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EN ISO 13485:2016

Relevant EC Regulation: REGULATION (EU) 2017/745

Ng A2

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 1SO 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

EN ISO 9680:2021, Dentistry — Operating lights

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

EN 62304:2006/A1:2015, Medical device software, Software life-cycle processes
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25 :0-40 °C
AMIIEE 30 - 90 %RH
712} 0 - 2,000 m (106 — 80 Kpa)

2 9 25 =4
2L :0-40°C
AMOIEE ;30 - 90 %RH

7|2} 0 - 2,000 m (106 - 80 Kpa)

82 dE s3002 &M 7 EN/IEC 60601-12 &3t JA&LICH

Ol 21 9 CIX|IEY QIEmo|A0 HAE HX 7|7|= Ztzto| EN/IEC FA0f el o1y
2 ZRJt JAELICL (e.g. EN/IEC 60601-2-41: JHE 72, EN/IEC 60601-1: SS24)

BE 782 EN/IEC 60601-1-2 2= A0 Hfstojop gfLCh o= 45 8 8o =

7h HHIE YEoks RE AMEE 74 EN/IEC 60601-18] 27 AgO| Feldts 22 7|
712 Tgeor 2 Mol AFLICE

ZHE YAl Z7lg MEA BM E= 72 H2|Fo 225ty AlR.

e BE ApEtol o|fot MRt

= MZFo| etdet AFE2 XL AREAL, A 8 FH| HE|Atet 2E LY US
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4.6 FXtot Mghd

g

4.6.1 ™X}7]| qiAt

O] o|& THI= TE 2z Ald &E0M ABSEE M E|AS L C
Emission test Compliance Guidance
Conducted
Disturbance i L& 715013t RF 04X S AHSEILICE MatM RF ¥E
CISPR 11(EN 55011) | cOmPlies
- (Group 1, 0| Of¢ Ronf oot ®AL ZH|o ofet e
Radiated Class A) o N
Disturbance OF|X| Y&LICH
CISPR 11(EN 55011)
Harmonic
current Complies | x71g AZ0| SZele o HY M HEYIO =Y
*e 6100032 M4E 7Kg 2 AIY 0j9lo] BE AH8oE H I
Voltage fluctuations
and flicker Complies 7| U C.
IEC 61000-3-3

4.6.2 ™MXt7] Ljd

O] o|& THI= HE 2& Ald SE0M ABSEE HEE|JASLICH
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
Elect ti ~
'ec romagnetic | 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)
* % R,

Proximity fields 385 Pulse Mo*dulat|on. 18 Hz 27
from RF wireless 450 ] FM ' 28
communications + 5Hz deviation: 1 kHz sine Complies
equipment 710
IEC 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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and Variations
IEC 61000-4-11

0 % UT; 250/300 cycle

¢ Voltage Variations

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

S)DENTIS VLWVIS
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
Complies
IEC 61000-4-4 Test voltage +2kV +1kv
- 100 kHz repetition frequency
Voltage Power lines
Surges - . .
Line to Line : £ 0.5 kV, £ 1 kV Complies
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
e \oltage 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

of MEs AL&dH7| H
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S)DENTIS VLUVIS

5. =5 SIE AIENM

5.1 7|=X AMY¥A| (EN/IEC 60601-2-41, EN/1SO 9680 T+Z 0| 2|AHEh

2 ) THE LUVIS S300  H|11
TES L
SMEEZ Ec (@1m) Ix 130,000 @4,800 K
T =F He % 30~100
If HALO|= (d10) cm 15~25
If HAFO|= (d50) cm 9~15
oM E (d50/d10) N/A > 0.55
HME (at 60%) cm 75
M (3CHA) K 3,800/4,300/4,800 | + 300 K
M4 (Ra) N/A 9% + 3
A H(RI) N/A 95 + 3
With tube % 100
o With one mask % -
X0
50 With two mask % 50
oF
With one mask, at base of tube % -
With two mask, at base of tube % 50
E A H K| mW/m’:Ix 3.62
= BAIXE(Ee) W/m? 4545

* 43t HO|E= S|2A7F £10 % YLILCH.

o

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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o J|EMEFNUS RE & RS EE)

|

k)

LUVIS S300 H| 1

SMHZEEZ Ec (@1m) Ix 5,000 ~ 30,000
& ZH He % 16~100
(3 level)
it =olMel == Ix < 1,200
4%t 28X 37| mm 12
Z=AL 72| cm 100
If EALO|=(d10) cm 15.0 X 9.0 Oval shape
I{ & AFO| =(d50) cm 10.0 X 6.0 Oval shape
X &£ (d50/d10) N/A > 0.65
M K 4,800
o1 M (Ra) N/A 95 + 3
Ilgs BE
SMEE Ec (@1m) Ix 30,000~60,000
X ZH ol o 50~100
(3 level)
If HALO[= (d10) cm 15
of HALO|= (d50) cm 9
& #H&Z (d50/d10) N/A > 0.55
M2 (4THA) K 3,800/4,300/4,800 | + 300 K
o1 M (Ra) N/A 96 + 3
S A LA K| mW/m’Ix 3.75
& EALRE(Ee) wW/m’ 230.9

« st HO|E LS 2K} +10 % 2 L|CH

20
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5.2 ™7|X AF¥A (EN/IEC 60601-1 0| 2|AHEh

- smps ¥

LUVIS S300 EHS LUVIS S300 25
U AC 100-240 V. 50/60 Hz AC 100-240 V., 50/60 Hz x 2
=& DC24 V. 46 A DC24V. 46 Ax?2
o« $&E5 8|S (Lighthead) HZA

M H] 1
$300 AC 100-240 V, 50/60 Hz, 84VA with BATTERY PACK
LIGHTHEAD AC 100-240 V, 50/60 Hz, 61VA without BATTERY PACK
HHE{2| =H DC14.8V, 26 Ah Lithium-ion Battery

of ME= ALESH7| &

|n

Al AFEAE 2BME 810 FHAIR.
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5.3 7|AIA AFAAM

=93 ZO0|(mm) ZHAl(kg) 7|E}
LIGHT HEAD 422x409 4.9 +HEAD ARM
TENSION SPRING ARM D32x650 2.50 ;
WALL SECOND ARM D34x707 2.04 ;
DUAL CEILING SECOND ARM |  ®34x707 2.04
CEILING SECOND ARM ®32x695 1.61 ]
CHAIR SECOND ARM ®32x777 4.15 ]
+MOBILE VERTICAL
MOBILE VERTICAL ARM ©31.8x1610 3.05 ARM1+MOBILE
VERTICAL ARM?2
+CASTER 4EA+BASE
MOBILE BASE 600x586x197 20.5
+SMPS CASE
DUAL CONNECTOR 132x71 1.26 +ARM BOLT
WALL BRACKET 100x270 2.60 ;
CEILING VERTICAL ARM ©42.7%x733 4.82 ;
DUAL CEILING VERTICALARM |  ®60.5x865 17.10 +DUAL BRACKET
CEILING COVER & BRACKET ®500x50 1.15 ;

GUIDE BRACKET + FIX

CEILING MOUNT - 13.36
BRACKET + STUD BOLT
5.4 7|E}f £%
T& LUVIS S300 H| 1
HACZRHO H2 55 Class | Protection
g4 O HTIol YO Oist Hz S5 Ordinary Head part: IP43
U oY AR HBM EZXE

Of MES ALESH| & HIEAl ALEAF 2BME 810 FHAIR.
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6. AFE2

6.1.1 0|l

Q- Brightness

¢” Pattern Size

@ Colour Temp

T &l (Standby)

On/Off

Ml On/Off
Light 7t Onk|™ X[Z20f XZE

M
=

Moz HZA.

Z 3CHAIel D Ato|l= =H

2t 7|sE CHA 3 3tHAlel 22 =FH

EAS| E 37HK|e M2 xF
3,800K / 4,300K / 4,800K
2L CHA 3G
A @ A A

O AO|= EHA| : 3EHA

Kot TS 2E X Tgs 2=

O ME2 AMESH7| d HIEA] ALEAF HYME 210 T2,
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7Is
e X& CHAEE (&=%h
@ & =H
1-2-3->1->2..
@) IHE AfO|= Z7} « &35 I AO|= 57}
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13. o HH
Model ARM Axis Mount Type Camera | Wall Controller | Battery
0O=Head Only
1=Ceiling Type
2=Dual Ceiling Type
2=2 Axis 3=Wall Type 0=None 0 = None
S300 3=3 4=Dual Connection _ 0=None 1=1EA
Axis(SA300) Type Camera 2=2EA
5=Mobile Type
6=Dual ceiling(+monitor
arm)
7=Triple(+monitor arm)
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FOOT SWITCH(Optional)
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SMPS CASE COVER

TABLET PC(OPTIONAL)

DOWN  MODE

REMOTE CONTROLLER
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