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TE 1 T2 ALY OjOjA= AMPEIE) U HEE YEHLEE) 02 2425 YA/ Endorectal
Coil 2 MZM(2)0] F0f XSS 12/ BHE Y2(1)= NEYHS ot Mol
HOFLICt

» Endorectal Coil 2| 2|X|= ER Coil Support & At2%t A7H | X|0| A 2t 5} E LICE.
- Endorectal Coil 2 ZAIAZHA X QX0 SX|SHL|CH ZE A| & ™WX}7} E ™=l C}
- Z9dE & Endorectal Coil HHZ 0| =8tL|LC}.
- ZYHE=7|S0M Pz o|sgLCt. ZY2 SPOM 5 EE2 2 720N UG LT
(Ol= MEM 2N ol iz S MEM = =2

- REYE A3=E ZAMAEAH X0 Endorectal Coil 7} H| &K

rE
ot
mjo
i
ot
"

i

|O|X| 2 AU 2l
F|A25H0 AN Z = AL O
. Endorectal Coil S MR A|AEI0| G174 QZSHL|C}. O[T} 7.5 MR A|AEI0| 917 XS 2 L|C}
* X} HO|Z0| MR A|ARIC 2 0|52 L L.
- AL 222 Z40| 7ts3t ot OpaAu Q| iso- Z A At YKL Tt
- U2 Y EHO M2 E2E 1S Yt 2 2o EFEE0|A 150 mm HO{X RAO0{OF

SHLICHIE 12 &%),

N

- 'ﬁ

150 mm

J812: B¢ 2 Eo 2 25 15 72t Z 89/ &= gof Zo/A 2!/0/of gL/LY.

« AT U MR ZA ZX2F AR ELICH7.6 0|0]F 12 Ate).

26/40



RAPID Biomedical GmbH

7.5 MR A|AElof &

Endorectal Coil = 3tLto| HZA #0|£0| A2, O|= GE AYUEZ O|O{ZL|CHGE P 2E ZAYE, 1.5T
Endorectal Coil O-HLE-015-01899 5! 3.0T Endorectal Coil O-HLE-030-01900 2| Z4%; GE A ZE Z14|F|,
1.5T Endorectal Coil O-HLE-015-01946 2| & 2).

1.5T Endorectal Coil O-HLE-015-01899 &/ 3.0T Endorectal Coil O-HLE-030-01900:

GE P ZE ZUYEE= 271, 2 E= 4 0 22 5= USLICH GE P ZE HAUHIE 220 23 0|=
ALK SIS AR,

Endorectal Coil O| Anterior Array AA 5! Posterior Array PA 21t S| AF2E|= 42, AA 22 A3
10j| Z20t0F 2H0i| Fo|SH Al 2.

1.5T Endorectal Coil O-HLE-015-01946:
GE A ZE 4B A7 A0 ZOLOF 2L LY.

g2 T2 2 MR A" A2 C[AF2 0| E LI

MR ZHAFE A|Z+SE7| T 0f| 16Ch Diagnostic Breast Coil 2| 812 GE MR-System 2| At&X}t IE1E|O|A01|A-|
2015 H'Alg Endorectal Coil & 2 Y 4 22 (Coll Components) Z0|M MEISIA| D T Y LA (Coll
Configuration) 20| M {lst= T A4S MEHSHL| L}

Brof 30| IY 744 2 2(Coil Components) 220 LIEHLIX| %= ZL 2UO0| MR A|AH0| S8t2 A
AAE|K| 2 AYLILCE Of2et H2 2= 74Ar'— =x|EL .

>
2

CE O] AHE 2O et HALX| B2 7|7|8 A8 HAf
Sk A} SU/EE AFERHO| A Tfsl, 77| /s 7| FH| 7t &4 E LT
of] &t T I17l= 2 A8 2YAO| FAIE Hz AZSHOf gLt

T MRAIAESI AL A0 MAIE AHZE S-S MEHA.

AALTHO| 2= HZ0| 2RER=X] FC"OH;I)\IQ-

Of AAF H AZEQ OO ALEA} QMO A0A U MR A[AE AMO[S] ZHEE
ol A2 =}QI||OF SHL|LC}.

= YO OpIY 2Hof YT MR A AHO2RE 2al5|X| %2 FS HA
oF glLct.

&
&

}_
i
nx

AlBHA

rir

StLE O] &2 2= FA7L HE &SS ?lof 22% 8%, AFEdts 2E 7|7]12] AFE 28M & MEHA|L.

—

>

x|

A MR Of| FFSEX] AL 7]7|2F etH AHESIEE E-5| S &|XA| G2 TH| ALE.
k! St S/ = AFEXHOIA mSH, 77| /= 7|Ef FH|[7F & E LT

off @ MROf QHHSIH 7|7|2 &7 ALESIE R S0l U2 FH|TS AFESHUAI2.
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A zo

yg RPN ER SRR

2% SR WY, 717] YEE 716 BHI7E &4 E L

of - Fo| YA 2Y LS 0I5, UK L DHAYL
- R EOSS ZYAYA LB S5 2 0[S

7.6 0|0% 13 AL
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LIErojo| 22 O|Fst7| o, 2Z2t0| X7t &4 0fl Lo Endorectal Coil 2| ZHHE #{X[0f
UEX| =olgtL ct.

EZ20|X O|0|X| HZ ZHSIALL 'S =750 I8 100 LIEFL 243 ZU0| SHHE
X0 AR =HelgtL|Ct
- AdH Re TEMO| DY M HRIE 7|E2E L2 00 /IXISHRA=X| 2 2l5t=
S8t
- 2t RE BESH AR MEMES S5t SHEA HEE O JAE=X| Zol5k= O
FEgLch
PURE QI &S Ao EM 2122 Endorectal Coil 2| 7IotE Mo ZE T20}2A0| A8 2
e 8 + Ao AHE 7ttt 29 HEE UL
Endorectal Coil 2} 74| PROPELLER A| & E 35 Fo|E 7| C}.

A
- PROPELLER = A28 & 71X 2
2) M OfE|LE 24,
- Endorectal Coil O] SNR £ 7|2 X|&dt= HHH, M3 OlE|HE A= o XMS| MABE 40|
NEX £ Q2 gL C|

7171 AZ sl

=
AHEE BX J17|9 w0 S22 FAEX] $F2 42, ST/EAME &S T AL F200M
CH2at 20| MAHSHY Al 2.
SHAHHO| 22 OrYll 20{0i|M 5t =2 77 L Ct
Endorectal Coil 2 MR A|AEIC 2HE B22|¢L|C}.
ER Coil Support & CtS1t 20| X|7gtL|Ct:
a BE Y LIAE ZYAYH BUO
b. Endorectal Coil 22 E S| EZ H 0] L|C}
c. ER Coil Support £ 2t H|O|2 2 £ X7t C}.
d. XKL E @8 & Fa=2 &Y o|sgLCh
ME HAL LT
a. Mg SHEA Me|g ot
Endorectal Coil £ S22 E ZAAZA KHAHSED SZEQ A2 E Qs M8 MA2 &H
o|E$tLCt.
SHAL H| 0| 22| BHAHE &5 L T
71718 MAelgL .
a. FHe 2= o YOl LA HAStD HAES| H| 7| gL Ct.
b. ER Coil Support & 112! 13 0f }2} 238l C}.
c. 7.8 M W AZ Fo| XA mELct
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2£8/13: Z38}= ER Coil Support.

HE | Moy 22 =8
T g8 Lapze| ¥z 8t 23) 1 '
2 | g2y LpAK(T ) 1 ‘
3 | gy LT =) 1 T
4 | oy zoE 1 A
= d
=
5 | x0IE =0 =& 1
6 |smat 1 I
VAR S
|25 ;:;;;;j
=3 =
7 | dlo|A =0l 1 =
/

# 7-1: ER Coil Support #4& 24
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7.8 MY 2E

HE U A5 AAHO| XIS B B0| HBEE RE BE WA U 7S F40}
gt
717) o7t

E dHito A
= C pu g
o|2 71712 MU MH L 252 ALBXFS MY QYL

QAR A= o Mol A YUCE MH2 BX|, §, Jd2[2 €Y ZHF, HdEs A
= €2 Ol=2Z2S =2/H22 N7 ot=s AYUCH Y2 LNz OdES

o
— —
D=0 22 77| =20t
=0l AO| ot 2t MALICH MA2 2, MEH X S2|H W2 HAIE LT
Fol
Ay TRE MY WY
Sk 20| A= 2= 7|7].
of] et = ANSOM 2 = U= =2 7188 MHE MMl 7to|=ztelof mat S0
S| M5t AtEgtLCt.
= REHR A2 M ARSsHAIL. 717|of A7t HEWME o ELICh HH 7t
HESIX| Y= 2 A 2
@ ZotAL Aobd MAHE AESHA| OHYA|R. Ol EF Ex SRS &8AE =
O|ﬁ|_|[|.
PIN=] .

45
AS2 WS Yoy|L D|UES BRYSSHE HYLITL
271715 250 0| FAFHL oF 7|72 ERYUC Weth £ 539 A4S0 BRI

=
M| S8t= Endorectal Coil 2 HAEQUOL =2 =FOZ AKX AUYCOH HiE
L

RAPID Biomedical & 47| (0f0| 8t 2 Of ), AFIZH| L HpO|2{A SR 9o
=2 $£F9| AEXN AIEBE HETHLICE (0f: Meliseptol® HBV tissues by B Braun,
Meliseptol® rapid by B Braun == "28 2|4 3| - Verbund fiir angewandte Hygiene
e.V. (VAH)", "EH{E 2S5 ¥ 3| - Robert Koch Institut (RKI)" EE= "2 EX| ofgf ME -
Centers for Disease Control and Prevention (CDC)"7t X|’d%t A=H7t 0 HEO
At oh).

Ay AREIR| S AEH WL SHHS HH U A HX}
A% Tga ol M +F0| T Y AL, T
ot - SR Wele MZH (Mycobacterum Z3h), AFZH U HRo|ajA s ofof
ehLct
=
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U 2F BF HAES GE MUl SOR EE H 3K Ab|A
Y| BY B HAEES HAGHAIZY GE MHA HE

29| AFst0| Ao Al AL, GE Healthcare o| F sl 800-582-2145 2 Y EHSIAA| 2.
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9 BE
9.1 AJQF
77| 0|2 1.5T Endorectal Coil | 1.5T Endorectal Coil | 3.0T Endorectal Coil

7|7| ¥ (RAPID)

O-HLE-015-01899

O-HLE-015-01946

O-HLE-030-01900

MR Nuclei 1H

XE X=ija 63.9 MHz 127.7 MHz

MR A|AE GE 1.5 T MR Systems GE 3.0 T MR Systems

MR A|AEIO| MA L= 15T 30T

RF %33} g

A S A K= Z210]: 360 mm HH|: 44 mm =0]: 39 mm
SHE D QF Elo| X Z10]: 97 mm HH|: 25 mm =0[: 17 mm
I SR dlo| K| 210]: 75 mm X ZAd:12 mm

B2I7| Zo|(ZX| F) 80 mm

ZE7| HH|(ZR YS) 16.5 mm

A& 7 0|5 ZO| 130 cm 110 cm

2 A Endorectal Coil 1.0 kg

2 A ER Coil Support 2.0 kg

Z|tH 5 & A HE At H|o| =0 &&= 2| 5t Mgt

HE =24 A NME

2
ol
P
]

+15°C Of| A +24°C 7} X| /
+59°F Of| A{ +75.2°F 71} X|

=]

2 e 30 % ~ 80 % RH

gl 5=

7|
70 kPa - 107 kPa

e U EA /ﬂ/ -25°C Of| A| +60°C 7X| / -
13°F Ol M| +140°F 7}X|

2 49

s 5 % ~ 95 % RH

HO9-1: X3 At
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CH &

|0l &

M| Z= A

RAPID Biomedical GmbH
Kettelerstrasse 3-11
97222 Rimpar, Germany
Tel.: +49 (0)9365-8826-0
Fax: +49 (0)9365-8826-99
info@rapidbiomed.de
www.rapidbiomed.de

=o]
ofm
e
=t

GE Healthcare, LLC
3200 N Grandview Boulevard
Waukesha, W1 53188

o=

UMDNS Z =
HE 2= 7|7 B3

Al ) %! (Universal Medical Device Nomenclature
System)

17-542

d8 M 8=

DE/CA59/5752/2016-R/Hd

717 5|7t H=
M Z=ALID

201 x|/

T2 ¢ S gH 1D

12.0f 2|7
0z
140730
117707

sE A

717l &8 SEZlla-MDD 2 A IX, I &, 35,328, 4™ 5
o=

717l s& S2 11-21 CFR 892.1000 0f| 2|

77| 2E MOS

AT ™ HE HE o4

717 25 H= o4

M| Z= At FEI 3005049692

20! AK/SE K| FEI 2183553

e [

717l &5 S22 11-CMDR - SOR/98-282, A& 1, MM 6, ItE 1, F& 2 4

o
aT
E{7] £ M AN ™E/Tirkiye |

thalatci Bilgileri:

2=l A K/ithalatg

GE Medical Systems Tarkiye Ltd. Sti.

Esentepe Mah. Harman Sok. No: 8
34394 Sisli-istanbul Tiirkiye

H9-2: X HE
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9.3 cjut
2HAO[ AFZEX|ALE 815 == Sl HENQ 8% 7178 HSsiA= ¢ ULt 2HE2 RAPID
Biomedical EE+= RAPID Biomedical o] CH2| Q10| =™ E= w5 Q& L|CH
5 7|2 7|7| 01 =/4 %
“ RAPID Biomedical GmbH
M| Z= At — Kettelerstr. 3-11
RARD 97222 Rimpar, Germany
75 G| GE Medical Systems, LLC

1.5T-01899 1.5T Endorectal Coil
1.5T-01946 1.5T Endorectal Coil
717 & BE siE g
3.0 T-01900 3.0T Endorectal Coll
01955 ER Coil Support
15T"PRE" O-HLE-015-01899
15T"AZEE" O-HLE-015-01946
77 B e
30T O-HLE-030-01900
ERZY MEZE ZUB-01955
717) w8l s [sN] s el
1.5T-01899 5772252-2
GE Healthcare 1.5T-01946 5818916-2
_ st 9le
J—'-l'E # O HADO
3.0 T-01900 5772250-2
01955 5772250-3
7171 7478 REV. XX
M= LX
fl = St ] YYYY-MM-DD
(4-2-9)
]
= (OT)XXXXXXXXXXXX
IEME
upI (82) @ (21)xxx
7|17| LE(T/R) @ A Mg Y
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CE2tA(Q|= 7|7| 23 2|Al=]
X| & (Coucil Directive)2| E4= 27 ALt
93/42/EEC &%).

C€o1o7

HHLicHo|R S8 ZAr oz
ALE dEME MEYAR @
F7HH QI 2HA O 22X = ALE é
HYME FRSHAIR
Mg OE R BF N\
IEC 61140 0] 2|7{3t0] S2 II. O
7| A ™A FH I8 22 +=H -
Separate Collection of Waste Electrical E
and Electronic Equipment (WEEE X| %
2012/19/EU)
MR 2M HEfO| AHE A H A (elFl)

1.5T-01899 @ @ @
Al A = AUE B8 | 1.5T-01946 @

3.0 T-01900 @ @ @
Y 2 FO| AFH(AE[AH) e s HH

Moz | ejgészga = a=E

AY HUE| B Fo| ArH(AEF) g ete Sl =0l =eias

A B0 WH 2 FX| DA
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9.5 9o =5

ofof 4y

AGB EFE AL o

C 7t

cD HWE C|A3

CFR o8t 4 I E - Code of Federal Regulations (0] =)

CMDR 7iLICH o] & Z7|7| 7 - Canadian Medical Devices Regulations

EC o & &K - European Community

ECG Al & - Electrocardiogram

EEC 9 AN 554 - European Economic Community

elFU HA 2 HEjol A HYN

EU Rk

FID S S Zta| - Free Induction Decay

IEC =X M7| = 2|3 - International Electrotechnical Commission

MDD o| 2 AHH| X| & - Medical Device Directive (EC)

MR X17| 33 - Magnetic Resonance

Na LEE

O-HLE-015 | mot g 1H; A B2 15T

O-HLE-030 | gt 3 g 1H; A ZE30T

P Ol - Phosphorus

PN IE HS - Part Number

QA £ #3Z - Quality Assurance

REF X HS - Reference Number (ItE H S - Part Number)

RF 1 Z1} - Radio Frequency

RoHS o3} 2% |3t - Restriction of Hazardous Substances

ROI M K| - Region of Interest

Rx Z£=Al 7|5 - Receive Function

SAR E M S48 - Specific Absorption Rate

SN Q2 HS - Serial Number

SNR M CH &2 H| - Signal-to-Noise-Ratio

TX/Rx & /2= Al - Transmit/Receive

Tx M=z 7|= - Transmit Function

UDI T2 ZK| Al" - Unique Device Identification

WEEE M7| 9 MK} ®| & 7| - Waste of Electronical and Electrical Equipment
B 9-5: %0 5&
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