% i
PRAGF TR

far & #& FIEE R

duuk 1 115204 2T HBEBERBNE
488%%

A AHRHE

HesE 3L L 02-2787-7324

1A : 02-2653-7366

& F#4 | annchiyang@fda. gov. tw

XA RETREREREBHERNELE

BxX e FERRII4F3IALE
BT AR F F11413000545%

RA R
56 R T A RARE R
M

FE: "TERFAREAEARZEORE  BEEE  LEKRIFN
TERBRII4F3 A48 SRR F H114130005258 > 4 18
& FERILEBAr B
B
— > EBRNEFETHRARE N - RIFEE TAERME
WEkAa&, T "HRRAEE ) MR - AFRSENFTEE
mﬁr&%ﬁmJTr$%&%JmE&a%%&éa?
TAAHR RS RTE RS, WEAT TR g
ZHRAEAREETERE > FRAEEFBATBHESZR
BAGOR A @ RIEE R 438
() AMWEAN AR R R EHETEE
(Z)3eak - 2T HBEARIRE — 13041095
(2B A
() E 3£ 02-2787-8000887324
(B)1RE * 02-2653-1062
(%) E-F#4#4 * annchiyang@fda. gov. tw

&

>

#LHE #£47



ER AR MBCER  REE > B - @B A MESRHBE - MBI

BELAEH  UENMBEEEZLN  HANMBEFLSTH  HASHHE 54
M BB MEEERE BENEARYELHE  BFNBERRE - BEFNLE
B -RENGHEDGRREE - BENEEE - HABANTEE S -~ L84
HERETHE BHARAFTETER  HEAYHENIIRCH/ET S - HBHYG
HREES ZETERELRS SHRTRB/HLES EHTHAHLER  £1
BEER EPTEAELE  BILBELES ERARFELER  EATHRHA
B~ M BB A R ML R - ML TRRELE S - ERBELS B
BTHBRELER SRBHEELLS  BREHRELR - BRGEFHEL A -
SPIBIEER - LR REA R - AR THAS THBARELRS BB
B@F B kK BIABE ¥Saidhai Tahovecahe B e AT “ X3 EZBHRTHRR
EHMAFT LFEEBEHBHEEMAT L ELERSEEAGHAT - L% E
REBREWMAT A HEZESHRLEEBWAT L FEEFNBHREHAT - 1L
FRREBIABRBAGMAT IEZEABERACHMAT A EREZERTHE M
NESNRFZEREBHBEEHANT  NFRZEERIHBEACHMAT  MEZTERLE
Be#HAE L ERZBEHBBREMNT XELZERLEXHBEEHWANE kL
AEELHEMAT LEZEEHYEREGMAT XL EREEREHMY
T NRERBEBEABREMAT I HRFERIDEEGHWMAT - L EZBETEX
HeMmAE ~ LEZEERAMSra KacawB €A T - L 22 BIFIEFHREBN
FCLRZBOIMEBREMAE L HEZBMARGREBAT  XEEERER
BeMAE LRRABRAEBHEAEHMOT L ELZE2BMUBEMAET  2kE
BEEERHBEMAT LA ZEZAFHGHMLAE - IEZEMRBEREHA
FNERZEMRBEEREMAET XEEERBRGFIREHWNT ~ 1kF EHNES
HEeEMAT LHREEHERAEHBLT I EEEHXEBREMANE  LEkE
ERSFHEENMAT XL EUBEREBOAT X FLEBFSHAEHA
F-NZEZERFAEREGHAZE L REERTABREGHMAT - L EZ AN
BeMas L RFZEFFFTREWLT L ELZEHEREHMAT -1k E 8
BOEBEHMAT IR ZEBUABEMONT X EEBHELEREHBLT
IFRABBREEEMAT L ELEBIEEEHMAE XKL EEHJHERE
MAE LB EZERABEGWAT L AL ERZRAREMWAT 125 B M
HMEBREMAT  IHEAHRBEREBAT L 3ZERFTHEMAT ~ L
REERBERNACHAT  AFLBEIRGECMAT NFELZETELEREM
NE SV EFZBIVEREMAT L ELZBEIFTHREMANT  LEHZBEEWH
BEHEMAT N ERZBLAFEREMAT L EZBEZNBEAEMAT ~ Lk
ZEXEFBEEMAT I FREBEMBERETHAE LEEERBMFREHA
MK EBEMNAZREHMAT U EZEHUEREWAT  SLEEBNRHH
BeHn® LEEBMNFEHEREHALAT 2L EABERBEHMAT  LEE
EMHBEHEMAT I 2L EMEBEREMAT I EZEMEEREH N
F-NEREMERBEBAET L FEBHAIEREBAE X E:FB#HRE
HeHr® ALAZRBLTREACHAT L HZEARAMTHEHMAT  1EE
BB EHEMAT I HEBREMASHBAT I FLZEREABREMA
F LR RBRBEMBAEHAT - A HEBRAFAGHBLT L EEEHTFHR
BHeMns L2ZESHREMAT I HREERAKEHEMAT LkE
BEREFHEMAT LEZERBREEEHAT L ELERBERGHL
FNHREREFBBAEHMAT LEREAILEREMAT - X EZBENER
EWMNFE  NELZBEFI-REBAE L FEEBEEZEREMAT  LEREBE R
MM THAE VI EEZEEREFEEHAT IELEEFTHEEEMAT X

F2H #$47

J e e



FREAFREEMAT LHEEBEAZREMAT L EZBE YRS
ENAZBBRAHMBEEHMAT L ELEEBEBRBABREHLAT L EEEEN—
BeEMmNsg NEZBEHENBEEBRAT 132 88BRRBeHAT  LkE
FRALEREMAET L HEAEBEABNEMAT A ELZEBE%RBETHMA

FNRZBERFAREHLAT LELZEIFAREBAT TEREBEAD
LREQNG - ¢ THESBERNELNS  sHEANIERENE 8 BEERE
BERTERELNE  BRUAKERE TS MERIEHLRALLIAE £2
BRIEHERELNS CHUERRMHBRTERENS B UREHMHERYL
PR CCEBEHBHERELNE BRUBHBERNLENG - 2T HE TR
BEFRENG EATHHBERELNEG EAMESHERENE - HREE
BIHERENS - M THEMALAENS VAR ESTLERELNS - TR
HBBERENG - RETHMBMERENE s ELTHEPEHE T8
BEMRBELIE HRLEGHE - 68 0EAET 68 UG5 HE L
BEg - CATHRBEHWEG 4 FPTLEABE SATLERY S  BEAELHE
RIEWEe ZATFTEBSHENES  CETANEEETE - S EBELBIL LR
ENE  BILBMESHERLAS ML THMBHERENE EHRGLEMT L
FlEN® SETHHRERNENES  HERESRNLERLEAE S RMEHH
XRIENE cHABEBHERELNEHA S 4P THAFTLERAENE P &
REREGBHEXRNELAT2RABSE PERBEAE WS - YERBREWE - &
BERESBERMEG AERIATERBAEN G S EBEBTERL L8
£E - SGUTLENG  HRUBREBEL S  EFEATAGERLE IS -+ 3
REEHANEGLPEAYL G PERBABEPLERLAG2HTO € - B EA
EREH B REG - GEBEREEWNEG  TEABAAKECIRE - THR
BABRBERELAELRAMAE SHEEARLRALABRLERELNE - S HEA
REGTIERENG - GHEARBRRIEFNENG - 4 EHBBHERLELNE
BMeEe CHLAERTERENEHOE MLV BHLERLENEHLE - &
BERGHERNERNEHO € 6B UL BBHERE X HOE PERAR S
NBHERELNE2BBAE BHBEREREIS A SHREB4REREL

T UHRMRRERE IS  REMBARERYET S  WHBRBRERETE
EYTRKEBELS  ENMECERET S  ERMBEAKERETE - 1t
MEBRERELE EAMARERBEL e AR TAKREREIS HETH
BREBREIG -T2 XAMELRENE  ARYUIEHERELE 2P %&kE
BERERXE ¢V T IERLREN G  HERIERLERENE S8 TE
EHEREA®T SHTIERNERENE ERBIEHERLNAE - ABT
JERERELNS  TERBSATHBANE  SHEAMOERIEREN
T ARETRBREERNELNE - SATHRMBTERLELAS HATRMBER L
e METHRMBAERNELNGT P TRUBLERALELNE - RHBBMBE LR
¥08  LEMRHBERELN®  PERBEEHoOHERALELNG2EHLE
EREEHOBERNELEHOE S doRERENE - AT do
BERENEG - ST HEoFERELAS  MbTHEOHERNLLNE - #E
THREOHERELNST M BREBORERELNE M THRBEOFERLED
U RRELOBERELNS BB EOHLERLEN S - b TREOH
EFEQNS CRBEBEHOFERAENS ST HBEHBOFLERLENG - FH
BHOBHERAELAG LB ELoRERNELNS SRMBELoOHERNEL

T ENRBEEOHERENEG  EAMEBHOBERERNE A4 TREOH
¥RENG BB EHR o [ERELNE ST A OHERLEAS - BR Y
HHUOBRERELNEG AHMAELORERNLE LA  HEMEL OBLERLEN

FIR #£4 R




CEEBRPRRLME BNESHEWE  ABEIHE - SLTEATH
CSATEAARE EEMBABEIERENS SHUBERLTERELN
CEEBRRAWE  ABMEALEBARAGHE S - SBERERLTER)
¥0E SHEAHITERENE  SHRERATERELNS SHERHTE
BlENE 6MEARFRIEREIS  4BERLUSTERELNE 68
BEABRIERENE BRI REWE 6BRRAEZRAWE ¥R LHA
LHELE ERLFENE 8B RRRLELE SERREARFBTER
ENE CHEARANSIERERNE SLTHYEGETERELE TERAS
REEREWME - PERBEBRERLWM S  MHEZASHEREEASERDE -4
BEAGRIRELELME 2B ZAFTERBESMEBRRLERY T -4 H
: FEATERBAEN G  MEIALGATHARLAS A LG - 6B EHES -
%§Z FITRAREBELES BB EATPERRELTHALLENE - ML TEEK

:@@@

¥REIE  TERBEGLAGLIHEBO G  FHETARAKERET S - AHZA
BEARBRELERES MEFZATERBERL T ERMARA - 68 KAEL
; ¥R¥EX2e AR TMESEABTERELNG - SLTHEREALTERE
3 PE - EATHEAFELRERNEN G  TERABEREFERELNS - o
BAiAPREES PERABKEICLBEMAET LT HREREFERE
N HBRABRBRIERMERP O ERUBIERIENEGT - PERPEN
BHILRE GHBERASBEWNE SHEHALTERAELE FPERESH
WMELE - TERBABIELE MERAZERALE  HEEARKIEH
B~ MEAAGBRGEERESG TERBAPEFERNELNG2AHS
€ ERPEITLRENG S PEEEXCHE S TEBHEREA
o EREURERRBY
BlA D ARIEMREG E agdssadlnr L
T

$ 4B #4 7



