51/ EBEESE GEANRIBEERS (EREARD) >AERH SEARILOFERES /383K - FIE> ERESECTTHE

1. ZEREIURE - ERHESEICET M

EESEMEE. Medical Device Act B.E. 2551 (2008)lc&k 3.
LHUL. 20208 KWASEAN harmonized regulations (AMDD) %10 eI st H dr D

EREFREEESHSIUR

HEEATERAIN TS Medical Device Act B.E. 2551 (2008)IZT. EE#IRILIEELANJLIZED | - Medical Device Act B.E. 2531 (1988)
ERMETE FLLT3DIZHEE; + Medical Device Act B.E. 2551 (2008)
Class I #—*fﬂ'l%filzﬁ#%%%
Class II: B EE R
Class lll: —fR =&

IR IZE T E DASEAN AMDDIZHWT, EEEIR (EEFEEMEICE IR S EHREICHEL. K |« ASEAN Agreement on Medical Device Directive
Medical Device Directive S 22T (IVD) B X UFEARS 28T (Non IVD) £ £ 41.Class AT X (AMDD)

(AMDD) & EIE KEE# 21, Class Bl#11)X% ], Class CTHE") X%/ ], Class DI& A2 1M42IZ | - Medical Device Act (Draft)

B S EEOR—D=H. S BEREERAEERBITAMDDAEEEBF

[Z#1TF TE D Hr Medical Device Act [Z#

ERMEEE M-SR EE | EEMSEE - -EEOLOICIE, BERBBRIIISIAM O RRNEE +  Medical Device Act B.E. 2531 (1988)
ke P8 » Medical Device Act B.E. 2551 (2008)
* Ministerial Regulation Prescribing the Rules,
Procedures and Conditions for a medical device
manufacturing establishment B.E. 2552 (2009)
Ministerial Regulation Prescribing fees for the
operation of a medical device B.E. 2552 (2009)

AR EREZESBONIZE  EZELHEC (iBOIfJ\bOD'—F—*fi'J'll BREN5Z N5, + Investment Promotion Act B.E. 2520 and Amendment
HERERES LUV EHR o EFBICEOCHEH Acts No. 2 B.E. 2534 and No. 3 B.E. 2544

)“J JI“/\_XOD I[iXY ;\

REHRBERICHITA AR EER (TR H

H{ i : Medical Device Act, AMDD, Ministerial Regulation Prescribing the Rules, Procedures and Conditions for a medical device manufacturing establishment, Ministerial Regulation Prescribing fees
for the operation of a medical device, Investment Promotion Act

H3OFE - A RH BTN R EARFTEBRAN LA T 7TRRBEREER (ERERERFIBREESEE) (B TIERESR AV TV ADEERE .17 11



