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(Regulatory updates for medical products in Taiwan) | » F§4FE Bl
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P TIR A2 52 2 PR s
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fii7r OTC AR/ INH H Y Fyb 2 7 B AHBS iz ik OTC B HUAR
sitHTe k5 77 2 monograph JEEL - 55T AT AR OTC EH#
HIlFE - HAZR /M 4HH A OTC &3 » H 54 15 efficacy groups #4141

B Cold remedy B Antivertiginous drugs B Nasal drug for rhinitis
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(Z) FEHREE Bl (New strategies and technologies)
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{E Ry it S B BRI - 5 rlie Bt e mele At e bt et
FEEEF > HAE 23 e et T thatE TN 107 E 2 I HETT -

3. grhEgEHIARMBARERMID-NETH = RHE L2 EE R T257 -
FESEFEER - A THECR(EE Prag - Noguchilal % Bl e R DL 4
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() P EBEHETT KM mnmE e &8 (Experience
sharing on maintaining safety and quality of pharmaceuticals)
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PIC/S GMP » 10584 72 f {5 I VR TN i A b GMPEEHAAL EEEf -
55 E 1064E7 HREH s B 5 (- S eIl FR 82 2 DMF » FHET 107 R E i
A EHIPIC/S GDP » & )i iH £ FCHH R ETE - HisehEIREEmL 2 in'E
Bz (RIEEREEL (T 2 s -

2 1% HAMHLW Deputy Director Go Yamamotofi /- MHLWZ1{a[
g EREE - HAR EMREE Iy Rl /2 HHEE (partial change
application) sz Zx B8 53/ (minor change notification) » ELor 4388 g g
B BRI A T © MR E Rl BB R e H H 3 30 > e iR b

B~ AUA K BB IEE S O n g R A~ e RO
SRR > B/HE HAMHLWE SR SRR - S5 AR S Al ap & 2 855 - RIJAJEY
SEA BB R B % S50 74 H ARBLBION ~ 560 _E & E P 2 Pk -
5 H APMDA Chief Reviewer Ryosuke Kuribayashi 48 H A E8 4 @245
B il (S IS ~ HADMFRYER - 55 H 10643 5 &1 £ E N
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ZHE &% T ERNER D Bl S A R L ii1& 58 5 B R A
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HHZ s SR A2 0 Eiifes s 2 EHAAERE K - Kl
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(TU) BES, FTHBEH (Post-marketing management)

IR R S T E B M sV E R S BB A4 >
MHLW Division Director Daisaku Sato[44 H 4~ 8527 & 51 M 22 2 B
B SR EEAM AL SEY e R B BiE R 2 E BV E
A 4E HAE B T EE R A 2 i A 2 B B EAE I BURAGH E > W58
SHEPE S E Y B BB S - P i R B SR RO A g R
T RRAS AR ZE L B R DL B S S S - E 19984 #E
B B 2B R A4 12003 F st 8 E RUR A E e
IR - 102F MBI REEEER A Bt STHEE
&35 e 1 H 5 Rl FHPMDA Reviewer Mariko Tsukudaf 44 H AR B K7 i
e > R4 AR AR A B AR R -

2= HETINA RERERAIR o BRUERBLIHIEAR[E - HE80%. i#
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= ~ BR2REF8 (Medical Devices Parallel Session)

AR S 2 G SRR AT
(—) T NEZ R EREERE
1. EBRBELIE/NE BITHE 105 FREERS /NI TIFER RS -

Bt E HERE M DRI EE S0 2 AR DU AH R AR
S > ES TSR TR NETEHEE © FFRHEAR(dental implant)
Z B IRz B A (case study)E{TH S - IS ERE ENEHETH
TR O RE G B TR E FE [E e Z ELR R o - #E R A RHE A B IR %
PR - PRI 2 08T ERTEE LS 2B JHSERRE 2
bR RO REEA RS HEE - 52 i R e
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HIESERER 4 MR Z R - &€ 58 R A AR i R R
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% o HIEAHRBH B PREAE LLUR 55 FDA AT ZAHREES | - 1
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2. InVitro Companion Diagnostic Devices Re4N2ETEEZET

HI5  Iradias N2l 2 HEERET R R A4 (Companion
Diagnostic Devices, CoDx) » k7 H M A LB Bk @ A0 e
iRgEnE CoDx FEAnbH 2 #8fE » BRPIRR I EAUS BT
A2 CoDx FEdhn » FIFE3EE] FDA Bifk[] TFDA ¥f CoDx %
AERL - —fiE IVD B CoDx #Y7E 52 ~ R ZEOK ~ BTy
MR E R ~ iSRS > MR AR R B A 2 CoDx
PE tro B © B A B CoDX 1 AME ML R a4k U7 i iy
T B R

H 75 e DA T U EME B I (ATL )Z Mogamulizumab
K. CCR4 fHIEARIBIT - /e N2l < 2l B e estf
(Companion Diagnostic Devices, CoDx) 7 fifs& - 5 #E—2&HH
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LLUESS > A2k PMDA A 2 #HRF SCE (concept paper) 2 44
Ik https://lwww.pmda.go.jp/files/000214302.pdf 7 AKF 2% -
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