DA # % &

e I BB S5 PR AT B S B It L
ERLVESE

ik
= BiS  AIEEASIEEESDTRE MEAHEBERER RO - SHEEET)
EESIRETEREE it~ BE BN 2 N THER%  HE
EHRFE R EERR - 2L ALEERR

A T2 (Artificial Intelligence * NHEAI)
Bl B M I E R - e F- IR &
KBz ~ BB G HRE - TP B BIEIRR
RHE ~ R R B T - BT B E L
EBEARAATEE (Generative Al) TR
HIER A L R ) R RYBAEE R  Th—
fhrisse - DEGUBERE GG
PRAPRER R A ry B M B~ BT R B B P
Zath - 1

IEREEAK - A TR B A B
H2% » BHEIRES ~ BRIREZET ~ 16T
B - DA e AR R AR E - B A
HHEw - AN TEERFCHE - [EA IR
THEEPRR ~ AR A RdRH ~ TlRHEE AT
AR REFTE - IHMER—BFRETC
HOFT - PR S B R A AR VR B AR =0 ]
FEA SRR AL - ZDUA BT TR ~ 1

G - ORI EE R - iR 2R
BRI IR BT -

& - EREEREHLEEHIZFER

AR —BEZER - g
BB — B S M BUIRES » TRy B e AR R

REHEZ — - HHERARRR - R
ANEBGEMEAZE - RIS 8 h s

/& IR e BB R B R A AR BOR 2w
LT ANEIE A « L A TR
ARG - RIES St A M bava B AR
IREESE P HSERE -

R R AR - BTN = IHRATEE ¢
H— BRIT R A ESEFE R0 s H
o FARERE AT IR R A - B
SATEHERR - B = BIRIGE R

Sk R XA FARIEE - 2E KRB RERE L

# B Aix-Marseille kX £

AL bR EEAL D

BAZAL LR RPLELFE LI EHAPEHEBEERPERHLT PO -

21 2 A% (2018) » (AIBEBRRK : 68 F—
E2: EH G B (2021) -

A BEERAEHRE)
(ANTH B BB R AT -

(JFA ) - #83H o
(ABBFERmE) 588 #7H -

18877



B #

i I

HRATHRE - AN L ERE EFE
20 B AR ARA SR - X1 A T
SORMEA —ERE L HEIRREES  HH
EERE A EE LSS S B - BEEDE A RE T
TR ) o IR EAREEE - HK - A
TR AT - W BRI
AP R ILERS ~ B Bl
M - RERBESRESE T - BE - AL
BRSO R RS sEE R - B
—ER SR AR - R IMES
BIER o Heit > SO0 EDIBEHRL ~ BERNTAEL
R A e AL IR AR - LS m e A T2
SRR AR L A MEAE

2 - NIESEEEGIEZZDIET
B S

— - RS E AR R

ATHZSEFLIE 8 - IKHEAS A
[ - SRR L R IRSE - PIAIAPPRE
DIEAMAIEEFIEI TR - JRE(ERRT » 2
AT BRCHERE B e R B 2 - LT o i o T
7 RE BRI ARBE ~ iR SRR
R HI—HKR - HR R R A Re ke
SRR o MORE DU B 72 3R E Rt B LG - 3
T JE o A\ T2 S T A SR AL it U B % o ST
A PRI B R E TR -

— - ERCAIEEBRE
B AR B R B E R > AL

W he NS B g BLELARER] - ANfrIAE (e tEER
U B 1 Y8 P o RISt - el A T
SRR ELZ B - TS BIZ RE R R/
b~ HARRS ~ ZEnlfb b ER L 2L
JiE 0 MR ERRGEREE T Ry A S A vk 2
U - T ERR R AR -

= - BEmRME R

B R R BRI B ] 2 R
A TSRS R R RARIE » HE(E i
HIAGEse B e - 2RL» BERATEER
ME—ERR R TR - WA IIR R L
B BRI - LA R P 2R
o MR AHEABCRC REIEEN -

/O~ P2 ERERUXTS A

ATEHEEFEZ IR A AR - =85k
ARG it S AP o AR SRR
SRATHEMUROR: B9 fi A kil 17 DAk s
AP R R A T SREFRE - JVA
S S B SRR A - SO0 R T RREIR
SRR AR B ELL B & TR -

B - HAREEMAM (ALTLEERE
LRI 2 RHIREISEIE) (Ethics
and Governance of Artificial

Intelligence for Health)

A TR S - B

23R EE (2023) © GhEEEE LT BRRMAXZEEEH D AApple Watch#a Bl st 2 #35%

&) o (AEREBEEXRRL) 848 $132F °

18578



B UM SR R R - B ERF AR E A
#f o AT iR A TR SR A
BUEGERS | BRIk A A
gt S R o R I R A R
B M L TS EL - P SR
BHZRE - IEERREUR 0 ATLEERRRHE
IEfe EBE R AR ikl - F L i < I
2 EE R G E - R B B R E
HTAURE

A 0% (World Health Organization
WHO) #EM A TEEEMGER R - HH2S
BT ME TR B e B N S A= Ik - & k2021
Fe HA (A LSRR S MG
Y (Ethics and Governance of Artificial
Intelligence for Health) s » DUR 5 ERIFEEE L
TRIEH ~ R A B B N 2
% °

AL AT TS M N A R I B P O A
BRLEE T A p ey B g+ S i HLVEHAE A 28
B[R - MEH A T EBORIE R B iR R T
Bratak - DARGA A DR EE I BN &
o R TR AN B A S - 23R
SIIVEE » G —BRE o

S EE R S A RS AN T
PR E Rl - RS EAR S T
EESTUDREES i U S 2| e
A TR B 3 S k< 509l Bl IR =
[l - SR E A TREEEIMEUE S - SRR
P& SRR B el - A FUE fERAHR 2
RS 5 28 = AR A TR SR B
TR T EEERIAVRE - AU EERITE - SEYT
2~ HERCRE BB QI AR R
AERF AR MBI A BRI Z EFITE ST -

D Ax o # F

o DY FE Bl B 1 7 B R P B A TR
LIEE Y BURHLAIHERE R - A ARER IR
BBl ~ 8 BRI - DUR R E R
i L AHBRIARI B BOR » RN SRE A TR
SRR IERI AT A L BT - WA AEY)
fBRER ~ A DHBOR S HEE AN
TEB AR R T L A - BB
5 A AR o5 TR - R PAESIA
TR B SRk B 2 B Y /NI L
BRIRAL > o0l - REEAHE £ 5 (et N
ek~ 2 A BN SRR 5 R ORSRAR L E W
T~ R B AR 5 SRR E TR ]
SEVE 5 REMRAUATREL I 5 DU HESRE
JEANFEF R KB TR ST -

BTN LIREFIR AR5 - S5 A T3
S BRI A T RE MR < 2 B PR -
BAE ¢ S A E T BRI AR
BRI AR BRI ~ PR - HEUUR
BT fm R ke~ EEN A 2 B A
EEEE - ATESHNBESETS R
DUk S A TS B LRiiE s - e
FEA TR R B R U & P B O 2 iR
EJRARE T H > DURAHIE B R R B G B
o ARSI R P R PR -
FEE TSN F R AL EE R E
B~ BORGTERMGETTE - DIRF S Al i
RSB AR BR - FOrTREME R fs « DU EE
ELE W] Ry B la) Z Bkt ~ BILA R 2B
Hl LRI IR e it & Bl i 2 2 B Ty
)~ BRRELSUN R SRR © A BRI
J& o DURCHESED A TR B I far B AR B L W52
At -

575\ A T (0 M L Y B 5 s

185879



B #

i I

TRl B R R E AR R, - T
JEMA TR SRR RERT - Dk
BT R S R A AT s 2 R B ) 25 B £ A Z TR
R o [FIRFIRRT S b aR 2 B e T
FEnh ~ XEHZAERS] - DU B E R
Hrp R <t o 55U R T B
AL EFREIGR S HE A E R - $R5TH
TTECHT Bl iR BR - R ERHGEE - A
o S HPER] - ARAERFTIRE « B BvAAL
HiE o DU BORBIHIBERE  TReE kB 2k
AN TR AR FTHEDIRE

1R * 5%FET 73 B L ek b 2 2 B
ARGT AR ~ AETERFER - DB
WREEHEANR - e HemE B 217815
G1 0 WEERFHA SR A - R R iR
A B ORI AR LR - S F R R AR
HAERSE - FHEFCHERRE - DUt A
TR B A LR R IATEH] -

(AT ESEERAH ZMIE
BUAIR) 55| Z2/NIAERIEFEA|

& -~

TS AR RH R E Ry Bk S AR iR B AR
OB - HAE RS A B B
sEHAREST » RAE LA~ BRI
fERRBUR F - AIRIIPHEBIE AR R T &
MIEEELF T o DU AR T 57U A R R B R i
HES | A S B SRR T - RIS
REATE  BURBEE OB - TR AR
o I LB

—~ AXRBZEEEB| (Human-Centered
Autonomy )

AN TREEEMEE AR R - TR
B MIEELA  EIHREENR 2 - MIEE
B o 2L LA LEERF R G ~ &
FHEREN > BEDEEREHEERA
Al BN BRI - FRABEEE B - Y
BENEFERE S - SHREEE IR - A7
TE 5 SRR S - B R PR R, -
e —RER] » RARHSAEEMRIE - SimbEs
iy BB ASE A T BRI CADR R - 4

BIEIT RARSEAENE - W REIET
B e e B AR B - TR AR B R
BILL TR AR o MR E IR E AR - AL
RS s BIR o AT B B
fRHtR2 B BRI - AR EHEER SRR
TR ET R ok B AT R RG A - IIE L fi e B
EfFEEEHIETRE ) T HE - Bl BRIk
R AR FEAE - R R AN SHBEEN » &
BINES IR ~ BRE - FEdER A T E
ST 2 - s R RN E
B LR - RIEE B TERam R
R BT R R L R BT TR E RS R
PNENEESECIPEE=E-3--§-LR i =i
N LREERMAHE - AR EHEESR
e £ 2 B B o TR ) PR SR BAER - TR
RIRAERS R BT -

BCE A TEEEZED A Ry (Human-
Centered) » AEFIEHEUARHL ~ HIS
BRI ATEERER - [FIRFHER SR - &
ZEIFRFER] (Fundamental Rights) BYEZK

A REE (2021) » (AL BEBEMNERIFRGZIE) @ (S=F%) > 5628 $166F -

185880



D+ w g EpD

R - (CBBUREE1IE) 5 IAMIEZEE FEUHRME A TR HEM LR &R ANE
¢ (Prohibition of Manipulation) » ZX[[$§ FIEENAEEEZ T (Human-In-The-
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BEHMME AT RICGEEHRE - o (s ] —2MRAER AN LEEEELGE
F1HG)) SALEERMAMSEERETHA sk S REEMSEMEEA GBS
B R EF IR E R BRCEE - fd EACIRINME (Final Judgment Authority) - 3
ATEENMFERNCRERRERERE - RALEEBEREEAR - sRE A LEE
FLEME—EE - SR RMEBENEEE  JERHAEAAEREE (Human Oversight) °

f# (Free Choice) ° DINMATEZE (Human — W AJFEALAIRF @B 208 » HER P ERR

Oversight) » F1ABRBIZEC6MRELRATEE > filwth - o (01417 5 2B26fk8) - H°E
35 BORKRENRTHOES  AREAAL T HREHIATE BZRA - FINERIEE - %

2 EER R ZIEAMA AR E /%/n&}&iﬁ'f%éé_%&{%@&’f%éé P AR ST B A G
M AR A A HT 2 4 - See EU AI Act Article 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.

HE L TFAAIEEETR (AT RERFIRMAMEAALEERASG  ZAGKABEBAL
BB E BRI A B oY YRR AT ﬁﬂﬁkﬁ%mkﬁwﬁﬁzﬁﬁki”ﬁkﬁﬁ%
HkEZMmT  BERHIBUZAR —FAZITEL HoEHZAMELRART M T
RATRERTZA S A — AR BFHAZIZREGE -

FETALEHFOESGARALF ERAAZIFGHRRAET X ARG ETIARMNIG L B A%
R RSk B RAAAEER - ALBEEBEAGILERRRRER Y SRRALTZ A SKBILAE
AR RECETALZEBERAFTRATHEANTRELZ IR 22 RAREAH AR - LLZA
EERARGREZ TR BRI RFALEZEIRT © See EU Al Act 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.2. Human oversight shall aim to prevent or
minimise the risks to health, safety or fundamental rights that may emerge when a 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 thisSection.

E8: HARAIF EARFEFZ R O SARALY £ A4 3 F F BRI & 2 i fe i
3 0 ABEARIR B R SR AL S R b8 2 41 o SRF A B JRIG IR ALty 2 A8 7 DleRFfEIRZ B KA
WATALE R - 3L %2 £3% o See EU Al Act Article 26: Obligations of Deployers of High-
Risk AI 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 6.2. Deployers shall assign human
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BN A TEEZ B (European Artificial
Intelligence Board, EAIB)SFEEHESH {7/ [MH

(Medical Device Coordination Group, MDCG )
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(Frequently Asked Question, FAQ) - B{HE
(AT HEEE)  (Artificial Intelligence Act,
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7£>> (In Vitro Diagnostic Medical Devices
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oversight to natural persons who have the necessary competence, training and authority, as well as
the necessary support.
EI L BAEIM T FHIRAEM 1 +(59) TatE R & R T HE A E oI 2R H T AT SR
KA PT AR AT BB 0 Add BB AEH - g R R 400 AT R A5 T AF ]
X9 & K8 > See EU Al Act Article3 : For the purposes of this Regulation, the following definitions
apply: --+(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.
310 : B (A% 2i%) (Artificial Intelligence Act) 1#Ex B3 F 72024 F5 A 22 A #t . - #£4#2024
F8A1RA A% » A G I TEIEE B AIZ EEH S o See Regulation Of The European Parliament
And Of The Council Laying Down Harmonised Rules On Artificial Intelligence (Artificial
Intelligence Act) And Amending Certain Union Legislative Acts, 2024, OJ L ( 2024/1689),
http://data.ecuropa.cu/eli/reg/2024/1689/0j (last visited Dec. 12, 2025).
(Bym %% ) (Medical Devices Regulation, MDR, Regulation (EU) 2017/745) BAX %% H By 5
#3454 (MDD, 93/42/EEC) - HRFdu[Eim ZPTH Bk & ZARM %A (4SaMD) ° #ARE B35
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B UL B a2 388 (@35 258 A BE % B4t » Software as a Medical Device, SaMD ) &N\ By %
M o BRI AR AR E 35 L CEAR R L O A2 -
(BE 4L B B %4 %) (In Vitro Diagnostic Medical Devices Regulation, IVDR, Regulation (EU)
2017/746) BT A BE M5B Bz 54454 (IVDD, 98/79/EC) - 58ALHIVDHE M Z 24t » Mk
BBE RV TR o BRI BB A8 41 (Medical Device Coordination Group, MDCG) i =
(MABREBHEZEMER (EU) 2017/745 (MDR) A BESM BT ER S+ %M (EU) 2017/746
(IVDR) T#hBx AR B a»#455]) (Medical Device Coordination Group (MDCG), Guidance
on Qualification and Classification of Software in Regulation (EU) 2017/745-MDR and Regulation
(EU) 2017/746-IVDR, MDCG 2019-11 Rev.1 > 2020 53T ) * i —F 3k SaMD Z A H30E L
JAM - FA4e AR IR EARE - 245 B R BB AR LT A8 - B R IR RAAAZ L BAE FITRE] > T
HRTARE A AR ECAAEBETNENL BRERABRBELE RS A KERALSEA
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(Medical Devices Regulation, MDR ) B ~
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MDCG 2025%EFAQFEH! » BHINEFEHIIZA
TREZH (Medical Device Al, MDAI) * 5t
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Z L2/ EH| (Safety and Public
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(Public Interest ) B FZEZ 2 (Patient
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TR B R R R R B B A - AN DL T A
ik B2 2T ) R DR A > BURESRA
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#f (Software as a Medical Device, SaMD) * %%
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Market Surveillance ) SFHIEEEK » 5 DUECRR
M BRI S5 2 20 2V B Sk -

TR R R B 20 4 2 A LR E R i
JEBE (High-Risk System) ZEfFEHTHIEZE
Koo (B (N TEEE) SFHefR!s) - JRfERE

Interest )
Zea it R R B A T 20 i s B
A AGEERAEZERLL » smEa R R & 8 FeR

3213 HARALIFEARIRT  ARAMTI AR BERLESAREASL  QFATTERARMGEE
BELAEBZ 2NN RIALEZAGRYP B — 7R R G — Ak RABRERNZ A
(DRAT 2RI - ML MU IAIHEERSL  IMFLARAGIAIHEERS R —F77)
ZER B — R AT 0 AT g RIRRAS AT 0 B3R =% 648 MR E - See EU AT Act
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: (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; (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 L.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: (a)the Al system is intended to be used as a safety component of a
product, or the AI system is itself a product, covered by the Union harmonisation legislation
listed in Annex I; (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 L.
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YERRAR @ RaARHEMETE (Continuous Risk
Monitoring ) ° fEEEHEA TR » B 6ERR
] REEAE T 2 ok PR B 5 R i TR R B
TR 5] (Post-market Surveillance )
K RF R BB IE - 5 b A LR B R A
AR oA B AE R L MEETE - TR f e B
#M: (Accuracy, Robustness and Resilience )
(B (ATTEERER) BB151R15) - MEREE
MG EEK - FRRERE - RSk
EfEEE B AGAL - BEBHEE R AR 1k
BN EE R ERRYE - SRR IRIRA R T
R EE AR o BLAVAAUIESTE) (Corrective

Bar - JERITRF BREAE] ~ 45 F B4 [m] 55 5 i
(BER (ATRETRE) Heofk) - MiRECE
—FHEE LR (Safety First Principle) *
KRR LEENTSEES R E - BRA
THEZREATRES A bl B
WA R 2 S Ry BB R4 (High-Risk
System) - AESKHFFERAIAIE - th—o
FHIRHE (Risk-based approach) AMEEF R
R TR FH s+ 2 i oK /) B S8
o e AR SR A T 2 32 B AR Y S 4B MR REA
(Conformity Assessment) » LURFEAEdTL4E
BRI -

BCER R 20235 1% » FifEE B iR toh i
/IMH (Medical Device Coordination Group,
MDCG ) 3 » 5l b i B il Bl B 5 v
B o MHETES [ » SaMDEUEH HE R

Action) - T FRHEEAIATRR AN G HEUFAE)E bz FTiitgEEH] (Post-Market Surveillance,

E14 D RREFEAREE L - B P HERSARAITEARAMIAREELLA L - ARETE A
GIBHL R 2 G RRA LY ARG B EAGAY AL ETZ —EHFEREBE FET
HBITRHGE S P - EU Al Act Article 9: Risk Management System 1. A risk management
system shall be established, implemented, documented and maintained in relation to high-risk Al
systems. 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: (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; (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; (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; (d)
the adoption of appropriate and targeted risk management measures designed to address the risks
identified pursuant to point (a).

3215 ¢ AULEEAEM RN A ERGTRAESERALY AL 0 B L ER A G EAEM
FEAE M Ao 45 52 Aok T o 3 e JLRAE A G B I PO k6 45 72 33 4L 5 @ R4 — 3K © See EU Al Act 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.
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AR A HIRET - WIS E S 2 H TR

EIGBARARERE L S MALF E AR TAY AR E5E(E B 7 ik - See EU Al Act Article 3:
Definitions (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;
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(B (ALEERE) Hesfe) @ Bhikie
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F{T (Insurance and Subsidiary Liability ) » #
SIS Ry EL S M A TR B R R Y
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WAIE o D H RATHE Z AR EE

(Compensation Mechanism) ° L\/{&I’@E'S%”IE
EilZfH#y (Supervisory Corrective Measures) *
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Pl ~ FEF AR KB EH - fEEE
RS LIRS R R E R w22 ~ 5
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- -2FBEEFEFEE (Equity and
Inclusiveness )

BERR ORI PR S BB B R
TRFFREAETTRIRR -t BRI &
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BRI L BRET ~ BERE B ERRE  E R Eh ke

HIT  REHF R ABHAEALEEARRAAAIY B RCHBALEE AR RAMA LY B
A BHAEZATIHIAA LA RKFAARRBRAEZ A RASEA ~ A ERH - AR LwE

B B HIRR A ®ME o See EU Al Act Article 3: Definitions (3) ‘provider means a natural or

legal person, public authority, agency or other body that develops an Al 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.
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FHMLFEME: (Data Representativeness )
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ERHEM (Data Governance ) HZAEME
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IE R EGEEE (Bias Feedback Loop) FHED »
J52 B30T % JEE [ AL Al L S R SR o s 2 (i
W (ANTRERR) BB160E4IH18) - B
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(Fundamental Rights Impact Assessment) * &
R R ER IS ZTBER B e E (BR
(ATEEE) FHerheR1E@) - EK
HETTYEAE L BT - Rl St 59 BAREAS e ]
RE L fETE g » (o S B T 0 B i
L RIEAE - SR/ N AEEE
(Proportionality and SME Consideration) * %
RS AR A R Ak IR 5 g (1 AR B
FE (B (ATEERER) W3R8 ; 5

B~ TR B e F RS RCRR AN AF 34fREE2IA20) - BLRIEGIETERTAL B L B

SE18  BAEM - AR ML R RS SRARALTEARBETRELRAANRRALETRLFT
BRI R MR — B0 A A HA AR RARIM R R B o T id R 4538 MR
T3 e B R Ao B 5 o SRR ALH & R SR AR AL VT 18 18 iy T AR AR IR T
ZREHR AP TaROEMO R L2 - SERATE & 2 a8 T 5 RIREIRFFE £
MEBEEY  RAEFTXBEETRIARIR S THRAREZZIMEBERRBERAZAR ( "REE
B ) o BRI E 2 MR - See EU AI Act Article 15: Accuracy, Robustness and
Cybersecurity---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.

319 WA RAR AR TR T B ARG SERFREAETH RIS EIRAE  FIRTE - BHARA A
THEE R HZHMIEFE - See EU Al Act Article 31: Requirements Relating to Notified Bodies::*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 AI system concerned.

2220 s ERRAGH S BoREERR T RE FARBEFERTLEZAE  THEER
FAEZHE FTRTE BB HNSERALEE AR MBRE - & F it B LR R
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BEGRARALE ZZGFOREG BRI EZRAEAREAREART - REFFHNEEEETRVEE
2003/361/ECHRIEFHR T & A MAF M D EZITH AEAMEHMRA ° See EU Al Act Article
34: Operational Obligations of Notified Bodies:--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.

FOEZL X HRIIMIM RO FOTHRAT LU & FOSMATY BB & X F e pfiE
15 FEIMEAAIFLZEE T ETAAAMNEMBE L LA E A G ABEATHETE- TR
o FOOMEAATIEEBEE VA AT EREETARXSIABRALIEEZARAL  FOLIEAAT
HEBEEVAZIIZ AT EREHTERARZ R E 21 HRA IR Z fo 0 0 o 4F
AR NEE (LHEFASE) IHE - HO3MEHFRLETH XIS © See EU Al Act Chapter VI:
Measures in Support of Innovation Article 57: Al Regulatory Sandboxes Article 58: Detailed
Arrangements for, and Functioning of, Al Regulatory Sandboxes Article 59: Further Processing of



D Ax o # F

#1 (Technical Documentation Update) fILAER 3551 VERETE Bl SCH-FE B i 28 e i e - il
B T EAT S A RE T - M RIRE R AR R T BE T R BT R R MR B OE -
R (ECE (A TEERE) Bfke2) - DL #Ef T %M EEH (Post-Market

AN TR EE R BT IR (SR RE pL A e Monitoring ) * ZE7 & iR HIEL K H 58

R ORI L S AR RER ] - BURIEEE . e (B (A TEERER) Hriees) - &

3E22

323

Personal Data for Developing Certain AI Systems in the Public Interest in the AI Regulatory
Sandbox Article 60: Testing of High-Risk Al Systems in Real World Conditions Outside Al
Regulatory Sandboxes Article 61: Informed Consent to Participate in Testing in Real World
Conditions Outside Al Regulatory Sandboxes Article 62: Measures for Providers and Deployers, in
Particular SMEs, Including Start-Ups Article 63: Derogations for Specific Operators

o R A LY B A SR T XA AL 3% A AR T 5 R IRFS Z AT 4 ) » 38 B B #7 o Halr
XM Z GHEEARIENGRRALT EZART SR TR R R TG4 EliFifodmz
BABEREE MBI RBEL R WA IFELALZAEF o ®EE - See EU
Al Act 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. 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 Al 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.

HEFTHALT Y GRMAIFEZAARIRUERELT T ETEMA - ERET RGN - %A &K
JEAE@EE - RIS IHBRAGAE FHmAitst EE2VREHEATHE (AR E% &
HFEFERMUFERFPERERSRRALEZRALZIASF  OARZRRALETELAHZ K
o R AR REIEN BARALKITY  ORRASRABRALTERAZHE  TEikd
FoH BREZIHMN  BEREALTE  (DERESERRAIFERAKIAT MR RETZ
A AR EREAR R AABTRERFIAE ) (RRAZIMARNE » OBIRE > wREFR
AHRMAAMZ 4 —AZHE  RAHBEF2H TP Z A AR B R o IR BT HE F Frf R 5 AR AT
HEAGFERBEREL  (DEBEFEI LA LGRS GRFEIEHER - BIE - B4 - HIEET
T BAEAE > BAREE  BIFIEE  BUREA  BUERY 0 AR ESARALE E R KR 5
AL R A AT Ao & FL AT 3 RARAL IR T AT Z S EAF A B X AT HALIRE - See EU AT Act
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: (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
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TS B A B AR #E{E (Cross-Border YE PR B R AE T - BRSO B B A AR
Coordination and Standardization) » " $g§E% - MEARE T EIEM: ) BT RKAEM: A
FEEE - BB MR EE A R EHIROL - REMER A TR ERR BE R
BB ETEEME (B (A T8 &) e WIAHEAR R ERTIRE - Zas Al
1'% CHI38MR) - BSEI IR Lz o g SERTERE - BURPEE IR UKATE &  BE

WP AR F R BB M Bk BB - RIS AR
RERBITEME G - Sk ENCIRREEG -

M (Sustainability ) BRI (International

Compatibility ) e fE - R EBESEEREEZES
BRBREORER > - BORBGE R LR

FRAI BT ~ P Ba s B AR RE B HERE ] - MECRR —  BIRBSREAEERZERE

HCREHNIRF [ T B2 ~ W PR R BB 5 | EESTERER

eEf o B PR R E AVE B - ERERE BT SREEHE - DT 2R EREES

PoREER > (LLEZEMERSLIEME M (EREZERREE > R —PA2HEE

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 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

3324 1 s MR RBARALE ER LM T BRA K B @R RAARIE AR RS E42
Fp 2 38 st B 2 B R 5 8 W oA I A E 0 SR @ S AR B AR T a2 T Xl AR - 2.8 S B R
FEAR LB S 2 AR 4 RIS T X R RS M 2 T - & B & AR R B B a8 S H B 2
Z fodiAe i F B3R  See EU Al Act 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. 2. Each notifying authority shall ensure that the bodies notified by it 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.

185890



AR LU T SRR R R IR IR ~ 45 1
HG B A S AR E AT B E A -
PR ME BRI " A\ 73 RBfes 125 g 3]
LEHE . MATE SR ERSREER
2 afE > HZE > BRE SRR
F o BIFES Ry B B e A% - I DA B A
LRAFEHBEREE - HiRINS - 2K
B (A TEEE) bl EEt - &l
TE R R R R A\ AR S | R PR DR SRS 1%
SN A e IR\ B ] - G EORE R =T
GG TEREAL e b iR FF AR - b
7] > 15 DU LR B PE R A EANAT - Wi PR AR
Ay 22 2 BN R SIS S IR

Z BNt T AREEE SRR,
ZIEEER

BEBROEA - SR ARz
R BRI AR ol E Bl e i B
ELEHEH L - ARSI B LS T
R s ALESERWIIMEE - S Bk
SRAEH R ANFREEHN - R " AR B R
B Ry v R o R 2 T A N R (& R o 1
Ko BRI\ A TR SR A H B o
A~ A B R HER L BRET o R A A
W~ PR B E AR B T AR B R R I
P B 5 P ] o [RIfRy - o8 B R B P B
BRREE - R A LSS 8.2 S
BB - DUMERE RS H R EE L -

= RLREREFAIRMEEHRES
BRI MR R LIRS R - RE

D Ax o # F

BB TH SR AR HE - o (AR
BHReER) ~ (BRER) S RAHERIER -
W R A T R i 0 L BE G IR 2
fi - ERIER T REERRRE R T
PR LA AR - T R BRAL
bt S Fe - HE W REAR SRR A TR Bk
SEEE ~ FIIBR ~ PR B T R - SEA
ERtE/ME ~ HRERS ~ R L& L8
ARSFIR R - 03 e A T SR SR
VLR AR A B ) Bl 22 B AR o SRS
TRERE S - R AR AT B E AR 2 R
ERHGHHSR -

M~ BIERZEES TEmERS

ATEEEFIRE B HEIT LR > &
MR (EACE - SR R —
AREEE A B o HRR IR B - DR
or R ~ TR BRI B
L EATHEIE - AL AR A5 HIEE
At o BT G ¢ KR b R B R
TEHE B IR S B BT S ~ o\ i BE Bl A
SEBTRO SR 5 A7 AN R e B S A
BE 5 NGREAEA AT PR B st (B el
DAREOR B T i vk S\ 3 AR I - 15 UG
FRFROHE - LLERAT BRSSP BT IR B fR
R - BERRTHZ -

F B THREIREFIEREYE #

il
BB R S B RE R - i B A RE
~ AL Bl il PRER S5 Sl i Bt - At

3225 0 F Xk (2021) 0 (AIFENNERTLBEZIRHEEHE) @ BB RRAEA LS

%5TH o

1858%,91



B #

i I

st b R o EEHEFH — R MR ErmE =L
A B BIRETABEAE S o B BB R AT IR
R A8 B S A~ b A P B e B e A
FE - PR IR BTG LIE 2 22 iffE il
TR o [FIRF - EEEsETE - REYE
BHET [ PEAEE » Ry NEY I I  O f
22 - SN SRR A B A B R A HE B
B - tb— " Af[ElfE ~ %, 2 BB
2 0 JTREREARE S BRI N A S A
Bt &R oK -

A TSR ERZEN - EIEE %
PRI RIRE - I fREEEN B I B FIET ~ 3t
A IaHE ~ BRACRER Or i B o B B AR =2
et ki o fEE A TSR RS Hiy)
T 5L 36 R B PR PR TR B 2 75 B L L K
v DIZpt B
PR R EBVE R R B R AR IR - B8
AN S AR\ B AR R B B R 5K« b — 1
A o IR o 25 ] i S L R T 5 B R IR
il 2 A R - AR FREFRR ~ P ElLL
et - e DURBEyaE - AAEEEE)
REEE o O T R RE TG R A -

fEBIFR S . - R R AR (AT
RIS R R I MBEGE) Frfgh R

HFH  BERRBEIRE S8 RaE 2 E{E
g o RZF IR R IR (R B ER - Ttk
Elg PESEG T ABE L - AR - L
Z B ME > AVEKE ) FROE
{8 - B R n] B E L RGT - BRE—
it (AN TEEER) WMaBRasEd - 8
Ja\g oy~ NREE ~ BERNAEEE (L
FEORERAL - PSR - B
FEARER (R IF B S AU PR - b — 38
BN BERERHECHE RN EE
B EIAES AR - BSTRFT LS B A L 76
PR o 26

(=15 S AT RS - SRR L B RO W
i o SRATRH B E I (D 2 DL I3 M 588
B E R L - MR TR R
IGHEHE LA - AEIR > BEEE
BRI RS A - HERA B EE - 32
Aoe R G A - H— - AR
) W TR L  BIESUE
JE\ R A R R B R o T —
KikFEE ) " agfasEaE , o &#07
ETRRETH ~ RO BB RE AR 5
= B THERIEE A T HETE R i i
WAL AR ) - DU B A 45 A Bl ol £E B
il > HERFRIHTIEIN B R IR P

7T 5548 £ Ll o ) B O o 3 )
EH - B EE T B HEGT  BOAE

26 AMAFEEH A LRBERMEEF - TARGEG TR, ORAFEBEREELTHIEZ

HEFHS -

—F & EAHAIR AT T B R RAR RIS L A Y AR

o BEZ el RIEIE M R A B AT R RN o B — @ AR RMREIES T -
FAHAASBERE 2 B AT A A G i SRS R b - M B 55 R R R % 1
£ B o — AR AU LS RRBEAH KD ARFRFIEL X BF D4 -

185892



D+ w g EpD

FY s DUAR A ~ DURBR Rofih ~ DURIEALERAE 8%k - SR A REAE M B2 1h [ e A ey
EENRER MR SRR L E LB LE s BN B AP EAIEE - 27
e e HERREHIEIRAE . MEEERRIAE - A fHEE B E e R =5
TH - MR RPHAG LU ~ IEE H T SO EHIZE T~ - AT ZE TR IR
it & G EHGEE BT - RAHEEH  (CERRmE R A I gt < A )&
EHZIEE T - MERGRN SR EEE TS MRS — R AERREERST -

270 HA% (2019) 0 (EEAMMEEEZ G ) > (ALEFERE) >34 F7H -

OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO0

A B2 6R F Pl FAS T
E—1& CEBR&E)

R BT AR » AR U AR B A S R I T 5 O PR T
St~ MRS S0 A RURVEZ IREE (R R » BB~ BT » ki
RER%) - (EEIRBHEA B R AL -

B { CHEER)
RFTE A = 5 =T T B AT + B R 4467 - PR A R
Rt CHRATESTN - 500 - BIEHE) WY - ETORMEYIS: - (A iR
Byt -
RSB MEAKIE R G FTI 2 1558 (RPRS ) VI -

HE (REZES)
R AR R A A0 T T A 2 -
AR £ R SR S (RS {ERIEINE ~ 507  BER SIS ) AR R
SRERT RIS - AR B R ST B AR » VS 2 LR
BIFIRAR 2 + IR -

B =A%

O AHEEED OB R EEMEREEE S5 Kig
OBBENAHEER (FH ¢ )

OE# - SRS (FFERE )
D EEREAE  BIKEERRMNSEE -
BiEAZER

HE

BSOSO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO OO0

OO OO OO OO OO OO OO OO OO OO OO OO O OO OO OO0

‘QO000000000000000000000000000000000000000000000000000000000000000000000000000000000000000000

185893



