“

B %
0408 (1> >0¢ vy 1R A 4R :

jﬁfi%’%ﬁq F 23 &h B 4 %Iﬂ%‘ oS

Munk ¢ 115209 26T dSHE L BE47161-2
BN &R

Bt#sE3E 1 02-2787-7690

1A 1 02-26532072

T FEH4 : yel@fda. gov. tw

XX#FPERBABGHAE2EAHEE

Fxefy: PERRII2E2AH188

BXFHE  FDARF 51121401558%%

5 301 I S

R BRI B RAR T B

A D B SEEE TS AL F 14 (A210200001_1121401558 docl_Attachl. pdf)

X5 AM "R ERIOEL (HEEHFE0075385%) | %06 %
B BEREREBRES —F > HFho o FiirmBe
BRABMIREMEL S 5B

B -

— A ERERBREEMALEN  FEAZELBES
-F 4 (http://dsms. fda. gov. tw/)BR R & 24 o
ZAREMMEBER PRBEERRECE S UERT AR
% % (VPN) 88 4o & & 45 B 35 /% pif o
ERATERATHELE  ANHEL e SHTAGHRLe 8BRS
TEHRREBLEERE SR EL G B RELE  AEEALRS
CEREET - EEINIHERE  EHAHELE %x‘%&)}:)ﬁﬂ"“m@ ~ BT EM
BEE CHERHEEEE - S EIHELE 68 REL e S8y
I EL2E PERBEGAG2RABLE #%&ltﬁéhﬂ@ §HEAER
B g - 6BBRLTeHe  FTERAAREANEG YERBEZAHELRA
Bee  ¢EMBERDE TERBEGAC2AHLE YERBREH LN €2

Bied #AEEALHBRESLS
BlA A RAN Y R ERR T (BMA) Capagtns™t
b B

D‘s:‘n

#1EBE #*17



WL WHHEERHIHLHE BT EYYE R HEYE
B« (Y& 8Y9€T0 % £ Wk £ )NOISNANI 04 NOLLNTOS Y04
DIN00T ANTIA ¥ ZF 007 W FL T WM oF « Y oo H o ¥E Y &
HVEH R (e B & (o e va e M o WY B (Y 9L£920
% & 0§ ¥ Jo 1§))SWOQ SI9IQeL [ouesod ¥ F (01 [ 35 k3 For
YW ETEZTEME Y EE e el G HEE

WHEHY €% Tl T
mwp W YE R B [ W
: R%W@/&@%h@%

BEOTHW 5 ERE

(¥ 005970 % &= U3 1%)
WMEY | P
BEHE/EE Q] HEW

o (Y& 1TPYC0 % £ U 3 & L))somsde)) oseayar

-pourelsng SwWg'L¢ X I0XOPH ¥ F ¢LE FRHWH T E HY T E
(% LTYSS0 ¥ £ 3 3% 1) Swg L sonsde) YS 10JAse ¥ T /¢
FUHRHEEHEY of Y EPHZTES [l G e

c WHENE—¥F
Tl ¥ L BT E B
B FFEErar e « My
(2 70 B &) 30 W 3% F %

(¥ 856610 &
UFEGLE FEE

o (Y& 689610
% L3 ¥ F13)..S-0. Tw/Swg () uonoafuy surydiousrdng /% &
€O [EHEEEN ‘of « YEwLH ZEL (o Hi(ol &0 [l ¥ FE

o BFE Y
WEY [« Lo ¥ H W T
HaHFFHETE
¢« edf (o 7 B YT g

(¥ 970120 £ =% #H &)
HF/Y| T
F €0 WEHERYFL

o WM e b B €I TIT 2 E « TESPLLYLY
=179 ¢=S29=H6 M DM TVNISJ=0N XdSe SMON/M})'A0T epy stwusp//:dny

o W
WEME 0c H 6 F CII

(%6 8€5L00 % + B3 £13)

Loor B E - T W T E WY WIS F WD <M pETME . EE T ol mpe| !
TETY/ W <Y Barg « (joqer Swg IPIXOUN) TIAIN % [2 | & B[ W E « k[ W e
CHUEBFTESY P H S 2RI 0 IPIXOUIN B & | 3 B & 30 % ¥ U by
o W & Iy gy WBEBLWUTEE | |
R EEYEHIEE

BSIHT FUI~ BeHTIHF U ESZSHLEYHTH



WA YE S Ly ML B e e B LW T By
HHYHB S g G WY « B8 IS1 WHHPFUE

B e EsY LD
T S9e ¢ HI1+E

(%

U T W Y E(SVIOI ‘sAesse aseoor A-UOILIoNU]) 5 e W Ek Il 4R E « FEFEH | 9¢L000 £ W E L)
%mﬁﬂ@@iﬁﬁjﬁ%ﬁ% TEF P YHEAE TIEHRHENME L ¥ 7| AIVEILY ¥EHZHH
WMEESY YHETHELHESL 1| WHEYWHHHTFTH¥E

o (Y& 6L8€T0 £ £TEH 1 )X o B ¥
& \W.W»._h :PNW%: . J«n C I | WW .Wwy\.. a V42 W A
SIATIVL DHLOY %% &3 (3 LpLce0 HERHE | WULU v HTITUBE | o 000w o)

1#) el ueyD, SIATAVL NINNSId %454 X%, « (% 9v£970
¥ L HES )JSA SITIIVL ONININIG % &3 € . F
G, 0 Y ECHZTEL [ Y v Bdeds BT

ch HFIME  HEYEH
By [k s | ¢ e e ‘3&
B YT %

Wh%.dﬁﬂ hm_.m\ .W&\ :..m.@. %:

(¥ LT6VE0 % £ T 3 £ 2)DIN00T SLITIVL DA dNOTIOIL ¥
00 Hw@&%aw,@m SL9CC0 ¥ £H ¥ £ 4 )ANIAIJOTOLL)
SAVAEM. DIN00T SIATIVL D4 10dd ¥ 2 0 0 1
YT L, (FE 965160 % £ 3 % £ )[ANIAIJOTOIL)

OWO00T 1319VL Od NIAOQIT ( 2 W [ % ) ¥ Z
001 N EET|¥ : of Y ERHEZTEL (ol el (=6 LW ([ aeH

o B
W L= EEH TII
hle¥l L H M E
WERBERYHE k%
(2 73 & & W 3% T

(Y& 96€9¢€0 & =3 # £18)
(¥

M) ¥ZF 001 23HY¥

o (Y& €CET1T0 £ £ Y3 FI)DINE

NINVILLS =3 : of « Y F ¥ # 7B S [of ih [ (=l &0 (o a3

- WHBH L
h H € TIT S&428E « 3
WEEEHTTFE LY
(o 73 B & 3 ¥ @&

S—

(3% 161120 & £ ¥+ &3
S

¢ MHEHTEIWHFEE

 WHWT LT Y




c MANe W R B LR WY YR HE
H W B S )3 e BT « o ¥ = (son3ofeue [-d'1D) ¥ B

- WH L TE
WH I+ Tl ¥« 4

(%

¥ ZF ¢ Sl T 2 %
B YR T W EHIE WY PR Goige | TIHE  WETE L0000 = HTRRL) 1T
TR YUY T EFEHA S E UMY I T Y @&HF QLWM?D )
o 2 (¥ L6000 & £ 3 c WHHEY | .

£ Iz yuad pajqy-a1d ur uonoalur 10y UOHN[OS SWEISOIIIW ()G7 [IPIAQ DTl G « FH¥euE (3 8S0£10 % & W ¥ 'W‘M% i
(¥ 66L000 ¥ £ U ¥ B £ 4) NOILOAINI ¥Od NOILNTOS %%E W8k SOId BXR | o e e e b 7 B
SINVIDOMOIN 05T THIAIAO : 9F « W E T H HEMFWER | W ¥ YW %W — TR
o (¥4 6197€0 ¥ £ T ¥ £%)EANOATIIINOA), IVHINIS. DINOT
SLATAVL WNITOAIN (F[¥#4) ¥ZF 01 T8¢ 2.~ (%
BY9LY0 % £ % £4)3wo] swiqel wsod ¥ F 01 WEE K Y * WHE | e cog9¢0 LR HE)

Do YW E RO TG (v e dg FE ¢ (Y T68CE0 | B R EH WY FE | T o mm* .

ﬁ,l_ # £ ), JL, swQ] Arousoddng urolN ¥ F O] [E#3H W
Hodm ¥~ (¥ €566€0 % £ 7 # £14).,avI03., (ANOAIIadNod)
DINOT AJOLISOddNS ARIFdNOd ( H ¥ £ € ) ¥ F 01
BBy EHE, . oF Y Ew ﬂwm<cﬂ&: ¢ (o] Yo e

Bda @ HME L F 27
WEYHETEH 2N

%4 ) ¥ZF 0l [E3eLT

LW i agYlh 28
AUBEEIUZTE T BEHNETZTTTURE AN « XYW
T I EY L E THMENGEFGY T HGTF | By
WONEHBFSTEET YR RHETHEGUHITHEE X ¢

o [0 ¥ [ ZTHFY T WKWK VIDI ¢

- ¥
B L B




o (Y& 7€6000 % £ 3k 8 & Ly )uonoafur 103 uonnjos Jw

Tl uszieS YT 71 [ Fdd ~ (¥ S¥3000 % £ E ,w - WHE M H TI ¥ Tl (%%
ig)3w gy uidomouey Y FE 71 [ E A FHhr oF Y E W H  HEOERTREFT | LL9000 ¥ £ T E F ) o1
ZTEL [ ¥ (2l va e (¥ 968000 % £ YTk E £ 13)uonoe(ug M¥ye L ¥l 24
10§ uonnjog T [/Sw(| odonuw) HF S /U F O] WEHH YU e H R RS SI/EH0EY 2 Wi
TFRTHER of YR HTEL [ R e T
o YV YWYRIB BT  Yukut B WS
FE L EUNY B U E (¥ €TIVP0 % £ 7% % £ 1) TN/DINST 1€
dNYAS JOd YIAMOd ITHNNOOS 7% /%% ST - 1¢ | ; " -
BB T - (6 CoR10 SR E G w s | _ LY E T T (SO0 HER R ES)
Lo« Y B 9P #E 4 BE PIOR OIURUNARO/UI[[IOAXOWR Y e ik « (¥ 1S0T10 liw?_m mHnu«s/\ wmmw ; Y W bl
# & W % & W),d0D. OW0ST STINSAYD NITUDIXOWV | o7 ey~ o ex.@m/ NS 06 4k bl B L
% E 0T %%ﬁﬂ% WEWE b~ (% 6TET0 £ E T S s "
# £ 1), 041, DIN00S STTNSAVO NITTIOIXONY % F 005 3 &
EWeE ok MWERHE TN BAREETEH
WU BTGB TY ORIRT | o sﬂ wm,ﬁw -
B W B R F BT « % ¥ = (sondofeue [-JTD) ¥ B mﬁ__m oy %«%ﬁﬁ% - &%ﬁ%w_whww -
Wl Bhor « WEWHSWHESWET  BYLEBETET B wi%m . k%w«ww ’ {%Rﬁwwﬁ
TR YSEHUTFE U R ABUUDYRRBEEIY | o mo o T
o (Y& L9EET0 £ £
¥ &%) TW/IOW0TE SNOLLOHINI HNOVAISIA + Z/4# % F 0T¢ LY
WarE Yud g (% 998720 EEUHEW) NOLOANI TN | | oo, oy 3l g
ONOSE HNOVAINING #7 /4 F 06€ 7 ¥ kB MWl | ° o ,m«mwmﬁm o gy | (8 €OV0C0 ELHHEL) | |
T o (¥ 810910 FLGHEW) 0LE LISIAVILIN HFHF | o ooy g oy | EATOTEHEM ¥ 3o

OLE BS it g BB : of « W BWH LW [l Y yva - (Y% 76+T70
% £ 8% £1%) %L NOLLOAINI TOSYHAOI ‘0S¢ AVILLIO [
.w\.w.i!n Omm _,_% mxiu .V.n\.%nnm nﬂhyqumﬂD%NM.{E%@%EﬂAﬁmw

WEYMHYE B F I




o (¥ S8T0T0 % £ ¥ % &), TVAOL, SYINSAYD
XVIOS FRWER FE,  YWEEH LW « B4
g 5555 ¢ (¥ 0€9810 & £ 3 ¥ £ 1Ey)sonsde) unyewng 3 gy
4% « (& 6vL9€0 % £ 7 % £ ). QIVANVLS. SATINSdVD VINOS
FaY WL FEF. F YWEPETES RS W e eFH

o B ¥ B
TTEH I 42Y 4
BRI e HEs
BEYHE  LF ey
BN WEENE R

(¥ 168660 £ £ £1E)
I

61

o (Y& SYL6VO & £ 7 ¥ &%) wySuwgo] uonosfuy Jusaedoq ¢
F/EFE 0] [EHEH LT of Y EWH IR [ e H

o WHEH (5
d B €345 TIT 428E « 3%
WERBENEFFHE L
¥l EYWIErE

(¥ S6€T00 £ =% £18)
Wl g
7 001 [ b FL S Bk

81

o (Y& 6L06T0 ¥ £ # &% JINI'TTIDVXOTIDIQ)
DIN0ST SATNSAVO NIDAWAAIZ (W& X £ ) %7 0S¢
FHEMYeLe of YW EPHZTES [ S [ v E

o WA E
HUHEH T 28« ¥
HEE HHEHEEH
ER TS 2ERG 2
GUWHTFHBELILY

(¥ 1120 $£H #H 1)
(WKL) EgHE) 18

LT

o (Y& L6TTISO
% £ 3k 1) Suoys ng, 8w ¢ SpIqeL D BI0se ¥ F S 2%
WHGHEYESL FTH,, 0 F YW ELWTEL (ol [ (ol & [l v

o WHEM
Y H T4 T 428 « 4
Balue  HmEsl
Y [ Yrar ge « e (237
WEGIHE R FUFE

(%% TL6SYO E =T #H£1E)

HFE WA AFE

91

o HAVSW W HMET « YHRBHUELTE « BUWHS
HHEEBEREEY HFETYETFT YL TIYTHEE Y

Yk (owoIpukg UBUOON) 4 5/ T G U H B Y R UL WE T




o W (Y pLOVYO EEFEH FLE) %10 WMEHTS) %10

HEYYH v £ 211 £

(%% 092670 £ £3 “w.m.m.\@v

g , L « h H I B B . €T
of YRR T EE (o T (ol YUY [of AR %10 WMEEF
NOLLOHINI TIAIONV ¥ Xy el 3 & (ol e [0 (ol & [=f va e F B R B [ 610 BT
(2 7 B & XYW % T %
o (Y& LYS6E0 & £ 3 % £1) (ANITTAAIXOLINAD)
WA'Sy DINOOT SIATIVL Od TVINGD (W 3FW) ¥ 001 o WK E
R WA Y « (Y 10T€E0 ¥ 2 H FE) ANITIAAXOINAD | WS H ¢4 CI1 428 « & | (¥ 110L20 £ £ #H £
OWO00T SLATIGVL ANITIAHdAS %7 001 (Wi ¥2W) % | Bl g @rrae Y | (Wit 22 ) ¥ 001 | €
Bhor < (¥ 000260 & £ &%) VIO, ENITIAAIXOLNAD) | Sl FF M « e o7 | BN HAUIJHY (2%,
DONO0T SIATIVL O S ANISOLNAd (WH e 28 )Y Z 007 35 | W B YW E T 9% % 2
WYTS,FE o YN EDHZTEL (2 o (o) & [ VAP
o “.Eu\:"m%wﬁ&__fm o ;mmwum: (% 659050 % &7 3 13
GEYY S EE R B AL ET (¥ LoS8Y0 | RE) W HE LR HEY #MD@WN -
%EWHEZLINON [#22% « (¥ 7ee80 EEWHREB)OPN | T FAHTHME T I B awmwwﬁwm
WEY  WETPHETEMELEWEYT PHREETRE |  LFIWUEED o =
o I 4} @ uF ¥ .5
%@MS.@?@% HUEH W E WSS A ET (Y
HENET te | (% =% F)
i o 14 5 cud HERE—EH T s4de | (¥ 429610 & -
9LL6S0 % & GE# 2 % ). Td., SWOOz S1v[qel, 'S Aydoayy ¥ F ME oo M TEIE B« eTEor w7 | 01

00T %m@ % Yo 2__ a5, ~ (35 689vP0 % £ 3 % &), LSTIAAH.
DINOST D'INY'S NIOHL 4 ¥ % 05T EH T WHE Y %o
P Y EF TR T RS (R e G [l v B A2l I F

HWREHYEE L
IV UWEYWEITEY

00 XA wHAEHEF




o B ) '8 1 ¥ ¥
MR GFYY U EH « W E M P BT « (%
S6SSY0 % £ 3 ¥ £ 1%)%1°0 INIWLINIO LANNOH %10 4 ¥
¥FZ (816990 % &1 % £ 1%) %5000 LNTNLNIO INOSLLNA
%S000 £ W LT E af MWEWHEZTEHIWHNEEY
Wlelhva « EHghiedg B ¢ (% 006550 % £ 3% % £ &) ueunuiQ
XOUOH LYY Lo « W E Wl 2B L (o ikl (ol &l e

o W
WEMH 9 ¥+ TIT Wit
Moo b HBME pEHYE
HEEWHHYE L
ARG T & xi

(¥ $SLTT0 £ Y ¥H &)
SYE T B [ G/

9¢

o B )[e
HWWH B AR U E T W E S Y ET
(¥ STE€090 % = 7% # 2 18) SI9[QRL "D BZHOX 25 3 i FrLr Y « (Y
TTE090 £ £ ¥ # 42 18))., S'H., SIRIqEL "D’ oyesod 2§ X ¥ He 8 &
E (¥ 660520 % £ Y £ 13)s101qe ] pajeod-1e3ng (¢ UOUATOIOIN
MBI S HER, of WEECHETEWo WL HE

HEHIL EZBHSTETHHH YU P2l BFEH

s WHEMETE L
TIT 2B « b B Th1E B
HREEWHNETFTFE ¥
WY HES

(¥% 105220 £ =W &)
WEHFIME L IBEE

ST

o (¥ L6E8Y0 & £ 3 ¥ &1¢) onoiqued,
Swpgg sotnsde) Mooy F @ kY L F W~ (¥ TEE8E0 £
WEROPN HUEFH WELHZTEL [ Rl (o &0 (o e F

c WHEBEHH ¢ & TIT
VWAHT cFHa v |
T & Tl ~AE e 28 3
W R L
e B YWMEFT ¥ L

(Y& 78090 £ £ # &%)
(X&)
UF 0ST Fqerw K2,

ve




