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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

- EN'I1SO 13485:2016, 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
CISPRT(EN 5501) Complies LHE 7| S0lI2t RF OflL{X|E AtEELICE
(Group 1, f2kA RF YZ&2F0| 0jR SoH
Radiated Disturbance Class A) QIFst ¥ Xl’ erloﬂ O'i[['lon_l' = °E|99|X| %’-’ﬁLlEl-‘
CISPR 11(EN 55011)
Harmonic
current Complies
IEC 61000-3-2 FNHE HE0| SE== N MY T HEL3
N HEE P 2 AIM 0]2/9|
Voltage fluctuations and flicker Complies DE ANHECE Mgt 7|7|LICY.
IEC 61000-3-3 P

4.3 TR | Lid

0] 2|F Ftl=MZE o= AlQ &B0f|M ALZSL== MIZE|USLICE

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct : + 8 kV Contact
Discharge(ESD) +2kV, x4KkV £8 kV, 15KV Air Complies
IEC 61000-4-2 Indirect : = 8 kV HCP/VCP
RadioFrequency | 3/ @ g0 MHz ~ 2.7 GHz .
Electromagnetic Fields 80 % AM at 1 kHz Complies
IEC 61000-4-3 °
Frequency (MHz) Modulation Immunity Level (V/m)
385 **Pylse Modulation: 18 Hz 27
450 *FM + 5Hz deviation: 1 kHz sine 28
710
745 **Pulse Modulation: 217 Hz 9
780
s 810
Proximity fields from 870 **pylse Modulation: 18 Hz 28
RF wireless 930
inati 1720 i
communications 1845 **pylse Modulation: 217 Hz 28 Complies
equipment 1970
IEC 61000-4-3 2 450 **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 . . A
IEC 61000-4-4 Test voltage £2kV £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: £ 05 I.<V, £1 KV, £ 2 KV
RF Continuous 3V @ 015 MHz ~ 80 MHz
Conducted 6 V @ 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 .
L Complies
Variations . Voltage Variati
IEC 61000-4-11 ottage Variations
Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61
09
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TAAZ| mm 700
IEAALO| X (LK A) mm 80 x 35
IHEALO|X (2EH B) mm 100 x 45
IHE AtO]= mm 150 x 80 PI=ES
Mo K 4,800
HMM (Ra, Rf) N/A 92
* 25} H|0[E{ = 22417t +10 % YLICH
5.2 H7| Al¥M (EN 60601-1 77240l /712
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= LUVIS C200 H| 3
o AC 12 -18V, 2A @50/60 Hz x|zt Mol g =2
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AcH|H X2t Ho{E ZH 1 13VA / OFRE] 22 : 31VA
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LED HEAD 224 x 123 x 123 16 HEAD
FIRST MAIN ARM +
MAIN ARM 44 SECOND MAIN ARM
WALL BRACKET 23
CEILING VERTICAL ARM ©42.7x733 5
CEILING COVER & BRACKET 115
GUIDE BRACKET + FIX BRACKET
CEILING MOUNTING SET 13.36 jpactisicd
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T

WALL TYPE
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WALL BRACKET

WALL ARM BOLT

DIMMING DIAL
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== - N N SECOND MAIN ARME HH =zl Zgt
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ARM BOLT, CEILING MOUTING SET
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CEILING
2 VERTICAL
ARM
g
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HS AMx| 7to|E HS Mx| 7ho|=
CEILING SECOND MAIN ARM HARNESS2| 7{4lE{2t FIRST MAIN ARM HARNESSE
VERTICAL HAZBICL
ARM FIRST
2ot 4 MAIN ARM
Zzet
ZHEEEI STUD BOLT 4EAQ| §H OFHEL20f| CEILING VERTICAL ARM ZHtE
| 712 Z of2l, /12 LHEZ ™l =Ct.
/\ STUD BOLT 50cm O] A MX| &t 22 X|Z0| 5 4 QloL| &t X0
NDSE= -]
2lof|l A HZE =l HHE{Z FIRST MAIN ARMS| Holedl| 'H=L}.
CEILING SECOND MAIN ARMZ} FISRT MAIN ARME AFElZH 2+0| EHAtsiCY
CEILING -
SECOND =
ARM s
23t
CEILING VERTICAL ARMZ} CEILING SECOND ARM XM F{HIE{Z #| 2t
Ct.
HAHZ|EE (M5x8, 3EA)S AtZlnt Zo| =&t
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x| 7to|1= 8.5 MAIN ARM HX|

rp CHAIRTYPE

CEILING
COVER
Combination

CEILING VERTICAL ARM=} TEXTURE AO|0f] CEILING COVERE SEE&I 2E
£ 0|2 '+' DRIVERE XZ!3tC},

CEILING BRACKET 1E=EE &3 & < CEILING VERTICAL ARMOf| 21
TEXTUREZIX| 22! 7| BRACKET 1HEE 4EAE XO{ELY.

WALL TYPE

A\ MAIN ARM AIX|A| 28H( ELBOW JOINT)O! S2AHS T2|AZ Qi ST $iC},

A\ 28 xz| =l 2Z0| M|E| 2 J2|AS HIEX| 0L, (0] : Hlof, 24))



CEILING TYPE

t71 2l H# #H|0|S HEA F2[5HYAIL.

xS

2[3tALE = 71712 Flg 2B 0[212] MH|AS HHBIX| DHYAIR. 2| REA| XHHS & MHI~

==
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A\ EH

YRIOMA 22lSHIAL.

5.2 T71H MM H1

StCt.
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- ADAPTER

- CHAIR UNIT

1 _ 2 3 _ 4 | 5 | 6 7 8 9 | 10
[ | connector H
D | P L Adapter €200 / ARM
Input: [
m PE N 100 - 240VAC 1
50/60 Hz |
W LED PE = = | Output:
15VDC, 4A 2
<= | Switch
no. | spec | 'o2OM | Housing | Terminal | Description €200/ LIGHT HEAD
1.0 AC Powercord,
1 S 1,500 AC Plug Standard AC INLET
Suare IEC-320-C14
DC Output, Output
2 16 AWG X 2 950 DC Plug Plug:shhxs25x
11.0 mm
SECOND MAIN ARM
3 22 AWG X 2 2540 SMH250.02 veras | poen
4 26 AWG X 2 110 SMH250-02 YST025 | Switch Lead Wire
5 Connector BR-305C-02 5 Wire Connection
i} Connector BR-306C 7, 8 Wire Connection
Potentiometer Lead
7 26 AWG X 3 150 - - Wire (Connection: 6
BR-305C-03)
LED LeadWiire
8 26 AWG X 3 300 SMH200-02 YST200 | (Connection:6 BR-
305C-03) w
1 [ 2 3 | 4 5 [ 6 | 7 8 9 [ 10
1 _ 2 3 4 5 5 7 ] 9 10
[ | connector
D | Pug C200 / ARM
m | PE Dental Chair Power :
12-18Vac
P |Le0 1 L
< | Switch
Lengt
NO. Spec h Housing Terminal Description nNOQ ~ _l_o_._._. Im>U
(mem)
1 Chair Power
= 10 - 18 VAC
2 = B »
SECOND MAIN ARM
3 26 AWG X 2 900 SMH250-02 YsmRs | G
4 26 AWG X 2 110 SMH250-02 ¥YST025 | Switch Lead Wire
5 Connector BR-305C-02 - 5 Wire Connection
i} Connector BR-305C - 7, 8 Wire Connection
Potentiometer Lead
7 26 AWG X 3 150 - - Wire (Connection: 6
BR-305C-03) -
LED LeadWire I\
8 26 AWG X 3 300 SMH200-02 ¥5T200 | (Connection:6 BR- Ll oLl
305C-03)
y “ lf_ i_l. Ty ‘I__
1 2 3 | 4 5 6 7 8 | © 10
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10.1 HEAD CONTROLLER

10.3 9I%|

C200 X2+ =HI|7 ol|= 2IX]

- K| HEXHI = CHo|HS TSI ARBY 4= USLICE
a"y ]
RS R ,
- .
L g
s
‘ YA £ =3 Cloled -Clo|Y 7HHE Edt AE XX
\ J £ 2B O - (AP T A [ itk T B
10.2 HANDLE
L\ HIZES AHE517| Toj| 2hR4t s stolsfiof S|t
HZ0f| #E0| A=K, M= A0 QL=X| 2elsof SiL|Ct
P
c‘ .'
. o
; :
'. ...
.. *
LI TTL )
HANDLE £} HANDLE H|
- Mixt2ol 1E & mi7px| OF2E| £E0|S el - HANDLES H|7{8}7| /8l HANDLES & &LICt.
LICE
- HANDLEO| DHE|0{Q=X] 201517 | 8l 222

oo E2FLCL

7|7 8= (Lighthead)= £%0|E 0|
= RIXIZ OIZAIE £

ot e
o £ op

HI

o kA
ot 0@

oo >+

AN
2[5t Bsto A Y 4= AS.

e
fn

Al&59|9} X342 Z27|7 §|= (Lighthead)2]

™ot 72| : 700 mm

d 50%
’P__ﬁ =, i
45
N o — N2
E 100 \E

d 10%

N
} 80
J

/

! 150
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[0 ASLICE
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2t Amo| Z

oz

/\ FIRST MAIN ARM

X BEAl
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11.3 MAIN ARM SZ}EHQ|
CHAIR TYPE WALL TYPE

(unit : mm) (unit : mm)

1670 0 LBErL

667.0 735.0 _ 6867 0 735 0

165°

165°
/\ FIRST MAIN ARMO|| 242 2712 Z7{Lt IIZX| ORIAIR. A\ FIRST MAIN ARMOI| 2712 2712 Z7{Lt IHEX| DRAI2.
A\ oot EAIE 4TS apsi0] T3 & 22, HZ0| 241 F 4 AL ANEIS, BAE S Zadiol 20 2 32, HiS0l 24 -+ gL
olx| ZTIA| AIIZI OFRL CH2 XHK| 70| ZE© TSHOF 5t QIX| ZHA| AR At CHE FX| 74| S5 T|SHOF S|t
QUK ZHA| AZZ ot CHE FX| 7He] EE2 msHoF STt



CEILING TYPE

15700

B67.0

735.0

A\t BAlE 2t g

9UK| ZHA| AT

2|
o

= Z7{Lt IHEX| DHHAIL.
Eapste] =2 e FR, MIS0| &4 E
it CHE FX| ZHe| =2 TleHof gLt

(unit : mm)

N4 EHME XX
HS AX| 71o|E
oF 7{H H|AH
ZE AR
" 20| (3mm O[8h 2 2 FHHE £a|
/\ R IKIZ stolsfiof H|C}.
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1K OHl9) S A|CHR LHRY
1 27} 3lX|(3mm) 2 YBS L2 3|F4 2 2ES TH(A|CH)
[\ H7H 9IX|Z stolsfof ShLICt,
A\ ¢t F{Ho| 37} IHAE|X| QHE 2 Fo8{of SHL|CY,
/\ EEO| HAHX|X| Q2 Folsiof BH|L}.
El40| 01 1 O
CES- ) o=,

IE S 7t H Hido| ZehE
- 82 HEJL 85 AFZE 2A 3 HOJX|H HIMO| s
ar2| : §2} #X|(3mm)
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- HIM TH 2E AERTFHQIQ Iho| Zop S M| ||E uf 7K 20E
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HE A%| 7}0|= Head |Mount Type Camera Colour Resin cover | Remote control | Adapter
:. I '.' EI:?)E:T: 0= None A=None
. 4= . E N 1= Camera(x30) | S=single 0 = None _ 0 = None
Sl= 1= £ 3 €200 W=Wal 2=Camera(4K) | M-Multi | 1= Resin cover B=Remote control| ; _  japter
AIEE SN o N E=Ceiling P
L M=Mobile

It &%o| 22|

E ZERXE 0|81 HIME =H

A\ =51 B FX| Q== Folsof Bk,

A\ 270] o =7t HIFIX| o7 F=ofshof Bt

IT
13. 14
FIRST MAIN ARM SECOND MAIN ARM HANDLE ADAPTER
' ok JJ
WALL BRACKET CEILING COVER CEILING VERTICAL ARM C200 LIGHTHEAD

5= 3%
HIMEH

§|= tap 1XF 0@l 2Fe| @fX| =l

S|EE ZRE S& o= HIC| HFEES| R |2 2E 1 |F =0l

HM XHEE SZAZSEE 1.5mm S2UHIX|E 0|80 A|ALECZ S2{M MY

HMEH '

A\ 817 B FX| == Fofsfiof ghict




A K32 A

E (C-Series)

HE X 8=

354t XY
DEd . A2[HEH :
Type: AKX
> HR|EA
H3ZAE IR

e X H32|AE= DENTIS 2X| X|F At el AH8E|0{M0F 2=0] QUELICL

DENTIS =2 DENTISO|A|M et 2/e e

FH|off ofs MRt 2| AETE HAHE|0fO0F BiLICE.

o2t HIF2AE

OK

NOK

N/A

Ceiling type

‘CEILING VERTICAL ARMO| NUTZt & &&HE|0f JSLICH

-CEILING COVER BRACKETX CEILING COVER A}0| 2t
LYE(X| SASLICL

Z{0| Efol| StA| THES| nFEof A1

‘CEILING COVER7} 2HIE Xt2|0f =52] 9l0] & FHAIE|of USLICE

-SECOND MAIN ARMZt FIRST MAIN ARMO| SHIEA| & E&E[0] AELICE

-CEILING VERTICAL ARM2} SECOND MAIN ARMO| SH2A| & EH&tz|of Q&L Ct.

-SECOND MAIN ARMO| £t £~ 5|7H0| Z §lo| &3 O|RO{TLICE

Mobile type

-MOBILE BASEO| MOBILE VERTICAL ARMO| SHI2A| & ZH&te|of Q&L Ct.

‘MOBILE VERTICAL ARMOi| SECOND MAIN ARMO| SHIEA| &&= 0 LSLIC.

-SECOND MAIN ARMZt FIRST MAIN ARMO| SHIEA| & E&IE[0UEL|C

‘WHEELO| X o= SEOHX| 2holsof giL|Ct.

Wall type

‘WALL BRACKETO| SECOND MAIN ARMO| MA&M O = ZHALE|0f QU&LICH

‘WALL BRACKETO| ARM BOLT7t HAMO2 HZE|of A&LICH

"SECOND MAIN ARM2t FIRST MAIN ARMO| HAHO 2 HIZE|of A&LICH
IAE

oo

COVER7} 2HI2A| & &HAtg|of Ql&L|Ct

7|5 H3BAE OK [NOK| N/A
‘FIRST MAIN ARMS| A5t Z50| gtotH ZH4HEl X SR Zof UH WHAEKS SXIsta ASLICH
‘FIRST MAIN ARM A8 o174 SZF A| M& 1t ZESHX| g&LICh
M 3 Al 2 Qlo] MALIHE HEELct
DENTAL LIGHTS| LED7} HAM o2 S0{2&= &felsjof iL|Ct
‘DIALES S5t Z7t YAMOZ HsH=X| gfelsjof eiL|ct
-DENTAL LIGHTS| HANDLEO| SHtZ2A| ZAtE|Q=X| folgtL|Ct.
-DENTAL LIGHTS| HANDLEO CRACKO| S AMsHX| QiQb=X] tolstL|Ct,
TOUCH
C500
EX| HES 0|8310] M 27t HAXOR HoH=X| 2holshof ghL|Ct.
C600/C700
‘DENTALHEO| HaX o2 SXsh=X| &olsHof BfL|Ct.
‘RESINHEO| HAMOZ SAISH=X| &telsfiof ghL|ct.
T2l ON/OFF HEO| HAXO = SxtsH=X| Zholsho} BhL|ct.
MOTION SENSOR
C300/C400
‘DENTAL LIGHT T&{0| HAHOZ ON/OFF SEFSH=X| ZHolgtLCt.
20|44 LR[BS I ZZ7} Rotation E|=X|S 2tQlsHof ghLCt.
C500, C600/C700
-DENTAL LIGHT H2i0| HAM O Z ON/OFF SEFsH=X| 2holsiof si|ct.
Options OK |NOK| N/A
-C5002| TOUCH I{'dg 0|85t0f 7tu|2t 7|5 50| MAMO R SXist=X| 2olehof BhLict
OlA 44 A], ZXILHS
No. =HE ZX| g ZXY
1
2
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