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1. 14

Certification of DENTIS

EN ISO 13485:2016

Relevant EC Regulation: REGULATION (EU) 2017/745

Ng 7

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 ISO 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

IEC 60601-2-41:2009/A1:2015, Medical electrical equipment — Part 2-41: Particular
requirements for the basic safety and essential performance of surgical luminaires and
luminaires for diagnosis

IEC 62133:2012, Secondary cells and batteries containing alkaline or other non-acid
electrolytes — Safety requirements for portable sealed secondary cells, and for
batteries made from them, for use in portable applications

IEC 62304:2006/A1:2015, Medical device software, Software life-cycle processes
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4.6 ™Xtut XMt

4.6.1 ™X}7] qiAt

—

O olz YHlE HE 2= A2 2E0M AESH=F MEEASLIC

IEC 61000-3-3

Emission test Compliance Guidance
Conducted
Disturbance Complies | U 7I50IB RF OIAX|S AFSTILICE W2t RF W&
CISPR 11(EN 55011) " o
e (Group1, | ZO| 49 Wooi oIFst MA &H|0| OfH3t T
Class A A
Disturbance ass A) S 7K gt&LICt
CISPR 11(EN 55011)
Harmonic
urrent Complies =719 HIog Zac|l= Xor Mz HES° bapS|
= E

fEC6100032 P T}I dEO” Ol:lEll_ X-I (ML= R | -” T-Iﬂoﬂ =

el A O A = A Ie1%e]

. H= = o X = — e 2o — SRSl

Voltage fluctuations 58 718 % A2 olglel RE Ald82R Rt 7
and flicker Complies 7| U C.

4.6.2 ™MX7] Ljd

O] o|& THI= TE 2& AlY SE0M AESEE HZEE|ASLIC
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)
k% H .

Proximity fields 385 Pulse Mo*dulatlon. 18 Hz 27
from RF wireless 450 ) FM ) 28
communications + 5Hz deviation: 1 kHz sine Complies
equipment 710
|EC 61000-4-3 745 **Pulse Modulation: 217 Hz 9

780

810

870 **Pulse Modulation: 18 Hz 28

930

of ME& AHESH|
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HEEAl AFEAF 2YAME 80 FHA L.
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S)DENTIS VLUVIS
1720
1845 **Pulse Modulation: 217 Hz 28
1970
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.
Fast Transients Voltage AC/DC power ports Signal ports Comlies
IEC 61000-4-4 Test voltage +2 kv +1kV P
- 100 kHz repetition frequency
Sures Voltage Power lines
9 rest voltane Line to Line : £ 0.5 kV, £ 1 KV Complies
IEC 61000-4-5 & 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
nterruptions, .
upH 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 ME& AHESH|
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YDENTIS VLUVIS
5. 28 o= AN
5.1 7|23 AMYM (EN/IEC 60601-2-41 Z0f 2%
o J|EMY
Al 2 LUVIS L400 H| 1
qedRe
SMEXE Ec(@1m) Ix 160,000
2E ™ He % 10 ~ 100 Continous
I EIAFO| = (d10) cm 18 ~ 34
Ij HALO|= (d50) cm 10~ 19
4 @M= (d50/d10) N/A >0.55
AT (at 60%) cm 85
Mo (4EHA) K 3,600 ~ 5,400 +300K
A4 (Ra) N/A 99 +3
A4 (R9) N/A 99 +3
With tube % 95
T With one mask % 92
E With two mask % 70
= With one mask, at base of tube % 85
With two mask, at base of tube % 65
Turbulence intensity(DIN 1946-4) % 13.57 j:flg ;*j: o
=AM A K| mW/m’Ix 3.7
= EAIXE(Ee) w/m’ 570

Endo 2 E

=INES

1,600 ~ 16,000

Continous

* ASE §|0|B = 3{82X7F +10 % Y L|C

of MEs ALESH7| &

EAl AEA BBME &0 FHAIR.
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S)DENTIS

VLUVIS

5.2 M7|™ AF¥A (EN/IEC 60601-1 TFZ0| 2|AHEh

- smps ¥
T LUVIS L400 THS LUVIS L400 &5
ol 24 AC 100-240 V, 50/60 Hz, (AC 100-240 V, 50/60 Hz,
= 2.5-0.9A 2.5-0.9A) x 2
= DC28V,7.1A (DC28V, 7.1 A)x2
e F&5F 6lE(Lighthead) B4
TE <kl H| 2
L400 AC 100-240V, 105 VA, 50/60 Hz Single LIGHTHEAD
LIGHTHEAD Single LIGHTHEAD with
AC100-240YV, 153 VA, 50/60 Hz CAMERA and BATTERYPACK
HiE{2| =X DC 14.8V, 26 Ah Lithium-ion Battery

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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VLUVIS

5.3 7|HH ArEAM

Remark

SA300

CEILING COVER |  ®605 x 150 2.0
CENTRAL AXIS
2
MIDDLE COvER | ©170%215 0.5 2WSE
®110x 315 14.0
CEILING TUBE
®110 x 415 17.0 2WsE
3P+3P+3P
3Fold
31.0 3P+3P+WS
(1000/850/700) S 3PIW
CENTRAL AXIS
2Fold (850/700) 19.0
1Fold (850) 12.0
SA300 LCH1
937
SA300 LCH2
SPRING ARM 8.0
SA300 STD1
900
SA300 STD2
MOBILE STAND - 62.0
3Axis
@73 17.5 (18.5) _
LIGHTHEAD L400 (CAMERA : 1kg)
@73 14.5 2Axis

* PLUG TYPE : 3P Plug(3P), None Plus(WS)

of ME=
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YDENTIS VLIS

5.4 AZY oIt HEQ| P

SA300(3P, WS) 3 Axis SA300(3P, WS) 2 Axis
STD1 STD2 LCH1 LCH2
- A A
14-21kg 125-204Nm
M200, ﬁ @
M210
9-15kg 91-136Nm
M300, @ @
M310
9-15kg 125-204Nm
L400, ﬁ @
M400
14-21kg 125-204Nm

« oS0l S nefelol ADY Yo KB LTS Ao

0
J
r

St ARSI AL,

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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YDENTIS VLIS

55 AmZ otjl 2Mo| A

2 Axis-Mobile(W/S)

AC2000(W/S)

LCH2

3 Axis-Monitor

REF 1938769
: AA910,N,nEwsS,
9-15kg,R9010

LCH1

A\

125-204Nm

A\

91-136Nm

FULLHD
1/2.8”
Image Sensor SONY STARVIS 1/;'(10:?(3
COMS
Zoom Ratio 30X Optical Zoom | 20X Optical Zoom
. Approx. 2.13 Approx. 8.51
Image Point Megapixels Megapixels
. . . 800mm to 800mm to
Min. Object Distance 1100mm 1100mm
Video System Full HD 1080p 4K : 2160
Video Output Signal HD-SDI 6G-SDI 75Q BNC
Wireless Frequency 2.4 / 5.0GHz
Wireless Bandwidth 20MHz
] |A_ ﬁAlA_I 7
Wireless Max Distance 120m T S5
ergless 50ms
Transmission Latency
57 7|E} £%
T8 LUVIS L400 H| 1
MACZEEHO HS S52 Class | Protection

Bt~ G HEXIO| XY CHot E= 52 Ordinary Head part: IP42
Of HES AMESH7| T HIEA| ALXF HEHME 210l FHAIR.
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7.2 LUVIS CONTROL APP CI2ERE

7.2.1 ARFEE 0|23t LUVIS CONTROL APP CI22CE

LUVIS Z4|O|X|0f] M=&3}0], LUVIS CONTROL APP2 LCIRZE $hL|LC}

LUVIS CONTROL APP2 CI2&H7| {siA= ID2t Password?} &L THL|CL,

+ ZACE SELY UK E2 EF =@/t S sHHAIR.

http://luvis.co.kr/content/04company/01_01.php
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A i e o |

HAOIE H&0| 271 M, 3K == DENTISO| Fo|HFEL|CE

ent/B4company/01_01.php?

Corporation Dental Implant Surgieal Light 3D Printer Bio Dicaon 4D LANGUAGE

A yvis [1Y1]»]o]

PRODUCTS TECHNICAL SKILLS GALLERY RESOURCE NEWS & EVENTS CONTACT US

a7 T

catalogue & APP A HOME > RESOURCE  Catalogue

RESOURCE
Luvis Catalog & APP Download SHARE n

Catalogue & APP

Video Gallery

112,000 &«

Luvis App (4.3 INCH) > Luvis App (5 INCH) >

e "APP Download” HHEE &2 LUVIS CONTROL APPE EHQX|0| CIREE Tt
Ct.

« TABLETX 7 NM&SE USB HO|=2 O|23I0 TABLETI} PCE G ZASIMAIL.

HHEAl AFEA AEME SO FHAIR.
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7.2.2 TABLETE 0|&%t LUVIS CONTROL APP CI2EE
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Catalog ue & APP # HOME > RESOURCE » Catalogue
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Luvis Catalog & APP Download SHARe nn
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My Files Q = .
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thegorIes ...........................
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[ > ]
N
[0 Documents

APK Installation files

1 file
&+ Downloads Size :7.93 MB
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VY LUVIS

() my Files

Far your security. your phone is not allowed to install
urknown apps from this source:

e

- 2F0M ENE &€ + 8l o

. "0 5K o188

SETTINGS 2 @ INSTALL UNKNOWN APPS
. Connections @ My Files
W Db ta usoge 003281
Seund Allow from this source E
VoD B
. Notifications L
. Display

Wallpaper
Advanced features
Device maintenance

Apps

- TRV HES =8 FHAR

- PE HES =9 FHAR

SETTINGS Q @ INSTALL UNKNOWN APPS

= Connections My Files
Sound Allew from this source D
Scunds, Do st disturs
Notifications
Biock, allow priat

. Display

Brightness. e lght fiter, Home screen

Wallpaper
Advanced features
Games

Device maintenance

Apps

Do you want to install this application? it does not require any special access.

CANC

Installing..

App installed.
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7.3.2 LUVIS CONTROL APP 2lO|MA 7| MH
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e LUVIS CONTROL {ES MATIMAIR.

- HEAS OlHY Faot HZHDE YHIIUAL.
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License key
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o Certification HES
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7.3.3 LUVIS CONTROL APP x7| 47
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Model Select

L400/M400

<L400/M400>
LIGHTHEAD2I &2t ROOM No.2&

‘0 Brightness 56,000 ix
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Version 1.00
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9.2 MAIN HANDLE X}3 MH
+£0| 24 & MAIN HANDLEZ =80 Z2|stdAlL.

MAIN HANDLES B2 [ME3st 20jA 1£20[A 2C7
Ol Ol2&2 MAELLCL

Mo
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2
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2
Fig

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

g WAL,

No. zH 25(°C) A& AMZHE)
1 A MH 20-40 1
2 (kS 20-40 5
3 MH 20-40 2
4 d= 20-40 10
5 d= 20-40 10
6 Az 50-70 90

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

2l =, O|2&0| EHof A= BF

NA S HAEIF 22 E MAIN HANDLE 2 XIS ZHEH HISIMAL,
9.3 MAIN HANDLE % M|
+20| Y & MAIN HANDLEZ +250AM 22[stdAlL.

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

22|83t MAIN HANDLE2 € Oo|Lt O|2 & 0| Hetg= AS X[t 0]
28 1528 52 ZFL £

MAHBIYAIR.

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

WRet =& 0|83t 2o dx & 2E0| gl MS 0l&st MRO| Hop A= 5t
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9.4 Ha(MAIN HANDLE, CAMERA COVER & CAMERA SEALING)
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11.1 LIGHTHEAD
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11.2 WH&EAH CAMERA(SM)

HS 2N 19l ZKX| 4t
i 2o MARK U 5Y M HEQILl9
- C2 ZH|7} &S E[=X]| &l
H )kl-lj_oIL HHE{2 J.LH
cAMERAZ} 7{x|x| | PETEEEE Wel U HlAEY gexiolA 29
T | g mo uPs)2= HBtE|X|
x= 87 HE[A AS EHEXIY 29
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7|E} BlE|A MAX| 2 AS HEXOAH 29|
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s=0l 89 HYAZIZEK 9 5
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CAMERA 7AEER
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J
CAMERA HEZ0| ————
4 3| 27| Tt}
MAMO|X| %S
CAMERAS| HZAM BlE|A MAX| 2 AS HEXO|AH 29|
o| XI—

11.3 QEZ0|E {EZ|H 0| M(SM)

11.3.1 Wi-Fi €9Z0| #0% A2

L}

s Wi-Fi g48 ¢l

SN2
 Wi-Fi @40 #0{H QUCtH MHZAE
e« Wi-Fi &E{E =2l

e HEAD Y TABLET Mg

SHMA|R (734 &X

SHMA|R. (733 & 734 &X)

T CHA| AZAAIR

e DENTISLIGHT Wi-FiE M 75t ChA| HZSHUAIL
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SETTINGS Wl v < DentisLight-0000

Connections

risLight-0000 without entering the

Forget

<TABLET Wi-Fi> < Remove Wi-Fi>

11.3.2 Wi-Fi 237} Sl 42

« HEZ, Wi-Fi ¥ LIGHTHEAD ZHEE2{2| Room No.7t &LoHA| QIS AL,

SETTINGS WI-FI
‘Connections ON
MAIN HEAD
Notlfications ‘
| SATELLITE HEAD
Display -
I
Wallpapor |
| ROOM No.
Advanced f es
|
Device maintenance _
Version 1.0.0
Apps I

<TABLET Wi-Fi> <Setting page in TABLET app>

MAIN HEAD

SATELLITE HEAD

ROOM No.

Version 1.0.0

<Setting page in LIGHTHEAD controller>

e Room No.7t Ct2 AL LIGHTHEAD HAEEYE 7|&C=2 5Ys Hzz2 HZAG
T KESAAIR.
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12. X2| dhtH
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— - 7| 22 pCB= HET Mg BXAE SooF gLt
- =T gXxts OHE B0 M g & + UASLIC
o TR MEEO it =T AF0| JAs df= 7HY M2 DENTIS X|
HEE YN0 2olgtAlR
]
13. & HA
Head
MAIN X Wall
HEAD_2 | Arm Mount type Spring Arm Camera Battery
HEAD . Controller
Axis
. . 0=Without
S=Single Ceiling CAM
D=Dual ceiling 0=None 1=With 0=Without
N=None .| T=Triple Ceiling Internal 0=Without BAT
L400 2=2Axis S=SA300 We
A=L400 . . 2=With 1=With BAT
M400 3=3Axi (with Monitor V=VALIA |
=3Axis = Externa .
B=M400 Arm) 1=With WC 2=with
A=ACROBAT =
M=Mobile 3=Ready BAT_2
H=Head Only 4=Wireless
CAM
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14. §§ #+4

DROP TUBE(TWS)

DROP TUBE(2WS)

CENTRAL AXIS

SPRING ARM(STD)

SPRING ARM(LCH)

CEILING COVER

CA MIDDLE COVER

CA MIDDLE COVER BTM

62
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MOBILE BRACKET

MOBILE BASE

MOBILE BASE VERTICAL ARM(DOWN)

MOBILE BASE VERTICAL ARM(UP)

MOBILE HARNESS HOLDER

MOBILE HARNESS HANDLE

MOBILE SMPS COVER
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MOBILE HARNESS COVER

SMPS

L400 LIGHTHEAD(2AXxis , 3Axis)

<O
& s
V

v

BATTERY PACK(Optional)

| ——

CAMERA(Optional)

112,000 ix

Rotate CAMERA & COVER(Optional)

Handle shaft for Rotate CAMERA(Optional)
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O —
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