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The Netherlands

&3k +31(0)20 753 2949
A +31(0)20 753 2939
142 N3 B3 AP
F=&eh 100 ~ 230 VAC
Mol =1tz 50 ~ 60 Hz
Z0 2" == 420 VA
14.3 EX S8 Al
FSID ESEPSEE AZ2EXRIA 5A, 250 V
=c|8 49: = 2IE EX
AJ|: 5x 20 mm
J|E}: IEC 60127-2 Sheet 5 Al &5
RoH
144 &3 A
1441 =5 xA
a2 10°C ~ 40°C
Al S 30% ~ 75%
CHol et 70 ~ 106 Kpa
1442 25 L 2 XA
=2 -20°C ~ +60°C
Al sk 10% ~ 90%
CHole: 70 ~ 106 Kpa
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145 S=
14.5.1 EN 60601-1 S=
2T B5: ZeHA |
CISPR 11 222 A (EMC)
1452 ZN8 25

14.5.3

14.5.4 OtM gl

Ol M0l = EN 60601-10fl

Aotk st

IPX8

et eletd DFFENIOE ETHE

14.5.5 2/2J|J| & ?/&3 XI& 93/42/EEC

Scia b
14.5.6 FDA &=
ScHA

1457 BE 23

NanoKnife JIHdI0IHH= &HE

eS|
2olg8 oy M= 2280 ZEEN UASLICH

146 A2 XA
Ol MUdOIEHE d5 &S0 AIE
E&0ol= 20| HEELICH
14.6.1 SCI® AL(ZH 2X8)
Al
(Z x 20| x =0/)
2A:

14.7 Jl= M

ot HestLth 2t Al=0l

56 cm x 68 cm x 149 cm

66 kg

= As FA0A2 AHE0I

24 QA EE

o2y &4 £ 1~6

SA g 10 ~ 100

QA NZE 500 ~ 3000 V

A 20| 20 ~ 100 us

A 2tA HIESD| 90 PPM, OH 1081 Z AOICH 670 ms/3.5 s

A 2tA S| ECG, Alst=0 et 2t=2 e

DAS 2 U X(HE) 15 J

Ol LI XI 22 |4 100 pF

DA XNE FLE +5%

OA 20| 39 ¢ 2us E=2%(E 5 0 2 A)

SIS 50 A

oI ES M0 BE BA &

“EF 2
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148 B4 45
Ol AIAB=2 MEXI RE et BA M0 CHoll £ 15%2 SAlE 8 o2 st WOlA
HUXIE 8EolOF & LICH
O AIAE2 ALEXIF QESH A 20[0 CHoll £ 2 psl 518 8t&EE 2= 202 BAS
Mol OF & LICH

=
Ol NAE2 &5 & ot

AZ2H0l <10 psQl &I EASE HEoHOF ELICH
ECG SJ1at &EiIJF £0IX L= 242 F2, AIAE0 EAE dEdiMeE & SLIT

149 S Fhi4 AlE
FCC ID: YHS-600—-104443
FCC ID ct# 0l = RFID= NanoKnife MU cllOIE 20l ?IXIoHl ASLICH RFID HEILI=E
X HH L0 Y= Z2E HEUH FA0 JASLICH
23| & NanoKnife Z2EE 2O Z Aot 0156t= O RFIDJF AFZELICH RFID Bl 0=
2t NanoKnife T2 2 HUlE 0 S&E0 USLICH 0l Ef00= 2535t HOIHSE ®&otes
o A=2te dEg2 2 CHHILIF 2T AsLICH 0 2= RFID 2lHJI2 C2Y
LEHSLD, S 2HNAMEE > UASSEHIANAM = ZEE HIOIEHHIOI A0 MEELICH
RFID= 13.56MHz =10l M &0, 0.58 £ 0.1521 X1(1.47 cm £ 0.38 cm)2| &= HElE
Kl & &LICh.
QoS(Quality of Service)E ?Iol & CHHILIOIA Ef 12 HE, &t
K2SLICH s SHHILE SRI0A 202 B0 HEE 22,
SAIELICH
Bot2 26l NanoKnife AIAEI2 Ot SH RFID 2lHDI2F & 2535t= Ef1S 0l &ELIC.
B SA&I2 128bit AES overlaying 3-DESE AtE0 LSstELICH 22 OI0IEDE EHQ
HEZS=Z 0 B0 MEE It I S StELICH RFID 2l I XA Ot 2 2=
J10 128HIE AESE Mt EdH 2 S 3tE LILH.

U X2 99%09| ARITE

10t ottt 2= MIHA

£

NanoKnife AIAEIS Z2AIAN ZO 1027 22 4 ASUCL SA 2HIb L4562
AAZI0l EBHOS BSE 4 QLt EBiOJt RS0HA 2D QIAE & gi= P, AL
MBI T2 MEHE 22/0), ARl S SR TeE & ol EUCH ABTs
I 25 S NanoKnife M Liall O1 & Off CHAl 9121 GHOF BHLICH O] 2O 2 HREX A& MER
DESE AT SO0H0F BLICH M WHE MSoHK LB D2 AHIA M 2250k
BHLICH
0l X= FCC AY IHE 158 E4ELIC I HS0= S  JHX X240 2L
(1) Ol BX= RoHEr MOt HOHS LMAIIIK L0, (2) 0l A= AGH L= BS 2B
RS 4+ U= MO HOHE BEGI0] $AE BE M BOHE +SSLICH
S0 99 DI YAIR 50 8101 B HXS BAGHILL HEIGHE FXC AIE RS0l
esstELt

14.10 OHZCIFH 0l & AIS R

14.10.1 Th& 2I8HE A
NanoKnife AIAEIS 200 2eist Meld EXS Tasi0l o 2T A ol s
HEES =0/ O A5 918t HIBULICH A20 SE 2919 &= S0 #X0) T2t
o2 X0l ZHELIC FAS &AGH0 ST, 22 A = HBE(22 B 42

ga)S Sol AIZE N3 = USLICH

14.10.2 O &t & X
NanoKnife AlAE & EXZ0le IS AdE, Mz, o5, 25, 6 248 &
o|stx Z &0l &= £ USLICH & X= ASA(American Society of Anesthesiology,
Ol=0tH &3l) £= KA JH0ISerelofl et MAIDHSE CHAM R Z 2832 O OF &L CH.
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14.10.3

14.10.4

14.10.5

14.10.6

—NancKnife

D AR )
Ol AIAEIS AR L) CHEt XIS XIREHS O ALRELICH GIDI0= =212 U AKX L2
JIZS HIZ5H NanoKnifeS AI23 X2 HIBAXQ EX0| ZWas AX L2 e
22+ X0 ZEELIC

Hat AlEXN =22

anoKnife AIAE 2] AIZX0 = A B2, S SAIE 22, 2tS AL AIXNEHE, 2hArA
IR L& M2o|(HWa XA et CH8), 1 gho] et A BXJA0| Z&ELICH I
2 BN AZI= AL AEHHOIS Z&GIH Sel&E Als &3 (&Y € J|J| =2, &2
HZE ECGUHZAE M 2SI & S0| 28 £=US), A= Z2E2 E&F, Al 8
Ats DLIEHE, Jl2 MXl @Eo9 2= XAl 6t Al X £ Z & ol NanoKnife
MUHOIHE MHE &= AUSLICH
AE A
8td 21 NanoKnife A|IABI2 HE YR 88 25, 85 Y T ZAHHA HsELIC
Ol Xl= HE O, SAE & == HH 2XHUHAMN &S LICH
M Q7 A& NanoKnife AIAEI2 JHI26ID &S Jlseh AEH0OF & LICH
AlE BI%Z: NanoKnife A|AE 2 OIS A & X2 LILCH
21Xl NanoKnife AIAEI2 HE S X JI0|E &2 L= 223 Xl vs 0|0 Xl
JHOIE AT BHINO et =4 L= SAIEAIOIA AFZ01D| f8H MIZELIC
0l=4: NanoKnife AlAEI2 HE LIS S2t0lA Olse &= ASLICHHA LHO
PIXIoHOF ol KIBH CI2st Al E2EAI B2 20 et 2AA I H= 2Hl 20|

JtsE LIt

JIEF & XI/&HI2 A8 NanoKnife AlAE 2 &= NanoKnife Z2E 2 A5 MZ5IES
DOt A SLICEH

Xol-i|j|> _\‘__i (C= XAN=5t _)'\_ OIE OHi_”

EL=85E = Us UM AS: X LA MUOIEHIt S, AE=, M,
JIEt &2l Ag4(LRS, Z&E A SH S)0l =L = USLICH AIAES OHE
METMO ==olioF &€ =% ASLICH 2= 52 X 20 A OIF 0 H0F & LICH

X el
HM2S RG] 2R I HOA ZIN RS TS s 2, ASKIF 1T
AT CIEIHOIA(GUNE S NanoKnife (NK) HILIZIOIES ZXsI0I 2AM3IE
Qo 2@l BN COIEHE YRBUCH 22F0| HZGHAM Bols NK Z2E + 242
HeiBtLiCh 92AS D28 29 22 NS SFELIC D28 M8 o s 43
S BXE OHIAGID(S, 28 D) AIRXIL GUIZ BA M4 3002 XIMELIT
DHHI(S, 25 012)E 0ls &, SHIZ &)| S22 205D Melst (=S A2 E
0 Ot30b LM(X, DEE FD)F HBO| YSKE =HOIGH| A% HHY HAE TA
(3, ¥C4 HAE)S MLELCH 1@ TS NanoKnife MIUOIEDI 2XE ®Meto2
EFCD, ABXOF ZNE FHLE FUIE 2, ABXIL ZNE EHLS S MBS
H)| BAZ MYSIEE SFSUC 2 HAE U X2 BAES RIF OHS 5022]0
Za 0] LWOIA HZEI0], ODIA 22 S5Z01 A% HOIY HS Mo SR AF
2IST s BA £10/20] ZHELTH NanoKnife AIAEIS 0l2] 2RE Z2E20
Chet BAS MLBHXICH AFBXIOFEX E= ZCH51LE 0h 3t SAEH 22 AIAE 0 /3l

ol
0l

NSO =XE 2= USLICH HENKEZEQ AR, NAZ ZAH0| LASHSH AL XDt
OF3 =210l THoll Al= DB =522 THE £ USLICH 25 EAE MLYst &
NanoKnife M UHIO0IEJF & & 1) NanoKnife Z2EJF ST 22 0A MAELICH O&
CtS E& L& 230 et 2 E S&otl, 28X OFF A IO LI

16795933-11 REVA - t=0{
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15.1

15.2

Xt NEd
0f MUdOIEE= SZRHIS MR

(IEC 60601-1-2 4X HAE)S =L

- = U YE E42 & 9 L HRAWAM ALSSHI0l HEELICHCISPR 11 22 A A)
F=H BHUA AISE B2A(LEIFoZ A BUl diE), 2 Etle 24 ot S4l
ABIA0N CHoll &8st 252 MSothl R == ASLILH 0l B2, AEXIE EHIE
MU XIotHLE 2ets X8ote S 23t ZXIE FolloF & = UsLICH

[¢) .
+ 2% HJ|¥Bl= EMC2 230t S€ =2 Atet0l 2010, 0f £&0 ME= EMC
ZE0 et &X ¢

o
k-

=
£ 2z dJ| Zhl0l ekt = = AsLIth

21 NanoKnife KILII0IE MESMIF IR B&Z0 il SBOZ BHjs EAHAFA
S, H0I2S ASE AP

2 A0I==S Moty A& A 0l 253, EdiA
|

NanoKnife MUl OIEf 2l 2= =01 SItotd) a0l MotE

_)[\_
A 1) NanoKnife XU &l 01E = NanoKnife A|AE D S AF26IE2 AT X £2
CtE &l IEGH L 22 &dElz MSoHA= o
22 AEE 240l A NanoKnife MIUYIOIE I EAECZ &S5
AngioDynamics0| S=¢8t & & HOIE &Xl= A 240 CHol H
NanoKnife A|AE S0 &2 =X ESLICH

- = H30l= 13.56 MHzOIM &=0dl= FCC 21E 22X CHHILE RF S&101JF Z& & o
USLICH RF 410 = ASK(amplitude shift key) HEE 0| E0ol0 £ X0 LHE
S JeE 28 XA SAELICH ZH 2= HHE= FCC UHE 15.225 &0 Tet
=X LA, FCC M &tel 84.0 dB (uV/m) B0l Sots Jl12 FIa0lA
24.1 dB (uV/m)Z S&H T ASLICH.
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S0E & 262 RF S4& ZH| 2t NanoKnife ML AI0IE 2t2 A& 22| Hel.

NanoKnife AL 2IO0IEH= 2AIE RF 2ol )t MO == 8AI B0 A AFE0HES 100t
Ct. NanoKnife MU IO 024 L= AtEAE S 42 20 255 d2 0 Tt 0
Uz SUHE £ 2HtY RF Sl ZHI(54101) 2t NanoKnife MU AI0IE 2t HelE |RAE22M

AN 2tE =S &g = ASLICH

S4012 A 20 S4D| Fo=0l g 2el Hel(m)

g2 dawW) 150 kHz ~ 80 MHz | 80 MHz ~ 800 MHz | 800 MHz ~ 2,7 GHz
d=1.2+P d=1.2+P d=23P

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1 1.2 1.2 2.3

10 3.8 3.8 73

100 12 12 23

0l BAEKX L2 2 =22 M FHO S4D|9 B2, SAD|0 EEEH= B4 MEGHH

A& 22| Hel d(0IE(m) S#H2)E s _)r\_)g%[,_%l[:’:u. OIIM, P= S8 MIZS MO OE

2

St
S92 =2 d ¥ FA(AEW) &
&1 1: 80 MHz & 800 MHzOIA O =2 =

1 2: 0lgiet N&E2 €2 dEiMs A2 €2 = AsUt. 31D dte #X, 2H &
MNELZEH2 S92 BHA f

02 0z
ol

Nanf\l{n:re 16795933-11 REVA - 8= 01

1IN NN NanoKnife A|AE ALE AN HE 3.0
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RF 24 SAMARMO CHet LS 918t NanoKnife A|AE9| HIAE AL
B _
HAE 1< (a) N i o LA AIE
ZIH:(MHz) | (MH2) MBI # () w Helm) | e (v/m)
A (p) B X
385 380-390 TETRA 1.8 0.3 27
(18 Hz)
FM(c)
450 430-470 G“ﬁiz j%%(") + 5KHz Hxt 2 0.3 28
1 KHz AtQ!
710
HA(p) BIE
745 704-787 | LTE CH™ 13 17 0.2 0.3 9
217 Hz
780
810 GSM 800/900
870 TETRA 800 BA(D) X
800-960 iDEN 820 18 Ha) 2 0.3 28
930 CDMA 850
LTE i 5
1720 GSM 1800
CDMA 1900
GSM 1900 A (p) BIE
1845 1700-1990 ST 217) bz 2 0.3 28
TE CHS 1,3,4,25;
1970 UMTS
Bluetooth|
WLAN BAp) HE
2450 2400-2570 | 802.11 b/g/n 217tz 2 0.3 28
RFID 2450
LTE Oh 7
5240
5500 5100-5800 | WLAN 802.11 a/n | ——(0) EE 0.2 0.3 9
e (217) Hz : '
5785
DA AE £FES PE6E O 238 B2, 341 OHHILE 2 ME &H| £ ME AIAE 2t9|
JHelZ A mE 2 & USLICH 1 m EIAE Jel= [EC 61000-4-301 A 31 2= LIC.
aole MHIAS H2, o2l =II40F ZEHE LT
b SAIALS 50% SEIAFOI2 &} AISE AR HEELICH
CFM BIZEO| (OO 2, 18 HzOI Al 50% EA BIZJ} AFRE 2 QUSLICH Y BRI} AR BHEAS
LFEFLHXI 2201 T2 0l 12H2l HOIADF 2 4 USLICH
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A& L HEHH A - MXHIF LS

NanoKnife AL clOIEI= OtcHOll SAIE &2 Sls2tel Al MXHDF B 0lA AL=ZotJ] 2 &t
XY LICH NanoKnife MU dIOIH 02 £= At Xts e Z 0N EXE AHZot=S off OF
SfLICH.

W Al IEC 60601 Al cll& | & == ¥ SN &d - K&

HEI| SH(ESD) |+/-8 kV &= +/-8kV = HHE 2 EIH EJEIE EEE

H}‘%‘O| ol—/\-l AIHE S 9=
Z2, &0 %0t 2lA 30%
0l &+01010F &LICH.

HIIN UG M2 |+/2KV - B9 22 [+/2kV - B2 22| Ko M2 ZHS A= T we
J HAE IEC atol atol 220 ZA =60 BHLICH
61000-4-4 H-1KV - Q/ES [+ kY - Y/E

2tol 2tol

100 KHz BH= =114 [100 KHz BH=

=

M IEC 61000— |+/-1KV Xt= 2T |[+/1kV IE 2C |Ho M9 28 A= G 5a
475 +/2KV S& PC  [+/2kv sa oS |EE2 S200 EaH0F &LITL
Mol 2= 92 | 0% UT; 05 AHOI2  |0% UT; 0.5 AFOI2 | Qo M9 Z8S A= F=
2HOIOIA Z=AIE | @ 0°, 45°, 90°,135°, | @ 0°, 45°, 90°,135°, |2 2230 Z = (f =340t
205t =2t §®  |180°, 225°, 270°,  [180°, 225°, 270°, | &LICH. ®& Al NanoKnife
o Mot = IEC |315°. 315°, MUZIOIE AFZXEIE A2 51 A
61000-4-11 0% UT: 1 AOI2  [0% UT: 1 Moj2 (SIS ZeEdi0h e 3%, 559

2 70% UT; 25/30 |2 70% UT; 25/30 |S2 ==Lt HiECIS %GH

S=ot=s 20l HEELICH
Chal @ 0°. 0% UT; |[H& @ 0°. 0% UT;

250/300 ALOI2 250/300 ALOI2
SRS 30 A/m 30 A/m M =02 PRS2 A8 =
(50/60 Hz) IEC Hel SAHO UBHE X0 M9
61000-4-8 gl SA0l =36H0F 8 LICH.
D UTE AE e B2 & AC = M0l SHEELICH.
—Na"‘"""‘" 16795933-11 REVA - & =01
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A& 2 HEHH &0 - AR WA

NanoKnife HIUH2IOIE = OteHl SAIE MAIF SHE0HM AFZ5HD| 918 242 LICH. NanoKnife
HUEHOIH D2 = AIZX= Defst 3E0M &XIE AIHSct=S oljoF &LICH
LA AIE IEC 60601 A& | R A =% SdXio &8 - XE
o e o e
M MXIONIEC |3 Vrms 3 Vrms SUE 2 2HY RF Sl &dls s410]19
61000-4-6 150 kHz ~ Fox0 20 s HHIZ22H Hots HHE
80 MHz 22| HelE 80 HolEs =£&st oid
NanoKnife M dIOIH =22t 28l A
150 KHz ~ 150 KHz ~ AMZalAH s o ELICH

80 MHz AtOI2] [ 80 MHz
ISM UIS0A  [AtOIS ISM |2 E 22l Hel.

80% AM @ 180% AM @ |- 1 2 \p 80 MHz ~ 800 MHz
1 KHz 1 KHz
d=2.3+P 800 MHz ~ 2,7 GHz
3V/m .
SFAF ®XIFIEC |3 V/m Il (P)= S&ID| MIZHO HE S41019
61000-4-3 80 MHz ~ ZI0 28 M2 FAF(AEW) &=)0l12, (d)=
27 Gy A =22) Hal(0IE(m) S)LUC

X AHOIE MBilol0l et 28 &= D& RF
SeJI9 A e 2 F0k ERl2 78

&= dl2 0I2H0I010F &LICE. B

|2t el E 8 HelolA

|
T~

Y
o
bl
a]
o
2 0
Sl
0x
fo
=2
x

e
>
0ol
o
nt
s
o

H o
alll
@D ron
10
40| o g

& [
£
o
10

10
X
iz
o
o
=
W
(@]
T 2
I
=)

22, AM 2 FM 202 8&s=
=g = glslt. 08 RF sdJ|2 2l
2laoll OF &LICH NanoKnife AIHZIO0IEIE AIEdt= fIXI0IA
A =g A2, NanoKnife AL d0IED
0o 0

t

i
o
H
r
~o
o
Ql
NE
"% o
>

S

Ollgﬂ
(RN
2

u A
P
U
=
Im o

0z 2

> iy D
J2 4 K

%
on
Y
.
[m = N == NI )

i
ZtE | H NanoKnife MU dIOIE 2] &fsF HA, TH

9*
]
-

ij
rr
el
1
L]
o X
o O
0

o2 == TR O [Pt

LoXonox Lo
ro
X
RS
oy
H
J

on
10
Ny
S
I
e
I
N >
A=
e
0
et
1
30
oy

[
0
o
oS
<
T

M
=]
1>
0
40
o
0z
2
>
rr

A Z2EIH3V/m 012010 OF & LICE.
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A& & HEHH &H - AXHL S=

NanoKnife M UHdIOIE = OFcHOoll S Al & XHI
HUHAOIE D2 L= AIS e 02t SH0A

2B0IAM AtE0
PN

o

(=)
|E AIE0IES

J

gd=E NS s & JIHIYE - XS

I = ds1 NanoKnife HUI0IEH=E WS 2SS JIs0E 24 HUHXE
(RF Emissions) AZEELICH [Hetd XD HE2 R 22 =011 =2
CISPR 11 o It HHI0 S 22 Iisd T 5|8etLIC

At 2 E SdA A NanoKnife HUEI0IEHE=E JtEES L88 2= £XE HIX
(RF Emissions) ol VI E2Z MEL= 220l S=sHe 88 MY &
CISPR 11 = UERIDN M8 HEdiA AMEct=s 22 HgeLIt
DX HEIEC 2L A

61000—-3-2

dges/ o 8lS

=cl SE IEC

61000-3-3

16795933-11 REVA - 8= 01
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9 B i

A& 16: Jls S0loll &

o

JIEH AIAES 85

21 CFR I}E 801.152 220 2t NanoKnife HILHAI0IE, €38 28 &
IO A S2 SIAE 20| LIEILIS 7152 20{aH&0| THS 0 LIet USLICH
o1& AX M5 |5 K= 15 o0
“ 511  |RIZA o|2717] MIEAE LIEFWLICE
o e o] 2|
512 |HEATHEAES e siouee 2o nEs vargUD:
M 513 |[MZ2x 9271917t MIEE URE LIEIWLICH
- Ol ST OIZ01= 9 2J101= A=A o
- 514 |2SII8 =T
- % C= 2E= AZE50| 915 HEAHO
DE ~
LoT 515 |HHX 3= WX IS = LIEFLLICE
_ PP ERELEENEEEE
Et tH
516 |FtE=ld¥s Jlgr2] Bs=2 UEYLICH
_ PR P ERE P EER EELEERE
oled B
[SN] 517 |EEE= WS EIYLICH
oo W NHO2 o272 A93 A=
@ 518 |+olein N
ENEEE P NN EEEN L EE
STERLE [ E0| 523|250 22 el |HAE9SS LEIY LIS
526 |WAZGHK DFAAIQ |THAZE 2 9= 9 27|J|2 LIEFULICHS
o cop  |WIIXDENE F2 [EZ0l E8EDIL HZE 22 ABHAE
28 85X DIUAlS.  |ot 5= 9= UEreLUCH
O 5211 |oe 2@ AlAE G IR AIAEIS LIEFRLICH
o |WEOIHS HE [FosM H36N 28 22 Besiy
531 =g 2AE A 9= o/2J|J|2 LIEFALICHS
Sy = AFZEM Ol 2022 B0t 5l 2 =2J]JI=
O
ZAN 532 i =5 oreAe. |UELICEHS
22, R 2J122H 2580 5= o=20(0|=
- 34 lonsiaae LIEFS LI T} b
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