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1. 14

* Certification of DENTIS
- EN SO 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
- ENISO 13485:2016, Medical devices — Quality management systems — Requirements for regulatory purpose
- ENISO 14971:2019, Medical devices — Application of risk management to medical devices

- EN 60601-1:2006+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

- ENISO 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

- ENISO 9680:2021, Dentistry — Operating lights

- [EC 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
CISPR 11(EN 55011) Complies L& 71502t RF OfIL{X|E AMEELICE
(Group 1, [2tA RF HHE2F0| i Som
Radiated Disturbance Class A) Ot FIX} S0l OfEPt ZHIE 207 |X| QYALICE,
CISPR 11(EN 55011)
Harmonic
current Complies
IEC 61000-3-2 FAE U120 SEE= MTY T HE 30|
M M4 71 8l A|A 0]2]9)
Voltage fluctuations and flicker Complies BE A 282= Mt 717I-LICE
IEC 61000-3-3 P

46.2 TR U

0| 2|z FH|= TE o|= Al 2HH0M ALESI=S HIZHE|ASLICE

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct: + 8 kV Contact
Discharge(ESD) £ 2KV, £4KkV, +8KkV, £15kV Air Complies
IEC 61000-4-2 Indirect: + 8 kV HCP/VCP
RadioFrequency | 5/ @ 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
N 810
Proximity fields from 870 **Pylse Modulation: 18 Hz 28
RF wireless 930
inati 1720 ;
communications 1845 **pylse Modulation: 217 Hz 28 Complies
equipment 1970
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.
Voltage AC/DC power ports Signal ports
Fast Transients Test voltage £2kV +1kV .
IEC 61000-4-4 Complies
- 100 kHz repetition frequency
Voltage Power lines
Surges Line to Line : £ 0.5 KV, £ 1KV ;
IEC 61000-4-5 Test voltage Line to ground: = 0.5 KV, 1KV, £ 2 KV Complies
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
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, . Voltoage Ir]terruptions
Interruptions, and 0% UT; 250/300 cycle .
L Complies
Variations

IEC 61000-4-11

+ Voltage Variations

Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61
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51 7|2 AF2%A (EN/ISO 9680 7+201| oAt

5.4 FtH2t MM (BH)

78 H|
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
Image Sensor SONY SlfFf/lS COMS 1/2.5 - Type Exmor R
Video System Full HD 1080p 4K : 2160
Video Output Signal HD-SDI 6G-SDI 75Q BNC
55E%
=2 Luvis C500 H|1
MI|M ZHOZHE<9 HS 52 53 (Class ) Adapter
HACZREO H 557 Non Class Chair unit
2k~ 5 EEIO| EQo]| et E= S5 HE Head part: IPx0

I|IE ALY
e el Luvis C500 T
DENTAL RESIN
ZAIXE Ec A Ix 50,000 10,000
(@700mm) | =nEE (Ee) | W/m2 <200 <50
2 =0IMe| R Ix <1,000
Zot 22Xt A7) mm 7x3
EIN A mm 700
IHEAALO| = (LHEE A) mm 70 x 35 Ered
IHEIALO| = (25 EH B) mm 95 x 50 Bt
I ALO|= mm 160 x 90 Pl
Mo K 4,000/4,500/5,000 - MER
AMA (Ra) N/A 95 - @ 4,000K
* 33} 0| = 518241 +10% LICH
5.2 ™71 AFA (EN/IEC 60601-1 #40| 2|7Et)
-84
T2 HAYUH H|2
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 Zu: T SFS e A= FX|of| HZ ook eLiCh Hlof FH2| 0| ot B, HE|AT} AISSH= FE Of-EIS Argaiof LICt.
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Focus w/B FREEZE REVERSE

lllumination Function

- LIGHTHEAD T On/Off

1= Z0|(mm) 24 (kg) H|2
LIGHTHEAD 284 x 165 x 118 16 Head
1.95 With INTERNAL CAMERA
MAIN ARM - 4.4 FIRST MAIN ARM + SECOND MAIN ARM
WALL BRACKET - 2.3
CEILING VERTICAL ARM ©42.7%733 5
CEILING COVER & BRACKET $®500x50 115
CEILING MOUNTING SET - 13.36 GUIDE BRACKET + FIX BRACKET + STUD BOLT
MOBILE VERTICAL ARM - 6.5
MOBILE BASE - 19.38 + CASTER 4EA

- 4,000K, 4,500K, 5,000K
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- CHAIR TYPE

1630

(Unit : mm)

0

740.0

x5t A, AVl 2 QIBLICE OJ%| ZRA| ATl otjriE VAN

T OlIR] ol RHS B4 2Lt HELK| DRIAI.
Blo}, FEA|E 2= S ATol0] X5 8 H, MZ0| 24E 49
912 LIEI7| SI2IRILICE O|O[XH= AR RIZTHCIE 4 ULk
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- MOBILE TYPE
Unit :
L om0 (Unit : mm)
340
L
ie
|
& B
165"
[ =

A\ 1xtoiol ol 2742 242 ZIHLF O] DHIALS.
Olof, EA|EI 2T Zufslol K5 8 A9, HEO| A4k 4 AL

BKizIo| FE2 mefop ghLict.

QK| ZHA| ATE] bt CH2

- WALL TYPE

(Unit : mm)

1630.0

740.0

A\ 13tiel 2ol 912 27 LI HHLK| DRI,
Dl_I-gf,EA|E|7|‘E§ |'-6}'O:| |'E x-”E()l I- | ﬂ%l-ll:l:%ﬂ 7E_-|x_| | OI I'J_l_l'l:l'E
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8. MIH 3l B

CELLING TYPE A\ N 3 B2 HR 0|2 AlMOIC CH20R Tl BAIE KIFHs 22 BIHSELIC ASRH HeRlel ©
2710l 22[sto] HZo| (2 TAHS HBsH0F BILICL AHSSH= OFEe| S0 Cgt 2ol DENTIS
17 MIE|R 22J510 FAI7| HIRILICY,

(Unit:: mm) MAIN HANDLES] A& 2 AS0]| 3t Hj2| 222 W 40| AZQILIC 0| 7Kt 2%0|S AIZ
SHe 242 Rt 2 9I50] L2 HIS R B2 220| ELICH
, / TEO|L} TF20| A TRUK0f| 2O[SHIAIL.
R — |
P A\ CH22| 2X0| ZBHE|0{l MAH|ES ALRSHe A2 5125/X| oHLICH,
- s QA U R[4 GASE B
740 .0
8.1 ZH| MIN
19 /A\ F2I0| X{Eh €[04 94T, LIGHTHEAD 7t S28] WZHe|of X7+ 1jah MRS SHIAIR
s NS 9 AS A FUS MBS,
HI% 9l A=HS | IGHTHEADO! X1 2AISIX| OHYAIR.
Al AB0| MLI0| X}EHE|0] QL=X] SHolstD, LIGHTHEAD7} S| W2te|0of Q=X] StolstilAle
HAH 2 ASRIS ZH[BLICH MAFS| 22 HEHH|S| AR XIAS mEMA|R
MRS HEO| Qe HE S Mo HAHHS HA B 02| £22 FHBLICH
HAHIZ A HS 023to] MAE 29|S M320| saL|ct
MR 22 A M 012310 XIS MI0| SALICH
TSI 02 HOZ RE EHES 3o} 028 RS HAILICE
L EES AIRSEY| HO| BE MA U ASH| HOI20| HASIQSK| SIS,
169"
% X o 8.2 MAIN HANDLE X}& M|%{
/ i e - ZIR27} Bt = MAIN HANDLES ZIZ S0l 22|sHA2.
[ ) l—%/ s = = A o N [ [ ox|o
e . MAIN HANDLES B2 M3t 20iM 120[4 HE212 2 9 H 0/2310] &0 20|= 0|2HS XHSLICt.
\ 7= - MAIN HANDLES A& EH|of o] Z4 XIS 0183101 Tk HI%| Z740] w2t MAHS ML,
No g | 25(°C) XA MZHE)
1 APE A 20-40 1
2 NI 20-40 5
3 NI 20-40 2
A\ 1xtoiol o] 2742 2HS LA OHZK| DRIAIL. 4 sz 20-40 10
olop A|E| ZHE S Kalso] K 8 S, 0| 2AHE 4 UBLICH /%] ZHA| Az otujriz 5 s 20-40 10
AHK|Ze| =21 SH_|C|
SAIZE S22 meHor eIt 6 AES 50-70 90




9. A2

- 2A=E[H MAIN HANDLEZ A& FH|0|A 7L MX0| 2t=Z | =X =elst
- MAIN HANDLE L% 5! 9|0l 0|2 EO| HOIU=A] &40l 2, O|ZH0| 5ot = 32 MY 283 Bh=stiAe.

- MIE S AEIL b= E MAIN HANDLE 2 QY= RE BHSSHAIL.
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