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O27|7|- B2 HE| AlAH - FHA 2T ALE
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olz7|7]- e|z7|7oi chEt I 2tEl M8
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MAL olgt
PART 11 - Exr 715, TR ME
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Hﬁwrﬁu7éﬂ$ﬁ%ﬂq%ﬂﬁﬁ)
MHHE 9|2 77|
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TE 6 EEHEl7IEMHEgY
27 71F U 7
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2011/65/UE X|& 2011 |[&7| Y HH[el EH /5l S E A AE
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X 2=of ot BEM 1 $H |
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= TGA 236-2002 2019 | Therapeutic Goods (Medical Devices)
Regulations 2002. Statutory Rules No. 236, 2002
made under the Therapeutic Goods Act 1989
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Maquet Sterigrip E HAIS SHE O M[& L &7
6.2 Maquet Sterigrip T MALS HE Q| MAH & A F
6.2.1 K& #H|
HES A8 Fol= 20| Y2l EX| AL E A LOSIE7 Z&EIX| 2 MAASHo| L
o E7t=LICt.
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6.2.4 Maquet Sterigrip 19| &z
F1!
A zd 9lE )
HE HE F7|8 =18 HE AAME #HE2 ECiol M EHo{E == &L
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8.1 GRS =

8.1.1 Maquet PowerLED Il 2}O|E &= 0| & EM
g Maquet PowerLED | Maquet PowerLED | &2}

I1 700 11500

=3 15,000~160,000Ix _
HWE ZZ(HE 10) 130,000Ix +10%
HAE DCE AT (HE 1) 160,000Ix 0/-10 %
S ZHAIM g sty 130,000Ix +10%
=4 d10* 13/20/27 cm 13/20 cm +2cm
%|74 d50/d10 0,56 +0,06
60%0l M2l =& ZlO|. 24 /43 /44 cm 38/53 cm +10%
I MRES 3,800K / 4,300K + 400K
M X|4=(Ra) 96 + 4
E 4 M X|4(RO) 90 +10
E £ HAMR|$(R15) 95 +5
E A} o LA K| 3,5 mW/m2/Ix +04
AHEH X (Ee) < 500W/m? -
AlMuv) 22 < 0.5W/m? -
FSP A|AE of -
FHZETHDCOMO =T < 500Ix -

T E 35. Maquet PowerLED Il 700 2 Maquet PowerlLeD Il 500 2t0|E &= 0| &8 C|O|E £
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7™ §d
8 st E A
o 1 1o
R EX Maquet PowerLED | Maquet PowerLED | &2 %}
11700 11 500
OtA T 1707t U= BRE 77% 56% +10
OFA3 2717t /e BRE 56% 46% +10
FE HE O M° 87% 100% +10
FE HtEof otA3 1747t /U= BRE 64% 56% +10
FE HEof OtA 3 2707t Qe B¢ 45% 46% £10
T E 36: Maquet PowerLED Il 700 2 Maquet PowerLED I 500 2IO|ES|=EQ| &7 ==
Al §4 Maquet PowerLED | Maquet PowerLED | ${& 2%}
11700 11 500
HEXT(AIM Z M3} 130,000Ix +10%
M otAI 7 e SEHM &Y 5 100% 100% +10
A6
OA3 2707 UE HEfolM 8 5|4 100% 80% +10
TE 37: AIMEZEQ| &4
gloIX §4 o
o} &t 650nm
2lo| Ehit 0.58mrad
2|0 & ™™ 1mwW
TE 38 HolxEM
¢ 7hE 2 = G0l SHE FEHEX
Maquet Rolite
96 /108 5

IFU 01831 KO 07



of My
B P

m Jim
0% 0%

8.1.2 VSTII 2IO|ES| =9 Hst 54
Ed VSTII 600 %! 400 2} 0|E3|= Hext
eI 10,000Ix~160,000Ix _
BHE (B 5) 130,000Ix +10%
BAE O (B 6)® 160,000Ix 0/- 10%
4 d108 20 - 25cm +15%
%4 d50/d107 0.55 +0.05
60%O01 M2 = ZI0| L1+L28 50cm +10%
M2 17%: 3900 K + 400K

7H#: 3900 K / 4500 K / 5100 K

M X|4=(Ra) 95 +5
S HAMX|$(RI) 90 +10/-20
S HAMX|(R15) 95 +5
E A} o LA K] 3.3 mW/m2/Ix +0.5
AHEH X (Ee) < 500W/m? -
RRIMUV) ZE < 0.7W/m? -
FSP AlAE o -
FH ZHDCOMe ZE < 500Ix -
T ® 39: EN60601-2-41 &0 [}E VSTII 2t0|EF=9| &3 o|o|H
R ET VSTII 600 VSTII 400 FHE A
OtA3 1707} Rl B 55% 40% +10
OtA 3 2747t Qe 3R 50% 45% +10
£ 5 HEEFol| A7 100% +10
FE Hi=of otA3 1747t Qe B 55% 40% +10
T2 dHi=foll oA 3 2747} Qe B 50% 45% +10
T E 40: EN60601-2-41 Z&0] [} Volista 2t0|ES|=EQ| &HF{ =&
T AL IE MR &Y
¢ 7hH MPE 2 4500K0M £
¢ EZF ZEOA
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8 et EA
o 1 T1 o
=2 VSTII 600 2%t ag
HEXT, Ec (AIM E M35} 130,000Ix +10%
LEA OIAI 1747 e BRe =&Y 86% +10
SIS
OkA T 2707 UlE BRo Y §|Ads 58% +10
TE 41; VSTI 6002 AMEE EA
=N VSTII 400 52 xt ag
HEXET, Ec (AIM E A3} 130,000Ix +10%
LEAM OIAI 1747 e BRe Y 77% +10
SIS
OFAZ 2707t UE BRo Y 5| +10
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LMo 2 SAt oL{X[e] 572 SEHEFLICt.

Volista 1 M2 | Volista 7t M5 Volista VisioNIR
Boost
710-800nm CHo| A < 35 W/m? < 12 W/im? <1.25 W/m?
HEH XL
800-870nm CHRIo| A < 2.1 W/m? <0.25 W/m? <0.03 W/m?
HEH XL
TE 43 ZXMo|AHEH XL
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BE (Y 5) 130,000Ix +10%
BAE O (B 6) 160,000Ix 0/- 10%
EZ4 d10 20 - 25cm +15%
X4 d50/d10 0.55 +0.05
60%01l M2 = ZI0| L1+L21 52cm +10%
M2 17: 4200 K + 400K

7HH: 3900 K / 4200 K / 4500 K

Q4 X|2=(Ra) 95 +5
S HAMX|$(RI) 90 +10/-20
S HAMX|(R15) 95 +5
E A} o LA K] 3.3 mW/m2/Ix +0.5
AHEH X T (Ee)" < 500W/m? -
RFQIM(UV) ZE < 0.7W/m?2 -
FSP AlAE o -
FHAHDCO|MO =R < 500Ix -
TE 44: EN60601-2-41 Z&0i [} Z Volista VCSII 2t0|EF| = 2| &3t H|0|E
R ZET VCSII 600 VCSII 400 HEx
OtA3 1707t Rl ER° 60% 55% +10
OtA 3 2747t Qe 3R 50% 45% +10
£ 5 HFEFo| A 100% +10
FE iEoll otA3 1747+ = 60% 55% +10
F = HHEr ol oA 3 27471 e 50% 45% +10
T E 45: EN60601-2-41 E&0] [} £ Volista 2I0|ES|ELS| Tt/ X
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8.2 Mo §d
8.2.1 Maquet PowerLED II
M7 §4 Maquet PowerLED Il 700 | Maquet PowerLED Il 500
2= et 100-240 Vac, 50/60 Hz
| 185 VA
EIO|ESEo| A2 7™ 110 VA 80 VA
EHO|EE = = 20 - 28 Vdc
LED 7H% 100 56
LEDO| W2 £ TM-81:201201 [} E 60,000A|Z
TM-81:2016 ZE&0i| [k2F 55,000 A|7F
HHE{Z| &7 Alzt 14 A|Zt
HHE 2| =& E|A 8AlZH
NEEEES = 5T
TE 46: Maquet PowerLED 12| TI7|M EM &
8.2.2 Volista VSTII
g4 Volista VSTII 600 Volista VSTII 400
2= et 100-240 Vac, 50/60 Hz
e 185 VA
BlOIES|E ol AR 24 90 VA 60 VA
EHO|ES = = 20~28Vdc
LEDS| H# +=H TM-81:201201| 2 60,000 A|ZF
TM-81:2016 E=0f [I}2} 55,0004 2+
HHE{2| S Alzt 14 A2t
HHE{2| =& E| 4 8Azt
NEEEES ST
T E 47: Volista VSTII 2I0|ES|EQ| A2 2]
8.2.3 Volista VCSII
= Volista VCSII 600 Volista VCSII 400
= e 100-240 Vac, 50/60 Hz
k| 185 VA
BO|ES|E ol AR ™24 70 VA 70 VA
ZlO|ES|E Q1= 20~28Vdc
LEDS| B 4+ TM-81:201201| [T} & 60,000 A|Zt
TM-81:2016 ZEZ0i| [tk2F 55,000 A1Z¢
HHE{Z| &7 Alzt 14 A|2t
HHE{2| = E|A 8AIZH
HHE{Z| R& HETX
T E 48: Volista 2l0|Es|EQl AR 72
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8.3 ZIAM EM

8.3.1 Maquet PowerLED II

714 8§84 Maquet PowerLED Maquet

11 700 PowerLED Il 500
thd =3 glo|ESEL| FA 16.8 kg 12,3 kg
ElO|ES|=Eo| HFE(AME X7 797 mm 637 mm

8.3.2 Volista

Volista VCSII2| 7

54

Volista VCSII 600 Volista VCSII 400

Ctel =3 gIo|ES|EC| B

13.5kg

11.5kg

2to|Ed|Eo| 2F

700mm 630 mm

TE 50: VCSIZEEZXIO| 7|4 EY

Pour Volista VSTII

E4 Volista VSTII 600 Volista VSTII 400
Ed x3 2lo|ES=o| A 14kg 13kg
2lo|Es|E9| & F 700mm 630mm

x|
TE 51: VST ZEER[Q 7|AXM EH

8.4 FtHEt et 21712 7le™ B

Jtoietel 712X &4

EA OHDII FHD QL AIR03 E/U
DS 1/3" Cmos
SAPSIgES ~2.48 |7} Z| A
HIC|I BF 1080p
Ol0Ix| HEE 50/ 60 Hz
&4l 16:9

ME & 1/30 ~ 1/30000%
Z AlokZH(CHZE ) 68°

LRF A|OFZH(CHZt ) 6.7°
ME/ES > 50dB
T H(xHHE) x10
CIXI"E & x6

TE 52: FtHEte 7| EM

Maquet Rolite
IFU 01831 KO 07

101 /108




l=x &4
8 FtHEtet = A17(0] 7|e M &Y

AIR03 SYSTEM E/UQ| 7|&™ &4

g4 OHDII FHD QL AIR03 E/U
™A & x60
ZH(Z LM LRFHX]) f=51~51mm
SHHOIA 1m 7H2|2e| 7HA| BB (LxH)(Z ZH0i| A 865 x 530mm ~ 20 x 12mm
LRFRkwl)
otE| E2[HA o
T ZEEHAL)? AAs/EzHI1H
3l 0|E g A INSSYRSINESEeITE =
CHH| 7H44"2 oAl (3EHAI)
Freeze(O|O|X| %) ol
A|.7C-| A-|7(-|12 6
s /Y M
RS32 QIE{m0|A ol
HZ HE O|l=z& A 7909
HZ HE D|Z & 3 7|(@xH) 132 x 198mm

7

£4d AIR03 SYSTEM E/U
HIC|2 &3 HDMI 1.4
FAHE2HA 0|23 220 g
2! 28 37|(LxIxH) 156 x 117 x 61mm
M& Faore otz F=

TF 53: AIR03 SYSTEME/US| 7|&™ EM

AIR03 SYSTEM E/UQ| M& F ot
EU X|23: ETSI EN 301 893 = &0 [z} Al

o
O|= X|4: FCC § 15.407 E &0l et AFSE el 5 Fut=:

5,755GHz & 5,795GHz

El Mol 5 Fat4: 5,190GHz & 5.230GHz
Q 5,

190GHz, 5,230GHz,

Qil

B S2UA

4 HDMI HIC|2 TS A|AH

EXT-WHD-1080P-SR | GEFEN**

x|

[ )
l AIR03 M A|AH|Q| 7|&X §
o MHEE|o] U&Lct.

A2 GEFEN M ZAL HAO|E A M2 ElE AHEA
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Jled &4
8 MAto AEHE(EMC) 204
8.6 TRt 2 EH(EMC) M
9|l
A 71712 23 E Y
Ol ¥%|E CtE ExIQ A ALSstH T x|l &8 U &0 2 038 = AaLl
ct.
x| CHE Tx|o WAl 2&S AT &K I ofn HX|E CHE & x| o
M M3t CHE Ex|et EHAI ‘g*or TR OHAIR
Fo|l
A 71718 2%E Y
OI x| =LA 7F MB5tHL x| 8 Zo| ol B4 F, ¢HEty| U Ho|ES A
28t 74 Mxt7| WEo| 7bstHU Fxlol Lol x{sHE|o] R a5 0|
’e"%* = &'AI—IEL
MEYAI 33 E= XH8t £45EDT A 0|FLH AASSHAAIL.
ol
A 71712 235 Y
XEE x| £ 70l HollM FCIE RF S417|7|(SHEIL 70|18 X 2F ote|Lt
ZEHE ME5HH T xle| &8 U dso FES 0IF + A&t
& x| 30cm O|LHolME RCHE RF SAI7|7|18 AFSEHX| DA AL,
Fo|l
A 71712l 235 Y
BEXYs #HolM ol FXIE Ar85tH F x| EE U Mol Id¥S 012 = A&
Lict.
HE o2 7|# 0[2|9] ZollME o XIE AS5HX| OtAAIL.
@ X
P Trm sz Qs zEo| YAHo =2 AN BE|7} YAIMOR Zutd 4 ¢
O, MAtu a7t B2 E[T CHA| 7| of7] B2 SotZrLict.
HAE 8 HAE Y'Y ot He A gt
F ZEOM = &E S |EN55011 GR1 CLA™®| 0.15-0.5 MHz 79dBuV QP
o 66dBuV A
0.5~5MHz 73dBuV QP
60dBuV A
5~30MHz 73dBuV QP
60dBuV A
T E 55 TXtm ME(EMC) M
'Ol FRE YE SEY &Y x| A B #HZ0M A8 E = AUGLICHCISPR 1101 Class A
3 2 HolE). &7 EE (Y2 Z CISPR 1101 Class BE HOo|El M ZE ol At 8= 4
2 0| x|l 2M Fut 4l MH|A0f Cial| MHet B3 E MS5HR| RE 4= &Lt M%
e Zxlol Qx| E= YE HE0 22 A ZXIE FSHoF g &
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EHAE /8 ElAE 2 Futs H bS Ky
SAFHAZ|E &™H EN 55011 GR1 CL A®| 30~230MHz 40dBuV/m QP 10m
230~1000MHz | 47dBpV/m QP 10m
T E 55 ZXtm MEAH(EMC) M2
E|lAE 83 E|AE i ElAE =& HZ &Z
SESPAR- RS RN P EN 61000-4-2 ME: + 8kV
Air : + 2; 4; 8; 15kV
SAFRF MA7|ZHof| CHEE LA EN 61000-4-3 80 MHz, 2.7GHz
3 V/m Mod AM 80%/1kHz
FMRF Fop4
9 ~ 28V/m Mod AM 80%/1kHz
HM7|1HM & G EHA/HAE EN 61000-4-4 AC : + 2kV - 100kHz
off CHEt LHAS [0 >3m : + 1kV - 100kHz
MPZZE x|l ntetol CHEE |  EN 61000-4-5 + 0.5; 1kV Diff
LH +0.5kV, +1kV, +2kV Yt 2=
MR |& o2 Qe ME EhsH EN 61000-4-6 150kHz, 80MHz
off CHEt LH A 3 Veff Mod AM 80%/1kHz
ISM
6 Veff Mod AM 80%/1kHz
ot 746 L = A| X0 cH8t | EN 61000-4-11 0% Ut, 10ms
LHAd (0°; 45°; 90°; 135°; 180°; 225°; 270°; 315°)
0% Ut, 20ms
70% Ut, 500ms
0% Ut, 5s
XL e YE EN 61000-3-2 Sela A
S MUY HHES 2|9 EN 61000-3-3 ME o
Mot al Zg7{ #HE
LE 56: TAtm MEHE(EMC) M
8.6.1 FCC PART 15(0|= ol Bk 5{E)
FCC 74 M155of 2k Al&dst 2ot 2 7|71 A ¥F CIX|I™ & x|ol CHet ME 7|&of Z4&st
HoZ HEHMELICE olg{Et 7IE2 B 7|7I% e*°.=1x|°401|H ANEE I YME £~ e REHEH ZH
Mo ZEEH I|sHE MY £&E2 2 97| {sH ot E[}&LICH 2 7|7| wm OIL4X|E M, A
S UHEE ‘BAQEH, % 7|7|§ 2 X|AIAFE of b2 A x| & AF SHX| o FME Aol F5H
Bt 7t o Er g &= Q&LICH & 7|718 FHKIoM A+Oo+: A F8let 7tH2 ol £+
U&LICH o248t B 717|2| AAZAI7L A7 RE S Z S ZE5HoF §LICt.
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*MAQUET ROLITE, POWERLED II, VOLISTA, VOLISTA VISIONIR, AIM, COMFORT
LIGHT, LASER POSITIONING, FSP, POWERLED, ROLITE, MAQUET, GETINGE 2!
GETINGE GROUP® Getinge AB, ST 2 £ R BIAo] EEAELICH

“*DEVONE Covidien LP, sl £ M & Rt5|Ale| SEAFEQILICEH
*DEROYALZ Covidien LP, sid £ A EE= Xt2|ALS| SS A FE LICH
**SURFA’SAFEE= ANIOS 2374, sHE 2 M &= XF3|A EMEQLICH
**ANIOS= ANIOS 74, sHE A EE= XtEIALS| SSAEILICH

SIS
xz

-

GETINGE 3¢

“ Maquet SAS - Parc de Limere - Avenue de la Pomme de Pin - CS 10008 ARDON -

45074 ORLEANS CEDEX 2 - France
73} +33(0) 238 25 88 88 T A: +33 (0) 2 38 25 88 00
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