Fhe

i i

ha 4§ | AR
ITHRAETAZE &

BB sbak ¢ 10341 £ 36 B A 365%

& & :02-26531062

B AR TR LhkiE  02-27878000#7334
10478 T F 415 48 swwl23@fda gov.tw
bW P LB L% . A873R10F2 ]

ZXE PERBBEREHERNE LG

Bxad FERBEIOIF4/8258
BX PR FRAF £ 10113013255%

#5) :
GRS T E LV
A 1 o

5 MEAFIONE4A198 ZH TR OBHMREE B
BAABRA, AR G2 HREHLY  F BB -

ERAFRGEES FRRHEHREA G M AWERER (B
M) BRAERANDEHE SN  BRECEFRE ~ ETEARDLT - &
B A MNE g mad FEEHARNE  RAFARSE RS
Wty B E) TR A RN~ e EAMmad BRI HA MR

NE) o HEBRBEEGARASE  BWAERNARNE - AELREEREA

RANE  RRAMPHROCLBREAMRLT  GHARSELRDAERLF(TH
TN ABRAESALBRAAERNG - B EERMERNE  GETHRGAR
NE N AEHE BT ERGHRAT AEY HH LG BAERAFRAT
EREESE RN SRR RS HRAE kRSB ERAH R
A A PR E) AR R SR A PR ]~ AP A B A TR E] M4
FWRAE EWDARBERLAEGESAE - EHEEFRLT - T
HOMEREAS  HEUBRTERNELE  SATEERETEAEL
TTERBAEREFERNELNG PHERAEITHEEENR G - TER
HEENERELXTLAMAE  PERBEM LG 2WG(TPA) » 6 EE K
BAR ST EEAHRNS A FEEROA MDA ELELERE T A
LEEREERGHRDNRAGEL « WIATH A RN RHRYER
TTAEBROARAE TTHRHEES S AAES T —BFA LKA R
S AWML EERANL REHEROF RO EF a4
B ARSI RN EEALSS BT RE A EE LR
CREE S AR R PR A REAE BSOS ER RG] T AR
MM A AR AR A RN EREES  AhT Y

f#—R (£=7)

 FERRERREREAEME

Wik

el o |0 (BT Z1° 8




By TR ) E AR B R IR ) RS GER - 2Ry
KRR BBEA  BEESEHA RN DERRERE  HBBEE AR
AN

BA

H-F (#£=F)



| TR A A E
T o M REE IR R RERR BRE
Gk

BT 101 £ 4 B 19 B(E#Hw) L4 10 8% 00 &

WoEE AT R A F R R B EE A LGRS A201 R E

HREAR -l R

EREER RN R ERE

—~ EREHRHE(B)

= wWHEE: |

(—) ¥x %R
1. BERw

(1) BEBER I EEEHENME AT AERUL

| BIET R IRAE 0 R EBHELRRE

() HBEHE REVHESGARGRI RIBEE L
M BIEERBUANE  AHEER 3% BREEHZ
FHABEE A AAHENERE BB BRI BT BNE

AR R HRRFERERTE -

(3) BEANE HAGERHE FTESHRBREAZMLE
BHER  BALETENBEEE - |

2. O EE |

(1) $8&FABLREMH LRG0 %5 EE)EHRR
ALFCGE - BB LR ERFBFERARS » AE
BAK -

(2) HHyETFRAERRBESZRAE EREEFHMRAE
A WITHRAB T RS REN L RETHRITEF
EE -

F1E#3R



(3) BB B AR RARS B RE T AR B I
E%V@  REZEME R BEREBE 0 TRELIBRM
mAMPEED B84% 0 THEERMEREZHE -

(=) HAFKRRA
1. B B3
(D %*ﬂrﬁzfwanbﬂsﬁu@;r%%ﬁa%,mxx Hoh 5,
Wy T #{% # 98-99-100 4 T34 % 266-265-262 t/kg »
W A 212-219-217 /Kg o BHEAAHEL > Bt
HEFHRBERALA  BEAERF LML -
(2) +EHMRAEBEEAEE > HA(10D)E 5 AREIE
A SRBEERSEB M EE R AT A A
Bk Ve AR T MEEEZIRE -

2. @&
BEFHARARHRARIOELEEERE > £58
RPFX - FEREY  RRAEBEFRBEIHE  THEH
AT HH BARMRARETH AR -

3. ATHRHEEERER
(1) THB¥ BIHARBENN 494%)%34%7’2:&%&& mf@
H B2 -

(@'ﬁ%£%ﬁ$%mwﬁﬁ%ﬁﬁh%@@%ﬁ%%@ﬁ

 ORA#GE RHEEEAR

B) HPREZRTHABEGERE BHERTHZIHEE

ﬁ%‘fﬁﬁ@%‘ﬁﬁiﬁ A A RENER
RHEE GBUABRBE T LF R EFAH
m ﬁmﬂﬁ X - HEXZH2AG |

4 AFRBEEE |
(1) #2527 F KT o BHRRE 220N E

%2§’%3ﬁ



FIFEH 2 ARG  BEEZ -
2) BHITARMREARFYTEHEDT RA 6-13 7T
kg 1B EHREMRARIEERAK RLRFHARE
fBERTHRARE RE > AR BHEKRES > LA
AR AR ML R B R — o A SN B MR -

- 2A
=" .{‘:‘lj-' aﬁ

(—) BATTEWREHRAERREL 4FE FFRIEGH
LREZRLR - ,

(=) BHREREAONNRBARGCHELZET TR EBER
HAEE AERABIR K HEEZRLAHB

(Z) HERT - BBHEEREMRIT RIFLY  AERIRES

LR ABE YRR EIRZER -

0~ B4 b4 118530 4 o

#3R AIR






TE R A E
JE A= %%ﬁﬁﬂfﬁzﬁk* W R R R B
R &

B RS

BLBHERE 4
A& JE BB

gl Ak A FH R
BERRMBEARESE Tkt
BT

IER

- B Il 4w

AL N

ER Y A

1% 5 1

L5

BT E A 4
el B ER | BEE
ﬁﬂ%&%i%é%@ FoMH
27 FER | TR

87 1EE

| % A

ot e
SATHHEOHERELT H AR
i ROB BE e @
SHEBERBIERENT &£ R
éﬁﬁﬁ%ﬁﬁﬁﬁﬁﬁﬁﬁ JE 35 7

B1R 44 F



FERBETHELENR S

HH

FPEREAAEREHERNENE 13
PERRNBEFRERNELNC2HE FR
BEERH A4
T T4 E A (T T ERAHRA ) % BRI
LR ERBAR B JE A R E B LA HT
% — B A &R R E] %
2R K BB # A
16 2R B O R B R By A PR 8]) “EE
TEBE AN B R (BN B A TR 8)) s i
FomiE g B (e B E R A IR E) B L
4 S (AR R TR 3) ax %
L R
BFREBMIE(G— A FEEREA R E]) HR
FRBEH(FARARFLERNEA R ) G
TB AR 4K B B BRAAT S IRAD A TR 8)) HE
AN B8
EHFREEE(KEHERE RE)) FR
EREAFRAERGEE RME A ) BRi
HRE B (EEERMNAERNE) H18
FEARBEHEREYEL(ELLEAMRNE) Fm
Afs i g B
19, & 32 84 5 5 (Ao R B A A RN 8]) HAR
%@#?Ms%}}%:%%(ﬁir% TR R PR E) FHAR
18 %A E
%%%%% IR
ARG A TE B F18

2R £4R




ROy 4

G E IR H TR F] H1h %

B E ERW A R ENE

4 B BB R TR F) HEF

B 7 BA 05 IR iy A PR 8] RF

LT XL LY A O G
kAT E RN R 8] B A
LW TR E R E] 15 3
BT ER RN ARE

AAE B B T A H PN 9] R
A B AR AT PR 9] ﬁ%%

. - 4% A
EMAREE (SH) ROFRAD SIS | Faal
7] Bk 4o

N RS s NI P A %ﬂ%

| , | S 5%
5T

LS hRRAARNE HMEX

| CRAE

B AR A A PR 8] #18

R B A E A PR F] 18
LK BB ERAH RN (TR H18
LA A TR 8] S
ABEEHAHBRAG 1B

TR AR E) H18
B R 8] 18,

AR ot T E R A TR 8 (F RATIEAT) 18

IR #£4R




o LR 4 PR 8] | GREe
% B A 2 BRAY A PR ] | H18
a4 TR F) - v
RESCEERE H18
gk A PR 3) %15
B9 E 5 A R FHB
EAEHRBRNE | #8’
Y 1 T - %18
b ER R E - HR
B G 5 IR ] |  #E
BELEARAMRNE] TR

FAH KA4R




