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* Certification of DENTIS

- ENISO 13485:2016

- Relevant EC Regulation: REGULATION (EU) 2017/745

- 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

- 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

- 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

- 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

- |[EC 62304:2006/A1:2015, Medical device software, Software life-cycle processes

1 03| |2 04
. * Applied Standards:

4 Fo| 9l ZaAfst
3 06| |4 07
= orH

41 XE purpose
5 09 4.2 FX}7| YA

N 4.3 TR | LA
K|22XHI| 5= AFZA
5171E5 MM safety and essential performance
(EN/ISO 9680 7F240f| 2|74%t) 6 10 y P
5.2 ™7 Al Ex|
(EN 60601-1 72{0]| 2|73} -

5.3 7|AIA AFFA tests

8 1
7 10| | HIE X
AX| 21 815Z

8.2 CHAIR TYPE Ad%|

d

9 o4 | | 83 WALL TYPE x|

8.4 CEILING TYPE A%
Mo AM 8.5 MAIN ARM 41|
91%7| ANE - EN ISO 9680:2021, Dentistry — Operating lights
10 27 1 29
A8 ek
10.1 HEAD CONTROLLER 1M1 Y WHA TR (ZEAFS
10.2 SENSOR 11.2 HEAD ARM S&} Q|
10.3 HANDLE 11.3 MAIN ARM SZ} Q]
10.4 2|X| M4 M TH
12 35|13 35
oY gy TNz




/Ol 2|2 ZH|= HME o2 Al SHAHAT ALZSIE S HAE|UE HH, 4
S.) 0| 2|Z FH|= TAm} Yol Aot oy BES Eohs 24 B DF0F = TH(0| AHESH| 218 A
YLICH 7t X2 ALEAF EEAM Q| "HAIL Ketd” LIS 2QlotAl7] HgL|Ch

/N FXHIE SR 015101 0] O] 2 HH|= HeMA = HsfslZ elsto] fMTst S2tg XafjE 4 ABLICL

/\ 0| 2|2 ZH|o| Fxtut Xhent kol gke 0jE & U= ZE Ho|E1} 2|t Zo|o| 5= #|0|
DENTISO]| 2|3l W H|=|0{OF BHL|Ct.
0] o|2 HH|E= Q== AL S EHOM MIBQ| HAAIR S SXIELICL

i

oA

tH|Q| EhAL E42 4] X[ 2L HY (CISPR 11 Class A)OllA AFZ3E7(0f| Mgt etL|CE =4 2HE0f|M At
B% (CISPR 11 Class B7t 27&|i= E?) 0| FH|= 24 Fote S MH|AS HES| E251X| R &
L|Ct. FHIS THEHX|SHALE &etS L= S 2tet ZX|E F{3li0f & = ASLICH

Aol
8

ol
PN

o> rIr

A\ THZ FHloll Q173 S CH2 Fulot 21 0 oJ || MBS HAHS S KR 4 YO0 1
OF BILICE. O[2{3t ARBO| LT A< O |9} T2 FHIS 2Is10| HAKOE SISSH=X| Srolofof SiLict,

A\ 0l 2|2 ZH|= DENTISOIM X HStALE MS e 24 (2|2 A0l U 5% H|0ISS AFSSHH TR | 0]
B715t7{Lt O] |2 TR Li-0| XSte|0f FXH o Zh50| 2lie -~ AELICH

DENTISO|A X|

A\ D7 EH| 5 ZOHE RF S41 ZH|(off: QtELE #H|0]2 3 9|8 OtE||Ltet ZHe FEHEK| Zeh =
| tod o] &H|o| A

Fot 0|22 E5t0| C7002| o £20]|= 30cm O[30 AHZsH{of L|Ct J™HX

SO| X3t = ASFLICY.

A\ HEZ FZA M| A SBAMQ| KAIS whatof sHH, K| 918k Al AX|X} E= AFSXLC QS 2I¥e 4+ QL
AFEXH AHAMO|| TH| HIZ2| A W X 24 AH0l| TSt Cret YE7F HAIE|O ASLICE XtA[et
At SYYOILE 2t X[ CH2[Hoi| 22/5HA|7| BT,

A\ HI1H ZM2 BtEA] S3E HE 7|EX12H0| £36H0 5lH, H7| MH| 1E2 F7| 7|&Xte] ZAtof ofsh AA|

/\ XITH2ZHI|= AC 100 - 240V 50 - 60HZ(ADAPTER), AC 12 - 24V 50/60Hz(CHAIR UNIT)0{lA] At 2
K=ot 2 MAZ|ASLICH 2 = B2 FY2 LEDO| Yo Zrot 2 3o Fk2 0|& 4= USLICt o
HEE AESH= X[2tE8XH7|2| o Ciet E5S52 Class I2ILICH

A\ £4E TMS 20| §010| B 4 U0, 2O 9IS WIS ok 2| 2 el 3 He ol

SHOF RfLICY.

fjo

ks

A\ H2l SSEK|= £HE M2 J7|SXt e DENTIS MH|A SERiato| M| i HZstot ghL|ct.

A\ Ol HIES 42|71 75310, E4:3 Z2] Y2 DENTIS F-= DENTISOH| 28l 221! S|ALoi| ofsh 432! 4= QU
SLIch

A\ FES| TS 7| Hofl gtEA] F@lo| THES Stolsof BhLiCt.

A\ HE2| MSH2 MAIA| ZHE|0] UESLICH AL EHof| 2 ZHo| UQsHH, ZAIZE O|ALS HX|Alol= ALS
M HEHS MG S AF2SHOF SHL|C}.

OO T

A\ XTH8x7|9 Yo LED Zelo|2e = o= BX| gojof gLk,

jo

SRR 5 4 gLtk Bast 32
x

g BES MAY 3R, EXlel Ayt oo 2 I
DENTIS = CHE[HeZ A2t 2 XS

o
AOA|7| HEELICE

A\ Ol BB Ao BE HE = AFSHA Zrolot, 23 AIFo||A Hefot 2402 M-E|GLICE J2{LE DENTISE 7|
=, e = 2E0| Ztol| Chs MY S XIX| ST

A\ 2 2M2| LHZ2 Aol oflngio] HHE 4 YLt

b2l F0HX{ ol Zol5t] =4

OI'

A\ 270 HE 0|4 SA|0f| £2X| ORA|2. FH| O] SZH(IHE) YMA| T2E FX|
A2,

A\ 2215t 22001 D12 ¥ She B (0 : (= TR0l SHE 4 9l BASK oSS 2Rt BX, SF £ 1
|

8w YUSES K7 B ol FRS(C700)2 A TARHR

O
>
d
[mm
I
I
=]

A\ Adapter 932 AISS U= HATEE 22[57] 412 2ol A FAAI2.



ofoj

a1
fot

H| 2

CH7|(STAND-BY)

W Thst RER2 2R HE A

= MES "7 |NolE EREX g2 WV IE2E HE|X R AL

7l o|oj H|T
HMEY ®
40°C max
2% 0-40°C ®
0°C min
80%
, MCHZE 0 - 80%RH ®
0%
712t 80 - 106Kpa @
0y
8 J|S
% : Hee 7|ls ®06
7E oo

HZ2| 250l HA|

AHEEEA

HIZ2| LHE0l| EA|

HZ2| MO0 EA|

AMEEBAMo TE A

HSel ZF 2tEof EA|

HZ2| o720l EA|

ORICRICRIORIORIC)

HiZel 2t EA|

@OIE B> PIHG ¢ ® &

N
N
N
N
N

MX7| #12; FaF2l

s
|
i}
>
ol
od
>

—
—

0| Ho| ¢|2

HEA 574 0| RixY 2X|

E B-X|

HIZ=AL

®,06,06

| &
re
ra

41 X!

- MH|A BHEERH= DENTIS = Thojatol| o|sH =240| &|0{0F ShL|C.

- O] 2M= 87} gl0| HA| e UHE SRS & oiALICH

- 0| A2 HEO| 7|UAS Zorst o, DENTIS RIZ2| |0l SHAOZ H{IEIL|CE.
. O] 2M2| £|Z H{Fo| 2Hol2 DENTISO| 22[8tA|7| BRRILICY,

- HBI7E A2 TA| = LS| St A[AXIe| MHIAS RIZsHAL £ Ao ME OJHEEIE MZE E = A= 2TH0| A

= 420z, 2213t Steg A0 5t DENTISE T45t= Al ZUE E45h=X| HRISHIAI2.
QI AHlel Xt 5! Q150| RTH=Z E[0f L=EX| SEME SfQISHAIZ| BIFLICE 21F M2 FI|Xel HALE HASHH, Al4
U RTFEAS SESH=K] HRloHA .

Hof FHAl= Aol Mtshof 5ta, 3] H7| Aok
SoHoF gLt

HES0F SHLICE 0] ESL Q| AM|oA |

e
St
x
rr
0
rad
rot
bal
ofn
fjo

- DENTISE O|2{2t 2E AtetS K| 0F EMSH= 23l SE= 2f3H{ol| Tl MUSXIX| eiELIC



4.2 TR | AL

0] 2|= FH|:= HE o|= AlE BFoM ASSH=E HIZEIASLICH

0] 2|2 FHl= ME 2|2 Al 2HB0fIA ASSH=S MZE|ASLICH

Emission test Compliance Guidance
Conducted Disturbance
CISPR T1(EN 5501M1) Complies L 71550112t RF OIL{XIZ AR 3ILICE
(Group 1, 2kA RF 2EZ0| IR Hom
Radiated Disturbance Class A) QI MK} ZHH|of ofiet 7RI AOF|X| Qb&LICE
CISPR 11(EN 55011)
Harmonic
current Complies
IEC 61000-3-2 =8 720 3a&e M Y M 1 EK 30
N H&E 7 3L A1 0]9)9|
Voltage fluctuations and flicker Complies TE AMEOR HBlst 7|7|LIC
IEC 61000-3-3 P

A3 TR | L

0] 2| Ftl:=MZE o|= AlY SZ0IA ALZOI=E RIZE|ASLICE

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct : + 8 kV Contact
Discharge(ESD) *2KkV, x4KkV, £8 KV, +15KkV Air Complies
IEC 61000-4-2 Indirect : * 8 kV HCP/VCP
Radio Frequency | 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
s 810
Proximity fields from 870 **pylse Modulation: 18 Hz 28
RF wireless 93200
. . ’I 7 .
communications 1845 **Pulse Modulation: 217 Hz 28 Complies
equipment 1970
IEC 61000-4-3 2450 **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.
Voltage AC/DC power ports Signal ports
Fast Transients .
Test voltage *2kV £1kV
IEC 61000-4-4 voas Complies

- 100 kHz repetition frequency

Immunity test EN 60601-1-2:2015 Compliance
Voltage Power lines
Surges Line to Line : + 0.5 KV, £ 1KV Complies
/- inetoLine:+0.5kV, =
IEC 61000-4-5 Test voltage Line to ground: £ 0.5 KV, £ 1KV, + 2 kV
RF Continuous 3V@0.15 MHz ~ 80 MHz
Conducted 6 V @ in ISM bands between 015 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; 1 cycle and 70 % UT; 25/30 cycles Single phase: at 0°
Voltage Dips, . Voltuage I.nterruptions
Interruptions, and 0 % UT, 250/300 cycle Compli
Variations + Voltage Variations omplies
IEC 61000-4-11 Frequency (Hz) Ranges
50 49,50, 51
60 59, 60, 61
ke
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ENZ mm 700
IHEALO|X (@ d10) mm 160 X 90 EteY
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& A= (d50/d10) N/A > 0.65 2%
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oo AC 100 - 240 V, 50 - 60 Hz, 30 - 45 VA ADAPTER Type
AC 12 - 24V, 50/60 Hz, 20 - 21 VA Without ADAPTER Type
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LIGHT HEAD 2635 x 196.7 x 73.3 14 HEAD
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CEILING MOUNTING SET 13.36 D B D R TACKET
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POWER SWITCH
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CONTROL DIAL
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CONTROL DIAL
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CEILING TYPE
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A\ MAIN ARM AX|A], 254( ELBOW JOINT)O|

A\ 28 xjz| 5l BZ0| MA|E 22 J2|AS HIEX| OIA2. (0] : HIofZ), £4))

[ | connector
D [ RS232 l.ﬁ
- ]PE Dental Chair vo_..qm_.ln
L
—¢— | LED 12 - 24VAC
o | Switch C700 ARM
NO. Spec _.ﬁn-..___ _.au"__ Housing | Terminal Description
1 B Dental Chair Power
12— 24VAC
3 Dental Chair nﬂoo —l—ﬁIn—- —-—EU
= RS232 Lead Wire 10 4
%
UL2464
RS222 Lead Wire 5
SHILED y :
3| SHuD | a0 | zsosksoz | 12505TS rotilasrisbyie m B
% c
uL1007 Switch Lead Wire
g | A | g SMH250-2 vsT025 b
UL2464 MAIN POWER
5 | ey | as SMH250-2 Y¥5T025 g X
S
MOTION SENSOR
) 300 | 12505Hs-04 | 12505TS Lead Wire =
(Connection : 4) =
ILLUMINATION
Ll o 110 SMH200-3 Y5T200 Lead Wire ® Rs232.1X
(Connection : 3) RS232 RX
TOUCH SENSOR
g | biwel | 10 | 12s05Hs.05 | 125057 Lead Wire
(Connection : 3)
LED1 Lead Wire
(Connection : 2)
LEDZ Lead Wire
g |0 | a6 SMH2008 | vsT200 (Comnection 2
(Connection : 2)
LED4 Lead Wi
(Connection : 2) TOUCH || ILLUMINATION
SENSEOR PCB PCB
10 SMH200-4 DEBUG

HEA| FSHIA2.

=
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S X[ 28l TR #[O]
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£ f Bl g | B |g|¢g¢8 - i -Clo|gg St 4| =3
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# B & B | & 5 b 7
! g | 2| 8|22 & g i
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o " & z = = 2R #
8.2|8,E(8,.5]08 (58| 38 |Be 2|20 (rER| ¢
g |3 HHEH IR BB R
. HHHEIEEEEEHE
5 o g|e 2|2 8 S5 =7 |57 B[ tEa - M& On/Off
" - ~ M HE
”non ” :‘z'-
Sl H - = L Resin 2=
kL J N 'O' "ty | XA
o g A 'a‘|7|—l—E
] -1~ 3&HA| 2E|0|M
RESIN HE 1~ 3&A =l
;] o
@ ;..ﬁg 5 ~ P .
23 g W Motion Sensor?|s On/Off
oc ] ! -CHE EA KoM =2
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=5 Q
2 o
3 o
2 L
% 10.2 SENSOR
e
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- B T g
é -

Motion Sensor
On/Off: ZX| 2] 2f 5 cm



10.3 HANDLE
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HANDLE 5%t HANDLE |74
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- X|2t2ZXH7| 8| = (Lighthead)= HANDLES .
0|2310] Yst= QX2 0|SAIZ £ U, - A5 elet X8 EHT| 3=

R (Lighthead)2| &gt 2| : 700 mm
- HANDLEE= EA| £2[sHofetL|Ct,

THEIALO|= (B4Rt mm)

d 50% d 10%

; 110 ; ' 160 |

FIRST MAIN ARM




11.2 HEAD ARM S%} 9| 11.3 MAIN ARM S%} 9|

CHAIR TYPE
|I¥
“\
\I\l‘ 1581 3mm
IR
.”,, = 666. 3mm 725.8mm
I
A\ el BAIE 2T Xafsto] x5 g AL, ME0| &4 2 £ U&LICH /\ FIRST MAIN ARMO| £H2 S712 Z74Lt IHEX| ORA|2.
UK B™A| Ax T bt CHE FX| 7He| Z=2 m|sHof gfL|Ct

e o e A\ Sler BAIE ZHEE £2/5101 T3 & 29, HEBO| 241 H 4 USLICH



WALL TYPE

CEILING TYPE

1581 . 3mm

725 .8mm

1581 . Smm

A\ FIRST MAIN ARMO|| 2742 E212
5tof =2t 2 FR, ’IZ0| &4 € 4 AFLICH
PIK YA A& A} CHE TX| 7t

A\ Btef, A 2= Xt

S ot
K| BYA 202 At CHE FK| 2t



= o
Head |Mount Type Camera Colour Resin cover | Remote control | Adapter
Cocray | 07 Nore peone
» 1= Camera(x30) | S=single 0 = None _ 0 = None
€700 YV_W?" 2=Camera(4K) | M-Multi | 1= Resin cover B=Remote control| , _ Adapter
E=Ceiling
M=Mobile
- E20|H (3mm O[3h = & HHE 22|
O\ A SIXI2 2olshof shLCt,
A\ @ FHB{2| 37} nh2E|X| Y2 Fofsfof Bt
0| HAHK|X| Q=2 Z=o|s{of EiL|Ct. Ix
A\ =50] $74Ix| = Felsiof giict 13. 748E
FIRST MAIN ARM SECOND MAIN ARM HANDLE WALL BRACKET
: I© 5
N ) l ,,‘
\ —
FIRST MAIN ARMS 4802 ZC}. D
2t dIX|(4mm)E 0|83t HX|ZEE S HIMS ZHEeICL
CEILING COVER CEILING VERTICAL ARM ADAPTER C700 HEAD
A\ 43t Z50| 0242 H2 AKX ZEES Zojof FLIC
A\ BTN BUS QXY 4 TS, dX| BES DEHoRI, 87 L{EC)
Ih20f| F=2l8HoF gfLCt. /




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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