1% L
PRAT A PR

A BA IR LE,ETIEE F

bkt 115021 2T & B EHA R —&
1304109%%

WEesE A L BN

Wik EE L 02-2787-8249

1A 1 02-2653-2072

ETFE 4 yayawang@fda. gov. tw

RXE P ERBERERE G

#Hx e FERRII44F4A238 %;
BX T FDAR 3 % 1141414238B3%%

. li/'::'/ . akﬁ‘

# BERBBEMRIAER
M A4 -

E5CHFELAME R E  RERNIIGY  BivikEiEE S

2 E R 4R B/ N EE  kT S
Bk BOTHZ 2B FhoR R BB -

J-/\ HH
—AFAHMRERANELEESEE L B RRSHE

JEER-F 4 | (http://dsms. fda. gov. tw/) 4 L i@ 3R 4 4
RLED - BRAEBRAEHERELEHES > UAFH

R BRYFRFAEMS - 4
= BEBEPNSMES AL B R B P9 R A A %
o F R A WeHae B (RaFTEEAR)
() BEES
1~ #Ab 3] ZRe B A B > AR BB ERE

Vb6 A) 0 3IE R R R AR R G H B S
¥ 48 o % B RoR B ARR o

2~ I BAHIRE 0 B HORR A A R
o b BRFR T FTRAATELBRRR -



B HE RS ZIR SR Bt 2L
o REE2BEEN > BREIZELZ LY AL @
I RWEZFETE 0 LR BERME

(=) A2 7
1 ~FRAARRNE S H SRR - A R nsasR
B EEF > JESLRP@ 4o o
2 HERRLzR B BERPLE SRR
: SREVOMEAA) c AR (EVHBMEA) o
: 3 HEHRBSRANELELE(EV23EA)  AELE
B, o
()£ R F3A
1~ i

gt
o
Jn

ETRERLE BRI
§ o b BERT GHRI 3 ¢
5

i#

TEFERNE R BloEHFHEREL)
BRI TR BN o F KRBT o
3 AEMERIEL

AL S NI B MR IL 0 LIER
YRR EE ~ BT~ AT C B LA
LA E M EE 0 L
(v9)id %

#
ua ag

T

i RE AR
AFELR B L AR AL R o
RN ELERERZETAR 0 L BK
FOTAZ M ERFRE [ mEEE
(http://dsms. fda. gov. tw/)
= REBEES

7N

B¥ik
REMBEREALS

RROTIRZ2ME » BT AR P A EEHE A
L AL F Sy AR o BIEMEE S AR ARRE
ft B3R B 5L 2 JE R

Y
&
JEZ V7618 A AT ey F Jefir A £ B AR
WA WA R K R EREF TN

zﬁﬁ

2
% 2B £ 57

1
LR ]

-
)



AT EAR] B R > BN F 4 AZI0B Am P A X
AR o BIREAFIOMHZ I B2EM T > EHERFE
QTR 2HIBBBMEH » ¥ RATAE LT RMA N %L
HAAE Ha s AEAMS BERLBRERE  HH
FAXARERY » EFEMEHEE LU LI0E T AT H

-2,

v AR FRESHTESERLEY -

. ERAHBEATERBZLEWME - 64U BT ERE NG - P ERBRM G N B
B Xhe  FPERBELERREWE  ShTHEREFLRLELNAE PERBAE
REBERENEG SEAB VAR ERRNE T RERERENE
PHERBAGEFERNEN GRS G RESALSHEMLEHE
D RE SR ARAG] C AACREER ARG AEBERMF RN
FTAEEERMARNS] - EEHBRAARNG - ALY HERNARNSE > F1b
REBFERMARNSG] ~ PAARBERGARNS) KK PELHHEE
AT AN E ~ PRACLEERMNAMRNE S P TH - ¥ BILS 8 B m A RN
SE =M PRACEH B A RN Y T AARE N ERRYA RN
3 HAEBRAEEEEENA RN TEbEE By A RN TR AR
FRAG] ~ REARECERMARNS]  AFAREERGARNSE ~ RITE 5
By B RS ~ REAMARCERMARAS] ~ KRBELBRMHF RN ~ ik
BERMNG ~ SARERNOARNE ~ CBEZRMARAG ~ s P i
B BRG]~ GERBELRMARNG] - ERFRERGARNG - &
BARFUBERO AN PRI 88 N FESTERGARNE ~ £+
WER AN - GBI ARNG] - 84+ AERNARNSE ~ &%
LG EE TR ARNE ~ R AR BERMAERNG - B REERA
BAE] s S BEAEERBMDERAS - §EFLLARMNARLS ~ 8K
BERMNG ~ SE R ARG~ §EREE LT ¥R m A RN
: LHARBELTERNGARNG - SEELRMOFRNS ~ & EARMNFH RN
. G GHMEBBMARNSG ~ EELRBERMAERNS - 8BE—=ZLBNA
NS~ SEERLHFEBRMAERAS - SEGALETERMARANS] ~ &
RSB ARG~ SR LA NG ~ &R ARAG 5
ST FRARNG ~ G Efo B E LR ARNE) ~ S ER N A RN
S BERAEMARNG] - EEEFLG HAMRANG] - SEEEREEEF RN

‘E:ﬂ\'
h

3
£

A N GHBMARA G LRI A IR F R AR A IR E
oy BEARAG - EAUEROFIRA D E R EBEARAMAD KT RE

Bty ARG~ KERERMARNE ~ KRS TERMARNE ~ K%
TERD AR ~ KGO TERME A RN~ AP RERMA RS
AFACZEH LR A RS —F - 8 ERMARNSE] ~ RAUTRD A RS ~ 2
BARARNS ~ EFELROAMRNS] - TREBRDAERLE) - TEEHA
s~ AT RHERBRNMAMRNE] > BEAREERMAMRNG] - RARBERE
ERMAMRNE] s ZHBARAMRNE] - RERERWARNE - REEERNA
R3]~ AR By A TR 8]~ B4 B R A b AR A IR 8]~ AR R A IR

3R X5 R



72
[
:

NE CBRBRTHRARARRZEHE .o - OiEF RS E DR A RN -
EHEASEHEAR NG ~ FIEHERGARNE - WL EARAE - EAAEY
FHARNG ~ TR AR ERARNS) ~ EHEELTERMNA RN - FH
DEBRMAMRNG - HARELRWDAIRNG) ~ FoB AR B ERMARNS] - T E
TN BB A RG] S BRG] R AR HERG AR

5~ RANEE SRRty A PR )~ RONAES B A A TR 5] - IR By A R
N E) >~ AT B A TR E) A B A BB ~ TEAR A BB L AR A PR 8]
RN A RN G ~ ER AR AN ~ EHREZTERMA RN -
AR HBER G ARG - EELERRNG ~ BsE &Ry A RN ~ fai#
BRI AIRNE) ~ G H R ARG ~ B LHERHAERNG  BE
A RCE B R A TR B Sk~ A B R A TR 8]~ AR A A Y
HIRANG] S G BB ARNE) ~ £ BBARNG ~ E05/62H Bty A R
N AW BB ARNG S ESNG  ERRID R BB A RN Sy
NE >~ REBEARNG C EEE IR ARNG c AR ETIDEEARNG S
HBonE s RAMBREEARNNSHE» NG - FAHEEERARNDEHE
S S BAEK B A TN 8]~ RAE K BB AY A TR 8 M A R~ Ao B
N Rl ol ONCIINE T 3 W Ol NI NNV e Y [ T O

5 BEBEERMAMRAS ~ BFAMPEEHERNS -~ REAMHREN A
RAG] -~ REILRHERGARNS]  EE5ELEEARRMARAS ~ B4A
M ER AN BEESHEBRMHARNS] > BEELRMARAS B
EUBTEMGARNADE =T B ETERNARNG RS E
PR ATRANG) s HEL T ERARANG) - BEEEARNG) - BHEE RN
HINE) ~ AL EEmBmARNE AFEERGARNE - HHEME
LREBEARAZNEE e~ MR ERARNS GHE NG~ Sk
BERMARNG]  BERARARN T RELARNG - EELERNA
FRANE s ERBERMAIRNG ~ %BOEAMRNG ~ EEBEDEHRNF
BPFBELRGAMRNG ~ ERELNBEBRSARNE > EHRFTEAMRNE ~ EH
LR BB ARG ~ ERARRDARNS) ~ BEEERMARASE - IE
BELTERMNARNG IEEE L T EMR M A RN S =0k TH ~ FREERM
FINa] ~ PR ARG ~ BARBIE A RS~ # sk B 06 4 S A0 A PR
S 2By NG M HEMERBERRNGNSHE NG~ LB ERL
HINE] ~ i AMARE AR NS~ ERBEERGARNG  EEELAR
NECBTEBEERMNARAG I ENMEELARAG S E s NG~ mt
BWERERNEBAD ARG S5 nE] ~ s BB A RN G ~ 3% K E R
By AN 8] ~ AR ARG~ BB EHRAG] - BAEM ARG - &
MELARNE ~ ERESEMARANG ~ ZFULLITERMAERAG - FRE
B ARG~ B AEER A RNE ~ RAREERFRNG] ~ BUEHER
RN E >~ HEERE T EARAS] ~ 2L LB BB ARG - 2EAAL
BB A A RG]~ TR AR A RN 8]~ 2 URAEAL S Ry
FINa) ~ BT LB A RN ~ M ks A RN e ~ S A mF R
RG] EEBR AR NG REARBERMNARNG - LRBELTEA
PR G ~ BRSCEE Bty AN 3] ~ BRATHE L AR S ~ BA AR B LM A R
G BBAHNEERMARNG AR RRENTEESCHES LB T

B~ ARFIERE D E - BRAREERGARNS) - FRE BB AR
)~ TSR B A RN E) ~ KR B L AT A PR 8]~ MBI K B Oy A PR
NE] LS EARANG R BRE R AR KK T EERNA R
NE > RBARBEERGARNG - FHAREER G A RN & BEH

q

>
q

>~
g

Fa iy



B L

=

BB RPN 3]~ AERACEHERSA RG]~ Bl By ARG
A BRA RN ARNE - BIICRRHERGARNE) ~ BERBTERGA
sl Pbnns s BEFERNARNSG - BXERTEARNG - YEELK
WERAE YEFEAMRNG - BRVEFIALSEAREALE B2 Y HRHm
AINE) ~#EZ HRmARNE - BRANEREA RN - BIFLSH &g
ARG~ B2 HBARAERAG]  FHTHAEARRNARNSE - BAELEZAR
NGB BATAAT AR ] AL LD ERBARNG ~ T AEKLERNA R
NE CBREBLMMARNG BRI ERNARNDGRER - = EE 54
NG~ S AMFHERDAERAS] - ATAREERGARNS PG
A E B A RG]~ B R A RN S~ WA B A RG]~ KK
BEMBARNG BEZELRHABRNS ~ 68 L EERMARNG - &
BT RBERMARNE] L FEEARARNG ~ FFERRARN G
HRABKRNARNG - FHERER(EN RO ARNGEErNE > BB
SRR RS~ SRR AR ) ~ A TR AR~ 2R AR RAARE
RN G] AR ARNG] - S EARBROEARNSE ~ ERESARAS
EHRARERROARANDFREF> NG~ FBREERMAERASG > WHEAL
HAEMNG ~ KBEERMNARNS] ~ EABRARNS ~ L EEAFED A RY
S A AMRNG C EIRDEFMRNG] ~ RELF RN~ ERp
AT ARNE ~ BYBHEAMRNE ~ BRELRMARNE B EFEA RN
Sl AT ABBEIRMARNG] C R ARBMHBRASG - EEEE B
Bty ARG BRABLAERNE - RFAMHBEGARNE] ~ S EKRE

MEBEL LR ERERASRDARNG S Er NG~ BEE
3]

XAMNE] - %W
FERMAMRN S ~ KIBREAMABRATA RN S~ REHELH RN



