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CS 10008 Ardon - 45074 Orléans cedex 2 - France
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= ~¢) AC 24 V 50/60 Hz 400 VA
= =() DC 24V 400 VA
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EN 62471:2008

SUTBROTUTEAVERBOREYFN LY

IEC 60825-1:2014
EN 60825-1:2014+A11:2021

L—Y—HR0R2EE-F18: L-Y-0UFA%
BEERSER

21 CFR /N—K1040

FA4RNL21 RmEEER

Chapter I--Food And Drug Administration Department
Of Health And Human Services

Subchapter J -- Radiological Health

Part 1040 — Performance standards for light-emitting
products

x4 H@BEAOEEHE
mEEE
mE £ | RABOBH
ISO 13485 2016 |1SO 13485:2016
ERME - mENXIX RNV ATA-BRHENOLONE
REE
ISO 14971 2019 |ISO 14971:2019
EREME - EREMSBEANOUAINXIXY NOER
ISO 14001 2024 |1SO 14001:2015/A1:2024
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21 CFR /N— R~ 11 2023 |Title 21--Food And Drugs

Chapter I--Food And Drug Administration Department Of
Health And Human Services

Subchapter A -- General

PART 11 - Electronic records, electronic signatures

21 CFR /N— K820 2020 |Title 21--Food And Drugs

Chapter I--Food And Drug Administration Department Of
Health And Human Services

Subchapter H -- Medical Devices

PART 820 - Quality System Regulation

% 5: REEEREANDEEMK

BEEER R
] RE R | SROBH
EU ROHS Directives 2011 DIRECTIVE 2011/65/EU OF THE EUROPEAN

PARLIAMENT AND OF THE COUNCIL of 8 June
20110n the restriction of the use of certain
hazardous substances in electrical and electronic
equipment

2015 |COMMISSION DELEGATED DIRECTIVE (EU)
2015/863 of 31 March 2015, amending Annex Il
to Directive 2011/65/EU of the European
Parliament and of the Council as regards the list
of restricted substances

2016 |COMMISSION DELEGATED DIRECTIVE (EU)
2016/585 of 12 February 2016 amending, for the
purposes of adapting to technical progress,
Annex IV to Directive 2011/65/EU of the
European Parliament and of the Council as
regards an exemption for lead, cadmium,
hexavalent chromium, and polybrominated
diphenyl ethers (PBDE) in spare parts recovered
from and used for the repair or refurbishment of
medical devices or electron microscopes

2017 |DIRECTIVE (EU) 2017/2102 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 15 November 2017 amending
Directive 2011/65/EU on the restriction of the use
of certain hazardous substances in electrical and
electronic equipment
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Worldwide IEC 63000 2022 | Technical documentation for the assessment of
electrical and electronic products with respect to
the restriction of hazardous substances
EU REACH 2006 REGULATION (EC) No 1907/2006 OF THE
Regulation EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and
REACH - Restriction of Chemicals (REACH),
amending Directive 1999/45/EC and repealing
Council Regulation (EEC) No 793/93 and
Commission Regulation (EC) No 1488/94 as well
as Council Directive 76/769/EEC and
Commission Directives 91/155/EEC, 93/67/EEC,
93/105/EC and 2000/21/EC
USA _ US California 1986 HEALTH AND SAFETY CODE - HSC DIVISION
California proposition 65 20. MISCELLANEOUS HEALTH AND SAFETY
Act PROVISIONS CHAPTER 6.6. Safe Drinking
Water and Toxic Enforcement Act of 1986
China SJ/T 11365-2006 2006 |ACPEIP-ZEFEHMEMICLZEREERE (F
EMRRoHS : KHEBEWE D EAFIR )
% 6: RIFEERVBRH
B mE F BREDERR
TILEZF | HREl 2318/2002 2002 |EXEEmERENE-EXmEE- KA
s
F—ANZ TGA 236-2002 2021 2002 EHEM (EREMER ) REl. EERE No.
7 236, 2002 EX ML 1989 ICETVWTHERE hE
L%,
RAZT - & 2008 |RAZT: ALY IOEFTOERERS L VERE
ALy xd BICBTREE( "TRAZT7- ALY IIETE
EJ REEH8/085 1 )
772 RDC 665/2022 2022 |RDC n°665, 2022%3A30H. EEMERH KT
AZHAERMEOBEEREEECBEITIRE
752N RDC 751/2022 2022 RDC No. 751, 202269H15H. EER#BFD ' A
V98, B BRIE., IRNILRTEHS LT
EAZBE
772 FILRFVR 2020 |INMETROFSAE - RERERAHITICH 2 HaER IO
384/2020 TREEMTMEL - HEM.
Vil ad SOR/98-282 2024 |ERMIF[RE
HE REFES7395 2021 |EEMBEOEEEEICETSRA

xR HIBREADBFEH
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aarer Decree 4725 2005 |DECRETO NUMERO 4725 DE 2005 (Diciembre
26) por el cual se reglamenta el régimen de
registros sanitarios, permiso de comercializacion
y vigilancia sanitaria de los dispositivos médicos
para uso humano.
EU Regulation 2017 |EEMBRICEITIMMNBELEIVCEEZLAR
2017/745/EU (EU) 2017/745 ( 20174 A5H ) — S
2001/83/EC., #i Rl (EC) 178/2002, & LV AH|
(EC) 1223/2009 ZHIEL ., BELIES 90/385/
EEC & KT 93/42/EEC ZFEILETHED —
1R A 2017 |2017FEREER A
A2 RERS REHE625 2017  |2017F A2 RERITHAERERKERAEG2S
7 (EEMER, AADHAERMER. SLUORER
BRREBOABIFAICEATZRA )
AAZII | & 5772-2012 2012 |BEBMIRE 5772-2012
B BEF5BEDE 2021 |EREMBERVEAZHAEEROREEERO M
t: MO %1695 EEROREELCHEITZED
TZT o3 2002 |TZTEHE244E "ERELUEWICETEE
7,
NL—27F E737 2012 |EHEMEEE2012 (EEETITH)
EOTERY Law 53/09 2009 |EVTRITOEHEMERE (20094F )
O
EOv3 EE 84-12 2012 |Law n°84-12 relative to medical devices
New 2003/325#3 8l 2003 Medicines (Database of Medical Devices)
Zealand Regulations 2003 (SR 2003/325)

Saudi Arabia Regulation 2017 |YOPTIETRBEERT (SFDA) BE4(C
&), B2 1TE1429%12A29R ( FEE2008%F
1A78 ) ICHIEE N, TOH, 2017F12827H
FOSFDABELRE ( 54-16-1439F ) IZK V)
I,

Serbia Law 105/2017 2017 TEEmMBLVCEEMEBICETIERE) (EILE
T7HIEEIR 510520175 )
RERE 7£14330 2016 | XT 1 HEKEZE
RERE Decree 27209 2016 | Enforcement Decree of Medicl Act
AERE Al 1354 2017 |Enforcement Rule of the Medical Act
Switzerland RS (Odim) 2020 |2020%7H18OEHE#EEE S (MedDO)
812.213
=0 = 2020 |Taiwanese Medical Device Act
®RT MIHEREANDBEEMH
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Thailand %2562 2019 EEMES L ( 5525 ) B.E. 2562 ( 20194 )
UK iy 2021 Medical Devices Regulations 2002 n°618
USA 21CFR /N\— K7 2023 |Title 21--Food And Drugs
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Chapter I--Food And Drug Administration
Department Of Health And Human Services
Subchapter A -- General
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