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1. 14

* Certification of DENTIS
- ENISO 13485:2016

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

* Applied Standards

- EN ISO 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
- EN SO 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+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

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

- EN'ISO 7010:2019, Graphical symbols — Safety colors and safety signs-Registered safety signs
- EN 62471:2008, Photo biological safety of lamps and lamps systems

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

- EN ISO 9680:2021, Dentistry — Operating lights

- IEC 62304:2006/A1:2015, Medical device software, Software life-cycle processes

- EN IEC 80601-2-60:2020, Medical electrical equipment — Part 2-60: Particular requirements for the basic
safety and essential performance of dental equipment
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Emission test Compliance Guidance
Conducted Disturbance — = jgs

Radiated Disturbance
CISPR 11(EN 55011)

(Group 1, Class A)
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Harmonic current

and flicker [EC 61000-3-3
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Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct: = 8 kV Contact
Discharge(ESD) £2KkV, = 4KkV, £8KkV, £15KkV Air Complies
IEC 61000-4-2 Indirect: + 8 kV HCP/VCP
Radio Frequency 3V/m @ 80 MHz ~ 2.7 GHz .
Electromagnetic Fields 80 % AM at 1 kHz Complies
IEC 61000-4-3 °
Frequency (MHz) Modulation Immunity Level (V/m)
385 **Pulse Modulation: 18 Hz 27
450 *FM * 5Hz deviation: 1 kHz sine 28
710
745 **Pulse Modulation: 217 Hz 9
780
T 810
Proximity fields from 870 **Pulse Modulation: 18 Hz 28
RF wireless 930
communications 1 5421% “*pulse Modulation: 217 H 28 Complies
equipment 188 ulse Modulation: z
IEC 61000-4-3 2450 **Pylse 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 T Voltage AC/DC power ports Signal ports
ast Transients .
IEC 61000-4-4 Test voltage +2KkV +1kV Complies
- 100 kHz repetition frequency
Voltage Power lines
surges Lineto Line:+ 0.5kV, = 1kV Complies
IEC 61000-4-5 Test voltage Line to ground: £ 0.5KV, * 1KV, * 2 kV
RF Continuous 3V @015 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
Magnetic Fields 30 A/m @ 50 Hz or 60 Hz Complies
IEC 61000-4-8




+ Voltage Dips

+ Voltage Interruptions

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°

5.3 74X AtEM

Voltage Dips,
Interruptions, and 0% UT; 250/300 cycle Compli
L omplies
Variations + Voltage Variations
IEC 61000-4-1
Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61
e
5. X|at2 ZH7| 5||E AFFA
5.1 712X AFA (EN/ISO 9680 A0 2|72
- 7|E A
Luvis C500
T £kl Hlx
DENTAL RESIN
ZAIXL Ec AoiEE Ix 50,000 10,000
(@700mm) | =nxE (Ee) | W/m2 <200 <50
2Tt E=0Me R Ix =1,000
Zet 22X 37| mm 7x3
EAAE mm 700
IHEALO|X (LHEEH A) mm 70 x 35 EHH
IHEALO|X (22 B) mm 95 x 50 EHE
IHE AfO[|= mm 160 x 90 2%
M2 K 4,000/4,500/5,000 - My
AMA (Ra) N/A 95 - @ 4,000K
* 215t H|0|E{ = S| A7t £10% YILICE
5.2 H7|X AtEA (EN/IEC 60601-1 7201 2|7{%)
<t
g H2el H|3
AC 12-24V, 50/60Hz, 21VA Without Adapter
C500 Head : DC 15V, 1.5A AC/DC Adapter
- Input : 100-240V, 50/60Hz, 1.6-0.7A Adapter type

- Output : DC 15V, 4.34A

A FOIAE: T SEE MTHE U FX|o HZ sHof BLICH H|of fiof HAUO| ofl FL, HE|ATHHISSH= FE O{”IEIS AHE3iof LT,

=L Zo|(mm) | P|(kg) Hl=
1.6 Head
LIGHTHEAD 284 x 165 x 118 -
1.95 With INTERNAL CAMERA
MAIN ARM - 4.4 FIRST MAIN ARM + SECOND MAIN ARM
WALL BRACKET - 2.3
CEILING VERTICAL ARM $42.7x733 5
CEILING COVER & BRACKET $500%50 115
CEILING MOUNTING SET - 13.36 GUIDE BRACKET + FIX BRACKET + STUD BOLT
MOBILE VERTICAL ARM - 6.5
MOBILE BASE - 19.38 + CASTER 4EA
5.4 7|2t AIEM (BM)
= At Clin]
Type FULL HD (KTNC) 4K (SONY)
Zoom Ratio 30X Optical Zoom 20X Optical Zoom
Min. Object Distance 600mm to 800mm 600mm to 800mm
Image Point Approx. 213 Megapixels Approx. 8.51 Megapixels
1/2.8" _
Image Sensor SONY STARVIS COMS 1/2.5 - Type Exmor R
Video System Full HD 1080p 4K : 2160
Video Output Signal HD-SDI 6G-SDI 75Q BNC
EX|
e /| O
1= Luvis C500 H|D
I SHCERE B S5 S2 (Class|) Adapter
HMAHCZHE HT 53 Non Class Chair unit
2t 5 2hEIo| HlQlo| Ciot H= S5 BHE Head part: IPx0
M L
7. 8X| 3+
27 My
82} #lx| (1.5mm, 2mm, 3mm) AnY %) BN T o, 1ol e BlE e o
"y Eato|H SE(LIE 183 o
"-" E2I0|H HHE MAS I}, SEE(LIAH) DFE o
SLX SIE 1% M ZFS 1K ool 9F |l S
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815E BA

- CHAIR TYPE

SECOND MAIN ARM

A

FIRST MAIN ARM

A

ARM COVER

HANDLE

N

HEAD CONTROLLER ILLUMINATION CONTROL DIAL

-MOBILE TYPE
FIRST MAIN ARM
ARM COVER
- J\————' SECOND MAIN ARM
HEAD v —  MOBILE VERTICAL ARM
HANDLE
MOBILE BASE
> e
_/‘.»;;_5;':;@——> MOBILE CASTER
1 ‘[2_31;23; (@) r
HEAD CONTROLLER ILLUMINATION CONTROL DIAL



-WALL TYPE

SECOND MAIN ARM

r

FIRST MAIN ARM

Y

ARM COVER

WALL BRACKET
HANDLE
HEAD CONTROLLER ILLUMINATION CONTROL DIAL

-CEILING TYPE

CEILING COVER

ARM COVER

" FIRST MAIN ARM CEILING VERTICAL ARM

*  CEILING ARM BOLT

o~ ST
=] |
| -
I
Y
Al

HEAD HANDLE

SECOND MAIN ARM

HEAD CONTROLLER ILLUMINATION CONTROL DIAL
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He Xzl 8.3 MOBILE TYPE
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8.5 CEILING TYPE 2%

HS Ax7o|1= HS Mx|710|12
: — CEILING
) VERTICAL
ARM
HEAD + FIRST MAIN ARM, SECOND MARIN ARM, HANDLE R/L 2y EHHEl STUD BOLT 4EA2| T OF2HEL 0]l CEILING VERTICAL ARM
ARM BOLT, CEILING MOUTING SET TE=0| 7S S of2f | E'L;Egggéﬁ"éq_
A\ 22 % 1120| /2 H2 DENTISE H2BHIAIL.
/\ STUD BOLT 50cm OJA A&t
ME FZS0| D™ S B
GUIDE BRACKETS ZH|siCt.
<2t TYPE> <CAMERA TYPE>
CEILING
) VERTICAL CEILING
ARM 3 SECOND
=3t ARM
¢t
232|E M| H|Z /XS MMt GUIDE BRACKET AlO|= 2ol & =22
THE 10 YIHE giot H=Ct.
CEILING VERTICAL ARMZ} CEILING SECOND ARM ®M HUIE{S K| 23t
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<et TYPE> <CAMERA TYPE>

FIRST MAIN ARM

SECOND ARM HARNESS2| 7{|E{2} FIRST ARM HARNESSE 2

(CAMERA TYPE2 FA|0|E7HX| HASICY)

2|0l HEEI FHUEZ FIRST ARM2| Hole0l| E=LCt.
CEILING SECOND ARMZ} FISRT HORIZONTAL ARME A}XIz}

CEILING
COVER
Hst
=H
- CEILING VERTICAL ARMZt TEXTURE ALO|0f| CEILING COVERE S&& =
EE 0|8 '+' DRIVERZ ZZITITY.
- CEILING BRACKET 1HEEE &3 & < CEILING VERTICAL ARMOf| &1
TEXTUREZHX| 22! F| BRACKET 1HEE 4EAE ZO{ZELCL
etz




8.6 MAIN ARM &%
- CHAIR TYPE - MOBILE TYPE

-
/'/(/ | = 1
- - - \
/ N
1 0
\ e ’I
A\ MAIN ARM A2X|A], 164 (ARM BOLT) 2 28( ELBOW JOINT)OI| Ak T12IAS Qi Ex3tc), AN MAIN ARM 3514, 18 (ARM BOLT)2} 28( ELBOW JOINT)Ol| 2AHS 12| AS g SX3iCt
A\ 22 xp| B 20| MA|E| A IBIAS HIZX| OIA|R. (0f : HIOZ, £4) A\ 22 x| Bl BZ0| MA|E| A IBIAS HIZX| DRI, (0f : HI0Z, £A)



- WALL TYPE

012 HEA| F2IHHAL.
223U = 71719] g 2EAM 0]2|2] MH|AS HASIA| DHYAIR. ZH| ZHA|,

=
=
KHAS 2= AH|A HYROIA 22/HAIL.

- CEILING TYPE

A\ MAIN ARM A2XIA], 164 (ARM BOLT) 2} 25H( ELBOW JOINT)Oll S2AH 2| A QfH| Emtc),

A\ 23t xz| =l 2Eo| AX|El ZQ T2|AZ HIEX| ORAL. (0] : HI0f2], 54l
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10. A2

10.18|= HEES

- X2E ZYY|= dE HEED S TAGIO ALY 4= /UBLICH

,
4000K 4500K 5000K AUTO '
) |
0030 -
Z0OOM FDCUS w/B FREEZE REVERSE
.

lllumination Function
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Head [Mount Type Camera Colour Resin cover | Remote control | Adapter
HS &M
H=Head
. 0 =None
C=Chair . A=None
C500 W=Wall 1= Camera(x30) | S=single 0 = None B=Remote control 0 =None
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E=Ceiling
M=Mobile
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