f@%\\/
C/'FDA

RTINS REF PR
1068 "TFREHFEIDZRB L2
WHBHF T

e S

¢oE R RI06E 2

1



RIS S EF PR
1%3&r?%$ﬁp§4ré%ﬁéﬁa
ﬁ”ﬁ%#”giJ
ZRumpd

i PRERERP GGFi%de):

EEFTAFEEPHFEFE BB RT P A NSHFHA LD AR
émﬂ’émmﬁmﬁﬁ@%afﬁ*%ﬁﬁ’§ﬁﬁ iy =g | B
(Early Stage) » T % » FHE R @ EiprL L § & - ”ﬁ o PR RS

FEHEES I A R R0 d M ERUN R s 31
o A HBF S Y L FHAS  REERBRHE G e AR
A S 2R ot o Wips T P R IPF DR R
AVERUARER > HFHASFE S DM O RER . T3 AP AN
FEIDaia oW 43 > DN E RERE KT VR A AR
%ﬂ5m%§ﬁéwpﬁiﬁé%ﬁgﬁiﬁﬁ’i g AL @
X rME G FEGHERTH > e A TR E R H AR

B PERFELER G (RRERFRM)
-~ FERERE
(=) WHEFHAEASFE S HEa FE2 M R%F L

IC3BRFLEFTE) RFZ R ") FEFE ¥R
Lo TR FHAESFE S YRR FR TR ART L
415

(=) AFEFHASFFRPFAHERERGFTH > 22304

P E AR HAREL Lo A AR F R R F i
Sk L E R

(= = ARF A SE S Y E W B E kL 1R o
(z) #HFP(E)(E)FE) PBZFPRPE 20 15

(1) WRAMFHIME FAEFS 5 L)RRFR
2

T



Fo g eTo(HE ) PFaWET P FLFHA ST
CIREE AR UE -

(#) RAFHASFESIDFAFEBHTEEH 15 FyaL
EHEPMFHAAEE  FRFAET S(RE )2 RmP 6 3
SR

S 7P ER (FARRO) REMFLLRIL
CETT I TN PR
RN T B

> BHPV(NEPF)
W OAF R AP AGe 106 2 REFEEL) R4ED > P A
HHRp 106 # RPFFRPR L AFELwp Bisde k)T 106 #
123 31 p 1w 2 2 My (7R B AR 2 B

L] BF i p itk p 4[] pRX~[] N -
FEME 2 B o
(] Hw# o

BBk R

Wl b B
WiFE2iaflns =L FRE (o7 2% 5 161-2
5)

()4 A48 B 4 2t B (o)

LT-EERFAITRE ARG FTREP » 2 ¢
-~ HEFERFRAATR (FTVIBTRL-F) 2 BRI T R
B E (RFFROITRER K v EFAFIH
AR RET ABEEE )
Wt () 2|2 Fe

3



B () 2rEmi
W == 5B
| EREs R R A
[(JEsefre it Fiez 29 ~ A5 145
Clgreirt g e PR (5 Fr 29)
AL AR S
B AiGE et Rk BFPRA [do e P F e B L e eEmp v & 20
ﬂi?ﬁ— A #E\@]%ﬁlﬂ,z/py’ﬂﬂ'ﬁi{g B RTINEY e
FEEREEN Y B R BERER 2 REP N H o SRR 2
PR PR RE R e F etk L@ 2 2]
IEEP O RPENUGE RN T SR TR o
CER : AREEER 98 4 4 A 2 H&REF3E 09802406080 57A%E - " HEETBUN &
f () BUTRETIERG — BB IEFTR R B ERE S - H 8 F4 H
13 HEEIEGER - AEERSSIAXH: - | 2t » SRR BRS80S

wiE

Oh I BEAR F LR § 247 SR A RE (§ T2 AL E

52'%“‘%» WIRBHE BMP 3 T ORNETRREIE 022 KT

FTREBEE - CREBFEI BRTFTRRBEFE P ﬁ:v*rsik 2
%pii A€ ek http://www. moeaic. gov. tw/) °

B AF SRIEP

(D%’#ﬁ%?ﬁﬂ” P Y ERMAE i A g M P R 2 &
T-DF EFANLFEREY R BT A RN ERT- PER
B - 2 RMREP N2 ATR T AR S - ERAMY T
(AR R 37N R S A G I TR S i L
EF o - BARHY AR B RREREPM Y & o (Ao

Wik E A R AY ERE 2 )

(22 B P

BT W2 7Y FEP P o PP A ERNET- EEP Y

L L

@;.

I’F*y«~ -&_L ]ijfm)ﬁ‘ﬂg?]._ll.7 o

4



(4)iki2 f 8§ F s 77 7?1,.:‘1 BER P T P AN

W S RER > T @ E RN R B AN iR
R NGRS S D
.2 () 2+ BmK
2. o 2 BNET T R
3. Pt b 2 B Ay R

f}“;g *4—?
%&fﬁ Ao hd ERRE A
W AFFEEF AR ERERBT AN P LT
W L RBErFEEF AN BELBET K-
O #ATEELH2AP 2§ L H5RO00~K -

1.3E P 4o
LEBAETLELAZEY A0 ARG (N) #RE ok
Bl mEDFELBTER
[ BERAEEPZ2F* A2 ROOO0O~F -
1. 8 & {38 P 40T

() 2 EEAWEH 7 AEEN (9) #F -
SR RAR SRV IAFERER -
(- ¥BhpheEL:cmasr» 2 Az ELAORTI A dF

5



o AUBRIEAEE B REFRERE
(Z) A EERPEE FSFE 43 RERPHELEF
¥ EFF - RFABAZFNGSF 1AF2HEFKHRS
£122 R € 962107 2p1EgF ¥ 09600396110 5L
SR S LR AT RRBE
(] *#3pEFT A ke FHRREHAEZ B > Y25 P 2 P F
(=) 232 FFEBRLIFZ_ 2 HERLIFANEIROO0
O~ o
(Z) 25 BFTFHPL2BEPINE
Z SRy iNHIER 2 F:'a PR e ROOO~K -
(=) RN HIE P 4T

(z) 234§ > 35> 2HTFE S BIBRP LRIER -

o RBERE (£3F) EBRRS P FEARAT
-~ RAREFRFEFTFEAPRE T F 2 TR RS K
RS emg (TR TR RSER L)) SRR
B nHFAPF o EVRBERT (LI BREFH
.22 R ¥ :
z
C& fEHRFREFFRBERE (EHE) TF P ERFLIE
PEERREPZEP) OO0, 23 TOO0000; »
BT AR EPEL
OOl R > B4R 18 > B Mok p 420P (P EX)P 1 - ¥R
UERCE B SRR NS AN S BN 1.5 SRR
BURFE S ARHRIUEY > X QR GHEPENE -
EHERFRERBERT(ERFTOP PP AR 2 H - ARR T
RN E RFMEFS0FSF 1HF IHRET FE ERE-
(2. & @ p AR RE (FHEPFPEREXSE ¢ H o
W2 e RE 2 Fa PR AR EE 0 B
B2 550 % 19ES 2482 0 51572 &4
=~ TR ERRBERT (£HF) ¢

EES ST TS T NN
6




| BESEE S SFa

C ERRFROFARBEL LT & X RRICIFEL 4RI
SERFFPRFAPEIFFLEMAZITIELE H7I AR
2ARMFELARDT: TRBEPEIEL ATV
BF A RAZ AEFE .

o E ARt gL e RWA (BR) P BT M R MR
P d 2 R RSB EER (o 2R @
v 3LzE) o “a“%cﬁffy\zﬁnm% (*M,a_v‘ ) ~ vt (2
WP AB) T EITAR o

~ﬁm@§maérﬁ PARRE >~ R (AR ¢
o Bp i (FEH) 2 f At 2RI Y-

Ao FARRE RENRBERET (£3F) - 107 [H7 -

FEr Ev o M E] FERERTE > TRIRBERT
(£33 ) S/ NG TN AT 2o
= o~ BOUIRIRERT (LH1F ) ¢l pR AT 0 Aol
FEH/EH 2 FEG TIHR A ek F
Ao PR FFE R R dFELAREDRESEL
ORI S8 SR

A JRIRERE (EHF) " HEBRRBICCIRETIPME

(=) EHMFEPMF - AFERZPERF S » o

(2) #H2 352 RFEHFEET AR PEAFE

Jui

=]

B~ Hprd) 2 H £ @ M o
(=) ’*E‘»ﬁfé%%\é%ﬁs;Jﬁ?44ﬁoﬁ£1iﬁ$¢io
() #5575 2042 RGP REH 557 20 F
FiEE > AF1 FH P HBLT

S RERFPFEN B OHE ARFAY 0 FHERP B 100-?1
127 28 P 2F % [FLAMALERL WHEED (RY
B) y@ﬁﬂiﬁgﬁﬁkﬁ’ﬁﬂvl’%%*m%ﬂ
RpBF > fHFEARIAE RTNR2BTBFY

7



i%@ﬁ%%ﬁfn%ﬁ&ﬁaﬁ%’ﬁ%ﬁé%ﬁ%ﬁ
SEFELRIC G I AT AR AEF T
ETRE AT HE TR o ]

L PEHEFY BRTRR 5 &£ T 4 prFLEZF
0950004326A L2 2 > £ R EFAV 0> AP
PRIV W PERLL BB o

Lo FPEBERRBAABM AR ZRIRFLIATAEZ
FEZEY 622 1 282> #REzE AP ERTH
TR 3P HAAEAPHBN(E )L £ F
B A FH T

LI MAGHRZFY  TFRFENRFLITE L AT
T‘F; ’ _-1_"_' %?u%‘_i F’ 4c‘=’i_ J"!LEJJJ o
Lz 4opbE 500 FANPRE RS EBHEIRRET

ARE X ERLEIAETRT LB 2AFERERETBERD
PR ERE ARAEBFIFEE NP EEABRRE
TERFRCAHRY (F S LRt g - 8F0) -

P EETR S N2 4R
- RIEPARS G

(=) BMpREk AN FREP > 22 R3ERT (£F
F) (10 [H2P - gr Kim nfl4gE] ) F4p
N SRR = S v LR SN N E RS LI
LRV SRR K L AT &

() ZHFRFRMHRHFEIERF "F2E, "328, - TR
PofE, 2 Tya, 2T {134 -

(Z) HERFTEAEIER A2 RBERET (£H2) i
FH R AFRFUOEEEL AR > BT AR
2 AR RPAERE -

%ﬁﬁﬂﬁiﬁ%ﬁ—*&ﬁ’%ﬂﬁﬁﬁ’i@r?ﬁ%

Bdd T ERFFE, 2 TR SRR

8




(- ) FRARFL 223 HRBFCRLFLEERFLTH
(Bt Fiegm s ) 2 ffe (TF K@/, 2 R
2%E (£HF) RMECEEEDER) > SFRAE
FEPERBE B BBMG LW B HRE

Sy B EE (pHE) EE BETHRY J Au R

FERFEFHEE Fa o

LAEFREES

FIHFE T d S8

k4
| d
EE LR EE N 4

D AR IEER N2 AR
— 2R RN

(- ) ik -

(Z) iegrpb2 % 2208 19 % 9 5L

WIRTE  [JA& = $LaePRAE
(3>2@?%%%&ﬁ@ﬁﬂ%@o

AR RP (FMEZEFD20ES 17
Wk dEE ¥ 2205 %

Wi:c% R [J£23+F

34
155 W% 94 O% 104 O% 11 %
(1% 14 %% * 3% fl#% -
ERRNPES A
(=) #7 AL AR LE §
(=) ~%&% W 4%
HIEAE R S
[0 A~ % ~ 4F i
0 A&+
o~ FEE VR RA
(=) 2%2FA 3 —FAEAE I > FRFRP T -
() d *FikzeRE=EL | §rPL™E

SETEE YRt
LR CTRRIE Y (£ )RR FIRER D 2

ﬁja/,,\ ’ J_—J:\r,)")lﬁg 7 ]F',é,\ °

(2) 2¥%REA R 2 30 8 (B~ ) 5 100~ - d 5384 fi g
9



-

"
~

FERD R A BB EAA (FAR) B0

FERTIOLKE BRI

(z) #=ELARENRLR =A% BT HABETON (F) 12
FAERRF  RTIBARAZTOAFEH EREF - T
PRSRA WL BERE -

(T)FELAEIRF RRER 2840 > - 20 AP TR &
PRz 2324 kg B @A A A E B R B
MAp g g B A o
(7)) ELR g2 3mE T % 1 (e e SR L2 SRR - E3
ﬂ%imiﬁf%ﬁmmwﬁ?% R B FRNER
FIR A B @R o
(‘)%%&ﬁ%iﬁﬁiﬁﬁﬁﬁﬂﬁﬁﬁiﬁﬁ LR S R E
it s ek EN RV ESEES Soakd- I
PR BP0 K KE D F S PR RG0S
(A)?i%%&ﬁi%%ﬁ&@,&%%ﬁaaTﬂ%ﬁﬁ%%&ﬁ
PREA R (GR9):
LBEERE & LR > MGk 2 s -
2BPERE B2 R F o RRPER o p AR RE AT A
RNy 2FNMIBPF SR BHATE 0 IR
M BRI
(LIRS -2 BFF 2RI EEFAEF T 5l Sy
AT E - BHAECRD X - BSAECIIBREE MET
D sc N
[] $AREEFERNFLRFLEREFTFE- X UAETEFE
&@ﬁé%—%%ﬁa&ﬁ’ﬁg
o SR LE Pk S
[] #pr&f2mERp 2 @8r 63 EREH 55 - BEAE
M Eamipk g o dEAT2 o
B BEFZELA AT ALY - RS

10

\*:l'.

gh‘(
+r
|

B A SR



f~4

R AR LF Pk S
(4)$$w$%ﬁtﬁﬂfﬂﬁ%&ﬁ’iﬁﬁﬁﬁi

W AxRBESACENL 2E%RP 0 EMEERE > o5 3R

fig® P ALAY G REHEEF B3ERTL FHELAY
Atk A AR E T F R

[ 2% 2BHR>ENT § 2 ¢ (R240UE > BHEBEMSTR
Eﬁ);&.%)&ﬁé X RARPEEERG S - BEA CRFRE A S
Pld % - B R R A > RPEEE o (Ao E D 2 7—?5 )
gsL:J&x;wLiiﬁéf¢43#"‘$)

ERD S FE L
N = & F pes (%)
PEpFEERRS %Ji%%iﬁ%ﬁ
1 (e (FREIZFEIHF2LEHLT 30
e 3 2 S c X 3
) 1P EPE RFRRZ H AR {5
o (FRRRM  FFiFEZ fﬁvﬁ#*ﬁﬁ)
RERFLEREERETNA ~§ieddp
] M1iexfo(ZHERA M EXRPARYL %
B~ 1 iE) ?iéi%%ﬁ PAEL 4 2 EL 7%
ERENEE2ZEREIPTNA)
4 gp%;zm"?‘vzer,\-p\ 2. EMME Lo 20
D M2V HFPFLIEIRPBERS 10
6 |42 %% 5
A hEkz2 TEEEwL L (BRr2-Ar@AERE) 2
EEE A (KA TA A ) GReE 12 2)

11



() RERFI RS fF A8t B 1A ORTELR 63
47 < SUR f3R A b 5 24 > 993 S 4 B o hme
%A o

(Z) BHR2ZERE > BN AFRATREFLGE  §Fd THRBIALER
RMERRLT - R R B RE RIS -

(Z) HFEPR 2B d 25V FETRERRF - HIRIRQ
&ﬁﬂﬁﬁif%gﬁiﬁﬁ%ﬁﬁﬁﬂﬁﬁ’Ewﬁﬁiﬁ
d KRB P AR RS .

() Fh% &6 RAF BRTRIHERT (E31F) P FHEAR
BFHTEL R g o (20448) 253 (10448)-
BT D Is R4S —EF  HEEFFIRLEF L
B i 4R o (L BERFoE IS o AF I
I SERERMBFRERLLE > 7 SFEFRAE L 15 4 48)

(I) HEPRFFEAFBL=2ATF b THEFZ ¥
We P T0, At EL R TR RaERE (£

#E)PFiRETL o

Cm’r
-8

() HEHFPRpEHE (£412) R 2% p 5423531 R
B EERFALTR S 2 J4EF LY R F o RF
FORNRL A TR TR o E o

(=) FAEE fidradi Wd 2 eEL fAg i 4 2 iRase
T (gHF)PFRIEE -

(~) #F 2B ERE 5973 85 B G T A

(1) #EEHA  wER] FHREFFF A R2HT L I RP
PEARM T E > 2 AFE T ERE TR -

EFEBMERLS  FRETLEER/RT  FRATHELY

'\‘I‘sg
#o

—\

# &R /A
- SEYRN

12



B 23805 8% 2P F 252 1Rk PR REFUTHI N

= .

L zRBEER-

Woids FHEE
O #35awt6 48 (Onss 7 OeR 34 §H) Hice
O #35-%45 %8 (Onss 7 OeRB&§8) Hice

[] H s

GHEm)

S REREASH KD AT
(F) B 1HH 2R+ PSRRI EHEER S

(=)

FREBHAAFS I HHEL > BEEHRY 30 %
(FOBO#OFOFO~%¥)-

F284& w06 ETY 15 pnR*HYEE (158372

THMETHL ) SBRARRTE BHFHE
%40 % (*OBOROFOHFO~K)-

(Z) % 34 +MI06 & 127 10 p w2 PRFLi~f 12

B Ew106E 129 3l pHBAP R T R FEL T
(2 1852 T3 kL)  SBME%
et REBATAL  BAZHRF 30 %
(rOBO#OFOHO~E) -

ERE AR T n
(- )P L A%P F(F AP EIEP)

l.

4.

am%HﬁFP%iW:aW%wﬁ A0 B B B TR T
ZHERR(AHE)FE T2 1 BRI FE)LFTH
-
AEFHARFES D FAFERFRHTHE 27 1A
A & o
%*ﬁﬁﬁﬁ%ﬁw%%*P%F%ié(ﬁﬁaﬁﬁu.
PH O T EANFRR
%$@W£@ﬂfﬁé&P%iwﬁﬁﬁﬁ%wﬁﬁiﬁo

(ZDEERFRES P UH > PR LFHFL (TR 11857z

13



TIREBLIP) N E PR R EEEY
(Z) PHRBRBFREZSpHLPH > 1PBHc2p 5§

() MR HA 2 5P ERGE RS 0 BLA RIS RF
@) R RBIELPS PR L

BE SRR ErRERNE (F3)

R -EUpMEA
-~ RARAPRFMPREIERIRETAINE

( )&%&ﬁifﬁvﬁ(#¢$$$%EW%ﬂ%

(=) #FRPLRBERT (£HF) (-5 10%)
SRR Rm eI R 2 X2 8P 3R (3
2) ®ato FOTE LB TH R R S A

EFFEEAF [FLARTINS R FRE (47 8
BEABHE161-25RE )] KRG P T 4%
BFHEL TR 2 THRERF EH TR o 4P
B APPHEERE S FR2BFRP A g2
HE G AR 0 TARS Ao

S PMNEFERRZ EWIE R R - R o

CHEERPER S FEFE & RERPHEFRETY &
FH o RRAHEZFO0ESN 1Y 2HAEFRROK

LR €96210% 2p14edF ¥ 09600396110 5L
PR ALERE A FEHBE

A ERBP BB RERE SR AR

(] - =43 ; %]{E%ﬁ“\

> ﬂ‘i‘""ﬂ-&‘f‘é AT RE L 4
[ - 2 &%

%I-—

J=4

|

; S ¥1]
’ —+ W) B %E

i %o
L AEERANU AL A

14



2
/\ N

EPRIFF BT 53X LI I R

T3
Erﬁ
;_;:‘_‘-,\’
o ot
(w
:hm

FEFRI DR T

1~ ARG REPE 2 BFRBERT (£HF) 20 5 0 &
Wi 5 g2 - 3ve > AFA Vs 2 FlR > ER Y
Fr3aki 2@%YL -

Lo AEERRB 1060 F AR AR ERFRLE )
PR e %‘ﬁagﬁg“i% L PN B E S 299§
%%ﬁ%ﬂiﬁ’@ﬁ@*ﬂi%’é*g?ﬁ§4%

BEE R EPEIR 5T g TR HARET O

TR

o

o R ERE o BHA BT E
Lo~ rRERF AR FERPAEYAFRPAIPR O RT

FIRE  AEARIEGLITLER

(=) AFF:pffpiing.

(Z) ¥$BF FFRAFLIATRE > AR L F 2
AEGETESAERT) REFE2TAERI
"ERRLHET

(Z)BFBLEAIR  7EBYRFLAIREE > FAKE

28R EEREAREAR -

(2)RAFLLIFAL > REFRIECA RFAARRF &

Eansgryioegiy o

ERNPR am<@ﬁﬁﬁ>¢m%

|

Lo s AR BT K E P BARRF L T -
41\%%iﬁ%$%%W?$L@%5’%i%i%ﬁﬂﬁ
BB Y
MiEimflnes 8 g2F (47 2% B 161-2
)

15



BT 1 02-2787-7535  Ev iF 44

16



s &

T IEE]

i 1

RPF s%%ﬂ’—»“ % (B f:‘:yé—;ﬂ’-&ﬁ)—i %)
$: % 85 1 106TFDA-MD-033

FRE L
ENl

106 £ R TFREHEE S WA RE £

. =

2 i F e

FEET P R e

= OE O F

=T N\
7 A

=T N\
e A

=T N\
A

=T N\
A

=T 2 >
S

/z\

?L%F\?’a@ﬁo

“‘L%—Lmﬁrf’}"’k’ I,
HEF322HF2BEE T
f:r:ri\/{iﬁbﬁ lEi7Hi>

aw
TE 3%

30

I FFEPAARNFERE D
R @ o (FREAER
o ETIE 2 R E)

15

PR 2 e s EHEN
4 \iif&‘ff'}é"ﬂ;fgfﬁﬁ‘l TN % o
(7B ¥4 b4 k9%
'q‘r_)ﬁ\wm F’F’f{ Ao~ H
e 5 A i
2 EBRE N T4 )

20

f;l%ﬁ%_‘;_P‘F'&\'F\§7 pl
}}/V\Jffr °

20

HAFHEP 72
[ER N

¥ 2 B

10

CEERE

®BoOo& (BB

: 100)

B fhad

—

Gy
Ak
-t
N
e

C“\j'
m

(:;n\a

f:“‘\ﬂ'

f:“‘\ﬂ'

TR R kT A% ST

R 2 B imdic o

17

::\I‘}t‘,r,‘, @IﬁBA\Q’LQ""ﬁ%ﬁ'P,}?}F’ 7#%‘3"?““—

%
[




ARG R EF PR E i 2
BB iFETE 8 i (BR2m0 /A E)
Fe%x% : 106TFDA-MD-033
BRFE 1062 "FREHFAEFS PR AP L2 EFBHIF

T J
pP¥: & % p
B B
A

B -SRI D S - S e - S = A I .2

g
BITL /B TIOL K
AFEERAK

BERE A
(2R EL R e
T £ 28X k)

A
i
RO|FF
% 4

A ,F rea
ﬁ |8
b k1 v
bomE i c:

W ogaE l?\f’ BEL TooAE L4570 /:v\‘ﬁ ) ?5'%@%51% °

18




