3

31:{'

Zl.\ | oo
12 AR
HrAERBAIER &K

Hopk t 115204 2367 d i B B F REE A8
BieE A SEIRE
Bhas E3E 1 02-27877332

T —r
EFH 4 fan@fda.gov.tw

asss I

& ¥ EEEME—B1235%

ZXFH AEEASERLG G

BxXAH: PERBRAIIIFLIIAZRA
%i%% i A7 5111130263358

ﬁz’l a 3\.'{4:
B ERIBFESM RARE B I‘& :
ERE

g

ﬁ

X5 THERMENE LA S RS LK AR R 2 4 B
RAeE,)  EERFFHFTERRAILIFILASE R RTF
% 11113026315 &k > B P2 RBIBF1A18 4
o FERLEE G
B
B TRERBERE B R E R R BT R
FHRYSE ) Bk FEAFHFERBRIIIESA31IE R
3R F 5 111130010658 5T B A 3R BAT AR A S
25 o
o FERAEFEAAHRAMENS ~ A T HAERFER
¥ % %4 % , (https://mohwlaw.mohw.gov.tw/ ) F T & ¥ ?;7»
B, 0#® A R AW A B Y E EE W N
(https://www.fda.gov.tw/) T AEZEH | F T RKFENE | 48

F1R #6R



BREATTF# °

PR THEEEEFER - TR EEX B¢~ WESE ~ BFHI ~ MEEE - 853
MEBCREE ~ MBSIRMRE - BB TER  BESFBERRS ~ LEKRAES
BHRARELZE G LR EAXTREMNAT  LHEFEIRFTREHN
FoNGREBEIEAABEMNAT U HFZEIWABEMAT IR FEEES
Saidhai-Tahovecahe Bl €3N E ~ LFE X BT ABR W AT ~ LEHZ B ER
TWMNE S MFERBAERBREMATE s AR BRGBEMAT SRR E
SRBEMAE L ERBEZEZBEAEMWAZE ~ILEXZERBITBREMAZT ~ 3L
FSEBRRBBEWMAE IHRZEREREGHAT AL BEREBEE W
NESNIRFBRRBE WM AT MEZEABE4BEeMW AT LELZBEEE
REEWMAE AL BEREREMAT AL ETEHREW AT ~ 3Lk
ZEXBGUBREWMANT  LIEREABEREH AT I XL ERASLR BN
FONERERIHEEAEWAT  ILERENRTER W AT » AR BEHRLE
BaemATE I rEEREEREMAT IXEBERTEBREMNT 5%
BREBEB WM AT  MEZBEHRRIER W AT ~ AR BERAENE BN
FMBEREWNRFEGWAT XFZEREEBR WM AT » kK BB
Bedwn?  LHREBERFEREAEMAT I XZBFEEREWAT ~ LR
B EEBREWMAE YR ZBESNHFTRETHWAT ~ AT ASPRLER e
FMARBBEBEEMAT XX BFNEHBREMAT  IXZBEETH
BeWmaz MEZERIHEAEMAT  IXRERERGEWM AT ~ X XEKE
HERBREMAR AR BEREHREMAZT N ELZEEXEZREHAT -
THREBERLEMRAEMAT AR EGEREEMAT I EEZBEZERE
CWNE S NFERBREEREMAT AR BRFEBR W AT kKB
BREAEGWMAT IR BRBERHEMAT ~ I AR B HRER WA
FANMBEERTREBREMAT N HAEBFRERGMAT  LEXBEHHEMY
HeMaz MXFrZENBAXEEMWMAET - IFXXBERUAEAEWAT ~ LEEH
ERELHEMAT IR LERFETREMAT ~ IR ERAIHAGHA
FCNFREERZLEBEEMAZT I XRZERFARGHMAZT - LEZTEAREAL
BleWAs A FrZEMRMEREWMAT I AL ERBABREMWAT ~ LkEK
BREAHEMAT  THEZEREEAGWMAT T EZBHRERGHAT
FIFEREELHTHREMAT  ELZENGHVRACWAT AL ENKEEA S
WMNE ML BEGEAREHAT MHRLEERLAREWAT  MEEEH
HREEWMAET IAXRERTEFTAEPWLAZE I ZZETRERGHAZE ~ 3L
GREBRRAEMAT I EZEHEABNEW AT T ELZBEBIEE ML
FNMERBEELBEMAT ~ 3kF B B EA&Sufin Siluko Bl & #1 /A F ~ 3Lk
ZEBHAREMAE NERBEERREMAT  IHLEMRABR B
FOMKEBHMIFEEMAT I ARBREHITHAEH AT  LEZERER
BHewmas I RZBPBZEEMAT T EZBRELGBeMAT ~ 1t K
BEGHRBEMAT  AFZBELRERBAEMNT IRZBEERR WD
F XA RBEHRMSraKacawBl €A E ~ WA R BN ELBReMWAE ~ JLER
BEEMBEWNT MERBEBEXBREMAT XK B SHITH e
FONMKREBITEREWAT LFZERBLGREeW AT LKL EBEL
Bla#ag U HrEEHRLEREMWAT  IHEZEHBEREMAT ~ LkE
BURBEEGWMAT IR BEEERNTHAT I XX BBASBE WA

%28 H6R



i
;
;
i
|
i
s
|
|
!
|

FMEZEBEBERBOMAT LHEEBBRBEBEMAE LA ZAEHTE
BEWMATE X XEBREFBREBANT JIERBHREFHRGHMAT - T K
AR 2B BB ERENEHAE 2T EE o BERENS W
LB oHERENAE AR THREOHEREA G - METEROHER X
N~ E2PHEHOBERENEG - EhTHEAORERELNE  SETHA D
HERENE BBl oRERENe ERANERHERELNE &4
B OBERENE FGE 0B ERENS A TREOBREREL
TEHRBEEOBERERN S U RBEHOHERENG FRMRELR D
YRENE  ARGEROHEREA T -BTHHBERORERELNST - LEHR
BEHROBEREXES 2RMEHORERE NS - PERBRER LM E ~ 3
HAAGHEEREEASEEM G 4R ERDE SRS EXEREWE -
PHRERSEGANACLBEBAET  SERERLE S HEBRALSEREAGH
Lo HEEALGE L RER e MEXAIFH AR ERELSL €~ AHE X
ALEFEERER G G HEEHEIBRNE RBAEAGEHEELE N
HEEASBESE B RERE S HEFATERBESR P NOEL G~ BHE%
AFERBHIIE HEEAN G PEBRRREZREREWM G - FTERBR AW

- PERBEYANE  TERLZDWREWN G - 6HBRRIWE ~ HEEA
SEBELETHE GRCRELRENST  SHEARELXEEW T 8BAR
AEREHE - HEFALGEARELEHYE - ST AMBRTRGHER XA

e TEREALAENLERNENCLBEM AT S HEEWEe - 28 £
BHE  4hTEAIH G BRNAESHFWE ZEIHE  SATHEEHH
e~ s TRNeRETHe MEAAZERAS e HMEBRATERBRHES
XHEL T MEIAGHEALLALRES MEXARSRIERTRASE A
HAEATERLRL2PHALBRERN G AR EIARRAREREALRESG - F
BRE>EHELEG PERBABE I L8 ¢ sHERRLERG g > 2£H%
ALERLRERER G  MERIABRRRERT O ZABBEHRNE ~ =
5L ARANE S ZHFELTERMARNE  ZRFEARNGE - EERA

PR R B~ AREDFE RS ASRTEE B IRERA A RN S~ A

AEBERNG ~ RiTA BB AMRNE ~ KoL AR BELRMHH RG] ~ KEE
EAMARBSARANG] ~ REMBRMHARNS ~ REAFKFRAE ~ P
BA BB ARNG ~ PREYFZIBAA RS ~ FEFFEBRGE R

8~ A AR ARNS ~ TRECERGABRLE - K EA BB ERN
HING) ~ REAMARDLRHARNS - RBVERHEFRLE - REAY
FEARANG) ~ TFH BRHA RG] ~ WA B RN~ hodEE L WA %
ARG~ ERXUCELERM A RNE 8B A BHEBRHHRNE > 5E=
IR AIRANG ~ G F R B RNERANG ~ 88 Fibikm A RA S RE
R GELES RSN A RN - 8ETRLEBRMNARNE ~ 68w
B AR RN E) ~ S AF A MBI BIRA A RN G ~ B FTH ARG H
MRANE) s BB —FBRARANG ~ 8B EIRMOARNE ~ B BRENH
TRANE s SHGERTERMNARNG ~ GHLRBERMAMRN] ~ BB ER
ARG~ AR EYF BB FRNE LG R B A RAE ~ EF
R AN s RFPEERNERANG ~ RERS T ERMARAE ~ 304
A A BB A TR 8) ~ APAEBRE A A TR 5] ~ kAR A R A IR 8] ~ B AL
HEBHARNE - BB YR ARNG ~ S — A HBRMARNE >~ THH R
NG~ BIEBR SR ETRAG > SHAEBRMATRNE ~ 513 R E B A R

S NFHEABBEOARNE - REBRASENAERANG  FREFELFFER

$3R  H6R



WHEBNE ~ FEEERARNS ~ THAMHARBHEMRNS) ~ T H AR
3~ M AACFI RO A RAE] ~ RESA B BB A RA S ~ kA H
AT HRNE] ~ kDR BT MR A RN E] ~ Fo s SR A RN E) ~ RIEIRIEL
ARG~ BRERBRMAERNE ~ JHEHEADERFERANS ~ LE(EHBRHNH R
NE N RBEEARNG ~ 2 EBEMFRA RN ~ 22 RIFERNH RN

LB H RN E ~ 2 BIEA YRR A BN E ~ RITEMFE ARG A RN

3] ~ KRR AEMFIEAT A RN E] ~ REFRIRG A R E] ~ SRR HE
PBAE] s FABRARNE] ~ EREARBELRMA RN - HFLEMF RO E
FRNE] s BESEAMRANG ~ AHEBAAE RG] ~ AW o33 KRN H R E)
ERgNE) ~ AR ERTARNE ~ AERAMAEEEARNST ~ 2445
AT A RAG] - RBEFTHEHRETOTERMHARNEE SN ~ BR
BHAREMRNG REABBRBAMRNE] - FHEHREGERARALE Y
NE) ~ FAERRERARILLARNZNSEpNE - T AMHERMSA RN

G IWAEMA ARG  MBALEMFBEAA RN ~ T LS ERGA R
NE S FZRZAEDHBERGARNS]  ERAVFRARNE - EREEHE B K
ZAAABREAERADEE NG ~ BERELH R BRI ARG S ESA
G BB REABBRMOARNG AL RMEBERNARNE - EEEBRGA
M E) ~ BlREE BHERGARAG] ~ BB AMAERAAH RN ~ B3 %
EDFEBEE RN ~ REA M EBRDABRNS ~ 2 EBEEE LRGN A RN
A BERBESEARNG  EFARROERAG] 54 A RN E)

AR EA BRI AN ~ NECERFRAT - h— D ERNARNE ~ &%
—SNRAEFTFEBRNARNG - h— BLRMA RN ~ Sk AP EBDE
FRAE] S A A B A MRS ~ R HUBRARNG  BEE DA RRS A
BN~ R EERMAMRNE SR RRHERMA RN ~ EREHA
RG] ~ A1 E B A PR S ~ B2 A BB A RAE] > AL 4 B IrA IR a)

TR R IR A RN E)  RER R A RN ~ T ABRGARNS) ~ B
BEARBHARNE - BEHEREBRROARNG « BIRBEEAL RN ~ 2
BEERNAMRNG]  ERAERM A MRS IEFEBRRMHAMRNE ~ 2K
BHRNE ~ FRAGHEREARANS ~ HEILL Y BRGHRNG - RA
A BRG]~ BB A RNG ~ ERRERGARNG ~ AR
LEBRBAIRNE ~ REEMARR DI H RG] ~ BFEBRNH RS

RANE BRI A RNE] ~ A TAEMAEARNE) ~ EEREFERARAG 2
Tl EMARANG ~ BEEMA RO ARNG] BB T ERMA RAE)

B A BEN ARG EAEBRNABRNE ~ SEFRNG - BT Y
Bt A PR3] ~ 2R RIBAFIA RG] ~ 2N BERMOAF RN ~ BFIRLEHH
BARASE ~ BRAMFEIEAARNE) ~ 1808 BERRGH RG] ~ 1&f0 4k
B ABRNE ~BHEERNARNS] - EXHBROTARNS - H% S %y
BARNE -BEEMPEBE M ERNE SRR T AR ARNG - ERGEE
B AN E s BA BB ARNE] - BEREAEBRNARNG -~ BEEA
BT EBRMARNE Y LA RBRELRGARANG - UHET ERGARA

SR ARVBRAARANE C BHAEBRHERAARNS - BEEMA K
BAENE] ~ Z 2 A MHEREARNE ~ PoEMFHEBRAEA RN » RAY
BT A PR B B R N8 - R A A WA ERA A B8]~ E 4 AR
FIRANE) ~ EEBHRRBE AR AERNE] - 6B GRERNAMRNS] ~ 5% —
AEF BRI A RAE] ~ §BESEMFBRBRGTERLNS ~ AR EMFBBRSTH
MR a) ~ AL R BB A RN ~ RIBEY B LM F RN~ BRKFR

¥4H H6R



WHEBRAD - SERDENAMAD  BRESEERLENERAT « BB
BAERAG  EHEDTERDHFRAT ~ ELRBEHA R ~ BRI K
BHBAT kAL ERHARAT - EMEALERAARAS EEHET
EHRAT » RFAMAEIA RS - RIRESRAH R - 45 R AR
PERAARNEH AT - BRIERHERLT - & T BIEENAEEH A R
5 WM BB E RG] - FHEHERAA RN - RBEEREA R
SRIN S BHEEMARARAD  BELARTERGARAG « REEA
WA RBEAF RN  BEAMHEENARAZ - E2RBROFRAT - B F
FIAHBHARAZ BB R EHBENFRAT  SRERDLRNHERAT -
ST R EBRAA A F) ~ EBAERD A RS E P ER R WA
KNG BUARTEFRAZ - Bt A AR H RAT ~ F4 4 WA
BAARAT  BETERHARAG  AZFEROARAAKRTF R~ KTk
BARAA IR RA A G KB B AR A TR - R ROk
WA IRAE)  REEEE A MA R A A I -E LS HHRHE RS ~ b
R A MR A TR 5 B ~ 8 A AL A TR 5 A Bl ~ RO
HIAE ~ T8 BRAH IR G H B~ TR A AR A TR F) ~ KA B
BT ERAARAD LR DR AR ANARRAERADbFIND - T
A R TR ) S o RHOB A A TR A KRB ~ bR O B TR 3)
EAR LR A WA B A RS bR A AR R B A SN
ST A TR B B KB~ B O MR R A SR B R R A
KRN G EIRA - EHAMARBAERAINAFHLEAES AT« EEERK
BAERAD T BN - E2EBRHE R DB BEH B RFRHA R
D RAABEEBEHHIRAT (Bl IR SR A R 3 BB
ok Sk MR A TR B3R EE TR ~ sk 2R B T R A TR 3 SN AR ~
AP B R T ~ A RR B BT R~ B TR
A PYER A B A IR G TALRL - A WA RN F AT - REARK
R A IR S B A~ RS AR RS E A B ERAA R
ANF BREMHEBEHERAD R DEHH RN - R DHHRS
HRAD  EBREEEHFRAAELE S AL b FLOERAARLS®
YR B R ROERMARANE  BEURRSEERMA RN RER =R
B R T A A B AR A R 3 A R R B A AR TR
NE) S BEA AR A RN G ~ D ERRAA IR AT AR S— %R
T TR S IR ~ S A AR A TR 8] ~ BEAn 2 A MR R B) B A
B~ TR R B LA IR )R R ~ RPN E R — R R AR
HERADEP = BB UEBRAA RN PR AEARERAG - ¥4
BERH R PIRME RS RTERAH RS EHAARDAHIEDH R
NE) S OERARE RO A R S BAOR AR BB A IR A & P B A
M HEBEAE TR R A R F) PR ~ T B BURAY A R A B

B~ 2T A TR G 4RSS TR S B ~ SRR A A R 3
KR~ AR B AT A TR F b AR ~ B E R B A R E) i HebE R
BRHHRADZE s EBTERAERAD AR B WIS BERRNA
AR EdHyNd BB Y ERAA RN AT - ERRBT ERGE R
IS £ 0.9 200 ONE N S 3 Sl 3 0oe ) ONCIR L J N S
MR T ERM A RN SR RA ~ BRI A WA A RN E) ~ 2R KRR
BHRANAMARFEN -  FREBTERMARNS) ~ Ak B4 g
A TR E) ~ AR MR R R F) ~ A S IR H R F FIBET R - B

#5R H#6RH



DR A R 5] o8 Z R~ AR A A IR 3 R - e d A Bl By

F IR 8]~ A G R B R A TR 8]~ T B 2k BB ALY A TR A 3] RTAT R

Tt B o T AT TR S R B~ AAAP A A A R a] ~ B KRR A
Bk

#6H H6R



