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* 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
- EN1SO13485:2016, Medical devices — Quality management systems — Requirements for regulatory purpose
- EN ISO 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

- 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

- [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
CISPRTI(EN 55011) Complies i 71550/t R OflL{X|2 AR BILICE,
(Group 1, MH2fA RF 2H=2F0| 02 Ol
Radiated Disturbance Class A) QI st MAF EH|of ofrst ZHY = LOF|X| Qr&LICE,
CISPR 11(EN 55011)
Harmonic
current Complies
IEC 61000-3-2 FHE HEM SZ=l= X MY MY HIEL 30
xlui HAE 7 gl AJA 0]Q|9|
Voltage fluctuations and flicker Comblies A8 2 Xt 77| L Ct.
IEC 61000-3-3 P
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Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct : + 8 kV Contact
Discharge(ESD) £2KkV, x4KkV, =8 kV, x15KkV Air Complies
IEC 61000-4-2 Indirect : = 8 kV HCP/VCP
Radio Frequency | 3y @ 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 93200
communications 1845 **pyse 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 R R .
IEC 61000-4-4 Test voltage +2kV £1kV Complies
- 100 kHz repetition frequency
Voltage Power lines
Surges Lineto Line:x 05kV, £ 1kV Complies
|[EC 61000-4-5 Test voltage Line to ground: 1'0.5 i(\/, 1 KV £ 2KV
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 1kHz
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; 1cycle and 70 % UT; 25/30 cycles Single phase: at 0°
Voltage Dips, + Voltage Interruptions
Interruptions, and 0 % UT; 250/300 cycle )
. Complies
Variations . Voltage Variati
IEC 61000-4-11 oltage variations
Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61

51 7|5 AF2A (EN/ISO 9680 201l 2| 7%

71 AR
LUVIS C300/C400
22 ce| H|2
Ed HIxF{H Violet #l =7
SMXE A= Ix 30,000 25,000
Ec (@700mm) | =xpox|(Ee) | W/m? 100 85
SIXp 0N = % =1,000
Zst J=IXH 37 mm 12x8
ZAAzE mm 700
THEIALO| = (LHEES A) mm 65 x 40
IHEIALO| X (IR FEH B) mm 90 x 60
THEIALO|= mm 150 x 90 IEES
Mo K 4,300 5,000
SIAHA (Ra, Rf) N/A 85 90
* 25t [|0|E{= S22t £10 % YIL|LCE.
5.2 F7|X AF2AM (EN 60601-1 20| 2|7{Eth
- 84
- LUVIS C300/C400 H| T
= AC 12 -18V, 2A @50/60 Hz x|zt Hojg 2
ole:
AC 100 - 240 V. 50/60 Hz 1.5A at 115 VAC OMEtE| 2
2AH|HH X|Zt M| ZE : 14VA OF=HE| BE : 33VA
A\ T2 T3 Figh & 29l Fx|of 2 efor BT,
Ko K] M0 Ot-l AL, DENTISZt M| S 6h= HE ADAPTERE AH24dlof 2iL|Ct.
5.3 7|AIA AN
= X14(mm) 27(kg) Hlx
LED HEAD 208 x 180 x 80 16 HEAD
FIRST MAIN ARM +
MAIN ARM 44 SECOND MAIN ARM
WALL BRACKET 2.3
CEILING VERTICAL ARM ©42.7x733 5
CEILING COVER & BRACKET ®500x50 115
GUIDE BRACKET + FIX BRACKET
CEILING MOUNTING SET - 13.36 + STUD BOLT




6. AI8

6.1 HEAD CONTROLLER

KT |= Clo|AUS A1) ARSE 4 AUBLICH

6.3 SENSOR

-Cjo|ed g S8 £ X
- (A Z=

- 1% ZXIA 2 ON/OFF

- 20 UM X5 £

6.2 HANDLE

A\ HES S| Toj| RS SHolsfof BhLICt,
HZ0 ZE0[ UK, RIEHZ FEHE| 0] Q=X ZHISHOF L.

.0
&
* .
n [ ]
" [ |
1 »
| l ]
" L
. &
*
HANDLE At HANDLE H|AH
- Hixt2iof 0 & mnix| Or2E0| 270IE Hdet - HANDLES M{317| 215 HANDLES T L.
Lict,

- HANDLEO| D HE|ARU=R| 2feI57| {3l 222
o5 =SELIC

Motion Sensor




6.4 ¢IA|

C300/C400 x|t ZHI| 7 &= 2K

i

S
S HANDLE

700mm|

T

-
=

t
t

of kI
o b

g
o

o >

et

o
jr—

HI

=
=

H7| 7 8= (Lighthead)= £%0|Z 0|

It 9I%2 OISAIZ 4 /8.
S

AN
2[5t ol AR g™ &+ US.

WELE

HH%t 72| : 700 mm

[2F X|2H8 Z=H7|T & E(Lighthead)2l

| 90 '

90

| N
Ol
2
im
0x

N
02
nE
ru
|>
ve
uA
Okl
Ofm
=
ot

{

—o O =

A\ FIRST MAIN ARM2 Z2{3t AT2|0] Tete|of QUELICH STt M E m AR oto| ZX}7| oS
i=Ne]

g
3491 S 1 MBI EEIRL



7.2 HEAD ARM EZt 2| 73 MAIN ARM S} &9
CHAIR TYPE

(Unit : mm)

1585.0

667 .0 735.0

I oD
P
'l
3 a
165 <
3 = r*”‘?ij R
-%_} jes 3 i _a
s L /lﬂ:-\.\_‘ . _ ‘ '}_‘-‘_/l F:'_
[t - —= f
W) T | 4
= , 1:::]£T“'- J i
165° !

A\ FIRST MAIN ARMO|| 242 S22 ZALt I1ZX| DRYAI2.

A\ Brof EAIE 24T S Kufelo] T3 8 29, HEO| A4 © 4 AasLict
SIX| ZRA| AT 43} CH2 TX| 710] £E2 3o BLIC
oLt A\ Blof, EAIEI 2T S Zafoto] T3 8 AL, HZ0| A4 E 4 gt
=SHH- 9| ZRA| AT 47} CF2 ZK| 7H0 SS2 3o} BhLict

A\ #10I0[X|= MZe| S5 2|5 LIERHT| IEHYILICE o|0|X|= AX| ®IZE2CHE 4 QL



WALL TYPE

(Unit : mm)
. 1585.0 -
735.0 -
L\‘
. .185.0
166 N
L o
& gt e b
1 Whem R s, TR
M | fCETT —cs ‘-
I\ EY) — = P
_\L. i %E”’ ‘I:Il-
165° [v/ig
/\ FIRST MAIN ARMO|| £H2 S712 Z74Lt IHEX| ORA|IR

CEILING TYPE
1588 0
667 .0 735 0

165
_E:- E:k" \;I_Ili/'
()= e =
M | fC T =2 = ‘-
U SY) e < P

165‘ 7 p I.'I

A\ FIRST MAIN ARMO|| 242 S22 ZALt I1ZX| DRYAI2.

A\ Btef, A 2= Xt

S
K| BYAl 212 0 Lk

(Unit : mm)



8. MA 3 2=

A\ AE 3 BZ Frts o|f AJMOICH 282 T FXIE X[Hsts A2 E7hsHLIch AFSXs Halllel
7101 Z2l5t0] MIFol| hE HE EAE HEHOF RLIC AHEdH= 2fF2| 2 8hdof| Lt 22l= DENTIS

U7 MIEZ ZO|5t0] F=A|7| HEBILCE

MAIN HANDLES| MIA 8! 250 2ot 2| +F2 W2 +F2
Sh= AS MeSte 24 2Ho| H2 HIZR A= 720| gLt
UZYO|Lt mpEo| B2 FUK 0 E2ISHIAIL.

+_>
an

gLt Eol 7kset

—_

Tk

ol

]

Af

A\ 2ol 20| ZEtE|ofRle HI*WIEMROPE N2 SHEEIX| pFELICt.

- 05k 7|4 8L RO, Hast Bloha

8.1 ZH[ MA
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4
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- et 22 HA S 0|83t FX|E MR0| HELICH

- ISID ORE M= B E HHS HOt T ES 25 HARLICH

- ZHS MESH| Tl 2E MA 8 2=H| THZ0| MAEU[=X] 2RISHUAIL.

8.2 MAIN HANDLE At3 M|H

- TZ7F 21t 2 MAIN HANDLES ZI= S0 22[5HA 2.
- MAIN HANDLES S 2= et S0 M 120|4 222 £ A HE
- MAIN HANDLEZS M ZH|of| €0 24 MFE 0|83t¢ TH= Al

Jas
M o
M

il

No. =2 2 (°C) E|2AZHE)
1 AR MIA 20-40 1
2 MIA 20-40 5
3 NA 20-40 2
4 A= 20-40 10
5 A= 20-40 10
6 U= 50-70 90

|23}0] =0f 20|= 0|2 S HAHEHLICH
. /\ Z Al MAIN HANDLE Lioj| o|ZZlo] &

- 22| MAIN HANDLES M| ZH[0l M THL MIX 0] 2= E|A=X] SelSHAIRL.
- MAIN HANDLE L2 5! 2|50i| 0|2 E0| HotAU=X] =l =, 0|2 0| Hot A= 2 A Y S BEHAIR

- HIA 8! A7t 242 E MAIN HANDLE & JQUOZHE| HSEHAA|L.

8.3 MAIN HANDLE +=& M|A
- ZIEJt 2t = MAIN HANDLES X2 S0llM 22[HA|2.
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8.4 MAIN HANDLE B+

20| HESHK| R E SHAI.
MAIN HANDLES| 22 S B XS & A| 1002] 0[ste| B 7| St H&EL|CH
MAIN HANDLES| 22 H7 A| Ot ! 7, tHA0| dhiliet o~ QIEL|CE o|2{sh A7t AX|=H HE AR 5
Tt WASHIAIR,
H2 01 MAIN HANDLE2 AtE5H7| ol B2 A 3 Bt MEE |XIst Y=X| 2elsioretL|ct.

BH2S AREIX| 42 ARZI2 B E MAIN HANDLEO 2| Q=2 FO|SHAAIL.
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oo
Head |Mount Type Camera Colour | Resincover |Remote control| Adapter
gzgﬁ:ic: 0 =None A=None
C300 W=Wal 1= Camera(x30) | S=single 0 = None B=Remote control 0 = None
C400 o 2=Camera(4K) | M-Multi | 1= Resin cover 1= Adapter
E=Ceiling
M=Mobile
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FIRST MAIN ARM SECOND MAIN ARM WALL BRACKET CEILING COVER
—
I
CEILING VERTICAL ARM ADAPTER HANDLE C300 LIGHT HEAD
- (({ =
- —

C400 LIGHT HEAD
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