PERABHAE

X HE  AEEAS P T AE PES

FExX B8 FERBRIIZHFE8ATH
BXFR BT $11200010335%
li/'::'/ : akﬁ‘

B E R EARARARE BAIR

ME4E - 4o (1120001033 _Attachl. pdf)

FH BAEAERASIRLEMEEE N AT
K% #wF $£017400%%) | 526584

R E T —FE (holt )
J-/\ BH

¥ %2:1250
AT TR

LEWLE &

Wikt 106884 b KR & e An s — 2938
94
ANk E S

T (02)27527286-121
2 A& (02)2771-8392
Email * gillianl13@mail. tma. tw

A

FHEisrr e B FHER -

— s RBTARRFIR LB IR R 12458 HABFDAZ F &

11214086843k & #3372 o
s REHE TR ARG o
£$ %%ﬁ %A@

2Ek A B H



W& T4 3%

¥k X B #
10 4 " % 5
1 2184 [ 12. 8, 0 4)5c° A
BIAEBAERELERTEE K
%

BBAN I E2ER

Wik 1 115209 2T E B E L E#161-2
BagEE © 02-2787-7690
2 A : 02-26532072
EF A4 ycl@fda. gov. tw
XXFH PERBEABGH A LHAB4A G
HFx e FERBRII2HFEEALE
B Fye  FDA% F 511214086843k
#RoA @
FERBEEERAIET LR
Mg BRERBEREFEA~LEE
5 AR

T H s

2

b
TER

fll#y (A210200001 1121408684 docl Attachl. pdf)
AT SRR BEKINUFTZELZHT F017400%%) | 52678
JER R R HFA

: SER -

-

%%a%"q} 2
HHREFEZe

-

SN
HER -

a4 0 FE AT B
— A E L EERAEHMALEE N

-4 (http://dsms. fda. gov. tw/) @A E ) -
- KEAMME?

FEAETRBHREE
o S AR T B LU AR R AR TS
, % 4 (VPN) ¥ 40 & & 48 B& Fx % PT ©
A PERATHELE  PERARAREE HAAEEE - HTLEHE
¥ $4 - CABEAELE  CHRABLELE  SMHEPLE  REEAL
HevELe  ANHESE  2HAHELE  SMAAARLE 005
EAESE  SHUMEASE  SHHCAHBEE o URBEE P2
REEGAG2AKET  TERBERERHT  SHREBRHE 545
Fhothd PERBARERGE  PERALABT2ANRO T - LBER
e TERBEGLAEGLEBREET TERBERNELEAC2AHEG & LT X
AP ERBFBGACL2ABOE  HMAALBBRESE - HEHIHE
24
BlA A RAIIR P A R E  HARAIRRE P F AW AP)T

o gl
S N il

#F1HE - #*17



o (Y& €SPLE0 £ £ ¥ £ 1) VISV,
TIN/DINO0T NOLLDACNI ANIVOOdIT (M 3 H ¢ F /¥ F 07 o ¥ E Y (8
BREFMFE (Y 965CC0 ELEHHES ) d L, %INOILDEINI | 4 H 6 4 TIT {2¥ « # (¥ L6V120 & £ W% £18) :
JANMOTHDOYAAH ANIVOOWIT %C M+ F H + 4 ¢ . & ¥ | Bt HEFFE L %, MIET E %D %
w s (¥ SLYPIT0 ¥ £ 3 # £18).0K VL, %7 NOLLOAINI ANIVOOAIT | ¥ [2 <73 &3 e 2 %
%C WMETE LU of YN ETHZTES RS e
c WHWEHILH LF 11 {28 « €SSTVPTL
6 =129 {=S29=JNAWJIM [ JSSB=ON/, Xdse smaN/m}'A03 ep} swsp,/:dny
LT PHFETEWUNEFE2<DETR/ Y
¥ & <H Borge « U0ONOS[UI I0J UOHN]OS UNUEIDY 2\ ¥ ¥ & (= 3 P
FRITHE wEUEFZ R R owwmey, goaR g gl 5T
o (Y TR [F e B L T B R Ve %Mm . & (3 Trsc00 ELWMHEER) |
Y YT B Y  YY T ANV E BT FS W . k¢ «n - HE/EE S HHETTEYY
Go8) JHEY R R W TE AU F BT ey ¢ DA B BEEY
BB MY EYUT W R OLeh0 L E ey | O P WHHEY R
DINOOE NOILDAINI TOSOLID ¥ & 00¢ M F W44 L5550, F
g g, « (¥ S8790 % £ 3 3% &3 . 'N. TW/DINGS NOLLOAINI
NILVAIN H#Z/¥ZE CHMEHIEY ¥ vL¥eFT WHH— 1
(SO9#PTIEEST c WHWHEHYEE 2
00 « W EYIHE B TR ) (Y 1956v0 £ £ | ¥ UYWL THEF (Y& 00PL10 £ £ Y% £12)
% ¥ £ 1) % 1 vorsuadsng orweyyydQ SuodIUPAIJ % | W H MW W E O | L) bk dg WM g « Y [o %l WY HY b
c o Y EVTHZTES A TEE | W YW Ee g
oY [s) bt 3 B (B d)B 2w % Wm
T TEHEY EHYRF

BOTHL I~ BOTHLEFU BMESVSFREVHTE



(¥ AWM or b @YW B « 18SLP6CTT0 B « SEZTH XY
—EhE  UET WYUK 2o ietle) (Y6 768800 EEH H £
Zy) (ourxiya)) Swr g1 sonsde) awxe) ¥ F (001 Mw\&mvmm:% 2,0

c o YR H TR ES (oY [ E

c WHE M T
E AR -2l
ERRYWE L e
NG AR R R ok

o YR E YT EF T HFMNE N HEUH IV I EHET
« (8¥1S9L-0€60 % & ¥ 12)(Ys SH0190 £ £ 3 32 1%) . 09D,
3wOQg [uf oA omoouen) U F (005 EHEEWEH LB, 4¥.0

(¥ T€TTT0 £ £ %3 £18) TVIA/OIN00S NOLLOAINI Al
AAZITIHdOAT ANIATNAD W[/ ¥ F 00S [EHEFIWHE TR EL ¥ 2O

of Y AIAOTOIONVYD Rl F B2 « Hieds o

o UHE M (8L
HSgE Il {284 §
HEEEHEFFE L
¥ (oW B YT (¢

(Y& TL0V20 & £ %% £18)
KT OSy 2N BEY

(895L5597-20 « [2%

o WHVEYY B +T

# 7 ylz) (% & 1) £ 4 ’ o
M PRETERRLL) (0 TRLSH) Sl ::#MWMWMMMNA M@W@ HLFTIme¥ 4 5 (¥ Lv1600 ¥ £ Y% % 15
e :m o 3 VR Wm\ f‘n\,w\uL :h..ﬂﬂ\ 24
WE e eRle) (¥ 509650 % L7 ¥ dpl) O ANIIAVZY & MO Mm e E\MFW\J«I-% R TR
S N I T h
°

UZY G FME VRS AL YA Y I T Ee (¥ 1L0020

¥ £ W% F1)ON0SY SIITIVL AILVOD-IWTIA JLADTVA ¥

ZT 0Sh 2 E TrEY of « Y naoporouedes M o By g 42dg

ERE TR TWEE L WE HSE YR AIND B T
o (8Y1S9L-0€60 %% & % L2)(¥ SHOT90

ﬁi ) 049D, SwQQs [ug 0AT amorouen) K F 00S ¥ +5 F

e Y, o YNEDPHTES @YW R ]

og 8K

=
L

o W

LT B —EH Cll
T&,%&iam,ﬁ
R TTE L
¥ (o UM B Y ¢

vaW
=

00S [ H6 T M 44

(¥ 7€TT20 & pf% WCV
o/

mwm% T




o ¥ 2

HHE R R W TN A2V SEE  96£57TSh=129oWO=

WOL 22 ¢=S29=STNID € 19D9N=O0N Xdse’ mBoZ\E A03-epy swsp//:dny o Ekdy wk
e E o T RWYWIEFWR<A R W w W2y BE (¥ LY8YTO & = Y3 £ 1)
,M\/\/\%%%Am,m.nwm%m CUHE W B YW F R i ok Gy ¢ h B m CHETOE | ¥FE 002/0001 ~ ¥ FE 001/00S | O1
‘ <<ﬁm\ B % M T L E pIoR OTUR[NARD/UI[IOIXOWY B & ' ._wmﬁ S ey le | BE FY W OIN L E o2
o (%% 0LOVI0 & G mm/\zam BR G
£ ¥ % £1%) NOLLDAINI SNONTHAVILNI 404 LIHINNOOS [
HRWHEWSTH  F WETHTES RN O R T
6CLT0S0EL=129SMINISAIE]
=012 ¢=S29=8 N[0 CHI A A d=ON/ Xdse SmaN/m}1'A03 epy swisp,/:dny
LoFHFE  REFTHWUAEYR2<DE TR/ YE
<Y B ap42 ¢ woIsnyui/ uoroa(ur 10y uonnjos [w/3wy WNLINORI)BSI))
Wn 7 Wl B ¥ I M Bl Yy oumoeneso op 01e[ISaq  @WNIQUIIN s WHEEHRAEC
(2 7 B [@ 4y 2% « uorsnyur /uornoafur 0] uonnjos [enesy) [e= % T WH R TR (% 0LLTT0 & £ 3% 2 18)
WHHTFY PR UL R TER T uoenesy goga g ¢ B VIRE WEER | o cwwr | O
(% Bl b e < ok
OEE970 % £ U 3 e ) Tuy/BwoT 1qey wmmmomooy /¥ F o1 % | ¥ BV A FHEAE
HEWREH, M4 ¢ oF Y § WNUomoo a8 & W F = T Y
& (el va % ¢ (%6 8YIE10 ¥ £ 44 3% £ 1) NOLLOAINI WNIO VYL [#
B R BIOF ¢ o Y §a0 0 wnumoene e F BT HREE 1
(6#896€-6S€T-70 ¢« [2 7
BYFOHH T B e ) (% 6¥8S10 & &= 7 # £18) JONIHS NA.
DINOS SHTINSAVO ANHHJINOTO %7 0S5 EHY ¥ ¥ . F #.0 c WHWEHB ST H
(HEIAM TS HEURT B < 001SL89T-v0 Wi « o |TI & TIT ¥ B (¥ €LS610 £ # &%) 2

A R LA X %ww§#$w<L%@%ﬁw“w@&wn

WETEH 2o lz) (% wmgo ¥ £ W% £%) NIHS ONNX.

DINOS LHTIVLANIHIINOTD (&%l ) ¥ F 05 25FH .. 27,0
DO Y BRI TR EEES ¢ Y e HE

Tk dF e
VHEYWEAEEF

UZE 0S2WE 3




(#%3

M E U o YT B« 18SLY6ETT0 Wi e ¥ et S8 Y
Y —E T YGyH  HEAWMT WL BTG E0EY

WHEMY) (Y 7266910 £ R HZ
SIATIVL NRMOaNds ( = ¥ ¥ ¥ &

£ 13)(TOH ANTIAdHdA0aNdsd)
vg%{m\w_.%lﬂv—.m@

WHETEYBETaE
¥E=T ¥+ T ¥

(¥ 881810 & £ 7 3 £ 1%)

CoF MUY R R T ES YT | hETEE WEE | KT 09 WEWL F%|
(€887597-90 | T B[l fk sy « e [2
L%« ¥ (20w 9ot s 2)(%e 060510 £ =W # £ ) NAINOH., | W ¥ YW HE M T X
S1A19VL TOH ANRNAIHdAOANASd WX EWH W EHE . 8 % .0
Do W EWHETE S (ol e [ (2 Y [l v B
(19%-19%-0080 (=7 B St e gy [2) o ¥
(¥ €190 ¥ £ 3 % £ 1) SLATAVL DI NHIIN X WX H. B 4.0 | # T WS @&+ TI1 (% <8950 % £ 3% 3 E18)
(kapHL w«%wpé%wKﬁﬁﬁﬁﬁbﬁﬁ+&w,&miﬁmwuA%#@V$M§WW%&¢ €l
PLL800 % £ 3 % & #)SLATAVL "O'd NVLISNOd MW ¥ #WH 0 | WY WE ¥ =20y %) e 005 Fm
o Y FWRHTES Y e E | YN E T W
(P09# TO9# 109# TIEEST-90 @mﬂﬁi (¥ 307EP0 ¥ =
& 1 019S16TT ~ 6¥1¥16TC(v0) : W & S : €98THOLT ~ LET9E0LT(Z0) MW mﬂrww %MM L Emmoﬁwww@@wwwv Al
HHWFS WHWAGY S L)W 088210 ¥ w%@&é%mm% A Bl F
£ % % £ 14).NNOAN, SIATIVL O'S NINHDN0D MY HEWho | ~ & o F Wm
Doy YRR TEEY %éé%i,ﬁﬁﬁﬁgémw
o (¥ LYS6E0 ¥ =3 % £13) (ANITTAAIXOLLNA)
WA'Sw DIN00T SLATEVL Od TVINAD (W¥#H & F 8 ) Bl | - YHLETEHUREE
001 2 EH W& « (¥ T10TE50 £ £ & mxﬁ%%gaﬁﬁaﬁv%&m:ﬁﬁ.%mﬂ (¥ 110L00 £ £H# & 1)
DONO0T SLATIVL ANITIAHdAS ¥ % 001 (W ¥ 5 ¥ % ) |ME WHTHERH (WHEe X2 ) W | 11

2% g (Y 0002€0 £ £ 38 % £12) VIO, AmZSAEHxOFZm&
OWO00T SIATIVLO'SH NISOLNAd (Wi smEw) ¥ZF 001
VLTS EE, o YRR TEL (o (e EY [ v R

FFE e (27
BT E T Y 2

001 25 U EIY% 23,




o (¥ 8LSCT10 £ £/ H £ 18).NX
IVL, DNOT NOLLOAINI dddNAdSNS mzoqoéuzﬂﬁ -G~

cHWHETEME Y
w&m:f& b BT

O T HJLEEUS ., (¥ LTSTI0 £ £ 3 # FB)NOISNAISNS M MMM& kww.ww MEWH\ dg mm m 20k, 81
LIOMAIS MEEHERUHEG © of W EDH TR R BTk T 2
(ze#T1n
-qm@-wo I UEYINETHE T ES Ll S8 I2) (Y ST01P0
LEHHEER) GAONA«EZOEmEV.&SOM__ wzomm SHINSAVD | - ¥HEH B €1 H 01
HIOZITOL (£8 2 Fe Fe ch FHe) ¥ T 05T F H TS ¢S, ¥ .0 | & 1] {28 « b BTy (¥ 6vTH00 £ £ % £1%) i
@2#%%-8 cle | BEEbfkYE (e W& &
N FE B S e e Srlegle) (Y6 118100 % £ % M) JNOSNHOL. | 73 & & WM 3% F 4
SIATIVL D'S TVIO0 dT10ZOYIdN 25X 8 M #3605 , F 8,0
DO Y ERH TR ES Y e e
(8#9LST-65€T
VO« [0 B YT E T (Gt Ee ) (Y6 pRYSY0 &£ 3k % £ 12) o WHE M B
= Tk s YL
W Td, BWO0S SRIQBL Y'X URuoonS ¥ % 00S w«%w%wda_m.mwm w Mm MNMM Nmm NM.& M (% Le9900 =G|
» v el 7 WHH B
00« WE WU UEYTH T o T L) (KIS0 EERH & | MUY N HE L[ ¥ Z 0001
1) wH'D. 3WO0S SWIQRL IX "TL'D ¥ F 005 WH L #8 T.0 | W & &E HEFE
D YR W T e W e v g Aeda BT
(£88-££0-0080 E &) « LL6-L80-0080 | ..,
COLPTIT-0080 2V BEWIERLL  SEFUUY—glyy | LU RTIRESH ) s
e B by ¢ ﬁ%@@ﬁ%u\ G ST G U ST S TIT 42¥f ¢« b BT H (% LY6T00 £ E% # £1E) €l
i g BREFFTHE L¥ uHEme,.FH,

%) (% 126950 % £ 3 % £ 14) Swg siojqel puLloN ¥ F ¢ Wi ¥ 22 ©
Do Y EEHTES [ e W e e E

WEYH % FF




# #1%) (NNISSVLOd DVNAIOTOIQ) «@IVANVLS, DINST 1A TdVL
O -VNTIOA (Bl dEU LY) %7 67 MW EHEW LY FTF,. 0

Qfmﬁgm%m-oo o7 B T et e g L2) (Y4 91TTh0 &
= % £1%) ONNISSVLOd DVNIIOTOIA).SSIMS. DINST SLIT1dVL
'0d tbozﬁm (dg %Y =)%Y ZFE GC M@%wm%x ¥ . FU%. ©

o ¥
B HE 0 H 8% Tl
128 p H A BW

(%% S0ESH0 £ £ H£H)

1T

cof YR HTES YA« F42dg BT T oIS YHAE L2,
i %mhma-mm-oow%, @MM Eww m,r_\ Ewyw sw_ # e
-112-0080 2% [yorStlegle) (Y6 LS1020 % £ %% 1) S1AT19VL FOWET =
AAILVOD-dVDONS DINST WVTIVIVD BN Y ZFE 7T =W HY ©
DoF  WEEHTEMEEES [ EW R
(Thar G S o B A YI%ESY 0016L89C-+0 B « S B 24X
Y- Eh R HE MWL (272 ) (Y 680850 EE L HE
Z)DON0ST SIATIV.L QEIVOD WL NIXNS %7 05T 253 &w 2@ -
424! ast. 1ak
“6SE€TY0 (e FH e le) (3 6TVOV0 % £ 7 ¥ £ %) IvVAIdM. M .N/ﬂ H_RMMHWWWM (¥ 26oL10 £ £WHER) |
DOIN0OSZ SIATAVL DA NIDOYAdNS ww 0sz BN I EEH.O| L . YT 05T W H Bl T
AN\HSOQN\E\EOO.maoHSm?B\E\.m&E VWHEFFHH LF
WEMDAM T [o0K 2 Sl (Y bS50 £ £ 8 % & VUG E G
BHOW0ST LATIVL DA ANOTONID ¥ F 05T 28X ¥ F 22 2. % 2),,0
o Y EWHZTEL [of [ (o Y (o B E
(8050TTS8-T0 [o 7 W ¥ St e L2)(¥4 LyS6v0 £ 7 )
mWﬁfqpﬁgmﬁa%uﬁﬁgde0mwé$b%1fﬁ© & T T3 g
(9898120-0 [= 7 Ok LY 9S08Y0 K5 | L 't o wr iy
¥ & ), LSTAAH, 3w sopnsde) odueT ww m,m % A #¥O TH WHEHRGEEI (Y& TLTYTO &£ £ 3% £ 18)
- _ . e &%mﬂm@%«wﬁm l¥H 6T H S H T UF Gl MUROTEYYE ol
PSR B H  TTIV86S-00 W e V¥ WOl ST ZHLY —F R R m R Y
CHETME L (0¥ B S L) (Y T0ISH0 B 2R H M )TN =

ONST SHINSAVO NV 1AM d ¥ Z 61 EH X H T
of « b B

" D_h hM.— :@
m.W.N‘ ﬂm\ : YA « Wv%wxl_h.1mrm 5] UJNMWWM

A F W HY
y&% THHBYEFS




(T#00TL-L6L8-C0 « W HE YN T H# B
Gl (Y QTOSSO EE R HEB)U T 005 W HMHO

(1T1¥865-90 « [ 7 B &3 % W % w4 N:WWMWWMMM (¥ £37650 % &% 3 E13)
¥ orfetle) (Y 6686v0 ELHHEH Y E 005 BAHETRO | = ) ixid  BEEESN R )
R TR L HE 00S BN H LB
(9€T-112-0080 [27 4 & 7 & %O T
YW o de L2 )(Y6 63870 ¥ £ M H EH)UE 005 WY WU PO | s
Lo YRR H T RMEES ([ E W e H
- WHEM B
(91n0q [t 09 « TeIA WG] ~ SFULAS PO[[Y | H § 45 T 428t « ¥
c . e £ g sk
-oId TS L) (¥ ¥88€T0 % LW H £ )01 LISIAOAYD 0’1 % ¥ 4§ 20 | HH B e/ Tug L It VI #RBSED ﬂﬂwwwwwv €T
o YEFHF DY TEC BN E Y e | BREYWE (e FE s
NHEYHEHHME
@8&%788-8 e TR F H B Yo g 2) (Y cee6v0
£ T ¥ £ 1) Sw9T sIv[qeL N-ZOuSyIT ¥ F (91 W I E[40
(115-6259-90
o /4;}~ S <
B U Y U ok T L) (N STUNO HE AW | ﬁmﬂm mw
WHOuw DINO9T SIHTAVL N-dI'TONAA g.m F 091 WHEF oT.0 e 1
E B BB [ B By (¥ OLLETO EEWHELD |

P W ERHEZTES W B B
(PET#YE STIH#I0TT

SISTT0 « NV UWH YW HE G Fr T remle) (Y L300SO %

& « Ll%_w./\/\i 4@_.“
M YT R B

NEEZ 091 Mgm [ 2

= i ¥ &%) Swp9 sIv[qel, Dy umopus ¥ F (9] BN HTEU ©
cof W EWHE TR EE (o EW (o v
(106

-990-0080 « YW B YN HHEFUN T F o1 le) (Y L66VV0 £ £




(¥ 810910

LU F)0LE ISIAVVILIN HF/Y¥F 0L ES W HFO
(¥ T6vT00 £ £ Y w &

1%L NOLLOIINI TOSYFAOI ‘0S¢ AVILLIO 723 05¢ ¥ £ 80

o W HENH
WE Tl 2 HEE

(Y& $€9510 % £ U3 £1%)

(% 1€6£20 I T« e o e 0/c e | 0
m%ﬁ%%@?@EHEE%MEEEHA%xdwﬁmﬁﬂwmvWWE&MW?WWW PHEE OLE RS
O YRR H T LWL BBy | DT UHETER
(¥ €€9S10 % &= Y £ 1) W T 00€ # He %O
o o b o0 e [ (el G [ v
(£80€-0€LT-T0 « [2 % & ¥
WSl YWHEHW YT B L3 71T 28E) (¥ LY1600 & =83
£13) SIHT19VL ANIYdOIHIVZY NVINNL. B Y F 05 =R .1 X0 o WH
y (€2€€-98€-L0 ‘ m«%w&m«twﬂ%m&ﬂ@m SL9650 mww_m :,mﬂw £ il (% €326v0 % £E % 2 |
% £ 3% % sz 1) Swos SQEL DA ANIMAVZY ¥ F 05 ¥ & rdto | 28 « h KT B W >

(9€T#895L-659T

20« oUW B Y IH Rk i T S e L2 ) (WE 18LSHO ¥ £33 % 1)
ON0S SIATAVL AAIVOD W NNINVZV ¥ ZF 05 BN H 4 LT O
Do YRR TR (B (o W [ v

(ol S )« seF (27
YW E T o0 g

EFE S WHEHERE




