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g, (A EoeFEotdA 1A A2013-183%), wl=re] 21 CFR Part 800-1299 74
I AR JIS A & ERHAAN Az ER< & 1o JERHAT. 2

E 1.4 =34 X777 E5 EF

et= o= o=
a2 MFDS (The Ministry Food FDA (Food and Drug MHLW (Ministry of Health,
- and Drug Safety) Administration) Labour and Welfare)

°|EI|7] E= E ==Y

ST = =721 51 CRF (Part 800-1299)o o
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o222 st AEss =21 XFao X277 =21
3 | =20 MU SHo 47 &8 #2 & F 1w x=7, F
RF=27] AlAH X727 =gt 22X 7 ZH|
MED A=), 2 MRy
4 z=25O =7 Z5O FE ¥ Fd| XNFo XNZ27|/=5T X=27|
xstnp 22| x| 2 &
1YE ®ad x50
5 £33 28 A37|
AL AL
F==7|
6 g =3 XM HHI|
7 Z51 7|
8 el =ga A=7|
2. MUSE A9 xEulx| =]
7 bAA4 B A% W7 Fhol=ehel Awe] Was
AZ=E B2~y 259X 87|(LIPUS, Low Intensity Pulsed Ultrasound)= =4
} } _ o o } }
AE, ALFFE FEtE AW DPAR, 24 Aol A, WY h2F o}F

o she} 4 F4, HF Uxa Bx9 AF % ¥ 24 A4, 2ol 2%

Lo

LIPUS 7|71 & AA 2 343 AFY H5HOZ v|3 FDAY 530S Hbo}
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1) A3 < (Power Source)

TE

A7IA =AM A

M1 4

(Conventional home current)”} )t

2) 193 F 3] Z (Power supply circuit)

LT FAEH Utk



S| 2 (Oscillator circuit)
= 2] 79 &R 7](Oscillator) 7} M2 2§t Fab=, #F 7|3, =)
Td9 dx, #HEd F7] 5= WHEAAA oY 7HA FHo ARE AR

o 2R E AX HFHRE Wi ARE WEIH(Carrier wave)2}t &M

W
T~
it
e
H‘Ll ot

& 5 Z 3] Z (Output amplifier circuit)
FTE3 2= FE7](Amplifier) =+ &9 %5 % 7](Output amplifier) 2 ©]F0]

A, B3 2o 5o HhETle] AR, A Fyk 5o A2 HE3F
2

@ F8 8o 4%
h 71719 2F, Bz 77 2 REFE

1) A= 823 2S94 X 87| (LIPUS : Low Intensity Pulsed Ultrasound)

A= A 2 Zd AEE HHOE o AAEY 250E Ad dF Ex

A P90 PAstel BYH AF AFoR ZFAX @ Azte] BHIIE
A A A, £48 A9 AR, A3 g2AE 4A. A= AF 28
shet 43P

0\
alfe
E‘
X
&
_1
L
=
2
>
&Y
N
2
-
s
A
il
ifd
Ac)
2
K-y
£
A
(E
r (
Ql‘,
X
W
et
rr

3) X8 3 = (Treatment head)

FANA 2e3E FhHOR AHE ) BLF 223 EALFAL @A
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6) =7 W 37| (Focusing transducer)

as JAFERYH Aol A 1/2 vk AelAM, (&3 HET|CA
Hu gt 77k Woll A EAH) -20dB A2 Al UHlY 15 Bl A=
eyl -6dB Wl UHIE At A& &% FAA. AACdA 23 wHEr=
W7 AFEEE Aol A9 15 wuh W&yl g yHle 1/2 wiRkel

AZH @A Aol -6 dB ¥ YHIS AAdst= A =F FA
W) 88 257 =74 #EF &

4 (Focal region)
A= J&5% 259 7171258 HAE = Ha 4x=2 -6 dB, -10 dB =

B o] el e HHE U= ALE 7HE (mm)xA & (mm)x 3z 0]

2) 23 999 P = (Acoustic intensity within focal region)

Dol Foje® 23 FodelMe] AL ARbEet 7HEIAE B A= (B9 W/em')

3) fr& 7% (Effective intensity)
le=P/A°l 23l FolA= AEE P= <Y (output power), A & WA
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: Effective radiating area)

WAL H A (Arr
o] AWM 03 cm A lA]

|

3

=
ar
<

™ 2] (effective radiating area) (T$]: W/cm?)

X
5) & ¥ (Output power)

i

2 Ht& F7] (Pulse repetition period)

al

=

)

)

6

H 2~ E (tone-bursts) 'TA  Alo]e] A|ZE

=
T

)
B
{
ol
Tor
0

Ho
o)

I

e
A

} & (Maximum acoustic intensity)

F7

7) 73 &9 (Rated output power)
9) % -5 F 3 (Acoustic working frequency)
NS Fak (49 Hz)

8) Hdl =+



10) ¥4z (Convergence angle)
A8E A 253 HEVY & EF 23 dHo] oF

A 7w (99): )

rr
N
o
f
o\
ulles
o
1o

11) ZA}A] ZH(Exposure time)
24 999 X £AL $il(coagulation) A1717] Yste] ZAVSHE AIZE (B9 s)
12) =3 A% (Focal length)
A5E A% 259 HSVZRH 28 999 SARAY A (&9 mm)

13) &% "2 93 (Acoustic pulse wave)

=3 =9 AAHE YHAqA LAFA ¥ 4HY £ A7 9y, gdd
B2, &dd SX <Y (tone-burst) £ A&T 3 FU]9] 8 % HJERE BT

Boqre AR ARkl A4E Fom ¥ F49 Az olsz Wolx:
A% Aele] Ao v A
durroz AgstE W YElE Holgh o]shel -6dB, -10dB, -20dBE A3 Hk.

Aol W Fol Huwste AFY FAMe

all

A E ALEE FE BlE Z(log) el 10M1E5 289

15) ¥ v¥ 23 <

AQE A= FeolA W Ua 24 e W Fol Auss 29l

16) W vHl 23
AR A2 BN Fo| AaseA 24 -6dB W Yulzh Haol W 4
o 4. A= BE A= BEelq oA40d 23 2Ho] AHEH AF, urHe

Z 9 unE 98 F e



2 St (Beam-average pulse acoustic pressure)
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17) ¥ v F A4
(e}
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B

‘mo

)

|-
J|

(H91: Pa)

TH
ofo

o7 A}

NI
G

—

0

T

. -6dB -

ol
H

A 7] (Beam-average pulse-average intensity)
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20) H-F o A Z-H o Al 7] (Beam-average temporal-average intensity)

T A7 (F9):W/em?)

AN

—_
file)

AN

i
)

o

2)
N

!

s

‘wwwo

o

—t
fife)

o

|

Aol

A 9l -6dB H-HA

3

i

& A7) (49:W/cm?)

(Effective radius of a hydrophone

e

A]

21) #% 3

active element)
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~
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ol
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-€ X (End-of-cable loaded sensitivity of a

rulm
rn

22) % AF719 Aol
hydrophone)

PAR A7) 9 dunze] A48 A

myte] weH A 2 A 54 W T Au7] =% s AAAAM T
o7 Aol mE AA AX BN Aol £Al el o Wl (ds):

V/Pa)

23) % AHA=719 AolE-£ J/MNI-3]E FE=(End-of-cable open-circuit
sensitivity of a hydrophone)

FF S8 AANGS W FHste] wAHA R Af £F W 53 F

A2 54 w3 B 2 e 54 AHAM Fi dEe w4y IF
(E91: Pa)

] 7= (Temporal-maximum intensity)
3 AL, AA =9, ¢A 9= S5t AFERMS) 259 I

2 1EC 61689 T+ &A A=

26) £l Hd & (Temporal-maximum output power)
Z B3P A5, AA =9, A J32 S4F AERMS) =4y &

Z IEC 61689 1A oA 2=

A=

e
i)

27) B 2-3 7 A 7] (Pulse-average intensity)
& Wel 54 AHM Bz HEe] B X& Azt tig BT W/em)
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28) B2 Z(Pulse duration)

4 AFo] NFHe 2AFE H AN §Y DFo] T 1 o HE
ol wlAmt Al Abele] AIZE HA

29) H -4 7] A& (Pulse-intensity integral)
& Wel 54 AHoAM =F B2 g diste] HEZ £ Al71e ARE
HE (F9:J/cm?)

30) ¥2-948-AF A & (Pulse-pressure-squared integral)
w4 WY 54 AHAM +F E2 g st HJES A = Al

A7 A (F9):Pa’s)

31) A& X S%RMS. acoustic pressure)
o el 51 ARNA A S5l AFA (B9): Pa)

32) F3-Hd B2 34 (Spatial-average pulse acoustic pressure)

HI2bs FAE Al el tiste] f-Hd B2 5 (B9 Pa)

33) F3-Hd H

l>~

-3 7 A 7](Spatial-average pulse-average intensity)

A A} AlzEo] tiste] W-giE BA-HE A7l (29 Pa)

Bl AbE FAF Al2E o] tiete] Bl-Hd HaR] S A FAF AlLFol st

A =g FdEH, A7l dEA 542

ey

1:1[0
—lN
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35) ¥Zt-Ho A Zt-H T Al 7](Spatial-average temporal-average intensity)

HI2bE FAE Al&Flo)] tieto] W-Fd AZ-HT A7) AE FAR AJLSE ] )
thate] Htdh AR Al7]eF L8, o7l ARt

T Al7Ie FA 9HE F7)d diste] A (F9: W/em?)

(—f

36) ¥Zt-ml3 B2 A 7](Spatial-peak pulse-average intensity)
2 ol e BAE HE oA Ba-gd A7 AU (E9: W/em’)

37) ¥3t-33 B2-A7] A& (Spatial-peak pulse-intensity integra)
27 WelX =5 HAE B SolM BxaAr] HE Hogt (49 W/em?)

38) ¥Zt-9l3 B2 &< (Spatial-peak pulse acoustic pressure)

S Welq = wAR Fw oA B e9ke] Hulgh (B9): Pa)

R
ol
A,
%)
H
i

B X &St (Spatial-peak r.m.s. acoustic pressure)

o WA EE BAE FE PN AEA egte AUg (29 W/em)

40) F7H-93 A ZE-H T Al 7] (Spatial-peak temporal-average intensity)
4 WelA e BAE FE Aol A-EE A7 HUgk (E9: W/em?)

41) F3t-93 AZE-9] 2 A 7] (Spatial-peak temporal-peak intensity)
S WollA e A" Aol Azk-A= 4719 Azt (991 W/em?)

42) A|Zt-% 4 A 7] (Temporal-average intensity)
& Wel 54 AFANA A A7 AR g8 ol fle 7 AIRE-E

T £F uy F719 Ay ol ojskel Aslok F (FH: W/em)
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43) A|Zt-3 =2 5 (Temporal-peak acoustic pressure)
&4 el 53 ARAA £4 S A (29 Pa)

44) A|Zt-3] =2 A 7] (Temporal-peak intensity)
&4 W9 54 M £ A7 Adigh (B9 W/em?)

AZ= B2y zLAXE7| #FA IA4 VEFEL METFEHLeZ IEC
60601-2-59+ IEC 616897} low, FE7E724 IEC 60601-1°] Ut} IEC
60601-2-5, IEC 61689, IEC 60601-17 7174 E-F A3 Wj-&o] 285 o] 2009,
20134, 201239 A E QAT = KS C IEC 60601-2-57} =1 A|7+24 3 &
A3t A 3#oz AAH HALFHT 9o} KS C IEC 616899 KS C IEC
60601-1-2 A3#e] W&ol AEHA e AAo|ty. #H FDA 7to|d2E 1999
ol WZHH Guidance Document for Powered Muscle Stimulator 510(k)s<} 21
CFR 1050. 10°] 1t}

E 3 NYE BAH WAV B I JIEFH ¥ JtolHx

TAHS & H H| 1
Medical electrical equipment — Part 2-5: Particular
IEC requirements for the basic safety and essential
, , , =2t =2
60601-2-5 performance of ultrasonic physiotherapy equipment =
X 27|

- 2009 o2& H™II7I7]|—H2-5F : =31 =2 X=E7|

Zl=otdnt ddsof et MY 2T AL

0
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Ultrasonics - Physiotherapy systems - Field

IEC specifications and methods of measurement in the
X221 22
61689 frequency range 0,5 MHz to 5 MHz =2
A= A[AH]
- 2013 zg0—22| X2 A|2H—-05 MHzOlAM 5 MHz
Fat I oA S 27 Atgtnt 3 g
Medical electrical equipment - Part 1: General
IEC requirements for basic safety and essential
oRE
60601-1 performance
XM717|7]
- 2012 ol2 g HIIZI7|-HM1F 7|2 o™ ¥ " M
=of zZtsh Lk @ FALE
Medical electrical equipment — Part 2-5: Particular
KS C IEC requirements for the basic safety and essential
xS0 22
60601-2-5 performance of ultrasonic physiotherapy eguipment ek
x| 27|
- 2011 o8 MI|7|7|—H2-5% : xgn 22| =7
of |t WMo ek JHYH FALE
Ultrasonics - Physiotherapy systems - Field
KS C IEC specifications and methods of measurement in the
Zgu =2
61689 frequency range 0,5 MHz to 5 MHz =
A= Al AH
- 2005 Z2u—82] A=F A|2=—-05 MHzOIM 5 MHz
Fut G ollAMe] S 27 Atgtnt S Y
Medical electrical equipment - Part 1: General
KS C IEC requirements for basic safety and essential
oEE
606011 performance
X7|7|7]
+ 2011 o|RE MMII7|17|-M1g 7|2 otd W "F o

b

olr
o

ofl

rk

bt 2 FAbe
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xS0 £
FDA Draft Guidance  Document  for  Powered  Muscle S
: LY EX &
Guidance Stimulator 510(k)s
20 2=
1999. 06 | = A}=27| 510(KsE 23t JtolHA =AM i
FDA CFR 21 | Performance standards for ultrasonic therapy
=S
1050.10 products
o|Z27|7|
1 2013. 04 e 27| M 7|F
Medical electrical equipment — Part 2-5: Particular
JS T requirements for the basic safety and essential
. . . Z2u =2
0601-2-5 performance of ultrasonic physiotherapy equipment =
=
: 2005 °olg2g MI|I7|7|—-HM2-55% : =51 =2l x=7|
of |t WMo ek JHH FALE
Medical electrical equipment - Part 1: General
JS T requirements for Dbasic safety and essential
o228
0601-1 performance
X7|7|7]
+ 2012 ol & TII7I7|-HM1F: 7|2 o W EF o
sof ek ek AL
The requirements for application of a risk
ISO 14971 management system for medical devices
o2 7|7
- 2012 o|27|7| 97| B2l AMA"He Mo ist 2
AbEH

| E C : International Electro technical Commission

71 & "X 7|2 2oke| RMSHEEFASE MESH| 2t £&=t 2 IMI|F

J | S : Japanese Industrial Standards

AES UM, LdESHEZEAS[(JISC - Japanese Industrial Standards Committee)o|

x
ikd
1o
oln
1o

Q
-0
M

n

Il

| S O : International Organization for Standardization

ofg] Ligte| & HE HMS2 HESE o[FoT ZHA

o
EE
M
for
N
-l
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