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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




5. X|BEXF7| ol|= A

517125 AFA] (EN/ISO 9680 772101 2|743)

SIS
LUVIS C300/C400
22 ce H|2
Ed HIXF{H Violet 2l =7{H
=AXE B[ B Ix 30,000 25,000
Ec (@700mm) | = xtoi|Lx|(Ee) W/m?2 100 85
SR} E0M 2] R Ix <1000
et 22X 37| mm 12x8
ZAHAE mm 700
IHEIALO| = (LIRS A) mm 65 x 40
HEIALO|= (25 EY B) mm 90 x 60
IHEIALO|= mm 150 x 90 yI=ES
MoE K 4,300 5,000
S1AHA (Ra, Rf) N/A 85 90
* 245} O[EH= SIRRAITE £10 % LIC
5.2 F7|X AFEM (EN 60601-1 720]| 2|7{Eh
<k
e LUVIS C300/C400 H|3
o AC 12-18V, 2A @50/60 Hz X|oh Kol 2
= AC 100 - 240 V, 50/60 Hz 1.5A OfEtE 2
2H[HH K|z} HojE 2E :14VA [ OFEHE] B & : 33VA
A\ T2 S3ES St S0l Fk|of A sfof B
K RS2 Melo| Of-l AL, DENTISZt H|&5t= HE ADAPTERE AESHOF BLICT.
5.3 7|AIA AFFM
42 X|4=(mm) 27 (kg) H|22
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. EXl
e 1O
=2 LUVIS C300/C400 H|1
HACZREO Ho 55 5o (Class 1) ADAPTER
HACEZRES H 55 Non-Class CHAIR UNIT

A
o

2} #ix|(1.5mm, 2mm, 3mm)

AZ2 of(2%, 3%) HIM T 0
%

FIRST MAIN ARM &l

u+ll EEI‘O'H'l %E(L—l‘*l‘) _Tl_gfél‘ [[H
ot = St
“-" E2t0|H oF F{HHE M| AL
EE (LA DEE of
Ex HEAD 1= EllM &gt
x

FIRST MAIN ARM &M =& st mj




8. H= &4
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818E H:

CHAIR TYPE

SECOND MAIN ARM
FIRST MAIN ARM T
' —= POWER SWITCH
HEAD HANDLE
WALL TYPE

SECOND MAIN ARM

\ FIRST MAIN ARM

WALL BRACKET b
S|

WALL ARM BOLT —

CEILING TYPE

CEILING COVER

CEILING VERTICALARM <————

.
u

# ——>> CEILING ARM BOLT

—

FIRST MAIN ARM

SECOND MAIN ARM

DIMMING DIAL



8.2 CHAIR TYPE &X|
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1 AbEN
I
HEAD + FIRST MAIN ARM, SECOND MAIN ARM, £Z0| R/L
A\ 2251 1120] /2 AL DENTISR 2121514 AI
x|
2 Al
Mo Q40| Z2iTetS HE|D|E|R HIEA| H|3SHM|S.
A\ mlg greA| nn Etefsfof eiLict
2 o
3 2% o
23
H|o]
4 el
23
%] of AlHO||A], 2 10cm ME 0192 S0 FMM HEt
TS | Zof| MEStEE HMMS e,
/\ FMo| ZIo| 7t BAH| BTtz x| ofA| Z=olsHof BHLICt,

ERERE
/0] °'—Iﬂr SECOND MAIN ARMS| HM ZM gl ¢
AC H2I0| gi= K|zt H|of= OFEE{of| HE
&*ﬂﬁ FUe| HRAS QIEA| 1 ZAsHOF BhL|CY,
A\ OFEE] $1ZIA| 20| Z=o|sf{of BhLiCt.
SECOND
MAIN
ARM SECOND MAIN ARM ¢
A\ EX| H AZEQ| AO|XE HOIBHIAIL.
A\ FMoj| efzio) 7ron|x| ob 2 Z=o|sf{of BhL|Ct.
A\ EZ0| HAHX|X| Q=2 Fofsfof BL|ch.
FIRST
MAIN ARM
2gt FIRST MAIN ARM2t SECOND MAIN ARME 2 (sl Zeh

22l 4] 12

A\ x| H oF SEQ| AIO|XE BQISHMAIL.
FMo|| 2210| 7FSHX|X| QEZ Zo|sHo} BH|CY.
EHO| WAK|X| HEE Fol8Hof ShL|Ct.

BB




8.3 WALL TYPE &X]

Wz M%| 70| Hs Ax] 7to|=
T
L sfol
HEAD + FIRST MAIN ARM, SECOND MAIN ARM, £%0| R/L HH E2f3ll
A\ 2% 9 1120 Ug HL HIE|AR GRS,
2o
52 HANDLE (3 2tol) X3t 2 Het
HIZ 5%t gtol 24
SECOND
3 MAIN
ARM
SECOND MAIN ARMZ =HH Eej3lof| Zgt
A\ EZ0| HHX|X| 947 Fofsof BhLICh,
zM
4 Bl
o1z
FIRST MAIN ARM1} 8| E o] MM &
A\ K0l 24240] F1HR|X| =S Fofsfiof SLiCt,
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8.4 CEILING TYPE &X|

FIRST
MAIN ARM
HSH
=-
FIRST MAIN ARMZ} SECOND MAIN ARME &gt
A\ EEO| HAHX|X| 9| Z=2lsHof BHL|LY.
otz

342 20| (43 BHol) Kt
AE 5% 2ol

H AX| Jto|l=
ERpSy
1 stol
HEAD + FIRST MAIN ARM, SECOND MAIN ARM, HANDLE R/L
ARM BOLT, CEILING MOUTING SET
A\ 22 % 1120| /2 HL DENTISZ H2IBRIAIL.
GUIDE BRACKETS ZH|$tCt.
CEILING
2 VERTICAL
ARM
gl
Z32|E X0 HIZ |X|Z MFStD GUIDE BRACKET AL0|X 2ol
2 7S 1 YIS ot Pert
GUIDE BRACKETE 1185t STUD BOLT 4EAE AbZlut 20| HX|
A\ [¥7t EE 0| Ak
7|2HEAL: | = X|Z X 25H]
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M| 7t0|= HS M| 7t0|=
CEILING
VERTICAL
ARM FIRST
Bt 4 MAIN ARM
Zgt
ZHAHEl STUD BOLT 4EAQ| BH OF2HE 20]| CEILING VERTICAL ARM ZH4t=
ofl 712 = of2H, #I12 HEZ nFs &Ct
/A STUD BOLT 50cm 0|4t M| 2L KZ0| Z52 4 QOL| ME X 20|
ibsi= R
2lojlA HZEI HHEZE FIRST ARM2| HoleOl| 'E=L}.
CEILING SECOND MAIN ARMZ2} FISRT MAIN ARMS AFZlat 20| ZHAFSHCH
CEILING —
SECOND =
ARM = CEILING
zgt 5 COVER
agt
CEILING VERTICAL ARM2} CEILING SECOND ARM F M HHIEE H|Zst
Ch
_ N CEILING VERTICAL ARMZt TEXTURE At0|0f| CEILING COVERE S&% 2
HAHE|Z (M5x8 3EA)§ AREl 20| ZEIBICE EE 0|2 '+' DRIVERE El'é'HZf
B CEILING BRACKET IMEEE X2 & § CEILING VERTICAL ARMO|| ‘&1
A\ ENHEIZE XY Al 37HA0| PYS B UE S ZES K Fstn O S TEXTUREZIX| g2 $| BRACKET TREZE AEAS ZOJZLH
THOI| M ZSHH LIARLO] Y7EX|7| £ L] F=2lBH
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CHAIR TYPE

WALL TYPE

A\ MAIN ARM AIX[A|, 26H( ELBOW JOINT)O! A T12|AZ Q| ST Birt,

[

A\ 28 xz| =l 20| MX|E 2 J2|AS HIZX| DAL, (0 : HI0fZ, 54))



CEILING TYPE

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

o
o

K

M ZEAlL XS HE M~

[
L

tX| oA,

23tALE = 71712 Flg S A 0[2]2] AH|

=2 -d
= 1=

A\ EH

YRIOMA 22lSHIAL.

5.2 T71H MM H1

ot

A\ MAIN ARM AIX|A|, 2¢4( ELBOW JOINT)O S2AH J2|AZ Q| EX2 3

X2| & £50| 2X|E 22 O2|AS HI2X| OFA2. (o] : H|01Z, £4))

st
=

A g
s



- ADAPTER

- CHAIR UNIT

1 | 2 3 _ 4 | : 6 7 8 9 10
[ | connector H
D | Pue L Adapter €300 / C400 ARM
Input: |
i | PE N 100 - 240VAC I
50/60 Hz 1
w LED o m | output:
15VDC, 4A 2
o | Switch
HEAD ARM CASE
Length . _ .
NO. Spec (o) Housing Terminal Description
1.0 mm AC Powercord,
1 1,500 AC Plug Standard AC INLET
Square IEC-320-C14
DC Output, Output
2 16 AWG X 2 950 DC Plug Plug:®5.5x@25
*11.0 mm
SECOND MAIN
3 26 AWG X 2 900 SMH250-02 YETSS | e e ._|_|Td\ o T
4 26 AWG X 2 110 SMH250-02 YST025 | Switch LeadWire
5 Connector - BR-305C-02 - 5 Wire Connection b. w
6 Connector ) BR-305C ) woﬂwmﬁﬁz
Potentiometer
7 | 26AWG X3 150 LeadWire w q
= & {Connection: & _
BR-305C-03) »
LED Lead Wire i
8 26 AWG X3 300 SMH200-02 YST200 | (Connection:6 »
- l N
Sensor Lead Wire ”
9 26 AWG X 3 200 SMH200-03 Y5T200 | (Connection:&
BR-305C-03) »
m ®
C300/C400 LIGHT HEAD
1 [ 2 3 4 5 6 _ 7 _ 8 9 10
1 | 2 3 4 5 6 7 8 9 10
[ | connector
D Plug C300 / C400 ARM
m | PE Dental Chair Power :
12-18 Vac
w LED 1 5
< | Switch
HEAD ARM CASE
Length . _ .
NO. Spec (o Housing Terminal Description
1 ~ _ _ Chair Power
10 - 18 VAC
2 - = . -
SECOND MAIN
3 26 AWIG X 2 900 SMH250-02 YIS | i
4 26 AWG X 2 110 SMH250-02 YST025 | SwitchLeadWire 7
5 Connector - BR-305C-02 - 5 Wire Connection 1 _
6 Connector BR-305C - M. ow_.__ M n..”a..”_._
Potentiometer b. w
Lead Wire
i AW X2 L - - (Connection: 6
BR-305C-03) @ ﬂ
LED Lead Wire _
8 26 AWG X 3 300 SMH200-02 Y5T200 | (Connection:6
BR-305C-03) ﬂ!
Sensor Lead Wire L3
9 26 AWG X 3 200 SMH200-03 YST200 | (Connection:6 *
BR-305C-03) .
*
C300/C400 LIGHT HEAD
1 2 3 4 5 6 _ 7 _ 8 9 10




10. A2

10.1 HEAD CONTROLLER

. K|BBEEI|= Clo|RS TSI ALBE 4 QILIC

10.2 HANDLE

A\ HES N8| &
|

Of S} 2 Siolshor B
RZ0| 20| U=

rnr rz

.

i .
P .
. .
» [ ]
. -
| .
- =
. N
.

HANDLE £} HANDLE A
- ®M|xt2[of] 0 E m{7tx| OFREo| &%0|E Aelet - HANDLES N|AH3st7| $/8 HANDLES &A =L},
LIC}.

- HANDLEO| HE|A{RU=R| 2HeI57| {3l 222
% EHFLCH

10.3 SENSOR

- 122 ZX|A| T2l ONJOFF
- 20 UM X5 £

Motion Sensor




10.4 Q|

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

r

700mm|

i

S
S HANDLE

e > P
- = =.
=3 F—r

K|t Z=H7|7 8= (Lighthead)= £%H0|Z 0| . e

2510] YsH= QUX|Z 0|SAIZ 4= 2. 'ME:H-‘?"Ql' X|2t8 =F7|+ 8| =(Lighthead)2|
HHEsot A2 : 700 mm

ANE2 22[510] BRI ALY = U,

60 { ] 90 A\ FIRST MAIN ARM2 Z2{3t AT2|0] Tete|of QUELICH STt M E m AR oto| ZX}7| oS
I
' — A — - A \ j & UAFLICE ofuf Azt B4 S & AFLCH
e o Y o ol M|~ HERE ZEoto & £ 0 40| Ao ghLTt,

i 90 . ] 150 g




11.3 MAIN ARM SZ}EHQ|

11.2 HEAD ARM SZ} 2|
CHAIR TYPE
(Unit : mm)
1585.0
6670 735.0
<Mt SR -1%> 0
I NP
//

. A

165 < o

Ve 3 o .II".
o~ .I—A) /E_E ; f‘::i B _:
| 5 E L ] i E’é@'. '- = -

Lo : =L

= _ C:;TQ--’-?-.

165° i/

A\ B}, BAIEI 2ES AT610 T3 8 Z2, MB0| 24 2 4 LIt
S| ZHA| AL 7} T2 B 2H0| 52 TfsHob BiLiCt

I.

ok
Lo

A\ 91 0I0[X|= MZe| SX H2IS LIELHT| 2

ILICE O|0|Xl= &X| MSa THE =

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

A\ Btk BAjEl ZE S Kapst
C

K| BYA Az At



WALL TYPE
(Unit : mm)
_ 1585.0 -
~ 735.0 -
1850
: P
165
o o I"._
p=s AP\
I P X Ty
i _‘1|. P )
| & 1mn = I = )
W) T — T
165° wlig

CEILING TYPE

1586 D

667 .0 735.0

165 "
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12. gl Xl

= oo

Head [Mount Type Camera Colour Resin cover | Remote control | Adapter
H=Head
C=Chair 0=None . A=None
C300 W=Wal 1= Camera(x30) | S=single 0 = None B=Remote control 0 = None
C400 - 2=Camera(4K) | M-Multi | 1= Resin cover 1= Adapter
E=Ceiling
M=Mobile

IX
13. 7458
FIRST MAIN ARM SECOND MAIN ARM WALL BRACKET CEILING COVER
—— Vv
[
CEILING VERTICAL ARM ADAPTER HANDLE C300 LIGHT HEAD
/ T f A @ l -
- ——
C400 LIGHT HEAD




A K32 A

E (C-Series)

HE X Z=

354t XY
DEdY . A2[HEH :
Type: AKX
=g HAR|EA
H3AZAE IR

g X M22|AE= DENTIS 2X| X|E M2t el AHZE[0{XM0F 20| JFLICE.

DENTIS =2 DENTISO|A|M #ots 9 e

Aol 2t Af2E 2| AETHHAE|0fMOF BT

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
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