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1. 14
e Certification of DENTIS

EN ISO 13485:2016
Relevant EC Regulation: REGULATION (EU) 2017/745
* Applied Standards:

* ENISO 15223-1:2016, Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied — Part 1: General requirements

*  EN 1041:2008/A1:2013, Information supplied by the manufacturer with medical devices

* ENISO 13485:2016, Medical devices — Quality management systems — Requirements for
regulatory purpose

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

* EN60601-1:2006/A1:2013, Medical electrical equipment — Part 1: General requirements
for basic safety and essential performance

* EN 60601-1-2:2015, Medical electrical equipment — Part 1-2: General requirements for
basic safety and essential performance - Collateral standard: Electromagnetic
disturbances — Requirements and tests

* EN 60601-1-6:2010, Medical electrical equipment-Part 1-6: General requirements for
basic safety and essential performance — Collateral Standard: Usability

* ENISO 7010:2019, Graphical symbols — Safety colors and safety signs-Registered safety
signs

* EN62471:2008, Photo biological safety of lamps and lamps systems

* EN 62366-1:2015, Medical devices — Application of usability engineering to medical
devices

* |EC60601-2-41:2021, Medical electrical equipment — Part 2-41: Particular requirements
for the basic safety and essential performance of surgical luminaires and luminaires for
diagnosis

* |EC 62133:2012, Secondary cells and batteries containing alkaline or other non-acid
electrolytes — Safety requirements for portable sealed secondary cells, and for batteries
made from them, for use in portable applications

e |EC 62304:2006/A1:2015, Medical device software, Software life-cycle processes
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5.2 MX}7| At

O] olz FHl= T& 2= A2 2HFUM AESI= = M EAUASL T
Emission test Compliance Guidance
Conducted
Disturbance . L& 7|50)0F RF O X|2 At2StL|CE [}2}A RF 2=
CISPR 11(EN 55011) | COmPlies Tooe T -
. (Group 1, 0| Oj? Ron st MAL FH[of ofgt Zhde
Radiated Class A)
Disturbance S 7K gt&LICt
CISPR 11(EN 55011)
Harmonic
current Complies =718 HE0| 225 X MY M3 HEQI0 X
[EC 6100032 _ M8 7P 9 AY ojglel BE A|MBOR M 7
Voltage fluctuations
and flicker Complies 7| 2HC.
IEC 61000-3-3
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5.3 MXt7| e

O olz FHlE T2 2=z Ald 2B0AM AES=E MEEAS L

— —

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct: £ 8 kV Contact
Discharge( ESD) +2kV, x4 kV, £8kV, £ 15 kV Air Complies
IEC 61000-4-2 Indirect: + 8 kV HCP/VCP
Radio Frequency
Electromagnetic | 3V/m @ 80 MHz ~ 2.7 GHz Complies
Fields 80 % AM at 1 kHz
IEC 61000-4-3
Frequency Modulati Immunity Level
(MHZ) odulation (V/m)
385 **pulse Modulation: 18 Hz 27
450 *FM )8
+ 5Hz deviation: 1 kHz sine
710
745 **Pulse Modulation: 217 Hz 9
780
. . . 810
Proximity fields 870 **pylse Modulation: 18 Hz 28
from RF wireless 930
communications 1720 Complies
equipment 1845 **pylse Modulation: 217 Hz 28
IEC 61000-4-3 1970
2450 **Pulse Modulation: 217 Hz 28
5240
5500 **Pulse Modulation: 217 Hz 9
5785
** The carrier shall be modulated using a 50 % duty cycle
square wave signal.
* As an alternative to FM modulation, 50 % pulse modulation at
18 Hz may be used because while it does not represent actual
modulation, it would be worst case.
Fast Transi Voltage AC/DC power ports Signal ports
ast Iransients Test voltage +2kV +1kVv Complies
IEC 61000-4-4 - 100 kHz repetition frequency
Surges Voltage Power lines Complies
Line to Line : £ 0.5 kV, £+ 1 kV
IEC 61000-4-5 ’
Test voltage Line to ground: + 0.5 kV, + 1 kV, % 2 kV

Professional LED Light System for All of Surgery Application
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RF Continuous

3V®@ 0.15 MHz ~ 80 MHz

Conducted 6V @ in ISM bands between 0.15 MHz and 80 MHz Complies
IEC 61000-4-6 80 % AM at 1 kHz
Power Frequency
o 30 A/m @ 50 Hz or 60 Hz .
Magnetic Fields Complies
IEC 61000-4-8
» Voltage Dips
0% UT; 0,5 cycle At 0°, 45°, 90°, 135°, 180°, 225°, 270° and 315°
0% UT; 1 cycle and 70 % UT; 25/30 cycles Single phase: at 0°
Voltage Dips,
Int "  Voltage Interruptions
nrerruptions, 0 % UT; 250/300 cycle Complies

and Variations

IEC 61000-4-11

» Voltage Variations

Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61

Professional LED Light System for All of Surgery Application
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6. M= ArFA

6.1 7|&X AFAAM (EN/IEC 60601-2-41 TH+ZHO| o7&

- IIE MY

TE The E100 H| 11
SMZE Ec (@50cm) Ix 30,000/45,000/60,000
zE ZH HO % 50~100
IfEALO|= d10 cm 17
M2 (3 levels) K 3,500 / 4,000 / 4,500
M Ra N/A 95

« 2t H|Oo|H = 32X £10% YLICH

6.2 H7|& ArYAM (EN/IEC60601-1 THAHO 2|HEh

* TECHNICAL DATA

T LUVIS E100
x4 740 21 AC 100-240 V, 50-60 Hz, 0.6
A
EHAY DC15V, 1.67 A
ADAPTER
SEud Max 25 W
Wall Plug-in SMPS
(Interchangeable Blades)
E100 Rating AC 100-240V, 28-46 VA, 50-60 Hz

Professional LED Light System for All of Surgery Application
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6.3 7|AHIA ALAA

. 2AYE

TE 27 (kg)
E100 &E + 1X &£ & + 2K} = & 1.9
DHY AHE (ZHY =% 2F + BASE) 48
CLAMP 0.5
WALL BRACKET 0.5
CEILING BRACKET 1.0
CEILING VERTICAL ARM 46
* LIGHTHEAD Size : 250 x 246 mm
=
7. EH
= LUVIS E100 H| 0
M7|18 5402 BHO 22 52 252 (Class Il
gt~ 9l ghEIo] A0 LSt B2 S5 HE S| 25 P43
G| =51
8. dX| 3+
37 Ck
|2t X 2E X
“+" E2}o|H 2EE dXg
“.m E2o|H 22 X uj

9. NI AX]
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B3

o

91 H

E100 HEAD BOTTOM

Module REFLECTER
SAFETY COVER

LED LENS
BOLTCAP

E100 HEAD BOTTOM

E100 HEAD TOP

CONTROL PANEL

o)
& KNOB1

TOP COVER

Professional LED Light System for All of Surgery Application

19



MOBILE TYPE

FIRST ARM

|

E100 LIGHTHEAD SECOND ARM

KNOB2
KNOB3

/)'VERTICAL ARM

BASE
e W

WEIGHT +— |

M12 KNOB +— L

Professional LED Light System for All of Surgery Application
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CLAMP TYPE
FIRST ARM
A
LIGHTHEAD SECOND
ARM
CLAMP &4 E
WALL TYPE

FIRST ARM

E100
LIGHTHEAD SECOND
ARM
WALL & E
BRACKET

Professional LED Light System for All of Surgery Application
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CEILING TYPE

E100 LIGHTHEAD

FIRST ARM
/ . CEILING ARM

SECOND
ARM

CEILING BRACKET

Professional LED Light System for All of Surgery Application
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9.2 MOBILE TYPE A X]|

2

x| 7tolE

S= 9 RHY 2ES 2ol

- =AY 1EA

- H|O]A 1 EA

- JHAE 5EA

- HIO|A WEIGHT 1 EA
- M12 KNOB 1 EA

2HY EX|
- 3o Ao =3 &
- DHHO| ofzf &
WeightE 2022

ot
<
N
7~
z
®)
(o)
Hu
By
ox

E100 Lighthead + Head ARM A X|

- 3t Qo HARNESS HOLDER & istD
KNOB32 0|83}10f n7HA|ZICE

- Lighthead + Head ARMZ 2HIY 2t

=
ZAstst £ KNOB2E 0|83t0f 7FA|ZICH

23
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9.3 CLAMP TYPE A X|

Hs AX| 70|12

sl= S CLAMP BE& =9
- CLAMP 24| 1 EA

- CLAMP E2t2l 1 EA
-M3 x6mm1EA

- KNOB3 1 EA
- KNOB5 1 EA
CLAMP AX|
, - CLAMP BRAKETS fst= 20| MX|
- KNOBE A|AEtEo 2 =2 CLAMP BRAKETS
ks
E100 Lighthead + Head ARM A X|
- Lighthead + Head ARMO| §0{Z 7+ 2[X| =
3 O| '<'5 AI-Ol
- KNOBE AAHEo =2 =2{ CLAMP BRAKETS
_Tl_x-l
X et S Al
4 - ZME OHHE HZStD MAZ 217t
- AEED MY ONAIZ & ZHE AAL
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9.4 WALL TYPE A X|

Hs AX| 70|12

5= S WALL 22 ol
- WALL E2}3 1 EA

- M8 x 40 mm 3 EA

- KNOB5 1 EA

WALL BRACKET A X|
2 - WALL BRACKETS st= =0 AX|
CHEHS

- 82 2EZ 0|80 EHERSHA D

E100 Lighthead + Head ARM A X|
- Lighthead + Head ARMO| =0{Z & 2|X| =0l

_'<'>‘: AI-OI
- KNOBE A|AY22 2 =2 WALL BRAKETZ 1 F
A 2t: 2 A
4 |- ZHEO OfHHE AZASL TS 2t
- 7EER M2 ONAZI & =EE A

Professional LED Light System for All of Surgery Application
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9.5 CEILING TYPE A X]|

M A% 7hoj=
8= % CEILING B#EE =l
- CEILING #=% 2 1 EA
, - GUIDE 222 1 EA
- STUD BOLT 4 EA
- CEILING #HH{ 1 SET
- CEILING #H 222U 1 SET
CEILING VERTICAL ARM ASS'Y 2t
2 | CEILING VERTICAL ARM ASS'Y A&
(230| A=K =92
CEILING BRACKET ASS'Y &0l MM AA
- CEILING VERTICAL ARM Harness and
3 CEILING BRAKET Harness ¢1Z
-M5XL8 24 2EE 17
E100 Lighthead + Head ARM & X
4 | -Screw 7+ =9l
-M5XL10 &4 £EE 17
Mo A4
- CEILING BRAKET Harness, E100
5 | PRODUCT o1&
- 7{4/HHE BRAKETZ0| €2 = ARM
HOUSING CAPS E&
Mo A4
6 | - ADAPTER harness , CEILING VERTICAL
ARM harness ®Z
Ceiling Cover AX|
_ CEILING COVER BRACKETS A|1H
- CEILING COVERE BRACKET #l0f =&
- YA =0|E ZHSHH HX|
srogz Ay | |\SEEs I
8 |- 2ME0 OfYEE AZsin MAS Y ?\ T
_HEEZ2 HUS ONAZ B XS ZA =N
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10. 87| &AM

A\ EE e ——

H2|(212) 2M2 ©E 7ISXT +=d8d = ASHCL

o] Flg 23AM 0|22 MHAE FABHA| DAL,
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11. AFE

11.1 §|E HEEZ

« TERE XHES2 §E HEEZE =TS0 ALBE = ASLCE
HS = 8% % 4%
©) AHIHO| HE e on/off
) EEXH HE 3 B4 =& 75 : 30,000/45,000/60,000 Ix
® Mo 23 HE 3 ©HA =F s : 3,500/4,000/4,500 K
11.2 9%

E100 X122 XHE §c 2K

MODULE

@ ’L s

~ ¢ LEDLENS 50cm
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