(% % : MOHW105-FDA-F-113-000370)
XL

¢E R F105# (7"



i VETVREP (B42):

SEFEFFREF(ITRENF) AR A E B A
FRGET XEETHAE TR EE
sflmIRE T AR S R R BTN L S B
%%,%15 §ﬁwramiﬁim$@€m’ﬁﬁ§§ﬂﬁ

EW
L
W
S
s}
5B
v
\_
e

3

i#’?*%ﬁ@“f“iiw#ﬁ
2% FTREBT LA ST M
FrxptiMaci  £RE2FTAREP OLEYF4F -

LN 4

By B OREN R

BBEFUTIHD R ELAGTEER o E G E L A P
BT o
()&% 8 R MERFEFTR RCET 7)Y 2 A R F ARG
o R R ATRARM TE > SR 30 REH L e
WEN S A HAST SF TR LY M e L TR
PR TR D A M R Ak S L fHE R AT
I%WW’TFﬂ“hiﬁﬁeﬁi‘bl‘f“,fwﬁPﬁWFb
ABFW (L e HESETEFAATHE T A SRR
TR AR T e MR 2 R R FUR SR 2
PRARSAE BERE L2 r‘;“é—ﬁ%;kw% BE) o R
SRR R AR TR RLE AT AL R AT

FRENFRAMEMAILE BRI IRL
2



(Z)RTPIRE TR > ¢ 45

1.

Rz TRV REFZLFTERHAT (L3455
a)e
FHLL S 3HEP 2 252 E A R RTVRGLP § &
KTy IRA S22 137 L%k E) 27 ip ¢ 30 4 (3
FLEARIR T REOOA XU RPFARLFEE S BHEF
PrPOERFEARCETEEURBAREEVRANE - EH
EXFRALA 2R ABMERZTAE
BRE AP R ABHAGRE B THL
Fe PR B (D 0 LiRag) [p Atkpdc 1 @
PRI OHAEBP L] d B ARRAE ST LTS

HMEGT L2 MR A T (758 p (B R AR

(1)) HEFAZIRERA L2 R TLFER ER N EE T
FOrEEIRERGTIOC ] FRREFFELMRY T LIRS
BOE S &R PR R R T AR

B R R EIRFEIRT AP MR A (7T

FHE R TEIEET TN T L (FACTD

AR E IR LSRR APRE BRI BB K )~ B K A 0 & ET

(3) EMMANFEE R P BRNFLEY 2 a3 H
F (4o WAV-MP3 ~WMA B S ARl b R 2 R £
Mg A p B % A0 AR R L AR -
FRRMARR T FRIEIREHEF IR ET HEFE S
TRz BEEZ2 LJRAR FTREEES -

(4) EPRA B S 03E 5 e A RGRAR L o g pE



APEFFFE FREZIF AL BT HEE F
‘ﬁ%%°?%W%ﬁ%ﬁ%w’uﬁﬁﬁﬁﬁﬁ%?ﬁ
TOPRPRIRPE AT 4, o
(5) %A B3 PRARZ R M B -5 2RI ez B4
B Rz IR REA N PWITY AR REABHM A
{@'ﬁ o
(6) TIRA B e s pAaR ke r T2 ) 32X
AEMFEL(FRTE v HIE ) BET I HE RS
%A -
4, R B A2 FE S A2 F R
5. MP W AAREFHRF  FAF AT FF T, 2 FREASH
WGFFMITE -
6. MF AEAEZONGE 2 AN AP E R Ip g F o 4

o

R

4
<

S AR (RBRG) R FLARIA
n kR OPFL 230

F - BHHPRN(REFPF):
WGP R AEPA=T 105 & 12 9 31 p e x4 TFHREE D2 &
)%o
B pArm (R HkE):
| EESER Rl
WFE2isflins 5 EHF2F (o7 2B ® A 161-25)
[Cl4n A48 B 4 2 BEGGRACP )

LT-FERFAITRE BB FTREP » 2
CEERFAFTR (2T AMFRL- %) 5 R
4



REP > E (RFIRIFTR B A% AF T F
BRFHRELANEAR)!
W Gii) B CBA . S s E g
(] 2 (#) 2+ bmk
(] 2z Fim g i
[ serrts b 2 B2 7 1 183
WS rcirs 2 ge 27 ~ 750 i
L] Sruire i Ze2 FRPBHE (7 Fl > 297)
=~ /Ei‘fﬁ‘ﬁ’ fﬁﬁp’!—é i+

Wi st k2@ Bd [ e Pl pEsemp 2 25

’ﬁm roh

}E]H > it N .1}))1]\')

%’Ni 2 24 %}_E\ BRY k2 YT R > R e
=% T.zq: )jé\‘ 3}:‘]9 > %N *{i&%p@ F'B-J;’I._ F]g . =3 g)‘%ﬁg E\‘—,t—' t ‘Z’ ﬂ::tﬁ‘]‘ﬁﬁ

rE-
fig 2 *E%»ﬁf#ff’??&ra bR ERE 2 MR 2]
TERBP O BB @ AR %_,%#sz'&, ZH 2

CER : AREEER 98 4 4 A 2 HEREFEE 09802406680 57 : T HEETHBUN K&
# () BUFHfREFEREG —BBIEFTRE 2 BRI ERETS H 08F 4 H
13 HREEILER - ABEEREHG - 1 BiL > REREAVETIERS TS
TE R B RGIE SC{ » T LAt B HE > O - R BT RT ]

O+ AR ETIREIR 07 TERBULARLT(GEFLRR
ZRIPE | ZFRARDBERE RFAFSEALTERLIAE2
L2ZBRFEARBEF - CREBPEI BT TRRBEFIE RN
EAMKEFHRELR g % = http://www. moeaic. gov. tw/) °

| Y A
(DY FRBBREP © 2 ¥ ERMFE 1M S 2§ AP d 2 &
- W3 i‘ﬁ%ﬁ*%ﬁﬁﬁikﬁ%fmﬂﬁﬁ.&% Iy

P o L - 2 RER R e AT 2 T AR R - B E s

wqﬁ’@”%%ﬁiﬁﬁ&%%ﬁﬁiﬁﬁ&:

]f
B c
PR S R - PR AR W R R EAN Y e (A

AR fJ“L ; ‘_{_

5


http://www.moeaic.gov.tw/

Ié_i&?r '}/\/Z:"g :l__;fﬁ/z./?fﬁfgj\ '/‘:f:?fft'?;lz—i'r%‘ﬂ})
Q)F e @ REP -

Boif- #5 Awlﬁﬂﬁ TG B Y AR SR O e
FREE T ﬁﬁm%“ﬁ’@uﬁ—ﬁi@ﬁﬁw¢ﬂﬁio

ﬁﬁi%ﬁiﬁﬁ&@i°
()i L3 FRAFEFERY > BAIP L G P ASH w

£

P
IZ/Z- gujfm7 ;_ELFIEQ -g A o

(I RFFEIEEMBEZAFERNZ 1 XS FEMM2HP B4

(bt R)-

B~ .?‘q‘ip
CHEEFF AR DGR
B A3FE S FoRBFAE R FhoT
B L<RBPTPREEF AR HEF~F -
BEEEE T SRR S R LI I

138 B 4o
2HEALEMAHLEG > 7ln A ERE (A) FR- R
ARG EANELTEY

(I RRAGEPZF* I & -
1P 4 Hmp 4o e
2. R A AP 2 F
O FARETAE 7 R FEG (9) PR
REAFELAAT -
(] 2B T &L T 7~ A %&TE (:éf])%l_?%]’ii—#%—
BREAREFFAFLAEY
(=) #EaFREcERLERAF 2R TEHFLHORT £
P AHBINEALER S REFEFRE-

T\
IR
o

A5




(Z) AR " HFRFEE 2 FLFE 29> LU PFHEFALERF
PEWE o RRABEREF S FEF 1AF 2HEAKKR
k1L R€96=10% 2p1gF % 09600396110
RIREFAEZFERTEFIRGBE
SRR HIERE R L ATLSROO0F K o
(- ) AP 4T
() 2R R* 2> +2FH £3F > HFKP LEFEFR -

Sy EREFERARS CPMFEAPMRET
- AR F ET RN RF M & 3353 ~
RER RS 1 W, (TR TR RGEE )2 SN
ERA S URFAFE P EWRBERT (£F1F)R
FE el L H
H:
2 FEBRFREIERBERT(EHET) "R~ EHFIE
RE(BREPFHRPE) OO, R i’i»ﬁ‘ffll%wﬂ_-
CIL R B 2@ > B T p 20p (P AP 1 - BED
WEPF L FF2HIG R A PEIF  RrFRAE > 0F
FpURT s ARD R 'ﬂ:}%#ﬁ‘k’  REHYRIFHEPENE -
&%&ﬁé‘uﬁ*ﬂﬁﬁéﬁé(ﬁ%d%)r\ PPSECE ARRE
RFE RSO0 EF I AF 2HRET A5 R LR
(12 5 ¥ IRI2 RE (EHFOP PR RF KSR 2 H - &
R 2UE REF2F6 R LY o AREREE  BER
2% 0% 1% 2854 % 552 £ 8-

- T IERAERRBERT (£8F )
_ESESI IS T
D LS E
By % ROFAREL 5% & ROFES 481130
aw¥#%£%~%§#Mﬁi?ﬁE%i@\%H&W
2 ARWFELAEN: HRBH PR gL ATV

7



o 3&3'1& A 2 iiﬁﬁﬂ o

J=q

P el 22 RFAEFER (o 2L E o EF Y
ﬁéﬁﬁd°?%ﬁﬁ‘%ﬂm(ffgﬁ)‘%ﬁm(%
B EAE) T AERTRP o

o ﬁ*&?ﬂg VR B Y i (AR ¢
Homp i (B 2 g A2 d®/ NP Y -
PR FRERENEIST - 6 0 [HP - s &Ko
T R] 22 HETF 0 TRED TSR NE T BT HS
At it o

FRERFT AR F TN 0 Rzl F iy LA
288G TIARYR A RS F A TR
B2 d T e RRELREFSESL B Y

"'/E%J%'L*;?‘J ;%i g :JL’:'T ;.JP\ et

<¢ ) ;‘L%-ngﬂf ’\. ~ J—%‘Hpﬁig F‘ﬁ};t’\'a‘\ﬁuﬂg .
(=) #5832 A4 pEwm o
(3 ;J-%%ki e ,i*a:\;fwﬂg(m 4ol 5E Wk HEFE%RE L%

WP SR TR FER 2 AP BENTE A E) o

s RAEREFTEM IR AR FHRAEF AR 100

E127 8P AFHFLAMFLERO WERER (RY
LE) BPEGELE € FTAULELAAM 2 AN D
WRAAPFF LA FIARELE RFTNRZ B BTH
AFERGRNIARTMPLIIFL > ZFaEFEDY
N R PERRR A [ F i EHE AT AR EF L A
EZRm A ET A R o ]

P eHFr kit 95 £ 72 14 priie=¥



0950004326A L2 R 2 > £ B R Z Y "R Mg
PRI WA PEE L RB o
L= FEARER RRARBH AR Z RBAFLI
THEGFEZEY 62 ﬁ%i 123z R ais ¥ BRPmE
FrfdPTRE - F 2 RarpRs P (Ee) by
¥ E u_%.*t’*rréd’*a\ {7 o
S A ZHERZFTFTREARNRT L ITE LRFR
EAS T = 2R A

Iy

Rt SRR TR
- \ggﬁgﬁﬁjﬁ:
(= DRP PR~ B FTREP > 22 £33 (- 672
Y- s K o A ED Bk EFR 2 EP3
Bt R PRI TE o UEER & L RS
T o
(Z) FHFMP AR HRFT TR TR TRE
o2 Tra  EFH MR-
(Z)HBRFrEALEF L2 IRBERE (£3F) 2T

ﬂ’%i%%wﬁaﬁﬁﬁé%ﬁ@%’%%%+ *
"L’}ﬂ 1912\7‘?%’]@—[}@ °
Z AR ‘4&%’7¢&W%’T$FAV%%%EJ o I

0% TR, ZHERER

(- )FRARFA R AZHREF R TF AHERF TR
BT REP 2 E) 2R (£33 ) BREFEE ER
B STHRARFED LR BRI RBRE &
HE S HTF o

(Z)FRARFAPERIF BRIF -4 2§ 22 g™
TEFFRERTFEE T ST



WA eureedld 38 (B0 $aEgLhper
i)

O &84 34 (ip 7 3 H#0)
[1 zFg&> 82
OEnedldremis g

PO dethe AR TE A2 BRI
— Rt
W A0k OO R B A9 R SR AL 2 2 R R

EE2ESLIASIERT 2EEFEI RN RF LY
MERIT O EPETEAIBEL R ARY -

W5 122 8% A BE3 R RFLIRES £ F
TR kY AR ARG E BRI S 3FERT R
LI -

= AR
(=) #3777 AR IR &5
-) +%5 W AR [ A% g
(] # % ~ 47 B o
Z PR EFEL R
(-) 2EFEHEZ—FLAEA BT > LRFRH W o
S )d AFRZEIFREFG ) EPELEE o Xl L nd | R
P b BT TRIFERT (£3]1F ) A RATEEFA D
el T ERBLELS o
(Z) 2= FAp 2 3708k (ia) 5100~ > d 235% 0] 2k
Rasmg ol p 2 for > BRIV (FAR) o 2
1 iFA ﬁ)ia BRITIOL HE B evzg«fpo

(z) T2 2L B E€RLRFTAEE B TH08:E804 (7))
LR RTIOAEKAEBOAE R ERAP - 8
FAEAERE WL PERF RN EFERMF)

10



(Z)F%- 22 AHERP RRAD 2840 BT 50 RApFEI T
FEIRRARZ E 0 > g B @S > AT EH U R 2
B Aed PR T A o
()% et f g2 3L, 1 Te 3 AR a2 | 5 RA -
§h R R bt FRR IR TR TR ARG MR R
TER > B R AR @ER
() BPHERPEREFERF)FLTDN EPELEERPLAR
ﬁt.ﬁéﬁr..%—% > 14 :g,}% N 2 S ka B A
RiEX AT X5 - PERERCRPEPEZEHF) < '“’\—‘ﬁ
R %%}%w&ﬁ AR o
(M) FFERERPGPETERF)ZBER L RESEET
PSS RS R PP (R
LR (e & F R ARF)3 LRy PR e
2EHERF P EFRRMP)E2 R K R EHA . Ak
Bk A ARG HL e 2 2 T REARF- B
A K MR EEBARG o
(LI)BRE%-2ZRFF2RMIEEGEE 27503 S paL
AR - PEBRCRT B PEEERD) X- B%A I} 4
e faspE o v R Sl S e
[] #HAREERZRFEFREFE- X UAEZEFE
BMES 5 - BERCRPEPFEFERF) FEFFE

7F:'-I“'A)‘LIE' I’WFBPF*AZ Fo -T2 0

e

[] #pRAr&F2mFHP 20863 ERFF S5 - BEAE
BB @B EFRAF) @Ak g o AT -
B O #HEFFF el [T Ay - RIF55 - B%A R
FOFEFEMP) PAARE BT -
(1) 23 2PEACENTIREERFPEPEFTREMF) I8
[

11



[ #%B%AcEN ]l ERBERFEPFEFEMRF) L8
R g 3T FH B R D ARAR G RIRAE ¥ 53
R FHEARRY AR T 25T T Rk

B 3RS ArENT 2 EBBRFEGPRETERF) L
RREPERRY - REACRFARE 2 A Y 5o R

}‘:;(" ?i}%iﬁﬁ lyfuﬁ“a— °

I N R VA

b RN Gl B A fie A
VERPFARIREIRTREV R I AFRALE
1 H(aﬁﬁ*%%ﬁ$ ¥EEVRARENAARE 30
27 EE)
) 1P PR - RFAFERZ PIRY2 £8H (3 5
ERRD C EFLE 2 FREYSE)
BHFRFLEFEERGETNA G aphair
] TR (FEEN M ERAEEF 1LIF )R 20
RN FEA S R FL PR L SRR
T4 )
4 BEFEEFEAPF2LLEBL 20
5 |+ EFPr ¥ EIHMARAY 10
6 M2 ¥33 5
e 100

TokEL R 2 TR Y

N R
(=) FERFI B 23ELR LA WA= et B k0%
L

IR AR A BB § 2 A 0 AT

12

3 (3idor e 122)

B AR AT LN BEL S o




() H4R2 R > #2022 AFTREEE > F8d FRELLHR
BERRAT THFET 2 S8 AR F TR AR
R e Hardlid Rp p AT ' §RERT e WK A
o W RRE D PARF R YRR

(Z) TRFLERMF BRTREINT P 5 HAZEMTE 2
eET MR (20 048) 2B (10 44)- iR d 34
BRLTF—2d HEBEFINRLE—L3 RPRETELH
Fo(FEPFERPAZ I T AFFETT FEHHRER
FRLE M FEfErmrr s 154548)

(e )FFRRFFErF B2 FATF R AT HRE §5
%g’ﬁwﬁﬂfﬂjbf’?ﬁwiiﬁkﬁwiJ%Pﬁ
BTIEL o

() HEEFHEIERZ TR FPFAES RA -

(=) KRS fFsdin 74 2%

REPFRDNAE -

()P EFEBUEPLT AL TLHFRF - X R TIL
FiEEo

(M) g b ted o8 FRERTIZEDBLHT Y 0 RP
pAMMFE D AFETEPHERG TR -

2B Hc
- ~ BTt 3 A
B 235D 23 5HFL | X% EHRENTH3 NERH
HMzR3aex-
(] “daFHEa -
S~ RERBFEL 2 A IR
(m) F1IPH WEIRS - EKHFLTFTRAA(CGRB)EE&TH
#AEH -~ GRB Z & T HEBMF PRFL > BHT
HRF 30%(F«¥ - FHF»>OBO0#O0OFTOFO~

13



)

(=) %2Hx W05 E 127 16 pw 2P rFadEdi o
6i»);& 105 £12 » 31 pmsMeP A aps
R(134 66 VLT HpXE6 )~ =+ GRB
WAL S FREF R L GRTHE TR PTPESR -
MAAFRIHN L ERFL S EEFL  GPM T
BEhe¢RrBlce aFRAtdg 2455
BET0% (F<F - HHF»>OBOHLO0FTOFO~
%)

BE o RR kAT 0E (F3)

R -HEeppMER
-~ RAERBEBPFEREIERFET IS
(—)&%&ﬁifﬁvﬁ(#ﬁiﬁﬁﬁﬁ@ﬁﬂ%
(Z) RFERFLRBERT (EFF)F60) (279 - w3
ok Al E] e
S R ARERE RS R AR R Er A EP 3R (3
) %t TR ARG T P s PV B A
£ AE [F2AETINS RFFFRF (517 3
BREBEL6-25RE )] HECH Bap Tx %
#%ﬁﬁyrﬁﬁjﬂr&%&%éﬁjfﬁﬂdomﬁﬁ
ERAPPHAE L RRIRPRP LA URER
dwaiﬁﬁi’“méﬁﬁ%°
CARBBRT EWIET YR - R
r RERPEG AL ER SRR PFFIAAERE &
o REAHERZFNFEY IAF 2HEFRRALL
2t A€ 962107 2p142edF % 09600396110 534
ToAEAERE I REGBE -

14

Jvy



I *ZFHRRPFRIADIAFEREE EHRF L)
(] -z [JEF9&5 - 25 %o
A AEAFRBRPF RAFRRRE Z TRy i)
[ -=&3p__ [IZH&fpz-TF 1 _ ke
S S AREHPT pERE I PR E o (EaE)
M EERRF T WP AEMARFE RN RT F =44
ZEEF o F T RILTRE- R E
1 flirn sz R A F R AT S F A F T

AR FEEP L2 RPIRBERT (£3F) 20 % 0k
TSI G T2 - e > AT TS 2 FF 0 55 Y
Il N S AR L 2 O

R Eges BIFE o Rl 4 &

-2
ERE LT R A A F W
RBFRLHF AT
‘*%ﬁﬁ@%%%’@%&ﬁ%*%%ﬂﬁ3ﬂﬁ
THRL AXARIGABLES
() AFF i pifpinr-.
(Z) ¥37 FEAFL2 AT R 6 AR LT FEA
AF (P FTHESAESFE ) REFELINLEA
I Tgmg AT
(C)BFULLFEF -2 FFRELEEG & FAER
2 ETRE ARG AR -
(2) BHZELELAZEY WA FLREAFLAIR -
(I)PRAHEP 232 AE
LEFZEIELH R ARE - AREE .

\

15



2.AFFTLIELHT  BmEAHL » FRAF LI
LR HEW -
() AEBLEFA 4 REHRIE =L | 3 EamRegs
WERAEE I rgT Y o

Lz P (REAE) WHERE FR O
ERAE WP ETE TR R Ears R

te ~E AT LR IER (FEHF) FRIHE S A F T
ARFHT A F -
LT AR BT A K R - ‘
LA AeHARMERRARENF T ERRAEY o GFRIEAFS
BBy g
Wi mflnssEr Ry (47 38 %%HBEFE 161-2
)

E T3 1 02-2787-7362 ez kA2

16



FrLiwnes R¥F g AR

B 1

MPpFFT 4 (BRE-FLARAEZE)

% 5. © MOHW105-FDA-F- 113 000370
BPRAL THET ARTR A AEERE T

pi#p: # 7 P
FONME A
A
B R ENED
F \
I8 = % B P A

»

=\

1 #45Pr383RE42%F
Fri g ngpren
E’-(;#ﬁ.f”'"ziaﬁ%—t% 30
ES AR ANSE O EX
i)

2 ey -RiFERs
ORI £ (T8
REM ST 2 i
FE)

15

3OMMAMP L EHL LR
c LB TS
Fo(FHRERS M
FRBELHF LT 2ER 90
RH A 42§ PR
ke E%2NiTn

4 )
4R ey s g b
A 20
) HEPERRFLIES
B AR £
6 fj4r2 543 5
B (REA )

B i

TEIELRE L

R TG S PER R ERLR A A A L R RPE L

R 2 B i o
17




FLARTIS R P PR

MBEFTEhRE (BT A =)

% % : MOHW105-FDA-F-113-000370
FHE L TBTSARTR A AERETE
Merisss [AZRERDE A :

i 2

B B
4
s

CE AN A

ERCYANN I S = VA I Sl - A - L oV

B

A | B

A %R
B %R
C %A
D %

EZAR

F %A

G %R

HZ%E

el g S

RBivp /R TI00 K&

Erd e ik

AR EFREF
(& RABF B%A =)
NRERLAFETE

2 3§ k)

I,

=4
vf

B

%

SRR T SN
R v ¥

B e
18

A
HEERB LA TN RAL RO KB A 0 F T A BEAP (RN R A




