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1. 14

e Certification of DENTIS
e ENISO 13485:2016

* Relevant EC Regulation: REGULATION (EU) 2017/745
- Hg A

e 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

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

* EN60601-1:2006+A2:2021, 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

* EN60601-1-6:2010, 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

*  EN62366-1:2015, Medical devices — Application of usability engineering to medical
devices

* |EC60601-2-41:2009/A1:2015, Medical electrical equipment — Part 2-41: Particular
requirements for the basic safety and essential performance of surgical luminaires
and luminaires for diagnosis

* |EC62133:2012, 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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4.6 ™Xtao XsHd

4.6.1 ™X}7| qhAp

O olz FHlE U2 2= Al 2B0AM AES=E MEEAS L

—

Emission test Compliance Guidance

Conducted

Disturbance Complies L& 7|508t RF O XIS AR ELICE WatN RF W&

CISPR 11(EN 55011) - -

Radiated (Group 1, 0| O Zom QIFst MAF FH|of oot ZHYE
Class A A

Disturbance ass A) OF|X| Y&LICH

CISPR 11(EN 55011)

Harmonic

current Complies FNHE d20 3=k N ¥Y ¥ HEYIAo AH

{fjtizgozfcfuaﬁons HE Iy U AIM 0|9l BE A|M8OZ M 7|

and flicker Complies 7|2

IEC 61000-3-3

4.6.2 ™MX7] Lid

O olz FHlE U2 2=z Al 2B0AM AESH=E MEEAS L

—

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct: + 8 kV Contact
Discharge( ESD) +2kV,+4kV, £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
odulation

Proximity fields (MHz) (V/m)
from RF wireless 385 **Pulse Modulation: 18 Hz 27
communications 450 *EM Complies
equipment + 5Hz deviation: 1 kHz sine 28
IEC 61000-4-3 710

745 **Pulse Modulation: 217 Hz 9

780

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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810
870 **Pulse Modulation: 18 Hz 28
930
1720
1845 **Pulse Modulation: 217 Hz 28
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 +1kV 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

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,
Interruptions,  Voltage Interruptions

Complies
and Variations | 0 % UT; 250/300 cycle P

IEC 61000-4-11
 Voltage Variations

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

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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5. &=

51 7|28 AF¥AM (EN/IEC 60601-2-41 T+HO| o7&

ol = AN

o I|EA
A Et2|  LUVIS M300 LUVIS M310 H|&
Normal Mode
SMEEZ Ec(@1m) Ix 160,000 160,000
2 ™ HQ % 25~100 25~ 100
IfEIAFO| = (d10) cm 20~ 30 20~ 30
I{ & AFO| = (d50) cm 12~18 12~18
Z #H T (d50/d10) N/A >0.55 >0.55
M (at 20%) cm 150 150
ME (at 60%) cm 90 90
Single color Multi color
A Ch
STE (30 7:”) K 4,300 3,800/4,300/4,800 £300K
A MM (Ra) N/A 95 95 +3
MM (R9) N/A 90 90 +3
With tube % 100 100
10 With one mask % 65 65
<0 With two mask % 55 55
80 -
ok With one mask, at % 60 60
base of tube
With two mask, at 0
base of tube % >0 >0
= AL LA X| m"‘l’/ m 3.51 3.59
X
= EAZXE(Ee) w/m’ 540 540
Endo Mode
SAMIXE Ix 8,000 Ec * 5%

* I}
(=}

_JoF

of ME=

+&st7

(=

P OOIH= 3{82%t7F 10 % YLICH

O —

Al AFEAE 2BME 810 FHAIR.
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5.2 M7|& ArYAM (EN/IEC60601-1 THAO 2|AHEh

- smps ¥

LUVIS M300/M310 TS LUVIS M300/M310 S5

AC 100-240V, 50/60 Hz AC 100-240V, 50/60 Hz
= (3.6 / 1.8A typical (3.6 / 1.8A typical
at AC 115/230 V full load) at AC 115/230 V full load) x 2
=g DC 24V, 8.3A (DC24V, 8.3 A)x2

« =S 9| E(Lighthead) 84

T2 7 H 2
M300 AC 100'2:8 /\é’olgf'l‘q’l VA, Single LIGHTHEAD
LIGHTHEAD _ ,
(Single color) AC 100-240 V, 138 VA, Single LIGHTHEAD with
50/60 Hz CAMERA and BATTERYPACK
AC 100-240 V, 88-117
M310 € 100-240V, 88-117 VA, Single LIGHTHEAD
LIGHTHEAD 50/60 Hz
(Multi color) AC 100-240V, 138 VA, Single LIGHTHEAD with
50/60 Hz CAMERA and BATTERYPACK
HYE{2| DC 14.52 V, 39.2 Ah, 569.18 Wh Lithium-ion Battery

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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53 7[AH ArEAM

CEILING COVER ®605 x 150 2.0
CENTRAL AXIS D170 x 215 0.5 o
MIDDLE COVER X : 2WS S
®110 x 315 14.0
CEILING TUBE
®110 x 415 17.0 2WSE
3P+3P+3P
3Fold 31.0 3P+3P+WS
(1000/850/700) )
WS+3P+WS
CENTRAL AXIS
2Fold (850/700) 19.0
SA300 1Fold (850) 12.0
SA300 LCH1
937
SA300 LCH2
SPRING ARM 8.0
SA300 STD1
900
SA300 STD2
3Axis
LIGHTHEAD 600 X 600 125(13.5) (Camera : 1kg)
M300/M310 2Axis
600 X 600 10.7(11.7) (Camera : 1kg)
MOBILE STAND - 62.0
LxWxH:
BATTERY PACK 244 x 164 x 120 3.8

* PLUG TYPE : 3P Plug(3P), None Plus(WS)

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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ot BlEo| P4

SA300(3P, WS) 3 Axis

SA300(3P, WS) 2 Axis

STD1 STD2 LCH1 LCH2
w A A
14-21kg 125-204Nm
M200, ji @
M210
9-15kg 91-136Nm
M300, @ @
M310
9-15kg 125-204Nm
L400, ﬁ @
M400
14-21kg 125-204Nm
« SlCo| FYS D2stel AZY Yol |B LTS OISR WH|SHYAIL.
Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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VLUVIS

55 A= okt Mol 3/
AC2000(W/S) 2 Axis-Mobile(W/S)
3 Axis-Monitor LCH1 LCH2
REF 1938769
: AA910,N,nEwS,
9-15kg,R9010 EE EE
é 125-204Nm 91-136Nm
max. 15 kg
< £4 g0l 87 BNYS YOSt XS
5.6 LIZA FHH2HSd) AFEA
g Arf 7|
Image Sensor 1/2.8" SONY STARVIS CMOS
Zoom Ratio 30X Optical Zoom
Image Point Approx. 2.13 Megapixels
Min. Object Distance 800mm to 1100mm
. Full HD 1080p, 1080i, 720p,
Video System 2201
Video Output Signal HD-SDI 75Q BNC
5.7 7|E} §%
T+ LUVIS L200 H| 1
HAo==Eo BT 53 152
Hiz~ gl "EX|O| XIQlof| CisH BEs S2 HE Head part: IP42
2o 2 AFEAHEENM EHZE
Of MIZ& ALESH?| T HIEA| AFEXAF HBME Ol FHAIR.
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7ls

[-.:,-......:g:]

(¥

) (8) (¥)

LUVIS M300/M310

o ™Y On2 Al7|7] Y8 F=21, Offst7| QI8 2%
T &l (Standby)
7t £20 &,
On/Off HE
/ . Llight 7} OnEl® #|20| M&E MHoz 7
« Z CHAE ZHSY| Yl HHEXNOE J|IE F£E.
«  HX|I§<(Touch panel)Zt LED EA|S
Zt 7lsd CHA e Z6THAO X =H
ZE HE + & 6THA 9| Light Field =&
e = 3JIX|Q| Mer: XH :3,800K / 4,300K /
4,800K
o XL THA :6THA
A0 2E HE + Light Field TtA : 6LHA
o ML CHA :4,300K
o LS EMjOiCt YEID EQF Endo 2 =7 EZ(Toggle)
Endo 2C HE . = =099

d

Smart Sensor
On/Off HE

4712 Smart Sensor =& B E

22
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LUVIS M300/M310

N

A'

Ar
4 |5 |=1
~NO Klo o
i o H o
_H.H_H _H.H_H ._Loﬂ <
5o 5o w1
K4 N
ulo ulo ot
X X 7
<+ <+ T
s s
i) i) )
< T £
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it B{x] HEE2 Hof mf'd

LUVIS M300/M310

@ ZE AE HE . X DS (a3h
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MAIN . Wall
HEAD HEAD_2 Arr_n Mount type Spring Arm Camera Controller Battery
Axis
N=None S=Single Ceiling
L200
A=L200 D=Dual ceiling 0=None 0=Without CAM 0=Without
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B=M310 | 2=2Axis | T=Triple Ceiling S= SA300 1=With Internal 0=Without WC
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M300
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