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Summary

. . Study of the present condition of medical device based on wireless and
Title of Project )
radio frequency technology

wireless, wireless medical device, Radio frequency, Radio frequency

Key Words L . .
application of medical device
Institute Konkuk University Project Leader Sung Min Kim
Project Period 2007. 07. 02 - 2008. 04. 30

We compared law by foreign wireless medical device and radio frequency application
medical device and domestic laws. So we studied for medical device guidlines
development with domestic radio frequency. But it is difficult that the medical device by
RF knows all law and examination procedure. So we need to elucidate law and
evaluation about exact list. It needs to divide about wireless communication and exact
distribution about permission object and rejection object in electronic law.

Although permission and rejection standard of electronic application equipment was
distributed by 5O0W output, it needs to be selected permission exemption object for
medical device industry and commercial extension. First permission exemption object has
to secure effect about our body. But the devices that pass examination procedure are
allowed to be used. In addition, if there add environment fact, the stability of the
devices will be more improved. And we will need to apply about surgery devices related

life of person.




Opinion of Project Manager

Scope

O Survey of current regional assigned frequency.

O Survey of current medical device which has usable frequency and
comparative analysis.

O Survey of current regional wireless medical device and radio
frequency application of medical device item, frequency use,
communication method and technical fact.

O Investigation and analyze foreign nation regulations which can apply of
wireless medical device and radio frequency application of medical
device.

O Other organization law investigation and the analysis which are applied
in the domestic wireless medical device and high frequency application
medical device.

O The examination item which it follows in other organization law which
i1s applied int the domestic wireless medical device and the high
frequency application medical device, standard, method and process
present condition.

Limitation

O All medical device which uses a frequency needs to cooperate with
new government that charge electronic law because the medical device
i1s applied by electronic law execpt medical device law.

O Electric application equipment which has the output more than 50W is
present excepting in electronic law 74 permission object.

O The research for safe evaluation use environment needs to add
research process.

Direction For

O The contents by research have to elucidation advice facts.

Citation
Supervisory KFDA Electronic Medical Devices Team
Office (® 02-380-1759~60)
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“1.15 industrial, scientific, and medical (ISM) applications (of radio frequency energy):

Operation of equipment or appliances designed to generate and use locally radio frequency

energy for industrial, scientific, and medical, domestic or similar purposes, excluding

applications in the field of telecommunications.3”
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EE AMESES AAE 73S wET
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3) ITU-R, "Radio Regulation.” 2003
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j 2.4-2.5GHz 2.4-2.5GHz 2.4-2.5GHz 2.4-2.5GHz
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1427~1429.5MHz
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A2 HolEel it B2 E wAlste] FueS Aol bt #F FERe dnbow
oA} F & (PN:Pseudo-Noise) 25 AL-g3t}, TR g AE ol% Azt 2 7 Fdl 4
(PCSe Aol sl w5 w8 v JHCDMA) Aol Ag=a vk F3h
EoF A2 kg F95E A A AR AR Ak (Ehss wEd, A
T ARSAGLAN) Y] o Bor AL 3

D DSSS (Direct Sequence Spread Spectrum)
2~HER ik A vE, tAYE 235 E wg 2 dEgom Yo ggow 2kt
of Aol FAlete= Aot ATl wmol=rF WA sttt HAAlel mo]=7t b
boAg A5 E sk 7] witel, FAE vE
=tk WAl Wel A= FH-SSOl FEoA ARt AEEe7F W=,
4 MLAN® IEEE 802.11b7}F DS-SSE& AFg38tal UTHIEEE
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WA (Eehas g wEs A5l ol HolE 457 WxAt s3e FA9AY
HolA T 441 Alzwle] e g Fol ola) Abdel A
( 3%. 5 FHSS®} DSSS )
35 F34 mok A (FHSS) 23 G244 (DSSS)
Z = =z Ay Q
Tk 037] =AY ALe 15719 FHAE AL
A9 (444 Ag 7bs 5949 37)
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Mod s2AF/HLnA e =T AFMEY Y8 2 g
A1E U -9 g87]7] FE5EE ZAF

JE 717 FE W EBW ST B Aol R8I W AR W e W AATFH A2
AR e oms]v)e EE W ERW S Bt Bad AFe 4FS BHoE A4HY
.

B RF 12 dB/71 45S BHRD A 342 94FS FE 50R it 51
Mo Az @) B gus)y] PEREORA ARY - FEY Fust AeF P ¥R 9w
) ERom BRI AAsen, mv/1E B old xFstel Wue mivw Agee F9
T AAE shtel 9/E 2R @ 5 vk

1. 958 #A3F7]

AEo|FERAH ] e g AFv)e] BRE 0o 2

D{

@® A16000 o1& =€ 7]+ Physical devices for medical use

O A16010 AF3#=7] [2] Electric neuromuscular stimulator 5% 3}
S5 Fote] A HAFE Vet 71T

O A16070 = x=%32=7] [3] Microwave diathermy 915~2450MHz2] A3} o YA E <l A<
7hsto] 5o 3t Tl AR&skE 7T

O A16080 Z=w3}z}=7] [3] Shortwave diathermy 13~27.12MHz¢] A Atd} oY= <l Ao 7}
sto] S5 st Tl AbgskeE 7

O A16085 aF3k#+=7] [3] High frequency electromagnetic wave stimulator for medical use

2F5 oA E A Fhete] BEe) @3} ol A& 7T

ol

o BHom A

O A16250 95 g+ 9-2<97] [3] Hyperthermia apparatus L5393 =&d& o]&3dle] ¢ X7
ARES= 717,
[2, 3, 4] Combination stimulator for medical use ¥ 7}A ©o]4+¢]

O A16270 4 S2EE2FAS7

]
Vs &l Abgste 71 sEe NE 7w T 5w T A9 swol &3

@ A83000 791§ A7] AR=7] Electric stimulator for medical use by personal

O A83010 7/WelgAFu2=7] [2] Low frequency electric stimulator for medical use by
personal 5% 943 5& BAHor HIFE F35to QA AFE 7tk 7 FEA ol E
ARE ol = oAbe] Ak-A =7} Qe

O A83070 74 °19L§_"}§Jr7\}37] [2] Shortwave diathermy for personal use 13727.12MHz¢] =}
3 oA & Fe Fdate] 25T @3t SOl AMEshe 7l FEA olE AMEE djo= oAb
of Awt-A7t da OPﬂr.

O A83080 7Helgzxg#=7] [2, 3, 41 Combinational stimulator for medical use by personal
oaE g3t T HHom F A ol Yes 2Fet AR&ste 71T NS &9-A
9 A7), AF 2= - 2E7] Fol old dFsiH, sE2 JNE 71T AP sl 3

oh ol AHEE WelE oAbl AwAEst gt
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O A83090 7§21-gA71#x=7] [2] Electric stimulator for medical use by personal <-5% <3}
o FACE M7 B2 T& ol&dte VTEA oF AT wew oJAbe A w7t

CRISS

el of

@ &° A
O %25 (APPLIED PART)
NEg Aoy JFH7s Fid B

O o Zg] A o] 5 (APPLICATOR)

;3

e

A<
e

X

o]

ilus
rr

a7 Ay

’

HEALZ17F L= 4= AH(dipole) SFEIY, 2= ¥l (dipole array) <FHIY, /MW =3t =& F3
A WAL7] 53 o] At HAh FE Fxuy oUAE HEAZ £ e dFo A
73 Qtelttol st WAL
O = (PHANTOM)
Al 544 g5 mostr] 9 4
O A7 % ([RATED OUTPUT POWER)
Agt B3HMATCHED LOAD)ol H 43 1 2 ol ZAbste]l Hydh Ho 5y &
O 2393 YAHUNWANTED RADIATION)
A5E HHORZ oA 2ALE A e WAL
O Ag H3HMATCHED LOAD)
of) = el A sk 78 A 9pu) 7}

JEe A EE wAGHGE Sy HE AoE i wst
158 2391814 $EF s, B4 50 Qo4 75 @ W99 e A
O &% 3 Z(OUTPUT CIRCUIT)

Az AlolEe ARAMAZMS) RED 1 % Ao|Be xaat

HY EAFTse) 299 Ty AolHE AR E RE AR B
O "~ 2% (PULSE DURATION)

Ay QEe) 50 %S EoR @ e W
O 38 (WAVEFORM)

Fatne] et Akl gel 277 Waks 47 A

)
ot
Lo

3 (duration)

foi

(A e el 2

7}, Fx2939 37| (MICROWAVE THERAPY EQUIPMENT)

300MHz ~ 30GHz W1 HAAES ol &t A& Amshe 77|24 5293 A57]+
T2 2450MHz® AAg oUAE dAo] 7hete] F59 93t Soll ARSH A dubro g
2%, FE53, ABHEENYG, ANE, T5EES, oA/ suFAYE, ddo] suAgd € 2
BAZ, 53 B35, 89, 255 E, 5 S5, 959 2 dEagy X Fo AgE
th owtol AR T} AqUAE A A FAAA ARE S FARZA e mHo S5EA]
Ao mlolAR e o) S Y F JoBE XFA NEA] FALEE mElof 3

ARG EFEES 2450MHze] F34E5 AHES £50MHz B9 zel& Holi th. o]
ISM o] &4 il 24-25GHzE AHE3tE R Fahgo] #AAE A7 54 et 844

W] AEEC] S0WE Wi mEUY AF|BE syl wek Ag AF vh Abg
Aol Aol 57k wolol sk wAlgel it
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kA7 R
o ANFAN O nE FAo] g BF
T E7 = 353772 54 &=t
o Jbe HEC wWE R
of M EFAN AgEE 717 A% HE 7717
L 2
A7) - 71AA kel B FF /1EHAY F5e A

+
2
N

1 - 71A4 kA

} 2 B35 AW (cover)

Fgra)F7t 1 o Guo mAyY FA
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Q) 71et Ba7 7 A

44 FeHz) 2 AF A9 AHV)
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— Z] 2
- A 98 = AHAHEA, VA 2= W)

- A7 FAC g BnEe P4 B A

- A4 289 W), 4% F3HQ), & FI5(Mk, )

( . 7 MICROWAVE THERAPY EQUIPMENT )

of JrAlEojoF sh= Zo] Aol

NO z2dg = orA ZAF F35-(MHz) | RE3 =59 (W)

1 | SMT-250 2450+50 200
15717

2 | ME - 3100 AW A E(F)—D B 2450MHz+50 i 650
BF &
15717

3 | ME - 5100 A A PE(F)—L B 2450MHz+50 i 650
BF &
RADARMED 157171

4 (F) -0 2450 i 550
2500CP T s BF#
15717

5 | PM - 800S | (F)=AldAe] 5 7]-L | 2450MHz+50 BFa 200
(s}

Y. 293 237 (SHORT-WAVE THERAPY EQUIPMENT)
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( 3. 12 HIGH FREQUENCY(HF) SURGICAL EQUIPMENT )
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Sensor or control with

MICS and antenna Base station

Wake-up link

RF data link

TR | 402-405 MHz

Upto2m
operating range i
] = & ‘-1
. -

(29,9 MICS 7484 )

(2) 71=4 54
95 M9 (Operating frequency range): 402-405MHz
Ad g9 (Max. channel bandwidth): 300KHz

e A2 4= (No. of channel): &4 97

o HHlea HAEY @A 9mE& o4 AA (ULP-AMIL Ultra Low Power Active
Medical Implant)

e ITU T+ %= 300K FID

o W FSK (34 HAelW4]; Frequency Shift Keying)

o Fu4 &A= (Frequency Tolerance): 100ppm

e AMEHT ZREZ: 7|EY T Aul= H Ve iy AMRAE Y] T E

LBT (Listen-Before-Transmit/Talk)

o Hu] FMFIF F2: 25 nfo] AR E EIRP
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Y. MITS(Medical Implant Telemetry System)

MITSE ARFAF “Auo]2] Fxo 5 7] 7] (MITS: Medical Implant Telemetry System)-$§-
27778 e sxe] HEel a2 9 ste] oA uo] oA LMuel o] x| o]}
g Ao FAAn R FAEE FAAV7E TR
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dzg 974 A
W A H AA 2559 ARE A9 4l Adulo] AHr|Hoz FAshE A|2E ]
o AFE g 19 S 4035MHz-403.8MHz WSl Al &3k 100nW o8t &5 o2 thaf
= < = A z"olt)

. AAEA
ol A welF MICSSH MITSSII = Aol that J8e Fob SHEHS Q7] A% W

o QAFAe] AF - Awsn glek 7w A@sw $A7 2R AAE o FAHE 2

58 Bl Fopiol e AA ) WS dolnun s FFAA B4 AHn gk
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7}. FCC
FCCE m == A 9] A 3] (Federal Communications Commission)®] ¢¥x}o]t}, FCCE
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e Part 15 : Radio Frequency Devices (F+4 S35 %)

e Part 18 : Industrial, Scientific and Medical Equipment (A+}, ¥}3F <38} #H])
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FCC—°4 A5 BE 7] 7lel oieiA U ow A &3t
= FTHAzare] kA A, FSAAFAMRA) FHS

< A= 2 siglen AlxzArE A4S A s Doc R Verification €]
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(D). FA71714 A2ka AefZoel tgk 37FA A4l =

(7}) Certification 157 %=

M2 B21717] AdF57]3% AX=(TCB)sF A = Certiﬁcation‘j}o] FCCY TCBelA <33}
© dFolth gEHom HAg UAE AMEEE SV B Ay FAVS I o] AR
5 wol HAs= Xﬂ —8— EAAAN T TS A F e 717] Tl diste] &<l
A@daolA AlfE ¢ ¥ FCC %+ TCBi—rH ?l—? Mg Bg Bes e AR2H dT
A Fel= ¥=A] FCC IDE Fabsof ki, FCC 15H| &S A Estojof ghrf Al xA+=
FCColl =4 ]1:!7]‘]’1'01]}\1 AES Agste] FCC ID HEst g4 Ald AAHMHE TCBel
AFste] F2S 4 AF FCC ID Wseot A ddi7 (Compliance Statement)E 3EA|
3 thg AR Ao F 23 FCC NoticeE W o]of g},



(\}) DoC(Declaration of Conformity) ¢1Z#) &=

SAAAg A B P A ksl Aol A LA
of Standards and Technology)olA & %3}+=
Accreditation Program)ol 2|3l &<d Al A
T AFE AFT F olE 2/E HE
shal Aol FAlshE AlzAL AAAA WA ot o] STl df st
Aol DoC ¥## FCC whE FEst=s o4 W glom
Class Boll sllgd3st= HA2=d Hije e FH7|71E, 283 ISM 7]7]

B 5)E5S NVLAPY 93 DoC T+ TCB 93 Certification® & %

o tfsle], NIST(The National Institute
NVLAP(National Voluntary Laboratory
ol /] Hle] FCC 7I&7la A u& 4

A87k AR glo] A&7 EH PSR EA

+ A%< FCC ID.

=°] FCC d5H &2 Ut

(vlolmZdolr <
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il

(t}) Verification €15 A =
A Fdd g AFY s & e vAA Feva ddEs T)7e Az
A3 Ass dddste 7erlsdd WS A9 ATl B wA S oto AR A Al
Fol S=E @ W gakE A 485t Amolt
- AR R nERGE ARAINE OF 1), 2) AF AEE A k. oY
HMQAZAEE Foke] FEOE ALGHE FFEATY] ME BanE WASA % /)7
o mgol} WAzt A BER AF fFl GA FaHE T gud g A % 5
Hol Folxl 7% Fel AFAE AE AL AAAE ISM 717 Mg A AR
T REol WA AR T of| b2 wyom FAAGUAE WIS ANES T
).
( 3. 14 FCC A4 #% )
71719 F5r a7H= AT Gl
TV broadcast receiver Verification
FM broadcast receiver (A taE53)
CB receiver Verification
Super regenerative receiver Doc. or Certification
Scanning receiver Doc. or Certification
All other receivers subject to Part 15 Certification
TV interface device Doc. or Certification
Cable system terminal device Doc. or Certification
Stand-alone cable input selector switch Verification Part 15
Class B personal computers and peripherals Verification
CPU boards and internal power supplies used |Doc. or Certification
with
Class B personal computers Doc. or Certification
Class B personal computers assembled using
authorized CPU boards or power supplies Verification
Class B external switching power supplies Verification
Other Class B digital devices & peripherals Verification
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Class A digital devices, peripherals & external
switching power supplies

All other devices

Verification

Verification

Consumer ISM equipment

DoC or Certification

Consumer ultrasonic equipment generating less Part 18
than 500Watts and operating below 90kHz Verification
Non consumer equipment Verification
(2) =5 A=A}
( ¥.15 FCC ad=4A )
T A2 = o & 7] & FCC H| 31
27T A 7 7= A L4217
2. AAAA A, GEAEA, 2 2 AE
AFAE (1. AFANH | 3. 844 T, 32 52 Ay, AEAY
ey A, 8x11 AR 21, #lol &, Al
2 lset, AgFTH
4. Grantee
Grantee §
Code A% 5. Grantee i
Code o= A%
s |6 FCCID Code %-¢
1 O }\éxé
8. MHHF | AHFY|AF: FCC Form 159
ATAA 7. AFAA 9. 444 |FCC Form 731, Al@21AA], ¢
AE 2N SR
| 118154 10.2154 I _
Az o L azag gl Fec E501A
T =271
=35} 12. A%
(3) =4
uaro] FCCx FA95717] 2 15388 ou57|7]+ ISM Atdd 28 e] ¥= Yol
2 FAdE AlF LA Fnle] FCC 7I=7lF 40 mE A oAFE Agst & o8 &+A
2 HEo] 7t Ak glo] 7iwr|ed Febetrhar A shal Aol EAleke A=A} ZHA)
A WA e AFehs AS Bo o8IV MY WAL ERF 5 gk FAS Ysty 9
th. FCCAAlA &= ISM bandE AF&3te 4 98577 2 35388 oa7|7|e JALES
58 W7 oE el Hlgte] & H AoE FALE QI
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Z~H] 1} H3E %7—‘1 © 2 3= m = DHHS(Department of Health and Human Service: X 7%
k32 FDAo|t} 1927\ 2% -2k 9 AFA=rolgts 5y a7

T
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om 7HAen RN A% oAH A A6 el wE7lelr. AR ges
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A3, AN 59 S QRS wopRTh
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o
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Components)®= &5 7]7]2 FH55 3
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n=re] o5 7]7] A A AAY] 40%0]dS AAEtal o] wule] BE 9m7]7] Alx
Ao M= v AZHTES A =gt Aok 28y =77 AAd AH Agdnte
dog s ZF w7ke] ARwith g VEe® Aw Yo AFHNES A e, v
T3 AF% By A=E FASL Aok HE 44 e A}ﬂi 5%5401 7}3 A= T

(2) 9271719 << (Importation of Medical Devices)
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o e
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GRS ﬂ%ﬁr *d 7= 2+, 47 CFR Part 15 (M=rA-&A4l943]) (FCC Part 15) 4]
47 CFR 15.3. Aoolgg 424 AH] = (Wireless Medical Telemetry Service WMTS),
FoE, 74 74WE1 2 AT B 7](PDA), 15321 2(RFID) 5o Ut

() 57171 159 T4 71s 8o #e ¢ A
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S o XN8A 7S AAEFY] Y3 =A== HHE e Euld FA A AR v A 19993

o Q’%‘E] ATh MICS+= 7k 74 2~ EQ ] b ARgAE ik 4] 3l

AgEtE7] 2o ol A§ AAETIe 2 2AEE RE o] FAE AT F

O FCC 47 CFR part95 Personal Radio Servicese| W2+ A& 4

- MICS $4171¢] H o} EIRPE 25 nlo]aZ9tE ot} 95.639()

- MICS &417] ®Ab= 300 kHzo teF o2 Aghett. 95.628(d) & 95.633(e)

- MICS, $A417]% o] Anjxe] Falo 4dugte ojudt elgde] Wale: A3, 24 5
o2& AREE A ool d} 95.631(h)

- ord T FRFEREE gy ke B2 g9 ylel A 150 kHz o]k WAF MICS $4)
71 FCC A A FFoz s ojof 3t} 95.635(d)
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Y. CENELEC (European Committee for Electrotechnical Standardization)

FTHAH 2% H7bEE CENELECOIA Q1% EN 550112 =4l F473s S5He<3]
(CISPR)®] 11 +8sfat vk CISPR 1lelA = 502 'RF oA g4 e 748

AfAdn] o] o] g it 27145 WAL Z+Z; Group 1,2 9 Class ABE & 47HA 2 #5738}

ISM 71715 Aottt ol&EA #/Fste] EQode U3t AALEE 7|EXE 94 d==
stAl FASkaL At wreF VEAE WA ESld AR US v A9 HAAGE
TA 2= Aoto] AT A o
( ¥%. 16 CE marking®} ## ¥ EC Directives )
Z VAR
. ; -~ ae 48 | A
A % v Shot Title el Z L |7 | Y F A8 RE
0) EC A& |
A2} Al 7]
7] Al Machinery 93. | 95.
1 A £ 71 A 98/37/EC A B+C
(MD) Directive we7IAR® 1.1 | 11
AC 50V -
1000V,
AA%7171|  Low Voltage 74. | 97.
2 ) ] DC 75V - 73/23/EEC A Aa
(LVD) Directive 8211 1.1
1500V
o] A7) AF
89/336/EEC 92 | 9.
7 A} 2} 271, A 1.1 | 1.1
} Electromagnetic o
3| ARA c bl 225 2 AB+C
ompatibility _
EMCD To A= 04. | 07.
( ) A AE04108/EC
12.31] 7.20
93/42/EEC
9] 7]7] | Medical Device o 539 95. | 98. | B+D,
4 L (2000/70/EC
(MDD) Directive 97 7]7] | 11 | 615 | B+FH
TEAYE Active. Implan‘Fable N %. | %. | HBD,
5| 9%7]7] | Medical Device SlEHUHET | 93/68/EEC
] ] 1.1 | 1.1 B+F
(AIMD) Directive
ARG e DIr1 Vltro' 00 03 B+C
+
6| =717 ENOSHC | g E | 98TEC | | ’
Medical Device 6.7 | 128 | B+tD.H
(IVD) .
Directive
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BE FA7I7IE Aol 7zl AlzH] Slojok I T T @M= #7717
TAS WS JleA AAbekaL, o] AlE AE AA & 717l dial Ve Ve A% 58 W
5 FEF stal Juh o] SHdl= Ve IE A9 dF 2709 el =, dAks 717
vttt def o, F24= Z1Eviake] AV HES FEdn. S8l E8ko] A, 4 A
AAA, B e S AEE dasit

A SHE 2 ol Y7]E st ARG WAl UMY Ae= 2 owvid A SHS W
ofofrt st Fof gt}

(1) ARIB%

G M=, T dAAAAMY dapgel Aol otk T R o8 X AlE, 249
ARe we A, SALE BobollA e Huke] F& ol &l uI A AT, A Y, £E3}
59 AdS sk BAOl, AE B udEe] o] &st: 919 Ane Fugo A T&
got= ALY, Bd o= e A7 fdY S Ade FFAe Add A7 A A
2 WS A A, FAA7171 Al AR, Aa A GA S vgd JAbE oA AAlsta
A= AAet

(2) ARIB®| %+ 114
Ak A ANA 3
g5k Az Aelg

Asl, 2EAA Bl FANE A

) R4

RCR STD-21 | 574 242 4% ozg deves 24 H4n 22 74
RCR STD-33 278 dataBAIAl =¥ FAae] F A
RCR STD-30 2749 Security A ~HE

uh. VCCI

1 dF e

VCCI (Voluntary Control Council for Interference by Information Technology Equipment)

= BRA 77 A LAt BT gk AFarA A E Helr] st A J=E

2 Ui 4 AEATE FAleo] Ho] 19859 1249l AyE A5t
[e]

VCCIS 71%7]|58 @7t A Adsls ZAFAL ofUx|gh, AdE Yo I[TEZ|7E AE &
of staLal & wjel= o] T3 avAEe] A EHAA =

TS 2R frsa gov,
4

(2) th7d 7171
AEA G| ZFatH= EE AR7]E7]7IITE ; Information Technology Equipment)ell 3}
o A &3k, ITE Classifications= T2 2t}
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( #%. 19 ITE Classification )

Classify Code

Classification Items Class A Class B
ITE ITE
Mainframe Computer (Super Computer, Server, etc) Al al
Desk-top type, etc B1 b1
ggﬁg{?@r Note type, etc C1 cl
Palm top type, etc D1 dt
Office Computer, Mini—-Computer, Workstation, etc E1 el
Auxiliary Memory (Storage Device) G1 gl
Printer H2 hi
Display (LCD, CRT Display, etc) J2 j1

Input/Output  Device (excluding Auxiliary

Peripherals/ : . M1 m
Terminal Memory, Printer, and Display)
Equipment ni
Exclusive Terminal(POS, Terminal for
Medical, Q1 al
Financial, and insurance use, etc)
Other Peripherals R1 r
Copying Machine S s
Word Processor T1 t1

Telephone Equipment
(Fax, PBX, Telephone, Key Telephone U1 ui
System, etc)

Network Channel Terminating Equipment
(Modem, Digital Transmission Equipment,

Vi al
Communicatio DSU’.
ns Terminal Adapter, etc)
Equipment | AN Equipment
(HUB, Repeater, Switching—node, Rooter, Wi1 wi
etc)
Other Communications Equipment
(Switching Equipment in a Telecom Center , X1 x1
etc)
Others (Digital-camera, Navigator, toy, MP3 Player, etc) Y1 y1
(3) A5 A=
VCCI 2158 w7] 9= 4 VCCI sl¥o = 7FYdS slojof 3t 55u| =2 5vkal o
Sl Z 209k 5H (A 10v 9 AES 5= 7ﬂ°>°l Hlgo] x| EEojof gir} As|nj&= <o
2 3 AXTF 49 5E Aol whet 4-99 Foll 3ol 7Rk 209 534l 109 o] F-of
7Fdsha oh2d] 39 7bA A &) Fu 1095 el F st} Wk ofze] Rankel wheh
A n 7} yof Qo

_73_



( 3. 20 Rankoll w& <13]H] )

Rank A
(805,000 ¢il)

Rank B
(405,000 @)

Rank C
(205,000 @)

Rank D
(105,000 @)

Industry Organization(JEIDA, JBMA,EIAJ, CIAJ) 0l

S3Ts BlUes IA=2
Conformance report € MNIE&.

AZb  total

A2t total 10 JH OlA2l Conformance report £

o2t 10 O Ol2te] BIZEE MEot= Ak
Supporting members ( AIE2A )

E £ =
70 O Ol&e
NEot= alAt

VCCI gl o g 7i]lo] =W FdA g7 ] AgS HA%H
A (Report of Compliance)S VCCId| A &3hd
7 e Eo] Xt}
Atk VCCIG A Aldstar gl

o]Z:o] =4

A& 7]FLS CISPR 228 A=

" AlFEol vaiA= VCCT #his
&Far At

Yol =
e &

‘6’ o].E__ :17%& Z-]‘(‘]):‘I—E
, VCCIZH-¥ <l&A(Certificate of Acceptance)

B

Ao s s wof

(4) FA AL
(7} Class A ITE
[AF] g &5 72 AFvich FA8ko]oF 31,

$3o] oel ¢ 4 Tag AHEE 7Hsd

COEBB.IV7ZAAMBBEREBTI . COXMERERRTHEATS
ERRDBESICRIILEPBIVET  COBECREREHF BY & XK
EMTIELOBERINBENBYIVET, VCCI- A

i/

W
o N [o

Class A AR7| &A=
.ol AS, AHEAE A A
2mm ©]/Fo]ofof NS

i
glojof gt

17 Auk 7}A of] A /\}
S FHsloF 3
%]

=
g
3 #3 2r)e

%0
o E
i
iy
>
N
N
w0,

HAH Fko]

ey

(g4 3]

COERE. WRLBXREFVAMEFSIRMGHES (VCC 1) OEE
KEISCIVFAAMBRETNRETY, CORBERERBTHEATILBE
DRESIZERCTLEYFBYVET, COBBCRERAEF Y LXKREMT
BEIBRENBEYFHUET .,

(fel) o FAE FRALGAS AR GAATHA R
AR EAA A, ARBANA AT A5 A% BB

A AL Asor g

VCCD e 715l A3
AFYTt o] A

Class A

o 7] I

(
Q]
===

]

(1}) Class B ITE
[A]3%] =2 VCCI logos

32 gh,

Zb A el
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CHEEI ., WHRLRBLKESTEMEEZRVBMS (VCC 1) XM
KESCI77ABHBRENERTY., COXRI. RERETHEATI_ L
EEMELTVETY, CORBHFFVAPTFLEY a o RERERLT
RN L. REMBESIERITIEFBUET,

RABAJICH->TELVRVEBVELTFEL,

REETTEE

() o] FA = ARAYFA T HAAGNATFAFHE (VCCDE 715 A% Class B
BRIV EZFARA, 7B NN S-S HA o= stal glon) o A7t gy oy dynAd
FA7)o ] AFEEE, 2 FelE doeZd o dFUth AAddAd wet SukE A
ool FAAIL

AL, JATE
(1 A5 e
(AHLdEANEA @Gd7] 7|43 (JATE ;3 The Japan Approvals Institute for

elecommunications Terminal Equipment)= #17] &4 3|Ad H&EH = @ddr| 7] 7[&7]) &

Agrold A2 TAS AL FasE A3RE 7|Hoz 19849 39 A o &)

F‘JQOJI;].
198540 590l A71FAAG e A wEAY] &R A4 A47ReE Aol
% AF AF ATE AFAGT oM BuIY] ALF A/FA AL AgTwow

fs f

A4sel B GFE FAs7] AAseh
E= A

ATE: 27 B4 gar]7le] #e) 714712 4805 9%s 8w, 47154 Axw
TU4, A4 S 9 wwr]y] Pope AP LS s, 4FF wuv]y] NS B
oWt BE FF A71FAN7E WA JFe BHow B}

(2) o 7171
7h) A7) FA 3)de JEE = dEr] 7]
(th) PSTNell 9125 = @717
O A3l 5
@ PBX, Key Telephone System %
@ Modem, facsimile %
(t}) Wireless Paging Equipmentel] A2 %= w77
(2}) ISDN 7]7]el] A== @E7]7]

(}) Leased Line Digital Data Transmission 7]7]o] A% = @277

(3) AFA=
Technical Conditions®} Technical Requirements, &+ 7}# Q15 A %71 gtk

=
)
3le] 135S FH53= WHo] Technical Requirementso] ™, thi-#o] 7§ At
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o] 5 ®H 2l Technical Conditions®l] alE ¥ o] Fth HF=A] AE X7 Al g 4ol Al
22 Huo] o AR R Ysto]of skt

(4) A A
h AdsH=2
k=9 A7) 27 5mm o]Folojof k), Az 47
EEA 2e Aololo} k.

};\regl-

asa
(W) sz E“"
1M T = ofde} o] x| A
(<) ACD 01 - 0100 JP
wEER dE wWs  Adagslnds

o}, 4 E(APT member) MICS T3#

MICS d & a2 dEolA] 20056 8¢ A=A, T4 AH] Al gk Z(Ordinance
Regulating Radio Equipment) Section 4.119] %3 49.140) 4 MICS(402-405MHz)ol 3 +4
S Asta ok e g 54 A 35S 9% 5 F (Classsification of radio equipment

for certification)ll A, A&d FA ] F "A7F &AF om AHE 93 dHoly HAF(Data

transmission for self-contained medical instruments”ol A Atz g+ MICSY 74 7]+9]

ot

A dEY MELR BYAZY FWE
(1) =AA 4, 7159 A&
o5 717] wARF7F wE AW hA
- om7)7]19 e EFRAA =Y
- IATFZA Q] “ISO 13485"E GMP7|
- 7]%%A L (STED)Y =4

% ISO 13485 : 2003

[SOd A AlA g o]z 7]7]ol tigh FZ A28 5F4, 20039

o
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=xTY Al Al 2005 -0671.(2005. 10. 04)
¢k 55516-609%.

AR =l A AREStaL = AL 1993l Al 1o ® eE TEC 60601-1-2, Medical

electrical equipment Part 1

General requirements for safety 2. Collateral standard

Electromagnetic compatibility-Requirements and testsZ W34 7€ W& D 7AA9 A
AS WAHEA R3S A o R AREEa Q)
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2. 9 MICS 35 A8 A%

MICSE SRt 9ol X gL dH 7|52 AFEE 1 vk @4 ol = MICS S
N2 ARG o, Feo A= FAl 401-406MHz WS o] 9o F71 qId5L AFeta gt} o
He TS F votsle] mel #¥] dvd 8577 AlY EFXlo WAF] =3

l

w7

MICSH o] Fu= HAH R M2 F3ko] 7hgstefof gt} o] f= AAUel AYg=ol 2
= 987]7lel7] rﬂ%Ero th & 5 @ﬂoﬂ #A7F 2lo] Pacemaker® o] 2 #x}7} w] el A
PR SoloE ASE Azand 4 4 S Aotk WFHo| A= 401-406MHz7} 7}s 8t
o] 1 717]%& 401- 402MHZEH‘—’%‘ = ol A= 402-406MHzt) & wto] AL-g 7bsati 1
ol9]o] e EH B TS doZd F vt BFAd AL 2 Zelth o)F R FAv|E
87171 F MICS®F 2ol QI7te] AS Astr] g J87|715L 1 Abgol Bty & 4t
o §l& Aol

Fawes) F45E Agett Adt FA Atk AW MICSS] AT FR
% 9l T Medtronicit oVl 9@ AWE MICSHHS Abgel Qo] £4 % 14

FIgo] w2 AEo= QA tissued EAFel tigh AP HAASAT 1
FCCE X Feldko}l MICS programmer® controllersE A8 =0 vl 2@ A
A =& nlto] A A9 Cardiology centerE 13384 ¥ Zo|t).

Tissue Loss
25

—_——

8

Loss (dB)

1 10 100 1000 10000
Frequency (MHz)

—e— Attenuation (4em)  —E—Refection  —&— Tolal Loss (dB)
<Atm AlF : Medtroniciit >
(Z1¥9. 14 Frequencies which provide adequate propagation out of the body)

ojFX 2 Vztel Adda AyE T Aol st AR AFATIE T8I 8T
o] AHEE AFete wAdel 22T Aotk A il A E 402-406MHz WA=
vl Fubes o 2ol 401-402MHz oS ARE7L

Aolth, Lgofnto]l ol M g FA7] e o] & o877
Medtronicit & 7]« o]§& 98779 Fa ARE s A
MICSHf o]} ate] 107]9] AHE= o] Abgsta Aot 109 AdF 7
sto] ARgo] Zhsata AREStd Aol wAVE A& AF HE AEE viE o

o] &4 2 7Hd oz RE edoz 3y sl
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MEDS

401-402 MHz

MEDS

405-406 MHz

<A}=m Al¥ : Medtroniciit>

9. 15 MEDS & MICS Band )

MEDS* Medical Data Servicegtal 3Fe] ETSI 9] TR 102 343 (V1.1.1) 2004 7€ T 745
Atk FCColAlE= 2005 79 F34 t9<S &93te] insulin pump, sensor, controller
communication ¥ BAN(Body Area Network)So] SHF A Y& o= A& 7FsskA 5 A}

0l e MICS BandE F2 AREStaL, 9153 el MICS Band®| AM&o] E7ls &
A& 4 =% MEDS Bandg @%al] FUth F Band®l AHE 71&ES B thed 2k

Maximum Emission Bandwidth 300 kHz 100 kHz

=
N

Maximum Frequency Tolerance
Maximum Radiated Transmit Power

Listen Before Talk/Least Interfered
Channel Spectrum Access?

Transmit only, Low Power Low Duty
Cycle (LPLDC) Communication?

+- 100 ppm

25 microwatts (EIRP)
“

Approved US, EU, Canada, Japan,
Australia and elsewhere (>50

Frequency band approved in EU;
pending approval elsewhere

Approval Status

countries)

Between Implantable Device and .
¥ th feontroll ¥
Between External Medical Yes
Instruments?
MEDS
(Medical Data Service)

MICS
{Medical Implant Communications

<Atm AlF : Medtroniciit>

( 9. 16 Comparison between MICS and MEDS )

Service)

Medtronic Implantable device telemetry 7% F3t= Al-&o
A 9] Pacemaker®} Implantable cardiac defibrillator 7]7] ®j €
th SkAol Al o] A& afjof gt whE o] A shd
g A7t 2mE E717] AE AEAQD ATE
1 A= A 2ol AF50] EAHIL Yk AF9

o] ol AH FRs AF <HElvte =4 =Tt
2

all
9 A}
2 o g FANA Frh

=
Extys el

s}k
A

2]
=23
=4
o
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T3 Aol =27 A oA = AL FUF BE S & S A2 AP HA
7 MICS BandZ Al-g3fof &=
Hol e

= 7]7]7} pacemaker®} Implantable cardiac defibrillator 5ol 3%
Aol olyth o == Q1A tS thekgk Fejo] o] A& AlgE o] A Aot}

eurological JEWMERVIAL ; IN DEVELOPMENT
:and DiabEtes Tremor @ -— 4% i Parkinson's Disease

Peripheral Vascular @s — __ i “oow @ Dysionia
Diseasa = . \
[ - 3 & Obsessive-

Chronic Pain @ G i / e N Compulsive Disorder

Malignant Pain @9 — @ Depression

3 G [ =

Spinal & Cerebral @) F
Spasticity

3 : e | " @ Occipital Neuralgis

Liver Cancer @B | y

E - 4 e ) @ Angina Pain

Gastroparesis [ \ 1 @ Nonopioid Pain

Diabetes @r / 4 N ), @ Obesity

ncontinence s b a Diabetes

& Interstitial Cystitis

Therapy ! &
‘and Market ' = MiniMad Pump _ Bowe! Disorders
Development sl (

B Neurosiimulation
-

<A=& Al¥F : Medtroniciit:>

(Z19. 17 Potential wireless—enabled Neurological and Diabetes Medical Devices)

3 7570l A o)A H
o]

N Aol ko] Ho] 7ol
0 sog dgelt el 9

= =] =
= 2} oA AREAI7IE ke L o
=z ]
~ T o o]
Frequency Band Power/Magnetic Duty cycle Channel ECC/ERC Notes
Field spacing Decision

a 402 - 405 MHz 2 pWerp. No Restriction 25 kHz ERC/DEC/(01317 | For Ultra Low Power Active Medical Implants
covered by the applicable harmonised standard.
Individual transmitters may combine adjacent
channels for increased bandwidth up to 300 kHz.

al 401 - 402 MHz 25 pWerp. No Restriction 25kHz For Ultra Low Power Active Medical Implants

for devices with and accessories coverad by the applicable

1ET. otherwise harmonised standard and not covered by band a.
=0.1% Individual transmitters may combine adjacent 25
- iHz channels for increased bandwidth up to 100
(see note 2) kHz (see note 1).

al 405 - 406 MHz 25 pWerp. Mo Restriction 25kHz For Ultra Low Power Active Medical Implants

for devices with and accessories covered by the applicable

LBT. otherwise harmonised standard and not covered by band a.
=0.1% Individual transmitters may combine adjacent 25
- kHz channels for increased bandwidth up to 100
(see note 2) iHz (see note 1).

b 9_-315kHz 30dBuAmat10m <10 % No spacing The application is for Ultra Low Power Active
Medical Implant systems using inductive loop
techniques for telemetry purposes

c 315 - 600 kHz -5 dBpA/m at 10 m <10 % No spacing The application 1s for animal implantable
devices

d 30-37.5 MHz 1mWerp. <10 % No spacing The application is for Ultra Low Power medical
membrane implants for blood pressure
measurements_

e 12.5-20 MHz -7 dBuA/m at 10m <10 % No spacing The application is for ULP active animal
implantable devices (ULP-AIP). limited to
indoor only applications.

The maximum field strength is specified in a
bandwidth of 10 kHz.

The transmission mask of ULP-AID is defined as
follows: 3dB bandwidth 300 kHz

10dB bandwidth 800 kHz

20dB bandwidth 2 MHz.

( 19, 18 Regulatory parameter related to annex)
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3. Cognitive Radio

CR

7}

© 5 GHzel UNIIF4 tlgold dlold Aol e A ex dFsts] 98 3
z 7

7148 E 8] A= (Physical Layer)® MAC AZolA thust HAEes 7 &(Spectrum

2239
Sensing), B4 F 3 AH(DFS), Yo} Fasoe] g1, $E3 90 7]% Fo| FAH oo} @}

TIME

FREQUENCY

[EXH=2E771]

( 19, 19 Cognitive Radio )

¥ Ed 7 & (Spectrum Sensing)
Fae ~2H9ER] AAE AEFse] Fog AME d8S gAA S s e Fuag g9s
AbEE 9 AFEAH(Primary Usen)oll Al 1FA S 2AAI71A &7] 91814 ek 4 Al
T 2 Ff Zlsoltt o] Fdsty] g WA o ®2= A3 FE (Matched Filter) 4,
ol 4= AZ(Energy Detection)®d2], 21T 7% (Feature Detection)® 2] o] It}
. 53 F34 A9 (Dynamic Frequency Selection)

IEEE 802.11acllAl ai¢r=lo] 802.16 oA %= AR&3h= 7]%oltt

AEFskaL AbgEAke] A3t =4l = ey dHely e

Service)& Al&dt== FIk oY 2
=

A9 gge slel 2 ol

99 Fo 99 g

g g S ARESHH o] & A w9 Folof gtk olwf CRe] Al¥stE AH|=E A& sl
AT AFEAH(user) ol Al A|&A o2 ol o] §li=(seamless) A H| =5 AlF3t7] fl3te], AA
Ab&skal Sl Fuka e o]9] ok o] Fub e dhefstar glojok ot

DRI A B V1SS ol gshe ThE Az ATACL AHel EAT W, AR v A
FA5E AR Agstels BAL WAT 5 Ak me E G4 EE e S 2
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M7E HEMF

[E3 1]
oJg7]7] ¥oF 1FI(RF) FA 71¢ AXA
1. A&
FDAx 9 #7]7] ®oF 15 3(RF) ﬁ(\mreless) 719 A, M, Bt ol sid AA, ’\]
25 9 Ml Algal, AAHAYEE FDA 49 5 #EFAAES 57 3 5Hog, & A =

h= S AF U & ARAME w7 3 %Xﬂﬁa:% FreA R dgsta, FAAA TAHQS
regulation) (21 CFR part 820) 3}el] A&t 2 Al#e Q55 v £ FDACS A4 Al E9
el =Pt QS RS AT 877 fAFd HE 7he Utk (21 CFR 820.1). A #e
A<l 21 CFR 820302 AFEH AZEYOZ AEdw 77| v&E3 I S5, 10 55, E4 15
w 9 =:7]7]el A-&gr

2. A g9
B OARA 2L TS Estel, o87]7] okl Ae] FIHRE) FA s1%e] s
E3A o] g3} BAF LAY L AekEo] throlgytt,

FH F719] BE 9AE WYstER, FDAE the ¥ 22 A ]9}
L F
A

adse AW A8 23 (21 CFR 820.30)
2 %24 89l (21 CFR 820.30)
z

QS 7t4 21 CFR 82030014 &+8k= uke} o], wAl®l A7 &3 (21 US.C. 301 o]& F=x)d
k7] fEiAe g5 rlzIe AA B s #Elste dAE WA ) FA ok . B
A= U]l 8577 835 ool agdjol & HERA, g5|7dM e T F4 7]el
& oobd At gl el =g
o M7 B JF
o 97 HE AN
o A AA
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o Tty
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.
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@_ZHQJ FIFA Ve 25, 47 CFR Part 156 (M5 A5 24191¢903]) (FCC Part 15) &* 47 CFR
15.3. A4 o 58 9424 AMr 2= (Wireless Medical Telemetry Service WMTS), F o<, F4 7
FH 2 7H?nﬁrEH]é G271 (PDA), 35321 2(RFID) F°| A5yt

3. &9 A9
O AA3 A 34 (Electromagnetic compatibility EMC) — (a) 9% 9 Ax714 Aol A (b) t}&
71716 a7 2 5 de g AArduvAE EYskA @2 A AHEA 7ed F dE

7171¢] &4
O A"} a#(Electromagnetic disturbance EMD) — 985 7]7|v dAzpv] ¢} 228 An| o] H5S
ol 4= e A7) dAb dEA, AEA s AJAS 2 £, A71F e g eda

(EFTs), A7 (52 4E), Ad ¥d, A= ¥E

’ oy

O A=Ay} A3l (Electromagnetic interference EMI) — AA}yd} gt o g ofr|w Au|v AHd,
Al2~®" (d S o] oz 7]7])e He A3}

O
l ox

1A (Electrostatic discharge ESD) — &% olA ZHsAY (715 BH4d) 44 HE=L 539
W) AR 2 Ad EAE el dojues A W] 5453 olF

e

O WZ(Emission) — Wbz o7 I} BEARY 7 o7tEl g2 FEEE oW FAZHEE O HAE
i AAx7] dUdAL A el wEl T 7kA] FhHagle] wEe] FAlel wAE 4 9lFy
=3

O HXxA ®Z(Conducted emissions) — A &oji} QlyEl A~ L& o] &34 oWl A FEo| A LA
& g3 e AR oduA. EAREE WF(AC) AEFE, MBEAIARSY] & AAXA
(enclosure), AlFel A BA|~dlolu A5 o AAs e A ]P‘—z 55 = 5 $ dF5yr A
T wEe dEe, AgA nxu, A, 53] 150 kHz ~ 80 MHz F3}= ® 9ol A e] 1 u}o

UA el g

O HAHY & (Radiated emissions) — of® FAZ5E Labd o (A2 Aol s vl
d 7 3le) Fxtoly wiAlE Fa dutE = AA] cduA. BEY, ALRAA, AFEH 5
e dnleh #ed omx] & WEL 28, ARE Ho] y=2s A dEd e =4
& BV BAMY SOl 94t

O W8 Immunity) — HA3}p agho] EAjsts ol = doAst glo] 2 gt =2 2

& e AV Z2 AR AL o H

O AdAzH(Latency) — oW AR @97t FAAANAN FAAAA FA Ay HEAD dde
Ak el ARE

O AMu]2~ #F4(Quality of service QoS) — durx oz HolyH HAF MH % AFSHE SF7F&, A
1 AGAH Az g WAYS 2 AT T T 2L oY de vy E Eesty



O FAFI4 £+ 153 (Radio frequency RF) — QU] e FE3 Aeja F& Alolof] &= A}
7] 2HER] B FogRA, &3 AMEY = FAAFISE 9 kHz T 100 GHz HEl 9y ok

O 153 F&f(Radio-frequency interference RFI) — 3+ 7}A] o]ale] FAFulgro|A] WAzl 1
AP WEEo] Yelo] JdE Aty As(EMDe 4%

O aF9 FEA o 77]7|(Radio—frequency (RF) wireless medical device) — 1153 F4 E4&
o] &ato] HaEE 7|5 g 7HA ol WSt e ou57V]V]. FALE Adgd 4 e oY
sk 7o dZ=, dolE A, V7] Ao, ZRaH, $4, 94 #A 2 BEYEY, FA2

O 784 (Susceptibility) — AAta} wgho] w33l (257|719 22) Anle] A4,

O #F kA (Vulnerability) — 724l (susceptibility) =
O ¥4 &FE(Wireless coexistence) — (59 274 A=) & AlaglEo] 5d 739 AHE o
T UE TEHES ML A= FoIx FHE A H 2~

ok AAgle] A7) Haas R
gE Ll }\]/\Eﬂ,] =

_IE

Bl A4S AR IEEE 802152 W3 7F Fubso o

B Az e FAAAe] FE(Coexistence of Wireless Personal Area

>~

Networks with Other Wireless Devices Operating in Unlicensed Frequency Bands)¥} #& 3%

E¥, m§7
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o mFs FHE Be mebe J1%S A4 QA TAS] A BRE AA APoE AFT A
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S Y3 ddte A - FE B AAy Zeal - 2 %W Al A A (Medical Electrical Equipment

- Part 1-2: General requirements for safety - Collateral standard: Electromagnetic compatibility
- Requirements and tests)”oll ajd sl 258 A7|7|7|= o&m7|7] 2 FA £217] B $
A7N7F Fsdts aFa Fakare] ek gigr (Fag )l =, ARk WA A e =T
A AAH YT

%, A2 A= IEC 60601-1-2:20017F dieiv] EMD7F EA18 wf 74 a7k AdsiA 253t
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rBLO

= | 2R Al A Vs
g aFg AR (g W, 1F Fos g wx), FPE A G Fadvleel 2 actkd
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A EE

A mr7e] A B fFEA dFS vAE 244 adew, o Jhed aFI A9
Edo AgE d3 vd AFEH i FA vles A FAH A4s wE 7 dsyh o
23 29l o5 T4 R EAAR WF A AMRE 5 e & asy B4 FA7lenn
2471 & wAez degyy

FDA= #1g e Ao deomA o5 xaatulA, A7 2 7hE Ao 293 a5t
A A7 Add AS dadyy
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e HF AFHE 74 EF
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o FX TR EHE 7 olF T+ WA (o: WMTS, IEEE 802.11b)
o 718} U] AEFAES + v 54 g A
e RF 4 &=zt FAHAY &48 459 Ao (o ARFA, W 75, dA s 25)

O AZEY Y

AFHEZZ O (AZEY)E AEst= RF 54 71719 49, 242 Zza3o] EMI =4
aloll A 71719 whS3t @ AES B £ g v H W AHE AL AuFdUrh FDAE 9
3 Al ZAZA RF F4 7€ 2458 #T & s AAE 2ZEYAE 1dT AS

LZEJO dF WMAo] e A, BHLS A 87t 1ES AT

O EMC % X17]%/;j
FDA®= A3k A s 7R Aol 1e2fal QS 7159 dF-2o2A thie] Azl 24y EMI
2R HE 5 JES EMC #8 /78520 2659 756 o Amd AS Andyo
e g2 9ur]7
o An|z} A3
o g 2 oE T FAHA

o AAd e (PLD; power line disturbances)
e 7|E} EMD 4l& 9.

BHeAAs T3 (d: FDAZF 1A IEC 60601-1-2:2001)& AF&3to] EMC A% ti3s] RF F
A= K= AAST AP AL AuIdUrh AAMI 714X HuA 18 (AAMI TIR No.

171&
18-1997, 478/9188 571719 dash Aol gk A3 - AllF JAS 59k g oA
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ETSI EN 301 839-1 vi1 2.1 oor-07)

European Standard (Telecommunicsiians Semes)

Electromagnetic compatibility

and Radio spectrum Matters (ERM);

Short Range Devices (SRD);

Ultra Low Power Active Medical Implants (ULP-AMI)
and Peripherals (ULP-AMI-P)

operating in the frequency range 402 MHz to 405 MHz,
Part 1: Technical characteristics and test methods
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Radiocommunications Regulations (General
User Radio Licence for Short Range
Devices) Notice 2007

Pursuzmt to Fegulation 9 of the Fadiocommmnicatons Besulanons 2001 (“the Fegulanons™)
made vnder section 114 (1) (b) of the Fadiscomnumicanens Act 1989 (“the Act™), and acting
under delegared authority from the Chief Executive, I give the following notice.

Notice

1. Short title and commencement

1. This notce is the Fadioconumunications Fegulations (General User Badio Licence for
Short Fange Devices) Motice 2007
2. This notce comes mte force on 5 April 2007

2. General user radio licence

A general user radio licence is granted for the ransmission of radio waves for the purpose of
Short Bange Devices (SRDY), also known as Fesmicted Fadiatoen Devices (FRL), Low
Inzerfersnce Potennal Devices (LIPDY), or Spread Specmnn Devices (5500, n accordance
with the fenns, conditions and resmicdons of this nodce.

3. Terms, conditions and restrictions

1. The ranges of frequencies, power of mansmissions peruitad witkin those ranges of
frequencies, spd desiznated uses of feguencies pennitted pursuant to this licence are
those prescribed in the Schadules to this notce.

Transmitters nmst confonm to technical standards as prescribed in notices made under

Fegnlation 32 (1) (b) of the Fegnlations.

3. Frequnency use is on a shared basis and the chief exarnfive does not accept liabaliny
under any corenmistances for any loss or damage of any kind occasioned by the
unavailskility of fequencies or inferference to reception.

4. Should interference coour to services licensad pursuant to 2 radio licence or a
spectan bcence, the chief executive reserves the right to reguire and ensure that amy
ransnussion pursuant to this General User Radio Licence changs frequency reduce
POWET, O CEAe Operaon.

3. Transmissions for the purposes of brosdcastdng, as defived in the Broadoastng Act
1989, are not permited.

=

4. Consequential revecation of licences

1. The Radiccommmmicztdons Fegulatons (General User Fadio Licence for Shorr Fange
Diewices) Motice 2004 dated {Slfda}' of December 2004 and published in the New
Zealand Gazettg, ¥ Decernber 2004, 1o, 160, paze 3074, 1s revaked.
Notwithstandmg the revocation of 3 notice vnder subsection (1), every mansmitter

=

B4E3E
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Industry  Industrie:
I*I Canada Canada

R55-243
Issue 2
Movember 2005

Spectrum Management and Telecommunications

Radio Standards Specification

Active Medical Implants Operating in the
402-405 MHz Band

Aussi disponible en frangais - CHR-243 Canada
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