078y

- A
AR

S

2h- = a
A BRI B
HBa 0 115582 T HBE B & 556554885
# E 1 (02)85906047
HisE AR EE .0 ds(02)85906742

L T 544 f ¢ hadueducknohm, gov to

10688 077451
LT HFo B —H205:048

A

XXH T PERABGACLABS &

Fxad: PERBEIG£3A108

B IR R £1051260064C5
A ER
EERABEGRSRBEHR

M D BA 2 BAR(EFRFLE)

£5 TRRREMRENLHED R IAEE | Folx L84
A w EREAI0553A 10 8 SR 7 2105126006458 445 £
B BREBFABRSERSME) G B AR -

ERCEHRBRBE  PERBRBGOLHBOT PERBFEGHLAGL2EHAE -~ 2
BEATERAFEGOG2AMAE PERBEGHLCLENAS  PERBR
BMEXESAMEG T TEREGEREHERNELNS ENBRTERELNG - ¢
ERANBHERAMEG TERAMBHEEAERE  4ATHERERERN LA &
T ERABRSTHEFEN G PERBAGENEREN G2 RHOE PERE
PERMEG - BB DVERMBERED G  PERBEREHN T LA LN &2 B
CF GATARBECRAZHE  SHTEMNEHBE  SLEREABEHLE
FI¥2g  6LTREHERNELNS - ChTFEROREFNELNG - 68 b Ens
FREWME

Sl HABRANTRERRBE HABHNRLENTEE - HABASBRRES -
HARBRMMRBEHE - ANLRERRRE ~ AL 2RABRRFRERET - A5
EEA0CHEMMH)

Bl

B2

il
n

e

HBARAE  F T £ 27

k-
o




LI L ;;;fmlriumﬁflﬁ%rﬁ[ﬁiﬁﬁﬁ

ik ¥ 9 1Y



LE ISR - -SRI

T TR R Uy RN -

#wO®:
HAEER

BARAI S

FXAH PEREI0543A104
TR FARF F 10512600645

BET2RMEFBRENSHIRAB R LEE | FoHx -
MEE T 2REBRBEYLAED R IAER | FHHX

Bl T #17® #%1E







2R BRIRR B o478 B R AR E IR & X IE
> d

ERfhz— AREURZEY > HENHTERGHRE I PR RS B E
C BRI ABE ZRRA - BRRESH - EFHHERLEEBERLER
Kt BREBRHEEREZEZXHE 2RO BHRERLERE

— X AR B LB ZN—FE—EA—8 -

ARV R B EREHATTHELITHE R - 57 §
HRBELEHAMERBRZIIAE > BRITHOH 4 8 Azze R 4518 A
S B AT B K o

FARSRBLRR > WwHEBEMZT ELRBHREME  BEEREL
£ 88 AR L B ARIUH & o
B+ otk 2ERRERBRATFEOMAZE ST !
— EERHEZERBRRAE -EER - -ZR 298 RARLE - LER
kB BBALEH
ZTEREREATR R -
EZCBRBRARE  RBBEALE RSN EBEREH
W R B A R BRI B AR - A R 1) 4T
DEEARBRAYFHENES  LEBAEKLEH -
A BB F TR oERSMZER -

HA B LA HERABATENBE EEREZEL  WERALE
BHFER  CENBCTEHER BAYELH ARBRALNEBE
?%iﬁ’%%i@ﬂﬁﬁﬁ’@m%iﬁ%ﬁﬁﬁﬁﬁ%ﬁiﬁﬁﬁ

RA o IEIFRREEA -

Frwik MEBUABREREREFRESZ ST
— B IEMERR TR AARERERRSEY o B YRS M
W MO BERERIBHATF -




(—) B1EFE RS FTHEILEAHARBARTRETAESR
Z 2 2 F 4k # (head-to-head comparison) 2, & IR 3 B 3T
Bk P 3 tb #5 (indirect comparison) » ZE T EE R B A BB &
ZRAERIMIT B B BB BUS B AR — AR
WRHFE > T RAHF KGR EETHRIBR - AT B AR
BATR B G RGe D SMFHFHT ~ LFHMREF)MARMLEZ
#HE O AHMEBARBROSRD AREMER -
(=) B2MEME -
LE2AB  BRATREVTAES LS BRBAGEAF 75
#2 & ¢ & (moderate improvement) X #7 % -
2.5%2B#  BEAREEAAMNCUBBELE S ME -
CABRECHBARS BRI RAE
(=) BT RBHRRAEES
1k~ BERERETHEALAGTR
2EAKRBBIEHBEHE
3L EF
4GB E %
S AR A
(=) B 7 # s
LERBERER
(DERHB X FERTEMEEZF —Ray  BAAEE
ZE e
QEFRHENGUEERREERAREZCHERELRRE
BARBBEME - BXHE—my  BERBEZAR -
2BABE# £ # &% " FHARTA R AL EREFM
(BA/BE) B8 & TEHMMTTZESL -
3. MBZLED A BEBABER LR B LES
AR S B ERRMREHBUMRE LA ER

nnl,

o



EHBEREZ &5
Btk HaBRE RS ERZITER A
— RO BB L2 F WE%%%%E’%%ﬁ%%
B AR ATBE R AR SR SR B R A
= B BT R A LR

(—) PEFEEHI=ZBARNNREESR L SR EBE L2 8
F oo

(=) W EEYpBBBARLERE  REFLE KA
122 vtk 2 A2 e o

= EBUBRZIAEE  BURESFTELRAR "0 568, AR -

v~ S ARE SR SE R mIRRBIERA > B ARELREZN
#E LR

(=) ABECURE —RHFTERARKZREL > REHNES
ZAFE R A S (WHO)ZATCH S 2 5 8 B BB 44
CERE AT BURIEE  BUGEZRE A EAE
ko EIMBEURABZERALERLE  REIBEZHT
Z

(=) BRLAEAZHHRAE  LEFRFERBHRABE BER
RPEFHRBE -

(Z) BHAFEAR > ROUBRBARASEE > RBERERS
i

B BHEEZHESRELAMERER  FEBLRHE - BREA
BHDB BT AENEE -

R EHRERMREEEBERB 22 BREERFTE Y A
ARRCUBARZAE  RRALSHERB0LZ BFEF > b
B2 BE > BREFLPBREIARREnLZER (0B AIAE
NNBEEE 4 A

o~ MBRIE LA R BB R SRERET AR

3



BAE, ZELEFRLZB/ENZHFHECE LS FRAEREZ
B BT AR LB ERIAE -
ANSBAREGFtmGEE _RE B BA_MAERRS A EZHEF
BBz AZERR T -
(—) OB ZERS F AR LU BEARTHALEZENESF
A BWHHMGELEN -8 RAREF T EtHREH=
+ ZARPIE -
(=) MABZ BN THRACEKRE RSBV SBEZEMSE
R Bl LIRS T SME 2 BARE ¢
Be 2 e B b Bl 2 B R o B A S H R ARAE 0 R
B EAIRBAE -
2 BAREEN T EARZR MBS T H BERIRME
3R EMAEXEABEFELRBE (BLET UEBEMELZ
BRI BER) GHRUBE XL THRERS
AR -
(Z) HABZ M BERATUBRA RSB ESEZEMNSF
My 0 R BB AR - BT SR X B RAR
13 EE B F B o B a2 R M8 R E 2 B 2848 R R(E
2UFRERMSE2 L EFELRRE (FEFURBREER
ZARRIAHEE ) A RRE XL HRER -
3R HEREK -

FoF=45 (M%)
Bk (i)
ot hE BEBEGCEZBL BAMARBABTERZ ORER ~ B %

& BOEBOBEELE LT RERELERABLESENE -~ +H1&
MHBRE  BF T TRERILFEWRES AT



— RRABAZESOEATTRMBEZOR | KRB ALEEA
B2 8% HERB - RBEMRLEATFINZIREFGBERLEHRE
REEEAAMME o

S BMBEXERATRAOEARZOEH  UHEFAEUEBELRE
BERETFHEA -

AR EERTHAERAEFTE BRI ER TN o B
P XL BREI LS AN FE P HAERMR
ABMEFAE(EHR—ZE288)-

BEtothkz— AHBUEELZEEFR  RTAGHZREE

—~ABRRECURBERERERL LT BR20 AR -
= BHERELETRER B0 - AT
EHELETREF Pz - AB4E
W~ B BB
Btk HEEERAREIHBBIRALT
—~ BRI EAE T
(—) s&BEBER - A— Za: BRERGE B -
(=) OREH B+ ET -
(Z2) —BEARELABREERFZHER At =7 -
(@) BBEEFUERRBER - BT AT -
() AT=—BoShz B s 0 BT ETT -
() BB AR -
() BRBAR Bt E—HELERHEA -
(AN oRREa G/ (R ~ ] ~ ROFRD > At o
= Bl A ABHT R R HEEE
(—) Aok EenERgkzo g $1E%HE2PIC/S GMP LA
Z RARAE 0 B ABRERKAE -
(=) BIRAEKME -
(Z2) MR ELSBZRBEF AL EZEE -

i




(w) B EBEZRATER IAHE -

= FHGHBEREAN R ET A

(—) #H~A -

(=) 4588 MEABRREWILBHZ =468 R8EK -
(Z) BEABRFHAOZ LA -

Btz ABEEFTERB-BEALFZ A+ BEERITH  RIEEA
# ot ook AR B E > £ RF B A4 % 5 248 £(Drug Master
File, DMF) 18 K, 6L &1 F £ 8 0F - AR AKRT IR EMLE -
—~ UF - @i R RS F B AC RMERE ) Roa s Rtnag

W ECHE BB LB o NNEBE -2 RGSHE S e
IRREE i BAS B2 B & ZAHEH -

N BAREERBESBEAEEEREE R EEEZF
Bp s BB RS AR ERRZR 5 @B 54 PIC/S GMP
X FATBHALAE
WA ENBLRERBRBELEEZELT X KRARBEN LA

B RRERIMEEEE  RANFT A BRBRALXHTBER

WEE T — 18 F &8 -
ERzGMPHEHMEIL ~ EHRKMAMAEEZER  REXFE

MUMAERBRES  FHEIM - RELSTEHHREFAERE

HoBXEHMHMBLREBAZEXBR > HE 4 ¥iE A% E

AW BEABRHELHF TRBEIFRNBE B EIERAFFH

» BUF SR X AR SR A
E—BRAAIAEMEEER  HIRBRALT £ REY

BITEHRRLE -

B+ EM4 AEELBREBRFRAERAEIMNBREITERANT !

— EAEERE - FTERLERLRLEEL ) BABECHER
G~ B LB AL 0 RAAR B SR ZARE T P -

S FREFBRBERMEL - BRTHFABME




(—) R E2HE L Z BT R RA IR -

(=) $F B LR BN AT+ HER -
L HERAFHREBIDENETEAEL AT HEE T3
Bzt R ERAE -
2EAPREBANETEA INER—BELEL  U+H
LRI B2+ B ERIE -
3EHEAFREBAN —BEALEL  UTHERPHBE LRE

(Z) $FAAE
Lo kLo AR (2EE -RHRE MR -BHER -
HHREBGREE) wHE 2 TEEHER A LRE -
2EARREERARERERA (RGHEER) mitaH»
Zo+EEHERBLRE
3AEAE BEMETTEE > it S EEHEM kSRR S
EX A
WRHATHZ RS BERRRASHERE > BAEAKR BH
TREFASEMEIZR > HABRAREYR TSR M Eire s
AR BE B E_BRF=ZB2ZHREHE -
FAERCYBREE EMFTHEXFERERAE  BAZF PR
RENFTEREFRHREE R LRAMBEZ BRI - AN
MRABRFEE XL RS ERFEABRRALTHETE » R
FEdb PR 0 BAFRFHE R FAEE
FAHRLBELIBEMLIRAZITEGH  BRAEREETEE 2
BARTIA » SRS RE BRAESRTE  ERNEANTOERA
ped e
BENTRERECHZATARLERIRFRERAE 208
BARD MR B R B FMBRBTREE AR OERA
PHBELEH 2P RBRUERIAABERZIIMEE LR




FZtxte F-RRF_BEHNBIAARERE > FHOESHRMAES

MaTHE  ZRESERRBFHEEEABRESL L2 AER

R AFREERWE IR ZB/ELLET R AR RAY S WA H
HEFEIRE -

FARTH ARECUBZEEM B RE wREZF(EESYHRE BA
BRESBATERARAE  AGBERTIIAREE - @0 F HokiEH
BT R 2B A RE RGRBEFREBETORBRARERYA &
REMBFTERERFAEL  FHRY_F > EU—KRBR -

ERT otz MR BEANEHRM N XA BRZITRREN T

— ~ B F A RMM B T FEEITR
(—) REBRFHIER -
(=) BIPEM T s e
(Z2) S BRRBFHEEZRB AR ERZ T ol fie
RiLwWEET 2 B m P s s A Fi44E -
(W) &R RBHRITAWIRE RS POH -
(B) RARATE -BREAMSHAREXRATHESR > LASRR
NBESACH - BERERILEF R -
(X)) BREZERLEENT LB TR > FHRIZZHRDHR-
S DRERERHMM - FE T RE L
(—) BEEAERIAE -
(=) BB LAE -
(Z) 2RI BERRBFFBERB AR ERT PR FHE A
B > BMURBEFRAWELEZ ERARITIESHEE2 T
A -
(vg) BREBHITATKEIRE EEEZ P8~ FI9E REBAF -
(Z) B4 & Ak -
(X)) BRA ST RE SE R 45 2R R 2 R AT BB -
() BADERNEHRM A LR e bl E -

8



(AN BBz ERBREANT LB TR 2R3 - B
ERBERERALONE  BRA B RN SSRT2 AR E
CBARUT R E  BRAERE KB B RN
ML RT AT AmE
(—) PHEBERAXNYE  RomBEar2t+5H -
(=) HEARBBREABRZRARAN  RENMEBTLZTE -
(Z) TREERBIMFGEHRTE  RamwFaosrzt+E -
() e B mAsREE R mETo2+5E -
(Z) BBV BRARESLER L BpimE  BEmES
/\_z-]l—i o
(N) AL EZERREEE RS mEE»2Z+E -
() AAERERBARMMBNEE B0 452t
HERHERAAER V> KemEBar2t+E -
BEHDBITERFATKNBAE - REZR - BwmE - 5 -HE
CBWHITE XAEERE AR E B EH SRR A
BEAABRELY  FARRABBR=ZFRIRES -
BB BU LR AEENERERS (EEEF - BE &
HE) XBBAMBSEE  RE-BTEATEAHETARAR LA
BB EARSRBFEREHRE 2 > B1F3— Frbpldr B Ropo
Ei o







