oF

AAAHAZ D12 A

=]
=

S. K. Park, J. H. Cha, C. H. Hur, K. J. Park, I. H. Moon

FB2A 8779 AHL3HA

A Study on the Standard of Test Method for Estimation of Usage
Environment Safety and Performance of U—health Medical Device
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ABSTRACT

According to graying of population and income enlargement of people, interest about U—Healthcare of
. Medical device use by U—healthcare, Safety,

new form fusing with IT technology are enlarged. Need a estimation technology and standard of test
method for safety and performance considering usage environment of U—Healthcare medical device. In
this research, developed the standard of test method for usage environment safety and performance of

U—Healthcare medical device referring IEC standards and KS standards.
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— Peak acceleration: 150 m/s2 (15G)

— Duration: 11 ms

— Pulse shape: half—sine

— Number of shocks: 3 shocks per direction per
axis (18 total)

AR F, 7Rkl B dedsol fAEEA
ahol g,

2) WEAT

IEC 60068—2—64°l we}x A glstH
o3 g,

— Acceleration amplitude:

= 10 Hz to 100 Hz: 1,0 (m/s*)*/Hz

= 100 Hz to 200 Hz: — 3 dB per octave

= 200 Hz to 2,000 Hz: 0,5 (m/s*)*/Hz

A&z

— Duration : 30 min per perpendicular axis (3
total).
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Peak acceleration: 150 m/s* (15G)

— Duration: 11 ms

— Pulse shape: half—sine

— Number of shocks: 3 shocks per direction per
axis (18 total)
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T

Al 2,

— Peak acceleration: 300 m/s* (30G)

— Duration: 6 ms

— Pulse shape: half—sine

— Number of shocks: 3 shocks per direction per
axis (18 total)
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— Peak acceleration: 300 m/s* (30G)

— Duration: 11 ms
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— Pulse shape: half—sine

— Number of shocks: 3 shocks per direction per
axis (18 total)

T,

Al 2,

— Peak acceleration: 1000 m/s? (100G)

— Duration: 6 ms

— Pulse shape: half—sine

— Number of shocks: 3 shocks per direction per
axis (18 total)

2) AEAH

IEC60068—2—64)¢
ohs 3

— Acceleration amplitude:

= 10 Hz to 100 Hz: 1,0 (m/s*)*/Hz;

= 100 Hz to 200 Hz: — 3 dB per octave;

= 200 Hz to 2,000 Hz: 0,5 (m/s*)*/Hz;

— Duration: 30 min per perpendicular axis (3
total).
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[EC60068—2—31¢] webr] Algstm APz
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— Fall height:

= for mass

webA] A skel AR 2 e

IA

1 kg, 0,25 m,
> 1 kg and < 10 kg, 0,1 m,

= for mass > 10 kg and < 50 kg, 0,05 m,
> 50 kg, 0,01 m,

— Number of falls: 2 in each specified attitude.

= for mass

= for mass
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General requirements for basic safety and
essential  performance—Collateral standard:
Requirements for medical electrical systems
used in the home healthcare environment, IEC
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[2] o] W BE 9@ g e F3(1P Z=2),
KS C IEC 60529, 2006.

[3] SABAFEE (742 e 15 (BA) Al
3 W9, KS C 0222, 1989,
[4] BAAFALH (A7]-42) <

KS C 0223, 1990.

&
fE
-
>

]
i

4 5 %
2003 Al djkal 417
st £} (e
B
20049 — @A F=71AA
1A E AT
m71|7re A

zF R
20073 Al&digha X 7o)
g &9 (M4

Flok

— 20073 ®E A eF nlo] . 3}
il vl Jjete ALY
— 20083 — A 2]FojokE

X‘J()\l S o] OF 3L

3L
o\l ™1 b=
B7Hel )

A7)

o
o 2

er4d
‘r;” ]

N

PRl . FFAAIRI Y] EFF AT o
WA e

20039 — 200449 LGHAA}
Sl ts 97y
20043 — @A AFo)ofFE

RIS M = =

B &9

719 A+Ah
BARok . §HARIRIY) BRI} AT @

AR g7)7] %23 A+ 2 4
7N

19993 L¥ Osaka g
A2 A o] 71 A & 8} 3}
ZA(F AL

2002 — 2005 A 253t
ATa AT

2005 — dA Jdigtul

g




