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MAQUET SAS Made in France
Parc de Limére-Avenue de la Pomme de Pin
CS 10008 Ardon - 45074 Orléans|cedex 2 - France

[ YYYY-MM-D

[REF|ARDLCAXXXXXX | [SN]XXXXXX] C €
HLCA XXX XX XXXX |

Lucea

H OXX)XOOOOOOOOKK (XXX XX)XXXKXX(XXXYARDLCAXXXXXX(XX)XXXXXXXX |

E’ﬁ =) AC 100-240 V 50/60 Hz 40 VA

ANSI/AAMI ES60601-1 :2005/A2:2021 ANSSIEre IP20

CAN/CSA-C22.2 NO. 60601-1:14/A2:2022 \g
IEC 60601-2-41:2021 Cc US E346609
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60601-1:2005+AMD1:2012+AMD2:2020
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T2 - MREREHR

IEC 60601-2-41:2021

EASRMER-5E2-4180 . FiiA- LHARARO
ZEHICHIIREEEREE

IEC 60601-1-2:2014+AMD1:2020
ANSI/AAMI/IEC 60601-1-2:2014/A1:2021
CSA C22.2 No. 60601-1-2:16 (R2021)
EN 60601-1-2:2015/A1:2021

ERERME-E1-28 T2 CHETR - REREHE
- BIBR: BHDE - EHEER

IEC
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ISO 13485

2016

ISO 13485:2016
EREESR - MENZIAV RN ATLA-REBNOLZHDE
REIR

ISO 14971

2019

ISO 14971:2019
ERHES - EREBEAODVAINRIXY NOERA

ISO 14001

2024

ISO 14001:2015/A1:2024
BRENZIXAV RN AT L - RO DIEHSEEHSH

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 /X\— 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

% 6 REEERBANOEEM
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1 BRERE

REEERCRH

||

mE

HEDEHR

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

Worldwide IEC 63000

2022

Technical documentation for the assessment of
electrical and electronic products with respect to the
restriction of hazardous substances

EU REACH
Regulation

2006

REGULATION (EC) No 1907/2006 OF THE
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
California | proposition 65
Act

1986

HEALTH AND SAFETY CODE - HSC DIVISION 20.
MISCELLANEOUS HEALTH AND SAFETY
PROVISIONS CHAPTER 6.6. Safe Drinking Water and
Toxic Enforcement Act of 1986

China SJIT
11365-2006

2006

ACPEIP - EFBEHHERICKZFLEERRZE (PER
RoHS : #EEEWE O FEAFIR )

RT REEERVRH
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7 236,2002 EXRMAE 1989 ICE TV TERENE
Lo
RRAZT- & 2008 |ARAZT- ALY IOETOEERS K UTEEE
ALy xd BICET2EE( "TRAZT ALY IIETE
B+ R/ E58/085 1 )
7220 RDC 665/2022 2022 |RDC n°665, 20226 3A30H, EEMES KUK
APWAERMSEOBEREEECEIIRAE
7220 RDC 751/2022 2022 |RDC No. 751, 2022498158, E&EMEED) R
U058, B BRHEE. SRNILRTEFHRY
ERASHE
7220 FILRFUA 2020 |INMETROFZEE - REERMAH T ICH D HEICH
384/2020 TREEMHTMEY - HEMR.
hrs SOR/98-282 2024 |EEHEEHRG
P E RHEES7395 2021 |EEMSBOEBEEICETSRA
D iy 4 Decree 4725 2005 |DECRETO NUMERO 4725 DE 2005 (Diciembre
26) por el cual se reglamenta el régimen de
registros sanitarios, permiso de comercializaciéon
y vigilancia sanitaria de los dispositivos médicos
para uso humano.
EU Regulation 2017 |EE#EBICETIMMBLOLVEELER
2017/745/EU (EU) 2017/745 ( 20174850 ) — &+
2001/83/EC, # 8l (EC) 178/2002, & KUV#RAI
(EC) 1223/2009 #HIEL ., BELIES 90/385/
EEC & KUV 93/42/[EEC #FEILLTHED —
AR Al 2017 | 2017 EEEMERH A
12V REY HHE62F 2017 |20178F A4V RXITHANERERKERAFE2S
7 (EEME. TADHAERKE. BLrURER
BRERMORBHFAICETIHRA )
AATZII | &E#5772-2012 2012 |BEHEMIRE 5772-2012
B2 EEHEEODE 2021 |EEMSERCEAZHAEEROREEERY M
+: MO %1695 EEEOREEICHITZED
TZT o3 2002 |TZTEHE244F "ERBICEWICETEE
2.
XL—>7 k737 2012 |EHEMES L2012 (EEETITH)
EOTRY Law 53/09 2009 |EVTRIVOEEMEE (2009%F )
m|
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TOvId E1E 84-12 2012 |Law n°84-12 relative to medical devices
New 2003/325#% 8l 2003 | Medicines (Database of Medical Devices)
Zealand Regulations 2003 (SR 2003/325)

Saudi Arabia Regulation 2017 | TISETREREREAT (SFDA) BELIC
&V, E21TE14295F12829R ( EE20085F
1A7H ) ICHEEh, T0OH&. 2017F12H27H
HDSFDAEELIRE ( 54-16-14395 ) IZ&K V)
HiE,

Serbia Law 105/2017 2017 TEEXRBLCEEKSR[ICETIEE) (EILE
THMEE R 5£105/20175 )
RERE 7£14330 2016 XFAhEBE
RERE Decree 27209 2016 | Enforcement Decree of Medicl Act
RERE Al 1354 2017 |Enforcement Rule of the Medical Act
Switzerland RS (Odim) 2020 [20207A1HOEHE#EEE S (MedDO)
812.213
BE iy 2020 |Taiwanese Medical Device Act
Thailand %2562 2019 EEMes L ( 8525 ) B.E. 2562 ( 20194 )
UK iy 2021 Medical Devices Regulations 2002 n°618
USA 21CFR /N\— K7 2023 |Title 21--Food And Drugs
Chapter |--Food And Drug Administration
Department Of Health And Human Services
Subchapter A -- General
PART 7 - Enforcement policy
USA 21CFR i H - AN EmEEER
Chapter I--Food And Drug Administration
Department Of Health And Human Services
fiH - EREER
NRhF LA H498/2021 2021 |2021F11A8HEf, ERMREEICEIZIHFO
B$98/2021/ND-CP
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