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* Certification of DENTIS
- ENISO 13485:2016
- Relevant EC Regulation: REGULATION (EU) 2017/745

* Applied Standards:
- 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.

- [EC 62304:2006/A1:2015, Medical device software, Software life-cycle processes.
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(Group 1, kA RF gHE2H0| 02 Ston
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CISPR 11(EN 55011)
Harmonic
current Complies
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IEC 61000-4-11

+ Voltage Variations

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

Immunity test EN 60601-1-2:2015 Compliance
Electrostatic Direct : = 8 kV Contact
Discharge(ESD) +2KkV, £4KkV, £8 kV, £15kV Air Complies
IEC 61000-4-2 Indirect : * 8 kV HCP/VCP
Radio Frequency | v/ @ 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
L 810
Proximity fields from 870 **py|se Modulation: 18 Hz 28
RF wireless 930
inati 1720 i
communications 1845 *Pylse Modulation: 217 Hz 28 Complies
equipment 1970
IEC 61000-4-3 2450 **Pylse 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 £2KkV £1kV .
IEC 61000-4-4 Complies
- 100 kHz repetition frequency
Voltage Power lines
Surges Line to Line : £ 0.5 KV, + 1KV ;
IEC 61000-4-5 Test voltage Line to ground: £ 0.5 KV, £ 1KV, £ 2 kV Complies
RF Continuous 3V @ 015 MHz ~ 80 MHz
Conducted 6 V @ in ISM bands between 0.15 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, . Voltoage Ihterruptions
Interruptions, and 0 % UT, 250/300 cycle i
L Complies
Variations

5. o= AFEA]

515| =M S &, 00|22, 310|E

5.2 7|&H AIZAM (EN/IEC 60601-2-41 #20f| 2|74t

7| A
Am CiQ| Luvis S200
Normal Mode 60,000 Ix 80,000 Ix 100,000 Ix
SHZE Ec (@1m) Ix 60,000 80,000 100,000
T XTEHe % 8.3~100 6.3~100 5~100
IHEIALO| = (d10) cm 18 18 18
I{EHALO|= (d50) cm 9.5 9.5 9.5
Z 7= (d50/d10) N/A >05 >0.5 >0.5
M (60%) cm 78 78 78
M2 (3EHA)) K 3,800/4,300/ 4,800
HMH(Ra) N/A 90 20 90
With tube % 100 100 100
2 With one mask % - - -
%: With two mask % 48 48 48
; With one mask, at base of tube % - - -
With two mask, at base of tube % 46 46 46
SAOfHK] mW/m2Ix 3.26 3.32 3.32
£ SAIEZ(Ee) W/m? 204 265 319
* 28 H|0|El= 5182417t 10 % YLICH
5.3 T7|X AEM (EN/IEC 60601-1 #E0H 2|HE
- SMPS &3
g LHg
U et AC 100-240 V, 50/60 Hz
=H oY DC33V,05A
- 255 8| =(LIGHTHEAD) E=A
72 dF o |2
60,000 Ix AC 100-240V, 50/60 Hz, 27-43 VA -
80,000 Ix AC 100-240V, 50/60 Hz, 34-52 VA -
100,000 Ix AC 100-240V, 50/60 Hz, 45-67 VA -




5.4 7|AH MM

T2 Zo|(mm) 24 (kg) H|2
LIGHT HEAD 346 x 348 x 98 35 +HEAD ARM
TENSION SPRING ARM $32 x 650 2.50 -
WALL SECOND ARM ®34 x 670 2.04 -
CEILING SECOND ARM ®32 x 650 1.61 -
CHAIR SECOND ARM ®32 x 740 415 -
+MOBILE VERTICAL ARM1
MOBILE VERTICAL ARM $31.8 x 1,610 3.05 +MOBILE VERTICAL ARM2
MOBILE BASE 575 x 575 17.05 +CASTER 4EA + BASE WEIGHT 2EA
DUAL CONNECTOR 132 x 71 1.26 +ARM BOLT
WALL BRACKET 100 x 270 2.60 -
CEILING VERTICAL ARM $®42.7 x 840 482 -
DUAL CEILING VERTICAL ARM ©60.5 x 870 1710 +DUAL BRACKET
CEILING COVER & BRACKET ®500 x 50 115 -
GUIDE BRACKET + FIX BRACKET
CEILING MOUNT - 13.36 +STUD BOLT
5.5 7|Ef EF
2= Luvis S200 H|1
7™ ZHOEHEHO HS 55 (5= -
B Gl HIXI HS S5 HE S|EE : P43
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TEL: 053-583-2804 / www dentis co kr
EHES 28517 "9 / QCPASS
® UX| OIA R @ 20X 20
=LV
® NEEK|E 20X 20
AI2SHX| O R
PRODUCT : MAIN HANDLE
LOT NO:
® MAIN HANDLE 2! Manufacturer : DENTIS CO., LTD. 100 X 45

99,Seongseoseo-ro, Dalseo-gu,
Daegu, Korea
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- TZ7F 21t 2 MAIN HANDLES ZI= S0 22[5HA 2.
- MAIN HANDLES S 2= et S0 M 120|4 222 £ A HE
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No. =AU 2r(°C) A AMZHE)
1 AP MR 20-40 1
2 Jres 20-40 5
3 S, 20-40 2
4 A= 20-40 10
5 dz 20-40 10
6 Az 50-70 90

- 22 &[H MAIN HANDLES MIA EH|0|A THLH MA0| b2 E|H=X] 2lst
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- HIA 8! A7t 2425 MAIN HANDLE & TR O ZHE| HSEHAA|L.
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