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= =() 24Vdc 185VA
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CAN/CSA-C22.2 NO. 60601-1 :2014 < ¢
Uﬂ IEC 60601-2-41 :2009 c US E346609
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2016/585/EU X|Z&! 2016 |o|27|7|el Y, FIEE, 67 22 L PBDEO] CHet BHA|
2017/2102 X|Z&! 2017 |™7| Y ™A HH|o| EH q6 2 & AFS MEt
IEC 63000 2022 |gdl & Mty #E M| HMAME Bt stolg 8
M
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1.9

1.9.1

Maquet Rolite

=7t HxHE o A=
of2&IE|Lt Dispocision 2002 |Administracion Nacional de Medicamentos,
2318/2002 Alimentos y Tecnologia Médica - Registro de
productos Medicas - Reglamento
z2F TGA 236-2002 2021 Therapeutic Goods (Medical Devices)
Regulations 2002. Statutory Rules No. 236, 2002
made under the Therapeutic Goods Act 1989
=arE RDC 665/2022 2022 RDC n°665, 30 March 2022, Provides for the
Good Manufacturing Practices for Medical
Devices and Medical devices for In Vitro
Diagnostis
=erA RDC 751/2022 2022 |RDC No. 751, September 15, 2022, which
provides for risk classification, notification and
registration regimes, and labeling requirements
and instructions for use of medical devices.
FHLECEH SOR/98-282 2023 |Medical Devices Regulations
33 Regulation n°739 2021 Regulation for the Supervision and Administration
of Medical Devices
EU Regulation 2017 | Medical Devices Regulations
2017/745/EU
Y= MHLW 2021 |QE27|7| Y Mo RIS fIE MEzE ¥ EE
Ordinance: MO n 2| 7|&of 28k H e
°169
CHetel= | 8 AM143302 | 2016 |Q=27[7|H
CHEtRI= | ®HR@ A272095 | 2016 |28 Al
chstel= | #EA1354% | 2017 |22 Al-TE
AQA RS (Odim) 2020 | Medical Devices Ordinance (MedDO) of 1 July
812.213 2020
CHEt TPAA 2018 | Taiwanese Pharmaceutical Affairs Act
2018-01-31
A= Act 2021 Medical Devices Regulations 2002 n°618
o= 21CFR Part 7 2023 | AM21H AlE 9 oJeFE
H1E(0|1Z BHER AlZ oot o HH)
A - Ut AbE
PART 7 - Enforcement policy
al= 21CFR 2024 | M21H AE QU o E
Subchapter H M1E(01= EHEXR A Fo[FHTH)
HAE - o|27|7|
TE 8 ANEEEES
N SEof BHet e
NEEL
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8.1.1 Maquet PowerLED Il 2}O|E &= 0| & EM

® x|y
1m(39.421%[)2| 7|&E HE|(Dger)0l M S5 2L
Ed Maquet PowerLED | Maquet PowerLED | S22}
11700 11 500

Y ZHE, ) 15,000~160,000Ix -
2o 8L ZE(E ) 160,000Ix 0/- 10%
20 Y ZH(E ) 150,000Ix +10%
BAloF 2 E dy, 13/20/27 cm 13/20 cm +2cm
B E dgy/d,, 0,56 +0,06
ZT Z10| 60% Ol 4 24143/ 44 cm 38 /53 cm +10%
M2 1%:3800K/4300K + 400K
Q44X |2~ (Ra) 96 +4
£ HAMX|(RI) 90 +10
S QMX|(R13) 96 +4
£ HAMX|=(R15) 95 +5
Z|CH AHE ] T T (E o)’ FN] 95cmod| 550W/m? +10%
M&Y
o 8 Olstol Mol AHMER R < 350W/m? -
SAF oI X]? 3.4 mW/m?Ix +0.4
AtlMuv) =23 < 0.7W/m? -
FSP AlAE o -
FH ZHDCOoMe ZE < 500Ix -

TE 34: |EC60601-2-41 =0l [F2 Maquet PowerLED Il 2t0|E &= 2| 23t Cf|o|E

®  95cm/37.4Q1%|(+ 10%)2| =|CH =& HE2|(Dy,)0llM &

4 160,000IxZ A&t
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M gdst
oA 3 2707t Qe B2, 38 AlEEI0 45% 46% +10
M gdst
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8.1.2 VSTII 2IO|ES| =9 Hst 54
[ x|
.I. 1m(39.421%)2| 7|& 7H2I(Drer)0ll M 3,900K & 4,500K2 S35 2t
g4 VSTII 600 2! 400 2}O|E 3= HE 2R
L ZHE, ) 10,000Ix~160,000Ix -
Zc 5L ZH(E w)° 160,000Ix 0/- 10%
Z|H Y ZHE(E ko) 150,000Ix +10%
BAloF 2 E dyg 20~25cm +15%
Z B dy/d, 0.57 +0.07
X 70| 60% Ol ¢ 52~58cm +10%
Mo 174: 3,900K + 400K
7}4: 3,900K / 4,500K / 5,100K®

HAMX|$=(Ra) 95 t5
S8 M| (RY) 90 +10 /-20
E 4 oM X|4(R13) 95 +5

E 4 M x| (R15) 95 +5
Z|CH AHEH X T (Erg)® 550W/m? +10%
Bl 4 Ol5tol Mol AHEH X < 350W/m? -

E A} ofL{ K¢ 3.3 mW/m?/Ix +0.5
Are|M(UV) =S < 0.7W/m? -
FSP A|AE of -
= 2@ gooMe =E < 500Ix -
T E 38 IEC 60601-2-41:2021 E&0f [} £ Volista VSTII 2t0|ES|= 2| Z& O|0|E

R ET VSTII 600 VSTII 400 | §{&2#t
OtA3 1707t e B2 55% 42% +10
OtA 3 2747t s B2 50% 45% +10
S AlETolM M3t 100% +10

OtA3 1747t e B2, 38 AlEdiold gd3t 55% 42% +10
oA 3 2707t Qe B2, 38 AlE80|M #d3t 50% 45% +10
T E 39 IEC 60601-2-41:2021 EZ0f| [} £ Volista VSTII 2}0|Esl=2| &7 X

¢ NIRO| #MstE B2 E A2l5t1 95cm/37.421%((x 10%)2| Z|CH == HE|(Dy,)0llA &5

7 160,000Ix2 |8t

& VisioNIR S440| #43tEl F< 5,300K.
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8.1.3 VCSII 2IO|EF|=9| &t 5
[ x|
.I. 1m(39.421%))2| 7|& 7HEI(Dger)I M S5 2L,
g4 VCSII 600 ! 400 E}O|ESF= HE 2R
L ZHE, ) 10,000Ix~160,000Ix -
Zc 5L ZHE )" 160,000Ix 0/- 10%
| 5L ZH(E e 150,000Ix +10%
BAloF 2 E dyg 20~25cm +15%
Z B dy/d, 0.57 +0.07
X 70| 60% Ol ¢ 52~58cm +10%
Mo 174: 4,200K + 400K
7}4: 3,900K / 4,200K / 4,500K

HAMX|$=(Ra) 95 t5

£ 804 M x| 4 (RY) 20 +10/-20
S MR (R13) 96 +4

£ Ho4 M X4 (R15) 95 5
2| AHEH X T (Ergy,) 550W/m?2 +10%
Bl 4 Ol5tol Mol AHEH X < 350W/m? -

E A} of|L{ K]0 3.3 mW/m?/Ix +0.5
RIMUuv) ZE° < 0.7W/m? -
FSP A|AE ol -
FHEH oM EE < 500Ix -
T E 42: |EC 60601-2-41:2021 E&0] [} £ Volista VCSII 20| ES|= 2| Z& 0|

TR ZEC VCSIl 600 | VCSIl400 | 3182t
ot&3 17474 e B 62% 55% +10
OtA 3 2747t s B2 50% 46% +10
S8 AlZdol g4t 100% +10

OtA3 1747t e B2, 38 AlEdiold gd3t 62% 55% +10
oA 3 2707t Qe B2, 38 AlE80|M #d3t 50% 46% +10
T E 43: |EC 60601-2-41:2021 EZ0f| [} £ Volista VCSII E}0|ESIEQ| &7 X

1 95cm/37.421%|(+ 10%)2| =cf == HEl(D,,)HAM &H

" 160,000Ix2 |8t
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7led &Y
M ES RPN 8
8.2 Mo §d
8.2.1 Maquet PowerLED II
7|1 84 Maquet PowerLED Il 700 | Maquet PowerLED Il 500
= et 100-240 Vac, 50/60 Hz
| 185 VA
BIO|ES|E ol AR 724 110 VA 80 VA
EIO|ES = = 20 - 28 Vdc
LED 7H% 100 56
LEDS| BZ +H TM-81:201201| [H= 60,000 AIZF
TM-81:2016 E&0f| [k2F 55,000A|7F
HHEZ| 7 Alzt 14 A|Zt
HHE 2| = E| A 8AIZH
HiEIEl R F 25T
TE 44: Maquet PowerLED 19| T7|H EMH &
8.2.2 Volista VSTII
g Volista VSTII 600 Volista VSTII 400
3 et 100-240 Vac, 50/60 Hz
e 185 VA
BIO|ES|E ol AR 724 90 VA 60 VA
EIO|ES = = 20~28Vdc
LEDO| WZ +H TM-81:201201| [TH& 60,000 A|ZF
TM-81:2016 E &0 [IH2} 55,000 A2
HHE{2l S Alzt 14 A2t
HHEAZ| =38 Z| 4 8Alzt
HHE{E2| /& HEHK|
T E 45: Volista VSTII 2I0|ES|EQ| A2 M2
8.2.3 Volista VCSII
= Volista VCSII 600 Volista VCSII 400
3 MY 100-240 Vac, 50/60 Hz
= 185 VA
ElO|Es|EL| AR 2 70 VA 70 VA
ZIO|ESE Q1= 20~28Vdc
LEDS| EZ +H TM-81:201201| [T} 60,000 A|Zt
TM-81:2016 EZ0i| [k2F 55,000A|7F
HHEZ| 7 Alzt 14 M|zt
HHE{E| =& E| A 8AZt
HE 2| /3 H ST

T E 46: Volista EZI0|Es|EQl AR 72

=/
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8.31 Maquet PowerLED lI

71 &Y

Maquet PowerLED Il

Maquet PowerLED Il

700 500
Bt =3 2lo|Ed=o| A 16.8 kg 12,3 kg
EtoIESIEL| HE(ME ZF) 797 mm 637 mm

EE AT JAMEL E
8.3.2 Volista
Volista VCSIIS| B2
5y Volista VCSII 600 Volista VCSII 400
ol 23 glo|ESIES R 13.5kg 11.5kg
Elo|EF =l 2 700mm 630 mm
TE 48: VCSI ZHHER[o 7|HY &4
Pour Volista VSTII
g4 Volista VSTII 600 Volista VSTII 400
Bl 3 Zlo|ES|=o A 14kg 13kg
2to|ES|EQ| & F 700mm 630mm
TE 49: VSTIZHER|Q 7|HAM &
8.4 FtH2tet =417]9] 7| &4
FtHiztel 7|e™ 5o
g4 OHDII FHD QL AIR03 E/U
Al 1/3" Cmos
SIS ~2.48 M7} =AM
HIC| & 1080p
O|O|X| "M E 50 / 60 Hz
S4Al 16:9
MEl £ 1/30 ~ 1/30000%
Z AloFZH(CHZE ) 68°
LRF AJokZf(CHZ ) 6.7°
MNE/ES > 50dB
¥t HE™HIB) x10
CIXIE &
TE 50: Ztoletel 7|gX &M
1027108 IFU 01831 KO 08
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e

m Jim

7|
FhHigtet 41712 7]

. 8

g4 OHDII FHD QL AIR03 E/U
™A & x60

ZH(E 2ol M LRFHX]) f=5.1~51mm
SHHOMIM 1m HEIQ| 7HAl B (LxH)(Z ZHoll M 865 x 530mm ~ 20 x 12mm
LRFRkwl)

otE| E2|7H of

EH THEHL) AS/EH 1™
30|E HHA® AS/ALARISFE
CHH| ZHA4" ofl(3EHA)
Freeze(O|O|X| )" ol
NSNS 6

s /Y FM

RS32 QIE{m oA of

HAZ Hs Oz FA 7909

HF HE O|Z & 3 7((@xH) 132 x 198mm
TE 50: FtHIEtel 7I&X BN

AIR03 SYSTEM E/UQ] 7|&™ B

= AIR03 SYSTEM E/U
HIC|2 &3 HDMI 1.4
FAHEZZ 0|12 220 g

ozl ZE 2 7|(LxixH) 156 x 117 x 61mm
M& Fore ofeH &=

TF 51; AIR03 SYSTEME/US| 7|&X EM

AIR03 SYSTEM E/US| M& F ot

EU X|24: ETSI EN 301 893 &0 2t AL E &2 Y Fmt=~: 5,190GHz & 5.230GHz
O/= X[¥: FCC § 15.407 E&0f 2t AHSE M| Y Fob#: 5,190GHz, 5,230GHz,
5,755GHz & 5,795GHz

Fxlo FM 8

x| oAl 22U

FM HDMI HIC|2 & AIAH EXT-WHD-1080P-SR | GEFEN**

® X
l AIR03 2M AJAH|Q| 7|&x S GEFEN MZA HIAIO|EOM MBE|= HBA
ol MEE|0{ QU&LICE.

u

= P

Ofm
ol

HA1 2

(=3
=

.
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SE=

EAM

- o

=

7|Et &4

d™ol ChEt E= oA
S, FHLICH CHEHEIS, Y&, EELE, &5, 4942 P PF9| o727|7| 2R/ ZoiA
0=, 53 L oigtel o277 B/ oA
™A 71712l BEE =& IP 20
CIOIESIE ES =& IP 44
EMDN ZE 712010702
GMDN Z = 36843
TE 52 8 AMSY

Maquet Rolite

IFU 01831 KO 08



7le S
s N Mo | O

8.6 MRt e SE(EMC) M

Z=o|l
A 7|17|e] 2=E Y
Ol B I8 CHE Tzl BT ALS 3 B0l &S W M50l WS 01E = UL

i

=
x OO o o

Ck.
A9 CHE x| B4HOl 5SS AT 2HEs x| gt EX|E O E E X Holl
M AE87{LE TOHE F RIS B ol £X| OtMAIL.

Fo|l

71712l 2%S Y

ol xlo| MELAM7I MS3st7{Lt x| 70| ofd #&F, HE 7|

8ste 49 ™x 7| ¢Eo| 71t AL Fxle| LH-o| X{stElo] £ HEr &S 0| &
4g =+ AeLch

MZYM7t 32 EE XIS F5ED A OIS MESHAAIL.

ol

71719l 23S 918
RISE & x| EE AolE FolA HLIS RF SAI7|7|(HElLt #0lg X ola oLt
Z#E Ao FAlo) 35 W dsol IFE 01 4 ALt

x|t 30cm O|LHIM = FCHE RF S417|718 ME3HX| DHAAIR.

71712l 28 AH
x| R0 DF UET|(o: 7] HA)E ASStH ¥RIQ &E X 50l 3
g2 03 = A&Lch

RES0| &5t weto] A2tE m7tx| 2loIES =] YX|E HBSHAAIL.

A
A
A
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9|l

71710 255 ¥

S g0l o] FxIE MBS Fxlol A5 W Mol ¥y 01+ U
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o, ™Mxtut a7t SR =T CHAl 27| 071 2 SobzrLict

HAE {8 HAE & Fot He
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HMEd
ot Mg MH(EMC) M
HAE f8 ElAE 2 Fot+ He|
SAL ™A ™ EN 55011 GR1 CL 30~230MHz
14
A 230~1000MHz
TE 53 ZFAhm XEAEMC) M
EAE S8 E|AE di ElAE =& HZ &4
HH7| @™ e EN 61000-4-2 ME: + 8kV
Air : £ 2; 4; 8; 15kV
S A RF A7 |&of CHEr LA EN 61000-4-3 80 MHz, 2.7GHz
3 V/m Mod AM 80%/1kHz
FMRF Fot
9 ~ 28V/m Mod AM 80%/1kHz
7|1 e = HA/HAE EN 61000-4-4 AC : + 2kV - 100kHz
of CHEH LHAS 10 >3m : + 1kV - 100kHz
MHSSE R op Qo CHEt EN 61000-4-5 + 0.5; 1kV Diff
LH-d +0.5kV, £ 1kV, +2 kv &t
==
MR7|Et o2 oIt ME A5 EN 61000-4-6 150kHz, 80MHz
off CHEt L4 3 Veff Mod AM 80%/1kHz
ISM
6 Veff Mod AM 80%/1kHz
MeF 25t & = A H7™of CHst EN 61000-4-11 0% Ut, 10ms
LH- (0°; 45°; 90°; 135°; 180°; 225°;
270°; 315°)
0% Ut, 20ms
70% Ut, 500ms
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