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1. 14

DENTIS QIS

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

EN I1SO 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

IEC 62304:2006/A1:2015, Medical device software, Software life-cycle processes
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4.2 ™XL7| AL

o] oz TH|=

HE 2z Ad 2EoM AE8SH=E HNEERAS LT

|_

Emission test Compliance Guidance

Conducted

Disturbance Complies L= 7]5012k RF O|HX|S AFREILICE [M2tA] RF W&
CISPRILENS501D) | (Group 1, 20| O oo QIFsH MAF RH|Of OflET ZHME
Radiated Class A)

Disturbance ass O7|X| SELLCE

CISPR 11(EN 55011)

Harmonic

current Complies | 78 7Z0| Z3el= M MY B WEHYIAA Y
e 0100052 H4E b 2L A olgle] RE AHBoZ H 7]
Voltage fluctuations

and flicker Complies 7| 2HC.

IEC 61000-3-3

4.3 ®X}7| L4

o o= FH|=

—

HE o= Ald 2E0AM AEot=E A& AL

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct: + 8 kV Contact
Discharge( ESD) +2kV,+4kV, £8kV, 15 kV Air Complies
IEC 61000-4-2 Indirect: + 8 kV HCP/VCP
Radio Frequency
E_Iectromagnetlc 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 + S5Hz 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 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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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.
) Voltage AC/DC power ports Signal ports
Fast Transients .
Test voltage 2 kV +1kV Complies
IEC 61000-4-4 - 100 kHz repetition frequency
Surges Voltage Power lines Complies
IEC 61000-4-5 Test voltage Line to Line : £ 0.5 kV, + 1 kV
Line to ground: £ 0.5 kV, £ 1 kV, £ 2 kV
RF Continuous 3V@0.15MHz ~ 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, * \/oltage Interruptions Complies

and Variations
IEC 61000-4-11

0 % UT; 250/300 cycle

* \/oltage Variations

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

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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5. =35 SlE AN

51 7|&X AFYA (EN/IEC 60601-2-41, EN/ISO 9680 TFZ 0| 2|AHEh

2| THel LUVIS S300  H|1
T 2L
SHEE Ec (@1m) Ix 130,000 @4,800 K
xE 2F HY % 30~100
I HALO[= (d10) cm 15~25
I HAFO|= (d50) cm 9~15
oM E (d50/d10) N/A > 0.55
HE (at 60%) cm 75
Mo (3THA) K 3,800/4,300/4,800 | + 300 K
M4 (Ra) N/A 9% + 3
AM-H(RI) N/A 95 + 3
With tube % 100
o With one mask % -
X0
50 With two mask % 50
o
With one mask, at base of tube % -
With two mask, at base of tube % 50
=INGIEPN mW/m’-Ix 3.62
= EALXE(Ee) wW/m' 4545

* AbSt
S =

16

HIO|E Y 27 +10 % QL|CH

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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LUVIS S300 H|

SMRE Ec (@1m) Ix 5,000 ~ 30,000
xE XN B9 % 16~100
(3 level)
X =oMel = Ix < 1,200
Zot OgX 37| mm 12
ZAF AHE| cm 100
I E AFO| =(d10) cm 15.0 X 9.0 Oval shape
I E ARO[ =(d50) cm 10.0 X 6.0 Oval shape
X £ (d50/d10) N/A > 0.65
M2 K 4,800
A4 (Ra) N/A 95 + 3
Ilgs BCE
FSHZE Ec (@1m) Ix 30,000~60,000
x5 xE el o 50~100
(3 level)
If EHALO|= (d10) cm 15
I HALO|= (d50) cm 9
& #HE (d50/d10) N/A > 0.55
M2 (4THA) K 3,800/4,300/4,800 | + 300 K
A4 (Ra) N/A 96 + 3
Z A0 4 K] mW/m’-Ix 3.75
5 BAIZZ(Ee) wW/m’ 230.9

ol
1%

HO|E= &7t £10 % YLICH

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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5.2 M7|& AFYA (EN/IEC 60601-1 TFZ0f| 2|AHEh

« smps HH

LUVIS S300 GHS LUVIS S300 25
= AC 100-240 V, 50/60 Hz AC 100-240 V, 50/60 Hz x 2
=9 DC24V, 83 A DC24V,83Ax?2
. #25 8= 33

<k 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
HiE{ 2| =H DC 14.8 V, 26 Ah Lithium-ion Battery

53 7[AH ArEAM

=4 Z 0|(mm) 2 HAl(kg) 7| E}
LIGHT HEAD 422x409 4.9 +HEAD ARM
TENSION SPRING ARM ®32x650 2.50 -
WALL SECOND ARM ®34x707 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 ®31.8x1693 3.05 ARM1+MOBILE
VERTICAL ARM2
+CASTER 4EA+BASE
MOBILE BASE 600x586x197 20.5
+SMPS CASE
DUAL CONNECTOR 132x71 1.26 +ARM BOLT

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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WALL BRACKET 100x270 2.60 -
CEILING VERTICAL ARM D42.7x733 4.82 -
DUAL CEILING VERTICAL ARM ®»60.5x865 17.10 +DUAL BRACKET
CEILING COVER & BRACKET ®500x50 1.15 -
GUIDE BRACKET + FIX
CEILING MOUNT - 13.36
BRACKET + STUD BOLT
6. 7|E} EH
T2 LUVIS S300 H|1

Class | Protection

Hi~ Ol dtX|o| Xlolo| Lt BEo S5&2 Ordinary Head part: IP43
=R ABR HYM B
7. X S
| A9
Szt K| Az ABRH) @M =™ 0
T (d4mm x 110mm) 2zZ3 ARz dd = O
"+" E2}0[H ZE(LIA) 18
"~ E2}0|H HEHE AAHO S&AZS 2™ I
A3 Eato|of AHE HX1E) g o

8. &9 EE
* Screws: M4 x10 mm

* Screws: M3 x8 mm

of ME=

A5t ™ HEA ME|A 23ME S0 FHAIL.
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9. Mobile Type &X| HiH

91

i

ARM CAP & SNAP RING \

TENSION COVER \
HEAD LOCKING KEY “I

N s

HEAD ASS’Y \ JOINT ARM \

20

\_J TENSION SPRING ARM

MOBILE VERTICAL ARM 1 _\

MOBILE VERTICAL ARM 2 \

SMPS CASE COVER
/ »,— MOBILE SMPS CASE
MOBILE BASE & CASTER \

\

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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9.2 HIE AX|

£H

THA 1

BoxOfl Al VERTICAL ARM 1,
VERTICAL ARM 25 7HLHC},

THA 2

VERTICAL ARM 20 HARNESS
HOLDER 4+QIsHLt

& HOLEZ s F9|

THA 3

VERTICAL ARM 1 7{4lE{ 2t

VERTICAL ARM 2 HHUEHE
I ADICt

O\ 51 2

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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VERTICAL ARM 11} VERTICAL

THA 4 | ARM2E Zglel Cfs B2
Zolct,
oA 5 oHrY SEet =Y oE
BASE BODY BOXE 7§&dlA
oAl 6 SE BODY BOXS 7H&3HA

M=S 77,

22
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M12 2EE AFESI0| MOBILE
ARMS MOBILE BASEQ|

cHA 7 aarsict

A so 20

MOBILE SMPS CASE INLET

THAl 8 | SOCKETO| MAIN CONNECTORE
Adotrt,

CIRCULAR CONNECTORE
cHA 9 MOBILE SMPS CASE OUTPUTO]|
I Zotet

A BASE BODYO| ZE%t&l
DA 10 | casTER 4702 2F 0| 2
LOCKS ZOo{ =Lt

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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MOBILE BASEO SMPS CASE
oAl 11 .
COVERE ZHAfstiCt,
SMPS CASE COVER2} SMPS
CHA 12 CASEE M4 EEQINHE
0| 835t0] M| ZTHCY.
BATTERY | BATTERY PACKS| MEF EHIIE
PACK GiC,
(OPTION) (+ E2to|H ALE)
Black MM £
BATTERY White M £2]
PACK A
(OPTION) BATTERY PACKS| AfEt &
N g HE= MM F9
MOBILE SMPS CASE 2|0 HiE{2|
BATTERY | _ Colm ore
PACK W2 51 NZERSRIE =L
FZHX|E O|83%t0f 2E 17
(OPTION) SHCH(™ELEAR

24
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BATTERY | H{E{Z|™ 22k=tQl pcB MM A
PACK 4 2=
(OPTION) (Black FM, White MM)
BATTERY N
(+) EEIO|HE AHESHO HiEZ|
PACK o
o Ams BheCL
(OPTION)
BATTERY MOBILE SMPS CASE INLET
PACK SOCKETOl MAIN CONNECTORE
(OPTION) I Zotet
BATTERY CIRCULAR CONNECTORE
PACK MOBILE BATTERY PACK INPUTO|
(OPTION) &t
BATTERY VERTICAL ARM HARNESS2}
PACK BATTERY PACK OUTPUTS
(OPTION) &t

of MEs 2X[ot7| & HEAl MH[A 2FME 810 FHAIR.
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HARNESSE SMPS CASE
BATTERY COVERQ| &Z AO|E Z0f
PACK £ giotet.
(OPTION) MOBILE BASEO| SMPS CASE
COVERE ZF#fstrt.
BATTERY SMPS CASE COVER2} SMPS
PACK CASEE M4 EEQNHE
(OPTION) 0|83t x| Z3tCt.
BATTERY | <o 2211t 2r0] mute wieia)
PACK 1 myo) xy 9 unig wzan
(OPTION)
TENSION SPRING ARMS
APRIME E3 VERTICAL ARM
19| oz gakol (X|A|ZICEH
Al 13
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