FoREPLIRMELS L - F LD L

F—E SiESEER

LATE 2-11-1
2. R R B 2-11-2

2.1 HIEEIE R 7 S5 HA BRI 2-11-2
2.2 HEEIER 2 HigE A 2-11-2
2.3 B—REFTTEE 2-11-2
231 F—REFF A A 2-11-2
232 B —RFFEE 2 UE 2-11-3
2.4 HEE IR 2 A E AR 2-11-4
2.5 HEEIER 2 KRH 2-11-5

3ERFFELZHH 2-11-5

3.1 B ZACH 2-11-5
3.1.1 SEH SRR Z 4B IRAR 2-11-5
3.1.2 F—REF Al EIH S 2-11-5
3.1.3 Ry RUGET S8 A B S8 1 2 AR R HLA] 2-11-6
3.1.3.1 BHUSET AlRE M A E i ss I 2 FEAR 2-11-6
3.1.3.1.1 B& %550 7 BN S NG PR BRI 2-11-7
3.1.3.1.2 BN HEE 2 in A R B SC A 2-11-7
3.1.3.1.3 85 Z NS s BRI 2-11-7
3.1.3.1.4 BN HEE A S aca A ] 2-11-7
3.1.3.2 Ry HUSET nlsEim A B hr s e Z 515 2-11-8
3.1.4 FEEIER AR Z Cak 2-11-8
3.2 fglfs &kt 2-11-8
3.2.1 BEEELL B H AL 704 2-11-8
3.2.2 AL AL 704 2-11-9
3.3 HgEFE o # ] (LAREEm BT 2-11-9
3.4 HEEEEZASE 2-11-10

4ERFFEZHFE 2-11-11

4.1 F—REF 0] 58 2 HlEhr 2-11-11
4.2 F—F 2 FA NIEAHEE N2 iR 2-11-11
4.3 PR3 BRI s (B B 55— 2XEF 0 58 2 [BR s A H T 2-11-11
4.4 fE TR HAME 2 FEBETE 2-11-16
4.4.1 gk q e HBE T 7RSS BH R 2-11-16
4.4.0 PR EE

B H S T RS A 2-11-17

2-11- 12024 & 3=



SoREPEHIMEAS L - R{ROFuL

4.4.3 FIERELIY HEE A Z A Ryt 2-11-17
4.5 FAEEEIE 2-11-18
6 ZE{5] 2-11-20
SIERHITEEZEE 2-11-24

5.1 RZHERFES 2k 2-11-24
5.2 HHEEHE R E 2 WU 2-11-24

6 A% AETE R AR A AR SR 2 S 2-11-24
7 PEEEIE 2-11-25
8.7f8% 2-11-26

8.1 & i Bl P Y M PR St b 75 B & 1] 2-11-26
8.2 R B P S M el st Bl B ] 2-11-27

EIE!

2024 #3<2-11-10



SoAFPLHIMEESL-F LEHFuL

FH—E SiESHRER

FI AR ~ RAEEHBUE AR EAN M Z Bl - IREMARE #5351
RUE > JERUSET ARG S - HRBHEASRIUSH > SRS —
IET ATEE H A AR B AR - ANEE (Rt S A RS AR AH B R S AR
KHBFERIAT LR -

LAIE

EFIHIRE S AEGE) ~ Orog ~ RIS B st Z8IME - DU
FESESEME o ZRIM - BHHY ARG o] B R A B an R R A8 B H B 77k
ME - R&E4 I H YRR EERBHRA S ZHE - RtrEZ 2R
AR - AT RSt B AR - BB A AR R E
EriRER IR > FERRHER o B R S PR AR L
BT ZET AT BT - KRS ERKHE EAREIIR] - IREELT - i
(SRS TR 45 Z T e BrSS e (EA RoR B TR - EE DU R A
(EFEBENE - IR - AAR L AR R AR - FELLE
BEgEaL » RN BRI ER] > JRUOERUS EiTET Al i A E i
H 2 S
BEgEAL AR e RS T AU A B EUSHECR 2 = M AU
FREZ EMEFAE BORENFEMNZE A EZ HEE AN SIS
B SR SN R Z e - ERIED AT RR - + 530
ATEFTRE TREMUERAUE - TERUS ST A8 ) RS A E (aE
FIRE 39 RAUE > BESLIE S TP IV A EETRR RS S0 Sk
SEALET ]SR> AT RUE B A R R R EEYES 14 R
JE > BRAESSARESN - FERNEY R PR EEE AR SR > I
SAEEEYET RS > ARSI AN S RNEREMAEIREEEHIES
9 FRAE > AL T oL EE RO B A0 WS 4aET nTRg - 1afe s % 530
MTEE AN
A AR R B an - PRI AR EE B a2 B 4%
an > ANEFREIYI % -
AR T HAVEE L EE o SR R RENED o Y w R R 2
=2 TS SE
FAAREE > B S BRI RE AR = B ER 3 e R BN RE AR - P e H
sALte o AR T R -

2-11- 12024 &<



%531

% 12.1

% 62.1

% 531

2024 &%

SoAFPLHAMEESL-F LEHFuL
2. HHEIE R 2 T
2.1 R 2 2 HEFEE

{REESRIREE 39 ik ~ FEEGRIGE K EEVAS 14 R REEEHESS
9@2%EJ@M“XEj%%%%ﬁ“hﬁ&?%§ﬂ2§NMA
AEHEH AR > JRSTHUS o H BV SR SE R R % 5 AT
It o SRR Z S I B E PR B 480 E%%%ﬁﬁLﬁ£Z$%
EH] ﬁ%?%ﬁﬂmﬁgﬂgﬁﬁ ﬁ EWLV%F%$£ZM
BERLE - BIANEESRILER 6 (FRATE m o BIEERR2ET ~ JEEE
SESEV PN USSP T /WEU%%A@%$ﬁ%&$@&% 4
an o FREE RS AR © AR HBIE A A - BN RREs AL -
{bfan ~ L ~ BEEmEiEatam 2 ik ~ BB REAE T B 4
B8 TG B (E A ~ UEERR B BACE - Bt s R e iR LS 2 A B2 dn
KHEAEFHESFIEAR] > GG TR -

KRB IR R T Z R S B PR - HiE {3 o s B
P g e dt n sl Bt an B H IS T 7A Z SR SR TREBS R TR
SEHH IR -

AL B T BN HEAD K B g a2 2 i IR S HER LR -

lI

22 HFRERZHFEA

HHER AR Z A(MT%M$,A)@V§N%A BN R
JEIREM N BN - BB S MG R S

HARE R ILAR - TR &%%@%@%@iﬁ%ﬁfﬁ%%%ﬁ?F’ EHANE
B Ry -

2.3 F— KAl
231 F—XEFTRZRFAA

FTEFAREZ R A AN UEENEA - EESIEEBEIREA -

F—REF AR 2R A NEEFRE AP A EA—2r - EERHEE A
= FHBAR A A BB SRR B A F L2 - J&F
TAEA DU RE S 5C BIR - MEFHER AN IE M i & F R e i
523%1# Atz s S B ik s s SR A R g BB
[ = R

F=E ﬁl%ﬁT%ZHﬁA%%EEW%%AZEﬁ%%A |l
HER NZRTRHSAEEIH MY (% - (DIER B S AR A F
TRAERR (7 o (2) B Bt e N LA PRI fth N B A

2-11-2



FoEEPEHIMEES - % LfEBR UL
2.3.2 F—REF I ELZE0E

BUHGEIE R OIS o ERBEEN - BEEEHAE T ASAHR & 531
FIREZ B > AARREAERUEFTEUS 2 B —KEF s - Fifl T 55— G
AJEE | BIEELE—A R (active ingredient) K[F]—FH#RATHUS 2 i
FIFFE] o BIAIAEEIA R Y R R i > 8 > e BUS R 2 P aled
Fo HEthUS 28385 R T B —2EF g -

Al AR 0 IR EERARIB R T r]RE 2 TR TS ) MRFTEC
BRI o RS AR RS nE T AR T SN HE R
TPk 2 A R8sy e o JRANE > [E—{E2E04r (chemical moiety) 2
NEEE - AEEESCA FEAKEYFTHE 2 AN EFF ] 950 E E
—REF O] o BN DA IE & 2 SIS R E AR A B EE A T hE
Yy A R HERRE > FHEEASTEE R - 2 RIDUEEY) A IFRRES -
{EEY) A BRI EE et BUS A EEF o] & AL SR IS 2 R EIFF IS
1SE0E RSB —KEF ol > W A\ o e —{am] > B DA RS 280
HFE R -

Al TR > MBS RIRIB SRR rI s . T EEE | fRTEC A
e NREEGRE By THERAARHEE ) M
N R -

el g ~ BEERRATES 5T nlEs > (R EE - BRagR RS A DIsY
EEEEEL ~ BEES R JERINESEE - BEEFR  WHEHEUS 2 FF IR
RIBINAEFTE . Tl ) -

FeE o H S T ER R E — ARk oy e B etk o R A
o~ WA B SR - S EREIE > nTRED SR A
B —5REF IR IR B HIE 2 R 6T ] - Wit > ARIE—XREF
nEE L FlE > PR
(FEE—F R 57 2 A B RIS 2 8E o] 2B

()ERIEZES > [FR L B—BA8 o st S A E RS 25—

AT IS E R BB IR R 2 S —REF O] RE  FoHby F e o] 2 Btk

A E— B2 oy 2 8 o] 38 L S I - Pl ~ ME A

A AEE - EREARE > HEE AR R E RIS DU R 2 %K

FHRREF AT » ZERE > PE—2SF 8 Dl EEE - SRR

WE 2 BIEFESN - AE TSI EREEE - R IGEF i B E—A

5y Z AN [E FIERET O R — T il a8 - B DA B E B AR Sy

TENEE Ry R VG (X AR 2 Bt ] 38 > HONs S T HE | e

ESERE > 0 - BEMIEME B B R AR BIRRERRIEER A

e TEERESL > Fri eSS B BURF 3R 2 HEIEE - %8 EIE

EZEFJBE—EF A -

(i) AR EE S > BN R EE L IRIR A (R FHIE Corhl 3 R E S s b

2-11- 32024 &<



% 53.IV

2024 &%

FoAEPLIANMTEL - % LAEHFuE

JEHSRE) Mk G WEHRERE—ERMEESE (Fla3g
@%ﬁﬁﬁ'ﬂ@%nﬁ% SCE B BRETIE ) - A IERE e /iK%
87 FF0] By — G RIRE o BN > SeHUS R R R ST A A
e HEE R 2 &AM - REHUS ZFF ] AR AR HE
K Wras G aER) MW o] 2 R G aE e BE
—{ERIMEE - RILVAER T A e HEE e & 2 %48 r] JE B —
REF )8 o B - SellfG 2 5 o] Ao B RN a8E 2 A
MR - (RS 2 5 o] AR s B FIRB AR BRE Gk
FRTEY)) » BAWET o] 2 R &S A E R 9 ERERE—1FA
MEE > RIDIERE S B AR AR 2 RE:TH - JEEE—X
FFATEE o MBI - SeHUS 2 #F R RA Ry C IR aKigz BEE
> 1REHS 2 5 0 AR sy C AR e R ARMEY) > dE 14
BT (R R EYI R a st se ) BERNET ol 2P a 5= - H
FEA T 0] 2 PR AR R B - RN E—ERME - RID
B ST C I aRARMEY) 2 B M RETR 2 Rl > JFEE—
KEFE]EE

Q)ELEI—H R 57 S 5 — R HUS 2 HEF ] 2B

()2 r] 58 R FE R E — A X o7 B B — AR FT S~ s wIEF ol
HALMETRE — A Rk oy e [E— R R T N EIIAY R [E (5 R &
NEEM EEFIUT 28] HIEEE —EF I -

()R UG Z FF T Bt FRET o] 2 B sl B E— A R oy Z 57 7]
s DINEFEEEEE > BREEEAEEE (FlUEERAEE
diclofenac %73 8/t » BREEKIRL  MEER—(E5T R " ANFEFAlT
% HREREE 3 ) BRI 3 e L e i A i A R = > T
EéZﬁTVWﬁEV&Z HERE - PNILEEY T » 28 EEE

Z PR IEBEE — P OIEE -

2.4 HERIER 2R ERIHE

BB LR MERY BUS55 —ET il 56 R =8 5 A R AR B R
{EAE AR mAT NE AN - MR -

HRYET RIRE Rt 2 H ] BLEERIRE A S p e e N B IRREHGET AlRE 2
HI - RER—H - NIt > RS —TEFA R H o ALIEFHEA L
IR NE IR HA e - DI H AR (F54540 20l e e sl
SEZPRANMEFHEERE) HEEEEC > MZARRT ATR S FRET Al S EE S E%
HE > HERSEE I - AR EREHIEE FEHRR 2 JF AR

R A AR B IR T 2560 AIEUSSE —XEFrlss
DIEFRTsgpra 2 15 I Rt © DI AR HES S04 LL*?*T%“ﬁﬁﬁi

2-11-4



FoREPBHIMFL - BfEBRUL
LB BRI WA H IR -
2.5 HIFRER Z B

SAREHEERBIE Z 104 H AV A i e B 48hn - RAEme R0 AS
HHEMNAGCEEFEEG EHETalas - MRS RSN Z IR - #
—REEIHEAE - FAEAGHF TR ZRBUER—X - &R
FELERZ AR BRI > B SRR —FEMNZEHF T LR - f140
— S BRI 22 2 SN RERE R Bl & — AU o A KA Ry B Bt F 28 -
EIELIAR T A (R B 2 R 45T il 58 FR R e R A% A > W% >
RIS LAY A R Ry gl 2 R 45T il 58 > HER[E— BRI Z It
& o HEIR AR Z 5T A] Rofscaa i 2 5 F A HEg A — B R 2 it > &
FIRENEFEEE P —FET A I  TE -

BESh > HAEABESE —REF R EEHF TR —X > EHE—XEF] & 531
Ao i KR AR I > B AURE A B DA A 5 F o] HH B e [A]— 2R
Hofh Rz R © I - BRI S —KET R - Gkt
ATREEJR AT HER 2 S I A ZE 2 FHEE S AR E N - (ERe i —
IR ZE TR -

3IERHFEZHH

HEFIERE » EME S - IR HCEIUG ZET RS AR HEE w5 7%E 30
T A ZBINSNEIS: - RS E R R -

3.1 FHEFE ZECH

SR Z R SR RN G SR - UfE - BHAMEA - B s iz 31
A Z B~ BT R AU S —KET AlRE 2 H A » DU aR HER
SRR SO LA B -

3.1.1 FABFEZFEHIRE

HHEE = ES I ARS8 A E ]~ SRTRERARAEm H R EA
FEFEINGE (BIUIfEC R EE R EHFREHWENEEZBP) -

3.1.2 F—REFAIEEH RN

Ry B 56— KT ARG T A B 3% I 2 FEAR S HUAR - R HER =
ZEFREE - HEE NEFERCHE - ARSI rREEHE ISR - B
EPIIE S
(DRCEIEAERIFT AR AT R TR

2-11- 52024 &<



2024 &%

FoAEPLIANMTEL - % LAEHFuE

B RIREESTASE 39 ik = L IRIRII 6 BEEVESE 14 R ZAUE
FEXEALRT I3 7 M E S AR | R At AR A E RS O ZRE >
FEXEALRT 565 n] B S LA RE -

()6 —XET G FTaCE Z R e T A HIH

HER I~ Z B IERC R — RET IR Z N > BasT Al VA ST
K H R o AR SR > i (R T ATRE . TR ) TR A
por R TEIERE | MEFTERAE ¢ PSRN B R AT R A
By e TR A R R ) TP
() KET HTRE Z AU oy e He F A B F 55 EROF i ] o i

HHER AR Z B 45 hn ~ R AR RS 7 A3 A » HHEE EAE
[R5 42 DU FH B i 2 5 — KA T TR ATk 2 A 500 oy B iR » AL
HHEE & R I S — KET AT RERC I A R o B FH ik B i 7 5 R i ] Fo]
B - EESR  B—KET ] RGP Sy B IR 2 R AU K
HNEA 5 - i RIS Z B - S B HE P AW
AR SUal - MEFEIRLECEER 7 o BT > EERKIE R MBS AEE
B RGE K ZALEY) - MaT rlREECE 2 A i o R DL B i
fif ~ B2~ Il AIERORI > HEE ABRZATE SR HECHE 2 (% - RS
WAy BRI BB R HEEERIR (e Z R RID - 5
SAERAE AR UMERE A B R R R A L E YR RS fiac s 2
i~ B2 A Z sy o RSN B IS b 2 BCEEl o
N G RIART IO SE i R DASEERRI SUE - TaT nlRERTacH. 2 e
E R E TR IE 2RI > HHEE A\ JHRR % SE R A B2 R e e e Z R %
EEAERHE AW &R (hZsois - IR EE T -

3.1.3 RHUSEF Al A T H 3% I 2 FEAR R ECHAR

HH BRI 2 B FR /R EC K R IS AT RE T S A B M S5 I 2 JEERE > Bl
EARUGET A A B & E 2R E R -

3.1.3.1 BEUSEF Al E AT A < R
AR HHUSET RS AT MR Z FERR - R » ZHECsEUR AL

SRS SEhnaT AlES - P T 2 BN S M R BRa T LGS ~ 321
W - R BN SR AL R S SC B A EAR BUHRR AR © FOR SR - AR
R UG SR Bl A 3% R 3T 56 P T 2 BN S M el st B ELRE »
s H B RN R R AR ST B A EAR BUH R BAR] - Al HARA 50

SRR

2-11-6



FoRFEPEIIHGTAS S -F R{IEHREL
3.1.3.1.1 B &2 B/ N PR BRHARE

(O R R SRR
B gt 2 BN EEIREERIAE 2B H  FiEEtEE R R S AT
NEEPREER( e et E it s m Sl Ten 2 Hi -
B3 WP RABRIIR 2 32 H - (s Rrm e e R
(Eferhetatle) SSRGS 2 FEHRSHER s HAH o gialie
MEE A S SR R S BB T 5 DU EIE U 1T A [F 2 R
PRE\ERIS - FESCEG R R e Bl [E R T & el e B K oy l[E R A
SRR SRS 2 FEm HI - /ERAHES s o - 52H -
()M AR B A
DAY MG RSB R 3R e R SR BB MR R et & 2
B prnstErstE X - TERTT - alegEm - SBBlEEE - WEdHE
F & ICH ( International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use ) #7#5 Ba R s EG 25
FHTEF Z s BEba 1A H B (study initiation date ) featBise il H I (study
completion date ) » {F Ry YN PREER AR 262 ~ 32H -

3.1.3.1.2 N FEE LB RS EE M

EINE L ARSI E AN - IR R E RS s 2 Hi
(LgteEi - H B AE ) Rt H » DIEIRRESE K (i A% B
FREAAERATECEZ ) Rz H -

3.1.3.1.3 B8 7 S N s Ba R

FREE S [ P FH e s R S U I RS RS B T MR )
B~ JE NSRS R taHE TR EE R 2 B ¢ 52 H R A SE R R
Sz FI > JREH s & & Aracalk < sUgbian H KalBRse i H

SRR R AR S L 2 > HEHHF A 2 B RS N
s AR > AL - DAY MH FIEABR R FHER i R > FERRHHRZ B M
a\BRETEE 2 EEEL  BlAnsABaat S0 - st ERYT - AR - AR
#EZ - Wacaez HESRR T RatBase iz HIH - 1E RElS N
s ~ 52H -

3.1.3.14 BN RRESSLEEHH

B HH 5 R A ae s A BT 2 e H Ry FR R A R S 5C &k > &€
MRS ST 2 HI 5o H B2 SEsT nlse ERTaCak Z 3458 HIY] -

2-11- 72024 &<



i £yt 8

i@ £y A0
£yt 6.0

£yt 30

it EyEi 5.1

2024 &%

FoAEPLIANMTEL - % LAEHFuE
3.1.3.2 RESEF I A B AR 25t HE

R BT RIREI AT M I AR > RfA R 3.1.3 T BHUS ST AT

s (M A Bt 56 0 2 FEAE R ELEAR] ) T Al =5 B A S N Bsdife] (HLep

PshaBaRaLE D EBNZE NS H Z AR - BAS HEER - BN NEREH

mHERMEAETHZ&SE - Bza\bahiia ER) KEINHEET AT

FEHE GTREEEEEEH Za—H ) > REEIIFE - JOPREN RSt

B Rl B Bla el e A B TS (BLTH ) BB
Bk 5 oL B iRet EATS Z EIREAE IR T LAACH -

3.1.4 5 E R HARS > sodR

BT SR 2 HRR T S R R -
HEE SRIEDL T G - S R E S AOH |
W 5 LR+ SR ML 5 GEBIE - eSO, T A STE RER
REHART 5 45 -

3.2 telff &t

HHER IR AR - FERRIT AU Z 5T ] 58 A S B aT A
ZBINSNEIHSC > ST alldnr Ty e

3.2.1 BESEBUE A

FHER AL Z S AR B B SR e LS 778538 PREE ina T Rl 58 A9

A FE RS N HISC: -

(DA ERR SR (S ErReth sl ) - BISMSEPR SR S -
ac I Z 58S K B - Al B R Y1 5 TR PR i 5 2 447
sT SRS RN ~ sZ S - (B Relbe s a2 Rifek)

(DB R S hn A S o s A RS ~ B2 A 2 58S -

At R (S frettatie) R - 32 H 25895 -

rIESErEE 4 2 AR s R Ter - DURRTR [FE e R

(Ertalegs) ZRBHREHER - DR TR

F 0 JES IR R EE H Eh e R et i RS R AR S

BN RS BRHARETRD ~ B2 HIHZSEIASC M R NE T AR

Z R BT B B BEI S - BlaniR tacaca sbaat =0T

afEMmT ~ BlUBRgen - BRREURIEE: - sABa B R atlabdin 0 KatERoe

A HEZ St E Z M EEA

B A HH 5 2 i A B B SO B B IR H Z SE I JE B e DAGE T H

R RS R HIHZ B3 - BlansEs EE U HH Z ek © =5

2-11-8



SoAFPLHIMEESL-F LEHFuL

e H ZEEIHSCPE - i Ragmn i RSN

FHHYBE S O H B SR 58 B PR R S R A S 2B i ] S8 T AR Z B
SRR 2 % A T BRI R B NS RS R o L
A AN PTia it Z BN SN PRSBR k) - T LA IR - AR > Wi
BRR BRI HRRE SR - HEDE 2 = Mtfal - BUHFE NS
irEAREE Y T B HEI R NN E R ) (FREIASN
A PREA BRI Z SIS PE - AP R B gEhn It H AV ESE R BT RI T
Ry B 535 S5 hna T AR AT R T T Z BN M PR - 1S LR BRI By
HIER I -

3.2.2 REELEEBIETTIA

HHER AL Z B A 2E Ry it S e HABUE 7758 PR s T el s A9

Iz fE RS N HISC:

(DEIASNH RIS ~ 52 H I Z 58I ROR B - FTill s BLIERR
SIS IAH T E 2 AT ~ TR R ~ 52 H I - (R85
st a2 R ek )

(2)B A FH R R i 5 S 28 A I S e ~ SZ F A Z Rg S -

AT e A S s BRI BEE ~ B2 S Z B8RS Ryt ez FH ]

s < s B B R S L B Z BRI g s st -

sTEmIT - lEREEE - Zfﬁ%aiﬁl AR AR T R B S ak H 3.2 FH T

R E R E R

B EEE%%%%%EZB%@,HH [EIRE H Z 5GP - Ry e DI R AR

SR R AL ar se U R 2 BT X @Jﬁﬂ%ﬁﬁ%ﬁﬁ H Iz R ET Al

BECHEREEA » ENEZH ZEIS - il Rilca 65 NI 2 REEsT

EE

wEyEE 11

3.3 EFEaE &l (DIBEL RG]

— ~ SFHHEF AR
HEE H OfFOHOH
SNEH OfFOHOH
SR S s OfFOHOH
HAFEA OfFOHOH
L BT ARSI AR

( WEIEAERTET ATREFT (IR A
%%%%W SIS 39 R ZMUE - FEXEAERT RIEE T n] B H A
T

(D)EFEETSR - OO0

2-11- 92024 &<



FoAEPLIANMTEL - % LAEHFuE

(ZEFAEE R A A SEAMRAZR R - F—A

()& rlseacEk 2 FrE s o] SEIE
R - OO0
HEE © OO0
(R)FFRIEE 2By (BEERR Iy R E AR ) B aE B #Hi E 2
M
WOEART T 2 A B A KE 1 2 T=aEy - Ep
Ri B+, B2 #HE -
=~ HREEZHE
(—) R HUSEF T a1 A B it 55 BH S A REHARE 2 SEEER A © (1)
() R HUSEF l e I A B it 5 B EF FEHARE] 2 FEAR
A B S NG AR s B A
AR e - OFOHOH
ErEEtEslEiE 2 52H - OFOHOH
Y MeE R SRR 2 H - OFOHOH
B/ MGEREEIAE 2 52H - OFOHOH
B. &5 sl A A
A —XEFsE s H - OFOHOH
EHEE—XKF 2 H - OFOHOH
(=) BHUSFF rss i A E s 2 i © &51OH
Mg~ FESIER 2 A ¢ AEFEEERFEAENEOH
-~ HSE—XKFFr s HE - OFOHOH
7N~ fbTE R
ABFAHFOFOHOHFEHFEOOOFHAEFA
B.OOOFEOOOIEF il e
C.8%m ] IR SR AR AR
D ferfEtE sl AR 2 ~ B2 HE Z B8R AR 1 {7
E. g et sl PAd Ra i &5 3R 2 S8 SR AR 1
F.E4 M PRE SR HHREE ~ B2 HHH Z B8R s 1 0
G.ENYMNE R E— 2 {7 (GER A 2 RN i EE
RFRERHEER » 40 T IEEOCEE O RS O H T iR/ ERE
OXFEOH )

34 HFEERZNE

W £y 3.00 IR REY o A RAS SE A RERART I R a5 28 IRRE  JE
KRS L NELNELZ -

2024 &% 2-11-10



FoAREPAIIFTMFLS S -F L{EHTuL
LIERPFEEZEE

ARERFFERZIEFL  FRAEEFHA - FHEMNEEOGEH
A E RN AN R R Z B Tl 2 N2 - Sl 2 IR 2 55
S T LA R A R PR TR - FBYERE TR SN RS Bt
M (EgEan) sHEsERE (R8s ) > DT R AR B ¢ e 41
PoL R IZ SR ET IR TR B MR - SR - FESLRHEE ATt 2R wemz e
AEHGERER - g VSRR L E B - Mok h o H Y
FELEWRBENEGRE - B@ITHFE - EFF A Rt Ea TR EYESE
TEREREEEL T B EEIREANINERARRE R ) 1ERBEIPSH
R PR BRI Z BE IS MR AER Th Ot H Y SR8 LR RAEY - o
W BERRETEL - ARSI EH R F R T B E B
K EININER BRI | Bk T BRI B I R BN SN R B A
R B LNE  dAREERE > TRAEES T LR - UM EmEER
Z ARG IHE A A AR AR PREPEAE T B LAGR B

4.1 F—REF ] Z

FIE R D R IR 25T A S MBS —KETH] a8 - FERLET ATRE Tk
ARG BT ERE > BIAIAF s o H YRR L E PR R G uh 5 F
AR B AR T A - WEEF - FREE T H RS T E TR i B
*:‘27\ °

BRI R ZET IR S —ET Ale > sE—3T il GEURLIE % 531
AR A 2 SARERAR R > A T IR AR -

4.2 F—REF R R AFEREFAZ R E

HHFENIERSE—TETHREZFFA A > AIHEE NS — RIS
FrA NEEARRERI S - HB—XET AR 2R A AJE RS - EEA
FHER ARSI FH R e iR B Z 8IS0 Rt e aa ]
Xtz S A R R BB R AR

4.3 BR R RN I S S — KB ] o A P

HER R ER WA —KET Al AT A R sy R AR
R Foi KR B GEEIATE - 5 R Z 82 EA] > JISE—KEF Al E8h
ARG R R Z 5ERIHEEI TR S R R EA > AU —
KAl G AT ARy B R B s S ROEEE T E  ERYIZ
BUSTERYIER] > RIS —E S8 ATl AR 1 R AR KT
BUS Z VIR AT

2-11- 112024 &=



FoAEPLIANMTEL - % LAEHFuE

ARG AT 2 AT S i B = B 2R 2 FER A

R > 21 - BEERITT
(DR BHEAZE - B BRI T 50— E NS RS

2024 &%

ATRERTHEA T -
#i 1.
HHEE AL Z B A2

AR 1 —HEEPIA -

FAOKIH 2 T AIEE K 1 Z b A Hy bGP a- (a BIEEW A
Zﬁ@%u¥)

—RET A

)i AEGEY) a 2ok

HMERE © (HIF
(&8 )

F—RET I EE e R A Ry (b &) a Z 7Rkl > [
FAoKIE 1 2 ERECEEEY A 2B > BET e baY a 2
PR R A i oK 1~ 2 ZREEIFTEE -

B 2.
I B

SRR 1 —HE(LEY) B R -
B K

a7 AEEPI b (b BAbEY) B ZHE RS )
HEEE - AP UEEIEH - DUSEALE
(528 )
H— AﬁT%Lﬁﬁ%ﬁZﬁﬂ&ﬁ%ﬁA%b %&ﬁTW

ﬁA%biﬁﬁuﬁA%b@%?EIZﬁA%B%% NM%EA
PIb RsaroKIA | ZAEGY) B #ERTMH & - IEREE — G T RERTE A
ST Rodr KA 1 Z #EEFTE

i 3.
R IRa VilE
ﬁﬁﬁl“~@ﬁA%A&ﬁﬁﬁ%
i KA 2 JIEE KA 1 ZALEY) A R H B8 HoRy /2 RU( L-form )
{E&Ya-
—KET A8
)7 AEEY a 2 L BIEREY)
HIEE © 1HE

2-11- 12



SoAFPLHIMEESL-F LEHFuL

LN

F—XET ARG HFTEZ AR Rk e a 2 L RIEEEY) -
EHEMEEY) a 2 L BIBREYIREEKIA | ~ 2 ZHRPdE - EESE
—RET AT REFTH Z A o Ry oK 1~ 2 ZBEIRTE -

i 4.
FHEE A = 2 BRI

SR 1 —fE(LEY) A R HEEER FRIREsz 2 -

B OKIA 2 WIEEOKIH 1 ZALEY) A RCHBEEE Faiz 2B 74k

eV A FfbEYa-

—REF A

B )7 ALEY) a 2 L

HIERE © 11
[&7HA )

B — T Al EE R T T AR R b E Y a 2 IR ’Qﬁ
BREA B2 Fuliz 2 LAY a T HIREE A BsiokH 1 -
HIEFTHE - FE R —IEF RSP A R aE ok 1 ZZﬁ
.ﬁﬁ/bl%

# 5.

HEB AL~ 2 SAIZE
sk L —f(EEYIC -
sAoKIH 2 - A S bEY) C ZREEHNY) -

Sl i A5
B )7 AEY) ¢ 2 =/KEY) (¢ BibEY C 2 @ERT#HE)
TIEE © PLER

EED

F—RET I EE e R AR R b EY) ¢ Z=KEaW) -
KA 1~ 2 kb e C o MeRECE L&) C Z/KE) - BETH]
sa T EEY) ¢ Z =/KEVIEREE KA 1~ 2 ZHEFTHE -

# 6.
FHEE R 2 BRI ZE
fiTzIE 1 : —f Ivabradine BEERZEE >~ B-45 LAY -
H5oKIE 2 ¢ —fEEE Ivabradine EE[EEER-45 L A~ BE @8 R4 -
A%T”
& 7  Ivabradine ES[EES

HIERE © JaFE ML

2-11- 132024 &=



FoAEPLIANMTEL - % LAEHFuE

[E”EEE)%U
R 0] 56 88 T WPl B30 57 By T Ivabradine BERZEE | Sf
JE '—Ivabradlne BERAEE 7 B-45 Y o A REEoKTE 1~ 2 ZHEuEFTs

Y

2= o

Lo

i 7.
$ELFZ§ﬂ¥
a9 KIA 1 amisulpride o (RFLECEERAENEE )

A:FFTJ“

7 ¢ S(-)amisulpride

HIERE * DUER
(E5HH ]

& KIA 1 frdi 2 amisulpride AR FLECEE RIS - 020E RINH
JERULEY) - S —REF A FEHT#ELZ S(-)amisulpride ﬂ/g;% FoKIH 1

ZHLEIFTE
Bl 8.
HHEE A 2 A%

E?EI<—@hF@&% LB A -
SEOKIE 2 1 U1E ?EIZMEQ&% HEEEEY B -

C E J\EFFT“”

e =Xk

{EEY) b

TIENE © AR EE
(&%HA )

I AR AT AR R LAY a R L&Y b Z4HE 0 B
Hk 2 BNEE Ry G #E » HREEKIE 1 2 PRy RbamaE%
W MBS S — K nI R Ak 2 AR 7 B R iR i oK 1~ 2 2 EE T

W o

1 9.

FH A e 7 BRI 2
sEOKIE 1 - —fEBUREBE  (RE(EEY A BLEY) B Fréiak -
—REFEEE
s (w=xZ/k:

s=xZ/R
HIERE © SR
(E%EH )

2024 &% 2-11- 14



FoRFPENINEAS - BROFUEL

FH—XET AR AR Ry (b &) a RALEY) b > HATECZ
EFEIE Ry B et i > ] Rea KT | Z FEIFTE -

%1 10.
cPE Y B

SR 1 —REBAIRY - (LT A SLEY B FAE -
G Gl

7 : (Laa

&b
L&Y ¢
WIERE © G EE

(&8 )
A oK | Z G E b e A BB ArsH i EPAAES A )
B —KET I AT AR T R EEY) 2~ EEY) b B b&P ¢ Z
SR R oK 1 ZHE AT E -

(2)$THY IR RIAZ A - H s BOF s lE b 2 /0 —(E s K E
Z B & S —ET AIRERTEcA Ry Z iR - E P A EATER -
IR K IE P b 4 P A (A DA SR AR SR - T3 nIRE R ac sl e
TERRPERIE RS B Es A JHER BN EE R B e E Z BRl R > 5
MERIHE A MR (h Z seaily - EfSIRZECEER oy -

#i 1.
HEB AL~ 2 SAIZE

s KM 1 (EREEY) D BE TR HRAIRT R -

FAOKIH 2 AIEECRIE | Z ik > P EE?I D KEEYId -

BOKIH 3 ¢ AIEEKIA 1 Z R - A PuRsal ) Rt HIV & -
FH—REF S

pa)7  AbEYId (d BAbEY) D ZHERTHE)

HEESE © §1 HIV
(&R )

F—REFATRERTEC AR EEY) d » WmENEEY) D Z#E
P> 51 HIV IR R se 2 MIBbe: eSS —RET AR 2 ARy
&Y d Kdit HIV Flis Rk E 1~3 Z&aE A -

B 2.
HHEE AE £ 2 B2

HORIE | (ERLAY) B PRI -
FORIE 2 RO | 2 » HP (LA E BLE e -
G Gl

2-11- 152024 &=



wEPEEZ 41

2024 &%

SoAFPLHAMEESL-F LEHFuL

il ﬁA%ew%kA%EZﬁI%/%)

HIEE © JARRREE
(78 )

F—RETAIRERTHZ AR b G e > #EREEKIA 1~ 2 ATk(b
e B ZHEiERTHE > MATECE R IR EEESLERIA 1~ 2 Z
DU AR - FERE SR —ET AR 2 AR b &) e FYBHRA
B HBEARF KA L 2 ZHEPTHE -

Q)EAEDE 7 SFHA SR 2 HREE R E | 2/ D —(EED AR5 K IEAT S
Z%M%u%#TW%ﬁZﬁﬂ&%(#Twiﬂﬁ%ﬁLﬁ&Z£
#% ) o B ORI AR S A A A K TE R BRI T
SAEKENEAR 2B - HiE NEFER WS 2 Bifs » EHAER
HA S B o S A a0 TP A W E R (2 SOk > FEFEHARZsCEET
i 1.

FH S I 7 B 22

FoKIE 1 —fE(EEY A ZBLETE
FE—REFA]E

BT AEEY a (a RLEY A ZEEFTE )

HEE © -
(ER5H)

FREF S E LAY a 2B T E > U EHE S — XK
SF Al R FTE . ARk e EY) a %ﬁA%AZﬁIW¢%¢%ﬂﬁ%
— R O] BIEE SR 1 BA R E M

4.4 EVERPEZEEETE

ARETERIEZEE - AT & Z AR AR
SEEMEDARRET ~ HEER ZIIEETRAR - SEER RN HH
ZAE R EARIAR T IR G - A5 A SRIH R E S e &kt -
EIRE - SRR TR A RS - ERIRAE BRI E
METIER ZIHME o DUT wb B 8800 R R SR 1o AL T & ZH [ 77 Bl B
>

4.4.1 BB HEBUE AR IER]

B g B RS RS IHER] » AT IEREAE RS
(D) B HUS ErEal i s 42 i o] s AT r T 2 B N PR AR (& 1z
MsABRED
QR HEEE L AR S e I -

2-11-16



FohREPENIMEAS I -F ER{EPFuL

Tl s S 18 i S 28 na T rIsE P B T Z BN IS R BR > LIS we gy 4T
fErrEEl D Ryt 5% S s T AT R PTRE & RR
Y R B E Bl A% 55T rTRE R T T 2 BN ES PR BRI (&1
MBI AUAUSFrE R R TR EE - R FEE AR
sl e Ry - BRI RS e et SR i 2 A T RS AR
AT ERET -
FITIC 5 SO i AT T 27T AR
(L) rTEFE Y FHEE N ZAE R
QeI RS (StriEtistbe) E8IE -« K
QEINSMNERES (SfEttslle) HERSCHEE BRI -

sk
bt

5

AT ATERE Y H R N AE R 230 - 2R AR 443 T AlERE
FYHREE N ZAE R AR | -

4.4.2 REETLEHEUE )7 AR HER]

PR TT A SRR - e TR AR B e - £ 742 6.1
(L) R P SIS RS FTBFITAE 1T 2 B PSS bR BRS © R
(2) BV R s R S AR

AIALEIPYS TR « DM SR T ol w S 6T
PLEE TR AE RIR -

R ST A I T S U8R M
()RR R 3 A2 A R
(QEIPISMHRT R BRI : R
(3)EIPISH B BREL B o 2 R -

AL AT BB H a5 N Z A Rl Z 38 > 2 RAE 443 T HRR
R ERER N ZANE Ry ]

4.4.3 HERENHRAZTERIAHE

el T AIBRE R R A ZAME R, (RIEERSE ARNEEERZ
R > a4 thET SR RUSET AR R o PREUS ST RIRE 2 B
o AIER RN AZAERZIEN > BBEERIHAT -
(DEFELESRSTCEREE S SR - WEEEMR R Z SRR - A
NERATH - RGBSR EF AR RNER A RSS2
FRAE » TS AR RIS > BECEERGET nIsE I - R ERE
J& ] B FH B N Z AN R
QFEmERG R > EFERIBBER - FEERFEAEEE - NIt #%H
s AR 2 k7 H BAMERR R tE il se el F il 6 & 2 H - i B eI
FiegikEE H 2 R AR Z RS H 21— H 1L 2 - EE R

2-11- 172024 &=



% 531

% 17
%5 11

% 70

FoAEPLIANMTEL - % LAEHFuE

FYFREE N ZAE Ry AR -

QEEEG AR FE AR - h@&“i HAEZHE 2
G ECHE ANRIE A S ﬁié REEST RS EAE » MUREE T ERTTA
KHEE ) ZaNEH 2R H Za—H i 2R - e R
NS AZKW%%%

AIr(1) ~ (2) e (3)Z FIERTERFY FHEE N ZATE R IR ST RAET &

Z AR > FE T LUORR - EREFIIE SRS o mIE A S AR

HERET Il s & F 2 R AR R (BT ot H Y EESE £ 1R EI Y

uhe THEEEMHIREE N | R ER L HEEFERH ) EEEAR

JRAETT RS  BekEs Ot H VSRS L E R B R (I A & A

AR 2 B AR AN -

4.5 BEEIXEEH

(OPFFEEEZAigE . (FlIaZf e ba 2 fre sl BUsRiE
MEMERE 2 SEansT H] 56 > BIfESeRT A B — R e b e YIA R F— B EE
UG EEET 3G - (0Sal MR SE —ET RIS - MERZ AL s s
IR I R ER AL E A

(2) S FHE N Bt A5 [E] H BUSAH [E) A 85 oy B E 2 2 1
st rEe (BIAIAEEARE T RARE L - (EREAE - MFE 2
ZZEFE]) » N EARE ARG LIS —RKEF AR & > M PA—K
RPR - HazaT s BRI GEER—R > SHFEERZ FHHE A ERE
BRI R - SRR - BEE AR 2
5] Fi% 5% 2 A EA 580 o7 KA R i 2 3T T RE 2 M AR B 3 PRI
B V{EH AR TR > IR (A 17 RAUENE -

@%gﬂﬁkﬁggﬁ§%AWﬁﬁﬁﬁﬁ&ﬁ&ﬁ@%ﬁzm@(&
WP DAE ) #58 HIAE E] 2 55— ¢T£§%Wﬁﬂﬂﬁmﬁui)
A [F S HE R I - ﬁ%% KT 56 RE MR UE = A1
SR —2K > AL A ﬁ%ﬂ%k@%lﬂﬁW%%E¢Z (RS
HERRA IR » HSGRAIR R - JERLBIER FHER - fildn - FA
FEALL A BFrolsd e e 2 BARE IR & > DL B BF s Fas 22
Z BRI > &5 A A ~ BT RE—ARRT ~ [F—HR
(EREARE) HFHS&EE 3T > SR AR 1 EA RN
BERE (AFFIEE) 4E (E3¢¢‘T¥“> HEIE R AR
RS - JERIEIH ~ 2R ZIERFER

@$%E§Z%%E%§ﬂ%ﬁ%ﬁﬁ@ﬁ’ﬁﬁﬁgﬂ%%ﬁkﬁﬁ’
INVEZ BN R ETRERZ B - Wit > E2HE 20T
RHFEE  NEER > S B CE 2V REERHE - B335 T
T Z T AT RS TR S8R oy e e R R A e 2 35 R TR SR A B TR PR =

2-11-18



SoAFPLHIMEESL-F LEHFuL

e - WHFRLERZBNEAFE  ERZFFEETEE -y * 54
ISR RE R ity 1 R L IE R RS (IEETH A -
(S)(HER b5 A 2 B P e PR iR = S B B P R PR S ] > (B AR
R [ [ P R PR s A Ry A i B 50 FH 2 B PSR PR » 1Pt
RN ERPR SRR > HoE H R iZ S e H 2 BN ER PR BRA B AG
#ITH o IR -

2-11- 192024 &=



FoAEPLIANMTEL - % LAEHFuE

4.6 FH

LU 2R B B SRR A 2 5 R0 -

#l 1.

EYS M PRE BRI HAE S A H ZFT  HEEH B G HER -

| 20 B
< > | «—— E —»
PEEa— | » R
= B HY = L
F 2N I S = I =
H i N = 2 RE A
H 7R = 7N — 1y ]
H a1 H i =x Eil [
B Ef B JiE i
F3) 56 af b H
=} % s H
H H H
(GERED|

FHELS MG PR BRR e H R EAIAE H - RisEaRie H 25 A
= HATZIHE (X)) AT AL AEIERIAR > SE S M PR A e e
aF H BN S HEE B MEREERSE R H 1k - (GE B R RHUSET ATRERT
FErT Z B N BRI R BN T AT RS A 2 4R e - RR TR S
HEE NZ A Rl e ] 2 B > DIH R B ETEIE - E=5
o ABELS ERIR)

2024 &%

2 -

11 -

20



FoAEPLIANTEL - % LAEHFuE

i 2.
B4 Mg R ERBE4A H RSB A NS H 2 1% > HiL H B BY &R baEd
e LRSS -
< 20
X «—— E —»
=S S
£ B By LA JE
F Fl o ﬁ‘ = F =
FH N & ] g T i
Bzl = PR K — #A f]
H H i i x [ IE|
g B CiR JeE bt
B 5 uf i H
&} % i H
H H H
[E7EA]

FHY LY N REA R RA LG HIR R EA A E H - FAAE H EsliRbis
HATZ AR (X) Aet AR AR (E) -

2-11- 212024 &=



FoAEPLIANMTEL - % LAEHFuE

%1 3.
RS HIE B AEH Z 1% - ZEHEFE—EF v a8 2 B
M S A
< 20 £
—— 64 — 5 F—p
Pl B
= B E Y = i
ol 2l o = il =
i N e % fE &
] o g% — 1 i
H H 5 % i I
E N JiE D]
H ] M| H
oA H
H
(GEED|

HIF HER RS S HE SR A S H 2% - SIS Al 55 A A HARE
EM$E%QE%ZEEE§WF%—AﬁT%Zw—EEZ%% fE
PRI HTRERTRR I A 6 52 > {EAILL 5 FE AR -

2024 &% 2-11- 22



FoAEPLIANTEL - % LAEHFuE

2l 4.
BHAR R T ERE N s A Z A E BRI IRR Z 5T E = -
b - (¢ .
| a ) .
4 ........... " >
< d > S }* E "
| . HeF
! I g
= H O # = i H WHOHY = a8
F o1& 18 B8 i il =
B bR A B BRO O3 O& HOH T fH
] W& B OK E B Moo A ]
H ® H B2 # BF X i IE]
s £ B oW E %ET JiE bt
il f1 = & H Z | Dil H
1 s Bk A H & H
H B H & H
H H
G

DS BB A B R AR IE R - NSRBI B 46 H
BREMAEH - SRR T E FEA A S H 2 2R R
Snse i H(a) 5 BIAREEPREUSRIIR (5 B #rE sl R Tl H igﬁﬁﬂé
HEEHR S HEH (2B D) ; 55 2 FEIIRAE HEAREEC
MR IS SE —EF Al Ai—H L2 A (o) 5 AlEREIRHEBAZA T’E
Ry AR By B SRS AR R 2 H 2 RH R 2 HUEFE—KEF 8 2 pi—H
12 HAfHE Ce) -

MTERZIHEE) = EYMNEREEEIE @) + BINERESEEEb) +
FF A5 AR (c) - 5= BRI PR A B FA ] B B P e PR B A ] < 8
HR(d) - AIERER S A Z A E R () (E=5 3 - 5L S FRIR)

2-11- 232024 &=



% 55

% 53.1

@yt 9

% 54

2024 &%

FoAEPLIANMTEL - % LAEHFuE
SERHHEEZEE

SHAFEEREHNERFFEER  BlaCEHEEANREFE > (FlE
TEERERFEA -

5.1 BT EE Z5LH

HEEGRAELERE > AERZIIRE > A5EERE P REHAE
S L ETRBEISET AR S A B Mt 23 © HHUSST R A E
fiag I SRreTRE A S £ - HIERMARIILL S S RIR - fx AR RIRHE
SLEUNEE 30 BN e S TELIH BEASCHE T A EFIRE
WEAETEROH  EREIOFOHOHIE j: K 5 558 FELEL
ZaCE Ry T ARSI EAEIAR A TR 5 F EREIOFOHOHIE -
WHEER  CFEERET REUSHET TR A F &0 2 i E
At Z AR - DARTHRER IR Z I R R

JER FH AR R AR T S IERC Uz R I & 2R (W)~ ek ) -
BERS =0 ELUBEIEIEAERT ~ AR 1R - HECAENAEEE S E -
LIS B Ry - MM IE RATHY By DRy L o FERy - AR (O
TBIE) ~ CARUEY ) AR E " R®, & 5055 CARUK
730 7y CEIERE) 2R BRI R T804 & BARMR (8
WEIE) 2 (ARG ) Z80E » A RIERTE RN EY) - iR R
/ﬁﬁﬁ#T%%ﬁ@VFZWﬁLVﬁFEWﬁﬂﬁL& B EERT -
A AREEADT A - B0 CRRRSY ) FORTACEIERE 2 FIAR ~ FIRYATAL
ﬁ@ﬁZ(ﬁﬁ%ﬁ)Zﬁﬁﬁ

5.2 FHERIERFE ZBR

ENHEAERERT - ZEFREAECER - SRR S B
REAREIARE E R KA ER B EER - BEEER A TERSE > #%
B BRI B a5 48 > RIS AIRESIR 2 IR A RS e H I -

6 A TE R B HE A 2 EE

SR ATE S S SRR » ECRIE R 459 SR AR ]
i R AT A 5 R PRI G » R B et A
l#ﬁﬁﬁﬁ#7%$$ﬁZﬁM%EMM&L@MW%EE?*Z
B2 SOVR  SUAE R SRR R K T
A R T P ¢ ARSI o (PR — K AT
WA RR A FFAT AR © AT ISR - (EPR RS — K T
TR ol iR A RN 2 8% - WOBIE B BRI » Hes Bl

2-11- 24



SoAFPLHIMEESL-F LEHFuL

([l Bl 2.2 5K ~ R KIS AR KIHE > PO RS 554
REFAR 2 S - (2575 R FRaT Al sk 2 RIS ET i R Z A R00T ~ #%
AR Z 5T AT IR B R T A IR 2 A 3l oy 2 B -
#i 1.

SR 2 R R BRI GE B Ry — TP i UC e 2 Bk - KK DUBENENE Ry fmbH
Jre < PR UCEE 5T m 56 HH 5R e ARSI  FAZ A AR S I R R ]
Z B R s RIS T a PR o e Z T ST U B 2 B -
#i 2.

SR 5 2 HH 55 BRI e [ Ry — e n iy UC 8 - 45 DU EEE By I B e < e
HTUCEERT H] 56 FH 55 A A= SR RE S ] » LA A P S5 IH SR RS ] 2 B A
REHEIERHE PR Y G m AR 2 P T UCEE -

B 3.

G Z R B E A — b E) AN E T EEE YR E 2
o AR Rt EY) a (ald&ER A Z&EN) - fEHTTA R EE
RERRCRAAR (Yt R ORaail) ZER88T G HE5
JEFR BRI AR - HoAZ A iR SR I S AR ] AR E PR b &
P a RRCBIAR IR Z R iR -

7IBEETE

ATEBIERT - Efett ZERFHE - NELERITREAREE - HHE %154
SUHEFMEFES > BRI TR ZEE - BT e/ s E
SRR R A S s R B AP A R e R Z RE

AEEERTA - EREZERFHEER  WARBIE TR ITET
FENF - AR ERZHEE - IR - B 2 SIS » AREE
fif 71 2 ME > AEREASEH ~ sEI ARSI B HUSET T aei ik
B2 AR - SIS R I HEIEE - EEATHEE AR - 7T
BB RIS ARG - MBS TR HAVESE L E R il
ffEse - 48 I a5 AN AR ~ RHIE > A0HHEE s IR FRAE ~ il IEsaE B g
WA RE - IRIBIERTR ZHRE T UEE -

2-11- 252024 &=



PoREPLIIIMEES -3 L{IEHPuE

8.ff %

8.1 B & ShlE Y5 Mie PR B A ER

2024 &%

(gL AN SR (5F © BERASHATE ek 2 BE PR
\“Aﬁﬁiﬁﬂ)
Jrof | B PRl BR et | EEIRaEe | @B illE | fEEE | sl gdm | AFER
=S4T e | ERNEE | BEREH | (B | HE
THRZ% | BR 2 | %4~ KT
X HHA SCHEA EZEN i
T S )
1 | BE# Jk, | ¥ T OFEOH | OFOH | X 15
s, LR OH OH FEORE
7% %T He 4, OH
HEL X Rl
H0E FE AN 5
By, DLEEAG
Y JBEE
ﬁﬂ%ﬁUyﬁ
Y R B
et
2 |~ BB e OFEOH | OFOH | X L% % it}
- A= A= OH OH BFEORE
R Ry OH
ie > 25 = [
EX guu r_ Eﬂ:
AR R
X 1Y &6f
g/iﬁﬁﬁ\ )
B2 Y BE—
B VA S I
Pedl A By
% R
5 18 2 1) %2
2R
(D)E g SNSRI E B (BF + BERIAE HATE se il BE PR 5
T
Frot | EEREERET | EEREER | EEPREEr | RS | SlladEn | 2FEER
=T rESmIE | FABH E=! (BE&m | HE
EZN %)
%o~ Al
M- 58)
1 | Long-term Bt OFOH|OFOH|X %7 LR
trial to assess OH OH EFEORSE
2-11- 26




FohREPENIMEAS I -F ER{EPFuL

the effective-
ness and
safety of X
patch in early
stage
parkinson's
disease

OH

8.2 &4 B S H R B B

Frofe|  HfelsiRet ot HfEEER | HEEEs | EEER
eSS | FtBH SERH
1| 39.5%SC FREHZHIER | 99EX**10  OF O H | OFOH
FRIE IR OH OH
2 | 39.5%SC FRE A | 99EX 11 | OF O H | OF O H
FRIE IR OH OH
3| 39.5%SC ERE RN | 09EX=12 | OF O H | OF O H
FRIE IR OH OH
(5 * BHAIAE HATE SR HEm SR - S/AES)

2-11- 272024 &=







