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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

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

—



YDENTIS VLIS

2. 79| 3l FdaArgd

AN

AN\

o oz FHE W O AlZ BHOINE AZSLEE HA=USLCL o) 3389,
HOIHR, SIRHEAN 5. 0] O BHE MR Wolo| BEIt Y EES T4l
£ e U DFT S YHO| ABSY| 9T HYLICL F7t XELS ASK MY
Mol WA M LSS SHelsthl7| BREILICH
zo

42 QIoto] Of Ol MHE MSHAH i MSHSIR Qoto] £MI 5

=]
T AFLH L

4olol 5% AOlg 62 @®HE[AO ofsf WA z[ojof gL Ct

O] o|& #H|&= oI=E AH8E HolM HMEQ HAAEEZ FX|ZLIC

Z9|

O] ZH|o BtAt EM2 MY XY U HR (CISPR 11 Class A)O|A| ALESHZ|0f Xt o
LICH A SHOM AtE3t= Z2 (CISPR 11 Class B7F 27 &l= 4dQ) 0] HH|l= 2
M Fhbg EA MH|AZ MM HSEX| 28 = USL|CH ZH[Z IHHIXISEAHLE g
g2 HRE S 23t ZX|E FoloF & == USLICH

HHEAl AFEA AEME SO FHAIR.



YDENTIS VLIS

ChE [0 gt £= OHE SHIQE BXl= O] ol TH[Q AHE2 BHES HE2
g = ooz msof L CE Ol2{gh ALEO| East F2 Of JHIL CHE FH|
£ BN YLHo = HSot=A| =2QIsoF Lt

2 FHl= DENTISOHIM X|FotALE ®MSE 55 o|ele #Aolg X 55 Aol
= AM8SHE HAp7| @E0| S7totAL O] FH|O| FAtmb Lol AMdte|o] 2D
X

B0 RF S4 ZH[(O: StEHLE AHOlE S QF CQtHLtet 2 FHEXK ZEIhe
DENTISO|AM X|"83H AHO|22 =&tsto] o] FH|Q| o E&20= 30cm(12QX) O|A st
Oof AFESIOF BtLCH ™K 2%o™ O] FH|o| H&50| Mot = JUSLICH

ME F2Al MBI 28AM2 X|HES Wator ot Xd A8 Al XA} £= ALEX
o ATS YWY + AsUHCL
At e | T MZol AHE A FAI 24 A0 Ciot CHfol SE7F AR O

o o
LICE RbMISH LI&2 AtAF SPYOIL) 2 X[ CH2|HO| Z2|5tA[7] HEELICH.

THE M2 Ao Qo] 2 £ AW, AT fiHS XSG A Fof AA
ol £ MY A0S AZB|OF STt

287 IS5 A0 i E2SE2 Class IYUCL H7| 529 fidg mstr| <
S BEEA]l 2 X|(PE: Protective Earth)2t T8 SSYXIE AZs{oF L.




VLUVIS

o el HMof A%(X= 2

S DENTIS

A\

3

=

AN

o

AL
T

!

.
o

2Z ON/OFF

x

.I

RO

Ofof ghL|Lt.

=

(MG

L},

3

=

o
o

OF

+
o

L=
[

o
[

(S

.

|

of M&2 27t 7ts

3

A\

L ct.

I

=

o
o

LI c
Solof

3

=

e
o

L|ct.

8

=

-
o

HOF

.
[¢)

E= UPS)Of| A of

JEHOI A 3AIZE O]y S&f 7+

o

A2 DENTIS = DENTISO| o

s p=A
TME =20
IH
un
A

.|

HiE{2| T &= UPSQ e +H2 HH

) of

o
=

S
§X| (HHE 2

i
o

2

v nl
s

A\

o
ul

FL|CF.

=

-

=0, HEA MEA
o

2 mx| ojof

o

—
LN

.|

12 7|H2 87 S&o

FLic

o] 77|29
=

o
o

H.

1.

EREE
At gro] # 2 of

0o

4

o A
[

4

=
=

=
S

vl

A\

fLICH

.
=

Si0F 2

2
[S]

X[ Al 7] =8E[Of ASHECE AL
At

=

AlZE OJARE EXIALOf

HMEZ2l H

Xt
(=]

_
[

ol

P

oF

SA|7| BtELCE

I

=]
[

IAN2.

=XE

Oof MES ALESH7|  HEA ALEA 23BME SO F




ie)
nx
ol
>
1o
K
rin
ox
HL
Ir
>
of
z o
x
fot
ro
Ot
El
ne
o
>
o
=2
>
04
fot
rot
P
|0
Hu
z
nE
H
3Q

=
>
fo

TOiMO| Z2l5t0] F=

TEEFESE AEY I HiHZ| THE2 2T ALESHAIX] 0L, 2F H|gE2 =0
AEBHYAIR.

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



H| 1

®

VLUVIS

H 2| X]

—

—

=

=]
=

= H7]

ok
LS

o|oj

= ME2 "H7IAo= 2FEA

CH 7| (STAND-BY)
AMELZNMO IE A

23 X

k-]
0
2
o

S)DENTIS
3. 7|2

>3
or o
=3 K- =
= R | Mo R
Lo o | W @
Bl | | %2 F|0°
3 n K < F oF =
N R T B
wo = =0 n A m_ "
ol >3 ojo &l K N
ol | Bl | ® | AU | =B | & | &
0 @ |00 || [en

OAOR0,

AL,

M Z= AL
Oof MES ALESH7|  HEA ALEA 23BME SO F




S)DENTIS

VLUVIS

aal

Mz

®, ®

40°C max

0C min

2k 0-40°C

80%

%@\*

AMOIEE 0 - 80%RH

®

z®
58
=
s

7|2 80 - 106KPa

L A J
Q..‘ qge 7= @, @
No. 2|
@ HMZo| QLo HEA
@ HZO| LYo HA|
©) HZo| Ho{L2o EA
@ HMZo| A 2tHo| EA|
® MZ09| MANUALO| HA|
® HMZo| 2o HEA|
O] HE2 AFESI7| © HIEA| AEX HEME A0 FHAIL.

10




YDENTIS VLUVIS

4. 7§

41 MNEFH

r|o

e F=EFFE(L200)

tAB9e =2 =28 E= 5 UH X AE2FQA XA HS
ot7| Rl Ar8ElE AS 2kEst UsUHCh

—

e 93/42 / EEC (MDR)S| #0f [HE £F : Class |
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22 8 25 2
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4.6 ™Xtao XsHd

4.6.1 ™X}7]| qiAp

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

—

CISPR 11(EN 55011)

Emission test Compliance Guidance

Conducted

Disturbance Complies LH= 71502 RF O|HX|E AREELICE 2t RF EE
o

IEC 61000-3-3

. (Group 1, 0| Oj® Ron Qlet MAL Fu[of offgh 7hdx A
Radiated Class A)
Disturbance ass S 7K gt&LICt
CISPR 11(EN 55011)
Harmonic
current Complies | x71g AZ0| SZele o HY M HEYIO =Y
(EC 6100032 _ H4E 7P LAY olgle] RE A|MBO= M 7|
Voltage fluctuations
and flicker Complies 7| U C.

4.6.2 ™MX7] Lid

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 MEs AL&dH7| H

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 ]
| 12K 1K Complies
IEC 61000-4-4 Test voltage +2kV +1kVv
- 100 kHz repetition frequency
Sures Voltage Power lines
9 st voltase 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,
Interruptions, » Voltage Interruptions Complies

and Variations

IEC 61000-4-11

0 % UT; 250/300 cycle

* Voltage Variations

Frequency (Hz) Ranges
50 49, 50, 51
60 59, 60, 61

of MEs AL&dH7| H
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AN =
5. 25 O|lE AFYA
51 7|28 AF¥AM (EN/IEC 60601-2-41 T+HO| o7&
o J|EASE
A chel LUVIS L200 H| T
Normal Mode
SMEE Ec(@1m) Ix 160,000
xE XH "9 % 25~ 100
I EHAFO| = (d10) cm 20~ 30
I EHAFO| = (d50) cm 12~ 18
Z #H T (d50/d10) N/A >0.55
e (at 20%) cm 150
A (at 60%) cm 85
M2 (3CHA) K 3,800/4,300/4,800 +300K
A (Ra) N/A 95 +3
A E(R9) N/A 90 +3
With tube % 98
1[0 With one mask % 80
70
With two mask % 70
B0
iy With one mask, at base of tube % 70
With two mask, at base of tube % 65
A H K] MW/ m'-Ix 3.49
L EALE T (Ee) w/m’ 546.7
Endo Mode
S N = Ix 8,000 Ec * 5%

* AbSt
oS =

HO|E= &7t £10 % YLICH

of MEs AL&dH7| H
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5.2 M7|& ArYAM (EN/IEC60601-1 THAO 2|AHEh

- smps ¥

= LUVIS L200 TtHS LUVIS L200 =55
AC 100-240V, 50/60 Hz AC 100-240V, 50/60 Hz
ol (1.8/0.8 A typical at AC 115/230 | (1.8/0.8 A typical at AC 115/230
V full load) V full load) x 2
=3 DC 28V, 6.4 A (DC 28V, 6.4 A) x 2

L200
LIGHTHEAD

In

(Lighthead) &
<kl

AC 100-240V, 67 VA, 50/60 Hz

H| 1

Single LIGHTHEAD

AC 100-240V, 163 VA, 50/60 Hz

Single LIGHTHEAD with
CAMERA and BATTERYPACK

BATTERY PACK

DC 14.52V, 39.2 Ah, 569.18 Wh

Lithium-ion Battery

of ME=

[3t7| B HHEA] ALRRE MBME O FHAR.




YDENTIS VLIS

53 7[AH ArEAM

CEILING COVER »604 2.0
CENTRAL AXIS ©170 x 215 05 N
MIDDLE COVER X : 2WSS
d109 x 316 14.0
CEILING TUBE
d109 x 416 17.0 2WSE
3P+3P+3P
3Fold
31.0 3P+3P+WS
1 7
(1000/850/700) WS+3P+WS
CENTRAL AXIS
2Fold (850/700) 19.0
1Fold (850) 12.0
SA300 SA300 LCH1
937
SA300 LCH2
SPRING ARM 8.0
SA300 STD1
900
SA300 STD2
MOBILE STAND - 62.0
3Axis
670 x 670 17.5 (18.5) (LHZHS 7toy 2t .
LIGHTHEAD L200 1kg)
670 x 670 14.8 2Axis
LxWxH:
BATTERY PACK 244 x 164 x 120 3.8

* PLUG TYPE : 3P Plug(3P), None Plus(W/S)

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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5.4 AZY U 0| 7Y

SA300(3P, WS) 3 Axis SA300(3P, WS) 2 Axis
STD1 STD2 LCH1 LCH2
w 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
* 5|2 ZHS 1Esto A Ao F EIfES 2oIstn MX|SHUAIR

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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5.5 AT ot} 2Mo| A

AC2000(W/S) 2 Axis-Mobile(W/S)

3 Axis-Monitor LCH1 LCH2

REF 1938769
: AA910,N,nEwsS,

9-15kg,R9010 és EE

é 125-204Nm 91-136Nm

max. 15 kg

* 58 549 7= HAME

mjo
ot
ro
Ot
k1
nx
>t
Ot
=
>
o

5.6 IZE FiHiehZH) MM

7= At 7|E}
Image Sensor 1/2.8" SONY STARVIS CMOS
Zoom Ratio 30X Optical Zoom
Image Point Approx. 2.13 Megapixels
Min. Object Distance 800mm to 1100mm
Video System Full HD 108(;2,0;[080i, 720p,
Video Output Signal HD-SDI 75Q BNC

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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7ls

[-.:,-......:g:]

(¥

) (8) (¥)

LUVIS L200

o« M2 Oong Al7|7| Y8 =21, Offst7| I8 2=
™ @ (Standby)
2t 2 H|
On/Off HE
/ . Light 7} OnEl® 20| MIE SOz HH
o Zt CHAE ZHo7| Q8 HHEHoz |8 FE.
«  HX|I§<(Touch panel)Zt LED EA|S
Zt 7lse THA « Z 69 =& =H
ZE HE + & 6THA 9| Light Field =&
o X 37IX|o] M2 XA :3,800K / 4,300K /
4,800K
e X CHA : 6Ll
B — . '74| 6EHA|
+ Light Field THA : 6THA
o LSEMioict YR EQL Endo 2 E7F EZ(Toggle
Endo BC HE o = =(Toggle)

d

Smart Sensor
On/Off HE

4712 Smart Sensor =& B E

22
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LUVIS L200

N
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Ar
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_H.H_H _H.H_H ._Loﬂ <
5o 5o w1
K4 N
ulo ulo ot
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it B{x] HEE2 Hof mf'd

LUVIS L200

®

B
|.|-|
B
A
T
rim
B
|.|-|
ra
N
rE
fot
>
riot

@ Light field =& HE . 225 xQ IjHE CHA S (23
1 3 1

O MBS AHBSI7| ™ BIEA| ALEXL MHAME A0 FAUAL.
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6.4 B HEE(SM)E 018 25 = =3

Note: XMO{If 0| &X| 0 2t F2tE 5 ASLICH

2 1 2B AlE= B
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MAIN . Wall
HEAD HEAD_2 Arr_n Mount type Spring Arm Camera Controller Battery
Axis
N=None S=Single Ceiling
L200
A=L200 D=Dual ceiling 0=None 0=Without CAM 0=Without
M200 BAT
B=M310 | 2=2Axis | T=Triple Ceiling S= SA300 1=With Internal 0=Without WC
M210
1=With BAT
C=M300 | 3=3Axis | (with Monitor Arm) V=VALIA 2=With External | 1=With WC I
M300
2=with BAT_2
D=M210 M=Mobile A=ACROBAT | 3=Ready W =
M310
E=M200 H=Head Only
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MOBILE HARNESS HANDLE

MOBILE SMPS COVER
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BATTERY PACK(Optional)

CAMERA(Optional)

L200 LIGHTHEAD(3Axis)

WALL CONTROL BOX (Optional)
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