¥ LA

JI'—$ RAF R

AR REHNTEE K

HRsbAE 1 11561 2T B E LIFE161-25%
1% H 1 02-27877178
Hi4& AR B T B RK02-27877106

108 ETFHMH1E4 © entl126@fda.gov.tw

LibTE E & RIDH2KTIRIF

2XHEELTREFTERDNE L€

#xBH: PERBEIGFILAIZR
B X F3%  FDARF % 10611069705
#A
FEBREES SRR
M D BBERRL A
X5 AZEMNOCEIIAB THFRNEERIHRE B Z MW
gi&’}?-—ﬁcmlé‘ﬁgﬁ%ﬁ r H $ B 55 M0k B W
& (BERRARL AT WG RFEELX2H)ERE S
/J ' EE B o
ERHILTEREMBERNELXEG - B THEMBERR ﬁ&ﬁm%~é%%
BARBEMITERELNG TERBAEREMBERELA LRI *ﬁ
TRAEHBERELNG WETERESHBERELE - g#ﬁﬁ% FE]
E(RENG LM EEREHBERENCHAE  DILBEASHBERE
NECERTEAEMBERELNG - ShHTHAETERSHBERELNE
i%ﬁaﬁ SHBERLELNEG SR TEREMTERENEG SHEEAETE
% SHBERERNG -S4 R ERELAEHA S Mt T o®m X
Bl ¥ENE m@$ﬁmnﬁﬁﬂiﬂé ST oRERELET - 6T

EHOBRERELA G - 6hTERHNOFERAELAGT 6HBEHOHXAXL

a‘mf&%zﬁﬂﬂ?ﬁ?ﬂﬁﬁf\ﬁ SETEHOHERELAG  ELTRED

?TH? N O MERRESHERELT EFPTREBERAELSE - SETHK
SHERELAE BERBIFAC_HMERELET WHAHELLEERE

}% CHIMETERACEES  SELERAMNRERAR e TERBANE

EREMET CHRBEBMRBIERNELG 6B ERBLUSM XA XN®

Boe - GhTREOHEAELNG  6EAAZTXACHBIERENE >

TERBA2EHELE  TERB2EIXEG  ¢HEERIETERE

N

%ﬁa%-% %

F—R (#£—R)



HABRGZMIARSAS

HE1:106 £ 11 H30 H (280 ) MFMEERE

MR Bm
WwHEHI
BEAsA

et

2

£/\H(Tel :

WREIBE B EWNE C201 BHEE(RIHRIEREZHIE 465 5 B2)
it 106 &£ 11 B 17 HAG T AiRE RS cntll26@fda.gov.tw
02-2787- 7106)

7

13: 30 14 00

w=

14:00-14:05

p— TFDA
B 5 |

14:05-15:00

Overview of medical device regulations in Japan | H 74~ MHLW/PMDA

(including QMS)

15:00-15:30

Break

15:30-16:40

Premarket application process in Japan H A~ MHLW/PMDA

(including QMS)
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