K

1 e
AT TR
Lh— >S5 /"‘
F i EB%'J%,—S B n%%?%#h }E%
Hoak 2 115021 2T dBEARIREB —K
1304109%%
BN MR
B4k EE 0 02-2787-8257

1 E : 02-2653-2072
EFE# A4 ¢ weicheng328@fda. gov. tw

X H PERBABEXREMERE NG
#Hx e PERBEIISHEIOALH

B o FDAZ = 5113141245635

li/'::'/ : akﬁ‘

BE R BRI IR

MifE D BB AR EMTRA GG L EFRAGCHRLEE
(A210200001 1131412456 _doc2 2 Attachl. pdf)

WEIIFEE TR MRERFRASL R EEH A
ERLABET > FBLEE > FR AL FHER -
-
—  BARERBERZRRRAG  RERFALERZS  KF
REBEF L FORZIRE R ARBH AR T IRRE LM
2E RLBNREMTRAL,  HHE Y REA
z%%%&%ﬁmz%&’\ﬁuzﬁm%%% BRAEHFE

MWHEERZEE > BANEA+TEE BFEAMELRRE
ﬁﬁamu%%ﬁﬂ$$érﬁ%ﬁ%ﬁﬁm$ﬁ%

#o oo

=~ AFHH1B3FI0A148 (—) FHLI4F 21685304 2ot | %
SLIBAREH P MASK R EEFHRAET  ARELR
GHRRAR T F R FE AR B A LA R4
FHEHFMR R R E R ARRAEAZE LTI
HHALTRAMBEERRE S -

L
mj
i

’ ) 4 E\

¥




SRR EEHFFRHAESKGER LY RACHETF oM
e HEE AR S B Ao B 3R RUR
FEUB B ERAER T E LTRSS BB 0T

m -~ he B AEATRIAR > FR TS W E3E:0809-090-722 -

EACGERBALEHRBNGE  PERBAOEREHLALAE PERBGEH LR
ENGLABLG  PERAMBRLENEHSG - S THEREHERDERN
G LT EENERENG  SHBLITHES TN - STEEOHER
NG CHABRAARFEBRNEG B FATERAL L5 28
BITERENG GHBELENS S
CHFEIHEAE R (2P TEAAEAE BRI 2P T RLEMESR - AR B ER
WARAG ZRELAMAG - B2 ELBRHARN - FALEEFLRN
HIRA ) ~ ik A TR 8] ~ A BB B Ay A TR 5] ~ 4 B AT AN LAy A TR
N RIBEMBE R AIRANG C ABELAERNG R HELARNG A
BRBHRNG - B2 ARMAERNG - BRELERAG - HHEHE L 5
BT SRS Gy NE ~ EALMARARAS W hBRERNA
BAG - BABEEAMRAG - BHELLER - K LEEFRA - AP AHKA
BAS s LERER - FAFERMARAS - SRARKHARAS ~ F8EH
. PSR AR A R F]  PALBRAEEE LR ARG - R T AMFAHEGH
; NG BRREEFMAG - PELERERNAMAG ~ LB EHFRA
~ B e REEAMRAG  REARARAG - 2B ERMHARNG ~ AU N E
Ry ARG BME R A RG]~ LB RAARA G  RATE R
HRAG) s AFELEMRAS - AMAERBTERMEMRAS « HBRLELFRA
B B TEFRAG - 2B ETLRMARA G - kT A% RN R
A 2RBERELERAG  MAYHERRNARAG - 2B % ERS AR
A RERERHARAG RERMELFRAG  RELEARARAG
BEBLAMAG  ZHEHMAG] - LEAKRAMAG] - £BRVEBHRAE -
SRMAF ARG ~ TRELAFRAG ~ KR LT LBRHARAS -
. KBS T LA~ G E BB A RG] RS SRS AH RS
* BBKERBENERAG - ATELARBNERAG « RFELERAS
: SHERHARAG] AP BRAN ARG REEEARAG - E A
ENBEM AN~ BB LRG]S R A A RG] RS
BEMNAMRAG  REAMAG BARETERMNAMAG ~ h@mE R
ERABELERHEMAG - HRAREFMAG - AEELFMAG - 2RAH
B ARG R EAT R EAEELMOARAG] BT LEHRA S -
AFELARAG  REREAHBROARAS  WHELRGARAZ  E @
REHRAG  BEhf HIRAG - BB R A RN H R R
KA B BERHARAG - FRELFMRAG]  ERERFMRAG] - &
B B A TR 5]~ H BB R TR 5] - AR A A R 5] - il
BARBHRNG  ABABEEARNG - BEELARNG - BbEEHAR
NE  BARARARAG] ~ BEWAHETEARAG] BREAELARAG C RIFER
HRAG  BRRERMHARAG BFEEMRAG - BRAKEERHGAR

wE
Ji]
B

o
)
m
M

) 4 E\



NEC BBEAMNG ~ BB EA R A RN~ #ELHER A RN

S B EERMSAEMRNG C BELCERMAMRANG] - HRESAMRNG ~ BE
BLARNE - BEEERNARAG] - EXLELAFRNE] S B LR HE
B ARNE ~ 2 REERDARNG  BABEARAG  ERLEZAR
N BB IR B Ry A RN E) - B H E Ry RG]~ i
BIAERMANE s AT LELAMRASG > BB@HEBRMHARNS] - 6B 8K
RG]~ EREAFREARNE ~ EELARASG] 5 —BHEALRNA
RG]~ RIBESLARNG) ~ AT HERFERMAMRNSE - RBELARAR
NE C BARABRARAG] C EEAREREROARNG  BERGARNSE -3
HELAMRNG - BIARARNG - BERKA RN ~ BRAvE 5 A R
G ERBELAMRNG M ELAMRASG - YBHELRMAMRNS - BEKE
PR ATRNGE) ~ F R AMRAG] ~ SMBER AR ~ BEEES
MM ARNE] ~ BAREBRNARNG - EEABRRARNS - REELEE
AR ARNE] S ZHAFRREBAERNG - HEREEARNG ~ tamBE

HEMNG ~ FENEBERMRNG ~ BEABRRMA RN ~ BAEE LR A RN
5 AL B BB M ARNG] BB EERIT SHABRLARAE - H—4
EEERMGARNG - TREEBRDARNG] - EHREEFERMARASG - &
SFAMPHARNS - BBARZELARANS] - REEBZARZBRMHARNS] ~ &
REERRNE - RRELARNE - WEAMBEARAG - SHEDLFRL
G BEEBERMARNG] C HBBEEARANG C HIGEEFERMNARA

S ERAMANE] S LEMASEERMNARNS] c BEABERMARNSE ~ BEE
BOLAMRNG] RAREBABBMARLNS - BRBARARNG ~ T FHAR
B BB E) ~ AL R ERGAERNE] S THERLTERMAMRNG ~ %5
FEBRMARNG ~ LIEDEARNG] - HEBRERFEARANS - FRAEMHK
HIASE) ~ ARCLHERMGAIRNG ~ BREFMRNG BEARLOET %
EAMNE) > THECLBERMSARNS] ~ RARE BB A RN ~ E—1fE
BARFEARANG  HEELARNG  RFELARNG  REEZLEOA
BNE s S RBEELEAMMNG ~ AL ERMAMRNG] ~ BRI EFH RN AR
NE) s HELEARNG >~ Fo AR ARG C EHFRAEE LA RN B
EEREETERAMRNG  PEARBERMARNS] - MiHBEL T EARAS R
AR E BB ARG ~ BIAHR NG ~ ERFEARAS ~ P EICEE &%
WERNE - FIESRMAMRAS ~ 642D X ELEBEMKMARAS ~ BE
AT ERMARNG PHY AT~ ERAERA RS ~ KRR A R
wE C BLRBEAMRNG RO EARNG - ARFARARNG - BERAELT
¥R ARNE] ~ ZLAABMHARNE - FERAEBRGARNE - TRIEA
B ARG s EXOEARNT > RERBARNSG ~ 0¥ TR

AT W EREBARNS]  RRETEEARAS - EHKRBARAG 24
MF B ARNE] - RFERBRARNG - ZAARARNE - BT RAA
B ARNE] ~ AR FEARNE ~ FBFRARASE ~ 2R RAT - EHE
BB A RN G ~ T REEARARIT bR EAMNSE) ~ ERAALLEFRA
B EBH/NE ~ RABFEAMRNG ~ THOEAFRNG - EEZRBARNE ~ 35
EREAMNG EARABRBRERMGARNS ~ KOTREARANS) - BIERE
T~ 2RABMOEARANST ~ EXAT - REARIT ~ = F b WA A B
S KWLM AMRNG] ~ KBFELAMRNG] ~ KEEE DRy A RN ~ KIEE
SLAMNE ~ REBABSEFMRNG] - ABYT HHMRNE > HLAKFMRNG
AAVTERARNG) - REAFBERMARNS] - REFPHEMARNS ~ K
LE B ARNG] - SEREEERMARNG ~ 58 LiE B ERMGA RN

s
(O%]
m
e

) 4 E\

e



=]
I

Gl LB HE TR ARNE  EEFEARMARNE ~ 6 ERABELT
ERBAMRNG] ~ EEETERMAEMRNG] ~ FPREFEHFMRNG ~LRBELEHMR
NE) BT G ARG ER BB ARAG KT EERS A R

G KT REFEARNE ~ KB AFARNT ~ KYAHBHAERAG ~ £iF
LR H B ARNG] ~ REAZEBREARAG - REMR MDA RS ~ LIEEH
ABRERNG > G HUBERHARNG C 2BHMRAE - BELEMFRRNA
BNE] ~ARBLERNG ABEBRARELRNAEMRNG - ABAFRESETER
RG] FHELCERNARNG FREZARNSG - FHEEARASG
RRBEERNARNG] S RAELRMAMBRAS] ~ BEBHRAELRMNHF RN
BEAMNG - HAEBBREHBEMAERNG ~ - EFMNG ~ R REEE
BRG] S BARTFHEMARNG ~ EEEERNARNG R AFHE
BRIy B PN 8] ~ Aol A AR A RG] > AR ARANG C A
BRAMRNS - HFAREBEFERMDARNSE] - HRAEBAHR NS ~ £—4ABH
HAMRNE] 15 BF ARG > BRRE A RN S ~ ALY % mg R
S RARAHBEAMRNG C RIGERERMAMRNS ~ 5B HLARNAHBRY

3 RBBEARANG  RABRLEGHERN AR NG ~ REBREAENA R
NE) s RBRELARNG  BRERARNG > Bl At m i BERHSH RA

5~ B A B A RN G R B ERRA PR S ~ Bk A A R

q

e ERAPRMAMRNE] - B RABBMARA S~ LRCERERNAR

NE) AR R B A IR E) 68 £ i B S AR A

AN ERAALCERMARA  H2AKELHRAG - &8 HRHGH

PR 8] ~ fER B AT A TR 8] ~ BUHT A A B A TR 8] ~ IR A WAt R A

RG]~ FRBEAFRARNE - CREEAMNG ~ BB LARNE] - HF
A

sy
R

Rna) ~ RBERAERDARANS) BEALBRRNARANS ~ BT LA
CEREDAMANG] C BMILBEARARAG] ~ ENEDLARAG - A8
AR H RG] MR R ARG BERE ARG B AR
BB RANG] > 2L EEHEREARANS] ~ AL W ERBRNYARNG - &
BN AR E] ~ 4B AR ) ~ AR A RN E] > 4R B ARy A R
NE > BELSERRNG BB A KBRS AN  BERE R F RN

5) B Rk B A RN 3] (i%w#)”
o

ZIN

_‘
RS

_u
P
&y

L
N
m
i3

) 4 E\



