHsi.

(27) ‘harmonised standard’ means a harmonised standard as defined
in Article 2(1), point (c), of Regulation (EU) No 1025/2012;

Hopwma BincyTHs.

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

Hopwma BincyTas.

(29) ‘training data’ means data used for training an Al system | CaoBHuk TepMminiB y cdepi IIII: YacTkoBo AOTPHMAHO - BapTo

through fitting its learnable parameters; TpenyBaneHi &aHi — JaHi, SIKI BUKOPHCTOBYIOTHCSI JUIS HaBYaHHS | mepenOayuTd TEpMiH Y  CIeUialbHOMY
cuctremu LI noisxom onTuMizaii if mapameTpis. 3aKOHI.

(30) ‘validation data’ means data used for providing an evaluation of | CioBuuk TepminiB v cdepi III1: YacTkoBO OOTPHUMAHO —  BapTo

the trained Al system and for tuning its non-learnable parameters and | Baxinmariiiai qasi — gai, sSiIKi BAKOPUCTOBYIOTBCS I HAJIAIITYBAaHHS | Iepea0adyuTH TepMiH y  CIIEIialbHOMY

its learning process in order, inter alia, to prevent underfitting or
overfitting;

rinepnapamMeTpiB Moperi (HampuKIah apXiTeKTypHu), OI[IHIOBAHHS
SIKOCT1 MOJIEJTi Ta IPUHHSTTS PIlICHb Y IPOIIECi PO3POOKU MOJIEIII.

3aKOHI 1 JOY3rO[KyBaTd 3 BU3HAYCHHSAM

Axty nipo I
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https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf
https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf

(31) ‘validation data set’ means a separate data set or part of the
training data set, either as a fixed or variable split;

Hopwma BincyTHs.

(32) ‘testing data’ means data used for providing an independent | CioBuuk TepminiB v cdepi III1: YacTkoBO JOTPHUMAHO —  BapTo
evaluation of the AI system in order to confirm the expected | TectoBi abo BupoOyBabHI JaHi — JaHi, IKi BHKOPUCTOBYIOTECS U | Mepea0auyuT TEepMIH y  CIIEIiaIbHOMY
performance of that system before its placing on the market or | HamaHHs 3aKOHI.
putting into service; HE3aJIe)KHOI OIIHKM HaBYeHOi Ta BamigoBaHoi cuctemu LI, o6

MiATBEPIUTH OYiKyBaHY SIKICTh Ii€l CUCTEMH Iepe] ii BUBSICHHSIM

Ha PHHOK a00 BBE/ICHHSIM B €KCILIyaTallilo.
(33) ‘input data’ means data provided to or directly acquired by an | CaroBuuk Tepminin y cepi IIII: YacTkoBo AOTPHMAHO - BapTo
Al system on the basis of which the system produces an output; Bxin (BXigHi JaHi) — JaHi, 0 HagaroThCs Moaedi adbo cuctemi LI mepeAdayuTH  TEPMIH Y  CIICIiallbHOMY

Pexomennauii 3 pinmopinaapuoro Buxopucranust I nast
IIPABHUKIB,

PexomMenjianii 3 BiinoBinaabHoro Bukopucranus HI1: nuranus
IpaBa iHTEJEeKTYAILHOI BJACHOCTI:

Bxigni gmani — Oymp-ski o0’ektu  Ta  iHdopmaris, — sKi
BUKOPUCTOBYIOThCS 1isi po3poOku cuctemu I Ta ii momanbmioro
(YHKIIOHYBaHHS, BKJIFOYAOYM 3HAHHS, MOJCNTI, aJTOPUTMH,
KOMIT'FOTEpHI Mporpamu, Hadip JaHHUX, JaTACETH, IIPOMIITH TOIIO.

3aKOHI 1 JOY3TO/KYyBaTH 3 BHU3HAYCHHIM
Axrty npo 1.

(34) ‘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;

CaoBHUK TepMmiHiB y chepi ITIT:

BiomerpuuHi maHi — TepcOHANBHI JaHi, OTPUMaHI B pE3yNbTarTi
CHemiaJbHOI TEXHIYHOI OOpOOKH, IO CTOCYeThbcs (PI3MUHUX,
(i3i0IOTIYHAX UM TOBEIIHKOBUX O3HAK (hi3WIHOI 0coOH, 30KpeMa
TaKuX 5K, 300paKeHHS OONWYYS YW JAKTHIOCKOIIYHI JaHi, IO
JIO3BOJISIFOTh  OJIHO3HAuHO ijeHTH(iKyBaTH abo MigTBEPIKYIOTh
OIHO3HAuHY 1eHTUdiKaLiI0 (i3HYHOT 0COOH.

IIpoexT 3akony Ne8153 npo 3aXUCT NMEePCOHAILHUX AAHUX, KU
TNPUIHATHI 32 OCHOBY Ta TOTY€TbCS HA JAPYre YUTAHHS B paMKax

€BPOIHTETPaLlifHOTO TPEKY:

BiomeTpuuHi maHi — mepcoHaNBHI AaHi, sIKi CTOCYIOTBCS (Di3NYHUX,
(hi310IIOTIYHAX UM TTOBEIHKOBUX XapaKTepUCTUK (Pi3udHOi 0codw,
SKi B pe3ymbraTi CHemianbHOI TEXHIYHOI OOpOOKM HagaroTh
MOXIHUBICTh ineHTH(iKyBaTn abo BepudikyBatn ¢Gi3udHy 0CO00Y,
30KpeMa, 3a HACTYIMHUMH IapaMeTpaMu: Biann(poBaHWH IIiIIHC

YacTkoBo A0TPUMAHO — BapTO
mepea0adyuTH TEpMIH y  CIICI[ialbHOMY
3aKOHi.
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https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf
https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf
https://storage.thedigital.gov.ua/files/2/72/fcf6c498e0a9f57e7a8521ff9833372d.pdf
https://storage.thedigital.gov.ua/files/2/72/fcf6c498e0a9f57e7a8521ff9833372d.pdf
https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D1%96%D1%97_%D1%89%D0%BE%D0%B4%D0%BE_%D0%A8%D0%86_%D1%82%D0%B0_%D1%96%D0%BD%D1%82%D0%B5%D0%BB%D0%B5%D0%BA%D1%82%D1%83%D0%B0%D0%BB%D1%8C%D0%BD%D0%BE%D1%97_%D0%B2%D0%BB%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D1%96.pdf
https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D1%96%D1%97_%D1%89%D0%BE%D0%B4%D0%BE_%D0%A8%D0%86_%D1%82%D0%B0_%D1%96%D0%BD%D1%82%D0%B5%D0%BB%D0%B5%D0%BA%D1%82%D1%83%D0%B0%D0%BB%D1%8C%D0%BD%D0%BE%D1%97_%D0%B2%D0%BB%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D1%96.pdf
https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf
https://itd.rada.gov.ua/billinfo/Bills/Card/40707

ocobm, BimmudpoBaHuii o0pa3 oOmuUuYs ocodw, BiAIKU(ppPOBaHi
BIIOWTKH MAJBIIIB PYK.

(35) ‘biometric identification’ means the automated recognition of | CioBuuk TepminiB v cdepi III1: YacTkoBO JOTPHUMAHO —  BapTo
physical, physiological, behavioural, or psychological human | biomerpuuna imeHTH(ikamis — aBTOMAaTH30BaHE pO3IMI3HABAHHS | MMEpeAOAaYUTH TEpMIH Yy  CIEIiaIbHOMY
features for the purpose of establishing the identity of a natural | ¢isuunux, 3aKOHI.
person by comparing biometric data of that individual to biometric | dizionoriuaux, MOBEIIHKOBUX a00 MCHXOJIOTIYHUX OCOOIHUBOCTEH
data of individuals stored in a database; JIOAMHHU 3 METOI BCTAHOBJICHHs 11 0COOM LUISXOM MOpIBHSHHS ii

O0lOMETpUYHMX JaHWX 3 OIOMETPUYHMMH JaHMMH 0OcCi0, M0

30epiraroThcs B 0a3i JaHUX.
(36) ‘biometric verification’ means the automated, one-to-one | CiioBHUK TepMmiHiB v cdepi IIII: YacTkoBO DOTPUMAHO - BapTo
verification, including authentication, of the identity of natural | biomerprmuna Bepudikamiss — aBTOMaTH30BaHa IIEpEeBipKa, MIO | mMepeqdaYuTH TEpMiH Y  CIICHiaTbHOMY
persons by comparing their biometric data to previously provided | Bxitowae mepeBipky o0coOM JIOQMHHM [UIIXOM TIIOPIBHSHHS 1i | 3aKOHI.
biometric data; 0lOMETpHYHUX MAHWUX i3 TONEepPeNHBO HATAHUMH OiOMETPHYHHMU

JaHUMH.
(37) ‘special categories of personal data’ means the categories of | 3akon Ykpaiun “IIpo nepcoHanbHi qaHi”: YacTkoBo JTOTPUMAHO —  BapTo
personal data referred to in Article 9(1) of Regulation (EU) | Crarrs 7. Oco0nuBi BUMOTH 10 0OpOOKH IIEPCOHANBHUX JTAaHUX nependauyuT  TepMiH Yy  CIeliajJbHOMY

2016/679, Article 10 of Directive (EU) 2016/680 and Article 10(1) of
Regulation (EU) 2018/1725;

1. 3aboponsieThcsi 00pOOKa MEPCOHATBPHUX JTAHHWX MPO pPacoBe abo
CTHIYHEC TIOXOJKCHHS, TMOJNITHYHI, peliriiai abo CBIiTOMISAAHI
MIEPEeKOHAHHsI, YJIEHCTBO B IOJITHYHHUX MAapTisX Ta NpodeciiHux
CILIKAaX, 3aCy/KCHHsI JO KPUMIHAJIBHOTO MOKApaHHS, a TaKOX
JIAHUX, 110 CTOCYIOTHCS 37I0POB’s, CTATEBOTO JKUTTS, OIOMETPHUHHUX
a00 reHeTUYHUX JaHUX.

3aKOHI Ta Y3rOOUTH HOro 3 BUMOTaMH
GDPR.

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

Hopwma BincyTas.

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

Hopwma BincyTHs.

(40) ‘biometric categorisation system’ means an Al system for the
purpose of assigning natural persons to specific categories on the
basis of their biometric data, unless it is ancillary to another

Hopwma BincyTas.
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https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf
https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A1%D0%BB%D0%BE%D0%B2%D0%BD%D0%B8%D0%BA%20%D1%82%D0%B5%D1%80%D0%BC%D1%96%D0%BD%D1%96%D0%B2%20%D1%83%20%D1%81%D1%84%D0%B5%D1%80%D1%96%20%D0%A8%D0%86%20%281%29.pdf
https://zakon.rada.gov.ua/laws/main/2297-17#Text

commercial service and strictly necessary for objective technical
reasons;

(41) ‘remote biometric identification system’ means an Al system for
the purpose of identifying natural persons, without their active
involvement, typically at a distance through the comparison of a
person’s biometric data with the biometric data contained in a
reference database;

Hopwma BincyTas.

(42) ‘real-time 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,
but also limited short delays in order to avoid circumvention;

Hopwma BincyTHs.

(43) ‘post-remote biometric identification system’ means a remote
biometric identification system other than a real-time remote
biometric identification system;

Hopwma BincyTas.

(44) ‘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 potential capacity restrictions;

3 Vipai “I1
3MeHIIeHHS] B)KMBAHHS TIOTIOHOBUX BHUPOGIB i iX MIKIIINBOIO
BILIMBY HA 310DOB'S HACCICHHS":

Crarts 1. BusHaueHHs TepMiHiB

I'pomanceke w™ictie — dyacthHa (9YacTWHH) Oynmb-sKoi OymiBii,
CHOPYIH, sIKa JOCTYITHA YH BIAKPWTA I HaceJCHHS BUTbHO abo 3a
3alpomIeHHsIM, abo 3a IUIaTy, MMOCTiHHO, mepiomnyHo abo dYac Bif
yacy, y ToMy 4HCIi mix’i3am OynmiBenb 1 COpyld, a TaKoX ITiI3eMHI
MIEPEXOH, CTAIIOHH, MAPKIHTH.

OnocepenkoBaHe  BHU3HAUEHHS Y
aJMiHiCTPATHBHI NPABONOPYIIIEHHS:
Crartss 178. Po3nmuBaHHSA THBa, aJKOTOJBHUX, CIa00aTKOTOIBHHUX
HaToiB y 3a00pOHEHMX 3aKOHOM MIiCIISIX a00 MOsiBa y TPOMAJICHEKUAX
MICIIIX Y TI'THOMY BUTIISIIL
PosnuBanus mmBa  (KpiMm

Konekci Ykpainu __npo

0e3aIKOTOJILHOTO),  aJIKOTOJILHUX,

C1ab0aTKOTONBHAX HANOTB HA BYNMIAX, Y 3AKPUTHX CIOPTHBHHUX
CIIO

ax CKBEpax., IIapKax BCIX BHJIaX TPOMAJICHKOTO

YacTkoBO nepeadayeHo — BapTo y3rOIUTH
TepMiH i3 Bumoramu Akrty mpo LI y
CrHeniabHOMY 3aKOHi.

14



https://zakon.rada.gov.ua/laws/show/2899-15#Text
https://zakon.rada.gov.ua/laws/show/2899-15#Text
https://zakon.rada.gov.ua/laws/show/2899-15#Text
https://zakon.rada.gov.ua/laws/show/80731-10#Text
https://zakon.rada.gov.ua/laws/show/80731-10#Text

Ta B IHIMX 3a00pPOHEHMX 3aKOHOM MICIIIX, KpiM IiJIPHEMCTB
TOPTiBi 1 TPOMAACHKOTO XapuyyBaHHs, B SKHX MpPOHaX IHBA,

AJIIKOTOJIbHUX, CJTa00AIKOrOJbHUX HAMOIB HAa PO3JMB J103BOJICHA
BIJIIOBITHIM OpPTaHOM MIiCIIEBOTO CaMOBpSITyBaHHS, a0o0 IOsiBa B
TPOMAJCHKUX MICIIX Yy II'SHOMY BHIVIIAI, IO OOpakae JFOACHKY
TiIAHICTh 1 TPOMAJIChKy MOpallb, — TATHE 32 COOOK0 TMOTEepEIIKEHHS
a00 HakiaaeHHs mTpady BiJ OJHOIO J0 I'STH HEOMOJATKOBYBaHUX
MIHIMYMIB JIOXOZIB TPOMa/IsIH.

(45) ‘law enforcement authority’ means:

aKoH YKpainm “I1 JKAaBHMI 3aXMCT NMpaliBHUKIB i

NPABOOXOPOHHHUX OPraHiB”

Crarts 2. OCHOBHI ITOHATTS

1. ITpaBOOXOpOHHI OpraHM — OpraHd IPOKyparypH, HarionampHOI
momimii, cimyx0m Oe3neku, BilickkoBOI CIy)OM TPABOMOPAIKY Yy
30poitnnx Cummax Ykpainwm, HarioHanbHe aHTHKOpYyIHIiiiHE OrOpO
VYKpaiHu, oOpraHd OXOpPOHM  JIEpP’)KaBHOTO  KOpPAOHY, bropo
€KOHOMIYHO1 Oe3meku VYKpaiHW, OpraHu 1 YCTAaHOBM BHUKOHAHHS
NOKapaHb, CJIII4i 130JATOPU, OpPraHH Jep)KaBHOTO (HiHAHCOBOTO
KOHTPOJIIO, PUOOOXOPOHH, JEpXKaBHOI JIICOBOI OXOpPOHH, IHIII
OpraHd, siKi 3JiHCHIOIOTH IIPaBO3aCTOCOBHI a00O IPaBOOXOPOHHI
GbyHKIIT.

YacTkoBO nepeadayeHo — BapTo y3rOIUTH
TepMiH i3 Bumoramu Akrty mpo LI y
CHeniabHOMY 3aKOHi.

(a) 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; or

Hopwma BincyTHs.

(b) any other 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 execution of criminal penalties, including the
safeguarding against and the prevention of threats to public security;

Hopwma BincyTHsI.

(46) ‘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 against and
preventing threats to public security;

Hopwma BincyTHs.
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https://zakon.rada.gov.ua/laws/show/3781-12#Text
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(47) ‘Al Office’ means the Commission’s function of contributing to
the implementation, monitoring and supervision of Al systems and
general-purpose Al models, and Al governance, provided for in
Commission Decision of 24 January 2024; references in this
Regulation to the Al Office shall be construed as references to the
Commission;

HemosximBo iHKOpIIOpYBaTH /10 IOBHOI €BPOiHTETpaltii.

(48) ‘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 surveillance
authorities in this Regulation shall be construed as references to the
European Data Protection Supervisor;

Hopwma BincyTHsI.

(49) ‘serious incident’ means an incident or malfunctioning of an Al
system that directly or indirectly leads to any of the following:

Hopwma BincyTas.

(a) the death of a person, or serious harm to a person’s health;

Hopwma BincyTHsI.

(b) a serious and irreversible disruption of the management or
operation of critical infrastructure;

Hopwma BincyTHs.

(c) the infringement of obligations under Union law intended to
protect fundamental rights;

Hopwma BincyTHs.

(d) serious harm to property or the environment;

Hopwma BincyTas.

(50) ‘personal data’ means personal data as defined in Article 4,
point (1), of Regulation (EU) 2016/679;

3akxoH Ykpainu “IIpo 3aXHCT NepcoHAJbLHUX AAHUX":

Crarts 2. BusHaueHHs TepMiHiB

[epconanbHi maHi — BIIOMOCTI YM CYKYNHICTH BiJIOMOCTEH Ipo
¢izuuny ocoOy, Aka ineHTH(iKOBaHA a00 MOke OyTH KOHKPETHO
iIeHTU(IKOBaHA.

YacTKoBO nependayeHo — BapTo y3roAUTH
tepmin i3 Bumoramu GDPR vy
CIIEI[iaIbHOMY 3aKOHI.

(51) ‘non-personal data’ means data other than personal data as
defined in Article 4, point (1), of Regulation (EU) 2016/679;

3 . . sse99
.

Crarts 2. BusHadeHHS TepMiHiB

20) Hani — indopmanis y ¢opmi, IpuaaTHIA 17 aBTOMaTH30BaHOT
00poOku i 3aco0amMu OOYHMCIIOBAIBGHOI TEXHIKMA, TEXHIYHHMH Ta
NPOTPaMHUMH 3aCO0aMH.

YacTkoBo nepeadayeHo — BapTo y3roAuTU
TepmiH i3 Bumoramu GDPR y
CIIEIiaTFHOMY 3aKOHI.
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(52) ‘profiling’ means profiling as defined in Article 4, point (4), of | Pexomennanii 3  BianoBigaabpHoi __po3podkm _cuctem i3 | YacTkoBo  mependayeHo —  BapTo
Regulation (EU) 2016/679; BHKOPUCTAHHAM TexHoJorii IT: mepea0aduTH TEpMIH y  CIIEIialbHOMY
[IpodinroBanHs — GpopMa aBTOMATH30BaHOI 0OPOOKH MEPCOHATBHUX | 3aKOHI.
JAHWX, SKa MOJISTae B iX 00poOIli 3 METOIO OLIHKY 1HIUBIAyaIbHUX
XapaKTepUCTHK, Cepel SKUX aHami3 Ta mependadeHHs BapiaHTIB
MOBEIIHKH 0coOu (30Kkpema, y mnpodeciiHiii misuibHOCTI), 11
MalHOBOTO CTaHy, CTaHy 3JI0pOB’S, OCOOWCTHX YIOAO0OaHb,
IHTEepECiB, HAIIMHOCTI, MiciieriepeOyBaHHs a00 MepeCcyBaHH.
(53) ‘real-world testing plan’ means a document that describes the | Hopma BincyTHs.
objectives, methodology, geographical, population and temporal
scope, monitoring, organisation and conduct of testing in real-world
conditions;
(54) ‘sandbox plan’ means a document agreed between the | Hopma BimcyTHs.
participating provider and the competent authority describing the
objectives, conditions, timeframe, methodology and requirements for
the activities carried out within the sandbox;
(55) ‘Al regulatory sandbox’ means a controlled framework set up by | CiioBHuk TepminiB v cdepi I1I1: YacTkoBo JTOTPUMAHO - BapTo
a competent authority which offers providers or prospective | Ilicounnist — KOHTpOJbOBaHE i30JbOBaHE CEPEIOBHIIE Ul BCIX | MepeadaduTH TEPMiH y CHELiaIbHOMY

providers of Al systems the possibility 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;

eTariB XuTTeBoro mukiy cucrem I, komn’rorepHuX mporpam ado
IHIMX iHGOpMaiHHUX cHcTeM 0e3 PU3HKY TSt OCHOBHOI CHCTEMHU.

3azmaueno y IlocramoBi KMY Nel238 “IIpo peadizamiio

E€KCTePUMEHTAJBLHOT0 NMPOEKTY 100 OpraHi3auii npoBeIeHHs
IOCHiIZKeHHS BHCOKOTEXHOJIOMIYHNX 3ac00iB METO10M

“Sandbox””

Meton “Sandbox” € CyKyIHICTIO 3aXOfiB, IO JJalOTh 3MOTY
NPOBECTH  JOCITIPKCHHST BHUCOKOTEXHOJOTIYHMX  3aco0iB, IO
BUKOPUCTOBYIOTh ~ IITYYHWH  IHTEJEKT, ONOK4edH, o ix
MOBHOLIIHHOTO BUKOPUCTAaHHA Yy pi3HUX cdepax, 30KpeMa Ha
npeaMeT Oe3NeYHOCTI, BiINOBIAHOCTI 3aKOHOJaBCTBY, CTaHAapTaM, a
TAaKOK MAaTeHTHOI YHCTOTH, JOTPHUMAHHS TIPaB IHTEIEKTyaJIbHOI
BJIACHOCTi, BCTAHOBJICHHS pHHKOBOi 3arpeOyBaHOCTI (mami —
JTOCITIIKCHHS ).

3aKOHI Ta y3rogutH ioro 3 Axtom npo LI

(56) ‘Al literacy’ means skills, knowledge and understanding that

CaoBHuK TepMiHiB v cdepi IIT1:

YacTKkoBO A0OTPUMAHO — BapTO
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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 systems, as well
as to gain awareness about the opportunities and risks of Al and
possible harm it can cause;

I'pamotnicTs y ramy3i LI — 3HaHHA, yMiIHHS Ta HABUYKH, SKi
JI03BOJISIIOTh

MMOCTaYabHAKAM, PO3POOHHMKAM, KOpHCTyBadaM 1 ocobam, sKi
3a3HaTh BIDWBY cuctemu I, Gepyunm mo yBarm ixHi BiAIOBimHI
mpaBa Ta 00OB’SI3KH, OIIIHUTH MOXIIMBOCTI, PU3UKHN Ta MOTCHIIHY
mKoxmy, Ky Moxke 3aBmatu cuctema LI ma Oymp-axomy ertami ii
JKUTTEBOTO IMKIY Ta BXHBATH 3aXOMIB IS il YHUKHCHHS YH
TIOM’ SIKITIEHHS.

I Lo 0L nvéai

CIAYKOOBISIMU:
HII-rpaMoTHICTB — 1I€ 3HAHHS, YMIHHS i HABHYKH, SIKi I0TIOMAararoTh

My OIIIYHAM CITY>KOOBIISIM BiIIIOBIAaIbHO BHKOPUCTOBYBATH CHCTEMH
MITY9IHOTO IHTENEKTY, PO3Ii3HABaTH, KOJIH BUKOpUCTOByeThes 11,
YCBIIOMITIOBAaTH HOTO MOXIIMBOCTi, OOMEXCHHS Ta PHU3UKH, IIO0
BUHUKAIOTh Yepe3 HeBiAMOBiaIbHEe BUKOPUCTAHHS.

Pexomennanii 3 BinnoBizanpHoro Bukopucrannsa 1T B

3aKJIa/1aX 3arajbHOI cepeTHbOI 0CBITH:
HII-rpaMOTHICT, — PO3YMIHHS Y4YaCHHKaMH OCBITHBOTO IpPOLECY

OCHOBHUX TPHUHLMIIB BiJOBITAJILHOIO 3aCTOCYBaHHS CHCTEM
IITYYHOTO IHTEJIEKTY, BOJIOJIHHS HAaBUYKaMH PO3Ii3HABAaHHS, KOJH
BukopucroByetbes LI, ycBimomieHHs oro oOMeXeHb Ta PH3HKIB,
OB’ SI3aHMX 3 OT0 HEBIOBITaTbHUM BUKOPHUCTAHHSM.

nepeadauuTH
3aKOHI.

TEPMIH Yy CICHiaTbHOMY

(57) ‘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 AI 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 in Article 57
or 60 are fulfilled;

Hopwma BincyTas.

(58) ‘subject’, for the purpose of real-world testing, means a natural
person who participates in testing in real-world conditions;

Hopwma BincyTHs.
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(59) ‘informed consent’ means a subject’s freely given, specific,
unambiguous and voluntary expression of his or her willingness to
participate in a particular testing in real-world conditions, after
having been informed of all aspects of the testing that are relevant to
the subject’s decision to participate;

3akon Ykpainu “IIpo 3axucT nepcoHaJbHUX JAHUX":
Crarts 2. BusHadeHHS TepMiHiB

3roma cy0’ekTa  TEepCOHANBHUX  JaHUX —  JOOpOBiIBHE
BOJICBUSBIICHHS (i3n9HOI 0cobm (3a yMOBH ii MOiH(POPMOBAHOCTI)
OO0 HAJaHHS JO3BONY Ha OOpoOKy ii TepcOHANbHUX JaHUX
BIAMOBITHO 10 copMynbOBaHOT MeTH iX OOpOOKH, BHCIIOBJIEHE Y
nUChMOBIH (GopMmi abo y ¢opmi, Mo Jae 3MOr'y 3pOOMTH BUCHOBOK
npo HajaHHs 3rofau. Y cdepi enekTpoHHOT Komeplii 3roja cy0’exTa
NEepCOHAJIbHUX JaHUX MoXke OyTH HajaHa Mij 4ac peecrtpaiii B
iHpopMaLifHO-KOMYHIKaliiHIi cucTeMi Cy0’eKkTa eJIeKTPOHHOI
KOMEpLIT LUIAXOM POCTABICHH BIAMITKU PO HAJaHHS T03BOJTY Ha
00poOKy  CBOiX  MEpCOHAIBPHMX  JAHWX  BIANOBIAHO IO
copMyboBaHOi METH iX 0OpOOKH, 32 YMOBH, 1[0 TaKa CUCTEMa He
CTBOPIOE MOJKJIUBOCTEH JUIi OOpOOKH NEpCOHAJIBHHX HaHHX JIO0
MOMEHTY TIPOCTAaBJICHHS BiJIMITKH.

CJioBHUK TepMiHiB y cdepi HII:

TloindopmoBaHa 3roma — BUIbHO HaJaHE, KOHKPETHE, HEIBO3HAYHE
Ta J0OPOBUIbHE BUPAXKCHHS Cy0 €KTOM Oa)kKaHHS B3aEMOIIATH 3
cucremoro Il B peanbHMX yMoOBax micis TOro, sk BiH OyB
noin(opMOBaHUK TPO Bci acrekTH B3aemopii 3 cucremoro LI Ha
BIJIIOBITHOMY eTami >KUTTEBOro Iukiny cucrtemu I, ski MaroTh
BiJJHOILICHHS JI0 PillIeHHs Cy0’eKkTa OpaTu y4acTsb.

YacTKoBO
nepeadauuTH
3aKOHI.

AOTPUMAHO —  BapTo
TEPMIH Y CIHeUiaTbHOMY

(60) ‘deep fake’ means Al-generated or manipulated image, 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;

CaoBHuK TepMiHiB v cdepi 11,

Pexomenanii 3 Binnosiganbnoro pukopucranus I nis

NPABHUKIB:
Hundeiik (mmuboka migpoOka) — KOHTEHT, 3TeHEpOBaHUN abo

BigpemaroBanuii 3a gomomororo IIII, skuii Haragye peanbHHX
JrofeH, 00’€KTH, Micls, IHIN CyTHOCTI abo Mojil, Ta BBOAUTH B
OMaHy IIIOJI0 CIPaBKHOCTI a00 MPaBIUBOCTI.

3aszHaueno y Ilpoekrti 3akony Nel4057 npo BHeceHHsI 3MiH 10
MBIILHOIO _KOJIEKC KpaiHy 3B’A3KY i3 OHOBJCHHSIM

(pexoandikanicro) moa0KeHb KHUTU APYIoi, SKAH NPUAHATHH 32

OCHOBY Ta TOTY€THCS HA IpyTe YUTAHHS:

Crarts 294-3. TIpaBo Ha BacHe 300pakeHHSI, TOIIOC

5. CrBopeHHs Ta/ab0 BUKOPHCTAaHHS INTYYHO 3TCHEPOBAHOTO

YacTKkoBO
nependagnTH
3aKOHI.

AOTPHUMAHO —  Bapto
TEPMIH Y CIEUiaTbHOMY
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300pakeHHs, Tonocy (hi3maHOT 0cobOu Oe3 i 3rou i3 3aCTOCYBaHHSIM
TEXHOJIOTI# MITY4HOTO

inTeneKTy, mMOMHHNX QeiikiB (deepfake) Tomo BBaxkaeThC
MPOTUIIPABHUM, KPIM BHIMA/IKIB, BU3HAYCHUX 3aKOHOM.

(61) ‘widespread infringement’ means any act or omission contrary
to Union law protecting the interest of individuals, which:

Hopwma BincyTHs.

(a) has harmed or is likely to harm the collective interests of
individuals residing in at least two Member States other than the
Member State in which:

Hopwma BincyTHs.

(i) the act or omission originated or took place;

Hopwma BincyTHs.

(i1)) the provider concerned, or, where applicable, its authorised
representative is located or established; or

Hopwma BincyTas.

(iii) the deployer is established, when the infringement is committed
by the deployer;

Hopwma BincyTHs.

(b) has caused, causes or is likely to cause harm to the collective
interests of individuals and has common features, including the same
unlawful practice or the same interest being infringed, and is
occurring concurrently, committed by the same operator, in at least
three Member States;

Hopwma BincyTHs.

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

3akon Ykpainu “IIpo kpuTn4Hy iHGpacTpyKTYpy”:

Crarts 1. BusHaueHHs1 OCHOBHHMX TEpMiHIB

9) xputH4Ha iH}pacCTPyKTypa — CYKYNHICTb 00’€KTIB KPHUTHYHOI
iHppacTpyKTypH;

13) o0’ektm  kputuuHOi  iHQpacTpykTypm —  00’€KTH
IHQpacTPyKTypH, CHCTEMH, iX YaCTHHU Ta iX CYKYITHICTb, SKi €
B)XJIMBUMH Il €KOHOMIKH, HalliOHAIBHOI Oe3reku Ta 0OOpOHH,
NopynIeHHsT (GYHKLIOHYBaHHS SKUX MOXKE 3aBIaTH IIKOIH KUTTEBO
BaXJIMBUM HAI[IOHATBHUAM IHTEpECaM.

YacTkoBo JAOTPUMAHO —  BapTo
nependauynuT  TepMiH Yy  CIeliajJbHOMY
3aKOHI Ta  y3TOAWTH  HOrOo 3  sK
HalliOHAJBHUMHU 3aKOHAMH, TaK 1 BUMOTaMH

€C.

(63) ‘general-purpose Al model’ means an Al model, including
where such an Al model is trained with a large amount of data using

CJi0BHUK TepMiHiB y cdepi IIII:

Bennka moBHa M b (BMM) — kjgac MOBHHMX MOJENIEH, SKI

YacTkoBO
nepeadaynuTu

AOTPHMAHO —  Bapro
TEPMIH Yy CIeliaJbHOMY
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self-supervision at scale, that displays significant generality and is
capable of competently performing a wide range of distinct tasks
regardless of the way the model is placed on the market and that can
be integrated into a variety of downstream systems or applications,
except Al models that are used for research, development or
prototyping activities before they are placed on the market;

BHKOPHUCTOBYIOTh aJITOPUTMH TIHOOKOTO HAaBYAaHHS Ta HABYAFOTHCS
Ha BETUKUX HaOOpaxX JaHWX, KOTPi MOXKYTh MIiCTUTH HE TLTBKH TEKCT,
aye ¥ iHII1 MOATBHOCTI (300paXKeHHSI, ayIio TOIIO).

Monene — nporpamae 3abe3rnedeHHs a00 MaTeMaTHIHIH BUPa3, 10
MICTHTh TTapaMeTpH, SKi MOXXHA HAJIAIITOBYBAaTH 1 SKi BH3HAYAIOTH
fioro momeminky. Ili mapameTpu 3a3BW4YAil HAJAIITOBYIOTHCS 3a
JOIIOMOI'OKO aJ'IFOpI/ITMiB MAIIMHHOI'O HABYAHHA.
PexomMennanii BiINOBiNaJBLHOIL
BHKOPHCTAHHAM TexHoJjoriii III:

KH nereM i

Mo,uem, MAalIMHHOTO HaBYaHHA — 1€ KOHerTHI/Iﬁ AJITOPUTM abo
MarcMarud4Ha  MOJCIIb, sSKa 6yna HaBU€CHa Ha  JaHHUX i
BUKOPHUCTOBYETBCA  1Jid BUKOHAHHSA TNEBHUX 3aBJAaHb, AK-OT

MIPOTHO3YBaHHS, KiIacu(iKallis 91 BUSABICHHS aHOMAIIH.

3aKOHI Ta y3roauTtH ioro 3 Axtom npo LI

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

Hopwma BincyTas.

(65) ‘systemic risk’ means a risk that is specific to the high-impact
capabilities of general-purpose Al models, having a significant
impact 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 as a whole, that can
be propagated at scale across the value chain;

Hopwma BincyTHs.

(66) ‘general-purpose Al system’ means an Al system which is based
on a general-purpose Al model and which has the capability to serve
a variety of purposes, both for direct use as well as for integration in
other Al systems;

Hopwma BincyTas.

(67) ‘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;

Hopwma BincyTHs.

(68) ‘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

Hopwma BincyTas.
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and vertically integrated or provided by another entity based on
contractual relations.

Article 4

Al literacy

Providers and deployers of Al systems shall take measures to ensure,
to their best extent, 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 considering the persons or groups of persons on
whom the Al systems are to be used.

IMmIeMeHTOBaHO HA TOPH30HTAIEHOMY PiBHI.

Y 2021 poui ypsan 3arBepauB IlosaoxkeHHs mnpo €Eaunwmii
Jep:xxkaBHuii nopran uudponoi ocBiTn «/lis. IlndpoBa ocpiray,
SKMM BH3HAYAaIOTHCS METa, OCHOBHI 3aBHaHHs, (YHKIIOHAJIBHI
MOXIIUBOCTI Ta CyO0’€KTH BeOmopraiy, 3MmicT iHpopmalii, ska Ha
HBOMY MICTUThCSI, Ta IHIII muTaHHS. MiHudpa 3a0e3meunia
CTBOPCHHS Ta BIIPOBA/KCHHS B CKCILTyaTallito €IMHOTO JAePKaBHOTO
BeO-noprairy nudposoi ocitu “Jlist. [ludposa ocsira”.

Takoxx KabOmiH mocTaHoBHB MIiHICTEpCTBY OCBITH 1 HayKd
3a0e3nmeduT  po3poOIeHHS HOPMAaTHBHO-TIPABOBUX AaKTiB  IIOIO
BPETYJIIOBaHHS IOPAAKY HAIOBHEHHS CIHHOIO  JEepiKaBHOTO
moptairy 1udposoi oceitn «is. Lludposa ocira» B wacTuHI
BeOMmIarpopMu TUCTAHIIHNHOrO HaB4aHHSI «BceykpaiHChKa IIKOIa
OHJIAMH» OCBITHIMH MaTepiajaMu, HCOOXiTHUMU JJIsl TUCTAHIIHHOTO
3100y TTS OCBITH.

VY 2025 poui Minun¢pu nosizoMumio, mo B YKpaiHi 3alycKaroTh
Tepury JepkaBHy OHJaWH-TuIaTrdopMy 3i MITy4yHOTO iHTenekTy. Ha
mii  mnargopmi  y  KOKHOTO — Oyme JOCTYH [0 BaKIHBHX
pexoMeHpamii, iHcTpyMeHTiB Ta raimiB 3 LI y pisHux cdepax.
Takox y4acHUKH MAaTUMYTh MOXJIUBICTH OpaTH y4acTb y CTBOPEHHI
cTparerii 3 mrydHoro iHTenekty a0 2030 poKy Ta 10 BperyrOBaHHS
1l

YacTkoBO iMIIEMEHTOBAHO — BapTo
nepea0aduT Ha 3aKOHOAABYOMY DiBHI
BUMOTH (BKJIIOYHO JI0 TIpOBaiiepiB Ta
po3po6uukiB cucrem 1) mono crpusiHHsS
uudpoBoi rpaMOTHOCTI Ta OCBITH Yy cdepi
LI 3 MoxMBICTIO 320€3IeYeHHs HAaBYaHHSI
JIofed BCIX BIKOBHX Kareropid Impo
KOHTEKCTH, B SKUX MOXYTb
BUKOpHCTOBYBatucs cucremu LIl Ta
BpPaxOBYIOYM TpyNH JIIOOCH, Ha SKHX
MOXXYTb TaKi CHCTEMH BHKOPHUCTOBYBATHUCH.

CHAPTER II
PROHIBITED AI PRACTICES

Article 5
Prohibited AI practices
1. The following Al practices shall be prohibited:

Hopma BigncyTHa — Bapro OKpecIuUTH
PU3UKO-OPiEHTOBAHUIA miaxizg bi (o)
perymoBanHs cuctem Il B okpemomy
CIIEIiaTbHOMY 3aKOHI.

(a) the placing on the market, the putting into service or the use of an
Al system that deploys subliminal techniques beyond a person’s

Ha 3akoHOmaBYOMY piBHI HasiBHI 371e01TBIIIOTO 3araibHi HOPMHU.

HopmMma BigcyTHs — y crieriaTbHOMY 3aKOHI
BapTO BCTAHOBHUTH 3a00pOHY Ha CHCTEMH
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consciousness or purposefully manipulative or deceptive techniques,
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 take a
decision that they would not have otherwise taken in a manner that
causes or is reasonably likely to cause that person, another person or
group of persons significant harm;

3akon Ykpainu “IIpo pexaamy”:
Crarrs 8. 3araixpHi BUMOTH JIO peKIIaMH

1.V pexiami 3a00pOHSETHCS:

4) BUKOPHCTOBYBATH 3aCOOM i TEXHOJOTIi, 5IKi CIIPaBIISAIOTH BILTHB Ha
ITiJICB1IOMICTh CITOKMBAYiB PEKIIAMHU;

Crarra 9. Inentudikariis pexiaMu

5. [IpuxoBaHa pekinama 3a00pOHIETHCA.

Crarts 1. BusHaueHHs TepMiHiB

14) IlpuxoBana pekigama — iHdopmarlist mpo ocoOy, imer Ta/adbo
TOBap, PO3MOBCIOMKEHA 32 TPOMIOBY YW IHIIY BHHAropogy y
mporpami ayfiaJbHOTO YW ay/lioBi3yaJbHOTO Meaia, Marepiajax B
IHIIOMY Mefia, 3a JIOIIOMOTOI0 IHIIMX PEeKJIIAMHUX 3ac00iB, SKIIO
Taka iH(popMaIlis CIIyTye peKJIaMHHAM IIUJISIM i MO)KE BBECTH B OMaHY
CIIOXKMBAYIB PEKJIAMH OO CIPABKHBOI METH TAKUX MPOrpaM 4u
IHIIAX MaTepiais.

Buo6opuuii koaeke Ykpainu:
Crartsa 51. ®opmu i1 3acobu nepenBUOOpHOT aritariii

5. IlpuxoBana nepenBuOOpHA ariTamis, a TaKOK PO3MILICHHS abo
NOIIMPEHHS MatepialiB repeiBUOOpHOI aritarii, He MO3HAYEeHOT
BIJITIOBIJTHO 1O BUMOT 116010 Kojiekcy, 3a00pOHSOThCS.

3akon Ykpainu “IIpo indpopmani”:

Crarts 7. OxopoHa mpaBa Ha iH(OpMaIlifo

1. IlpaBo Ha iHdopmamito OXOpOHSEThCS 3akoHOM. J[lepkaBa
rapaHTye BciM cyO'extam iH(oOpMamiifHUX BiIHOCHH piBHI IpaBa i
MOXKJIMBOCTI JJOCTYITy 110 iH(pOpMAIIii.

3akon VYkpainu “IIpo  menia” oOMEXYETbCS PETYIIOBAHHIM
wiat()opM CHiJIBHOTO OCTYIY JI0 BiI€o.

Ha m’sikomy piBHI PexomeHpmarlii 3 BiJIIOBiAaIbHOTO BUKOPHUCTAHHS
HITYYHOTO 1HTENeKTY Yy cdepi Menia, cdepi iHTEIEKTyallbHOT
BJIACHOCTI @ TakoX cgepi pekiiaMy Ta MapKeTHHIOBUX KOMYHIKaIlin
HaroJomyoTh Ha TOMY, IO CHCTEMH IepcoHaji3amii KOHTEHTY
MapTh OyTH TPO3OPUMH Ta IPYHTYBarTHCsi Ha IPHHIHUIAX
IDTIOpaTi3My Ta WUTCHOCTI iH(oOpMarii, a TakoX IOBard 10
MIEPCOHAILHUX JIAHUX.

I, mo BUKOPHCTOBYIOTh METOIM BILUIMBY
Ha  miAacBimomicte abo €  YMHCHO
MaHINyIATABHAMH YH OMAaHJIMBAMH i
MalOTh Ha MeTi BIUIMB Ha TMOBEIIHKY
JMIONUHW, B TOMY YHCII MaHIMYJIATHBHI
CHCTEMH PEKOMEH[AIlii KOHTEHTY.

Bapro BHectu 3miHu 10 3akoHy YKpaiHu
“IIpo Memia”, mepeaOAYUBINNA BUMOTH [0

wiaropM  CHOUIBHOTO  JOCTYyIy  JIO
iHpopMamii  IOZO  MPO30pOCTI  Ta
MeXaHi3My  (YHKIIOHYBaHHS  CHCTEM

peKOMeH/1anii KOHTeHTY, a TaKoXK 3a00pOHU
Ha BHKODHCTaHHS TakMX CHCTEM 3
MaHIITYJIATHBHOIO Y1 OMAHJIMBOIO METOIO.
Bapro Takok BHECTH 3MIHH 1O 3aKOHY
Vkpainu “IIpo 3axMcT mNEpCOHAIbHUX
JaHux”’, 3a00pOHMBIIM  peKIaMy, IO
BUKOPUCTOBY€E II€PCOHANBHI JaHi AiTei 3
KOMEpIIIHHOI METOI, Ui BCIX THIIIB
[HTEpHET-TIOCEPEIHUKIB.
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(b) 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;

Ha 3axoHomaBuOMy piBHI HasIBHI 371€01IBIIOTO 3arajibHi HOPMH.

3akon Ykpainu “IIpo pekaamy”:

Crarrs 7. [IpuHINATHN pexiraMu

4. Pexitama ITOBHHHA BPaxOBYBaTH OCOOJHBY UyTJIUBICTH HiTeH 1 HE
3aBJaBaTH 1M IIKOIH.

Crarrsa 20. Pexknama i gitu

3. Pexylama He TOBMHHA 3aBJABATH JAITSIM MOpalbHOT 4K (piznmdyHOT
IIKO/IM, BUKJIMKATU Y HUX BiAYYTTS HEIIOBHOLIHHOCTI.

4. Pexyama He TOBMHHA BKa3yBaTW Ha MOXKJIMBICTb NPUIOAHHS
PEKJIAaMOBAHOTO TOBapy, PpO3PAaxOBaHOTO IIEPEBXHO Ha JIiTeH,
KOXXHOIO CiM'eto 0e3 ypaXyBaHHS MOXJIMBOCTEH 11 OIOIKeTy.

Crarts 22-1. Peknama a3apTHHX irop, OpraHi3aropiB a3apTHHUX irop
11. 3a0bopoHs€eTbCS CHPSIMOBYBAaTH pEKIaMy Ha Bpa3IMBI Tpynu
HacemeHHs (miTw, Mano3abesmedeHi ocoOm, ocobu, XBOopi Ha
TICUXIYHI 3aXBOPIOBAHHS).

Hopma BiacyTHsI — y cneniabHOMY 3aKOHI
BapTO BCTAHOBUTU 3a00pOHY Ha CHUCTEMH
I, saxi BHUKOPUCTOBYIOTH  OyIb-SAKY
Bpa3nuBicTh ¢i3uuHOi 0cobm abo meBHOI
rpynu ocib depe3 ix BiK, iHBaIigHICTH a0
TEBHE corjajbHe 9 E€KOHOMIYHE
CTaHOBMIIE 3 METOI ab0 HaCHiIKOM
CYTTEBOTO CIIOTBOPCHHS TOBEIIHKH ITi€l
0CcOOM TakMM YMHOM, IO Lie 3aBaae abo
OOTpYHTOBaHO WMOBIPHO 3aBHAacTh IIii
0c001 3HaYHOT IIKO/IH.

(c) 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 social
behaviour or known, inferred or predicted personal or personality
characteristics, with the social score leading to either or both of the
following:

He nepen6aveHo Ha piBHI 3aKOHO/IABCTBA.

KpuMinanpHHi npoliecyalibHUN Kozieke Tiepenbavae y crarti 314-1
OPOLEAYPY CKIAJaHHS OCYIOBOI JOMOBiMi, MPOTE HE MiCTUThH
SKOJHUX MOCHJIAHh HAa aBTOMATHU30BaHI CHUCTEMM YU BHUMOI' JO HHX.
JloTMYHI 3aKOHM WIOAO MisUTBHOCTI IIOIIINI, AHTUKODPYIIIHHUX
OpraHiB, CIyKOWM Oe3NeKH YH KOHTPPO3BIYBaTbHUX OPTaHIB TaKOK
He rmepeadavyaTh CHEliabHUX T[OBHOBAXEHb, MOB’SI3aHUX 3
BHUKOPHUCTAHHSM TOIOHAX CHCTEM.

IMmIeMeHTOBaHO Ha TOPHU3OHTAIBHOMY piBHI Ha mpukiIaai “Mpis” —
nepxaBHOT IU(GPOBOI OCBITHBOI €KOCHCTEMH IS 3aKJIA/IiB OCBITH Y
koHTekcTi inTerpauii I B ocBiTHIlN nporiec. 3aBasKH 3aCTOCYHKY
KOKHa JAWTHHA Mae cBoe mnoptdonio (“nudposuit npodias”) B
ocBiTi, ne Oyae iHdopmariss mnpo T JOCATHEHHS Ta IUIAHU.
Binmoimno mo Minnudpu, 6atbkkam Mpist goromarae OyTH OLTBIIT
3aJy4E€HHMH 10 KUTTS JITed: MiiCBiUye iXHI CHJIBHI CTOPOHH, Ja€
3MOTy Oa4WTH pe3yNbTaTd HaBYaHHS B JUHAMILl, pa3oM IUIaHyBaTH
PO3BHTOK 1 cBO€yacHO miaTpuMyBaru. CucreMa 31iHCHIOE OLIHKY
JOCATHCHb Ta HABMYKIB AUTHHH Ha OCHOBI ii MPO(LIIO i OTpIMaHUX
OIIHOK, Ta, 0a3ylOuMCh Ha pe3yNbTarax, IPOIOHYE BiANOBITHI
Topaju.

Hopma BigcyTHs — y crieriaibHOMY 3aKOHI
BapTO BCTAHOBHUTH 3a00POHY Ha CHCTEMH

IIII, w™eroro sAKMX € oOmiHKa abo
knacudikamis 0ci0 Ha OCHOBI IXHBOI
COLlIaJIbHOI ~ IOBEMiHKM  abo  BiZOMOI,
TIPUITYIECHOT 91 nepeadadeHol

XapaKTEPUCTUKH OCOOUCTOCTI, SIKIO TaKa
OIliHKA CIIPUYHHSE IIKI[UIMBI HACTiTKH, a
Takok cucrem Il mgma  omimkm  abo
[IPOTHO3YBaHHSI PU3UKY BUYMHEHHS OCO0O0IO0
37I04UHY BUKITIOYHO Ha OCHOBI
npodinoBaHHA 0codu abo OIHKK 11
OCOOHMCTICHHX SKOCTEH Ta XapaKTEPHCTHK.
Buectu 3MiHH y Kpuminanpuuit
MpOIECYalbHU  KOJCKC Ta  JOTHYHI
cHemiasibHli  3aKOHM  IIONO  TOPSIKY
BUKOPUCTAHHS ~ CHUCTEM  HNPEIUKTHBHOI
AHAJITUKH B IIPAaBOOXOPOHHIM Ta CymOBIH
chepax, BKITIOUHO 3 TPaBOBHUMHU
rapaHTisIMHU, SIK-OT HEBUKOPUCTAHHS TaKUX
cUCTeM 10 o0ci0d, om0 SKAX BiICYTHA
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oOrpyHTOBaHa Mi103pa B y4acTi y BANHEHHI1
37I0YMHY.

Ha mig3akoHHOMY piBHI BapTo po3poOUTH
TEXHIYHI 1 IOPUAWYHI BUMOTH IO CHCTEM
MPEIUKTHBHOI ~ aHANITHKH, MOPAAOK iX
BUKOPUCTAHHS Ta MEXaHI3M
BIJIIIOBITAJILHOCTI 332 MOYKJIHBI TOPYIIICHHS.

(1) detrimental or unfavourable treatment of certain natural persons or
groups of persons in social contexts that are unrelated to the contexts
in which the data was originally generated or collected;

Hopwma BincyTHs.

(i1) detrimental or unfavourable treatment of certain natural persons
or groups of persons that is unjustified or
disproportionate to their social behaviour or its gravity;

Hopwma BincyTas.

(d) 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 predict the risk of a natural
person committing a criminal offence, based solely on the profiling
of a natural person or on assessing their personality traits and
characteristics; this prohibition shall not apply to Al systems used to
support the human assessment of the involvement of a person in a
criminal activity, which is already based on objective and verifiable
facts directly linked to a criminal activity;

He nepen6aveHo Ha piBHI 3aKOHO/IABCTBA.

KpuMinanpHHi nponiecyalibHUN Kozieke Tepenbavae y crarti 314-1
OPOIEAYPY CKIAJaHHS OCYIOBOI JOMOBiMi, MPOTE HE MiCTUThH
JKOTHHUX TOCHJIaHb Ha aBTOMATH30BaHI CUCTEMH YU BUMOT JIO HUX.
JloTHYHI 3aKOHM WIOAO MisUTBHOCTI IIQIIINI, AHTUKOPYIIIHHUX
OpraHiB, CIy>KOW Oe3NeKH YM KOHTPPO3BUIYBAILHUX OPIaHiB TaKOXK
He mepeadavyaTh CHElialbHUX I[OBHOBaXEHb, MOB’SI3aHUX 3
BHUKOPHUCTAHHSM TTOIOHAX CUCTEM.

Ha mpaxruni, MinicTepcTBo rocTutlii YkpaiHu y TeCTOBOMY pexXuMi
1I0YaJI0 BUKOPHCTOBYBaTH INPOrpaMHe 3afe3leyeHHs] HAa OCHOBI
HII “Kaccangpa” — cuctemy, sika Ha OCHOBI onUTHHKA (97 MUTaHBb)

BU3HAYATUME CXUJIBHICTH OCOOH /10 TOBTOPHOI'O BUMHEHHS 3JI0YHMHIB

(peunauB), 110 3rOJIOM IHTEIPYBATUMETBCS Y AOCYJOBY OIOBI/b.

Hopma BigcyTHs — y crieriaibHOMY 3aKOHI
BapTO BCTAHOBHUTH 3a00pOHY Ha CHCTEMH

I, wmeTtol0 sKUX € omiHka abo
knacudikamis 0ci0 Ha OCHOBI IXHBOI
COLllaJIbHOI ~ IOBEMiHKM  abo  BiOMOI,
MIPHITYIECHOT 9u nepeadadeHol

XapaKTEePUCTHUKA OCOOUCTOCTI, SIKIIO TakKa
OIlIHKA CIPWYHMHSE IIKI[UIMBI HACTiTKH, a
Takok cucrem Il mgma  omimkm  abo
MPOTHO3YBaHHS PU3MKY BYMHEHHS 0CO0OI0
3JI0YHHY BUKJIIOYHO Ha OCHOBI
npodinoBaHH 0codu abo OIHKH 11
OCOOHMCTICHHX SKOCTEH Ta XapaKTePHCTHK.

Buectu 3MiHH y Kpuminansuuit
MPOICCYaATbHUM  KOJGKC Ta  JOTHYHI
cHeuiasibHi  3aKOHM  LIOO  TMOPSIKY
BUKODUCTAHHS ~ CHCTEM  HPEIUKTHBHOI
AHAJITUKH B IIPABOOXOPOHHIM Ta CymOBIH
chepax, BKJIFOYHO 3 [pPaBOBHMH
TapaHTIisIMH, SIK-OT HEBUKOPHCTAHHS TaKHX
cUCTeM 10 o0ci0d, Momo SKUX BiICYTHA
0oOTpyHTOBaHA MiI03pa B YYaCTi Y BAMHEHHI
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37I0YMHY.
Ha mig3akoHHOMY piBHI BapTo po3poOUTH
TEXHIYHI 1 IOPUAWYHI BUMOTH IO CHUCTEM
MPEIUKTHBHOI ~aHANITHKH, TMOPAAOK iX
BUKOPHCTaHHS Ta MeXaHI3M
BiAMTOBIJAIEHOCTI 32 MOXIUBI MOPYIIICHHS.

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

VYkpaiHa BHKOPHCTOBYE “pO3yMHI TEXHOJIOTIi”, II0 BKIIOYAIOThH
KOMIUICKCHY CHCTEMY BIJICOMOHITOPUHTY B paMKax IpOrpamu
“besneune micto” (moumHaroun 3 2019 poky). Cucremu
BiJICOCTEKECHHS QCHAIIICH] TEXHOJOTISIMH PO3ITi3HABAHHS 00IAYYS.

Hopma BincyTnsi — BapTo nepenbauut y
cHeuialbHOMY  3aKOHI  3a0OpoHY  Ha
BUKOPUCTaHHS cucTeM HITYYHOTO
IHTEJIEKTY, AKi CTBOPIOIOTH abo
PO3IIUPIOIOTE 0a3u NAaHWX PO3IMi3HABAHHS
00NMMY  [UIAXOM  HEITBOBOTO  300py
300pakeHp 00mmd 3 [HTEpHETY 200 3amuciB
3 KaMep BiJJCOCIIOCTEePEIKCHHSL.

(f) 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 system is intended to be put in place or into
the market for medical or safety reasons;

Hopwma BincyTHs.

(g) the placing on the market, the putting into service for this specific
purpose, or the use of biometric categorisation systems 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 or filtering
of lawfully acquired biometric datasets, such as images, based on
biometric data or categorizing of biometric data in the area of law
enforcement;

Hopma BincyTHs — BapTo mependaduTu y

(h) the use of ‘real-time’ remote biometric identification systems in
publicly accessible spaces for the purposes of law enforcement,
unless and in so far as such use is strictly necessary for one of the
following objectives:

th)

IMmIeMeHTOBaHO Ha TOPU3OHTANBHOMY piBHI Ha mpukmami “/lis” —
wiarpopMH, SKa HAJAE JSpXKaBHI MOCIYyTH OHJAWH, JONOMarae
Oisgecy Tta miarpumye IT-imgyctpito. [lis Takok MICTUTh
BIJIOBITHUH 33CTOCVHOK, /€ 30epiraroTbes eNeKTPOHHI JOKYMEHTH
TpOMaIsiH Ta IX JaHI 3 JepKaBHHUX PEECTPIB: BXiJ A0 JOJATOK
3niicHioeThest  uwepe3  FacelD. IlommpeHumMu €  TpakTHKH

CIeIiaTbHOMY ~ 3akoHi  3a00poHY  Ha
BUKOPHCTaHHS  CHCTEM  OiOMEeTpHUYHOI
KaTeTOpH3aIlii.

YacTkoBO IMILUIEMEHTOBAHO — BapTo
po3pobuTH y  CHEIialbHOMY  3aKOHi
npaBmwia IIOAO0 BHKOPUCTAHHS CHCTEM

OiomerpnuHOi imeHTH(IKALIT IepKaBHUMHU
opranamMu (a came WiACTaBH Ta YMOBH
BUKOPUCTAHHS,  KOJO  yIOBHOBaKEHHX
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CJISKTPOHHHX JOKYMEHTIB (BIpoBa/pkeri y 2015 poui GiomerpuyHi
MACTIOPTH) Ta OHJIAHH-OaHKIHTY.

B Vkpaini aie [lonoxeH s 1po HANIOHANBLHY CHCTEMY 0iOMETPUYHO]

BepubikaIii Ta i1eHTHdIKaIil TpoMaIsgH YKpaiHu, 1HO3EMIIIB Ta 0ci0

0e3 IpOMa/SIHCTRA, KA MOHITOPUTH 0Ci0, KOTpi B IXIKalOTh Ta
BUDK/DKAIOTh 3 YKpaiHM, a TakoX 3IIHCHIOE KOHTpOJb 32

JIOZIepKaHHIM HUMH [PaBUII TIepeOyBaHHs Ha TEpUTOpPIl YKpaiHHu.

B pamkax mpoekty “besmeyHe wmicTo” Micta OyJ0 OCHAIIEHO
KaMepaMu CTEXEHHs, OONagHaHUX CHUCTEMaMH PpO3Ii3HaBaHHS
o6mmy. J1QIOKEHHA PO KOMILICKCHY CHCTEMY BiIEOCTIQCTEPEKECHHS
Mmicta _KueBa peryiaroe BCTAaHOBICHHS Ta (PyHKIIIOHAIBHICTH
BiamoBigHUX cucTeM. [lonoxenns HE nepenbauae mopsinok 3axucrty
310paHMX MEpCOHANBHUX JaHUX Ta X IOCTYITY, a TAKOXK MEXaHi3My
KOHTPOJIIO Ta HAIJIAY.

Cy0’€KTIB Ta OOMEKEHHS).

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

Hopwma BincyTHs.

(i1) the prevention of a specific, substantial and imminent threat to
the life or physical safety of natural persons or a genuine and present
or genuine and foreseeable threat of a terrorist attack;

Hopwma BincyTHs.

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

Hopwma BincyTas.

Point (h) of the first subparagraph is without prejudice to Article 9 of
Regulation (EU) 2016/679 for the processing of biometric data for
purposes other than law enforcement.

Hopwma BincyTHs.

2. The use of ‘real-time’ remote biometric identification systems in
publicly accessible spaces for the purposes of law enforcement for

PerymioBanust mporpamm “besneuHe MicTo” 3mIHCHIOETBCS Ha
Mig3aKOHHOMY piBHI — [lOMOXEHHS TPO KOMIUICKCHY CHCTeMY

Hopma BincyTHs — BapTo mependauuTu y

CIEIIaTEHOMY 3aKO0HI

IpaBuiIa
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any of the objectives referred to in paragraph 1, first subparagraph,
point (h), shall be deployed for the purposes set out in that point only
to confirm the identity of the specifically targeted individual, and it
shall take into account the following elements:

Bijleocriocreperkenns _micra _Kuesa mepenbadae  mpouenypy
¢dopMyBaHHS Ta BeAeHHS BimeocrocrepekenHs, npore HE

mependadae MiACTaBH Ta TOPAOOK [OCTYIy JO OTPUMAaHOl
iH(popMaIii.

Ha 3akoHOAaBuYOMY piBHI 31€01IBIIOTO 3araabHi HOPMU:

3akon Ykpainu “IIpo HanionaapHy nmoJini”:

Crarts 26. ®opmyBaHHs iHpOpPMaLIHHIX PECYPCIB MOMILIEIO

1. Tlomiuis 3acobamu iH(pOpMaLiHO-KOMYHIKaliHHOT CHCTEMH
HallOBHIOE Ta MIATPUMYE B aKTyaJIbHOMY CTaHi peecTpu Ta 0a3u
(OaHKM) nMaHWX, IO BXOMATH JO €IWHOI iH(QOpPMAMiIHHOI CHCTEMH
MinicTepcTBa BHYTPIIIHIX clpaB YKpaiHU, CTOCOBHO:

2) BUSIBIICHUX KPUMIHATBHUX Ta aIMiHICTPaTUBHIX
MPaBONOPYIIEHBb, O0Ci0, SKi X YYHHWIN, PyXy KpHUMiHAIBHUX
[IPOBA/UKEHb; OOBHHYBaY€HHX, OOBHHYBAJBbHHH aKT ILNONO SKHX
HAIIPaBJIEHO JI0 CYAY; ...

18) ©Oasm panmx, 1o (OpPMYyIOThCS B Mpoleci 3AiHCHEHHs
OIePaTHBHO-PO3LIYKOBOT TiSUIbHOCTI BiJIIIOBITHO 10 32KOHY; ...

2. Tlpu HanoBHEHHI peecTpiB Ta 0a3 (0aHKIB) JaHUX, BU3HAYCHHUX Y
MyHKTI 7 4YacTMHM mepuioi 1€l crarti, nominis 3abe3neuye
30MpaHHs, HAKOITMYEHHST MYyJIBTHMeNiiHOT iHpopMaii (doTo, Bineo,
3ByKO3allCcH) Ta OIOMETpWYHHMX JaHWX (BianudpoBaHWii 00pa3
obmuuust  ocobu, BiAnMGpPOBaHI  BINOWTKH  MANBLIB  PYK,
JAaKTHIOKAPTKH).

Crarts 27. Bukopuctanss modimiero iHpopManiiHuX pecypciB

1. Tlomimis mae Oe3mocepenHii omepaTHBHAN (y TOMY YHCII
AaBTOMATH30BaHMUI) nocTtyn 1o iH(opMarii Ta iHpOpMaIifHIX
peCypciB  IHINMMX OpraHiB JACP)KAaBHOI BIAAM 3a OOOB’SI3KOBUM
noTpuMaHHsIM 3akoHy Ykpainu "[Ipo 3axucT nepcoHaJbHUX AaHUX'.
2. Iadopmariis mpo AOCTyH 1m0 peecTpy Ta Oasu (0aHKy) maHHUX
MOoBMHHA (DiKCyBaTHCs Ta 30epiraThcs B aBTOMAaTH30BaHIl CHUCTEMi
00pOOKH IaHUX, BKIIOYHO 3 iHPopMaLi€ro mpo ocody, sKa OTpuMaa
JOCTYI, Ta PO 00CAT JaHUX, TOCTYH 10 SIKMX OyJI0 OTpUMaHO.

Kpuminanenuii  npouecyajbHuil  KOIEKC — yNOBHOBAXYE

MIPaBOOXOPOHHI OpPTaHW Ha 3IIMCHEHHS aylio- Ta BiIEO-KOHTPOIO
0co0wm, a TaKoX 3HATTA iH(POpPMAIIii 3 eTEeKTPOHHUX KOMYHIKAI[IHHIX

BUKOPUCTAHHS ~ CHUCTEM  JUCTaHMIHHOI
OiomeTpuuHOi imeHTH(IKAII B peKAMI
peaNpHOTO Yacy B IMyONIYHHX MiCLSAX IS
MIPaBOOXOPOHHUH IITEH.

28



https://kyivcity.gov.ua/npa/pro_zatverdzhennya_polozhennya_pro_kompleksnu_sistemu_videosposterezhennya_mkiyeva/File_2sfxfncsme_1195-5259/
https://zakon.rada.gov.ua/laws/show/580-19#n191
https://zakon.rada.gov.ua/laws/show/4651-17#Text

MEpPEeX y KOHTEKCTiI 3/iMCHEHHS HEMNMACHUX CIiJUUX PO3IIYKOBHUX
.

(a) the nature of the situation giving rise to the possible use, in
particular the seriousness, probability and scale of the harm that
would be caused if the system were not used;

Hopwma BincyTas.

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

Hopwma BincyTHsi.

In addition, the use of ‘real-time’ remote biometric identification
systems 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
accordance with the national law authorising the use thereof, in
particular as regards the temporal, geographic and personal
limitations. The use of the ‘real-time’ 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 Article 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.

Hopwma BincyTHs.

3. 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 to a prior authorisation granted by a
judicial authority or an independent administrative authority whose
decision is binding of the Member State in which the use is to take
place, issued upon a reasoned request and in accordance with the
detailed rules of national law referred to 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 authorisation
is requested without undue delay, at the latest within 24 hours. If

IMIJIEMEHTOBAaHO Yy KOHTEKCTI 3MIMCHEHHS HEIIACHUX CIIIYHX
PO3IIYKOBHX M.

KpuminanbHuii npouecyanbHuil KoaeKke YKpaiHu:
Crartas 246. [IlinctaBum TpoBeleHHS  HETIACHHUX
(po3u1yKOBUX) mil

3. PimreHHs TIpo MpOBeACHHS HENTACHUX CIITYMX (PO3IIYKOBHX) i
MpUiMae CIiTuuii, MPOKypop, a y BHIIAJKaX, NepeaOadeHuX UM
Konekcom, — cmimumii cyams 3a KIOMOTaHHSAM MpoKypopa abo 3a
KIIOTIOTaHHSAM CJIA40TO, TMOTOMKEHOTO 3 TpoKypopom. Corimgumid
3000B’s13aHUH TOBIIOMUTH MPOKypopa MPO MIPUHHSATTS PIlICHHS

CIIIYHX

Hopma BincyTHs — BapTo mependauuTu y
CHeIiaJbHOMY 3aKOHI HasIBHICTh
HaIISI0BOTO CYJOBOTO Y IHILIIOTO OPraHy,
sIKi OyyTh YIOBHOBa)XEHI Ha aBTOPH3ALIIIO

BUKOPUCTAHHS ~ CHUCTEM  JUCTaHIiHHOI
OiomeTpuuHOi imeHTHOIKaWii B pexuMi
peanbpHOro qacy. Bapto TaKOX

nepea0adyuTH Ha PiBHI 3aKOHY MpaBHIIA IS
BHMOTH, BAa4i Ta 3iHCHEHHS aBTOpU3AaIlii,
a TaKOX MOAAIBIIIOTO HATJISAAY Ta 3BITHOCTI
TaKUX J03BOJIB.
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such authorisation is rejected, the use shall be stopped with
immediate effect and all the data, as well as the results and outputs of
that use shall be immediately discarded and deleted.

II0J10 TIPOBEJICHHS IIEBHUX HEINIACHUX CIIITYMX (PO3IIYKOBHUX) IiH Ta
oTpuMaHi  pe3ynbTatd. IIpokypop Mae TpaBO 3a00pOHUTH
MPOBEICHHS a00 NPUIMHMHUTH TOAAJbIIE MPOBEACHHS HETIACHUX
cmigaux (pO3IIyKOBUX) HiM.

Crartss 248. Po3misa KiomoTaHHS IPO [JO3BUT HA TPOBEICHHS
HETIACHO1 CITi 401 (pO3MIyKoBoi) Ail

1. Cuigumii cyans 3000B’si3aHU PO3DIISTHYTH KJIOMOTaHHS IIPO
HaJaHHS J03BOJIy Ha MPOBEICHHS HErIaCHOI CIiauoi (PO3IIyKOBOI)
Ji1 MpOTArOM WLIECTH TOXUH 3 MOMEHTY Horo orpumaHHs. Posrisn
KJIOMOTAaHHsS 3/IHCHIOEThCS 32 YydYacTIO O0co0M, sKa Tmojpana
KJIOTIOTaHHSI.

The competent judicial authority or an independent administrative
authority whose decision is binding shall grant the authorisation only
where it is satisfied, on the basis of objective evidence or clear
indications presented to it, that the use of the ‘real-time’ remote
biometric identification system concerned is necessary for, and
proportionate to, achieving one of the objectives specified in
paragraph 1, first subparagraph, point (h), as identified in the request
and, in particular, remains limited to what is strictly necessary
concerning 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 an adverse legal effect on a person may be taken based
solely on the output of the ‘real-time’ remote biometric identification
system.

IMIUTEeMEHTOBaHO y KOHTEKCTi 3MiHCHEHHS HEIIaCHHUX CIITYHX
PO3IIYKOBHUX Mil.

KpuminanbHuii npouecyajibHUM KOIEKC YKPAiHU:
Crartss  246. IlizcraBm TIpOBEACHHS  HETIACHUX

(po3uIyKOBUX) Aiid

3. PimieHHst npo MpoBeeHHsI HENIACHUX CIITYMX (PO3LIYKOBHX) A1l
npuiiMae CIiuuid, TPOKYpOp, a y BUIAIKax, MepeadayeHux UM
Konekcom, — cmimumii cymnus 3a KJIOMOTaHHSAM MpOKypopa abo 3a
KJIONIOTaHHSM CIITYO0TO, TOTOJDKEHOTro 3 IpokypopoM. Coigunmit
3000B’s13aHUH TIOBIIOMUTH TIPOKYpPOpa IPO TNPHHHSATTS pPIlIEHHS
IIO/I0 MTPOBEICHHS MEBHUX HETJIACHUX CIIiTYMX (PO3MIYKOBHX) i Ta
oTpuMmaHi  pe3ynbratd. [Ipokypop Mae mpaBo 3a00pOHUTH
MpOBEJCHHST a00 MPUIMHUTH TOJAJbIIEe MPOBEACHHS HETIACHUX
cmigaux (PO3IIyKOBUX) AiM.

3. Crniguuit cyaas MOCTAHOBISIE YXBAIy MPO TO3BLUT HAa MPOBEICHHS
HeracHoi ciiguoi (po3lIyKoBOi) Aif, SIKIIO HPOKYpoOp, CIiaduii
JIOBEJIE HASIBHICTH JOCTATHIX ITiICTaB BBAXATH, LIO:

1) BuUMHEHE KpUMiHAJbHE IPABONOPYIIECHHS BIAMOBIIHOT TSKKOCTI;
2) mijg Y4ac MpOBEACHHS HEMTACHOI CITiU01 (PO3IIYKOBOT) Jil MOXKYTh
OyTH OTpHMaHi JI0Ka3H, SIKi CAaMOCTIHO a00 B CYKYyITHOCTI 3 IHIIUMH
JOKa3aMH MOXXYTh MaTH CYTT€BE 3HAUCHHS JUIS 3 sCyBaHHS
00CTaBMH KpPUMIHAIBGHOTO TPABONOpPYLIEHHS a00 BCTAHOBJICHHSA
0ci0, sIKi BYNHUIIN KPUMiHATBHE TIPABOTIOPYIICHHS.

Crartss 248. Po3mmsn KiomoTaHHS IO MO3BLT HA TPOBEICHHS
HEIIacHOi cITiagoi (po3IrykoBoi) mii

CITTYNX

Hopma BincyTHs — BapTo mependauuTu y
CIIETIaTEHOMY 3aKOHI HasIBHICTH
HaIISII0BOTO CYJJOBOTO Y IHIIIOTO OPTaHy,
sIKi OyAyTh yIIOBHOBa)KEHI Ha aBTOPH3AIIIIO

BUKOPUCTAHHS CHCTEM IUCTaHLIHHOT
OiomeTpuuHOi imeHTHGiKamii B pexumi
peaIbHOTO yacy. Bapto TaKOXK

nependauynuTi Ha PIBHI 3aKOHY IpaBHIIa
IIOI0 HAJICKHOTO  OOIPYHTYBaHHS  SIK
BUKOPUCTAHHS IHTPY3UBHUX CHCTEM Y
BiJINOBiTHIX KJIOIIOTAHHSX, TaK 1 pIIICHHIX
LI0/I0 ABTOPH3AI[il TAKUX CHCTEM.
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1. Cruimunii cygns 3000B’s3aHUI PO3IISHYTH KIIOMOTaHHS TIPO
Ha/IaHHS J03BOJy HAa MPOBEACHHS HENIACHOI CIimdoi (po3IIyKoBoi)
Jil MPOTATOM IIECTH TOXMH 3 MOMEHTY Horo oTpuMaHHA. Posrrsan
KIIOTIOTaHHS 3MIMCHIOETBCS 3a y4acTIO O0COOHM, sKa Tmojaia
KJIOTIOTaHHS.

4. VxBaja CIIT40rO CyAJi MPO AO3BUT HA MPOBEACHHS HETJIACHOL
cmiuoi (po3irykoBol) Ail MOBHHHA BIAMOBIAATH 3arajlbHIM BUMOTaM
JOCYZIOBUX DIllICHb, TiependaueHux 1uM KogekcoM, a TakoK MICTHTH
BIJIOMOCTI TIPO:

1) mpoKypopa, Ci1i190T0, IKUI 3BEPHYBCS 3 KJIIOIOTAHHSIM;

2) KpuUMiHaJbHE NPABONOPYWIEHHS, y 3B’S3KY 13 JOCYIOBUM
PO3CITiIyBaHHSM SKOTO ITOCTAHOBIISIETHCS yXBaJIa;

3) ocoby (ocib), Mmicie abo piv, MO0 SIKMX HEOOXITHO MPOBECTH
HEIIacHy CIigay (PO3IIyKOBY) Hif0;

4) Bux HermacHOi ciiggoi (pO3IIyKOBOI) Aii Ta BIZOMOCTI 3aJIeKHO
Bil BHAY HEINIAaCHOI CIim9oi Iii mpo imeHTHdikarmiifHi 03HAKH, SKi
JO3BOJIATH YHIKAJbHO 1ACHTH(IKYBaTH aOOHEHTa CIIOCTEPEKEHHS,
CJIEKTPOHHY KOMYHIKalliiHy Mepexy, KiHleBe (TepMiHalbHe)
00J1aJHAHHS TOLLO;

5) crpok nii yxBanu.

Crarts 249. Crpok nii yxBaqu CIiIYOro CyIJi MpO JO3BLT Ha
MIPOBECHHS HETIACHOT CITiT401 (PO3IIyKoBOT) aii

1. Crpok il yxBajM CIITUOro CyAJi NMPO J03BLI HA IPOBEIEHHS
HertacHOi cmiguoi (po3irykoBoi) Aii HE MOXKe IepeBHIYBaTH JBa
MicsI.

4. Without prejudice to paragraph 3, each use of a ‘real-time’ remote
biometric identification system in publicly accessible spaces for law
enforcement purposes shall be notified to the relevant market
surveillance authority and the national data protection authority in
accordance with the national rules referred to in paragraph 5. The
notification shall, as a minimum, contain the information specified
under paragraph 6 and shall not include sensitive operational data.

Hopma BincyTHs — BapTo mependaunTu y
CIIEIIaTbHOMY  3aKOHI ~ BHUMOTY OO
MMOBIIOMJICHHS  BIANOBIZHOTO  OpraHy
PHUHKOBOIO HAaIVISIIy Ta peryisropa y chepi
3aXMCTy AaHUX MPO BHUKOPHCTAHHS CHUCTEM
JMCTaHLIHOT OioMeTpUYHOI ineHTH]IKAIIT
B PEXHMI peaJIbHOTO Yacy.

5. 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 under the conditions listed

Hopwma BincyTHs.
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in paragraph 1, first subparagraph, point (h), and paragraphs 2 and 3.
Member States concerned shall lay down in their national law the
necessary detailed rules for the request, issuance and exercise of, as
well as supervision and reporting relating to, the authorisations
referred to in paragraph 3. Those rules shall also specify in respect of
which of the objectives listed in paragraph 1, first subparagraph,
point (h), including which of the criminal offences referred to in
point (h)(iii) thereof, the competent authorities 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 therecof. Member States may introduce, in
accordance with Union law, more restrictive laws on the use of
remote biometric identification systems.

6. National market surveillance authorities and the national data
protection authorities of Member States that have been notified of the
use of ‘real-time’ remote biometric identification systems in publicly
accessible spaces for law enforcement purposes pursuant to
paragraph 4 shall submit to the Commission annual reports on such
use. For that purpose, the Commission shall provide Member States
and national market surveillance 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 3 and their result.

Hopwma BincyTas.

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

Hopwma BincyTas.

8. This Article shall not affect the prohibitions that apply where an
Al practice infringes other Union law.

Hopwma BincyTHs.

CHAPTER III
HIGH-RISK AI SYSTEMS
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SECTION 1
Classification of AI systems as high-risk

Article 6

Classification rules for high-risk Al systems

1. Irrespective of whether an Al system is placed on the market or
put into service independently of the products

referred to in points (a) and (b), that Al system shall be considered to
be high-risk where both of the following conditions are fulfilled:

Pexomennanii 3 BiinoBinaabHoi _po3po0ku __cucrem i3
BUKOpPUCTAHHAM _TexHosoriii Il MicTATh peKoMeHmallii moao

OIIIHKK PU3MKIB CHCTCMH:

[IpucBoennst kareropii (HU3bKHH, CEpeAHiN, BUCOKHIA) KOXKHOMY
NOTEHIIMHOMY PHM3MKY IpH 3IIMCHEHHI OLIHKK PU3MKIB i BIUIMBIB
cucremu LI. Hacamnepen posmisgaioTs maciuTal (CKUIBKHM JTrOAEH
MOCTpaXJa€), IMOBIPHICTh (YM YacCTO BUHMKATHMYTh HOMMJIKH) Ta
BiJJHOBJIIOBAHICTh (YM MOXKHA IIBHJKO BHUIIPAaBUTH OJIOKyBaHHs a0bo
BUAAJCHHS). BusBIeHI BHCOKI PH3UKM BUMAaraloTh JOJAaTKOBHX
TEXHIYHUX U YIIPaBIiHCHKIX MEXaHi3MiB KOHTPOITIO.

HaunionaJsbHa crparerisi po3surtky I B Ykpaini (2021-2030),
Bina kuura 3 perviaoBanns 111 B Ykpaini: 6auenns Minuudpu:

3aoxouyeTbecst oOMexeHHs Bukopuctanus cucteM LI 3 «BucokuMH
pU3UKaMK»  UIS  CyCHIIbCTBA, SIKI  BKJIIOYAIOTh  CHUCTEMHU
posmizHaBaHHA 00JMMY 1 4aTOOTH, SIKIi MOXYTh MOPYIIYBaTh MpaBa
Jarofned  Ta 3avimarh  ixHi  ocoOucti iHTepecu. Lli mnuTaHHS
oTpeOyI0Th PABOBOTO PETYIIIOBAHHS.

Hopma BigcyTHa — Bapro OKpeCIHTH
PHU3HKO-OPiEHTOBAHHIA T 71 bi (o)
perymoBanHs cuctem II B okpemomy
CIIeI[iaIbHOMY 3aKOHI.

(a) the AI system is 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 I;

Hopwma BincyTHs.

(b) the product whose safety component pursuant to point (a) is the
Al system, or the Al system itself as a 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 legislation listed in Annex I.

Hopwma BincyTas.

2. In addition to the high-risk Al systems referred to in paragraph 1,
Al systems referred to in Annex III shall be
considered to be high-risk.

Hopwma BincyTHs.

Hopma BincyTusi — BapTo nepenbauut y
CHELiaIbHOMY 3aKOHI TIPaBHIIO, 32 SIKMM
BUKOPUCTAHHS ~ CHUCTEM  OiOMETpHYHOI
imeHTHdiKamii (He B peXHWMi peasbHOTO
yacy) Mae€ BIIMOBiTAaTH BHMOTaM MO0
CHCTEM BHUCOKOTO PU3HUKY.
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3. By derogation from paragraph 2, an Al system referred to in
Annex III shall not be considered to be high-risk 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.

Hopwma BincyTHs.

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

Hopwma BincyTHsi.

(a) the Al system is intended to perform a narrow procedural task;

Hopwma BincyTHs.

(b) the AI system is intended to improve the result of a previously
completed human activity;

Hopwma BincyTHs.

(c) the AI system is intended to detect decision-making patterns or
deviations from prior decision-making patterns and is not meant to
replace or influence the previously completed human assessment,
without proper human review; or

Hopwma BincyTas.

(d) the Al system is intended to perform a preparatory task to an
assessment relevant for the purposes of the use cases listed in Annex
1L

Hopwma BincyTHs.

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

Hopwma BincyTas.

4. A provider who considers that an Al system referred to in Annex
III 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 assessment.

Hopwma BincyTHsi.

5. The Commission shall, after consulting the European Artificial
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 with a comprehensive list of

Hopwma BincyTas.
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practical examples of use cases of Al systems that are high-risk and
not high-risk.

6. The Commission is empowered to adopt delegated acts in
accordance with Article 97 in order to amend paragraph 3, second
subparagraph, of this Article by adding new conditions to 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 III, but do not pose a significant risk of harm to the
health, safety or fundamental rights of natural persons.

Hopwma BincyTas.

7. 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 health, safety and fundamental
rights provided for by this Regulation.

Hopwma BincyTHs.

8. Any amendment to 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.

Hopwma BincyTHsl.

Article 7

Amendments to Annex II1

1. The Commission is empowered to adopt delegated acts in
accordance with Article 97 to amend Annex III by adding or
modifying use-cases of high-risk Al systems where both of the
following conditions are fulfilled:

Hopwma BincyTas.

(a) the Al systems are intended to be used in any of the areas listed in
Annex III;

(b) the AI systems pose a risk of harm to health and safety, or an
adverse impact on fundamental rights, and that risk is equivalent to,
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or greater than, the risk of harm or of adverse impact posed by the
high-risk Al systems already referred to in Annex III.

2. When assessing the condition under paragraph 1, point (b), the
Commission shall take into account the following criteria:

(a) the intended purpose of the Al system;

(b) the extent to which an Al system has been used or is likely to be
used;

(c) the nature and amount 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 that may lead to potential harm;

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

(f) the potential extent of such harm or such adverse impact, in
particular in terms of its intensity and its ability to affect multiple
persons or to disproportionately affect a particular group of persons;

(g) the extent to which persons who are potentially harmed or suffer
an adverse impact are dependent on the outcome produced with an
Al system, in particular because for practical or legal reasons it is not
reasonably possible to opt-out from that outcome;

(h) the extent to which there is an imbalance of power, or the persons
who are potentially harmed or suffer an adverse impact are in a
vulnerable position in relation to the deployer of an Al system, in
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particular due to status, authority, knowledge, economic or social
circumstances, or age;

(i) the extent to which the outcome produced involving an Al system
is easily corrigible 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;

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

(k) the extent to which existing Union law provides for:

(1) effective measures of redress in relation to the risks posed by an
Al system, with the exclusion of claims for
damages;

(i1) effective measures to prevent or substantially minimise those
risks.

3. The Commission is empowered to adopt delegated acts in
accordance with Article 97 to amend the list in Annex III by
removing high-risk Al systems where both of the following
conditions are fulfilled:

(a) the high-risk Al system concerned no longer poses any significant
risks to fundamental rights, health or safety, taking into account the
criteria listed in paragraph 2;

(b) the deletion does not decrease the overall level of protection of
health, safety and fundamental rights under Union law.

SECTION 2
Requirements for high-risk Al systems

Article 8

Hopwma BincyTHsI.

Hopma BigcyTHs

— BapTO PO3POOUTH

37




Compliance with the requirements

1. High-risk AI systems shall comply with the requirements laid
down in this Section, taking into account their intended purpose as
well as the generally acknowledged state of the art on Al and
Al-related technologies. The risk management system referred to in
Article 9 shall be taken into account when ensuring compliance with
those requirements.

HOpPMAaTHUBHO MPaBOBi aKTH, 10
PETYIIOBATUMYTh THUTAHHS CTaHIApTH3AIil
cucrem Il Ta mpomenypw OIIHKK iX
BIIIOBIHOCTI HaIlOHAJIEHOMY
3aKOHOJIABCTBY.

2. Where a product contains an Al system, to which the requirements
of this Regulation as well as requirements of the Union
harmonisation legislation listed in Section A of Annex I apply,
providers shall be responsible for ensuring that their product is fully
compliant with all applicable requirements 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 already exist
and are required under the Union harmonisation legislation listed in
Section A of Annex I.

Article 9

Risk management system

1. A risk management system shall be established, implemented,
documented and maintained in relation to high-risk Al systems.

[Tobiyro 3a3HavaeThes y bimiii kam3i 3 perymroBanHs 11, a Takok
Pexomennamisx mozno BimmoimamsHoro BukopuctanHi I y chepi
MeJlia Ta 3aXMCTY MEePCOHAIBHUX JIAHUX.

Hopma BincyTHs - Bapro po3poOutu
BAMOTH IIOAO OILIHKA PH3HKIB IPOTATOM
YCBOTO JKUTTEBOTO ITUKITY
BHCOKOPU3UKOBHUX CHUCTEM T y
creuialbHOMY 3aKkoHi, a Takox ¢(opm
3BITHOCTI MIOMO  IMIUIEMEHTAIlli  Takoi
METOJIOJIOTIT MyONiYHUMH Ta MPUBATHUMHU
cy0’exramu. BapTo po3poOuTH Imin3aKoHHI
HOPMATUBHO-TIPABOBI aKTH, IO MiCTATh
BiJIMIOBITHI METOIOJIOTIT OIIHKH PU3HKIB.

2. The risk management system shall be understood as a continuous
iterative process planned and run throughout the entire lifecycle of a
high-risk Al system, requiring regular systematic review and
updating. It shall comprise the following steps:

Hopwma BincyTHs.
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(a) the identification and analysis of the known and the reasonably
foreseeable risks that the high-risk Al system can pose to health,
safety or fundamental rights when the high-risk Al system is used in
accordance with its intended purpose;

Hopwma BincyTHs.

(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 reasonably foreseeable misuse;

Hopwma BincyTHs.

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

Hopwma BincyTHs.

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

().

Hopwma BincyTas.

3. The risks referred to in this Article shall concern only those which
may be reasonably mitigated or eliminated through the development
or design of the high-risk Al system, or the provision of adequate
technical information.

Hopwma BincyTHs.

4. The risk management measures referred to in paragraph 2, point
(d), shall give due consideration to the effects and possible
interaction resulting from the combined application of the
requirements set out in this Section, with a view to minimising risks
more effectively while achieving an appropriate balance in
implementing the measures to fulfil those requirements.

Hopwma BincyTHs.

5. The risk management measures referred to in paragraph 2, point
(d), shall be such that the relevant residual risk associated with each
hazard, as well as the overall residual risk of the high-risk Al systems
is judged to be acceptable.

Hopwma BincyTHs.

In identifying the most appropriate risk management measures, the
following shall be ensured:

Hopwma BincyTas.

(a) elimination or reduction of risks identified and evaluated pursuant

Hopwma BincyTHs.
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to paragraph 2 in as far as technically feasible through adequate
design and development of the high-risk Al system,;

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

Hopwma BincyTas.

(¢) provision of information required pursuant to Article 13 and,
where appropriate, training to deployers.

Hopwma BincyTHs.

With a view to 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 in which the system is intended
to be used.

Hopwma BincyTHs.

6. High-risk Al systems shall be tested for the purpose of identifying
the most appropriate and targeted risk management measures. Testing
shall ensure that high-risk Al systems perform consistently for their
intended purpose and that they are in compliance with the
requirements set out in this Section.

Hopwma BincyTHs.

7. Testing procedures may include testing in real-world conditions in
accordance with Article 60.

Hopwma BincyTHs.

8. The testing of high-risk AI systems shall be performed, as
appropriate, at any time throughout the development process, and, in
any event, prior to their being placed on the market or put into
service. Testing shall be carried out against prior defined metrics and
probabilistic thresholds that are appropriate to the intended purpose
of the high-risk Al system.

Hopwma BincyTas.

9. When implementing the risk management system as provided for
in paragraphs 1 to 7, providers shall give

consideration to whether in view of its intended purpose the high-risk
Al system is likely to have an adverse impact on persons under the
age of 18 and, as appropriate, other vulnerable groups.

Hopwma BincyTHs.

10. For providers of high-risk Al systems that are subject to

Hopwma BincyTHs.
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requirements regarding internal risk management processes under
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 pursuant to that law.

Article 10

Data and data governance

1. High-risk Al systems which make use of techniques involving the
training of Al models with data shall be developed on the basis of
training, validation and testing data sets that meet the quality criteria
referred to in paragraphs 2 to 5 whenever such data sets are used.

Hopwma BincyTHs.

2. Training, validation and testing data sets shall be subject to data
governance and management practices appropriate for the intended
purpose of the high-risk Al system. Those practices shall concern in
particular:

Ha 3akoHOmaB4OMy piBHI c(hOpMYITEOBaHO 3aralibHi IMOJMOKEHHS, K1
CKJIa[THO 3acTocyBaTh 10 cdepu LII1.

3akon VYkpainu “IIpo 3acaau 3ano0iraHHg Ta NpOTHAil
JUCKPUMiHALIT B YKPaiHi” MIiCTHTH HOJOKCHHS, 110 3a00POHSIOTH
Oyab-siKi (OpMH IUCKPUMIHAI[IIHOTO CTaBJACHHS 3a OYIb-SIKOIO
03HAaKOI0, IPOTE HE JETAII3Y€E, IKUM CaMe YHHOM Lli HOPMH MOXYTh
Oytu 3acrocoBani no TexHonoridi LI, Ha skoMy came erami CIif
BXKMBAaTH JIOJaTKOBHUX 3aXOB, sIKO1 ()OPMU BOHM MaroTh HaOyBarH i
XTO 3/IHCHIOE KOHTPOJB 3a IX JOTPUMAHHSM. [HII HOPMATUBHI aKTH
y cdepi 3a0e3nedeHHs piBHOCTI, BKIIIOYHO 3 3aKOHOM YKpainu «[Ipo

320C3NCUCHHS PIBHUX MPaB Ta MOXJIMBOCTI JKIHOK Ta YOJOBIKiBY,
3akonoM VYkpainn «[Ipo OCHOBH COIiaNRHOI 3aXMINEHOCTI 0Ci0 3
iHBaNIIHICTIO B YKpaiHi», 3akoHoM Ykpaiam «[Ipo 3abe3medeHHs
IpaB i cBOOOI BHVTPIIIHEO TEPEMINICHUX 0Ci0», 3aKOHOM YKpaiHu

«[Ipo _ OpOTHIII0 _MOIIMPEHHIO _XBOPOO. 3VMOBIEHHX _BIpYCOM

IMVH ILUT nan (Bl Ta [IPABOBHUH i 1aIBHUI 3aXUCT

Jroneit, siki xkuByTh 3 BIJI» Ta KpumiHaipHUM KoiekcoM YKpaiHw,
TaKOK HE BU3HAYaIOTh OCOOIMBOCTEH 11010 MPOTUAIT AUCKPUMIHALIT
y cepi I un xoua 6 HOBITHIX TEXHOJOTIM.

3akon Ykpainu “IIpo 3aXucT nepcoHAJbLHUX TaHUX":
Crarts 7. OcoOnuBi BUMOTH JJO 00pOOKH NIEPCOHATBHUAX JaHUX

Ha pieni m’sxoro mnpasa biga xnura 3 peryaropapusa 1L

mepenbadae  TUIAH Ta MEPeNiK  IHCTPYMEHTIB, $Ki MO)XKHA

YacTkoBO iMILIEMEHTOBAHO — BapToO y
CIIEIIaTFHOMY 3aKOHI Ta 3aKoHi YKpaiHu
“IIpo 3acagm 3amobiraHHA Ta MPOTUAI]
TUCKpUMiHaMii B YKpaiHi” BCTaHOBHTH
BUMOTH MIOAO MPOTHUIT AMCKpUMIHAIIT Ta
3abe3neueHH0 piBHOCTI y cdepi I na
BCIX eTarax KUTTEBOTO IuKiy cuctem 1111,
Bapro y cnenianpHOMY 3aKOHI 3aKpilUTH
BUMOTM  JO  Ha0OpiB  JaHWX, IO
BHKOPUCTOBYIOTbCS ~ JIUIsl  TPCHYBaHHS,
TectyBaHHS abo Bamimamii cuctem LI, a
TaKOX BIAMOBIMHI 3a00pOHM Ta BUHITKH
LIOI0 BUKOPHCTAHHS YYTIUBHX [aHUX Y
OUX Tpolecax (3 BHECESHHSM BiAITOBITHUX
3MiH 710 3akoHy VYkpainm “TIpo 3axwmcr
MEPCOHAIBHUX JaHUX” JUIS Y3TOKEHOCTI
TIPaBHII).

Ha mim3akoHHOMY — piBHI  HEOOXiIHO
PO3pOOUTH METOMOJIOTIIO I 3AIHCHEHHS
ayauty HaOOpiB JaHMX Ha MpPEIMeT
yIepekeHb Y1 NOPYyIICHb.
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BHUKOPUCTOBYBATH JuIsl ToOyn0BH BianosinansHoro I1I1-cepenoBuma
B VYKpaiHi, IpoTe HE MICTHUTh KOHKPETHHX IPOIO3ULIH MIOHO
(hopmyBaHHs HAOOPIB JaHUX.

(a) the relevant design choices;

Hopwma BincyTas.

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

Hopwma BincyTHs.

(c) relevant data-preparation processing operations, such as
annotation, labelling, cleaning, updating, enrichment and
aggregation;

Hopwma BincyTHs.

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

Hopwma BincyTas.

(e) an assessment of the availability, quantity and suitability of the
data sets that are needed;

Hopwma BincyTHs.

(f) 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;

Hopwma BincyTHs.

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

Hopwma BincyTas.

(h) the identification of relevant data gaps or shortcomings that
prevent compliance with this Regulation, and how those gaps and
shortcomings can be addressed.

Hopwma BincyTHs.

3. Training, validation and testing data sets shall be relevant,
sufficiently representative, and to the best extent possible, free of
errors and 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
high-risk Al system is intended to be used. Those characteristics of
the data sets may be met at the level of individual data sets or at the

Hopwma BincyTHs.
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level of a combination thereof.

4. Data sets shall take into account, to the extent required by the
intended purpose, the characteristics or elements that are particular to
the specific geographical, contextual, behavioural or functional
setting within which the high-risk Al system is intended to be used.

Hopwma BincyTas.

5. To the extent that it is strictly necessary for the purpose of
ensuring bias detection and correction in relation to the high-risk Al
systems 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 rights and 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 occur:

Hopwma BincyTHsi.

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

Hopwma BincyTHsI.

(b) the special categories of personal data 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;

Hopwma BincyTHs.

(c) 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 confidentiality
obligations;

Hopwma BincyTas.

(d) the special categories of personal data are not to be transmitted,
transferred or otherwise accessed by other parties;

Hopwma BincyTHs.

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

Hopwma BincyTas.
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(f) the records of processing activities pursuant to Regulations (EU)
2016/679 and (EU) 2018/1725 and Directive (EU) 2016/680 include
the reasons why the processing of special categories of personal data
was strictly necessary to detect and correct biases, and why that
objective could not be achieved by processing other data.

Hopwma BincyTHs.

6. For the development of high-risk Al systems not using techniques
involving the training of Al models, paragraphs 2 to 5 apply only to
the testing data sets.

Hopwma BincyTHsi.

Article 11

Technical documentation

1. The technical documentation of a high-risk Al system shall be
drawn up before that system is placed on the market or put into
service and shall be kept up-to date.

Hopwma BincyTHs.

The technical documentation shall be drawn up in such a way 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 to assess the
compliance of the AI system with those requirements. It shall
contain, at a minimum, the elements set out in Annex IV. SMEs,
including start-ups, may provide the elements of the technical
documentation specified in Annex IV in a 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 required in Annex IV in a simplified manner,
it shall use the form referred to in this paragraph. Notified bodies
shall accept the form for the purposes of the conformity assessment.

2. Where a high-risk Al system related to a product covered by the
Union harmonisation legislation listed in Section A of Annex I is
placed on the market or put into service, a single set of technical
documentation shall be drawn up containing all the information set
out in paragraph 1, as well as the information required under those
legal acts.
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3. The Commission is empowered to 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 system with the requirements set out in this
Section.

Article 12

Record-keeping

1. High-risk Al systems shall technically allow for the automatic
recording of events (logs) over the lifetime of the system.

Hopwma BincyTHsI.

2. In order to ensure a level of traceability of the functioning of a
high-risk AI system that is appropriate to the intended purpose of the
system, logging capabilities shall enable the recording of events
relevant for:

(a) identifying situations that may result in the high-risk Al system
presenting a risk within the meaning of Article 79(1) or in a
substantial modification;

(b) facilitating the post-market monitoring referred to in Article 72;
and

(c) monitoring the operation of high-risk Al systems referred to in
Article 26(5).

3. For high-risk Al systems referred to in point 1 (a), of Annex III,
the logging capabilities shall provide, at a minimum:

(a) recording of the period of each use of the system (start date and
time and end date and time of each use);

(b) the reference database against which input data has been checked
by the system;

(¢) the input data for which the search has led to a match;
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(d) the identification of the natural persons involved in the
verification of the results, as referred to in Article 14(5).

Article 13

Transparency and provision of information to deployers

1. High-risk 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
obligations of the provider and deployer set out in Section 3.

bina kuura 3 perviopanns I B Ykpaini: 6auyenns Minuudgpu

B 3araJbHOMY HAroJoIlye Ha NOTPUMaHHI NMPHUHIHUIIIB IPO30POCTI
pu po3po0dii Ta BuKopucranui cuctem 1111

AHaNoriyHo pexoMeHnauii Moo BiANOBINAIBLHOTO BUKOPUCTAHHS
cucrem Il pnst npaBHuKiB, NyOniYHUX CIyKOOBIIB, y cdepax
QOCBITM Ta MeJia, NiJAKPECIIOIOTh IPHHIMII IIPO30POCTI Ta
3po3yMiIocTi (TOOTO PO3KPHUTTS iH(pOpMAIii PO BUKOPUCTAHHS
cucreM I Ta mosicHeHHs mineH i cmOcoOiB TAKOr0 BUKOPHCTAHHS;
PpO3yMiHHA mKepen iHdopmartii, Ha 6a3i saxoi mpartoe 111T).

Pexomenaauii 3 BiAmoBigajbHOI __po3po0ku __cucreM i3

BUKOpHCTAHHAM _TexHoJoriii Il ckepoByOTH pPO3pPOOHHUKIB
cucteM Il norpumyBaTHCs €THYHHMX NpPUHLMIIB PO3POOKH Ta

Bukopuctanus 111, BKJIFOYHO 3 MPO30PICTIO Ta MOSCHIOBAIBHICTIO, &
TaKOK PEKOMEHIYIOTh PO3pPOOIATH MPOo30pi anropuT™Mu (0COOIHBO
IIOJ0 NPHUUHATTS pillleHb) Ui MiHIMi3alii PU3UKIB MOpPYLIEHHS
CEKTOPaJIbHOIO 3aKOHOJAaBCTBA.

Hopma BigcyTHs - y croemianbHOMY
3aKOHIB BapTO MepeadadyuTH BHUMOTY IIOIO

3abe3neueHHst mpo3opocti cucrem 11,
0Cco0IMBO KJacu(ikoBaHUX SIK
BHCOKOPU3UKOBHX, JUISL HaJIEKHOTO

BUKOPHUCTAaHHS KOPUCTYBaYaMu.

2. High-risk Al systems shall be accompanied by instructions for use
in an appropriate digital format or otherwise that include concise,
complete, correct and clear information that is relevant, accessible
and comprehensible to deployers.

Hopma BigcytHs — y cremiatbHOMY
3aKOHIB BapTo NependadnTé BUMOTY IIO/I0
3a0e3neyeHHs HaJaHHI 91TKOT Ta
3po3yminoi iHdopmamii Ta IHCTpYKIIiit
BUKOPUCTAHHSI BHCOKOPH3HKOBHUX CHCTEM
I.

3. The instructions for use shall contain at least the following
information:

Hopwma BincyTHs.

(a) the identity and the contact details of the provider and, where
applicable, of its authorised representative;

Hopwma BincyTHs.

(b) the characteristics, capabilities and limitations of performance of
the high-risk Al system, including:

Hopwma BincyTas.
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(i) its intended purpose;

Hopwma BincyTHs.

(i) the level of accuracy, including its metrics, robustness and
cybersecurity referred to in Article 15 against which the high-risk 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;

Hopwma BincyTas.

(iii) any known or foreseeable circumstance, related to the use of the
high-risk Al system in accordance with its

intended purpose or under conditions of reasonably foreseeable
misuse, which may lead to risks to the health and safety or
fundamental rights referred to in Article 9(2);

Hopwma BincyTHs.

(iv) where applicable, the technical capabilities and characteristics of
the high-risk Al system to provide information that is relevant to
explain its output;

Hopwma BincyTas.

(v) when appropriate, its performance regarding specific persons or
groups of persons on which the system is intended to be used;

Hopwma BincyTHs.

(vi) 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 system;

Hopwma BincyTHs.

(vii) where applicable, information to enable deployers to interpret
the output of the high-risk Al system and use it appropriately;

Hopwma BincyTHs.

(c) the changes to the high-risk Al system and its performance which
have been pre-determined by the provider at the moment of the initial
conformity assessment, if any;

Hopwma BincyTHs.

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

Hopwma BincyTas.

(e) the computational and hardware resources needed, the expected

Hopwma BincyTHsi.
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lifetime of the high-risk Al system and any necessary maintenance
and care measures, including their frequency, to ensure the proper
functioning of that Al system, including as regards software updates;

(f) 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.

Hopwma BincyTas.

Article 14

Human oversight

1. High-risk Al systems shall be designed and developed in such a
way, including with appropriate human-machine interface tools, that
they can be effectively overseen by natural persons during the period
in which they are in use.

p . . . G .
BUKOPUCTAHHAM TexHoJsoriii Il BCTaHOBIIOIOTH BUMOTH IIOJO
(haxoBOTO JIIOJICEKOTO HAIIsLy, BUMAararodu 1) 49iTKOro po3moniry
000B’s3KiB oMo Hammany 3a cuctemoro I, 2) 3ampoBamkeHHS
3py4YHOT0, IOCTYITHOTO Ta 3po3yMinoro intepdelicy mis B3aemomii
MOJIEI 3 JIFOAMHOIO, 110 3MIMCHIOE HATTISI,

3) HanexHoi ¢ikcamii Bciei iHMopMmamii, siKka 30WpaeThCT UM
BUSIBIIETHCSI B TPOIIECi 3MIHCHEHHS HAIIALy 3a poOOTOI0 CHCTEM
I

PexoMennanii 3 BiinoBinanpHoro Bukopucranus [T aas
NPABHUKIB BCTAaHOBJIIOIOTH BUMOTH IIOA0 (axOBOTO JIFOACHKOTO

Hammily |y KoHTeKcTi Bepudikauii iHdopmanii, BuMararouu
KPUTUYHOI OI[IHKH Ta KOPUT'YBaHHS pe3y/bTariB, orpuManux Bix LI,
Juisl 3a0e3Me4eHHs TOro, M0 BOHM BiZOOpaXKaroTh 1 3aXHINAIOTH
IHTepeCH KITiEHTA.

3akon Ykpainu “IIpo 3axucT nepcoHAJbLHUX TaAHUX":
Crarts 8. [IpaBa cy0'ekTa mepcoOHAIBHUX JaHUX

2. Cy0'eKT nepcoHaIbHUX AaHUX MA€ MpPaBo:
13) Ha 3axHCT BiJi aBTOMaTH30BAHOTO PILLICHHSI, SIKE Ma€ JJIsl HbOTO
NPaBOBI HACHIKH.

[Tobiyro 3ragaHo y peKOMEHAAIlifX M0N0 BiAMIOBIAAIHHOTO
Bukopuctranus cucreMm I y coepi memia, cdepi persamu Ta
MapKETUHIOBUX KOMYHIKalid, cepi 3aX1UCTy NepCOHATbHUX JIAHUX,
OCBITHIH cdepi, cepi IHTEIeKTyanbHOT BIACHOCTI.

Hopma BigcyTHss — Bapto po3poOutu
BUMOTH MO0 BCTAHOBJIEHHS JIIOJICHKOTO
HaosILy 32 JSUIBHICTIO BHCOKOPH3MKOBHX
cucrem LI, dbopmary Takoro Hamisamy y
CIeIiabHOMY 3akoHi. Bapto po3pobutn
MiI3aKOHHI ~ HOPMaTHBHO-TIPAaBOBI  aKTH
IIOI0 HANIIAy 332 BHCOKOPH3WKOBHUMH
cucremamu 11, mpouexyporo 3aificHeHHS
TaKOTO HAaIIsTY, THIIOBUMH (popMaMu 3BITiB
Ta TIPOTOKONIB; a TaKkoX Haniay 3a
cucremamu I, ski po3poOnsoThCS 1
BITPOBAKYIOThCS Y MyONIYHOMY CEKTOpi 3
JICTaIi30BAHUMH BHMOTaMHU JI0 (DaxiBIIiB,
SIK1 3MIHCHIOBATUMYTh TAKHI HATIISL.

2. Human oversight shall aim to prevent or minimise the risks to
health, safety or fundamental rights that may emerge when a

Hopwma BincyTas.
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high-risk Al system is used in accordance with its intended purpose
or under conditions of reasonably foreseeable misuse, in particular
where such risks persist despite the application of other requirements
set out in this Section.

3. The oversight measures shall be commensurate with the risks,
level of autonomy and context of use of the high-risk Al system, and
shall be ensured through either one or both of the following types of
measures:

Hopwma BincyTHs.

(a) measures identified and built, when technically feasible, into the
high-risk AI system by the provider before it is placed on the market
or put into service;

Hopwma BincyTHs.

(b) measures identified by the provider before placing the high-risk
Al system on the market or putting it into service and that are
appropriate to be implemented by the deployer.

Hopwma BincyTas.

4. For the purpose of implementing paragraphs 1, 2 and 3, the
high-risk Al system shall be provided to the deployer in such a way
that natural persons to whom human oversight is assigned are
enabled, as appropriate and proportionate:
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(a) to properly understand the relevant capacities and limitations of
the high-risk Al system and be able to duly monitor its operation,
including in view of detecting and addressing anomalies,
dysfunctions and unexpected performance;

Hopwma BincyTas.

(b) to remain aware 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
natural persons;
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(c) to correctly interpret the high-risk Al system’s output, taking into
account, for example, the interpretation tools and methods available;

Hopwma BincyTas.

(d) to decide, in any particular situation, not to use the high-risk Al

Hopwma BincyTHs.
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system or to otherwise disregard, override or reverse the output of the
high-risk Al system;

(e) to intervene 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 to a halt in a safe state.

Hopwma BincyTas.

5. For high-risk Al systems referred to in point 1(a) of Annex III, the
measures referred to 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 basis of the identification resulting from the system unless that
identification has been separately verified and confirmed by at least
two natural persons with the necessary competence, training and
authority.
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The requirement for a separate verification by at least two natural
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.

Hopwma BincyTas.

Article 15

Accuracy, robustness and cybersecurity

1. High-risk Al systems shall be designed and developed in such a
way that they achieve an appropriate level of accuracy, robustness,
and cybersecurity, and that they perform consistently in those
respects throughout their lifecycle.

Hopwma BincyTHs.

2. 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 benchmarks and measurement methodologies.

3. The levels of accuracy and the relevant accuracy metrics of
high-risk Al systems shall be declared in the accompanying
instructions of use.
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4. High-risk Al systems shall be as resilient as possible regarding
errors, faults or inconsistencies that may occur within the system or
the environment in which the system operates, in particular due to
their interaction with natural persons or other systems. Technical and
organisational measures shall be taken in this regard.

The robustness of high-risk Al systems may be achieved through
technical redundancy solutions, which may include backup or
fail-safe plans.

High-risk Al systems that continue to learn after being placed on the
market or put into service shall be developed in such a way as to
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.

5. High-risk Al systems shall be resilient against attempts by
unauthorised third parties to alter their use, outputs or performance
by exploiting system vulnerabilities.

The technical solutions aiming to ensure the cybersecurity of
high-risk AI systems shall be appropriate to the relevant
circumstances and the risks.

The technical solutions to address Al specific vulnerabilities shall
include, where appropriate, measures to prevent, detect, respond to,
resolve and control for attacks trying to manipulate the training data
set (data poisoning), or pre-trained components used in training
(model poisoning), inputs designed to cause the Al model to make a
mistake (adversarial examples or model evasion), confidentiality
attacks or model flaws.

Obligations of providers and deployers of high-risk Al systems and other parties

SECTION 3

Article 16
Obligations of providers of high-risk Al systems

Hopwma BincyTas.
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Providers of high-risk Al systems shall:

(a) ensure that their high-risk Al systems are compliant with 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, registered trade name or registered trade mark, the
address at which they can be contacted;

(c) have a quality management system in place which complies with
Article 17,

(d) keep the documentation referred to in Article 18;

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

(f) ensure that the high-risk AI 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;

(g) draw up an EU declaration of conformity in accordance with
Article 47,

(h) affix the CE marking to the high-risk 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;

(i) comply with the registration obligations referred to in Article
49(1);

(j) take the necessary corrective actions and provide information as
required in Article 20;

(k) upon a reasoned request of a national competent authority,
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demonstrate the conformity of the high-risk Al system with the
requirements set out in Section 2;

(1) ensure that the high-risk Al system complies with accessibility
requirements in accordance with Directives (EU) 2016/2102 and
(EU) 2019/882.

Article 17

Quality management system

1. 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 systematic and orderly manner in
the form of written policies, procedures and instructions, and shall
include at least the following aspects:
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(a) a strategy for regulatory compliance, including compliance with
conformity assessment procedures and procedures for the
management of modifications to the high-risk Al system;

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

(c) techniques, procedures and systematic actions to be used for the
development, quality control and quality assurance of the high-risk
Al system,;

(d) examination, test and validation procedures to be carried out
before, during and after the development of the high-risk Al system,
and the frequency with which they have to be carried out;

(e) 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 out in Section 2, the
means to be used to ensure that the high-risk Al system complies
with those requirements;

(f) systems and procedures for data management, including data
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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
high-risk Al systems;

(g) the risk management system referred to in Article 9;

(h) the setting-up, implementation and maintenance of a post-market
monitoring system, in accordance with Article 72;

(i) procedures related to the reporting of a serious incident in
accordance with Article 73;

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

(k) systems and procedures for record-keeping of all relevant
documentation and information;

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

(m) an accountability framework setting out the responsibilities of
the management and other staff with regard to all the aspects listed in
this paragraph.

2. The implementation of the aspects referred to in paragraph 1 shall
be proportionate to the size of the provider’s organisation. Providers
shall, in any event, respect the degree of rigour and the level of
protection required to ensure the compliance of their high-risk Al
systems with this Regulation.

3. 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
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the aspects listed in paragraph 1 as part of the quality management
systems pursuant to that law.

4. For providers that are financial institutions subject to requirements
regarding their internal governance, arrangements or processes under
Union financial services law, the obligation to put in place a quality
management system, with the exception of paragraph 1, points (g),
(h) and (i) of this Article, shall be deemed to be fulfilled by
complying with the rules on internal governance arrangements or
processes pursuant to the relevant Union financial services law. To
that end, any harmonised standards referred to in Article 40 shall be
taken into account.

Article 18

Documentation keeping

1. The provider shall, for a period ending 10 years after the high-risk
Al system has been placed on the market or put into service, keep at
the disposal of the national competent authorities:
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(a) the technical documentation referred to in Article 11;

(b) the documentation concerning the quality management system
referred to in Article 17;

(c) the documentation concerning the changes approved by notified
bodies, where applicable;

(d) the decisions and other documents issued by the notified bodies,
where applicable;

(e) the EU declaration of conformity referred to in Article 47.

2. 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 its
activity prior to the end of that period.
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3. Providers that are financial institutions subject to requirements
regarding their internal governance, arrangements or processes under
Union financial services law shall maintain the technical
documentation as part of the documentation kept under the relevant
Union financial services law.

Article 19

Automatically generated logs

1. 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 be 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 data.
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2. Providers that are financial institutions subject to requirements
regarding their internal governance, arrangements or processes under
Union financial services law shall maintain the logs automatically
generated by their high-risk Al systems as part of the documentation
kept under the relevant financial services law.

Article 20

Corrective actions and duty of information

1. Providers of high-risk Al systems which consider or have reason
to consider that a high-risk AI system that they have 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 concerned and, where applicable, the deployers, the
authorised representative and importers accordingly.

Hopwma BincyTHs.

2. Where the high-risk 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
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surveillance authorities competent for the high-risk Al system
concerned and, where applicable, the notified body that issued a
certificate for that high-risk Al system in accordance with Article 44,
in particular, of the nature of the non-compliance and of any relevant
corrective action taken.

Article 21

Cooperation with competent authorities

1. Providers of high-risk 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
high-risk Al system 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 institutions of the Union as indicated by
the Member State concerned.
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2. 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 logs are under their control.

3. Any information obtained by a competent authority pursuant to
this Article shall be treated in accordance with the confidentiality
obligations set out in Article 78.

Article 22

Authorised representatives of providers of high-risk Al systems
1. Prior to making 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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2. The provider shall enable its authorised representative to perform
the tasks specified in the mandate received from the provider.

3. 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 surveillance authorities upon request, in one of
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the official languages of the institutions 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:

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

(b) keep at the disposal of the competent authorities and national
authorities or bodies referred to in Article 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
authorised representative, a copy of the EU declaration of conformity
referred to in Article 47, the technical documentation and, if
applicable, the certificate issued by the notified body;

(¢) 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 conformity of
a high-risk Al system with the requirements set out in Section 2,
including access to the logs, as referred to 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 request, in
any 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 registration is carried out by the
provider itself, ensure that the information referred to in point 3 of
Section A of Annex VIII is correct.

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

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

Article 23

Obligations of importers

1. Before placing a high-risk Al system on the market, importers
shall ensure that the system is in conformity with this Regulation by
verifying that:
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(a) the relevant conformity 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 1V,

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

(d) the provider has appointed an authorised representative in
accordance with Article 22(1).

2. Where an importer has sufficient reason to consider that a
high-risk Al system is 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. Where the high-risk Al system
presents a risk within the meaning of Article 79(1), the importer shall
inform the provider of the system, the authorised representative and
the market surveillance authorities to that effect.
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3. 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 its packaging or its accompanying
documentation, where applicable.

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

5. 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 in Article 47.

6. Importers shall provide the relevant competent authorities, upon a
reasoned request, with all the necessary information and
documentation, including that referred to in paragraph 5, to
demonstrate the conformity of a high-risk Al system with the
requirements set out in Section 2 in a 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.

7. Importers shall cooperate with the relevant competent authorities
in any action those authorities take 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.

Article 24

Obligations of distributors

1. Before making a high-risk Al system available on the market,
distributors 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).
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2. Where a distributor considers or has reason to consider, on the
basis of the information in its possession, that a high-risk Al system
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 Al system presents a
risk within the meaning of Article 79(1), the distributor shall inform
the provider or the importer of the system, as applicable, to that
effect.

3. Distributors shall ensure that, while a high-risk Al system is under
their responsibility, storage or transport conditions, where applicable,
do not jeopardise the compliance of the system with the requirements
set out in Section 2.

4. A distributor that considers or has reason to consider, on the basis
of the information in its possession, a high-risk Al system which it
has made available on the market not to 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 operator, as appropriate, takes
those corrective actions. Where the high-risk Al system presents a
risk within the meaning of Article 79(1), the distributor shall
immediately inform the provider or importer of the system and the
authorities competent for the high-risk Al system concerned, giving
details, in particular, of the non-compliance and of any corrective
actions taken.

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

6. Distributors shall cooperate with the relevant competent authorities
in any action those authorities take in relation to a high-risk Al
system made available on the market by the distributors, in particular
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to reduce or mitigate the risk posed by it.

Article 25

Responsibilities along the Al value chain

1. Any distributor, importer, deployer or other third-party shall be
considered to 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:
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(a) they put their name or trademark on a high-risk Al system already
placed on the market or put into 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 that
has already been placed on the market or has already been put into
service in such a way that it remains a high-risk Al system pursuant
to Article 6;

(c) they modify the intended purpose of an Al system, including a
general-purpose 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 concerned becomes a
high-risk Al system in accordance with Article 6.

2. 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 considered to 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 required for
the fulfilment of the obligations set out in this Regulation, in
particular regarding the compliance with the conformity assessment
of high-risk AI systems. 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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3. In the case of high-risk Al systems that are safety components of
products covered by the Union harmonisation legislation listed in
Section A of Annex I, the product manufacturer shall be considered
to be the provider of the high-risk Al system, and shall be subject to
the obligations under Article 16 under either of the following
circumstances:

(a) the high-risk Al system is placed on the market together with the
product under the name or trademark of the product manufacturer;

(b) the high-risk Al system is put into service under the name or
trademark of the product manufacturer after the product has been
placed on the market.

4. The provider of a high-risk Al system and the third party that
supplies an Al system, tools, services, components, or processes that
are used or integrated in a high-risk Al system shall, by written
agreement, specify the necessary information, capabilities, 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.

The AI Office may develop and recommend voluntary model terms
for contracts between providers of high-risk Al systems and 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 terms shall be published and be
available free of charge in an easily usable electronic format.

5. Paragraphs 2 and 3 are without 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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Article 26

Obligations of deployers of high-risk Al systems

1. Deployers of high-risk Al systems shall take appropriate technical
and organisational measures to ensure they use such systems in
accordance with the instructions for use accompanying the systems,
pursuant to paragraphs 3 and 6.
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2. Deployers shall assign human oversight to natural persons who
have the necessary competence, training and authority, as well as the
necessary support.

3. The obligations set out in paragraphs 1 and 2, are without
prejudice to other deployer obligations under Union or national law
and to the deployer’s freedom to organise its own resources and
activities for the purpose of implementing the human oversight
measures indicated by the provider.

4. Without prejudice to paragraphs 1 and 2, to the extent the deployer
exercises control over the input data, that

deployer shall ensure that input data is relevant and sufficiently
representative in view of the intended purpose of the high-risk Al
system.

5. Deployers shall monitor the operation of the high-risk Al system
on the basis of the instructions for use and, where relevant, inform
providers in accordance with Article 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(1), 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 incident, 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 systems
which are law enforcement authorities.
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For deployers that are financial institutions subject to requirements
regarding their internal governance, arrangements or processes under
Union financial services law, the monitoring obligation set out in the
first subparagraph shall be deemed to be fulfilled by complying with
the rules on internal governance arrangements, processes and
mechanisms pursuant to the

relevant financial service law.

6. Deployers of high-risk Al systems shall keep the logs
automatically generated by that high-risk Al system to the extent
such logs are under their control, for a period appropriate to the
intended purpose of the high-risk Al system, of at least six months,
unless provided otherwise in applicable Union or national law, in
particular in Union law on the protection of personal data.

Deployers that are financial institutions subject to requirements
regarding their internal governance, arrangements 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.

7. Before putting into service or using a high-risk 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 AI 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 workers and their representatives.

8. Deployers of high-risk Al systems that are public authorities, or
Union institutions, bodies, offices or agencies shall 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 not use that system and shall inform the provider or the
distributor.

9. Where applicable, deployers of high-risk Al systems shall use the
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information provided under Article 13 of this Regulation to comply
with their obligation to carry out a data protection impact assessment
under Article 35 of Regulation (EU) 2016/679 or Article 27 of
Directive (EU) 2016/680.

10. 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 committed a criminal
offence, the deployer of a high-risk Al system for post-remote
biometric identification shall request an authorisation, ex ante, or
without undue delay and no later than 48 hours, by a judicial
authority or an administrative authority whose decision is binding
and subject to judicial review, for the use of that system, except when
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.

If the authorisation requested pursuant to the first subparagraph is
rejected, the use of the post-remote biometric identification system
linked to that requested authorisation shall be stopped with
immediate effect and the personal data linked to the use of the
high-risk Al system for which the authorisation was requested shall
be deleted.

In no case shall such high-risk Al system for post-remote biometric
identification be used for law enforcement purposes in an untargeted
way, without any link to a criminal offence, a criminal proceeding, a
genuine and present or genuine and foreseeable 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 systems.

This paragraph is without prejudice to Article 9 of Regulation (EU)
2016/679 and Article 10 of Directive (EU) 2016/680 for the
processing of biometric data.
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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 surveillance authority and the
national data protection authority upon request, excluding the
disclosure of sensitive operational data related to law enforcement.
This subparagraph shall be without prejudice to the powers conferred
by Directive (EU) 2016/680 on supervisory authorities.

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

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

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

12. Deployers shall cooperate with the relevant competent authorities
in any action those authorities take in relation to the high-risk Al
system in order to implement this Regulation.

Article 27

Fundamental rights impact assessment for high-risk Al systems
1. Prior to deploying a high-risk Al system referred to in Article 6(2),
with the exception of high-risk Al systems intended to be used in the
area listed in point 2 of Annex III, deployers that are bodies governed
by public law, or are private entities providing public services, and
deployers of high-risk Al systems referred to in points 5 (b) and (c)
of Annex III, shall perform an assessment of the impact on
fundamental rights that the use of such system may produce. For that

3akon _ VYkpainm _ “IIpo 3axucT 1NpaB _CHOXKHUBAYiB” HE
MIPUCTOCOBAHUI 110 MOPsIKY (PYyHKIIOHYBaHHSI OHJIaH-CEPBICIB, B
TOMY 4YHCII THX, sIKi MaloTh cuctemu LI, a orxe, HEMae >KOIHHUX
TIOJIO’KEHB MPO BHYTPILTHI MEXaHI3MU PO3IVIALY CKapT Ta BUMOTH 10
HUX.

Pexomvennanii 3  BianoBigajibHOi __po3pobku _ cucrem i3
BuKopucTanusaM TexuoJoriii Il BumararoTs 3M1HCHEHHS OL[IHKHA

BruBy cucteM Il Ha mpaBa JOAMHU 3 ypaxyBaHHSIM HaillKpamux

Hopma BincyTHs — BapTo mepeadauuTH y
CIICIIaIbHOMY 3aKOHI BUMOTH JI0 IOPTAJIiB
JUTSL CKapT Ta 3BOPOTHOTO 3B’ S3KY.
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purpose, deployers shall perform an assessment consisting of:

mpakTuk, 30kpeMa, Mmetomoryorii HUDERIA. 3nilicHeHHS OLIHKA
BIUIMBY y TaKOMy BHNaAKy BKiIodae 1) KoHTekcTyalbpHY OLIHKY
pusukie (COBRA), 2) Ilpomec 3amydeHHS 3aIliKaBICHHX CTOPiH
(crefikxonmmepiB) (Stakeholder Engagement Process, SEP), 3)
Oninky pu3ukis i BumsiB (Risk and Impact Assessment, RTA),

4) Ilnan 3axomiB 3 YyCyHEHHsS Ta/ab0 IIOM’SIKILIEHHS PHU3UKIB
(Mitigation Plan), 5) Ileperisa OLIHKM BIUIMBY Ta MOHITOPHHT
(Iterative Review).

Ha piBHi M’sikoro mpaBa PexoMenpnanii y cdepax Melia, PeKIaMu 1a
MApKETHHIOBUX _KOMYHIKAIlili, 3aXWCTy MEPCOHAIBHHMX JIAHUX,

QCBITH Ta JHTEJEKTYaIRHOL BIACHOCT] TMiIKPECTIOIOTh HEOOXiHICTh
CTBOPECHHS MOXKJIMBOCTI 3BOPOTHOTO 3B’S3Ky NpPH BUKOPHCTaHHI

cuctem III.

(a) a description of the deployer’s processes in which the high-risk
Al system will be used in line with its intended purpose;

Hopwma BincyTas.

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

Hopwma BincyTHs.

(c) the categories of natural persons and groups likely to be affected
by its use in the specific context;

Hopwma BincyTHs.

(d) 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 pursuant to Article 13;

Hopwma BincyTas.

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

Hopwma BincyTHs.

(f) the measures to be taken in the case of the materialisation of those
risks, including the arrangements for internal governance and
complaint mechanisms.

Hopwma BincyTHs.

2. The obligation laid down in paragraph 1 applies to the first use of

3a3HadaeThcss y bumiii  kHu3i 3 perymioBanHs LI, a Takox

Hopma BigcyTHs

— BapTO PO3POOUTH
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the high-risk Al system. The deployer may, in similar cases, rely on
previously conducted fundamental rights impact 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 paragraph 1 has changed or is no longer up to date,
the deployer shall take the necessary steps to update the information.

Pexomennamisx mozao BianmosizamsHoro Bukopuctanti I y cdepi
Meia Ta 3aXHCT HAIRHUX JaHHX. Haromoc Ha po3poOri
HaJEXHOI MeTofonorii ominku Bruwmsy LI Ha mpaBa mroquHM.

BHMOTH MIONO MPOBEICHHS OI[IHKU BILTHBY
HA TIpaBa JIIOAWHU IS BHUCOKOPH3MKOBUX
cuctem I mepex iX BHpPOBaJKEHHSM, a
TaKOXK thopmu 3BITHOCTI 0710
IMIIEMEHTAL T TaKol METOHOJIOT1T
MyOTIYHAMU Ta MIPUBATHUMHU Cy0’ €KTaMHu Yy
CreiaIbHOMY 3aKOHIB.

Baprto po3poduTH i 13aKOHHI
HOPMATUBHO-TIPABOBI aKTH, IO MIiCTATh
BIJINIOBiTHI METOMOJIOTI] OLIHKU BILUTUBY Ha
TIpaBa JIFOINHU.

3. Once the assessment referred to in paragraph 1 of this Article has
been performed, the deployer shall notify the

market surveillance authority of its results, submitting the filled-out
template referred to in paragraph 5 of this Article as part of the
notification. In the case referred to in Article 46(1), deployers may be
exempt from that obligation to notify.

Hopwma BincyTHs.

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

Hopwma BincyTHs.

5. The AI Office shall develop a template for a questionnaire,
including through an automated tool, to facilitate deployers in
complying with their obligations under this Article in a simplified
manner.

Hopwma BincyTas.

SECTION 4
Notifying authorities and notified bodies

Article 28

Notifying authorities

1. Each Member State shall designate or establish at least one
notifying authority responsible for setting up and carrying out the

Hopma BigcyTnsi — Bapro mepenbauutu
BHMOTY MO0 CTBOPEHHS HOTHU(IKYHOUOTO
oprany y cdepi LIl y cmeniansHOMYy
3aKOHi, a00 PO3IIUPUTH TIOBHOBAKCHHS
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necessary procedures for the assessment, designation and notification
of conformity assessment bodies and for their monitoring. Those
procedures shall be developed in cooperation between the notifying
authorities of all Member States.

ICHyIo4oro  oprany 3  CyMDKHUMH
(GYHKIISIME.
Bapro Takox po3poOUTH  TiI3aKOHHI

HOPMATHUBHO-NIPABOBI aKTH LIO/I0 MOPSAKY
3MIACHEHHS aKpemuTamii oOpraHiB, IO
3MIACHIOIOTH OIIIHKY BiJTIOBIIHOCTI CHCTEM
111 HarioHATEHOMY 3aKOHOIABCTRY.

2. Member States may decide that the assessment and monitoring
referred 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.

Iepebpatu Taki QyHKINT HA cebe WMOBipHO 3Moke HamioHanabHe
areHTCTBO 3 aKkpenuTanii YKpaiHm, sKe i€ BiANOBIIHO 10
Ionokennss MiHicTepcTBa eKOHOMIKM — YKpaiHu (mependadae
(yHKIIIT Ta MOBHOBa)KEHHS ar€HTCTBA IIOMIO 3IICHEHHS aKpeanuTaIlil
OpraHiB).

HopMma BifICcyTHS - JIOTIOBHUTH
HallOHAJIbHE 3aKOHOZABCTBO BUMOIAaMH
040 PO3IIMPEHHS IIOBHOBa)KEHb

HamionanpHOro areHTcTBa 3 aKpemuTarii
VYkpainu.

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

Hopma BiICyTHS - JIOTIOBHUTH
HAI[lOHAJIbHE  3aKOHOMABCTBO  3MiHAMH
IOI0 TOPSAKY (opMyBaHHS Ta rapaHTii
HesasiexxHocTi HanioHankHOTro areHTcTBa 3
akpeauTanii Ykpainu.

4. Notifying authorities shall be organised in such a way 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.

Hopwma BincyTHs.

5. Notifying authorities shall offer or provide neither any activities
that conformity assessment bodies perform, nor any consultancy
services on a commercial or competitive basis.

Hopwma BincyTas.

6. Notifying authorities shall safeguard the confidentiality of the
information that they obtain, in accordance with Article 78.

Hopwma BincyTHs.

7. 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

Hopwma BincyTHs.
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supervision of fundamental rights.

Article 29

Application of a conformity assessment body for notification

1. Conformity assessment bodies shall submit an application for
notification to the notifying authority of the Member State in which
they are established.

Hopwma BincyTas.

2. The application for notification shall be accompanied 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 body
fulfils the requirements laid down in Article 31.

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

3. Where the conformity assessment body concerned cannot provide
an accreditation certificate, it shall provide the notifying authority
with all the documentary evidence necessary for the verification,
recognition and regular monitoring of its compliance with the
requirements laid down in Article 31.

4. For notified bodies which are designated under any other Union
harmonisation legislation, all documents and certificates linked to
those designations may be used to support their designation
procedure under this Regulation, as appropriate. The notified body
shall update the documentation referred to 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 in Article
31.

Article 30
Notification procedure

Hopwma BincyTas.
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1. Notifying authorities may notify only conformity assessment
bodies which have satisfied the requirements laid down in Article 31.

2. 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 paragraph 1.

3. The notification referred to in paragraph 2 of this Article shall
include full details of the conformity assessment activities, the
conformity assessment module or modules, the types of Al systems
concerned, and the relevant attestation of competence. Where a
notification 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 be monitored regularly and will continue to satisfy the
requirements laid down in Article 31.

4. The conformity assessment body concerned may perform the
activities of a notified body only where no objections are raised by
the Commission or the other Member States within two weeks of a
notification by a notifying authority where 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).

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

Article 31
Requirements relating to notified bodies
1. A notified body shall be established under the national law of a

Hopwma BincyTas.
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Member State and shall have legal personality.

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

3. The organisational structure, 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.

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

5. Neither a conformity assessment body, 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 in any activity that might conflict with their independence of
judgement or integrity in relation to conformity assessment activities
for which they are notified. This shall, in particular, apply to
consultancy services.

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

7. Notified bodies shall have documented procedures in place
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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 in which
their activities are carried out.

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

9. 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 law or that Member State is itself directly responsible for the
conformity assessment.

10. Notified bodies shall be capable of carrying 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 bodies themselves or on their
behalf and under their responsibility.

11. Notified bodies shall have sufficient internal competences to be
able effectively to evaluate the tasks conducted by external 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.

12. Notified bodies shall participate in coordination activities as
referred to in Article 38. They shall also take part directly, or be
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represented in, European standardisation organisations, or ensure that
they are aware and up to date in respect of relevant standards.

Article 32

Presumption of conformity with requirements relating to notified
bodies

Where a conformity assessment body demonstrates 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 Journal 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.

Hopwma BincyTas.

Article 33

Subsidiaries of notified bodies and subcontracting

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

Hopwma BincyTas.

2. Notified bodies shall take full responsibility for the tasks
performed by any subcontractors or subsidiaries.

3. Activities may be subcontracted or carried out by a subsidiary only
with the agreement of the provider. Notified bodies shall make a list
of their subsidiaries publicly available.

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

Article 34

Operational obligations of notified bodies

1. Notified bodies shall verify the conformity of high-risk Al systems
in accordance with the conformity assessment procedures set out in

Hopwma BincyTas.
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Article 43.

2. 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 concerned, 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 system with the
requirements of this Regulation.

3. 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.

Article 35

Identification numbers and lists of notified bodies

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

Hopwma BincyTHs.

2. 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 that the list is kept up to date.

Article 36

Changes to notifications

1. The notifying authority shall notify the Commission and the other
Member States of any relevant changes to the notification of a

notified body via the electronic notification tool referred to in Article
30(2).

HemosximBo iHKOpIIOpYBaTH J10 IOBHOT €BpPOiHTErpaLii.

2. The procedures laid down in Articles 29 and 30 shall apply to
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extensions of the scope of the notification.

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

3. Where a notified body decides to cease its conformity assessment
activities, it shall inform the notifying authority and the providers
concerned 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 high-risk Al systems covered by those
certificates. The latter notified body shall complete a full assessment
of the high-risk AI systems affected by the end of that
nine-month-period before issuing new certificates for those systems.
Where the notified body has ceased its activity, the notifying
authority shall withdraw the designation.

4. 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 utmost diligence.
In that context, it shall inform the notified body concerned about the
objections raised and give it the possibility to make its views known.
If the notifying authority comes to the conclusion that the notified
body no longer meets the requirements laid down in Article 31 or
that it is failing to fulfil its obligations, it shall restrict, suspend or
withdraw the designation as appropriate, depending on the
seriousness of the failure to meet those requirements or fulfil those
obligations. It shall immediately inform the Commission and the
other Member States accordingly.

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

6. In the event of the restriction, suspension or withdrawal of a
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designation, the notifying authority shall take appropriate steps to
ensure that the files of the notified body concerned are kept, and to
make them available to notifying authorities in other Member States
and to market surveillance authorities at their request.

7. In the event of the restriction, suspension or withdrawal of a
designation, the notifying authority shall:

(a) assess the impact on the certificates issued by the notified body;

(b) 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;

(c) require the notified body to suspend or withdraw, 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 on the market;

(d) inform the Commission and the Member States about certificates
the suspension or withdrawal of which it has required;

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

8. With the exception of certificates unduly issued, and where a
designation has been suspended or restricted, the certificates shall
remain valid in one of the following circumstances:

(a) the notifying authority has confirmed, within one month of the
suspension or restriction, that there is no risk to health, safety or
fundamental rights in relation to certificates affected by the
suspension or restriction, and the notifying authority has outlined a
timeline for actions to remedy the suspension or restriction; or
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(b) the notifying authority has confirmed that no certificates relevant
to the suspension will be issued, amended or re-issued during the
course of the suspension or restriction, and states whether the notified
body has the capability of continuing to monitor and remain
responsible for existing certificates issued for the period of the
suspension or restriction; in the event that the notifying authority
determines that the notified body does not have the capability to
support existing certificates issued, the provider of the system
covered by the certificate shall confirm in writing to the national
competent authorities of the Member State in which 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 notified body to monitor and remain
responsible for the certificates during the period of suspension or
restriction.

9. 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:

(a) the national competent authority 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 that there is no risk to
health, safety or fundamental rights associated with the high-risk Al
systems concerned; and

(b) another notified body has confirmed in writing that it will assume
immediate responsibility for those Al systems and completes its
assessment within 12 months of the withdrawal of the designation.

In the circumstances referred to in the first subparagraph, the national
competent authority of the Member State in which 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 not exceed 12 months in total.

The national competent authority or the notified body assuming the
functions of the notified body affected by the change of designation
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shall immediately inform the Commission, the other Member States
and the other notified bodies thereof.

Article 37

Challenge to the competence of notified bodies

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

HemoxmuBo iHKOpIIOpyBaTH 1O IOBHOI €BpOIHTETpallii.

2. 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 concerned.

3. The Commission shall ensure that all sensitive information
obtained in the course of its investigations pursuant to this Article is
treated confidentially in accordance with Article 78.

4. Where the Commission ascertains that a notified body does not
meet or no longer meets the requirements for its

notification, it shall inform the notifying Member State accordingly
and request it to take the necessary corrective measures, including the
suspension or withdrawal of the notification 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 in Article
98(2).

Article 38

Coordination of notified bodies

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

HemorximBo iHKOpIIOpYBaTH 10 IOBHOT €BpPOIHTErpallii.

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

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

Article 39

Conformity assessment bodies of third countries

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 requirements laid down in
Article 31 or they ensure an equivalent level of compliance.

Hopwma BincyTHs.

Standards, conformity assessment, certificates, registration

SECTION 5

Article 40

Harmonised standards and standardisation deliverables

1. High-risk Al systems or general-purpose Al models which are in
conformity with harmonised standards 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 conformity with the requirements set out in
Section 2 of this Chapter or, as applicable, with the obligations set
out in of Chapter V, Sections 2 and 3, of this Regulation, to the extent
that those standards cover those requirements or obligations.

Hopwma BincyTHs.

2. In accordance with Article 10 of Regulation (EU) No 1025/2012,
the Commission shall issue, without undue delay, standardisation
requests covering all requirements set out in Section 2 of this Chapter
and, as applicable, standardisation requests covering obligations set
out in Chapter V, Sections 2 and 3, of this Regulation. The
standardisation request shall also ask for deliverables on reporting
and documentation processes to improve Al systems’ resource
performance, such as reducing the high-risk AI system’s
consumption of energy and of other resources during its lifecycle,
and on the energy-efficient development of general-purpose Al
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models. When preparing a standardisation request, the Commission
shall consult the Board and relevant stakeholders, including the
advisory forum.

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 I, 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.

The Commission shall request the FEuropean 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. The participants in the standardisation process shall seek to
promote investment and innovation in Al, including through
increasing legal certainty, as well as the competitiveness and growth
of the Union market, to contribute to strengthening global
cooperation on standardisation and taking into account existing
international standards in the field of Al that are consistent with
Union values, fundamental rights and interests, and to enhance
multi-stakeholder governance ensuring a balanced representation of
interests and the effective participation of all relevant stakeholders in
accordance with Articles 5, 6, and 7 of Regulation (EU) No
1025/2012.

Article 41

Common specifications

1. The Commission may adopt, implementing 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:

Hopwma BincyTHs.
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(a) the Commission has requested, pursuant to Article 10(1) of
Regulation (EU) No 1025/2012, one or more FEuropean
standardisation organisations to draft a harmonised standard 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, and:

(i) the request has not been accepted by any of the European
standardisation organisations; or

(i1) 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

(iii) the relevant harmonised standards insufficiently address
fundamental rights concerns; or

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

(b) 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 V has been
published in the Official Journal of the European Union in
accordance with Regulation (EU) No 1025/2012, and no such
reference is expected to be published within a reasonable period.

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

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).

2. Before preparing a draft implementing act, the Commission shall
inform the committee referred to 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.

3. High-risk Al systems or general-purpose Al models which are in
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conformity with the common specifications referred to in paragraph
1, or parts of those specifications, shall be presumed to 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, to the extent those common
specifications cover those requirements or those obligations.

4. 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 to
a harmonised standard is published in the Official Journal of the
European Union, the Commission shall repeal the implementing acts
referred to in paragraph 1, or parts thereof which cover the same
requirements set out in Section 2 of this Chapter or, as applicable, the
same obligations set out in Sections 2 and 3 of Chapter V.

5. Where providers of high-risk Al systems or general-purpose Al
models do not comply with the common specifications referred to in
paragraph 1, they shall duly justify that they have adopted technical
solutions that meet the requirements referred to in Section 2 of this
Chapter or, as applicable, comply with the obligations set out in
Sections 2 and 3 of Chapter V to a level at least equivalent thereto.

6. Where a Member State considers that a common specification does
not entirely meet the requirements set out 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 information and, if
appropriate, amend the implementing act establishing the common
specification concerned.

Article 42

Presumption of conformity with certain requirements

1. High-risk AI 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

Hopwma BincyTHs.
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presumed to comply with the relevant requirements laid down in
Article 10(4).

2. High-risk AI systems that have been certified or for which a
statement 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 cybersecurity
requirements set out in Article 15 of this Regulation in so far as the
cybersecurity certificate or statement of conformity or parts thereof
cover those requirements.

Article 43

Conformity assessment

1. For high-risk Al systems listed in point 1 of Annex III, where, in
demonstrating the compliance of a high-risk Al system with the
requirements set out in Section 2, the provider has applied
harmonised 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:

Hopwma BincyTHs.

(a) the internal control referred to in Annex VI; or

(b) the assessment of the quality management system and the
assessment of the technical documentation, with the involvement of a
notified body, referred to in Annex VII.

In demonstrating the compliance of a high-risk Al system with the
requirements set out in Section 2, the provider shall follow the
conformity assessment procedure set out in Annex VII where:

(a) harmonised standards referred to in Article 40 do not exist, and
common specifications referred to in Article 41 are not available;

(b) the provider has not applied, or has applied only part of, the
harmonised standard;
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(c) the common specifications referred to in point (a) exist, but the
provider has not applied them;

(d) one or more of the harmonised standards referred to in point (a)
has been published with a restriction, and only on the part of the
standard that was restricted.

For the purposes of the conformity assessment procedure referred to
in Annex VII, the provider may choose any of the notified bodies.
However, where the high-risk Al system is intended to be put into
service by law enforcement, immigration or asylum authorities or by
Union institutions, bodies, offices or agencies, the market
surveillance authority referred to in Article 74(8) or (9), as
applicable, shall act as a notified body.

2. For high-risk Al systems referred to in points 2 to 8 of Annex III,
providers shall follow the conformity assessment procedure based on
internal control as referred to in Annex VI, which does not provide
for the involvement of a notified body.

3. For high-risk Al systems covered by the Union harmonisation
legislation listed in Section A of Annex I, the provider shall follow
the relevant conformity assessment procedure as required under those
legal acts. The requirements set out in Section 2 of this Chapter shall
apply to those high-risk Al systems and shall be part of that
assessment. Points 4.3., 4.4., 4.5. and the fifth paragraph of point 4.6
of Annex VII shall also apply.

For the purposes of that assessment, notified bodies which have been
notified under those legal acts shall be entitled to control the
conformity of the high-risk 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
been assessed in the context of the notification procedure under those
legal acts.

Where a legal act listed in Section A of Annex I enables the product
manufacturer to opt out from a third-party conformity assessment,
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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 applied harmonised standards or, where
applicable, common specifications referred to in Article 41, covering
all requirements set out in Section 2 of this Chapter.

4. High-risk Al systems that have already been subject to a
conformity assessment procedure shall undergo a new conformity
assessment procedure in the event of a substantial modification,
regardless of whether the modified system is intended to be further
distributed or continues to be used by the current deployer.

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

5. The Commission is empowered to adopt delegated acts in
accordance with Article 97 in order to amend Annexes VI and VII by
updating them in light of technical progress.

6. The Commission is empowered 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 III to the conformity assessment procedure
referred to in Annex VII or parts thereof. The Commission shall
adopt such delegated acts taking into

account the effectiveness of the conformity assessment procedure
based on internal control referred to in Annex VI in preventing or
minimising the risks to health and safety and protection of
fundamental rights posed by such systems, as well as the availability
of adequate capacities and resources among notified bodies.

Article 44
Certificates
1. Certificates issued by notified bodies in accordance with Annex

Hopwma BincyTas.
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VII shall be drawn-up in a language which can be easily understood
by the relevant authorities in the Member State in which the notified
body is established.

2. Certificates shall be valid for the period they indicate, which shall
not exceed five years for Al systems covered by Annex I, and four
years for Al systems covered by Annex III. 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 I, and four years for Al systems covered by Annex III, 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 supplements is valid.

3. 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
notified body. The notified body shall give reasons for its decision.

An appeal procedure against decisions of the notified bodies,
including on conformity certificates issued, shall be available.

Article 45

Information obligations of notified bodies

1. Notified bodies shall inform the notifying authority of the
following:

Hopwma BincyTas.

(a) any Union technical documentation assessment certificates, any
supplements to those certificates, and any quality management
system approvals issued in accordance with the requirements of
Annex VII;

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

(c) any circumstances affecting the scope of or conditions for
notification;

(d) any request for information which they have received from
market surveillance authorities regarding conformity assessment
activities;

(e) on request, conformity assessment activities performed within the
scope of their notification and any other activity performed,
including cross-border activities and subcontracting.

2. Each notified body shall inform the other notified bodies of:

(a) quality management system approvals which it has refused,
suspended or withdrawn, and, upon request, of quality system
approvals which it has issued;

(b) 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 it has issued.

3. 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.

4. Notified bodies shall safeguard the confidentiality of the
information that they obtain, in accordance with Article 78.

Article 46

Derogation from conformity assessment procedure

1. By way of derogation from Article 43 and upon a duly justified
request, any market surveillance 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

Hopwma BincyTHs.
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State concerned, 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 those procedures shall be undertaken without undue
delay.

2. In a duly justified situation of urgency for exceptional reasons of
public security or in the case of specific, substantial and imminent
threat to the life or physical safety of natural 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
requested during or after the use without undue delay. If the
authorisation referred to in paragraph 1 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 immediately discarded.

3. The authorisation referred to in paragraph 1 shall be issued only if
the market surveillance authority concludes that the high-risk Al
system complies with the requirements of Section 2. The market
surveillance authority shall inform the Commission and the other
Member States of any authorisation issued pursuant to paragraphs 1
and 2. This obligation shall not cover sensitive operational data in
relation to the activities of law-enforcement authorities.

4. Where, within 15 calendar days of receipt of the information
referred to in paragraph 3, no objection 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, that authorisation shall be deemed
justified.

5. 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 surveillance authority of
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another Member State, or where the Commission considers the
authorisation to be contrary to Union law, or the conclusion of the
Member States regarding the compliance of the system as referred to
in paragraph 3 to be unfounded, the Commission shall, without delay,
enter into consultations with the relevant Member State. The
operators concerned 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
address its decision to the Member State concerned and to the
relevant operators.

6. Where the Commission considers the authorisation unjustified, it
shall be withdrawn by the market surveillance authority of the
Member State concerned.

7. For high-risk Al systems related to products covered by Union
harmonisation legislation listed in Section A of Annex I, only the
derogations from the conformity assessment established in that
Union harmonisation legislation shall apply.

Article 47

EU declaration of conformity

1. The provider shall draw up a written machine readable, physical or
electronically signed EU declaration of conformity 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 has been drawn up.
A copy of the EU declaration of conformity shall be submitted to the
relevant national competent authorities upon request.

Hopwma BincyTHs.

2. The EU declaration of conformity shall state that the high-risk Al
system concerned 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 national competent authorities of the Member
States in which the high-risk Al system is placed on the market or
made available.
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3. Where high-risk AI 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 harmonisation legislation to which the declaration relates.

4. By drawing up the EU declaration of conformity, the provider shall
assume responsibility for compliance with the requirements set out in
Section 2. The provider shall keep the EU declaration of conformity
up-to-date as appropriate.

5. The Commission is empowered to adopt delegated acts in
accordance with Article 97 in order to amend Annex 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.

Article 48

CE marking

1. The CE marking shall be subject to the general principles set out in
Article 30 of Regulation (EC) No 765/2008.

Hopwma BincyTHs.

2. For high-risk Al systems provided digitally, a digital CE marking
shall be used, only if it can easily be accessed via the interface from
which that system is accessed or via an easily accessible
machine-readable code or other electronic means.

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

4. 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
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provider’s authorised representative. The identification number shall
also be indicated in any promotional material which mentions that
the high-risk Al system fulfils the

requirements for CE marking.

5. Where high-risk Al systems are subject to other Union law which
also provides for the affixing of the CE marking, the CE marking
shall indicate that the high-risk Al system also fulfil the requirements
of that other law.

Article 49

Registration

1. Before placing on the market or putting into service a high-risk Al
system listed in Annex III, with the exception of high-risk Al
systems referred to in point 2 of Annex III, the provider or, where
applicable, the authorised representative shall register themselves and
their system in the EU database referred to in Article 71.

HemorximBo iHKOpIIOpYBaTH /10 IOBHOI €BpPOiHTErpartii.

2. Before placing on the market or putting into service an Al system
for which the provider has concluded that it is not high-risk
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 71.

3. Before putting into service or using a high-risk Al system listed in
Annex III, with the exception of high-risk Al systems listed in point
2 of Annex III, deployers that are public authorities, Union
institutions, bodies, offices or agencies or persons acting on their
behalf shall register themselves, select the system and register its use
in the EU database referred to in Article 71.

4. For high-risk Al systems referred to in points 1, 6 and 7 of Annex
III, in the areas of law enforcement, migration, asylum and border
control management, the registration referred to in paragraphs 1, 2
and 3 of this Article shall be in a secure non-public section of the EU
database referred to in Article 71 and shall include only the following
information, as applicable, referred to in:
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(a) Section A, points 1 to 10, of Annex VIII, with the exception of
points 6, 8 and 9;

(b) Section B, points 1 to 5, and points 8 and 9 of Annex VIII;

(¢) Section C, points 1 to 3, of Annex VIII;

(d) points 1, 2, 3 and 5, of Annex IX.

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 subparagraph of this paragraph.

5. High-risk Al systems referred to in point 2 of Annex III shall be
registered at national level.

CHAPTER IV

TRANSPARENCY OBLIGATIONS FOR PROVIDERS AND DEPLOYERS OF CERTAIN AI SYSTEMS

Article 50

Transparency obligations for providers and deployers of certain
Al systems

1. Providers shall ensure that Al systems intended to interact directly
with natural persons are designed and developed in such a way that
the natural persons concerned are informed that they are interacting
with an Al system, unless this is obvious from the point of view of a
natural person who is reasonably well-informed, observant 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
to appropriate safeguards for the rights and freedoms of third parties,
unless those systems are available for the public to report a criminal
offence.

Bumorn 1momo mpo3opocTi MOOIYHO 3a3HAauYeHI y KOHTEKCTI
MPUHIUIIB BigmoBigamsHoro Bukopuctanas LI y chepax ocitw,
pEKJIAaMH Ta MapKETHHIY, 3aXHCTY MEPCOHAIBHUX JTaHUX, a TaKOXK
JUTS IIDABHUKIB Ta PO3pOOHHMKIB cuctem 11
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CHeLiaJIbHOMY  3aKOHI ~ BHMOTH  II[OZIO
000B’SI3KiB TIPO30POCTI LIS MPOBAHIEPiB Ta
po3pobHuKiB cuctem 111

2. Providers of Al systems, 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.

3akoH Ykpainu “IIpo pekaamy”:
Crarta 9. InenTudikaris pexiraMu
1. Pexnama mae OyTd 4iTKO BifOKpeMJieHa Bif iHIOi iH(hopMartii,
HE3aJIe)KHO Bix (OPM 4K CIIOCOOIB PO3MTOBCIOMIKCHHS, TAKHMM YHHOM,

YacTkoBO iMIJIeMeHTOBaHO -
mepeadadyuTH y  CIeIialbHOMY  3aKOHi
BuMoru MapkyBaHHs 1II-moaudikoBaHoro
KOHTEHTY ajsi po3poOHukiB cucrem I, a
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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 input data provided by the deployer or the
semantics thereof, or where authorised by law to detect, prevent,
investigate or prosecute criminal offences.

o6 11 MoxxHa OyJ10 i1eHTH(iKYBaTH SIK peKIIamy.

2. Pexmamui ponmuku (pekiiamMHiI OJOKH) y JNIHIHHUX aygiadpHUX Ta
ayIoioBi3yallbHMX MeZia TOBHHHI OyTH YITKO BiJOKpEMIICHI BiJ
IHIIAX TIporpaM Ha TOYaTKy i HANPHUKIHII peKJIaMHOTo OJIOKY 3a
JIOTIOMOTOI0 3BYKOBHX, Bi3yaJbHUX, KOMOIHOBaHHX 3ac00iB, TUTPIB
a00 KOMEHTapiB BEAYyYHX 3 BUKOPHUCTAHHIM CjI0Ba "pekiama’.
Pexnama B iHIIMX Me[ia MOBHHHA OYTH YiTKO BiIOKpEMJICHA Bif
iHII01 iH(OpMAaIIil 3 BUKOPUCTaHHSIM cJioBa "peknama’.

Bumoru mono MapKyBaHHS repea0daueHo Hapasi BUKJIIOYHO Ha PiBHI
M’SIKOTO TpaBa.

bina xnura 3 perymopapua Il B Ykpaini — nepembadae
BCTAaHOBJICHHS JOOPOBUTPHOTO MAapKyBaHHS [UIS PO3POOHHKIB
cUcTeM Ui 3a0e3redeHHs BiAIOBITHOCTI MOTOYHUM Ta MalOyTHIM
3akoHO#aBuMM BuMoram €C ta YKpaiHu.

P . .

iHTeseKTy v cepi menia — BuUMaraioTh Big OKypHAIICTIB
MapKyBaHHSI KOHTEHTY JUISl 4iTKOTO PO3MEXKYBaHHsI aBTEHTUYHOTO Ta
III-mMonudikoBaHOIO KOHTEHTY. BHMAara€eTbcsi TaKOK OI[IHIOBATH B
KO)KHOMY KOHKPETHOMY BHIIQJIKy, Y4 KOHTEKCTYaJIbHO AOPEYHHM €
BUKOPUCTaHHS 3I€HEpOBAaHOTO0 3 BUKopucTaHHAM cuctem I
KOHTEHTY 1 UM HE BBE/IC BUKOPUCTAHHS TAaKOro KOHTEHTY YWTadiB /
mIggaqiB / ciayxadiB B OMaHy HaBiThb 3a HasBHOCTI MapKyBaHHS
(HampuKIaz, SKIO KOHTEHT CTOCYEThCS AyKe UYyTIMBOI TeMH M

IpaBa _IHTEJEeKTVAJbHOI BJIACHOCTI — BHUMAaramTh HaJEXKHOIO
iH(popMyBaHHS TpeTixX ocib mpo Bukopuctanus [lI-cucrem nussxom

MapkyBauHs ~ Al-outputs Ta  00’€eKTiB,
BUKOpUCcTaHHAM cucteM 1.

Bumora mono mpo3opocTi Takox MicTUThesl Yy Kosekci rmoBesiinky,
HiANMKCaHOMY B PaMKaX CTaHOBJICHHSI MEXaHI3MiB CaMOPETYIIIOBaHHS
y cepi 1.

Peaxnizamiss monokeHh HA__ TOPH3OHTANRHOMY  DiBHi: HPOEKT
MinicrepcTtBa 3akopaoHHuX crpaB “Bikropis III” — mudposa
MIPEACTaBHUL 3 KOHCYJIbCHKUX IMTaHb, MAa€ Pi3HI JUCKIEHMEpH Ta
MTO3HAYKH, IO BKA3yIOTh Ha T€, IO CTBOPEHUI KOHTEHT € LITyYHO
3TEHEPOBAHHM.

3r¢HCPOBaHUX 3

TaKOX BUMOTH MapKyBaHHS
I-momudikoBaHOTO KOHTCHTY TS
KOpPHUCTYBadiB CUCTEM T Ta
BIIMOBIJANBHICTIO Yy pa3i BiACyTHOCTI

TaKOTO MapKyBaHHS JJIS IEBHUX CyO’ €KTiB
(Hanpukiam, A Memia, pexiaaMHol chepu

TOIIIO).

Ha mim3akoHHOMy — piBHI  HEOOXiJHO
pO3poOUTH  TPOIEAYPHI  BUMOTH  JIO
¢dopmary Ta  CHOCOOIB  MapKyBaHHS

3aJIeKHO BiJl THITy KOHTEHTY, Cy0’ekTa Ta
piBHs pusukoBocti cuctemu 11
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https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D1%96%D1%97_%D1%89%D0%BE%D0%B4%D0%BE_%D0%A8%D0%86_%D1%82%D0%B0_%D1%96%D0%BD%D1%82%D0%B5%D0%BB%D0%B5%D0%BA%D1%82%D1%83%D0%B0%D0%BB%D1%8C%D0%BD%D0%BE%D1%97_%D0%B2%D0%BB%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D1%96.pdf
https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%94%D0%BE%D0%B1%D1%80%D0%BE%D0%B2%D1%96%D0%BB%D1%8C%D0%BD%D0%B8%D0%B9%20%D0%9A%D0%BE%D0%B4%D0%B5%D0%BA%D1%81%20%D0%BF%D0%BE%D0%B2%D0%B5%D0%B4%D1%96%D0%BD%D0%BA%D0%B8.pdf
https://mfa.gov.ua/news/mzs-ukrayini-priznachilo-cifrovu-osobu-dlya-informuvannya-shchodo-konsulskih-pitan

3. 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
data in accordance with Regulations (EU) 2016/679 and (EU)
2018/1725 and Directive (EU) 2016/680, as applicable. This
obligation shall not apply to AI systems used for biometric
categorisation and emotion recognition, which are permitted 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.

Hopwma BincyTHs.

4. Deployers of an Al system that generates or manipulates image,
audio or video content constituting 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 programme, 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.

[o6iunHo 3a3HaueHO y 3akoHi Yrpainu “Ilpo pexaamy”:
Crarts 9. [nerTndikaris pexraMu

1. Pexnama mae OyTH WiTKO BimOKpemJIeHa Bix iHIIOI iH(opmarii,
HE3aJIeKHO BiZ (HOpM UM CITOCOOIB PO3IIOBCIOKEHHS, TAKAM YHHOM,
100 ii MoxHa Oyi10 ineHTH(]IKYBaTH SIK peKIamy.

Crarts 8. 3arajibHi BUMOTH JI0 PEKJIaMH

1. Y pekiami 3a00pOHSIETHCS:

4) BUKOPHCTOBYBATH 3aCO0M 1 TEXHOJIOTII, SIKi CPaBIISIOTH BILIMB Ha
M1ICBIIOMICTh CITOXKHBAYiB PEKJIAMU;

9) BHKOpPHCTOBYBAaTH 300pakeHHs a0 iM’st (izuuHOi ocodu Oe3 il
3romy, HajgaHoi B TNHCHMOBIH (eleKTpoHHiH) ¢opmi, abo 3romu
iHmMX  ocib, orpuMmaHoi y  TIOpSAKY,  IependaueHOMY
3aKOHO/IAaBCTBOM. 3rojila Ha BUKOPHCTaHHS 300pakeHHS (i3MIHOT
0co0M HE BHMAraeThCs, SKIIO (Qi3uyHAa o0coba TOo3yBala YH
BHUKOHYBaJla pOJIb JUI CTBOPEHHS PEKJIaMHU 3a TPOLIOBY a0o iHITY
BHHAropony Ta/abo Opama y4acTb y CTBOpPeHHI (3HOMKax)
ayIioBi3yallbHOTO TBODY, MIPOrPaMH, ii 300paKeHHS
BUKOPUCTOBYETBCSI B PEKJaMi (@HOHCI) Takoro ay/aioBi3yalbHOTO
TBOpPY, MpOrpaMu, 1 peKIaMojJaBellb Ma€ o0cAr  IpaB
IHTEJICKTYaJIbHOI BJIACHOCTI HA TaKy peKiamy, IOCTaTHId Jyis
0o0paHoro BUAy II PO3MOBCIOKCHHS. BuMora OTpUMaHHS 3roiu
(i3u4HOi 0cOOM He TOIIUPIOETHCS HA MOKa3 Y pPeKiaMi rpOLIOBUX
3HaKIB i3 300paKeHHAM Ha HUX (Pi3MYHUX 0Ci0.

YacTkoBO IMILUIEMEHTOBAHO — BapTo
mepea0adyuTH y  CHEMialbHOMY — 3aKOHi
BUMOTH 110710 MapKyBaHHS

I-mMomudikoBaHOTO KOHTEHTY Yy BHUIIAIKY,
SKIIO 300pakeHHS OylIo 3TeHepOBaHO,
MoaudikoBaHe abo CTBOPEeHE K mimpenk.

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

Hopwma BincyTHs.
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generated or manipulated. This obligation shall not apply 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 natural or
legal person holds editorial responsibility for the publication of the
content.

5. The information referred to in paragraphs 1 to 4 shall be provided
to the natural persons concerned 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.

Hopwma BincyTHs.

6. Paragraphs 1 to 4 shall not affect the requirements and obligations
set out in Chapter III, and shall be without prejudice to other
transparency obligations laid down in Union or national law for
deployers of Al systems.

Hopwma BincyTas.

7. 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
labelling of artificially generated or manipulated content. The
Commission may adopt implementing acts to approve those codes of
practice in accordance with the procedure laid down in Article 56 (6).
If it deems the code is not adequate, the Commission may adopt an
implementing act specifying common rules for the implementation of
those obligations in accordance with the examination procedure laid
down in Article 98(2).

He iMILJIEMEHTOBaHO - BapTo
nepeabdayuTd BHMOTY IIOMO 3a0XOYCHHS
pO3po0KH  TOOPOBUTEHUX  KOJCKCIB Y
CreniaIbHOMY 3aKOHi.

CHAPTER V
GENERAL-PURPOSE AI MODELS

SECTION 1
Classification rules

Article 51
Classification of general-purpose AI models as general-purpose
Al models with systemic risk

Hopwma BincyTas.
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1. A general-purpose Al model shall be classified as a
general-purpose Al model with systemic risk if it meets any of the
following conditions:

(a) it has high impact capabilities evaluated on the basis of
appropriate technical tools and methodologies, including indicators
and benchmarks;

(b) based on a decision of the Commission, ex officio or following a
qualified alert from the scientific panel, it has capabilities or an
impact equivalent to those set out in point (a) having regard to the
criteria set out in Annex XIII.

2. A general-purpose Al model shall be presumed to have high
impact capabilities pursuant to paragraph 1, point (a), when the
cumulative amount of computation used for its training measured in
floating point operations is greater than 10%,

3. 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 algorithmic
improvements or increased hardware efficiency, when necessary, for
these thresholds to reflect the state of the art.

Article 52

Procedure

1. Where a general-purpose Al model meets the condition referred to
in Article 51(1), point (a), the relevant provider shall notify the
Commission without 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 general-purpose Al model presenting systemic
risks of which it has not been notified, it may decide to designate it as
a model with systemic risk.

HemoxmuBo iHKOpIIOpyBaTH O IOBHOI €BpOIHTETpallii.

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

3. 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 model does not present, due to its specific
characteristics, systemic risks, it shall reject those arguments, and the
general-purpose Al model shall be considered to be a
general-purpose Al model with systemic risk.

4. The Commission may designate a general-purpose Al model as
presenting systemic risks, ex officio or following a qualified alert
from the scientific panel pursuant to Article 90(1), point (a), on the
basis of criteria set out in Annex XIII.

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

5. Upon a reasoned request of a provider whose model has been
designated as a general-purpose Al model with systemic risk
pursuant to paragraph 4, the Commission shall take the request into
account and may decide to reassess whether the general-purpose Al
model can still be 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 after the designation decision. Where the
Commission, following its reassessment, decides to maintain the
designation as a general-purpose Al model with systemic risk,
providers may request reassessment at the earliest six months after
that decision.
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6. The Commission shall ensure that a list of general-purpose Al
models with systemic risk is published and shall keep that list up to
date, without prejudice to the need to observe and protect intellectual
property rights and confidential business information or trade secrets
in accordance with Union and national law.

Obligations for providers of general-purpose AI models

SECTION 2

Article 53
Obligations for providers of general-purpose AI models
1. Providers of general-purpose Al models shall:

Hopwma BincyTHs.

(a) 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 XI for the purpose of providing it, upon request, to the
Al Office and the national competent authorities;

(b) 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 observe and protect intellectual property rights and
confidential business information or trade secrets in accordance with
Union and national law, the information and documentation shall:

(1) enable providers of Al systems to have a good understanding of
the capabilities and limitations of the

general-purpose Al model and to comply with their obligations
pursuant to this Regulation; and

(i1) contain, at a minimum, the elements set out in Annex XII;

(c) 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 technologies, a reservation of rights
expressed pursuant to Article 4(3) of Directive (EU) 2019/790;
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(d) draw up and make publicly available a sufficiently detailed
summary about the content used for training of the general-purpose
Al model, according to a template provided by the Al Office.

2. The obligations set out in paragraph 1, points (a) and (b), shall not
apply to providers of Al models that are released under a free and
open-source 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
information on model usage, are made publicly available. This
exception shall not apply to general-purpose Al models with
systemic risks.

3. 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 pursuant
to this Regulation.

4. Providers of general-purpose Al models 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 standard 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 who do not adhere to an approved
code of practice or do not comply with a European harmonised
standard shall demonstrate alternative adequate means of compliance
for assessment by the Commission.

5. For the purpose of facilitating compliance with Annex XI, in
particular points 2 (d) and (e) thereof, the Commission is empowered
to adopt delegated acts in accordance with Article 97 to detail
measurement and calculation methodologies with a view to allowing
for comparable and verifiable documentation.

6. The Commission is empowered to adopt delegated acts in
accordance with Article 97(2) to amend Annexes XI and XII in light
of evolving technological developments.
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7. Any information or documentation obtained pursuant to this
Article, including trade secrets, shall be treated in accordance with
the confidentiality obligations set out in Article 78.

Article 54

Authorised representatives of providers of general-purpose Al
models

1. Prior to placing a general-purpose Al model on the Union market,
providers established in third countries shall, by written mandate,
appoint an authorised representative which is established in the
Union.

Hopwma BincyTas.

2. The provider shall enable its authorised representative to perform
the tasks specified in the mandate received from the provider.

3. 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 AI 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
to carry out the following tasks:

(a) verify that the technical documentation specified in Annex XI has
been drawn up and all obligations referred to in Article 53 and, where
applicable, Article 55 have been fulfilled by the provider;

(b) keep a copy of the technical documentation specified in Annex XI
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;

(c) provide the AI 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;
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(d) cooperate with the Al Office and competent authorities, upon a
reasoned request, in any action they take in relation to the
general-purpose Al model, including when the model is integrated
into Al systems placed on the market or put into service in the Union.

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

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

6. The obligation set out in this Article shall not apply to providers of
general-purpose Al models that are released under a free and
open-source 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
information on model usage, are made publicly available, unless the
general-purpose Al models present systemic risks.

Obligations of providers of general-purpose AI models with systemic risk

SECTION 3

Article 55

Obligations of providers of general-purpose AI models with
systemic risk

1. In addition to the obligations listed in Articles 53 and 54, providers
of general-purpose Al models with systemic risk shall:

Hopwma BincyTHsi.

(a) 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;
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(b) assess 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 models with
systemic risk;

(c) 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;

(d) ensure an adequate level of cybersecurity protection for the
general-purpose Al model with systemic risk and the physical
infrastructure of the model.

2. Providers of general-purpose 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 standard 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 code of practice or
do not comply with a European harmonised standard shall
demonstrate alternative adequate means of compliance for
assessment by the Commission.

3. Any information or documentation obtained pursuant to this
Article, including trade secrets, shall be treated in
accordance with the confidentiality obligations set out in Article 78.

SECTION 4
Codes of practice

Article 56

Codes of practice

1. The AI Office shall encourage and facilitate the drawing up of
codes of practice at Union level in order to contribute to the proper
application of this Regulation, taking into account international

Ha piBHi M’sKoro mpaBa mepenbadeHa po3poOKa Ta ITiIIHCAHHS
KOJEKCIiB  TOBENIiHKHA, a  TaKoX  IHIMAX  IHCTPYMEHTIB
caMoOperymoBaHHs (Hampukiaz, bima kanra 3 perymosanns [111).

Ilixmucano TEXHOJOTIYHUMH KOMITaHisIMU Tiepiivii JIo0poBiJbLHuUI
KOeKC TOBEMHKH 3  eTHYHOI0 _Ta _ BilNoBigajabHOro

YacTkoBO iMIUIEMEHTOBAHO — BapTo
nepenOaguTH MOJIOKEHHS 1I00
BIIPOBA/DKCHHS  MeEXaHi3MIiB  CIiB- Ta

camoperymioBanHs y chepi I, a Taxox
TEMATHK, SIKI OXOILIFOBATUMYTh JOKYMEHTH,
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approaches.

Bukopucranns LIl — nepexbayac BU3HAYEHHS Ta OLIHKY PU3MKIB
ta BrumBy LI Ha mpaBa IIOAWHHU, CTBOPEHHS NpOLERYp IS
0e3MeKOBHX 3aXO/iB Ta Kidep3axucTy CHCTEM, IPaBOMipHY 00poOKy
MEPCOHANBHUX JAHUX Ta YHUKHEHHS HOPYLICHHS IpaB JIIOAWHH
(muckpuMiHAaIil, yriepepKeHHsI TOIIO0) PY CTBOPEHHI HOBHX CHCTEM
II.

Kpim Toro, 14 mpoBimHux ykpaiHcbkux IT-xoMmnaniii cTBOpMIIN
nepiry B YkpaiHi camoperyinoBaHy opraHizauiio y cdepi LI,
OiANKACABIIA BIAMOBIAHUN MeMopaHayM. BoHH po3poOnsaTumMyTh
IHHOBALliliHI TPOAYKTH 3 AOTPHMAHHSAM NPUHLIUIIB OE3I1eYHOro
Bukopuctranus 11, nporomomennx y JloOpoBiabHOMY KOAEKCI
TTOBE/IIHKH.

13 192

Crarts 92. 3MicT, IpeIMeT 1 MeTa CHUIBHOTO PeryaiOBaHHS

1. CrineHe perymoBaHHS y cdepi Memia — e moeaHaHH (QYHKIIN
Ta 3aco0iB  JEp)KaBHOTO  PEryaloBaHHA Ta  Taly3eBOrO
CaMOpETYIIOBaHHS 3 METOI0 3a0e3MedYeHHsl y4yacTi cy0 eKTiB y cdepi
MeJia y po3poOli Ta BU3HAY€HHI BUMOT 10 3MicTy iH(popMmarlii, sika
MOIIMPIOETBCS MeJlia, Ta HEAONYIISHHS IEH3YPH 1 3JI0BKHBaHHS
cB00OOJI0I0 CII0BA.

3a 3akOHOM, pO3poOKa KOICKCIB CTOCYETbCS TaKOX 1 IHTaHb
Bukopucranss I y pekinaMHux Ta MeaidHuX cepax.

3akon Ykpainu “IIpo pekaamy”:
Crarts 3-1. CroinpHe peryiaioBaHHS Ta CaMOPETYIIOBAaHHS y cdepi

peKIaMu

1. HepxaBa BiamoBimao mo posmimy VII 3akony VYkpaimm "Ilpo
Memia" 3a0Xodye CIiJIbHE PETYJIIOBaHHS Ta CIHPHSIE PO3BUTKY
camMoperyimoBaHHs y cdepi pexigamMd, y TOMY YHCII IIOAO0
BU3HAYEHHS BHMOT [0 pEKJIAMH, LUISIXOM HPUHHATTS KOAEKCIB
(mpaBmIT) CTBOPEHHS Ta PO3MOBCIOKEHHS PEKIaMH, 30KpeMa:

1) LUIAXOM CITLIBHOTO PETYIIOBAHHS: ...

2) IUTAIXOM CaMOPETYJIIOBaHHS: ...

IIOJI0 BUMOT JI0 PO3MIIIEHHs BCiX (OpM peKiaMu Ha Iuardopmax
CHUTBHOTO TOCTYITY 10 BiZieo Ta IuatdopMax CITBHOTO TOCTYITY JI0
iH(pOopMaii;

MO0 IHIINX ITUTAHb.

po3po0ileHi B paMKaX TaKMX MEXaHi3MiB, B
CIIEIiaTbHOMY 3aKOHI.

Bapro  mepenbGaunTH  BUMOIM  IIOJO
JOTpUMaHHS TOOPOBLTBHO B3ITHX Ha cebe
3000B’s13aHb IPEACTABHUKAMH 1HIYCTPIi, a
TakoX  ypaxyBaHHAM  (HE)IOTpUMaHHSI
Takux 3000B’S3aHb  TPH  HaAKJIaJaHHI
caHkUii 3a nopyenHs y chepi HII.
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2. The Al Office and the Board shall aim to ensure that the codes of
practice cover at least the obligations provided for in Articles 53 and
55, including the following issues:

Hopwma BincyTHs.

(a) the means to ensure that the information referred to in Article
53(1), points (a) and (b), is kept up to date in light of market and
technological developments;

Hopwma BincyTas.

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

Hopwma BincyTHs.

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

Hopwma BincyTHs.

(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
into consideration their severity and probability and take into account
the specific challenges of tackling those risks in light of the possible
ways in which such risks may emerge and materialise along the Al
value chain.

Hopwma BincyTas.

3. The AI Office may invite all providers of general-purpose Al
models, as well 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.

Hopwma BincyTHs.

4. 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.

Hopwma BincyTHs.

5. The Al Office shall aim to ensure that participants to the codes of
practice report regularly to the Al Office on the implementation of

Hopwma BincyTas.
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the commitments and the measures taken and their outcomes,
including as measured against the key performance indicators as
appropriate. Key performance indicators and reporting commitments
shall reflect differences in size and capacity between various
participants.

6. The Al Office and the Board shall regularly monitor and evaluate
the achievement of the objectives 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 obligations 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.

Hopwma BincyTHsi.

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).

Hopwma BincyTas.

7. The AI Office may invite all providers of general-purpose Al
models to adhere to the codes of practice. For providers of
general-purpose Al models not presenting systemic risks this
adherence may be limited to the obligations provided for in Article
53, unless they declare explicitly their interest to join the full code.

Hopwma BincyTHs.

8. 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.

Hopwma BincyTas.

9. Codes of practice shall be ready at the latest by 2 May 2025. The
Al Office shall take the necessary steps, including inviting providers
pursuant to paragraph 7.

Hopwma BincyTHs.

If, by 2 August 2025, a code of practice cannot be finalised, or if the
Al Office deems it is not adequate following its assessment under
paragraph 6 of this Article, the Commission may provide, by means

Hopwma BincyTas.
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of implementing acts, common rules for the implementation of the
obligations provided for in Articles 53 and 55, including the issues
set out in paragraph 2 of this Article. Those implementing acts shall
be adopted in accordance with the examination procedure referred to
in Article 98(2).

CHAPTER VI

MEASURES IN SUPPORT OF INNOVATION

Article 57

Al regulatory sandboxes

1. Member States shall ensure that their competent authorities
establish at least one Al regulatory sandbox 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 establishment and operation of Al regulatory sandboxes.

IPOEKTY  IINONO _ OPravi3aiil _ NPOBEIACHHSA  JTOCHVIKCHHS
BHCOKOTEXHOJIOTiYHUX 3ac00iB MeToa0M “Sandbox™”:

1. et Hopsmox BU3HAYac MeEXaHi3M peaurizarmii
eKCTIIEPIMEHTANIBHOTO TPOEKTY IMIONO OpraHi3amii MpOBEACHHS
IOCIIDKEHHS BHUCOKOTEXHOJIOTIYHMX 3aco0iB MeromoMm ‘“‘Sandbox”
(mami — ekcriepUMEHTAITLHUH TIPOEKT).

Meton “Sandbox” € CyKyIHICTIO 3aXOmdiB, IO JJalOTh 3MOTY
NPOBECTH  JOCII/DKEHHST BHUCOKOTEXHOJOTIYHMX 3aco0iB, II0
BUKOPUCTOBYIOTh ~ IUTYYHWH  IHTEJEKT, ONoK4edH, musd  ix
MOBHOI[IHHOTO BHUKOPHCTaHHS y pi3HUX cdepax, 30Kkpema Ha
MpeaMeT Oe3MeYHOCTI, BIAMOBIIHOCTI 3aKOHOIABCTBRY, CTAHIApTaM, a
TaKO)K TATCHTHOI YHCTOTH, JOTPUMAHHS WpaB IHTEICKTYyaJlbHOI
BJIACHOCTi, BCTAQHOBJIIEHHS pHWHKOBOI 3arpeOyBaHoCTi (mami —
JTOCITIIKCHHS ).

YacTkoBo IMILIEMEHTOBAHO — BBECTH B
CICIiabHAA 3aKOH Ta CYMDKHI YHWHHI
3aKOHH MOHSTTS PErYJIATOPHOI MiCOYHUIII.

The obligation under the first subparagraph may also be fulfilled by
participating in an existing sandbox in so far as that participation
provides an equivalent level of national coverage for the participating
Member States.

Hopwma BincyTas.

2. Additional AI regulatory sandboxes at regional or local level, or
established jointly with the competent authorities of other Member
States may also be established.

Hopwma BincyTHs.

3. 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.

Hopwma BincyTas.
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4. Member States shall ensure that the competent authorities referred
to in paragraphs 1 and 2 allocate sufficient resources to comply with

IlocranoBa KMY “IIpo peaJjizaunilo _eKcrnepuMeHTAJLHOIOQ

YacTKOBO iMIJIEMEHTOBAHO — JOIIOBHUTH
BHMOTaMH IIOJO HAJIEKHOTO (iHAHCOBOTO

this Article effectively and in a timely manner. Where appropriate, | BucoxoTexnoaoriunnx 3acodiB meroaom “Sandbox”: 3a0e3neueHHs ~ Ta  Koomepamii — Mix
national competent authorities shall cooperate with other relevant | 4. KoopnuHaropom excriepuMeHTaIBHOTO MPOeKTy € MiHImdpu. KOMIICTEHTHAMH OpPTaHaMH.
authorities, and may allow for the involvement of other actors within | 5. YgacHukamu ekCiepUMEHTaIBHOTO IPOCKTY €:
the AI ecosystem. This Article shall not affect other regulatory | menTpasnbHi OpraHu BUKOHABYOI BiaIu;
sandboxes established under Union or national law. Member States | i gepxaBHi opranu (3a 3romoio);
shall ensure YnoBHoBakeHuit BepxoBuoi Pagu VYkpainu 3 mpaB mromuau (3a
an appropriate level of cooperation between the authorities | 3romoro);
supervising those other sandboxes and the national competent | nep>xaBHa  opranizamis  “YkpalHChKMII  HaliOHaJBHUH  odic
authorities. IHTEJIEeKTyaJIbHOT BJIaCHOCTI Ta IHHOBAIIN™ (32 3ro/1010);
@®onx po3BHUTKY iHHOBAILIH (3a 3roN010);
eKCHEPTH, LIO BOJONIOTh CICLiaIbHUMH 3HAHHSIMHU Ta HaBHYKaMH,
HEOoOX1THUMH TUTS MIPOBEICHHS IOCIIUKEHHS
BHCOKOTEXHOIIOTI9HOTO 3ac00y;
OPUANYHI 0COOM, AKi BIiAMOBINAIOTH BHUMOTaM, BHU3HAYCHUM ITUM
ITopsinkom (maii — iHimiaTop AOCTiKEHHS) (32 3T0010).
5. Al regulatory sandboxes established under paragraph 1 shall | IloctanoBa KMY “IIpo peadgi3zaunii _eKcrnepuMeHTAaJIbHOro | Jlorpumano.
provide for a controlled environment that fosters NMPOEKTY  TI0A0 _ OpraHi3amii  NpoBeIeHHS  I0CTiIKeHHS
innovation and facilitates the development, training, testing and | BHcOKoTexHOJOTiYHUX 3ac00iB MeTox0M “Sandbox™”:
validation of innovative Al systems for a limited time before their | 2. MeTo ekclepUMEHTATBHOTO MPOCKTY € HamaHHs DoHIOM
being placed on the market or put into service pursuant to a specific | po3BuTKy iHHOBAIIH iHQOPMALIITHOT MIATPUMKH, KOHCYIETYBaHHS Ta
sandbox plan agreed between the providers or prospective providers | TEXHIYHOI TOIMOMOTH MOPUAWNYHHM o0co0aM, SKi € yYaCHHUKAMHU
and the competent authority. Such sandboxes may include testing in | ekcriepuMeHTaNIFHOTO TPOEKTY, [UIA TIABUIICHHS pIiBHA iX
real world conditions supervised therein. KOHKYPEHTOCIIPOMOXKHOCTI, 8 TaKOX BUKOPHCTAHHS Ta TOIIMPEHHS
X BHCOKOTEXHOJIOTIYHHX 3aCO0iB.
6. Competent authorities shall provide, as appropriate, guidance, | [locranoBa KMY “IIpo peanizamiio ekcnepuMeHTanbHoro | YacTtkoBo iMmieMeHTOBaHO — BapTo

supervision and support within the Al regulatory sandbox 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 requirements of this Regulation and,
where relevant, other Union and national law supervised within the
sandbox.

IIPOEKT ragizanii___ nmpoBe/leHHs JiKEHHS

BHCOKOTEXHOJIOTIYHUX 32c00iB MeTo10M “Sandbox””:

13. JlocmimpkeHHS! POBOAUTBCA y CTPOK, HependadeHuil IraHoM
JOCIIDKCHHS, aje He JIOBIIE [ii eKCIICPUMEHTaIbHOTO MPOCKTY, 3a
TaKMMU eTaraMu:

... 2) mpoBeeHHS JOCTIHKCHHS BICOKOTEXHOIOTIYHOTO 3ac00y, 10
BKITIOYA€ HAJAHHS IOPUANIHUM ocobaM iH(opMariifHOI MiATPIMKH,
KOHCYNBTYBaHHA Ta TEXHIYHOI JOIOMOTH, 30KpeMa IIPOTIO3HUIIIH

PO3pOOUTH THCTpyMEHTapil (METOAOJIOTI0)
JUIA OIHKM pPH3WKIB 1 BIiAMOBIAHOCTI
HalllOHAJTBHOMY 3aKOHOJABCTBY B MeEXax
PETYIISTOPHOI ITICOYHUIII.
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IIO/I0 TTOKpAIIeHHs Oe3MeKH Ta HalifHOCTI BHCOKOTEXHOJIOTIYHOTO
3aco0y, YCYHEHHsI HEIONIKiB, IO HECYTh PHU3UKH MOPYIICHHS
3aKOHO/IABCTBA, & TAKOXK ITATEHTHOI YHCTOTH, NOTPUMAHHS IIpaB
IHTENEKTyaIbHOL BJIACHOCTI, BCTaHOBJICHHS PUHKOBOIT
3arpeOyBaHOCT; ...
14. TTix yac mpoBeneHHs TOCIiPKEHHS! BCTAHOBIIOETHCS, 30KpeMa.:
... 5) pU3UKH BUKOPUCTAHHS BUCOKOTEXHOJIOTTYHOIO 3ac00y; ...
15. Opranizatop JOCHIDKEHHS 3a pe3yJbTaTaMH IPOBEICHOTO
JIOCITIJDKEHHSI BHCOKOTEXHOJIOTIUHOTO 3aco0y 3alesrnedye HajaHHS
IHII[IaTOPy MOCIIPKCHHST BUCHOBKIB MPO PE3yNBTaTH JOCHIIKCHHS,
SIKI MICTSITE:

3aNpOMOHOBAHI  IISXM  YCYHEHHsI BHSBICHUX  PHU3HUKIB,
PO3B’s13aHHS BUSIBJICHUX MPOOIIeM;
OILIHKY 3aXOIiB iHiNiaTopa IOCHiKCHHA, MO0 Oyld BXUTI Ha
BUKOHAHHS IUIAHy JIOCHI/DKCHHS 3 METOK  YJOCKOHAJICHHS
BHCOKOTEXHOJIOTI9HOTO 3aC00y Ta yCYHEHHS BHUSBICHUX PU3HUKIB; ...

7. Competent authorities shall provide providers and prospective
providers participating in the Al regulatory sandbox with guidance
on regulatory expectations and how to fulfil the requirements and
obligations set out in this Regulation.

Hopwma BincyTHs.

Upon request of the provider or prospective provider of the Al
system, the competent authority shall provide a written 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 learning
outcomes. Providers may use such documentation to demonstrate
their compliance with this Regulation through the conformity
assessment process or relevant market surveillance activities. In this
regard, the exit reports and the written proof provided by the national
competent authority shall be taken positively into account by market
surveillance authorities and notified bodies, with

a view to accelerating conformity assessment procedures to a
reasonable extent.

Hopwma BincyTHs.

8. Subject to the confidentiality provisions in Article 78, and with the
agreement of the provider or prospective provider, the Commission

Hopwma BincyTas.
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and the Board shall be authorised to access the exit reports and shall
take them into account, as appropriate, when exercising their tasks
under this Regulation. If both the provider or prospective provider
and the national competent authority explicitly agree, the exit report
may be made publicly available through the single information
platform referred to in this Article.

9. The establishment of Al regulatory sandboxes shall aim to
contribute to the following objectives:

MPOEKTY 100 _ OpraHizamii___ nmpoBeIeHHSI _ JIOCJiZKeHHS
BHCOKOTEXHOJOrIYHUX 3ac00iB MeToIoM “San ). s

2. MeTow EKCIepHUMEHTALHOTO MPOEKTy € HamaHHsi DoHIoM
PO3BUTKY iHHOBAIIiH iHPOPMALIIHOT MIATPUMKH, KOHCYIETYBaHHS Ta
TEXHIYHOI JOMOMOTH FOPHINYHAM 0co0aM, SKi € y4JacHHKaMHu
eKCTIIePUMEHTABHOTO ~ TIPOEKTY, MJIs MiABHINEHHA pIiBHA IX
KOHKYPEHTOCIIPOMOXKHOCTI, 8 TaKO)X BUKOPHCTAaHHS Ta MOIMIMPESHHS
1X BUCOKOTEXHOJIOTIYHUX 3aC00iB.

YacTkoBO IMIUIEMEHTOBAHO — BapTo
Y3rOOUTH IIUJIi CTBOPEHHS PETYIATOPHUX
MicOYHHUITH 13 BUMoramu Akty mpo 111,

(a) improving legal certainty to achieve regulatory compliance with
this Regulation or, where relevant, other applicable Union and
national law;

Hopwma BincyTHsI.

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

Hopwma BincyTHs.

(c) fostering innovation and competitiveness and facilitating the
development of an Al ecosystem;

Hopwma BincyTas.

(d) contributing to evidence-based regulatory learning;

Hopwma BincyTHsi.

(e) facilitating and accelerating access to the Union market for Al
systems, in particular when provided by SMEs, including start-ups.

Hopwma BincyTHs.

10. National competent authorities shall ensure that, to the extent the
innovative Al systems involve the processing of personal data or
otherwise fall under the supervisory 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

IloctanoBa KMY “IIpo peajizaunilo _eKcrnepuMeHTAJLHOIOQ
NPOEKTY 100 __ Opradizamii___ mpoBeeHHS _ I0CHiUKeHHS

2999

BHCOKOTEXHOJOriYHUX 3ac00iB MeTo0M “Sandbox

3akon Ykpainu “IIpo 3aXucT nepcoHaJbLHUX JaHNX"

Hopma BigcyTHsi — Bapro mepenbauutu

CIIETIiaTbHIH pexXUM 00poOKHI
MIEPCOHAIBHUX JaHUX B Mexax
PETYIATOPHUX  MICOYHMIb.  AHAJOTIUHI

3MiHH BapTO BHECTH i A0 3aKoHYy YKpaiHH
“IIpo 3aXUCT TEPCOHANBHUX AAHUX IJIs
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regulatory sandbox and involved in the supervision of those aspects
to the extent of their respective tasks and powers.

3a0e3eueHH] Y3TOKEHOCTI Ta
ToJermenoi poOoTH 3 JTaHUMH.

11. The AI 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 AI 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 in the
Union.

IloctranoBa KMY “IIpo peaqizanilo _eKcrnepuMeHTAJLHOIQ
MPOEKTY 1010 __opraizamii __ nmpoBeIeHHS  JOCJIiKeHHS

BHCOKOTEXHOJIOTIYHMX 3ac00iB MeToaoM “Sandbox””

Hopma BigcyTHsi — Bapro mepexbauutu
HAsBHICTh HAsSBHICTh HAINIAZOBOTO OPTraHy,
SIKHA  MO)KE 3IIMCHIOBaTH KOHTPOJbL 32
JOTPUMAHHSIM  [pPaBWI, OpOIELyp 1
pPETVIaMEHTIB OO0 MASUTBHOCTI B MEXax
PEryJISTOPHOI MTICOYHUIII.

12. 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
result of the experimentation taking place in the sandbox. However,
provided that the prospective providers observe 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
infringements of this Regulation. Where other competent authorities
responsible for other Union and national 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.

Hopwma BincyTHs.

13. The Al regulatory sandboxes shall be designed and implemented
in such a way that, where relevant, they facilitate cross-border
cooperation between national competent authorities.

Hopwma BincyTHs.

14. National competent authorities shall coordinate their activities
and cooperate within the framework of the Board.

Hopwma BincyTas.
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15. National competent authorities shall inform the Al Office and the
Board of the establishment of a sandbox, and may ask them for
support and guidance. The Al Office shall make publicly available a
list of planned and existing sandboxes and keep it up to date in order
to encourage more interaction in the Al regulatory sandboxes and
cross-border cooperation.

Hopwma BincyTHs.

16. 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
those sandboxes, including best practices, incidents, lessons learnt
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
account when exercising its tasks under this Regulation.

ITocranoa KMY “IIpo peaJi3auiio _ekcrnepuMeHTAIbLHOIO
NPOEKTY  IIOA0 _ Oopraizamii  mpoBeJeHHS  A0CTiUKeHHS
BHCOKOTEXHOJOrIYHUX 3ac00iB MeToIoM “San x*”

Hopma BincyTusi — BapTo nepenbayut y
CHeliaJlbHOMY  3aKOHI ~BHUMOTH  IIO/IO
3BITYBaHHS JiSUIBHOCTI, MpPOBEAEHOI 3a
JIOIIOMOTOI0 PETyJIATOPHOI MICOYHHMITI.

17. The Commission shall develop a single and dedicated interface
containing all relevant information related to AI regulatory
sandboxes to allow stakeholders to interact with Al regulatory
sandboxes and to raise enquiries with competent authorities, and to
seek non-binding guidance on the conformity of innovative products,
services, business models embedding Al technologies, in accordance
with Article 62(1), point (c). The Commission shall proactively
coordinate with national competent authorities, where relevant.

Hopwma BincyTHs.

Article 58

Detailed arrangements for, and functioning of, Al regulatory
sandboxes

1. In order to avoid fragmentation across the Union, the Commission
shall adopt implementing acts specifying the detailed arrangements
for the establishment, development, implementation, operation and
supervision of the Al regulatory sandboxes. The implementing acts

ITocranoBa KMY “IIpo peaJi3aiil eKCIepuMeHTaJILHOI0
IPOEKTY 100 Opradi3amii __ npoBeleHHs  JI0CAIKeHHSs

92999

BHCOKOTEXHOJIOTIYHUX 32c00iB MeTo10M “Sandbox

YacTkoBO IMILUIEMEHTOBAHO — BapTo
y3TOANTH BCi BUMOTH i3 Aktom mnipo HII.
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shall include common principles on the following issues:

(a) eligibility and selection criteria for participation in the Al
regulatory sandbox;

IDocranoba KMY “IIpo peasi3aniio eKcnepuMeHTAJILHOIO
IPOEKTY 11010 Oprasi3anii _ npoBeJeHHsI  10CHi/lsKeHHs
BHCOKOTEXHOJIOTiYHMX 3ac00iB MeToaoM “Sandbox””:

6. YJaCHHUKOM EKCIICPUMEHTAJIBHOTO MPOCKTY MOXKe OyTH iHiliaTop
OCIIIIDKEHHS:

1) sxuit € pe3umeHTOM VYKpaiHM Ta MpPOBaAUTH TOCHOIAPCHKY
NISUIBHICTD BIAMOBIIHO 0 TaKUX BUIIB AISUIBHOCTI: ...

He Moxe OyTH y4aCHUKOM €KCIIEpUMEHTAJIBHOTO IIPOEKTY iHiliaTop
JOCITIJDKSHHS: ...

2) BHCOKOTEXHOJIOTTYHHH 3aci0 SIKOro MoXe OyTH BHKOPHCTaHO IS
3a0e3MeueHAs PO3BUTKY IUPPOBOi SKOHOMIKH, ITyOIIYHUX MOCIYT,
orTuMi3allii podOTH OpraHiB Jep>KaBHOI BIaId, OXOPOHU 3IOPOB S,
0loTexHONOTIH, 3arajdbHOI IHPPACTPYKTYpH, arpoNpPOMHCIOBOTO
BUPOOHMIITBA, OCBITH Ta HAyKH, HAIlIOHAJFHOI OE3MEKH y BOEHHIHN
coepi, chepax 000poHH 1 BiiCHKOBOTO OyHiBHHUIITBA Ta BIAIIOBigae
TaKUM BUMOTaM: ...

Jorpumano.

(b) procedures for the application, participation, monitoring, exiting
from and termination of the Al regulatory sandbox, including the
sandbox plan and the exit report;

ITocranoBa  KMY “IIpo peaJi3ainil _eKCIIepUMEHTAJILHOI0

BHCOKOTEXHOJIOTiYHUX 3ac00iB MeToa0M “Sandbox™”:

10. Jlns ywacTti B €KCIEPHMMEHTAILHOMY TIPOEKTI iHIIiaTop
JIOCTIDKCHHST TTofae 4depe3 oQimiitanii BeO-calit @oHITY pO3BUTKY
IHHOBAIlill 3asBy, fKa 3allOBHIOETHCS YKPATHCHKOIO MOBOIO, 3
HaKJaJIeHHsIM Ha Hei KBami(hikoBaHOTO EJEKTPOHHOTO Iignucy ado
YIAOCKOHAJIGHOTO  ENIEKTPOHHOTO MiAMWCY, Mo 0a3yeTbcs Ha
kBasipikoBaHOMY cepTH(]IKaTi eNEKTPOHHOTO MiIIHCY.

11. 3asiBa momaeTbcsi B ENEKTPOHHIM (opMi Ta MICTHTh Taki
000B’SI3KOB1 BIZIOMOCTI: ...

... Jlo 3asBM TakoX JONAIOTHCS BIIOMOCTI IOAO HemepeOyBaHHS
iHimiaTopa JIOCITIPKEHHS y mpouenypi OGaHKpyTCTBA
(HeTIaTOCIIPOMOXKHOCT) Ta JOBiTKa  TPO  BIJCYTHICTP
3a00proBaHOCTI 3 IUIATEXKIB, KOHTPONb 32 CIPABISHHAM SKUX
MTOKJIAZICHO Ha KOHTPONIOIOY OpraHW, MICHI CTAaHOM Ha MOMEHT
TIOZIaHHSI 3a5IBH.

Jorpumano.
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12. ®ong posBuTky iHHOBaliii mporsromM 30 poOounx AHIB 3
MOMEHTY OTpPHMAaHHS 3asBH IHIIiaTOpa MOCHIDKEHHS, SKHH €
YYaCHHKOM  EKCIIEPUMEHTAIBHOTO  IPOEKTY, BINNOBIZHO 10
BU3HAYEHNX HHUM YMOB IIPOBOIHTH ii MEpeBipKy Ta OILIHKY Ha
IpenMeT BiIIOBIIHOCTI BUMOraM, BCTAHOBJICHHM ITYHKTOM 6 IIbOTO
[opsinky, Ta mnpuiiMae pilIeHHS NP0 MPOBEACHHS HOCIHiIKSHHS
BHUCOKOTEXHOJIOTIYHOIO 3aco0y iHiliaTopa OOCTiKEHHS abo IIpo
BIIMOBY Yy TMPOBEICHHI IOCHiKeHHsA. BimMoBa y mpoBeneHHI
JIOCITIJPKEHHS! IOBUHHA OyTH 00IDyHTOBaHOIO.

15. Opranizatop AOCHIDKEHHS 3a pe3ylbTaTaMd IPOBEICHOIO
JOCIIDKCHHST BHCOKOTEXHOJIOTIYHOTO 3aco0y 3abe3meduye HamaHHS
iHIIIIaTOPY MOCIiIKEHHS BHCHOBKIB IPO PE3YNBTaTH IOCIiIHKCHHS,
SIK1 MICTATE: ...

17. ITixcraBamu TS IOCIIUKEHHS
BHCOKOTEXHOJIOTIYHOTO 3ac00y €: ...

TIPUITMHCHHA

(c) the terms and conditions applicable to the participants.

Hopwma BincyTHsl.

Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 98(2).

Hopwma BincyTHs.

2. The implementing acts referred to in paragraph 1 shall ensure:

IloctanoBa KMY “IIpo peaJjizaunil _eKcrnepuMeHTAJLHOIO
NPOEKTY 1100 __ opramizamii___ mpoBeJeHHS]  JIOCJIiKeHHS

BHCOKOTEXHOJIOTIYHHUX 32c00iB MeTon0M “Sandbox””

Hopma BigcyTHsi — Bapto mepenbauntu
BUMOTH, CHPSMOBaHI HAa pEryITIOBaHHI
JOCTYIly [0 TICOYHMII (B TOMYy YHCIHI
rapaHTiii pIBHOTO JIOCTyNy), YMOBH Ta
BUMOI' JI0 Yy4acTi, NPUINUHEHHS Yy4YacTi,
3BITyBaHHS Ta HaDIAQy 3a IISUIBHICTIO B
MeXax peryIsaTOpHOI MiCOYHHMIII.

(a) 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 inform applicants of their decision
within three months of the application;

Hopwma BincyTHs.

115



https://zakon.rada.gov.ua/laws/show/1238-2024-%D0%BF#Text
https://zakon.rada.gov.ua/laws/show/1238-2024-%D0%BF#Text
https://zakon.rada.gov.ua/laws/show/1238-2024-%D0%BF#Text

(b) that AI regulatory sandboxes allow broad and equal access and
keep up with demand for participation; providers and prospective
providers may also submit applications in partnerships with
deployers and other relevant third parties;

Hopwma BincyTHs.

(c) that the detailed arrangements for, and conditions concerning Al
regulatory sandboxes support, to the best extent possible, flexibility
for national competent authorities to establish and operate their Al
regulatory sandboxes;

Hopwma BincyTHs.

(d) that access to the Al regulatory sandboxes is free of charge for
SMEs, including start-ups, without prejudice to exceptional costs that
national competent authorities may recover in a fair and
proportionate manner;

Hopwma BincyTHs.

(e) that they facilitate providers and prospective providers, by means
of the learning outcomes of the AI 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;

Hopwma BincyTHs.

(f) that AI regulatory sandboxes facilitate 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 Hubs, centres
of excellence, individual researchers, in order to allow and facilitate
cooperation with the public and private sectors;

Hopwma BincyTHs.

(g) that procedures, processes and administrative requirements for
application, selection, participation and exiting the Al regulatory
sandbox are simple, easily intelligible, and clearly communicated in
order to facilitate 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 that participation in
an Al regulatory sandbox established by a Member State, or by the
European Data Protection Supervisor is mutually and uniformly
recognised and carries the same legal effects across the Union;

Hopwma BincyTHs.
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(h) that participation in the Al regulatory sandbox is limited to a
period that is appropriate to the complexity and scale of the project
and that may be extended by the national competent authority;

Hopwma BincyTHs.

(i) that Al regulatory sandboxes facilitate the development of tools
and infrastructure for testing, benchmarking, assessing and
explaining dimensions of Al systems relevant for regulatory learning,
such as accuracy, robustness and cybersecurity, as well as measures
to mitigate risks to fundamental rights and society at large.

Hopwma BincyTas.

3. Prospective providers in the Al regulatory sandboxes, in particular
SMEs and start-ups, shall be directed, where relevant, to
pre-deployment services such as guidance on the implementation of
this Regulation, to other value-adding services such as help with
standardisation = documents and certification, testing and
experimentation facilities, European Digital Innovation Hubs and
centres of excellence.

Hopwma BincyTHs.

4. 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 to ensuring consistent practices across the
Union.

Minuudpa zanycruna WINWIN Al Center of Excellence ta
omyOmikyBasia «AHaji3 CEKTOPAIbHOIO HANPsSMY Ta TCPBUHHE
Oauenns_pozsutky cdepu IIIl» y mexax Crparerii nudpoBoro
po3Butky iHHOBamiii Yikpairm WINWIN. JlokymeHT BuU3Ha4ae
kmodoBi HampsMu  po3Butky I, a WINWIN Al Center of
Excellence crane MaiiiaHuiKOM JUIsl TECTyBaHHS I MacITaOyBaHHS
TexHomorii. Cepexn minel IPOEKTy — peryaTopHi micogrwnti s [T
Ta  ONOKYeHH-cTapTamiB, fAKi  [JOMOMaraTUMyTh  KOMITaHisIM
CTBODIOBAaTH, TECTyBaTH Ta BiockoHamioBatu IlI-anroputMu B
KOHTPOJIbOBAHOMY CEPEIOBHII 0€3 PU3UKY HEraTHBHOTO BILUIUBY Ha
pealibHI CHCTEMHU.

YacTkoBo  mepegdadeHo  —  BapTro
nepen0ayuTy BHUMOTY IIOJO TECTyBaHHS
CHCTEM B pealbHOMY 4Yaci I HalIsigoM B
MeXaX PEerysiTOPHUX ITiCOYHHUIIb.

Article 59

Further processing of personal data for developing certain Al
systems in the public interest in the Al regulatory sandbox

1. In the AI 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:

ITocranoBa  KMY “IIpo peaJi3anilo _eKCIepUMEeHTAJILHOI0

9999

BHCOKOTEXHOJIOTTYHHX 3ac00iB MeTonoM “Sandbox

3akon Ykpainu “IIpo 3axucT nepcoHaJNbHUX JAHUX”

Hopma BiacyTHs — BapTo mnependoadnTH

crenialbHAN pexum 00poOKHu
TIePCOHATBHUX JTAaHUX B Mexax
PETYIATOPHUX  MICOYHHIb.  AHANOTIUHI

3MiHH BapTO BHECTH i A0 3aKoHY YKpaiHu
“IIpo 3aXWCT TEPCOHANBFHUX NAHUX YIS
3a0e3neyeHHs Y3TOIKEHOCTI Ta
TIOJIETTIIEHOT pOOOTH 3 TaHUMH.
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(a) Al systems shall be developed for safeguarding substantial public
interest by a public authority or another natural or legal person and in
one or more of the following areas:

Hopwma BincyTHs.

(i) public safety and public health, including disease detection,
diagnosis prevention, control and treatment and improvement of
health care systems;

Hopwma BincyTas.

(i1) a high level of protection and improvement of the quality of the
environment, protection of biodiversity, protection against pollution,
green transition measures, climate change mitigation and adaptation
measures;

Hopwma BincyTHs.

(iii) energy sustainability;

Hopwma BincyTas.

(iv) safety and resilience of transport systems and mobility, critical
infrastructure and networks;

Hopwma BincyTHs.

(v) efficiency and quality of public administration and public
services;

Hopwma BincyTHs.

(b) the data processed are necessary for complying with one or more
of the requirements referred to in Chapter III, Section 2 where those
requirements cannot effectively be fulfilled by processing
anonymised, synthetic or other non-personal data;

Hopwma BincyTHs.

(c) 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
mitigate those risks and, where necessary, stop the processing;

Hopwma BincyTHs.

(d) any personal data to be processed in the context of the sandbox
are in a functionally separate, isolated and protected data processing
environment under the control of the prospective provider and only
authorised persons have access to those data;

Hopwma BincyTas.
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(e) 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;

Hopwma BincyTHs.

(f) 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 data;

Hopwma BincyTas.

(g) any personal data processed in the context of the sandbox are
protected by means of appropriate technical and organisational
measures and deleted once the participation in the sandbox has
terminated or the personal data has reached the end of its retention
period;

Hopwma BincyTHs.

(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;

Hopwma BincyTHs.

(1) a complete and detailed description of the process and rationale
behind the training, testing and validation of the Al system is kept
together with the testing results as part of the technical
documentation referred to in Annex IV,

Hopwma BincyTHs.

(j) a short summary of the Al project developed in the sandbox, its
objectives and expected results is published on the website of the
competent authorities; this obligation shall not cover sensitive
operational data in relation to the activities of law enforcement,
border control, immigration or asylum authorities.

Hopwma BincyTas.

2. 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 law
enforcement authorities, the processing of personal data in Al
regulatory sandboxes shall be based on a specific Union or national
law and subject to the same cumulative conditions as referred to in
paragraph 1.

Hopma BincyTnsi — nepenbaunTi BUMOTY
o0 OOpOOKM TEpCOHAIPHUX HaHUX B
paMKax peryiIaTOpHOI MICOYHMIN IS LiTei
3amo0iraHHs, PO3CIiTyBaHHS, BUSBICHHS Ta
BYMHEHHS KPUMIHAJIBHUX NPABONOPYIICHb.
Brectn BiamoBimHi 3MiHEH 10 3akoHY
Vkpainu “IIpo 3axuct mnepcoHaIbHUX
JaHUX” IS y3TOKEHOTO 3aCTOCYBaHHS
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TIPaBHII.

3. Paragraph 1 is without prejudice to Union or national law which
excludes processing of personal data for other

purposes than those explicitly mentioned in that law, 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.

Hopwma BincyTas.

Article 60

Testing of high-risk Al systems in real world conditions outside
Al regulatory sandboxes

1. Testing of high-risk Al systems in real world conditions outside Al
regulatory sandboxes may be conducted by providers or prospective
providers of high-risk Al systems listed in Annex III, in accordance
with this Article and the real-world testing plan referred to in this
Article, without prejudice to the prohibitions under Article 5.

Hopma BiacyTHsi — BapTo BIPOBaAUTH
BUMOTM 10 TecrtyBaHHs cucrem IIII B
YMOBaX peaibHOTO CBITy Y CHEHiaJbHOMY
3aKOHi BiIOBiTHO 10 AKTy mpo LI

The Commission shall, by means of implementing acts, specify the
detailed elements of the real-world testing plan. Those implementing
acts shall be adopted in accordance with the examination procedure
referred to in Article 98(2).

This paragraph shall be without prejudice to 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 in Annex
L

2. Providers or prospective providers may conduct testing of
high-risk Al systems referred to in Annex III 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 partnership with one or
more deployers or prospective deployers.

3. The testing of high-risk Al systems in real world conditions under
this Article shall be without prejudice to any ethical review that is
required by Union or national law.
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4. Providers or prospective providers may conduct the testing in real
world conditions only where all of the following conditions are met:

(a) the provider or prospective provider has drawn up a real-world
testing plan and submitted it to the market surveillance authority in
the Member State where the testing in real world conditions is to be
conducted;

(b) the market surveillance 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 surveillance authority has not provided an answer within
30 days, the testing in real world conditions and the real-world
testing plan shall be understood to have been approved; where
national law does not provide for a tacit approval, the testing in real
world conditions shall remain subject to an authorisation;

(c) 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 III in the areas of law enforcement,
migration, asylum and border control management, and high-risk Al
systems referred to in point 2 of Annex III has registered the testing
in real world conditions in accordance with Article 71(4) with a
Union-wide unique single identification number and with the
information specified in Annex IX; the provider or prospective
provider of high-risk AI systems referred to in points 1, 6 and 7 of
Annex III in the areas of law enforcement, migration, asylum and
border control management, has registered the testing in real-world
conditions in the secure non-public section of the EU database
according to Article 49(4), point (d), with a Union-wide unique
single identification number and with the information specified
therein; the provider or prospective provider of high-risk Al systems
referred to in point 2 of Annex III has registered the testing in
real-world conditions in accordance with Article 49(5);

(d) the provider or prospective provider conducting the testing in real
world conditions is established in the Union or has appointed a legal
representative who is established in the Union;
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(e) data collected and processed for the purpose of the testing in real
world conditions shall be transferred to third countries only provided
that appropriate and applicable safeguards under Union law are
implemented,

(f) the testing in real world conditions does not last longer than
necessary to achieve its objectives and in any 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 surveillance authority, accompanied by an
explanation of the need for such an extension;

(g) 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;

(h) 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 to in
Article 13; the provider or prospective provider and the deployer or
prospective deployer shall conclude an agreement 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;

(1) 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
effect on the subjects, and their personal data shall be deleted after
the test is performed;

(j) the testing 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
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the relevant field and have the necessary capacity, training and
authority to perform their tasks;

(k) the predictions, recommendations or decisions of the Al system
can be effectively reversed and disregarded.

5. Any subjects of the testing in real world conditions, or their legally
designated representative, as appropriate, may, without any 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
data. The withdrawal of the informed consent shall not affect the
activities already carried out.

6. In accordance with Article 75, Member States shall confer on their
market surveillance 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 surveillance authorities shall use those
powers to ensure the safe development of testing in real world
conditions.

Hopma BigcyTHsi — Bapro mepeabauutu
HamIAI0BUA OpraH, YIIOBHOBaXKMBILIU HOTO
3IIACHIOBATH KOHTPOJIb aKTUBHOCTEH 111010
TecryBanHs cucrem Il B ymoBax
peasbHOTO CBITY.

7. Any serious incident identified in the course of the testing in real
world conditions shall be reported to the national market surveillance
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 AI system upon such termination of the testing in real world
conditions.

8. Providers or prospective providers shall notify the national market
surveillance 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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9. The provider or prospective provider shall be liable under
applicable Union and national liability law for any damage caused in
the course of their testing in real world conditions.

Article 61

Informed consent to participate in testing in real world
conditions outside Al regulatory sandboxes

1. 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 concise, clear, relevant, and
understandable information regarding:

Hopwma BincyTas.

(a) the nature and objectives of the testing in real world conditions
and the possible inconvenience that may be linked to their
participation;

(b) the conditions under which the testing in real world conditions is
to be conducted, including the expected duration of the subject or
subjects’ participation;

(c) their rights, and the guarantees regarding their participation, in
particular their right to refuse to participate 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) the arrangements for requesting the reversal or the disregarding of
the predictions, recommendations or decisions of the Al system;

(e) the Union-wide unique single identification number of the testing
in real world conditions in accordance with Article 60(4) point (c),
and the contact details of the provider or its legal representative from
whom further information can be obtained.

2. The informed consent shall be dated and documented and a copy
shall be given to the subjects of testing or their legal representative.
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Article 62

Measures for providers and deployers, in particular SMEs,
including start-ups

1. Member States shall undertake the following actions:

Hopwma BincyTHs.

(a) provide SMEs, including start-ups, having a registered office or a
branch in the Union, with priority access to the Al regulatory
sandboxes, to the extent that they fulfil the eligibility conditions and
selection criteria; the priority access shall not preclude other SMEs,
including start-ups, other than those referred to in this paragraph
from access to the Al regulatory sandbox, provided that they also
fulfil the eligibility conditions and selection criteria;

(b) organise specific awareness 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;

(c) utilise existing dedicated channels and where appropriate,
establish new 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
implementation of this Regulation, including as regards participation
in Al regulatory sandboxes;

(d) facilitate the participation of SMEs and other relevant
stakeholders in the standardisation development process.

2. The specific interests and needs of the SME providers, including
start-ups, shall be taken into account when setting the fees for
conformity assessment under Article 43, reducing those fees
proportionately to their size, market size and other relevant
indicators.

3. The AI Office shall undertake the following actions:

(a) provide standardised templates for areas covered by this
Regulation, as specified by the Board in its request;
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(b) develop and maintain a single information platform providing
easy to use information in relation to this Regulation for all operators
across the Union;

(c) organise appropriate communication campaigns to raise
awareness about the obligations arising from this Regulation;

(d) evaluate and promote the convergence of best practices in public
procurement procedures in relation to Al systems.

Article 63

Derogations for specific operators

1. 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 in a
simplified manner, provided that 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 quality management system which may be complied
with in a 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.

Hopwma BincyTHs.

2. 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 in Articles 9, 10, 11, 12, 13, 14, 15, 72 and 73.

CHAPTER VII
GOVERNANCE

SECTION 1
Governance at Union level

Article 64
Al Office
1. The Commission shall develop Union expertise and capabilities in

Hopwma BincyTas.
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the field of Al through the AI Office.

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

Article 65

Establishment and structure of the European Artificial
Intelligence Board

1. A European Artificial Intelligence Board (the ‘Board’) is hereby
established.

HemorknBo iHKOpIIOpYBaTH 10 IOBHOT €BpOiHTErpallii.

2. The Board shall be composed of one representative per Member
State. The European Data Protection Supervisor shall participate as
observer. The AI Office shall also attend the Board’s meetings,
without taking part in the votes. Other national and Union authorities,
bodies or experts may be invited to the meetings by the Board on a
case by case basis, where the issues discussed are of relevance for
them.

3. Each representative shall be designated by their Member State for
a period of three years, renewable once.

4. Member States shall ensure that their representatives on the Board:

(a) have the relevant competences and powers in their Member State
so as to contribute actively to the achievement of the Board’s tasks
referred to in Article 66;

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

(c) are empowered to facilitate consistency and coordination between
national competent authorities in their Member State as regards the
implementation of this Regulation, including through the collection
of relevant data and information for the purpose of fulfilling their
tasks on the Board.
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5. The designated representatives of the Member States shall adopt
the Board’s rules of procedure by a two-thirds majority. The rules of
procedure shall, in particular, lay down procedures for the selection
process, the duration of the mandate of, and specifications of the
tasks of, the Chair, detailed arrangements for voting, and the
organisation of the Board’s activities and those of its sub-groups.

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

The standing sub-group for market surveillance should act as the
administrative cooperation group (ADCO) for this Regulation within
the meaning of Article 30 of Regulation (EU) 2019/1020.

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

7. The Board shall be organised and operated so as to safeguard the
objectivity and impartiality of its activities.

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

Article 66

Tasks of the Board

The Board shall advise and assist the Commission and the Member
States in order to facilitate the consistent and effective application of
this Regulation. To that end, the Board may in particular:

HemosxmBo iHKOpIIOpYBaTH /10 IOBHOI €BpPOiHTETpallii.

(a) contribute to the coordination among national competent
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authorities responsible for the application of this Regulation and, in
cooperation with and subject to the agreement of the market
surveillance authorities concerned, support joint activities of market
surveillance authorities referred to in Article 74(11);

(b) collect and share technical and regulatory expertise and best
practices among Member States;

(c) provide advice on the implementation of this Regulation, in
particular as regards the enforcement of rules on general-purpose Al
models;

(d) contribute to the harmonisation of administrative practices in the
Member States, including in relation to the derogation from the
conformity assessment procedures referred to in Article 46, the
functioning of Al regulatory sandboxes, and testing in real world
conditions referred to in Articles 57, 59 and 60;

(e) at the request of the Commission or on its own initiative, issue
recommendations and written opinions on any relevant matters
related to the implementation of this Regulation and to its consistent
and effective application, including:

(i) on the development and application of codes of conduct and codes
of practice pursuant to this Regulation, as well as of the
Commission’s guidelines;

(i1) the evaluation and review of this Regulation pursuant to Article
112, including as regards the serious incident reports referred to in
Article 73, and the functioning of the EU database referred to in
Article 71, the preparation of the delegated or implementing acts, and
as regards possible alignments of this Regulation with the Union
harmonisation legislation listed in Annex I;

(iii) on technical specifications or existing standards regarding the
requirements set out in Chapter III, Section 2;

(iv) on the use of harmonised standards or common specifications
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referred to in Articles 40 and 41;

(v) trends, such as European global competitiveness in Al, the uptake
of Al in the Union, and the development of digital skills;

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

(vii) on the potential need for amendment to Annex III in accordance
with Article 7, and on the potential need for possible revision of
Article 5 pursuant to Article 112, taking into account relevant
available evidence and the latest developments in technology;

(f) support the Commission in promoting Al literacy, public
awareness and understanding of the benefits, risks, safeguards and
rights and obligations in relation to the use of Al systems;

(g) facilitate the development of common criteria and a shared
understanding among market operators and competent authorities of
the relevant concepts provided for in this Regulation, including by
contributing to the development of benchmarks;

(h) cooperate, as appropriate, with other Union institutions, bodies,
offices and agencies, as well as relevant Union expert groups and
networks, in particular in the fields of product safety, cybersecurity,
competition, digital and media services, financial services, consumer
protection, data and fundamental rights protection;

(1) contribute to effective cooperation with the competent authorities
of third countries and with international organisations;

(j) assist national competent authorities and the Commission in
developing the organisational and technical expertise required for the
implementation of this Regulation, including by contributing to the
assessment of training needs for staff of Member States involved in
implementing this Regulation;

(k) assist the Al Office in supporting national competent authorities
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in the establishment and development of Al regulatory sandboxes,
and facilitate cooperation and information-sharing among Al
regulatory sandboxes;

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

(m) advise the Commission in relation to international matters on Al;

(n) provide opinions to the Commission on the qualified alerts
regarding general-purpose Al models;

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

Article 67

Adyvisory forum

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

HemosxinBo iHKOpIIOpYBaTH /10 IOBHOT €BpOiHTErpaLii.

2. The membership of the advisory forum shall represent a balanced
selection of stakeholders, including industry,

start-ups, SMEs, civil society and academia. The membership of the
advisory forum shall be balanced with regard to commercial and
non-commercial interests and, within the category of commercial
interests, with regard to SMEs and other undertakings.

3. The Commission shall appoint the members of the advisory forum,
in accordance with the criteria set out in

paragraph 2, from amongst stakeholders with recognised expertise in
the field of Al

4. The term of office of the members of the advisory forum shall be
two years, which may be extended by up to no more than four years.
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5. The Fundamental Rights Agency, ENISA, the European
Committee for Standardization (CEN), the European Committee for
Electrotechnical Standardization (CENELEC), and the European
Telecommunications Standards Institute (ETSI) shall be permanent
members of the advisory forum.

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

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

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

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

10. The advisory forum shall prepare an annual report on its
activities. That report shall be made publicly available.

Article 68

Scientific panel of independent experts

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

Hopwma BincyTas.

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

(a) having particular expertise and competence and scientific or
technical expertise in the field of AL

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

(c) an ability to carry out activities diligently, accurately and
objectively.

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

3. The scientific panel shall advise and support the Al Office, in
particular with regard to the following tasks:

(a) supporting the implementation and enforcement of this
Regulation as regards general-purpose Al models and systems, in
particular by:

(i) alerting the Al Office of possible systemic risks at Union level of
general-purpose Al models, in accordance with Article 90;

(1) contributing to the development of tools and methodologies for
evaluating capabilities of general-purpose Al models and systems,
including through benchmarks;

(iii) providing advice on the classification of general-purpose Al
models with systemic risk;

(iv) providing advice on the classification of various general-purpose
Al models and systems;

(v) contributing to the development of tools and templates;

(b) supporting the work of market surveillance authorities, at their

133




request;

(c) supporting cross-border market surveillance activities as referred
to in Article 74(11), without prejudice to the powers of market
surveillance authorities;

(d) supporting the Al Office in carrying out its duties in the context
of the Union safeguard procedure pursuant to
Article 81.

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

5. The implementing act referred to in paragraph 1 shall include
provisions on the conditions, procedures and detailed arrangements
for the scientific panel and its members to issue alerts, and to request
the assistance of the Al Office for the performance of the tasks of the
scientific panel.

Article 69

Access to the pool of experts by the Member States

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

Regulation.

Hopwma BincyTas.

2. The Member States may be required to pay fees for the advice and
support provided by the experts. The structure and the level of fees as
well as the scale and structure of recoverable costs shall be set out in
the implementing act referred to in Article 68(1), taking into account
the objectives of the adequate implementation of this Regulation,
cost-effectiveness and the necessity of ensuring effective access to
experts for all Member States.
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3. The Commission shall facilitate timely access to the experts by the
Member States, as needed, and ensure that the combination of
support activities carried out by Union Al testing support pursuant to
Article 84 and experts pursuant to this Article is efficiently organised
and provides the best possible added value.

SECTION 2
National competent authorities

Article 70

Designation of national competent authorities and single points
of contact

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

HeoOxigHicTh TpU3HAUYEHHS HAISIOBOTO OpraHy OKpecieHa B
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MIOBHOB)XEHHA YW SKUM YHHOM BapTO CTBOPIOBAaTH HOBOIO
peryisiropa.
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2. Member States shall communicate to the Commission the identity
of the notifying authorities and the market surveillance authorities
and the tasks of those authorities, as well as any subsequent changes
thereto. Member States shall make publicly available information on
how competent authorities and single points of contact can be
contacted, through electronic communication means by 2 August
2025. Member States shall designate a market surveillance authority
to act as the single point of contact for this Regulation, and shall

Hopwma BincyTHs.

135



https://thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%A0%D0%B5%D0%B3%D1%83%D0%BB%D1%8E%D0%B2%D0%B0%D0%BD%D0%BD%D1%8F%20%D0%A8%D0%86.pdf
https://zakon.rada.gov.ua/laws/show/1971-20#Text
https://zakon.rada.gov.ua/laws/show/1971-20#Text
https://zakon.rada.gov.ua/laws/show/1971-20#Text
https://zakon.rada.gov.ua/laws/show/1971-20#Text
https://zakon.rada.gov.ua/laws/show/2849-20#Text
https://zakon.rada.gov.ua/laws/show/3659-12#Text
https://zakon.rada.gov.ua/laws/show/3659-12#Text

notify the Commission of the identity of the single point of contact.
The Commission shall make a list of the single points of contact
publicly available.

3. Member States shall ensure that their national competent
authorities are provided with adequate technical, financial and human
resources, and with infrastructure to fulfil their tasks effectively
under this Regulation. In particular, the national competent
authorities shall have a sufficient number of personnel permanently
available whose competences and expertise

shall include an in-depth understanding of Al technologies, data and
data computing, personal data protection, cybersecurity, fundamental
rights, health and safety risks and knowledge of existing standards
and legal requirements. Member States shall assess and, if necessary,
update competence and resource requirements referred to in this
paragraph on an annual basis.

Hopwma BincyTas.

4. National competent authorities shall take appropriate measures to
ensure an adequate level of cybersecurity.

Hopwma BincyTHsI.

5. When performing their tasks, the national competent authorities
shall act in accordance with the confidentiality obligations set out in
Article 78.

Hopwma BincyTHs.

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

Hopwma BincyTas.

7. The Commission shall facilitate the exchange of experience
between national competent authorities.

Hopwma BincyTHs.

8. National competent authorities may provide guidance and advice
on the implementation of this Regulation, in

particular to SMEs including start-ups, taking into account the
guidance and advice of the Board and the Commission, as

Hopwma BincyTas.
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appropriate. Whenever national competent authorities intend to
provide guidance and advice with regard to an Al system in areas
covered by other Union law, the national competent authorities under
that Union law shall be consulted, as appropriate.

9. Where Union institutions, bodies, offices or agencies fall within
the scope of this Regulation, the European Data Protection
Supervisor shall act as the competent authority for their supervision.

Hopwma BincyTHs.

CHAPTER VIII

EU DATABASE FOR HIGH-RISK AI SYSTEMS

Article 71

EU database for high-risk Al systems listed in Annex III

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

HemoxmuBo iHKOpIIOpYBaTH 1O IOBHOI €BpOIHTETpaIlii.

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

3. The data listed in Section C of Annex VIII shall be entered into the
EU database by the deployer who is, or who acts on behalf of, a
public authority, agency or body, in accordance with Article 49(3)
and (4).

4. With the exception of the section referred to in Article 49(4) and
Article 60(4), point (¢), the information contained in the EU database
registered in accordance with Article 49 shall be accessible and
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publicly available in a user-friendly manner. The information should
be easily navigable and machine-readable. The information
registered in accordance with Article 60 shall be accessible only to
market surveillance authorities and the Commission, unless the
prospective provider or provider has given consent for also making
the information accessible the public.

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

6. The Commission shall be the controller of the EU database. It shall
make available to providers, prospective providers and deployers
adequate technical and administrative support. The EU database shall
comply with the applicable accessibility requirements.

POST-MARKET MONITORING, INFORMATION SHARING AND MARKET SURVEILLANCE

CHAPTER IX

SECTION 1
Post-market monitoring

Article 72

Post-market monitoring by providers and post-market
monitoring plan for high-risk Al systems

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

Hopwma BincyTas.

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

3. The post-market monitoring system shall be based on a
post-market monitoring plan. The post-market monitoring plan shall
be part of the technical documentation referred to in Annex IV. The
Commission shall adopt an implementing act laying down detailed
provisions establishing a template for the post-market monitoring
plan and the list of elements to be included in the plan by 2 February
2026. That implementing act shall be adopted in accordance with the
examination procedure referred to in Article 98(2).

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

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

SECTION 2
Sharing of information on serious incidents

Article 73

Reporting of serious incidents

1. Providers of high-risk Al systems placed on the Union market
shall report any serious incident to the market

surveillance authorities of the Member States where that incident

HemoxmuBo iHKOpIIOpYBaTH O IOBHOI €BpOIHTETpAaIlil.
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occurred.

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

The period for the reporting referred to in the first subparagraph shall
take account of the severity of the serious incident.

3. Notwithstanding paragraph 2 of this Article, in the event of a
widespread infringement or a serious incident as defined in Article 3,
point (49)(b), the report referred to in paragraph 1 of this Article shall
be provided immediately, and not later than two days after the
provider or, where applicable, the deployer becomes aware of that
incident.

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

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

6. Following the reporting of a serious incident pursuant to paragraph
1, the provider shall, without delay, perform the necessary
investigations in relation to the serious incident and the Al system
concerned. This shall include a risk assessment of the incident, and
corrective action.

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

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

8. The market surveillance authority shall take appropriate measures,
as provided for in Article 19 of Regulation (EU) 2019/1020, within
seven days from the date it received the notification referred to in
paragraph 1 of this Article, and shall follow the notification
procedures as provided in that Regulation.

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

10. For high-risk Al systems which are safety components of
devices, or are themselves devices, covered by Regulations (EU)
2017/745 and (EU) 2017/746, the notification of serious incidents
shall be limited to those referred to in Article 3, point (49)(c) of this
Regulation, and shall be made to the national competent authority
chosen for that purpose by the Member States where the incident
occurred.

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

SECTION 3
Enforcement

Article 74

Market surveillance and control of AI systems in the Union
market

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

HemorknBo iHKOpIIOpYBaTH 10 IOBHOT €BpOiHTErpallii.

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

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

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

Hopma Bincyrns - 3 onpsigy Ha
BIJICYyTHICTh OpraHy PHHKOBOTO HaIJIsAYy,
BapTO TMependavYnTH ioro cTBOpeHHS (abo
nepenady (yHKIiH ICHYIOUOMYy OpraHy).
Bapro mepembauntn y  cremialbHOMY
3aKOHI  TpoLeAypy  3BITyBaHHSI IO
HaJSIIOBUX OpPraHiB B pa3l BUSIBJICHHS
MOPYILEHB.

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

By derogation from the first subparagraph, and in appropriate
circumstances, Member States may designate another relevant
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authority to act as a market surveillance authority, provided they
ensure coordination with the relevant sectoral market surveillance
authorities responsible for the enforcement of the Union
harmonisation legislation listed in Annex I.

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

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

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

7. By way of derogation from paragraph 6, in appropriate
circumstances, and provided that coordination is ensured, another
relevant authority may be identified by the Member State as market
surveillance authority for the purposes of this Regulation.

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

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

capacity.

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

10. Member States shall facilitate coordination between market
surveillance authorities designated under this Regulation and other
relevant national authorities or bodies which supervise the
application of Union harmonisation legislation listed in Annex I, or
in other Union law, that might be relevant for the high-risk Al
systems referred to in Annex II1.

11. Market surveillance authorities and the Commission shall be able
to propose joint activities, including joint

investigations, to be conducted by either market surveillance
authorities or market surveillance authorities jointly with the
Commission, that have the aim of promoting compliance, identifying
non-compliance, raising awareness or providing guidance in relation
to this Regulation with respect to specific categories of high-risk Al
systems that are found to present a serious risk across two or more

144




Member States in accordance with Article 9 of Regulation (EU)
2019/1020. The AI Office shall provide coordination support for
joint investigations.

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

Hopma Bincyrns — 3 ommgy Ha
BIICYyTHICTb OpraHy pPHHKOBOTO HaIJIsIY,
BapTo mependayutu ioro crBopeHHs (abo
nepenady (QyHKIIH 1CHYIOUOMY Oprasy).
Bapro mepenbauntH |y crnemiaJbHOMY
3aKoHi (200 MiI3aKOHHOMY aKTi) IpoLenypy
IIOJI0  HAJaHHS  OpraHaM pPUHKOBOTO
HaoIsily JOCTYIy JO JOKyMEHTalii, a
TakO)X Ha0OpIB JaHUX JUIS HaBYAHHS,
BaJimamii Ta TeCTyBaHHS BHCOKOPU3UKOBUX
cucteM IIII 3 BHCOKMM 3a yMOBH
JOTPUMaHHS TapaHTiit Oe3mekn.

13. Market surveillance authorities shall be granted access to the
source code of the high-risk Al system upon a reasoned request and
only when both of the following conditions are fulfilled:

Hopma Bincyrnss — 3 omsgy Ha
BIJICYTHICTh OpraHy PHHKOBOTO HaIJsify,
BapTo mependayuty Horo crBopeHHs (abo
nepenady (QyHKIIH 1CHYIOUOMY Oprasy).
Bapro mepenbauntH |y cremiagbHOMY
3aKoHi (200 MiI3aKOHHOMY aKTi) IpoLenypy
IOZ0 HAJaHHA OpraHaM pPHUHKOBOTO
HaDLALy JOCTYNy JO IOKyMeHTamlii, a
TakoXX HaOOpiB MaHWX [UII HaBYaHHS,
BaJiaIii Ta TeCTyBaHHS BHCOKOPHU3UKOBUX
cuctem IIII 3 BHCOKMM 3a yMOBH
JOTPUMAaHHS TapaHTiii Oe3MeKH.

(a) access to source code is necessary to assess the conformity of a
high-risk Al system with the requirements set out in Chapter III,
Section 2; and

(b) testing or auditing procedures and verifications based on the data
and documentation provided by the provider have been exhausted or
proved insufficient.
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14. Any information or documentation obtained by market
surveillance authorities shall be treated in accordance with the
confidentiality obligations set out in Article 78.

Article 75

Mutual assistance, market surveillance and control of
general-purpose Al systems

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

Hopwma BincyTas.

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

3. Where a market surveillance authority is unable to conclude its
investigation of the high-risk Al system because of its inability to
access certain information related to the general-purpose Al model
despite having made all appropriate efforts to obtain that information,
it may submit a reasoned request to the Al Office, by which access to
that information shall be enforced. In that case, the Al Office shall
supply to the applicant authority without delay, and in any event
within 30 days,

any information that the Al Office considers to be relevant in order to
establish whether a high-risk Al system is non-compliant. Market
surveillance authorities shall safeguard the confidentiality of the
information that they obtain in accordance with Article 78 of this
Regulation. The procedure provided for in Chapter VI of Regulation
(EU) 2019/1020 shall apply mutatis mutandis.
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Article 76

Supervision of testing in real world conditions by market
surveillance authorities

1. Market surveillance authorities shall have competences and
powers to ensure that testing in real world conditions is in accordance
with this Regulation.

He imMmiemMeHTOBaHO — 3 oDy Ha
BIZICYyTHICTh OpraHy PpHHKOBOTO HaIJIsAY,
BapTO IMependavunuTH ioro cTBOpeHHS (abo
nepeady (yHKIiH iCHyIOUOMYy OpraHy).
Bapro Takoxx nepen6aunTy HOBHOBA)KEHHS,
SIKI BKJIFOYAaTHUMYTh Y4acTh B HaNAMI 3a
PETY/ISITOPHOIO ITICOYHHUIICID; MOKJIUBICTh
TIPU3YTUHEHHS abo MIPUITHHEHHS
BunpoOyBanHst cucreM LI B peanbHUX
YMOBax B pa3i BUSBJIECHHs [OPYILIECHb;
MOXKJIMBICTh BHMAaraTu Bijl IIOCTa4albHHUKA
3MIHUTH OyIb-SIKMil acIeKT TeCTYBaHHS B
pearbHIX yMOBaX.

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

points (f) and (g).

3. Where a market surveillance authority has been informed by the
prospective provider, the provider or any third party of a serious
incident or has other grounds for considering that the conditions set
out in Articles 60 and 61 are not met, it may take either of the
following decisions on its territory, as appropriate:

(a) to suspend or terminate the testing in real world conditions;

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

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

5. Where applicable, where a market surveillance authority has taken
a decision referred to in paragraph 3, it shall communicate the
grounds therefor to the market surveillance authorities of other
Member States in which the Al system has been tested in accordance
with the testing plan.

Article 77

Powers of authorities protecting fundamental rights

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

3akon VYkpainun “IIpo YnoBHoBa:keHoro BepxoBnoi Panu
Yxpainu 3 npae JIOIMHK":

Crarra 13. IIpaBa YIOBHOBa)k€HOTO

YoBHOBa)KE€HUI Ma€ MPaBo:

5) Ha o3HallOMJIEHHS 3 JOKyMEHTaMH, y TOMY YHCIi THMH, IO
MICTATh iH(QOpMaIif0o 3 OOMEXEHHM IOCTYIIOM, Ta OTPHMAaHHS iX
KO B oOpraHax Jep)aBHOI BIaAW, OpraHax MiCIIEBOTO
CaMOBpSIyBaHHs, 00 €IHAHHSIX TPOMAJSH, Ha MiANPHEMCTBAX, B
yCTaHOBAX, OpraHi3allisiX He3aJeXHO BiJl JOPMHU BIACHOCTI, OpraHax
NPOKypaTypH, BKIIIOUAIOYH CIIPABH, SKi 3HAXOIATHCS B Cyax.
Hoctyn g0 indopmaiiii 3 0OMEKCHUM JOCTYIIOM 3IiHCHIOETHCS B
MOPSAAKY, BCTAHOBIICHOMY 3aKOHOM.

13 10

Crarts 79. [loBHOBaxkeHHA WieHIB HartioHanpHOT pagn

2. Unen HamioHansHOI pamu mpH 3OiHCHEHHI CBOIX IMOBHOBa)KEHBb
Ma€ TIpaBo:

1) o3HaiiommoBaTHCA 3 OyIb-SIKUMH JOKYMEHTaMH, 1110 3HAXOIATHCS
y HamionansHiit pani; ...

Crartsa 90. [ToBHOBaxkeHHs HarrioHansHOT pagu

1. HarrionaneHa pana:

19) 3 MeTol JOCHI/PKEHHS NHUTaHHS JOTPUMaHHS BHMOT JO
CTPYKTYpPH BJIAaCHOCTI Cy0’eKTiB y cdepi Menia 3anuTye y cy0’eKTiB
y codepi Memia, Aep)KaBHHUX OprasiB, BKJIO4aroun HarioHansHy
nominito Ykpainu, CiyxOy Oesneku VYkpainu, [epkaBHe O10po
Ppo3citiyBaHb, EHTPaJIbHUIA OpraH BHKOHABYOI BJIajH, IO peajizye
JIepKaBHY TIOAATKOBY IIONITHKY, HarioHanbHe aHTHKOPYTIiitHe
O0ropo VYkpaimm, HamioHampHe areHTCTBO 3 NHTaHb 3amoOiraHHA

HopMma BincyTHsi — BapTo CTBOPUTH Ta
mepeAdayuTH y  CHEiaTbHOMY  3aKOHi
TepetiK OpraHiB KOHTPOITIO 3a
JOTPUMAaHHSIM TIpaB JIOOWHH, SKHH €
BIIKPHUTHM Ta OIPWIOAHEHNM. Bapro
TaKOX IIepef0aYnTH BHMOTY OO TIpaBa
TaKUX OpPTaHiB OPTaHU MAlOTh 3AMUTYBATH 1
OTpUMYBaTu  JOCTyl  JO  Oymb-SKoi
JIOKYMEHTAI[il PO3POOHMKIB BiJIOBITHO [0
3aKOHY.
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xopynuii, Odic T'eHepampbHOrO TmpOKypopa, iHpoOpMamilo Ta
JOKYMEHTH; ...

Crartsa 91. [IpaBa HaionansHO1 pan

1. HamionanpHa paga 3 METOIO BUKOHAHHS CBOiX ITOBHOBa)KEHb Ma€
paBo:

2) oTpuMyBaTH 0E30ILUIATHO HA CBIiif 3alMT B JACP)KaBHUX OPraHiB,
OpraHiB MICIIEBOTO CaMOBpsyBaHHs 1H(QOpPMALI0 Ta IOKyMEHTH,
HEOOXiMHI JJIs BUKOHAHHs MOKJIaJAeHWX Ha HarionaneHy pany
IMOBHOBa)KEHb, Y TOMY YHCJIi CTATUCTUYHY Ta 3BiTHY iH(opMmallito;

3) 3 METOI0 OTpPHMaHHS JIOTIOMOTH y BCTAaHOBJICHHI 0co0HW, sKa
MIPUIYCTHIACH TOPYIICHHS BUMOT IIbOTO 3aKOHY, 3BEpPTaTUCS [0
JIep)KaBHUX OpraHiB, BKJIIOYatoun HarioHanbHy mominiro Ykpainwm,
CnyxOy Oesmekn VYkpainu, J[lepkaBHe OIOpO pO3CIigyBaHb,
LEHTPaIbHNI OpraH BHUKOHABYOI BIAAM, IO PEaANi3ye AEpKaBHY
MMOJATKOBY MOMITHKY, HamioHanpHe aHTHKOPYIIIiitHe Oropo YKpainu,
HarmionaneHe areHTcTBO 3 NUTaHp 3amoliranHs kopymmii, Odic
T'eHepaibHOTO MPOKYpOpa, a TAKOXK 10 MIAMPHUEMCTB Ta OpraHi3allii,
BKJIFOYAIOUM aJIMIHICTPaToOpiB JOMEHIB, PEECTPaToOpiB JOMEHHHX
iMeH, cy0’€KTiB, NpoBaijepiB MIaTGopM CIIIBHOTO JIOCTYIY JO
iHpopMalii, y TOMy YUCIIi iHO3EMHHX;

4) BUMaratv Bii IOpUAMYHUX 49U Qi3MYHMX OcCi0 HamaHHS H y
BH3Ha4yeHI UM 3akoHoM abo HarioHasmbHOIO pajiolo CTPOKH, ajie He
MEHII SIK ynpoZoBX 10 poOounx IHIB, MOSCHEHb MO0 BYMHEHHS
TaknMH oco0aMH TIOpPYIICHHS 3aKOHOJAaBCTBa y cdepi Mermia Ta
3aBIpEHUX B YCTAaHOBJICHOMY 3aKOHOMABCTBOM MOPSAKY KOIIii
JOKYMEHTIB, MOB’SI3aHUX 3 MOXIMBHMH MOPYIICHHSIMH TaKHMH
ocobaMy 3aKOHOZAaBCTBA y cdepi Menia; OpuawdHi 9u (i3wdHi
0Cc0o0M 3BIIBHSIOTHCS BiJl HaJaHHS TOSICHEHb Ta JOKYMEHTIB, IO HE
NOB’si3aHi 3 (pakTaMH MOPYIICHHS TAKUMH 0CO0aMH 3aKOHOJaBCTBA
y chepi meria.

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

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

Hopwma BincyTHs.

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

Hopwma BincyTHs.

Article 78

Confidentiality

1. The Commission, market surveillance authorities and notified
bodies and any other natural or legal person involved in the
application of this Regulation shall, in accordance with Union or
national law, respect the confidentiality of information and data
obtained in carrying out their tasks and activities in such a manner as
to protect, in particular:

[lo6iuno  3ramaHo

BIIITOBITAJILHOTO

y  Pexomenpamigx 3

Bukoprictanust 11 v cdepi 3axMCTy NePCOHANRHUX JIaHUX, ae 0e3

aKIEHTY Ha BIINOBIAaJbHUX OpraHax.

HopMma BigcyTHsi — Bapro mnependaunTu

BHUMOTH 11(0)I (0] KOH(DIICHIIIHHOCTI
iHpopmanlii  Ta  OTPUMAaHUX  JAaHUX
KOMITETEHTHUMHU opraHamMu y

crenialkHOMY 3aKkoHi. BapTo Takox BHECTH
BIIMIOBiHI 3MiHM JO 3aKOHIB YKpaiHu
“IIpo 3axMCT NEPCOHAIBHUX MAaHUX’ Ta
“Ilpo iHdopmamnito” I y3ro[HKEHOCTI
3aCTOCYBaHHS IPaBWII KOHQIACHIIIIHOCTI.

(a) the intellectual property rights and confidential business
information or trade secrets of a natural or legal person, including
source code, except in the cases referred to in Article 5 of Directive
(EU) 2016/943 of the European Parliament and of the Council (°");

Hopma BigcyTHss — BapTo BHECTH
BIJIOBIIHI BHUMOTH 11(0)I (0]
KOH(DIICHIIHHOCTI 710 3aKkoHy YKpaiHu

“IIpo aBTOpCHKE MPaBO i CyMiXHI TpaBa”.

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

Hopwma BincyTHs.

(c) public and national security interests;

Hopwma BincyTHs.

(d) the conduct of criminal or administrative proceedings;

Hopwma BincyTas.

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

Hopwma BincyTHs.
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2. The authorities involved in the application of this Regulation
pursuant to paragraph 1 shall request only data that is strictly
necessary for the assessment of the risk posed by Al systems and for
the exercise of their powers in accordance with this Regulation and
with Regulation (EU) 2019/1020. They shall put in place adequate
and effective cybersecurity measures to protect the security and
confidentiality of the information and data obtained, and shall delete
the data collected as soon

as it is no longer needed for the purpose for which it was obtained, in
accordance with applicable Union or national law.

Hopwma BincyTHs.

3. Without prejudice to paragraphs 1 and 2, information exchanged
on a confidential basis between the national

competent authorities or between national competent authorities and
the Commission shall not be disclosed without prior consultation of
the originating national competent authority and the deployer when
high-risk Al systems referred to in point 1, 6 or 7 of Annex III are
used by law enforcement, border control, immigration or asylum
authorities and when such disclosure would jeopardise public and
national security interests. This exchange of information shall not
cover sensitive operational data in relation to the activities of law
enforcement, border control, immigration or asylum authorities.

Hopwma BincyTHs.

When the law enforcement, immigration or asylum authorities are
providers of high-risk Al systems referred to in point 1, 6 or 7 of
Annex III, the technical documentation referred to in Annex IV shall
remain within the premises of those authorities. Those authorities
shall ensure that the market surveillance authorities referred to in
Article 74(8) and (9), as applicable, can, upon request, immediately
access the documentation or obtain a copy thereof. Only staff of the
market surveillance authority holding the appropriate level of
security clearance shall be allowed to access that documentation or
any copy thereof.

Hopwma BincyTHs.

4. Paragraphs 1, 2 and 3 shall not affect the rights or obligations of
the Commission, Member States and their relevant authorities, as
well as those of notified bodies, with regard to the exchange of
information and the dissemination of warnings, including in the

Hopwma BincyTHs.
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context of cross-border cooperation, nor shall they affect the
obligations of the parties concerned to provide information under
criminal law of the Member States.

5. The Commission and Member States may exchange, where
necessary and in accordance with relevant provisions of international
and trade agreements, confidential information with regulatory
authorities of third countries with which they have concluded
bilateral or multilateral confidentiality arrangements guaranteeing an
adequate level of confidentiality.

Hopwma BincyTas.

Article 79

Procedure at national level for dealing with AI systems
presenting a risk

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

Hopwma BincyTHs.

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

Hopma Bincyrns - 3 onpiry Ha
BIJICYyTHICTh OpraHy PHHKOBOTO HaIJIsiAYy,
BapTo mependayuty Horo crBopeHHs (abo
mepeaady (yHKIiH ICHYIOUOMY OpraHy).
Bapro Takox nepen0aunTH MOJ0KEHHS, K
3000B’s13y€ OpraH pPHHKOBOTO HAITIATY
MPOBECTH OIIHKY BiIIOBITHOCTI CHCTEMH
1T 3akoHO#ABCTBY y BUNAJKY, KILO OpraH
PHHKOBOTO HaIJIsiIy Ma€ ITiICTaBU BBaXKaTH,
mo cucremMa I craHOBUTH BHCOKUHI
PH3HK.

Where, in the course of that evaluation, the market surveillance
authority or, where applicable the market surveillance authority in
cooperation with the national public authority referred to in Article
77(1), finds that the AI system does not comply with the
requirements and obligations laid down in this Regulation, it shall
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without undue delay require the relevant operator to take all
appropriate corrective actions to bring the Al system into
compliance, to withdraw the Al system from the market, or to recall
it within a period the market surveillance authority may prescribe,
and in any event within the shorter of 15 working days, or as
provided for in the relevant Union harmonisation legislation.

The market surveillance authority shall inform the relevant notified
body accordingly. Article 18 of Regulation (EU) 2019/1020 shall
apply to the measures referred to in the second subparagraph of this
paragraph.

3. Where the market surveillance authority considers that the
non-compliance is not restricted to its national territory, it shall
inform the Commission and the other Member States without undue
delay of the results of the evaluation and of the actions which it has
required the operator to take.

4. The operator shall ensure that all appropriate corrective action is
taken in respect of all the Al systems concerned that it has made
available on the Union market.

5. Where the operator of an Al system does not take adequate
corrective action within the period referred to in paragraph 2, the
market surveillance authority shall take all appropriate provisional
measures to prohibit or restrict the Al system’s being made available
on its national market or put into service, to withdraw the product or
the standalone Al system from that market or to recall it. That
authority shall without undue delay notify the Commission and the
other Member States of those measures.

6. The notification referred to in paragraph 5 shall include all
available details, in particular the information necessary for the
identification of the non-compliant Al system, the origin of the Al
system and the supply chain, the nature of the non-compliance
alleged and the risk involved, the nature and duration of the national
measures taken and the arguments put forward by the relevant
operator. In particular, the market surveillance authorities shall
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indicate whether the non-compliance is due to one or more of the
following:

(a) non-compliance with the prohibition of the Al practices referred
to in Article 5;

(b) a failure of a high-risk Al system to meet requirements set out in
Chapter 111, Section 2;

(c) shortcomings in the harmonised standards or common
specifications referred to in Articles 40 and 41 conferring a
presumption of conformity;

(d) non-compliance with Article 50.

7. The market surveillance authorities other than the market
surveillance authority of the Member State initiating the procedure
shall, without undue delay, inform the Commission and the other
Member States of any measures adopted and of any additional
information at their disposal relating to the non-compliance of the Al
system concerned, and, in the event of disagreement with the notified
national measure, of their objections.

8. Where, within three months of receipt of the notification referred
to in paragraph 5 of this Article, no objection has been raised by
either a market surveillance authority of a Member State or by the
Commission in respect of a provisional measure taken by a market
surveillance authority of another Member State, that measure shall be
deemed justified. This shall be without prejudice to the procedural
rights of the concerned operator in accordance with Article 18 of
Regulation (EU) 2019/1020. The three-month period referred to in
this paragraph shall be reduced to 30 days in the event of
non-compliance with the prohibition of the Al practices referred to in
Article 5 of this Regulation.

9. The market surveillance authorities shall ensure that appropriate
restrictive measures are taken in respect of the product or the Al
system concerned, such as withdrawal of the product or the Al
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system from their market, without undue delay.

Article 80

Procedure for dealing with Al systems classified by the provider
as non-high-risk in application of Annex III

1. Where a market surveillance authority has sufficient reason to
consider that an Al system classified by the provider as non-high-risk
pursuant to Article 6(3) is indeed high-risk, the market surveillance
authority shall carry out an evaluation of the Al system concerned in
respect of its classification as a high-risk Al system based on the
conditions set out in Article 6(3) and the Commission guidelines.

Hopwma BincyTas.

2. Where, in the course of that evaluation, the market surveillance
authority finds that the AI system concerned is high-risk, it shall
without undue delay require the relevant provider to take all
necessary actions to bring the Al system into compliance with the
requirements and obligations laid down in this Regulation, as well as
take appropriate corrective action

within a period the market surveillance authority may prescribe.

3. Where the market surveillance authority considers that the use of
the Al system concerned is not restricted to its national territory, it
shall inform the Commission and the other Member States without
undue delay of the results of the evaluation and of the actions which
it has required the provider to take.

4. The provider shall ensure that all necessary action is taken to bring
the Al system into compliance with the

requirements and obligations laid down in this Regulation. Where the
provider of an Al system concerned does not bring the Al system
into compliance with those requirements and obligations within the
period referred to in paragraph 2 of this Article, the provider shall be
subject to fines in accordance with Article 99.

5. The provider shall ensure that all appropriate corrective action is
taken in respect of all the Al systems concerned that it has made
available on the Union market.
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6. Where the provider of the Al system concerned does not take
adequate corrective action within the period referred to in paragraph
2 of this Article, Article 79(5) to (9) shall apply.

7. Where, in the course of the evaluation pursuant to paragraph 1 of
this Article, the market surveillance authority establishes that the Al
system was misclassified by the provider as non-high-risk in order to
circumvent the application of requirements in Chapter I1I, Section 2,
the provider shall be subject to fines in accordance with Article 99.

8. In exercising their power to monitor the application of this Article,
and in accordance with Article 11 of Regulation (EU) 2019/1020,
market surveillance authorities may perform appropriate checks,
taking into account in particular information stored in the EU
database referred to in Article 71 of this Regulation.

Article 81

Union safeguard procedure

1. Where, within three months of receipt of the notification referred
to in Article 79(5), or within 30 days in the case of non-compliance
with the prohibition of the Al practices referred to in Article 5,
objections are raised by the market surveillance authority of a
Member State to a measure taken by another market surveillance
authority, or where the Commission considers the measure to be
contrary to Union law, the Commission shall without undue delay
enter into consultation with the market surveillance authority of the
relevant Member State and the operator or operators, and shall
evaluate the national measure. On the basis of the results of that
evaluation, the Commission shall, within six months, or within 60
days in the case of non-compliance with the prohibition of the Al
practices referred to in Article 5, starting from the notification
referred to in Article 79(5), decide whether the national measure is
justified and shall notify its decision to the market surveillance
authority of the Member State concerned. The Commission shall also
inform all other market surveillance authorities of its decision.

HemosknBo iHKOpIIOpYBaTH 10 IOBHOT €BpOiHTErparii.

2. Where the Commission considers the measure taken by the
relevant Member State to be justified, all Member States shall ensure
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that they take appropriate restrictive measures in respect of the Al
system concerned, such as requiring the withdrawal of the Al system
from their market without undue delay, and shall inform the
Commission accordingly. Where the Commission considers the
national measure to be unjustified, the Member State concerned shall
withdraw the measure and shall inform the Commission accordingly.

3. Where the national measure is considered justified and the
non-compliance of the Al system is attributed to

shortcomings in the harmonised standards or common specifications
referred to in Articles 40 and 41 of this Regulation, the Commission
shall apply the procedure provided for in Article 11 of Regulation
(EU) No 1025/2012.

Article 82

Compliant Al systems which present a risk

1. Where, having performed an evaluation under Article 79, after
consulting the relevant national public authority

referred to in Article 77(1), the market surveillance authority of a
Member State finds that although a high-risk Al system complies
with this Regulation, it nevertheless presents a risk to the health or
safety of persons, to fundamental rights, or to other aspects of public
interest protection, it shall require the relevant operator to take all
appropriate measures to ensure that the Al system concerned, when
placed on the market or put into service, no longer presents that risk
without undue delay, within a period it may prescribe.

Hopwma BincyTas.

2. The provider or other relevant operator shall ensure that corrective
action is taken in respect of all the Al systems concerned that it has
made available on the Union market within the timeline prescribed
by the market surveillance authority of the Member State referred to
in paragraph 1.

3. The Member States shall immediately inform the Commission and
the other Member States of a finding under paragraph 1. That
information shall include all available details, in particular the data
necessary for the identification of the AI system concerned, the
origin and the supply chain of the Al system, the nature of the risk
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involved and the nature and duration of the national measures taken.

4. The Commission shall without undue delay enter into consultation
with the Member States concerned and the

relevant operators, and shall evaluate the national measures taken. On
the basis of the results of that evaluation, the Commission shall
decide whether the measure is justified and, where necessary,
propose other appropriate measures.

5. The Commission shall immediately communicate its decision to
the Member States concerned and to the relevant operators. It shall
also inform the other Member States.

Article 83

Formal non-compliance

1. Where the market surveillance authority of a Member State makes
one of the following findings, it shall require the relevant provider to
put an end to the non-compliance concerned, within a period it may
prescribe:
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(a) the CE marking has been affixed in violation of Article 48;

(b) the CE marking has not been affixed;

(c) the EU declaration of conformity referred to in Article 47 has not
been drawn up;

(d) the EU declaration of conformity referred to in Article 47 has not
been drawn up correctly;

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

(f) where applicable, no authorised representative has been
appointed;

(g) technical documentation is not available.
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2. Where the non-compliance referred to in paragraph 1 persists, the
market surveillance authority of the Member State concerned shall
take appropriate and proportionate measures to restrict or prohibit the
high-risk AI system being made available on the market or to ensure
that it is recalled or withdrawn from the market without delay.

Article 84

Union Al testing support structures

1. The Commission shall designate one or more Union Al testing
support structures to perform the tasks listed under Article 21(6) of
Regulation (EU) 2019/1020 in the area of Al

Hopwma BincyTHsi.

2. Without prejudice to the tasks referred to in paragraph 1, Union Al
testing support structures shall also provide

independent technical or scientific advice at the request of the Board,
the Commission, or of market surveillance authorities.

SECTION 4
Remedies

Article 85

Right to lodge a complaint with a market surveillance authority
Without prejudice to other administrative or judicial remedies, any
natural or legal person having grounds to consider that there has been
an infringement of the provisions of this Regulation may submit
complaints to the relevant market surveillance authority.

YKpalHCHKHM 3aKOHONABCTBOM TIepel0adeHi 3aco0H TPABOBOTO
3aXUCTy, SAKi MOTCHIIWHO YMOXJIMBIIOIOTH IONAHHS CKapr IIOIO0
[II-cucteM, arne KOIEH 3 MEXaHI3MIB HE 3aTOYCHUH TS PO3B’I3aHHS
mpobneM, moB’s3aHuX 3 cuctemamu I Ta BimmoBimanbHICTIO 3a
TOpYIICHHS Y i cepi.

3akoH Ykpainu “IIpo 3BepHEeHHSI TPOMaisAH:

Crarts 5. Bumoru 10 3BepHEHHS

3BepHCHHS AJPECYIOThCS OpraHaM Jep)KaBHOI BJagd 1 OpraHam
MICIIEBOTO  CaMOBpSIAYyBaHHS,  IIANPUEMCTBAM,  YCTaHOBaM,
OpraHizaullisiM He3aJe)KHO Biag (OpMH BIACHOCTI, 00’ €IHAHHSIM
rpoMajgsH abo mocamoBMM oco0aM, J0 TIOBHOBaXEHb SKHX
HaJIS)KUTH BUPIIICHHS TIOPYIIEHUX Y 3BEPHEHHSIX ITUTAHb.

Konekc Ykpainu npo aiMiHicCTpATHBHI NPABONOPYIIIEHHS:
Crarts 212-3. TlopymeHHs mpaBa Ha iH(pOpMAIil0O Ta TpaBa Ha
3BEpHEHHS

HesakoHHa BigMOBa y TPHHHATTI Ta PO3WISLALI 3BEpHEHHS, iHIIE

YacTkoBO IMILUIEMEHTOBAHO — BapTo
HaJIUTMTH TTOBHOB)XECHHSIMH HAIVISIOBHX
OpraHiB po3rsiati CKapru y
103acyloBOMYy  TIOpsAAKy  (Ha  3pasok
MeXaHi3My, o Hapasi Zi€ y cdepi memia) y
crieriansHOMY 3akoHi oo HII.

Bapro Takox mpomnmcaru IpoOLERypy
MOIaHHS 3BEPHEHb JI0 BIAMOBITHUX OpPTaHiB
B pa3i BUABJICHHS TMOPYHICHb, Ta BUMOTH
TIOBiZIOMJICHHS KOPHCTYBadiB po
MOPYILICHHSI Ta 3acO0M pearyBaHHs Ha I

MTOPYIICHHS.
Heo6xixHo BCTaHOBHUTH 3aKOHOIaBYl
BUMOTH  I[OA0 TOPSAKY  BU3HAYCHHS

pO3MIpY CaHKINi 3aJeXHO BiI TSKKOCTI
MOPYIICHHS Ta CYHyTHIX (aKTopiB, IO
BIUIMBAIOTh ~Ha  HACHIAKA  BYHUHEHOTO
[PaBOIIOPYILICHHS.
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nopyueHHs: 3akoHy Ykpainu "IIpo 3BepHEeHHs rpoMajsiH" — TATHYTh
3a co0o0I0 HaKIageHHA mTpady Ha MMOCATOBHX OCIO BiA ABamsTh
ICSTH 10 TI'ATAECATH HEOMOJATKOBYBaHMX MIiHIMYMIiB JOXOJIB
TPOMAJISH.

3akoH Ykpainy “IIpo 3aXucT nepcoHAILHUX TaHUX":

Crarrs 28. BiamoBizanpHICTh 3a MOPYIICHHS 3aKOHOIABCTBA IPO
3aXHUCT MEPCOHATBHUX TaHUX

[NopynieHHsT 3aKOHOIABCTBA TIPO 3aXUCT MEPCOHATBHIX JAHUX TATHE
3a co0O0I0 Bi/IIOBIIANIEHICT, BCTAHOBJIEHY 3aKOHOM.

AKOH YKpainu “IIpo aBTopCchKe IPAaB VM IpaBa”:
Crartas 58. BinnosimanpHICTh TpoBaiepiB mocayr oOMiHY
KOHTEHTOM 32 TIOpYIIEHHS aBTOPCHKOTO IpaBa Ta/abo CyMDKHHX
paB

3akon Ykpainu “IIpo menia”:
Crartsa 90. [ToBHOBakeHHs HatrioHansHOT paau

1. HarrionansHa panga:

... 37) po3misagae MUTaHHS PO MOPYIUICHHS 3aKOHOMABCTBA Ta/abo
YMOB JIIICH311 1 3aCTOCOBYE 3aXOIM pearyBaHHs, MepeadadeHi UM
3aKoHOM; ...

... 46) po3mIsgac y BCTAHOBICHOMY 3aKOHOM IIOPSIKY CKaprH,
mporo3unii Ta iHII 3BepHEHHS O0cCi0, yXBaJioe pioIeHHS 3a
MiJICyMKaMy PO3IVISAY 3BEPHEHb y MeEXaX CBOIX MMOBHOBAXKCHb,
rependadeHNX UM 3aKOHOM; ...

KOH YKpainu “I1 Kaamy”:
Crartst 26. KoHTpomnb 32 JOTPUMAaHHSAM 3aKOHOJABCTBA MPO PEKIaMy
2. Ha Bumory oprasiB jiep»aBHOI BliaJiy, Ha SIKi 3TIIHO 13 3aKOHOM
MOKJIQJICHO KOHTPOJIb 3a JIOTPUMAHHSM BHMOT 3aKOHONABCTBA IPO
pexiaMy, 3a GakTOM BUSBIICHHS TAaKUMH OpraHAMH MOPYIICHHS 200
B XONi PO3DVISAY TOBITOMIICHHS (3BEPHEHHSI, CKApTH, 3asBU TOIIO)
TPETiX 0cCi0 MPO MOPYIICHHS BUMOT 3aKOHOAABCTBA PO pEKIaMy
peKIaMonaBIli, BHPOOHWKH Ta  PO3MOBCIOIKYBauli  peKIaMH
3000B’s13aHi HamaBaTh JOKYMEHTH, YCHI Ta/ab0 THCHMOBI
MTOSICHEHHSI, BiIeO- Ta ayHio3amicH, a TaKOXK iHITY iH(opMaIliro, o
CTOCYIOTHCSI BUSIBIICHOTO TOPYIICHHS YW TMOBIIOMIICHHS IPO HBOTO

Bapro Takox mependadunMTH TpaBO HA
OCKapXCHHS Oe3IIsUTBHOCTI
po3pobHuKiB/mpoBaiinepie cuctem LI mo
HAIVSIIOBUX OpraHiB, a TaKoX MPaBO Ha
CYIIOBE OCKap KECHHSI.
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Ta HEOOXigHI JUIA 3IIMICHEHHS TaKUMH OpraHaMH IOBHOBa)KCHb
LIOJI0 IEPIKABHOTO KOHTPOITIO.

In accordance with Regulation (EU) 2019/1020, such complaints
shall be taken into account for the purpose of conducting market
surveillance activities, and shall be handled in line with the dedicated

Hopwma BincyTas.

procedures established therefor by the market surveillance

authorities.

Article 86 3akoHOZABCTBO c(OpPMYIbOBaHO Yy 3aranbHUX TepMmiHax Oe3 | Hopma BigcyTHsi — BapTto mnepenbaunTu
Right to explanation of individual decision-making Jeraizamii.

1. Any affected person subject to a decision which is taken by the
deployer on the basis of the output from a high-risk Al system listed
in Annex III, with the exception of systems listed under point 2
thereof, and which produces legal effects or similarly significantly
affects that person in a way that they consider to have an adverse
impact on their health, safety or fundamental rights shall have the
right to obtain from the deployer clear and meaningful explanations
of the role of the Al system in the decision-making procedure and the
main elements of the decision taken.

3aKoH Ykpainu “IIpo 3aXMcT NepcoOHANLHUX JAHUX":

Crarts 8. [IpaBa cy0'ekTa mepcoOHAIBHUX JaHUX

2. Cy0'eKT epcOHATBHUX TAHIX MAa€ MPaBO:

12) 3HaTH MEXaHi3M aBTOMaTHYHOT 0OPOOKH TIEPCOHATLHUX TAHUX;
13) Ha 3aXHCT BiJ aBTOMAaTH30BAHOIO PIIICHHS, SKE MA€E I HHOTO
NPaBOBI HACIIKH.

IpoueAypy MONAHHS 3BEpHEHb I'POMAJsH,
SIK1 3a3HAIN BIUIUBY  pINICHHSAMH
po3pobuuka cucremu LI, mo BigmoBigHIX
OpraHiB s OTPUMaHHA OOTPYHTYBaHHS
pomi cuctemu 111 B mpuiHATTI pimIeHb.

Bapro nmepenbauutH B CreliaJbHOMY
3aKOHI MMPaBO Ha OOIPYHTYBaHHs pillieHb
MPUIHATHX aBTOMaTU30BaHUMHU CHCTEMaMH
B KOXXHOMY 1HJMBIyaJIbHOMY BHUIAJKy (Ha
Jofady 10 HpaBa Ha IOBIJOMIICHHS IIPO
MeXaHi3M (QyHKIIOHYBaHHS TAKHX CHCTEM).

Baprto BHecTH BiINOBigHI 3MIiHU 10 3aKOHY
Vkpainu “Ilpo 3axMcT NEpCOHAIbHUX
JaHux” Ui 3a0e3TedeHHs Y3TOKEHOCTI
TTOJIOKCHb.

2. Paragraph 1 shall not apply to the use of Al systems for which
exceptions from, or restrictions to, the obligation under that
paragraph follow from Union or national law in compliance with
Union law.

Hopwma BincyTHsl.

3. This Article shall apply only to the extent that the right referred to
in paragraph 1 is not otherwise provided for under Union law.

Hopwma BincyTHs.

Article 87
Reporting of infringements and protection of reporting persons

Hopwma BincyTas.
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Directive (EU) 2019/1937 shall apply to the reporting of
infringements of this Regulation and the protection of persons
reporting such infringements.

SECTION 5

Supervision, investigation, enforcement and monitoring in respect of providers of general-purpose AI models

Article 88

Enforcement of the obligations of providers of general-purpose
Al models

1. The Commission shall have exclusive powers to supervise and
enforce Chapter V, taking into account the procedural guarantees
under Article 94. The Commission shall entrust the implementation
of these tasks to the Al Office, without prejudice to the powers of
organisation of the Commission and the division of competences
between Member States and the Union based on the Treaties.

Hopwma BincyTHs.

2. Without prejudice to Article 75(3), market surveillance authorities
may request the Commission to exercise the powers laid down in this
Section, where that is necessary and proportionate to assist with the
fulfilment of their tasks under this Regulation.

Article 89

Monitoring actions

1. For the purpose of carrying out the tasks assigned to it under this
Section, the Al Office may take the necessary

actions to monitor the effective implementation and compliance with
this Regulation by providers of general-purpose Al models, including
their adherence to approved codes of practice.

Hopwma BincyTHs.

2. Downstream providers shall have the right to lodge a complaint
alleging an infringement of this Regulation. A complaint shall be
duly reasoned and indicate at least:

(a) the point of contact of the provider of the general-purpose Al
model concerned;

(b) a description of the relevant facts, the provisions of this
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Regulation concerned, and the reason why the downstream provider
considers that the provider of the general-purpose Al model
concerned infringed this Regulation;

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

Article 90

Alerts of systemic risks by the scientific panel

1. The scientific panel may provide a qualified alert to the Al Office
where it has reason to suspect that:

Hopwma BincyTHs.

(a) a general-purpose Al model poses concrete identifiable risk at
Union level; or

(b) a general-purpose Al model meets the conditions referred to in
Article 51.

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

3. A qualified alert shall be duly reasoned and indicate at least:

(a) the point of contact of the provider of the general-purpose Al
model with systemic risk concerned;

(b) a description of the relevant facts and the reasons for the alert by
the scientific panel;

(c) any other information that the scientific panel considers to be
relevant, including, where appropriate, information gathered on its
own initiative.

Article 91

Hopwma BincyTHs.
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Power to request documentation and information

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

2. Before sending the request for information, the Al Office may
initiate a structured dialogue with the provider of the general-purpose
Al model.

3. Upon a duly substantiated request from the scientific panel, the
Commission may issue a request for information to a provider of a
general-purpose Al model, where the access to information is
necessary and proportionate for the fulfilment of the tasks of the
scientific panel under Article 68(2).

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

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

Article 92

Power to conduct evaluations

1. The AI Office, after consulting the Board, may conduct
evaluations of the general-purpose Al model concerned:

Hopwma BincyTHs.
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(a) to assess compliance of the provider with obligations under this
Regulation, where the information gathered pursuant to Article 91 is
insufficient; or

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

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

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

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

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

6. The Commission shall adopt implementing acts setting out the
detailed arrangements and the conditions for the evaluations,
including the detailed arrangements for involving independent
experts, and the procedure for the selection thereof. Those
implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 98(2).

7. Prior to requesting access to the general-purpose Al model
concerned, the Al Office may initiate a structured dialogue with the
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provider of the general-purpose Al model to gather more information
on the internal testing of the model, internal safeguards for
preventing systemic risks, and other internal procedures and
measures the provider has taken to mitigate such risks.

Article 93

Power to request measures

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

Hopwma BincyTHs.

(a) take appropriate measures to comply with the obligations set out
in Articles 53 and 54;

(b) implement mitigation measures, where the evaluation carried out
in accordance with Article 92 has given rise to serious and
substantiated concern of a systemic risk at Union level;

(c) restrict the making available on the market, withdraw or recall the
model.

2. Before a measure is requested, the Al Office may initiate a
structured dialogue with the provider of the general-purpose Al
model.

3. If, during the structured dialogue referred to in paragraph 2, the
provider of the general-purpose Al model with systemic risk offers
commitments to implement mitigation measures to address a
systemic risk at Union level, the Commission may, by decision, make
those commitments binding and declare that there are no further
grounds for action.

Article 94

Procedural rights of economic operators of the general-purpose
Al model

Article 18 of Regulation (EU) 2019/1020 shall apply mutatis
mutandis to the providers of the general-purpose Al model, without
prejudice to more specific procedural rights provided for in this
Regulation.

Hopwma BincyTHs.
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CHAPTER X

CODES OF CONDUCT AND GUIDELINES

Article 95

Codes of conduct for voluntary application of specific
requirements

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

Ha piBHi M’skoro mpaBa mepenbadeHa po3poOKka Ta IIiJIHCAHHS
KOAEKCIB ~ MOBEOiHKH, a  TaKoX  IHIIUX  1HCTPYMEHTIB
caMoperyiTtoBaHHs (Hanpukiaj, bina kaura 3 perymroBanas [111).
[lignucaHo TEXHOJOTIYHUMHU KOoMMOaHisMu nepuiuii J1o6poBianHmit
KO/IEKC _ TIOBeIIHKM 3  eTHYHOI0 _TAa _ Bi/lNOBiAAJLHOTO
Bukopucranns LI — nepexnbayae BU3HAUYEHHS Ta OLIHKY PU3MKIB
ta BrumBy Il Ha mnpaBa IOAMHU, CTBOPEHHS NpOLERYp Ui
0e3MeKOBHX 3aXO0MIB Ta KiOep3axuCTy CHUCTEM, IIPaBOMIpHY 00pOOKY
MEPCOHAIBHUX [aHUX Ta YHUKHEHHS IOPYLICHHS IMPaB JIIOIWHH
(muckpuMiHAIil, yriepePKeHHsI TOIIO) MPU CTBOPESHHI HOBUX CHCTEM
1.

3akon Ykpainu “IIpo menia”:

Crarts 92. 3MicT, mpenMeT i MeTa CIIJILHOTO PEeTYIIOBaHHS

1. CuinbHe peryiroBanHs y cdepi Menia — 1e nmoeaHaHHs QyHKIIH
Ta  3aco0iB  Jep)KaBHOIO  pEryJlIOBaHHS Ta  Taly3eBOro
CaMOpETYIIOBAaHHS 3 METOI0 3a0e3MeYeHHs y4yacTi cy0’ eKTiB y cdepi
MeJia y po3poOri Ta BU3HaYE€HHI BUMOT JI0 3MicTy iH(popMarlii, sika
TIOLIMPIOEThCS  MEZia, Ta HEJOMYIICHHS IEH3ypH 1 3JIOBKMBaHHS
cBOOOJI0I0 CII0BA.

3a 3aKOHOM, pO3pOOKAa KOIEKCIB CTOCYEThCS TaKOX 1 NUTaHb
uxopuctanus LI y pekmamManx Ta MeniitHux cdepax.

3akon Ykpainu “IIpo pexnamy”:

Crarrs 3-1. CrinpHe peryiaioBaHHA Ta CAMOPETYIIOBAaHHS y cdepi
peKIaMu

1. JlepxaBa BimmoBimuo mo posminy VII 3akony VYkpainm "IIpo
Mefia" 3a0XOuye CIHUJIbHE PEryJIiOBaHHS Ta CHpPUSE PO3BUTKY
camMoperyioBaHHs  y cdepi pekigamMu, y TOMY YHCII MO0
BU3HAYEHHS BHMOT [0 pEKJIAMH, LUISIXOM HPHUHHATTS KOAEKCIB
(IpaBMIT) CTBOPEHHSI Ta PO3MOBCIO/KEHHS PEKJIAMH, 30KpeMa:

1) IUIIXOM CHUIBHOTO PEryJIIOBaHHSA: ...

2) IIUTAXOM CaMOPETYJIIOBaHHS: ...

IIOI0 BUMOT 10 PO3MIMICHHS BCiX (JOpM pekiiaMH Ha Tuardopmax
CHUTBHOTO TOCTYITY IO BiZeo Ta Iuat(opMax CHiIBHOTO JOCTYITY 10
iH(popMarii;

YacTKOBO iMIUIEMEHTOBAHO — BapToO
nepeabaunTu TIOJTOKEHHS TI10710
BINPOBA/DKCHHS  MEXaHIi3MIiB  CIiB- Ta

camoperyiroBanis y coepi LI, a takox
TCMATUK, K1 OXOIUTIOBATUMYTH JOKYMECHTHU,
po3po0iieHi B paMKaX TaKMX MEXaHi3MIB, B
creliaJbHOMY 3aKOHi.

Bapro  mepem0audTH  BUMOTH  IIOJAO
JOTpUMaHHS TOOPOBLIBHO B3SITHX Ha cebe
3000B’s13aHb pEACTABHUKAMH 1HIYCTpii, a
TaKOX  ypaxyBaHHSAM  (HE)IOTPUMaHHSI
Takux 3000B’s3aHbP TpH  HaKJIaJaHHI
CaHKIIi# 3a mopymieHHs y cdepi HII.
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https://cms.thedigital.gov.ua/storage/uploads/files/page/community/docs/%D0%94%D0%BE%D0%B1%D1%80%D0%BE%D0%B2%D1%96%D0%BB%D1%8C%D0%BD%D0%B8%D0%B9%20%D0%9A%D0%BE%D0%B4%D0%B5%D0%BA%D1%81%20%D0%BF%D0%BE%D0%B2%D0%B5%D0%B4%D1%96%D0%BD%D0%BA%D0%B8.pdf
https://zakon.rada.gov.ua/laws/show/2849-20/conv#n1254
https://zakon.rada.gov.ua/laws/show/270/96-%D0%B2%D1%80#Text
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2. The Al Office and the Member States shall facilitate the drawing
up of codes of conduct concerning the voluntary application,
including by deployers, of specific requirements to all Al systems, on
the basis of clear objectives and key performance indicators to
measure the achievement of those objectives, including elements
such as, but not limited to:
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(a) applicable elements provided for in Union ethical guidelines for
trustworthy Al;
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(b) assessing and minimising the impact of Al systems on
environmental sustainability, including as regards energy-efficient
programming and techniques for the efficient design, training and use
of Al
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(¢) promoting Al literacy, in particular that of persons dealing with
the development, operation and use of Al
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(d) facilitating an inclusive and diverse design of Al systems,
including through the establishment of inclusive and diverse
development teams and the promotion of stakeholders’ participation
in that process;
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(e) assessing and preventing the negative impact of Al systems on
vulnerable persons or groups of vulnerable persons, including as
regards accessibility for persons with a disability, as well as on
gender equality.
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3. Codes of conduct may be drawn up by individual providers or
deployers of Al systems or by organisations

representing them or by both, including with the involvement of any
interested stakeholders and their representative organisations,
including civil society organisations and academia. Codes of conduct
may cover one or more Al systems taking into account the similarity
of the intended purpose of the relevant systems.
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4. The Al Office and the Member States shall take into account the
specific interests and needs of SMEs, including start-ups, when
encouraging and facilitating the drawing up of codes of conduct.
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Article 96

Guidelines from the Commission on the implementation of this
Regulation

1. The Commission shall develop guidelines on the practical
implementation of this Regulation, and in particular on:
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(a) the application of the requirements and obligations referred to in
Articles 8 to 15 and in Article 25;

(b) the prohibited practices referred to in Article 5;

(¢c) the practical implementation of the provisions related to
substantial modification;

(d) the practical implementation of transparency obligations laid
down in Article 50;

(e) detailed information on the relationship of this Regulation with
the Union harmonisation legislation listed in Annex I, as well as with
other relevant Union law, including as regards consistency in their
enforcement;

(f) the application of the definition of an Al system as set out in
Article 3, point (1).

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

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

2. At the request of the Member States or the Al Office, or on its own
initiative, the Commission shall update guidelines previously adopted
when deemed necessary.

DELEGATION OF POWER AND COMMITTEE PROCEDURE

CHAPTER XI

Article 97

Exercise of the delegation

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

3. The delegation of power referred to in Article 6(6) and (7), Article
7(1) and (3), Article 11(3), Article 43(5) and (6), Article 47(5),
Article 51(3), Article 52(4) and Article 53(5) and (6) may be revoked
at any time by the European Parliament or by the Council. A decision
of revocation shall put an end to the delegation of power specified in
that decision. It shall take effect the day following that of its
publication in the Official Journal of the European Union or at a later
date specified therein. It shall not affect the validity of any delegated
acts already in force.

4. Before adopting a delegated act, the Commission shall consult
experts designated by each Member State in accordance with the
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principles laid down in the Interinstitutional Agreement of 13 April
2016 on Better Law-Making.

5. As soon as it adopts a delegated act, the Commission shall notify it
simultaneously to the European Parliament and to the Council.

6. Any delegated act adopted pursuant to Article 6(6) or (7), Article
7(1) or (3), Article 11(3), Article 43(5) or (6), Article 47(5), Article
51(3), Article 52(4) or Article 53(5) or (6) shall enter into force only
if no objection has been expressed by either the European Parliament
or the Council within a period of three months of notification of that
act to the European Parliament and the Council or if, before the
expiry of that period, the European Parliament and the Council have
both informed the Commission that they will not object. That period
shall be extended by three months at the initiative of the European
Parliament or of the Council.

Article 98
Committee procedure
1. The Commission shall be assisted by a committee. That committee

shall be a committee within the meaning of Regulation (EU) No
182/2011.
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2. Where reference is made to this paragraph, Article 5 of Regulation
(EU) No 182/2011 shall apply.

CHAPTER XII
PENALTIES

Article 99

Penalties

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

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

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

4. Non-compliance with any of the following provisions related to
operators or notified bodies, other than those laid down in Articles 5,
shall be subject to administrative fines of up to EUR 15 000 000 or, if
the offender is an undertaking, up to 3 % of its total worldwide
annual turnover for the preceding financial year, whichever is higher:

(a) obligations of providers pursuant to Article 16;

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

(c) obligations of importers pursuant to Article 23;

(d) obligations of distributors pursuant to Article 24;

(e) obligations of deployers pursuant to Article 26;

(f) requirements and obligations of notified bodies pursuant to Article
31, Article 33(1), (3) and (4) or Article 34;

(g) transparency obligations for providers and deployers pursuant to
Article 50.
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5. The supply of incorrect, incomplete or misleading information to
notified bodies or national competent authorities in reply to a request
shall be subject to administrative fines of up to EUR 7 500 000 or, if
the offender is an undertaking, up to 1 % of its total worldwide
annual turnover for the preceding financial year, whichever is higher.

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

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

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

(b) whether administrative fines have already been applied by other
market surveillance authorities to the same operator for the same
infringement;

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

(d) the size, the annual turnover and market share of the operator
committing the infringement;

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

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

(g) the degree of responsibility of the operator taking into account the
technical and organisational measures implemented by it;

(h) the manner in which the infringement became known to the
national competent authorities, in particular whether, and if so to
what extent, the operator notified the infringement;

(1) the intentional or negligent character of the infringement;

(j) any action taken by the operator to mitigate the harm suffered by
the affected persons.

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

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

10. The exercise of powers under this Article shall be subject to
appropriate procedural safeguards in accordance with Union and
national law, including effective judicial remedies and due process.

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

Article 100

Administrative fines on Union institutions, bodies, offices and
agencies

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

(a) the nature, gravity and duration of the infringement and of its
consequences, taking into account the purpose of the Al system
concerned, as well as, where appropriate, the number of affected
persons and the level of damage suffered by them,;

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

(c) any action taken by the Union institution, body, office or agency
to mitigate the damage suffered by affected persons;

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

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

(f) the manner in which the infringement became known to the
European Data Protection Supervisor, in particular

whether, and if so to what extent, the Union institution, body, office
or agency notified the infringement;

(g) the annual budget of the Union institution, body, office or agency.

2. Non-compliance with the prohibition of the Al practices referred
to in Article 5 shall be subject to administrative fines of up to EUR 1
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500 000.

3. The non-compliance of the AI system with any requirements or
obligations under this Regulation, other than those laid down in
Article 5, shall be subject to administrative fines of up to EUR 750
000.

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

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

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

7. The European Data Protection Supervisor shall, on an annual
basis, notify the Commission of the administrative fines it has
imposed pursuant to this Article and of any litigation or judicial
proceedings it has initiated.

Article 101

Fines for providers of general-purpose AI models

1. The Commission may impose on providers of general-purpose Al
models fines not exceeding 3 % of their annual total worldwide
turnover in the preceding financial year or EUR 15 000 000,
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whichever is higher., when the Commission finds that the provider
intentionally or negligently:

(a) infringed the relevant provisions of this Regulation;

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

(c) failed to comply with a measure requested under Article 93;

(d) failed to make available to the Commission access to the
general-purpose Al model or general-purpose Al model with
systemic risk with a view to conducting an evaluation pursuant to
Article 92.

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

2. Before adopting the decision pursuant to paragraph 1, the
Commission shall communicate its preliminary findings to the
provider of the general-purpose Al model and give it an opportunity
to be heard.

3. Fines imposed in accordance with this Article shall be effective,
proportionate and dissuasive.

4. Information on fines imposed under this Article shall also be
communicated to the Board as appropriate.

5. The Court of Justice of the European Union shall have unlimited
jurisdiction to review decisions of the Commission fixing a fine
under this Article. It may cancel, reduce or increase the fine imposed.
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6. The Commission shall adopt implementing acts containing
detailed arrangements and procedural safeguards for proceedings in
view of the possible adoption of decisions pursuant to paragraph 1 of
this Article. Those implementing acts shall be adopted in accordance
with the examination procedure referred to in Article 98(2).

CHAPTER XIII
FINAL PROVISIONS
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