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1. 14
e Certification of DENTIS

* ENISO 13485:2016

* Relevant EC Regulation: REGULATION (EU) 2017/745
* Applied Standards:

* 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

* 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

* 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
e |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

(E:’I';t;;{f'ial?;; sso11) | Complies & 71502 RF OIHAX|S AFSRILICE WatM RF ¢35
Radiated (Group 1, 0| Oj® Ron Qlet MAL Fu[of ofifgh 7hdx A
Disturbance Class A) O7|X| Y& L

CISPR 11(EN 55011)

Harmonic

current Complies | =718 2Z0| SZ=le HHY MY WEYI Y
[EC B1O0D-5-2 S8 7bY 9 A ol2le] RE AIMEOR Hy 7|7
Voltage fluctuations

and flicker Complies 2L

IEC 61000-3-3
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5.3 HX}7| Wd

O olz FH|= H=E 2= Ald SE0AM ALES=SF HMAERASLIC

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct: £ 8 kV Contact
Discharge(ESD) +2kV, x4 kV, £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
(MHz) odulation (V/m)
385 **pylse Modulation: 18 Hz 27
450 *FM 28
+ 5Hz deviation: 1 kHz sine
710
745 **Pulse Modulation: 217 Hz 9
780
810
Proximity fields 870 **pylse Modulation: 18 Hz 28
from RF wireless 930
communications 1720 Complies
equipment 1845 **pylse Modulation: 217 Hz 28
IEC 61000-4-3 1970
2 450 **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 T ont Voltage AC/DC power ports Signal ports
ast fransients Test voltage +2kV +1kVv Complies
IEC 61000-4-4 - 100 kHz repetition frequency
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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
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,
Int "  Voltage Interruptions
nrerruptions, 0 % UT; 250/300 cycle Complies
and Variations
IEC 61000-4-11 » Voltage Variations
Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61

of MEs 2Xlot7| ® HEA 2BME & FHAIR
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A (Ra, Rf) N/A 92
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6.3 7|AH AtLM

= X| = (mm) 2 Al (kg) H| 1
LED HEAD 223 x 123 x 123 1.6 HEAD
FIRST MAIN ARM +
MAIN ARM 3.9
SECOND MAIN ARM
WALL BRACKET 2.3
CEILING VERTICAL 42 7x733 5
ARM
EILIN VER
¢ GCo & ®500%50 1.15
BRACKET
GUIDE BRACKET
CEILING MOUNTING
- 13.36 + FIX BRACKET
SET
+ STUD BOLT
6. 57
= LUVIS C200 H| 2
HACZRHO E3 57 1= (Class ) ADAPTER
HACZEHO H3 55 Non-Class CHAIR UNIT
7. X 3+
27 u

2z ARz 3%

) — o
2t #X|(1.5mm, 2mm, 3mm) N
= FIRST MAIN ARM EIM =3 o

"4 ELO[H ZE(LA) DHY Of

&t HHE MAHY M
SE(LHA) 0™ o
HEAD 1% HIM Z=dg of
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8.1 7% ¥4
CHAIR TYPE
SECOND MAIN ARM
FIRST MAIN ARM
ARM COVER =7
ap
ud
r{l——’ POWER SWITCH
HEAD s

20

HANDLE

DIMMING DIAL
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WALL TYPE

SECOND MAIN ARM

|

FIRST MAIN ARM

WALL BRACKET

WALL ARM BOLT

DIMMING DIAL
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CEILING TYPE

CEILING COVER

CEILING VERTICAL ARM

FIRST MAIN ARM
L~

=" CEILING ARM BOLT
P

SECOND MAIN ARM

DIMMING DIAL
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8.4 CEILING TYPE AX|

k=) 2x[7tol=

1 Zg=l
- HEAD + FIRST MAIN ARM, SECOND MARIN ARM, HANDLE R/L
ARM BOLT, CEILING MOUTING SET
A\ - 2% % 540 92 32 DENTSE ABIALR.
CEILING
5 VERTICAL
ARM
z!

- 232E HEO| ME YXE MESH D GUIDE BRACKET ARO|=
2ol = EEEZE JAHZ 1 YItE Hop d=Ct

-GUIDE BRACKETS 1173} STUD BOLT 4EAS ARZIZp ZH0] AX|

rot
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2| A
2+ 9o

CEILING
SECOND
3 ARM
- CEILING VERTICAL ARMZ} CEILING SECOND ARM FHM FHUEHE
a2 xS,
- AIHE|ZE (M5x8, 3EA)E AtRIL} 20| ZEstrt
- HAHE[2E =8 Al 3740 FHE & x5 ZEE
MAstn ot Sh= FHO| A ZASHH LEAAMO| YILX[ 7] 42
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Z
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8.5 MAIN ARM AX|

CHAIR TYPE

A MAIN ARM AX[A|, 1 (ARM BOLT)Z 2HH( ELBOW JOINT)O| 24t Td2|AZ SFA

EXE ook

4
>

ﬁ O|A}lS
—I*Ms
g XNzl & BF0| 2XE 4% dA2[AE HEX| A2 (0 : HOE, 24)

= [

Ho
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WALL TYPE

A

MAIN ARM 2 X|A[, 2 ( ELBOW JOINT)Of| B4t Jd2[AZ §
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CEILING TYPE

A
E

MAIN ARM A X|A|, 22 ( ELBOW JOINT)Of| At OZ|AZ QFAH EZEE SHCL

4
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A B
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DENTIS

L

.I

-
g

10.1 H7|

CHAIR UNIT

1 | 2 3 4 6 7 8 9 10
[ | Connector
D Plug €200 / C210 ARM
i | PE Dental Chair Power “
12-18 Vac
B |0 1 L
= | Switch
Lengt
N er W i | reaa Description C200/C210 LIGHT HEAD
{mm)
1 4 e % Chair Power
10 - 18 VAC
2 = = = =
SECOND MAIN ARM
3 26 AWG X 2 900 SMH250-02 YS5T025 e Wik
4 26 AWG X 2 110 SMH250-02 Y5T025 Switch Lead Wire
5 Connector - BR-305C-02 - § Wire Connection
6 Connector - BR-3056C - T, 8 Wire Connection
Potentiometer Lead
7 26 AWG X 3 150 - - Wire [Connection: &
BR-305C-03)
LED Lead\Wire | I‘
8 26 AWG X 3 300 SMH200-02 Y5T200 (Connection: & BR- L _ 1 _
305C-03)
_ Ty I_.l_. I_l_ull_‘l_l_l_
1 2 3 4 6 7 a8 9 10

R
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DENTIS

ADAPTER

1 _ 2 3 | 4 | 5 _ 6 7 8 10
[ | Connector H
D | Pug L Adapter €200 / C210 ARM
Input: [
i | PE N 100 - 240VAC i
50/60 Hz !
W LED PE = m | output:
15VDC, 4A 2
<= | Switch
Length . _ .
NO. Spec (mm) | Housing | Terminal Description C200/C210 LIGHT HEAD
.0 AC Powercord,
1 mm 1,500 AC Plug Standard AC INLET
Square [EC-320-C14
DC Qutput, Qutput
2 16 AWG X 2 950 DC Plug Plug:®55x8 2.5x
11.0 mm
3 22 AVIG X 2 2540 SMH2560-02 Y5T025 wwmﬁwﬂmq h.__b_z i)
4 26 AWG X 2 110 SMH250-02 ¥ST025 | Switch Lead Wire
5 Connector - BR-305C-02 - 5 Wire Connection
3 Connector - BR-305C - 7, 8 Wire Connection
Potentiometer Lead
T 26 AWG X 3 150 = Wire (Connection: 6
BR-305C-03)
LED Lead Wire
8 26 AWG X3 300 SMH200-02 ¥5T200 | (Connection:& BR-
— 8 7 3
e Ny ol Ny bl Ny
1 2 3 4 5 6 7 8 10

R

of MEs 2Xlot7| © gt
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11. AFE

11.1 HEAD CONTROLLER

« XIExYF7|= Cjo|H

o . ClO|Y 78S Est =5 =X
f @ co =3 oo g Jlg s xE 8
. J S(AARE) DR 4S5 PR =2 ke
11.2 HANDLE
A
MES AMESH7| Mo EEx S tolsjjof ghuCt,
HEO| €0 U=X|, MCHZE EXE Jq=X| olsfjor ghct,
; :
HANDLE %t
HANDLE XA
= HNAt2|of 27 E 7K O EY & R N
N = HANDLEZ A|AH35H?| ¢/8i HANDLES
To|E Arstct,
ot = St
= HANDLEO| IHE|OAE=X| 215t
ol =22 ™ Z2EFL|CH
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11.3 9K

C200 X1t

x37|7 SIE A%

70cm

o AR X8 =7+ s
(Lighthead)2| &&E2t 72| : 700 mm
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12. AH

i FIRST MAIN ARM
'«»».. . \i >

Q Fo|Mg

FIRST MAIN ARMZ Z 3ot AZFO0| ZE|0f JAGLICE o=t oiME I A2
Of Zxt7] olse & RUASLICE O Mot #y3 Y= + UL
C I:cl:>| x

| Ry |
a9 g 0 MHA HEHRE TS0 B 5

-
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12.3 MAIN ARM SZ} HgQ|

CHAIR TYPE

A\

>

(unit : mm)

1558 .0

666 0 726 0

FIRST MAIN ARMO| AR 2HE ZALE OIEX| oA,

Bl
lo
Rl
o2

orof EA|E Z4EE EDREL0] IE & A2, HEO| &MY 4 ULt
X AMA AZE YT 12 HA| Zho| ZEL meof Fuct
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WALL TYPE

(unit : mm)

i 1558.0

666.0 726.0

A E
FIRST MAIN ARMO|| £AH2 =742 ZALt O1EX| OMA|L.

(=]
oHof, EAIE A48 =a5te] =% g Z2, MEO| &dE = UASLIC
X BEAl 2= Far oE X o] S52 LSoF gL
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CEILING TYPE

1568 .0

726.0

£
h

(unit : mm)

A

FIRST MAIN ARMO|| 2AHZ2 =242 ZALt O1E2[X] OpYAL.

— -1 =2 O I o=
AKX ZEAl A= AL CHE A 42| =2 mlofof Lt
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=

ze 9

.
o

EL S
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13.1 ZH| MIH

A\

O Xtk Z|0f A, LIGHTHEAD 7t 23| dZtz|0of XH7t2
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el
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ol
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13.2 MAIN HANDLE XI5 MIX

XNZ7F 24 T MAIN HANDLES TIE2S0AM 225 A2.

MAIN HANDLES B2t st ZojA 150|A 27
Ol Ol2&2 MAELLCL

Mo
mup
wg
ra
mjo
o
oo
2
Hr
2
Fig

MAIN HANDLES MA ZH|of €0 24 MHE O|&8%t0 ChZ MA =0 w2t MH

g WAL,

No. zH 25(°C) Ha MzZH
1 AP MH 18-35 12

2 RS 46-60 5 &

3 =3t 40-45 30 =
4 M| 24-30 30 =

5 a4z 90-93 10 £
6 Ax 60 30 2

2tEE|H MAIN HANDLEZ A& FH|O|A ALY NEO| 2EE|[REX =QISHAUAIR,

(]
—

MAIN HANDLE LH& % 2|80 O|=ZEO0| HOIJA=X|

MA IS BEstHAIR

Jo

MA 2 AXII 2Z = MAIN HANDLE 2 MQUo2HEE EHSSIAMAIR.

13.3 MAIN HANDLE $5 M|X

46

XNZ7F 24 T MAIN HANDLES TIE2S0AM 225 AI2.

SAMHZE 0|80 MA X0 MAIN HANDLES ZAAMKN 3jAdolof x4 58250t XX
AlZLCH (MAAO et MZRA 2 AHE XEZ2 EFSHMAIR)

£2|2F MAIN HANDLES Y HO|Lt O|FHO0| Zete= A2 EX[st O
2l 1528 ¢ FFFL =520 22 O REgR 21 220 ¢

MAHBIYAIR.

MAIN HANDLE W& S 2[50| o|2 0| HOoIU=A| &2l 2, O|2H0| Hot U= BF
A-”xio |:||-Eo|.AIA|9.

WRet =& 0|83t 2o dx & 2E0| gl MS 0l&st MRO| Hop A= 5t

o
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13.4 MAIN HANDLE B+
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AHESH| Ho
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14. X B2

A\

H21H, 714X ATl ol AA|E[0foF Lt
HHE X7 floh RE /Al 2 &Y Mol = W HEE A2HES 2224

Ct.

o

- HRIE Z, &

o[t &

- A 2l  7ts, MSHS W MAEMS HY

- A HExY7| s=ef HEE ALH Atojo] HZ
- X HEx=Y7| o= 2H s

15.1 R W
s 2HY 2ol s Wy
i 32 HeEx A 5Y MY yEYIAYe e
= XHH|7} RtE | =X| &9l Shi|Ct
1 MAAQX|Z 30X™ME 111 CHA| F{FTA|7] Ht
HRX ¥ BL
7|E} L C
DENTIS HX| 8 AS EEXIO|A FolgtL Ct.
Kat8x2F7] 2t Al222l AHE HEAHZ=
O mHE & Ab _E_ olLlC
5 [} Hn_ oooﬂ —'?'—75175'5.) 7-|E| 700mm|=| | |'
M7t s 82 =X = Al, =2|5tX| OtA|D DENTIS HX|
2 AS EEAOA Z2f HiELCE
X ™HE SIS ok (ot =2 El2)0 Ciol =
X|J__'|'%_7F_%|7| 6'“5 :C;I_ 2I‘—| —|E(E—I—E, Oﬂl_E)—E T |' =]
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16. X{2|ttH

E - 23 S oR s R Hrl22 MEE Ee ZaloHoF LT
L= W2E =LA Z2l3ioF ZLCH
H7| 8|2 pepE T WEE BAE Solor i
SWA ARE OE B0 ABM WS B 4 s
. »AC e O BB Al Ut FRE IR IR DENTIS AIE
EE RUKO BolSHHAlR
17. & HH

-  Mount type Camera Resin cover

H=Head
C=Chair 0 = None ) A=None
S=single 0 = None 0 = None
C200 - W=Wall 1 = Camera(x30) ) ) B=Remote
N M-Multi | 1 = Resin cover 1 = Adapter
E=Ceiling 2=Camera(4K) control
M=Mobile

= 21
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18. 1~ E

FIRST MAIN ARM

SECOND MAIN ARM

L
yy

WALL BRACKET

HANDLE

CEILING COVER

CEILING VERTICAL ARM

C200 LIGHTHEAD

ADAPTER
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AX] §3AgAa

(C-Series)

WV LuvIS

HE 2% 8=

=Xt : AXd
DEy . Al2[YEH
TYPE : 2R
- =PNESE
HAZAE 7
g MAX| MIAZ|AE+E DENTIS AX| X&MLY A AHELZO{XOF 20| USLICH
DENTIS =& DENTISHAIA FetS 2 &t
T

ol H3g2~E

= FHOf clsfMet 2| AETF A 0{XM0F Lt
Ceiling type
°

OK NOK N/A
CEILING VERTICAL ARMO| NUTZ} & E&E[0f QUELICH
® CEILING COVER BRACKETZ} CEILING COVER AtO| ZtZ{O| HEfof A EHErs| 1
e AN EHEX| SUASLICL
® CEILING COVERZt 2HIE Xj2[of| =258 90 & FEE UA&LIT
® SECOND MAIN ARMI} FIRST MAIN ARMO| SHI2H & g0 Q&L
® CEILING VERTICAL ARMI SECOND MAIN ARMO| 2HIZ2H Z FEg|of JAEL
Ct.
® SECOND MAIN ARMO| Zt% =4 3|T0| Z& glo| J&35tH O|FOofFL(Ct
Mobile type
®  MOBILE BASEO| MOBILE VERTICAL ARMO| SHIZ2H E FEt|of QEL|CH
®  MOBILE VERTICAL ARMO| SECOND MAIN ARMO| SHIZH ZAte|of JAEL|ct
® SECOND MAIN ARMI} FIRST MAIN ARMO| SHIE2H & FEE|of UEL|Ct
® WHEELO| &XH oz SZ5X| =Qlsiof gLt
Wall type
® WALL BRACKETO| SECOND MAIN ARMO| FAMo=Z Z*te|0f UELICH
® WALL BRACKETO| ARM BOLT7} Ha™oz HZAZ A&LICH
® SECOND MAIN ARMI} FIRST MAIN ARMO| F&™Mo =z H A0 UAELICE
58
° ¥ MIAHE MX| 2 KEY COVERZt SH2H & H&e|of ASLC
o HE aty HY, FY, #g 59 &40 gEUct
Ol HE2 X517 © EEA| 2HME 90 FUAR
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e HE 2HH0| &4 glo] Z AEELC
= OK NOK N/A
® FIRST MAIN ARMS| &3} Xt50| &
SX5tn ASLICE
® FIRST MAIN ARM &% $HA SZ A
o MY IZ Al &L 20| AR} H
® DENTAL LIGHTS| LED7} HAXoE Fojes &
® DIALS 53l0] ZE7F YANMOZ HSIE=X|
® DENTAL LIGHTS| HANDLEO| SHIZ2H E&tg|U=X]
® DENTAL LIGHT2| HANDLEO| CRACKO|
TOUCH
C500
o HX HEEZ O|&3t0 M 27t
C€600/C700
® DENTALHEO| HYXHoZ FEGHE=X
® RESINHEO| HYXHCZE S St=X
e T ON/OFF HEO| PMHo=z &
MOTION SENSOR
C300/C400
® DENTAL LIGHT M@0| E&XH2Z ON/OFF &
® 2XO0|A ZX|SIYES I =EZ7} Rotation E|=X|E
€500, C600/C700
® DENTAL LIGHT ™ R0| HHX 22 ON/OFF &%5t=4| .
e (5002 TOUCH T{EE 0|83t 7tnigt 7|sS0| H
sfjof ghLct.
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