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Abstract:

This article analyses the current problems in development of medical device based on Traditional Chinese Medicine(TCM).

It leads to the start and evolution of the standardization work. It introduces the industrial standard in China and the construction
of standardization system, and gives an overview of the standard which were published, ongoing or on voting stage in ISO/TC
249. Finally it prospects for the Medical device based on Traditional Chinese Medicine(TCM) standardization work by means of
analysis about the status and the direction of the industry development.
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2.1 ENBRHEBAR

Fe [ BUAT BT b v e ek 1000 4, {HJE
A EAF R 25 1, P RS AE AR
MR, AHSCARHES = BN BELAG H BEAR B A
JEBIRAE R Z —, SBARZA TS

an H AU . HAT, FRIEERA R
THORT 1T A A A AR 2 53 2 LA b A A B
11, B REMAR HEAAT GB2024-1994 (%
BH). YY 0104-1993  =#2%t ). YY 0105-1993 (i
Bt ). YY0780-2010 ( HLEFIAYTFAX ). 2013 4EE 4,

x® 1. EAESERR P ERMRE

RERS
1ISO/WD18663
1ISO/WD 18586
ISO/WD 18615
ISO/AWI 19614
ISO/FDIS 18666
ISO/DIS 18746
ISO/AWI 20308
ISO/NP 20493

ISO/NP 20498-2
ISO/NP 20495

ISO/NP 20498-1

ISO/AWI 19611

ISO/AWI 20487

ISO/NP 20758

v BRAE B TR REE

HLEHUPERE (The performance of electroacupuncture stimulators ) ]
AU AR 22 45k ( Requirements for basic safety for electroacupuncture stimulator ) i [
LT iki2 430 FH R ( General Requirements of Electric Radial Pulse Tonometric device ) i [
kAL S35 J%%% ( Pulse Graph Force Transducer ) ]
WAk FESR ((General requirements of moxibustion devices ) ]
F& %545 (Intradermal acupuncture needles ) |
FpgsE ( Gua Sha Instruments ) i
219 )7 AL (Infrared Moxibustion-like Instrument ) HiE
FHEHLITARIT R SE - 55 845 JEHEERSE (Computerised Tongue Image Analysis System—Part 2: Light -
Environment )

S EEL BHASMI{Y ( Electrical Resistance Detector at Acupuncture Points ) i
THEHLEAR R G - 55—34r: EHER (Computerized tongue image analysis system—Part 1: General -
requirements )

LGk LIS B I3k BERS ( Cupping apparatus for medical use except for the traditional cupping -
apparatuses )

B, I — YR M4 2R SHAG I J7 % ( Test Method on Acupuncture Needles for Single Use on Electrical -
Stimulation )

JiE A BES RO A ( Abdominal Physiological Parameter Detector ) EEN
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RERS FREZTR REE
N286 LIy T £ (Electric Heating Moxibustion Equipment ) SR rpE 5 E
N282 VAT 2 ZE % ( Therapeutic Fumigation Devices ) g
o TEMEAR T RS - S JH AR Hk

( Computerised Tongue Image Analysis System-Part 4: Peripheral Visual Instruments )
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