Hh [ 1A BOR TS 2009 4F 11 H 55 2 325 11 1]

MoERSHMRETFHFEHETFRRENEENET

oMt oW #H
PEEFHFEREZEEHEN Lx

[# ZIALHE£E M. BAFAREREAZEDFRHALLERF ZBREET TAEFRIKEATH 2
S TR BN E S BREF TP AEGRA, REKXBESF BREE TS EEmBEEENE
K Gh—RERE ZEIERELTERERRZ HE—F RSP AL 64,

[ R4z ) BT Bm; B4 0K, B+

P ES>EE.RI97.39  LHAFIRA A X E %5 .1674-2982(2009)11-0059-04

100020

Status quo of medical device supervision in some countries and areas and its implication to China
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[ Abstract] This article analyzes the status quo of medical device supervision in some countries and areas, such
as US, Europe and Japan etc, as well as the work that Global Harmonization Task Force( GHTF) and Asia Harmoni-
zation Work Party( AHWP) carry out. According to the problems of medical device supervision in China, it proposes

we should improve the laws and regulations, unify the supervision standard, complete the system of supervision on the

market and enhance the cooperation home and abroad.
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