1 T
TRIFEMR

B RANRSLENERE &

bkt 11561 &b T dBHE LEA161-23%
B A D RIRE

Bt #sE3E 0 (02)2787800047539

EF15 4 © pennywu@fda. gov. tw

XXH BRAHRBHEMEEARRLES R
Hxal: PERRAIM4F2A128

B FR FDAS F51041601270%%

k] E @

FERBESEESAZELMR

MifE: AR TSI ARRERREAZBRESHLS ) AMREFR4 (104160
12700-1. pdf ~ 10416012700-2. doc)

EE REEHHLBERRE R EHEBIRRBE DL D g
EEMERT  PHER "HIBUAEREAREAZE
B EMRG  MMAAFRLHHS  F ER -

— B FERT 0 BERESMATHERBIRFFTHESLLYS )
BUSKMA RARREHER > FUEESREMTA K
BB SL B L 0 B A SRR LR > 13N BRI
NBAFREFTHEZEY (2B R EH) - Kb B
ZBBBAE AR QA RAIARE LT Z BERSH
BRI XBiamE AR EHE -

— -~ ERBHRBEMRSZER > GBATHPE B 2EF IR E
AR EMAHLBRRRAEBRAUEHERRYFRL LA
BREAKBER  EBAETE "HBLAEZREARE
Mz BmBEMtket, FERA (KFI03F1A288FDAS
FH1031600574A%58 Rk ) Rm BRI EZ A (RF104
2R 4BFDAS ¥ #1041600895%% &3k ) £ X -

S -BAMRAGBEFELE —HRHERAFE  BETHEER

£ Iy

\ -1 /

BIH - #28 PN >

~e

)/

| I



AR R RAZIE R BB 0 B A M LRI A b
RAERERRG  HRMmMRAFE (ko) #3E o

A EHLBAEEAEATHOERIRKGE - B £ ALBLrmxBr - £t

RRABR - 2FPRRABR - TELBAMEEATEBR S ok - BULAF
HBRAMEEAVCRATHER FTEBAMEBATERR - 2LTAIHAER
RPERE ~ 2T IHEBREGARE ~ 2T LA BRI ERE - #4E 42
FISEP R AR EILER - HABRASHBE R - AR YRE
R~ 6hTILBRE - BIGAXREMEAER BI2UALBELRMEABRENR
i~ ZEBRBIRMRRSHERSER - B EHE L BIRM R RS HRGR -
BEZFPHBREMEIRALSHRER  BAELLABRMBIR IS HRRSER ~ £
PRERROABREASIR  ZARRABGEHRE % - R4 BAELFE K ARES
Bl A0 AARNIAEELER - REBRUEEASLERELSRR -
BAARBRMEEARLAGLORR  MEEAZSAREEHGEM LA TFE
REGEMLAR R  WABRHRMEBAEANAZKGLZAR R - IRERHME
ARBEIR s ST BB R(EXUMBEALLSHELALES) (W%
AGERLSBRMT AR - HHEFEBHFUMEEASILARERIR - HEEARLE
HEETHBMRLLEBREKSR REBHRMELEAKRDRELSEBR ~ #1LK
BHEBEBUMEEAMEATHER BASHUMEEABEIATHER  REH
FZERBUMMEAZEIRR REBHRUMEALERRELSRER - TEBHM
MEAMSTLRR - ARBARMEEARAR R - EHABRHIIESERME
EAFIHRIR - BARABRESRTR - S hTALEFBR—RMEEARLL
EILBERLMIE - MEAEARTISHEE LALLM R PRLLAE R PRHEEX
BB WAREALHRER - MAEABFAL B E SRR - AF
LB BHARLERPHENIR S AAELER - ATHLSRR - REHPE
PEELEBBAUMBAEAREHEEATER MM BAAF EARKBEIR -
LTS RIE S BBAELSBER - MBAKLSBRRRKRE ~ PRI IREE®
BAMEEAERHER FTERRANEATERR HAXEZEARZRERM
BRERENRTREARE BIRIALBELRMRER  SHRFRABRR - B
BUBIEARAE AL B EAL TR LAER - RASAMAIASHERER
SRR BHARBEMEEACRAERR - PLESREMRBR

A HARHSEF  PERABELTLARS BT

B2R 0 #ZR



P TR LARAREAREAZIEREBMHES | RAFA

—N

ERRE  EHHZERIEHRBRALEHERT RS
WAk L ig b EIEPE R 25 F 3R ¥ ED B AT
AERFZELTZERESHEARS BBELER
ERBER > AFREPES 13 15K AT 48 M B4R
P

AMYFERAEARBMERZEEFR
FHTRRREAKE  HRE  AFHLEFAERAE
ERRE > BB ATB A & A1 T bbb ol w e A R
EXERANBRBEREEREY
PHERARRREZAGRAEE ARAAEA B L4
AT - B - EREIBRALTHFCMSIELS
RERKEZH > RAEREARASTE LT ZHKSTE
REEZEH -

AR EEFRNA

BREZRA R ERBGABRERREZ R -

$BokAR AR G0 e X R A AT b 28 B A Rk
Z FlEri@fE 0 BARM R E BB LM EL
ARERH (AIEBHREM) XHBE - TEERTER
A2 ERARAEER (ETRELAIFHEERR
BhE) - %BEeRAETENE > LARME NS48 X
Bk E A A 3E -




(w) REREZFNS

(&)

1

—

AR B AR R EX G A GBS BRI RBER
AR E A (ZAREHRRFMIFETRNE  FIRKMERE
XA R BB EAAKET EREREZ
U R AT R R0e B ik R BIKE A RIS
IR HEThBRR BT RBEZ A ERE L
BREERENOFRFLUILBER R SHhSRER
EEHA [om#t)):

IR B XA ERRIEA -~ 81D~ BB XM 1aA %A
ARHERE -
ERBEMHERABRLTEA - NESILABRESLURY
A AMERAEABRLETERAINRy FLBREREMERE
REEENE T HRAME ARG THEEA(FELLR
ARHERETHER) AL FURARRAET T L AZ
g REAAAKRUGARARSHAEAEMLEAZ A
BER REAFK

PHEMEATZE  SERABBRSMEFR

EN BB SHRLEMEE TR EZEERER  RAF
fEte R @t mEibm B R BAB R EREHK
R (Bl relrirh] R EE £ Mtz is% ) ik
Fak Sh B A JE B % LA PAARAE T 86 K 84T o




(=) &FFERMBANERERETAT I FE 5 Kdo
BiRiE  RIRBERES 2 BYFAAREZERMK
MAMERNESZ LEE D B3

I 1MEBAN  RENHELELTEMES 1615% 2 2
R ENKRERAZBRSHBER G L4 EMRE
O EA X EIHEE

2. 6fAAN  EEZLKHEZEEOMEA NERREDNE

BiE S

. AR AR Z R RORE B AR, o f 45 I E 3L Bp i@ 3R RS

EMARRIEREZ P S -

) ENESARLEARREAREERMAETE R

R BRBBREE Y AR AL EL S ¥
B RARARRAR M AT M AR T
FHFARNRNEZ " BAREET L BRDEEFA
BT BHRMERBEFARES B2 Mio R RIREMHIE
FA > AAEARR B G RGEEBRKS

() shEBREMERZMERAMITEZBRENRFHEAS
GBBESMHABRBINERARREZR  ARZER
BH 2 A8 M B8R R AATT] A H AR R ER #t
¥

w

iy

(



B B
EARLEARRERAEAZBRSHHAL
RERAEE (£F)

HRZWEX (2REABRBZIHASZIHE VR - ABRUT):

PATRAL g
EHBEH: AR
Mot e RSB AN T

B

138 i
»ERS

i Wbk -
MEEE
HERRBEARL (REBRITARHXRIITHRAA)
s WA

3 Fd
GEER

i Mbak -
WEEE

. BRBMEZRETAAMNT (AAHFRARNE LS REH A BH I
BELT  ARdMAKEBRGERAT):

2. 4R AMARE (RAARARARERARTARAGR B "LAERE
R BB RANETH AL TR EETFARRE):

BT R R R

THRAEAAZHER BERRREN X

HLERELEFR (ARRBRYGE—B)

Svi ] & W

R TEERRERRAA (AKAEEEARRERT XX A BTHR
ZBEHRREZHWER) !

4

RERERRKS *

8. RAA#FK :




9. AEBRAFR (o AR A ;S RERELEARI RN
B SRR R R R )

10.% A -

A ERBREY  BARGRORERZERA M TREYEMRER)ESEETILIRER
EREOEAT & KA AR PP R LR -

B. BT KBEH(SENBHEIHER)  RER)LIBRZ B2 B 44 BB AR o
do RARER)RA KNS BIM AIEMP RS FARLER THA B
% #t SR 44 BLER A48 o

C. BHOHEETANAILHRGFR)  EERERALAREGHZIMERBE
BACHZEAMENERSH R RMMa A -

11602 BHRPIE
HRETOBARRT S MFM(GENEHRBHZEM) L1 B P T4 R
B AAEMES  ARRIIREMAMBRIAVEL L BGHB O BRRER -
shoh o BE T TRESBGH R TRENLER T LGB HIT -

12,48 FRM AR
RERLEN PN EUSES T LN R N VS T P
13.%%

A 2B 0BBEMARGESCREASHZERHLETRBN » ATH
AW AR H -
ERY -
84 0« 0JA 8
B. mECH WM L EHRtE EAENYREHAELTZRABSHERTRAE
AR AREFL  AMARGENYRRE ¥ XLBGFHaTUEE - AARE
BZWRSHREGRABHZER) -
HERE
EERBEAZE:
B LOOO+JOJARL 8
C. wlEiFAABERLEEREA EEAFEEL REXLECREA (¥F) &
FREAREEMETHARR - FAES TR 4 HI5HBEE ML

l. #4%:
[RE
SamaEFk - U004 megE s - JOHIOOO0O0
i@ MM hE
"E B IO« 8
2. REBEBAGEAASGEEREAZTE RAARRIEA—E):
b A
SeuEF - D000 B g - 000000
i b hE

®E: B LIOOIC#OOALC e




