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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 S P20
CAN/CSA-C22.2 NO. 60601-1:14/A2:2022
(H US E34

IEC 60601-2-41:2021 6609
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ISO 13485

2016

ISO 13485:2016
Medical devices — Quality management systems —
Requirements for regulatory purposes

ISO 14971

2019

ISO 14971:2019
Medical devices — Application of risk management to medical
devices

ISO 14001

2024

ISO 14001:2015/A1:2024
Environmental management systems - Requirements with
guidance for use

21 CFR #£11%#8%

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 Part 820

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: REMESHAM
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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

23

IEC 63000

2022

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

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

ENE

16 /40

HIRAR S EN

LUCEA 10-40
IFU 01701 ZH-CHS 15



8l8

BExR BE R& | B
EZEmMRE US California 1986 |HEALTH AND SAFETY CODE - HSC DIVISION
FEE M proposition 65 20. MISCELLANEOUS HEALTH AND SAFETY
Act PROVISIONS CHAPTER 6.6. Safe Drinking
Water and Toxic Enforcement Act of 1986
FE SJ/T 11365-2006 2006 |ACPEIP - Administrative Measure on the Control
of Pollution caused by Electronic Information
Products Chines RoHS (Restriction of Hazardous
Substances)
®T RS EN
E=xR BE FE |8
P AR £ $#22%2318/2002 2002 |EREMHAMEEBEERLR — BEFFmER— %
A
B AR TGA 236-2002 2021 20025 R T Am ( Efraam ) &6 N4 236,
20024R#E 19895 877 A m £ HIE
R EF e YU A ER 2008 |EHTREIL M BES 4 BEL > mMEST R/WE
BETLE ( CREBHF2HR) | 55 58/08 )
B RDC 665/2022 2022 |BEsTERWMAENZH SR GMPER
B RDC 751/2022 2022 |RDC No. 751, of September 15, 2022, which
provides for risk classification, notification and
registration regimes, and labeling requirements
and instructions for use of medical devices.
BE % 11384/2020 2020  |INMETRO AL - BRI HIBE TR E M ST
HER - K8,
nEX SOR/98-282 2024 | BEfTERMIEM
HE SB7395EM 2021 |BEfTERMEEEERHM
e el 54725 2005 |DECRETO NUMERO 4725 DE 2005 (Diciembre
26) por el cual se reglamenta el régimen de
registros sanitarios, permiso de comercializacién
y vigilancia sanitaria de los dispositivos médicos
para uso humano.
[Y4E ] Regulation 2017 |REGULATION (EU) 2017/745 OF THE
2017/745/EU EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC)
No 178/2002 and Regulation (EC) No 1223/2009
and repealing Council Directives 90/385/EEC and
93/42/EEC
India Rule 2017 |BESTERMAN) |, 2017 F

x® 8 HIAREN TSN
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&R
=B BE FE |8
HERAIL %4 62 2017 |Regulation of the minister of health of the republic
of Indonesia number 62 of 2017 on product
license of medical devices, in vitro diagnostic
medical devices and household health products
&5l Law 5772-2012 2012 | The Medical Equipment Law, 5772-2012
B4 MHLW 2021 | BEF7 BRSNS M R A T 1R B A BT B AR AR
Ordinance: MO n AN
°169
BEL ER 2002 | The Pharmacy and Poisons Act, Cap 244 of the
Laws of Kenya
O3kl EERT37 2012 | Medical Device Act 2012 (Act 737)
BIIHMNE Law 53/09 2009 |Law of Montenegro on Medical Devices (2009)
B3R5 Law 84-12 2012 |Law n°84-12 relative to medical devices
e Regulation 2003 Medicines (Database of Medical Devices)
2003/325 Regulations 2003 (SR 2003/325)
pIESICEVR (S Regulation 2017 | “Medical Device Interim Regulation” issued by the
Board of Directors of the Food and Drug Authority
(1-8-1429) dated 29/12/1429 H and amended by
Saudi Food and Drug Authority Board of Directors
decree No. (4-16-1439) dated 27/12/2017
HEIRYET Law 105/2017 2017 |Law on Medicinal Products and Medical Devices,
“Official Gazette of the Republic of Serbia,” No.
105/2017
HE Act 14330 2016 Medica Device Act
HE Decree 27209 2016 Enforcement Decree of Medicl Act
HE Rule 1354 2017 Enforcement Rule of the Medical Act
HEt RS (Odim) 2020 |Medical Devices Ordinance (MedDO) of 1 July
812.213 2020
BE ER 2020 |Taiwanese Medical Device Act
RE £ 282562 2019 |Medical Device Act (No. 2) B.E. 2562(2019)
xE ER 2021 | Medical Devices Regulations 2002 n°618
=B 21CFR Part 7 2023 |Title 21--Food And Drugs
Chapter I--Food And Drug Administration
Department Of Health And Human Services
Subchapter A -- General
PART 7 - Enforcement policy
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E eS| 21CFRHTE - w821 — R m
Chapter I--Food And Drug Administration
Department Of Health And Human Services
HZ & — BEi7 a8

i Decree 98/2021 2021 Decree No. 98/2021/ND-CP November 8, 2021 of
the Government on the management of medical
equipment

*® 8: AR EN TSN

HeEfE (MATHE)

ERAMEES : Lucea 10 rail version; Lucea 10 mobile version; Lucea 40 mobile version
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FREARERES  EWMEZ201516105
Z2RA/EFDUEZFR - MAQUET SAS 5B 13 A PR 5
#FE AJEMHE : Parc de Limere-Avenue de la Pomme de Pin, CS 10008 Ardon 45074

ORLEANS CEDEX 2 FRANCE

7= #3k - Parc de Limere-Avenue de la Pomme de Pin, CS 10008 Ardon 45074 ORLEANS

CEDEX 2 FRANCE

BRAEF{IEBTE : +33 (0) 238258888
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1.11 T RZER

1111 THIA®R

LUCEA 10-40fT R —REXKRERLT , RITATHEBHERE , LERFEESTAENRE

Xy BREA R

1.11.2 TRER AR

RRZNREFHEANGEAPHESAREM.
REBEBENHEZRRNHAR TR

LUCEA 10-40
IFU 01701 ZH-CHS 15

19/40



5l8
1 EhhtEae

1.11.3

1.11.4

1.12

1.13

1.14

20/40

L
tERRBAREERIT LA T FARE,
MRBARERBR (MRDEY ) , FEERA
FRAFBEFESETLEFREUANZATER (0 REFE ) .

BERIE
7= BT EAARRE,

St ttre
LUCEA 10-4088B3iR % W BTt M AEN : HFRKMRRE XSGR | Fet R4S RAMEKNY

L
;i;\&ﬁbo

Il PR &4
FRERERPREZNERMELETROMNITE , HEERNRFREEFNFEARBHKEED
HArEEXEE,
CHEANFRNMEEIRFATIRENABIIER T HEEIRKRESL, SECER (0 : AKRET)
#LE , LEDFRITEE ZfEH,
FEEWERAR , 7
s BEYNABHIFAEEMPEAIMEN S REE T/EGMNFEENMIERE , B

DEHHNRE,

REPPFER  FESARTUEITTFFRKIZH,

EKFEAHFED , BLOFARIEF D BAB KKK,

EENMEASEPIRMEENREA,

HXNTEZRALQRMEBNBEER,

B R Y 5 BF

AT EREEZXNIFEN M RN FEEREE  FERATAN
NEDEERE , BERERRETHEXA,
FRZERE , UeEd 8 mEeAEhERIMEENT BRH B,
ERERAEWEFHR , FNRENERRSEREKTE,
BXEFYLEBENEZERNEE  BSRAERYERE [» UH 39— &,

[ Rx=
RENEEREEF 2T BHSM P A,
KRIRZ T EHEROHSHIE (ESNKRT ) LRREACHZEMAT TR B YR

LUCEA 10-40
IFU 01701 ZH-CHS 15



R£ER
RS A 2

2 ZLER

2.1 B
ZERNEBR R
INERE 10°C+6 0 °C
X EE 20% -75%
KRED 500 hPa - 1060 hPa

®O EHF RS

BERE

HERE 10°C+40 °C
HXEE 20% - 75 %
KRED 500 hPa - 1060 hPa
% 10: BIEBE

2.2 Z2ET
ja:

2.2.1 RELER

B!

A\ Eos s
HR-FERER  ATESNELERK  BLTESEERRTRE.
P B R S MR R R SN0 B BB SE BB B A S Ry
gﬁ%,ﬁﬁﬁ%&sw%ﬁﬁﬁao
%

ZCX R
ERMHAEA TS HORR SR | A S BARN TR SR,
e T
B

I\ o
MBEABREL  BHRRBEE TN,
FEARBIARAEE,

LUCEA 10-40
IFU 01701 ZH-CHS 15 21/40



RE£ER
REET

B!
R R
MR TSRRARBIERY , HEIREENABD.,

WMARERRIEERE™ @,

=i

A SHIBIR
RTINS THASHAFSHREBEBRNRRK,
HOERRFHRE.

Ct e

2945 M B
REETBR. ARBETQENER  EEEEFRRETATRKEIBAN,
E2EESSRSERESHFRPEARERE,

222 B

N

REWEXE
SERAFRRE FERRMREFENHRGE, ABRRNBA MRS S B ERIBSTH MR
FigENWHMERE , A TRSBURETY,

RERASEERESREENMERMEBELN,
B
/N son
FERE, £, £ERIFHBRERINNAREESHRBEETHNE,

REJRREBHNRE, &5, EBRIFHNAGetingelFEHERA R HLGetinge
AEZNERBRSERA R KR,

2.2.3 *

s
byl
ARARLKTERENXRS. TSBRBEM.

RAPFFREAFARBARER HANN L. HBFAYE , XA EENRITR
il

[:> i

LUCEA 10-40
22 /40 IFU 01701 ZH-CHS 15



2o 3

3 e iz O

AFEmTEEEEED,

LUCEA 10-40
IFU 01701 ZH-CHS 15 23/40



4 BERBE
FERANNEERE

4 8 77 3%

4.1 FRAINBEERE

RENTEY

1. RERFZEDESHES 25 HALETR
.

2. RERFRBHIARRIEZRIAR,
3. WMBERE , BRABRRZFZFHI.

RAREM
1. BIREABNRE , RE—TRENLHN
PERE,

> REBEBENEBEMRT BB,

2. REBRRAEERREEREEEERE
#, B RERBRERK.

3. WMARE , FHRRAEAZEGT.
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LEDZh&E
1. AT HEEs8EE FHON/OFFIRM |, 55
Fﬁﬂﬂxz?é-l_o

2. RELEDAHREMEELEE,
3. MERE , BRIABARAIERT.
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80 cm}tipER d,, 18 cm +3cm
=Y 4,500 K + 450 K
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BAERE (E,.) < 350 W/m? -
BeRIES 3,9 mW/mz/lx +0 .4
SR < 0,7 Wim? -
* 15: Lucea 40t S 431E
9.2 S ASHE
HHE LUCEA 10 LUCEA 40
e s E 100-240 VAC / 50-60 Hz | 100-240 VAC / 50-60 Hz
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Th¥E 14 VA 40V
LED¥5 % > R#ETM-21:2012 , 60,000/ 8
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9.3 Ml tE
RHE LUCEA 10 LUCEA 40
THES 0.8 kg 1.85 kg
TR R~ 223 x 175 mm 337 x 214 mm
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® B®Bi
L curnussmussngnrESaEDNG  —BTHEL  RESATE
EEEICES TS
ik R Wik % SESE R{E
TEHONKSENE | EN 55011 GR1 CL A 0.15~0.5 MHz 79 dBpVv QP
66 dBuV A
0.5~5MHz 73 dBpVv QP
60 dBuV A
5~ 30 MHz 73 dBpVv QP
60 dBuV A
B RN E EN 55011 GR1 CL A® 30 ~ 230 MHz 40 dBuV/m QP 10m
230 ~ 1000 MHz 47 dBuV/m QP 10m

£ 19: BH3RAM (EMC ) 58

MR EH WK 5 *E HBEH . BRENIRE
BEMEBERINY EN 61000-4-2 E=ah 0+ 8kV
=R +2; 4; 8; 15kV
SR BRI E S L E N R EN 61000-4-3 80 MHz, 2.7 GHz
3 V/m Mod AM 80%/1kHz
ToLk 51 mET =
9 ~ 28V/m Mod AM 80%/1kHz
BRIRRTAELEPOPERILE EN 61000-4-4 AC : + 2kV - 100kHz
10 >3m : + 1kV - 100kHz
BRNIE EN 61000-4-5 +05; 1kVERE
+0.5kV, +1kV, + 2 kVitiE
BRAESNIE EN 61000-4-6 150 kHz, 80 MHz
3 Veff Mod AM 80%/1kHz
ISM
6 Veff Mod AM 80%/1kHz

#20.  EEEAM (EMC) FH

3
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