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2D (Z#) (256 xBg)
FEEEEE M) (CPD) (2568)
FEE NED (Color) (256 )
M #&3{ (M Mode)
ARERC (PW) £8 )
EAERIC (CW) 3B Eh
tESh - ABERERE S EERI ARG IR -
HERREB b EhRL1% (TDI)
HERRERR AR 1% (THI)
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IEC 60601-1:1988

IEC 60601-2-37:2001 +
Amendment A1:2004

IEC 60601-1-1:2000

IEC 60601-1-4:2000

EC 60601-1:2005/A1:2012

Medical Electrical Equipment-Part 1. General Requirements for
Safety (EEREREME - 5 1 509+ T2 M—MEXK (F 2R
BIEEET o 2) °

Particular requirements for the safety of ultrasonic medical
diagnostic and monitoring equipment; as applied to IEC
60601-1:1988, Medical Electrical Equipment-Part 1. General
Requirements for Safety (2nd Edition including Amendment 1 and
2); including all national differences necessary to meet IECEE CB

Scheme certification. (¥JBEEf n/%ﬁﬂm/ﬂﬂ %R A4Sk
3k ; WKL IEC60601-1:1988 @ EEEERELM - £ 1209 ' &
EM—WEXR (F2hR @Eﬂ%ﬁﬂ #2) ; BIERFS IECEECB
Scheme IREMENFTERRERIZE - )

Medical Electrical Equipment-Part 1-1. General Requirements for
Safety-Section 1-1. Collateral Standard.Safety Requirements for
Medical Electrical Systems. (BEEEREM - 5 1-1 359 1 22
M—REXK - £1-1 8 [BEE  BREREENZEMR
Ke)

Medical Electrical Equipment-Part 1-4. General Requirements for
Safety-Section 1-4. Collateral Standard. Programmable Electrical

Medical Systems. (EEEREM - 5 14 59 - KEM—MWE
K- 1-4 80 - MIEBIEAE o AIREXIEHINEREESH  )

Medical electrical equipment - Part 1: General requirements for
basic safety and essential performance. (EEFEREREL R - £ 1 &6

7 BRRENMER RN —MEK )
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Medical electrical equipment - Part 2-37: Particular requirements
for the basic safety and essential performance of ultrasonic
medical diagnostic and monitoring equipment; as applied to IEC
60601-1:2005/A1:2012, Medical electrical equipment - Part 1:
General requirements for basic safety and essential performance
(3rd Edition including Amendment 1); including all national
differences necessary to meet IECEE CB Scheme certification. (B&
BERE - 5 2-37 #9 - HETERZEN IR HELRL
EMERMAERSERK 5 B A IEC 60601-1:2005/A1:2012
BREREM-F 1800 BEXLEMEREN—MREKR (F
3hR BFEIEET 1) 5 BFERFS IECEE CB Scheme IRHEFTERRIFTE
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Standard Means for the Reporting of the Acoustic Output of
Medical Diagnostic Ultrasonic Equipment. ( B& B /K2ENE 1
Bt ERIEER L )

IEC 60601-1-2:2007

CISPR 11:2004

Medical Electrical Equipment. General Requirements for
Basic Safety and Essential Performance-Collateral Standard.
Electromagnetic Compatibility. Requirements and Tests. ( &
BER - EALEMER N —REXK - iEFLE-
BRABEN - EREDAI - )

Industrial, Scientific,c and Medical (ISM) Radio-Frequency
Equipment Electromagnetic Disturbance Characteristics-
Limits and Methods of Measurement. ( T2 - F|EAEIBE%E
(ISM) B3R B ERL TSI - IRIEFVAIERE - )

BE RS - HIRRM - i RAER e EE— RN R  F 1/ AR -

58



DICOM 1Z#E
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AEBEREREEREMET @ AIBESTES HPAA EERMIIERLZEMHRTE - FHEA
BE2E  BERUAXERRNE -« /#7  RBENEH I FIEEFRENZEM - WNLURE -

The Health Insurance and Portability and Accountability Act, Pub.L.No. 104-191 (1996). ( fi2E{XRl&
TR R v 1996 5F ¢ JARHIRARES 104-191) o

45 CFR 160, General Administrative Requirements ( —fZ&IEEK ) o
45 CFR 164, Security and Privacy ( Z& M4 RIEZME) o
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