FoEAP LR NER $L4-F LilEpRuL

TH

&

=

F+—E HfEPEER 45

hi
=1 = TP T 2-11-1
= E 1= g X OO 2-11-2
= E E 118 SO 3 2 1=V 1 1= R RSRRRS 2-11-2
R =S 1 == - NSRS 2-11-2
PR ] =< TR S 2-11-2
231%—AfFTKZHﬁ}\ ....................................................................... 2-11-2
PRI | = RO 2-11-3
2.4 EEEEL%Z/%IE/H\HE% ................................................................................. 2-11-4
PR E 18 = € ORISR 2-11-5
RISz <<= < ISR 2-11-5
K= a0 2-11-5
NI 2 0= gt Ly o = = PO 2-11-5
K R e L T g | DO 2-11-5
3.1.3 B EUSE ul 55 M A i s WH 2 AR R AR e 2-11-6
3.1.3.1 BEVSEF Al M A E A HH 2 R o, 2-11-6
3.1.3.1.1 B&gE i BRI PN AN R AT oo, 2-11-7
3.1.3.1.2 BN 58 R i B S A o, 2-11-7
3.1.3.1.3 g, B AMH RS ER AR oo, 2-11-7
3.1.3.1.4 BN S S S B HART oo 2-11-7
3.1.3.2 EEUSEF Al s i A B S B HART 5B e, 2-11-8
314 S AR AR 27 208 oottt 2-11-8
B2 BT, oottt ettt e et erenns 2-11-8
3.2.1 BEEE T B L BHE T30 oottt 2-11-8
3.2.2 FEE T B BHE T30 ettt 2-11-9
3.3 HEEHECEL ZH (LABEZESL R ) o 2-11-9
B HH B A 7 N ettt 2-11-1110
W T ==t = OO U 2-11-11
Y R e = Sk || U 2-11-11
4.2 FE— A HE N NIEBEEE AT T e, 2-11-11
4.3 B BRI B B — R a2 R I e, 2-11-11
O 18 = 1| L5 g e i e = SRS 2-11-16
4.4.1 BEgE L uy H B RS EE R oo, 2-11-1716
4.4.2 AR B AR R o 2-11-17
2-11-1 20234 & =



FoEAP LR NER $L4-F LilEpRuL

| A3 R HEE A ME B 2-11-1817
A5 B FE T oo 2-11-18
B ZEMT o 2-11-20
AL I 2-11-24
B MR TEE 20 oo 2-11-24
5.2 FIFFAERFRTE Z IR oocvveseossvos oottt 2-11-24
6B R B BRI A oo 2-11-24
THBIEEETE oottt ettt ettt 2-11-25
B B e 2-11-26
8.1 B 5 B P MRS B A B oo 2-11-26
(—) B g B N R R B B (5 - A A & HATE SR B PR - SRRZAERS)
....................................................................................................................... 2-11-26
8.2 L b B P MR FETSBR A B oo 2-11-27

20234 4 % 2-11-11



FoEAPEIANE A FL-F BJEHRuEEL

FH—E SiESHRER

W EE - AR B HBUE AR IHENEZ B  IREAER
RUE > FERUSETIIEE % - HRNEMNEA SRS - BRREAGLSE—
IET ATEE H A AR B AR - ANEE (Rt S A RS AR AH B R S AR
KHBFERIAT LR -

LATE

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 -

ATEFTRE TREMUERAUE - TERUS ST A8 ) RS A E (aE
FIREE 39 RAUE - BESLIE S T IV A EETRR AR S S0 Sk
SEALET R RETR > RIS RUE B A ~ IR R a R EEYES 14 R
JE > BRAESSARESN - FERNEY R PR EEE AR SR > I
SAEEEYET RS > ARSI AN S RNEREMAEIREEEHIES
9 (FRAUE » EREEELL oL EE RO B 50 WS 4aET nlRg - 1afe s
MTEE AN

A AR R B an - PRI AR EE B a2 B 4%
an > ANEFREIYI % -

AR oo HAVERESE L ERR o OB SR R A RE D -
R BITEIRRELE RS -

FAAREE > B S BRI RE AR = B ER 3 e R BN RE AR - P e H
sRALT o EEERE R ERED TR R R g ERE -

% 53.1

% 53.10

% 53.1I

2-11-1 20234 & i



% 531

% 12.1

% 62. 1

% 531

R EAP LTI NEE $L4-% LilEpRuL
2 B R Y B
2.1 HEE R S H A

{REESRIRER 39 ik ~ FEEGRIGIE K EEVAS 14 R REeE HUESS
9@ZﬁEJﬂmmxEj%%%%ﬁﬁhﬁiﬁﬁﬁﬂZ§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$%
EH] E%?%ﬁﬂmﬁgﬂgﬁﬁ ﬁ E%LV%F%$£Zﬁ
BERLE - BIANEESRILER 6 (RATE m o BIEERR2ET ~ JEEE
SESEV PN USSP T /WEU%%A@%$ﬁ%&E@&% 4
mn o FREE RS AR © AR HBIE A A - BN RREs AL -
{ettan ~ RS ~ BatmelR gt 2 Ak « BRUE RGBS e
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

2.2 R ZHFEA

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— XTI
231 FE—REFRBZRFAA

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
HHER NZRTRHSAEEIH T YR (% - (1)IER B HEE AL B AR
TRAERR (7 o (2) R RS Bt e N B P fth N B A

20234 4 % 2-11-2



FoREMLNTHE S -k RlEpREL
232 F—REFRIEZEE

B LRSI RET 038 - JE BB EES, - BEE R s HALE /AR IAH
FIREZ B > AARREAERUEFTEUS 2 B —KEF s - Fifl T 55— G
AJEE  HIEELE—A R (active ingredient) k[E]—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 ARk oy e o JRANE > [E—{E22E04r (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 > FEHEEASTEIE R - 2 RIDUEEY) A TFRRES -
{EEY) A BRI EE et S A FFF o] & > AL SR IS 2 R EFF 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
(V)EEE—BR8 5y 2 A E SRS 8T v 2B

()VEREE g > [FAI L - FE—AR s s HE R R RSRTES 2 &—5F

AT IS E R RSB IE R 2 5 —REF I8 « il R o] 2 B8tk

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 BEIEFESN - AT TR EEE S » R IEF i R E—Ax

Ao ZARIRRETA] > BB —RETA]EE « QIR Ay -

BN By AR AR BE G ATHE - OIS e e
TS BRI © SREMENRIE BRIFF AR BRI R A
R EIEESL » FHARSE R B RT3 B » % e
i P T A — AT

()RR EES: » RS SR B IR R E s i

% 53.1

2-11-3 20234 & i



% 53V

R EAP LTI NEE $L4-% LilEpRuL

SEERE) M ZRE T WHRERE—ERAMEEE (Flag
VE Rt B ~ YIME Rideda il ~ SUIE RBREREISE ) L E BtIi%
7 0] BRI IS o B0 0 SeHUS ZEF A R A SR ST A AT
P HEESE 4L (it 1REHUS 25 o] B s oy A AP e H B
Ko Wtas CGoibbRaEse) - MW o] 2 ARGl aE s BE
—(ERAME > AILIAERER S A e H S 8 BE IS —
REF )8 o B - SellfG 2 51 o] A 3aisr B AR aEE 2 A
MR - (REES 2 5 o] Ry ARk s B AR AR BRE CHrk
FRTEY)) » BAWET o] 2 R &S A E R 9 ERERE—1FA
ME > RIDUERE ST B BARNZ AR 2 1R E:T 0] JEBSE—X
SR o NP - SeEUS 2 5 Rl R AR sy C IR a7KiEZ B EE
> 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 1 RETR 2 B8 0 > JEEE—
REF ] -
(Q)ELE—A RS K5 — RS BEF T 2 B

() EE—REF T A ek B — A R o7 BB — R R AT S el o
HARE L — AU ST e B — R R T+ B ~ R [5]f F A  ~
NEEM EEFIUT 28] HIEEE —EF I -

(et BTG 2 FFrT R o SHris F ST °] 2 B E e B — B Rk 77 Z &F
RS LIRS E R EREEEAEEE (flUEERASEE
diclofenac p¥ 7385, > HREE/KEIRI  EIEES — BT R " AN [E F
flnfe Z BRENEE R ) SR B P B ST i B e e A AH R T 2N
SR 1% AU URALE 2 EIEE > FAILFEIE T % e
EZ IR — T rlEs -

2.4 HERIE R 2R ERAE

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
e 7 fRNfEAHEERE) HEEEC - MARST AR FET Al s IR R
HE > HEESEEHY  RIEEIREINEEE FERE 2 FET a2 H

SR A AR B IR N 25690 - ATHUS S — e alag 2
DIET RTsg P 2 5% HHH Rt © DI E AIRHIEE S E0E - DAT Al SG Pk

20234 4 % 2-11-4



FoREMLNTHE S -k RlEpREL
LB B WA HIARE -
2.5 HIgFERZ KB

SAREHEERBIE Z 104 H AV A i e B 48hn - RAEme R0 AS
HHEMNACCEEFEERG EHET Al - A E RSN Z R - #
—REEIHEAE - FAEAGHF TR ZRBUER—X - &R
FELERZ AR BRI > B SRR —FEMNZEHF T LR - f140

— I BRI 22 2 SN RE R ] B & — A 0o A RCHAE Ry B Bt F 28 -

EIELIARER T AR R T 2 FREEET AT Rg FH e e R A A > W% >
RIS LAY A E Ry gl 2 R 45T il 58 > HHERIE— B AR 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 -

BESE > B AL —HET s ER R —K > EB—XETH]
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 -

SIERHFEZHHE

HEEIERE - TEMEH RS - T HOEEUG 25T R8s A R R
T A ZBINSNEIS: - RS E R R -

3.1 HERE ZE0Hk

HER LR FHER S /R EARE T - #0000 - HEAREA ~ H
ALt Z B ~ JR R EUS S —ET RS2 IS - LUt SR
SRR SO LA B -

3.1.1 BFHBFEZFGHIRE

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

3.1.2 F—REF R EH 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
(DRI ATREFT IR 2 A

E 53.1

wt £ ik 310

w ks 3.1

2-11-5 20234 & i



R EAP LTI NEE $L4-% LilEpRuL

B R IREESTASE 39 ik 2= L IRIR G 6 B EEVASE 1A R 2 AE
FEXEALET 567 M E S LA | R At AR A E RS O R 2 e -
FEXEALRT 565 n] B S LA RE -

()% —REF Al G ATaCEk 2 ERT AT EIH

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
(VKT HIRE Z AU 73 e H Fil ik B F 5 ERUF i []  Fe a

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 ZA BRI BB R HEEE RIR (e Z BRI - 5
BAERHE AN UMER B LR AR 2 L aYIR SR iECHE
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 RS FI R M A T S I 2 FEAE R AR

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 -

3.1.31 FEUSEF A AT IR A EE

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
Bk R HUG R E i R s T 56 P T 2 BN S el st S B R »
s H B RN R R AR ST B A EAR BUH R BAR] - Al HARA 50

SRR

20234 4 % 2-11-6



FoREMLNTHE S -k RlEpREL
3.1.3.1.1 & 7 BN PR

(1) B A e PR B T
B gt 2 BN EEIREERIAE 2B H  FiEEtEE R R S AT
NEEPREER( e et E it s m Sl Ten 2 Hi -
sy 0 BIPRSHCABREIRT > 32 F - (I AR R 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 -

(2) B4 Mg PR e b T
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 Harmonization of Technical
Requirements for Registration for Pharmaceuticals for Human use ) 73

registration-of pharmaceuticals-for-human-use ) PR ER 5 EFT E 5
Z i\ BaBE 4G HIY (study initiation date ) kg Ba5¢ i H B ( study
completion date ) » {F /55 MR PRSI 2 48 ~ 32H -

3.1.3.1.2 R HFELERESCE RN

BN H LR e E AR - DImEEE RS E R 2 Hi
(LgteE - H B AE ) Rt » DIEIRRESE HI (Gl A% B
FREAAERATECECZ HI) Rz H -

3.1.3.1.3 R &L B P4 N A BRS AR

FgE S B HH B AR R A e B A s R Z T 2 RACHE ) -
B2~ VA NSRS R A TR EE R B 0 52 H R A SE R R
ez F > JREH s & & Frac sk < sUabian H KaliRse i H

MR RGN RES S FE > HEFE 2B EES N
s AR > AL - DAY MH IR RS i R > FERRHHRZ B/ M
a\BRaTEE 2 EEEL  BlAnsABaat S - st ERYT - RREEE - AR
#EZ - Wacaez HE SRR T RetBase iz HIH - 1E B4 N
aBE AR 2 ~ 52 H -

3.1.3.14 BN FERESSLEEDH

WHEE S s E A B 2 L H Ry R as A g BHRR S 5C &R > &L

2-11-7 20234 & i



£ yek 8

£yt AT
£ y5i% 6.1

w £yt 30

u £y 5.1

R EAP LTI NEE $L4-% LilEpRuL
BEERES W HI © 52H BRI FATsi#E 2 B8 HEH -
3.1.3.2 RS M A B S HEM 25t HE

Fo BT rIREI AT M I AR > RyfiA = 3.1.3 T BHUS ST AT
s (M A Bt 56 0 2 AR R ELEARE] ) T Al 5 B A S N Bsdife]. (ELep e
SN ERBAIR DB A S HZ A > B HEER  BIPRS N ERbH
mHERHEAEHZ&E > Hzalbabiia ER) KEINHEET AT
FAME GIREEEREEHZAT—H ) > #HEII8E% - fORREI A SN
BRI RSB nI e A B - SRS (BLTH ) B
Rk 8 5 oL B - iRet A ATS Z EIREAE IR T LAGCHK -

3.1.4 HIERAE AR Z 50k

RyRUSET Al S M A E 5 I Z FAR A 2 5 SRR > H5E
R ZHARIERL T H | BERAL - Sos T AR HFERFAENROA
i 5 > HRERZIIMILL S SRR - ECHE T A HFEEREA]
FEFARAT 5 4

3.2 1t &

HHER IR AR 2 - FERRIT A IS Z 5T ] 58 A S B ERaT A
ZBINSNEIHSCR > STl dnr s -

3.2.1 BEEm R HBLE A

FHER AL £ Z S AR B B SR e LS 778538 PREE na T Rl 58 A9
A RS N HISC A -
(DIWEEEF sBedfE (SferEteER AR ) - BYMER PR S B ELE -
ac I Z 58S K B - At B R Y1 5 TR PR i 28 2 447
Zf%ﬁﬁlj}@&ﬁt scH IS - (R8s bR IR s a2 R 8k )
(2)EUPN R S an A i B s A A I R e ~ B2 HHZ 385 -
AT NSRS (SrEEMsER ) JHEIRE « B2 H I Z S8 -
rIESErEE 4G 2 IR H R Tol - DURRTR [FE e RS
(Gt alegs) ZRBHREHER - DR TR
F 0 JES IR R EE H Eh e e RS R AR S
B S Mg PRE B RARATEE ~ 52 H B Z S80S0 - T Bl MET TR R PR i
Z B BT SR B SIS - BlanfR hacsce siga T A0
atEMmT ~ UBRgean - ERREURIEE: - BUBa B Ratlabdin 0 KatiRse
Az st & 2 EH

20234 4 % 2-11-8



FoEAPEIANE A FL-F BJEHRuEEL

[ A FH 5 2 i A B B SO IR H Z RG> JE R Je DAREH R
F BB S S HIHZ B33 - DInascA FE iU I 2 e 5 25
5o H Z RIS - il RygEan (T B BRI AR A -

FHHYBE S O H A 58 B PR R S R A S 28 i P ] S8 P AR Z B
SRR 2 % A T BRI R B N NS R R o sE
i NFThe it Z BIN S M REABR DR » T LIEIZHERE. > WA TEIE » W%
BRR BRI HRRE SR - HEDURE 2 = Mtfa? - BUHFE NS
firEAREE Y " BRI ENINEREERE R ) (FREIASN
A PREA BRI Z s8I PE - RIS R B g i It H Y SESE BT RIERT
Ry B 55 S5 0na T AR AT RE T T Z BN M PR - 1S LR BRI By
FIEr R -

3.2.2 REEMEHBUE A

HHER AL Z B A 26 Ry it S e HABUE 778 PR s T el s A9
RS N HISC A
(DEIA SRR SLIE ~ 32 HIHZ B8R RO B - Pralls BIESR
SIS IR Rt E 2 41 ~ 5T BRI ~ 52 H IS - (R85
st a2 R ek )
(QEIPY H R R A B Rr A R HGEE ~ 32 H IR REHA S -
AT e A S s BRI BEE ~ B2 S Z B8RS Ryt ez FH ]
s < i B B R S L B 2 BRI g s st
sPEmTT -~ oUBRREE - BB - SUeRitniErT Ratlasdpi 0 312
AR B E AR R -
BV SR A S aC A A H 2 58S - Ty e AGEHH H R A2
ARG RS E U Z B 3 - Blansa et 32 BREgaT =]
BRCHE T A o BECH ZEEHS: - il Rl S H I 2 B4

S Ad=A
BlEG-Z

3.3 HEF EaLEZ Eif (DIBEEmKP)

— ~ HHHEF AR
HEE H OfFOHOH
SNEH OfFOHOH
SR S s OfFOHOH
SRR AR H A OfFOHOH

~ IR

wEyEE T 1

2-11-9 20234 & i



R EAP LTI NEE $L4-% LilEpRuL

(RCEIEAERTFT AR AT R TR
B EEAL RMREESTASE 39 RZAUE » FEFEALRT i 567 il B S HL S5 A
fig -
(D)EFEETSE - OO0
(Z)FFaEaRrA NEERRE A Z B (R - F—A

(PU)ET rIRERC s R e T R S5 7H
AR+ OO0

B : OO0
(ERF AR (AR RICAR) Sl e 2
i
CEIE AT ] Z R BR A RIE 1 b2 T RO {Lay - Hp
Ry AR T ) 2 il -
= - B F
(—) BB F TR £ B3 A FURER 2 A - (B5)
() BB F TSI 4 B A HEMARAT  FEA
A BRI BAT
GBI 2 2H : OFOHOH
BB 2 22 0 : O0FOH
MR BT 2 B H © OFOROH
B MEFRSBAIIL 2 32 H © OO AOH
BB B
X2 H | OFEOAOH
SEF— I TE 2 H : OFOHOH
(5) BHUSHF TR A IS 2 100 © &3O
U R S | AR RO
T - R TE 2 B OFEOAOH
A~ BT
A BFIAHOEO A O HHBHOOORAEHA
B. O0OFHOOOHF THE
C. 57 B AR
IEVER BRI R B 37 E RSP R A 1 (3
TR BB BT SIS A L 17
SN PR BRI 32 FH2 3SR 103
PSRRI L 2 (7 CREUBbRE Z BETRR ER 5
PEBRERIHE » B0+ T RSBERESE O F 48 O B » T BRI
Ok O0H )

O M m QO

20234 4 % 2-11-10



FoEAPEIANE A FL-F BJEHRuEEL
BAHFERZAE

SR - B ARAEEFI MR R R R -
R ALY -

LIERHFFRZEER

ARERFFERZIEFL  FRAEEFHFA - BHEMNEEOGGH
A EREATIN AR R Z F ATl 2 N2 I 2R 2 55 H
S T LA R B A R PR TEA A - AR ERE TR SN RS B
] (E8Ean ) s REIsERIINE (288mn) > DAL oL H B3R 5E 1B TR e
so L R tZ ST TR PTRE B IR - SGEER - FEJORE R AFTRRl 2R
AEHGER AR - EE PR HAVEE LB - Mok H Y
BRI EWRENEGRE - BTHFE - EFF ARt EE P REVESE
TEREREERE T BRI RN INERARE R ) 1EREIRSH
ERPR R AR Z BE IS SR AES POt SR LT REEY - o
Wz BRI TESE - NSRBI EES F R 2 T B E B
K EINIMNER B E IR | Bz T B B I R BN SN RS B A
R BRLNE  AREERE > TRAEES T LR - UM EmEER
Z ARG IH B A R AR 2 PRI EAE T B LAGR B

4.1 F—REF ] HEr

FIE R D R IR Z 5T ] S B S — T Al aE - MEREST nIRE Tk
ZHRRGY  FRETTERE > GILIAH TP o H AV S e TR R 4 uh 5 F
HIEE AR RGO TE S o IR - A RRER T O H HYERSE L E R T B i
'57\7\0

R ER IR Z 5T ] ST SE —RKET IRE - BlE—5T r] G g DA
s AR H AN ZE 2 AREIIE R A T IR FE AR -

4.2 F—RF B FFE NIERHFEAZRE

HHFENIERE —RETHREZFFA A > AIHEE NS —ET R
FrA NEEARAERI R - BB —IET 2R A NJE R - EEA
HHEE NS IR HHEE I e R B Z s8I0 R e % aa ]
itk A B e BRI R AR
4.3 BF o R R R S 55— K3 ] o o A P

HER R EZEE - WA —KET ] s FTEk A R s S R

ut £ yEE 3.0

£y AT

£ PEE 6.1

% 53.1

2-11-11 20234 & i



R EAP LTI NEE $L4-% LilEpRuL

R Ro KR BRI AT 75 R Z S80S > AISE— e Al 38hT
sk 2 F RN R R ) Z A KA R P © 5 R ARSI EA] - AR —
T ARG AT AU oy b PR 2 B FHAREH KRB P ss © S RiZ
BUEG AR - QIS —RET Al S AT A R0 o R R AR K I
BUS 2L E AT
AR — T AT 2 AT S iR B & R R 2 FHER A

s [ G A e - BRIERAAANT
(DEPY)Z FAFERZE - B s SR EEE b 20— [ KIEN B SR T

ARSI R T o

# 1.

HHEE AL Z B A2
AR L —f(EEPIA -
AAoKIH 2 JIEEKIE 1 ZAEEY A HE(EEY) a- (a Bt
&Y A ZHEFTEE)
FHRET AR
)i AEEY) a Z ot
—TEIESE ¢

(&RHA )
—— B —E T Al ST AR Ry (b e a 2 SRR
PREERIE 1 2 BoRac#ba A 28 > SEFRR#Ebad a

IR R E RsE oK IE 1~ 2 ZHIEFTE

B 2.
HEB AL~ 2 BAIZE
—iHKIH L (b EY) B R HEE -
FH—REF S
—pa )7 - EEYIb (b RbEY) B ZEE TS ) —
—EEE © EEMPURRIE R o PUGE AR

(828 )
—— B —RE ]S T TR AR B B EY) b o BEZET ]
re < TEMEEMRC AL AU S H > Mk T (R aCE B — A

R bEy) b - BIELMEEY) b EIE5°KIA 1 Z{6&Y) B th¥ > &CHEr
EEY) b Bim KM 1 2 bat) B B  FESE —KET Al 56Tk
ZHAREST Fodra KA 1 Z #EFTE

R
ST B %
| CSRIE 1 (LAY A RIS -

20234 4 % 2-11-12



FoEAPEIANE A FL-F BJEHRuEEL

—RIE 2 AR L ARG A R B HoRy RN L-form) |
fta¥a-
L‘FT_7V<
—he )7 {bGY) a Z L IEREY)
—ENESE (LI
(785 )

F—RET ARG SRR Z A Rk &) a 2 L AU E
V) EHEEEY a 2 L IIEBEYI RKIA 1 2 ZHEFTHE o F
woos— Ka T AR FTE 2 AT Rear KIH 1~ 2 Z HEIFTE -

cﬁi

i 4.
I A
SRR 1 (LAY A RIS [ BT B -
—HSRIE 2 AIERIE 1 2 LA A R EERER TR 2 > 3

1t

_ &Y A BbaYra-
—RET A8
—pm )7 ALEY) a 2 HERE
—HIEE ¢ I

EED
—— RIS R T RET#E . AR B b aY) a 2 FikEE

7 IR R BEEE F ol > BB A a 2 FREE ] ResfokiE 1 2

2 #E Pk FESN S —KET RIsE s s ARy ReEokIH 12 2

HE T -

1 5.
EE%%@%Z%%U%

2 ~$$@§1EA¢%CZ SEELH YY) -
)\ﬁT”

=/Ka¥) (¢ /bEaY) C ZHEERT#E)
F%K;V ?ILEE%
(&R )

Al 3 TP 2 ARy b &) ¢ 2 =/KEaw) o M
KA 1~ 2 fEEdak b e C o MRECEkb &) C Z/KEw) - BETH]
sa T EEY) ¢ 2 =/KEWEREE KA L » 2 ZHEFTHE -

2-11-13 20234 & i



R EAP LTI NEE $L4-% LilEpRuL

{51 6.
FHER I 2 BRI ZE
_éij‘zlﬁ 1 : —7f& Ivabradine E&REES > B-4t i Al -
3E5RIE 2 —fE 2 Ivabradine EEE EE -4 G 7 > BREEAA L) o
tFT-7V<
—J& 5 - Ivabradine E&JizEE
— I ESE © JEREM
(EREH )
— SRR Ol s TP AR oy f | Ivabradine BB EE |0 17

JE " Ivabradine B&JZEE > B-45 8 > A BEECKIA 1~ 2 2 #E P

Y

ﬂ%ﬂ o
i 7.
FHEEIIE = B A2
—aAKHH 1 © amisulpride - (RFUESEE RS )

E—REFAEE

——R& )7+ S(-)amisulpride

—HEE © PUERE
EED

a4 KT 1 itk amisulpride R5E 2SS > nleE K

%ﬁm”%A% WS —REFR]E8ATEL 2 S(-)amisulpride )% By ah K
TH 1 Z #ERTHE -

i 8.
FHEA LR 7 BRI 22
——ﬁ?514—@hﬁ@%% ZLEaP A -
aHOKTHE 2 ¢ A8 ?Elzhﬁﬁﬁ% HEEtay B -
,Aﬂ$‘14“
— {E&wb
—IEE | AR
[EHEA )
——F—REF S FTE AR R EEY a BRALEY) b Z8HE

Pl I Ry e i e FRREE K 1 Z DU ) BB %
TSUER S —KET HIRE AT A R oy R AR Redd oK 1~ 2 Z &R

N

20234 4 % 2-11-14



FoEAPEIANE A FL-F BJEHRuEEL

%1 9.
HHER AL Z S A2

—i oK 1 —EfUEA AR - REEEY A BEEY) B Al
@04_

L‘FT_7V<

—h )i bGP a

— fe&#1b

—IENESE VAR
(28 )

— B XEF AT AR R b EY) a RGP b HFr

Hk B R BRI > W] e oK 1 ZEEEIFTE

%1 10.
HHER A e 2 A%

&o
KEFulae
s (w=rZ K\
— {E&YIb
— s=x7/Ne
—HIEE | AR
EED

nn

81 B Ak (EEA
3%&%&% ﬁHT%%ﬁZﬁﬂ%ﬁ%ﬁA%aTHW%M%bK
Y ¢ ZAHEN A ReR KO 1 2 #iE RS -

(I HRF RIAZ S EMNZE - g EAEE b 2/ D —(E R K IH

Z N S — I I RE s A U s 2 A iR FI A LR EE
BIANEE SKIA P IUEE 4 F iR (s DASEER AR L€ - 1TEF ml a8 Frar ik 2 e
E R R EPE 4TS » BFE AE%%Z@&%@%%FVZ%% e
FIEREAE A W& R 2 sUdkhs - FEFEIHRZELEET 5
B 1.
FHEA E R 7 BRI ZE
—iaKIA 1 (LAY D EETUREERIHIR R -
—EEKIA 2 L WEEKIE 1 2 R - & D Bibad -
—AKIA 3 EE KA 1 Z R H P Hum s bt HIV B -
J\anT”

e E=>

2-11-15 20234 & i



R EAP LTI NEE $L4-% LilEpRuL

| — R BT HIV
(387

| A AR LAY & S ERMLEY) D
2 HEEIPS > B HIV R B RS TS  IERS— R A
S MEEY) d B HIV R kI8 1~3 2 #iEp -

2.
$ELFZ§ﬂ¥
FAOKTH L (EHEEY) E NEMEDUERESEYIRI R -
FAOKTH 2 WEEKIH 1 Z 3R HPEEY E RibePe
%—V’GFTJ“

—J )7 - bEY e (e Bib&Y) E ZHEFT#E )

—HESE © JARPRAEE
(E5HEH )

— B —KEF AR FTE s AR EE Y e BMERFEORIH L 2
#LEY E ZHEPTwES - ERTECER RS 2 BB R TH 1
2 HERIFIARE - MR — I I B LS e FoE
PRGEE 7 R E RoiE KPR 1 ~ 2 Z HiEIFTkE -

QVEHHEIEZ S IHER R > HEE A E o 2/ D —(E3GAFH K IEF S
Z%%EM%#T%%ﬁZﬁﬂﬁﬁ(ﬁTWIﬂE%ﬁLﬁ$ZE
#) o FF AIRERT I 2 AR A E R SRR IAR IR - Bk A
s KN BEA BT - HEE NRERARR R & Z Bl > AR
W o a S B TP A W & B (2 sCadis » HEFR IR ECHEl T -

1 1.
$%@%Z%ﬂ$
| ‘ B 7k
,Aﬂ¢‘T*“
)7 L& a (a BILa A ZiEF%E )
I © 1
(38

FREFF A E L EY) a 28OS Tk » U S
F— KHT%%ﬁZﬁﬂ&ﬁﬁA%a%ﬁA%AZﬁI%u%Eﬂ
AR —KET Al Re BLaE KT 1 BA R

4.4 EFERPECEEEATE

ARETEREZEE - AT & ZHARREEIISAR
SEEIMEDEARRET ~ S ER ZFERTRAR - SEER R E I HH

20234 4 % 2-11-16



wE et A1

FoEAPEIANE A FL-F BJEHRuEEL

ZAERIARIAR T DIIPRFEE - A H s AR R s &kt -
JEFAR T - SREEFRE s T B MR A v iR E - I RIRAE BRI E
e e Z IR o DU B 2 i R R B A 15 A T AR 2 BT 43 TR B
>

4.4.1 REEEHBUS T A HER]

B A BUE AR > fE IR B TR S
(1) R HUSErE Bl A 38 2 e T o] SE AT 1T 2 B P9 S MR PR S ] (é\?ﬁ%
Mt Bat F'Eﬁ) 4
()N s 2 i A B S B A AR -

Pl 5 S e FE 0 58 2 na T T RE P M T Z B S NE PR DLK
fErrEElhERE L Ryt 5% S8 e T AT R FTRE & R R

FHY R BT E Bl A% 55 5T nTRE R T T 2 BN ES PR BRI (&1
MBI AUAUSFrEE R R TERIARSE  RR EE AR
s e R L - S EED R ER e M s Al A T RS AR
ATERET -

FITIC 25 SO i TSR T BT AT
(V) rTERE Y FHEE N Z AR R AR
QEIrsMNERE S (EEmettat) BRI K&
QEIrsMNERE S (EErEttatbe) Mk s acHs o B -

AL AT BR Y N Z A RIAR 230 » 2 RAE 443 T AT
TR ERERE NZANE Ry S

4.4.2 REEEHBUE /7R HER]

“‘l-

%DEJZ ETESEMN AT ERENEZIHEE S
(D%HX&H ff A REEET Rl RERT T BN S TSR K
(2B EEE%%“%%%EZE%EEH [ -
AT E PO/ N R - DLAC SR SR iR 2R R e ey HL o % 3%
FREEET AT & R -

ATACE ST e RS TIR  H 1S
(1) TR E SRR N ZAE Ry 3
QBN NHFEE\BRE R ¢ K&
(BN SMNH a5 So e & BB AT

AT AT ER B R N ZAE BRI 258 - 2 RARE 443 T R
TR ERER N Z AR Ry ]

£yt AT

u £k 6.1

&P 6.1

£ 752 6.10

2-11-17 20234 & i



% 531

% 17
%5 11

R EAP LTI NEE $L4-% LilEpRuL
4.4.3 AR RNHFEAZ AERHAR

Fied T AlERE N SR AZAME R ) (RiEHFSEASREREREZ
AR o s PRGBS ST TR I - RHSST rlRE 2 i
o BRI S AZAMERZIB > SBEERIATT -
(D&EmE RS SC RS s e WEWERH R Z U iE - A

ARERAT R - RGBSR F SR N ER A TTHSET Al 3
IR > s AR el - EBCE RS T Al s - FALE
FEJE ] = a2 A E RdUife -

(QgEmElRSEC - MFRMBE - FEEREERIEE SRS > NIt - 5%
R B AR Z 152 H FRE L Ry B Se i TRl s & 2 H - B E A
FlekixzE H Z R AR EHIRHESE H Zai—H IR ZIE - EE =
FYHREE N ZAE R AR o 2590 A bl 2 s 2 s I B IR A
FIE PR Hi - A DAZSERE MRS 7 H 2 R F i Rk H - ftE
A s A\ a8 SR U SR ARG A AT - FIE DA SREG IR b 34 5L
Hi kel -

QRESCUELZTHEERMBEBR » REL S - BATZZHIE &
SEGRHF AR E RGBSR AR - SRS T HEATE
FHEE ) ZAaNEH 2R H Za—H I 2R - [EE R R
R EER N ZAE R -

AIT(1) ~ (2) & (3) Z FIERT R FY B aR AN ZAE BRIt BT IER
Z IR > FETLUORR - ERfE IR SRS - nIm A s AR
HERET HIRE R M R AR R (BT o H HYEESE LB TR
ph THEERMHIREE S | 2R ER L HEEERHE ) EEEAR
JRA]HETTARE > SRl Es T O B AV ESE L ETRER i Bh TR (L LA B RN A 4R
A AR AN -

4.5 BEEEEH

OPFFEEEYZAEEE R (FIZAE eV RreEli) UERE
BFERE 2 S anET r] 56 > BIfE el A B — R e (b eV E — s
AUSEELET R] RS NSRE R RSE —RETHE - AT U &R
TR AR e R ER A REE A -

(2) B HIHE N B2 A 7 [F] B BUSAH [RS8 o R [E iR 2 2 1
aFafEg (B EA R FAEE R - EEIEAE - e E s
ZZEFE]) » N EAREAG LS —REF g R & > WPA—K
FofR - HeZeT i@ R DL & — R SR Z a8 AN ERE
B PR AT - N R ERIE RIS > FH R AR HH 2
(7] H i 3 2 FHEA S oy R FH R R 2 5T Rl 8 - R R EE A PRI

20234 4 % 2-11-18



FoEAPEIANE A FL-F BJEHRuEEL

B L{E A SRR JEHRE— - RAVESE 17 (RAUE I -

() FEANE N S E B e P R A [F A0y B E i 2 /e (B
WA DA B ) 8 H SR R 2 55— 2RET RIS > 0 A st (4 CEi 2 )
A [ESEIH R R IE R - FHHYSE—IKET i 56 (ERE $5 DAE R B R
SR — 2 [N RN S AR PRI 1 (8 5 Py s op 2 — 5T T
HERR IR - B EAIR IR - JERUBIER AFES - Blan - A
FEALL A BT ATRE R K 2 ARSI E R - DL B BT AlRE s L%
Z BRI > &5 A A~ BETA[EERE—ARRT ~ [F—HiR
(EREARE) HFH&E 25T - fEmr S AR AR 1 {4EH A
B (AFFAEE) L% (B?F_J"“) HERIE & > B RIR T
KBS > JEREI » ZZEZ IR

W%%E%Z%%E%gﬂ%ﬁ%ﬁﬁﬁﬁ’@&ﬁ%ﬂ%%ﬁi?ﬁ’
INVAZ BN SFE > A AT ERZ s - Wi - &2 7 Ik
REFE  NEAR  SEHNECE DN REGEREEEE - 238 PUE
R ZET Al 5GP A R oy B H R AT I 2 55 K TR S AL R IR M BR ek
HEHEE - NHFERZENENFE  ERZHFFETERE - . &5
ISR RE AR JE iy 5 R E B R HEE > (IEETHEE -

(5)(HER b A 2 B P PR iR R U _E S B s R P R PR s A ] > (B A8
R [ 4 PN R PR s A Ry AR B 50 FH 2 B R PR > 15856
FREIAERIR SRR > HRE A Rz S e ) 2 BN ER PR BRe bR LG
#EITH - MIEER L -

2-11-19 20234 & i



R EAP LTI NEE $L4-% LilEpRuL
4.6 ZEH
PUN R GERBHERERE TR 25T R ITEA

B 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 =
FH i N = 2 RE A
g 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 AT IZAEIERIAR > SCES M PR G A ] e
aT 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 R AR 2 S8 > DAH RBR TR - E=5
E o ABLLS FERIR)

20234 4 % 2-11-20



o REP AT NE S Lo L{EHRuEE

B 2.
ElS MRS BERRR G AR A A S H 2 1% - B H B Bl MG R EREH
IrHER

< 20 4F
X «—— E —>
T . ot
=) = Hy = fad
£l Fl g 4 o il £=
EH N & o 2 T i
A i 7 K — 2 fid
H H i i x ] e
B 5% & IE| D]
5] 5 aJ i H
G Al i H
H H H
(GIEED|

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

2-11-21 20234 &%



R EAP LTI NEE $L4-% LilEpRuL

% 3.
RS HEEN A AEH 2% » Z2HEF —KEF 158 2 HAfE
A 5 A o
< 20 £
i 65—y 5 F —p
Pl B
5 g W 1 s i
il ! oA T% il =
i N # fie i
il = zE — H i
H H o R i &
it o Jizl bl
H nJ b H
B H
H
[E5EH]

HIF HER RS S HE SR A S H 2% - SIS Al 55 A A HARE
EM$E%QE%ZE£%§WF%—AﬁT%Zw—EiZ%% fE
PRI T HTRERT AR I A 6 2 > {H{5LL 5 FERIR -

20234 4 % 2-11-22



S EEPLIRNES $4-% LilEpRuE

W4
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

LI S= s B ] F s AR I R - FRY SR R BaRa 4G
FREMAEH - SRR SRR B HA A& H 2 2R R
Saoeri M (a) © B ERPR SR (4 B e F o Telba B tﬁﬁ?éiﬁ
H[E R A A H 1B 2 BRI (b) © B TR A I (R E e AR SR
R EIGES XA Za—H (2 HE(c) s AlEREREHE A A 1’!5
FyBARE B R AN L H 2 R £ RS F—IGEF A 2 Al —
1B Z S (e) -
MTHERZHARI(E) = BEYMERSERIE () + BEINEEPR SRR (D) +
T AlRe Z AR (c) - 5= USRS R el Bl P e PR s A ] 2 B
SHREI(d) - ATER Y R EE AN ZAME R (e) (E=5% - 5L S FRIR)

2-11-23 20234 & i



% 55

% 53.1

wE 9

% 54

% 56

R EAP LTI NEE $L4-% LilEpRuL
SERHHEEZEE

SHAFEEREHNERFFEER  BlaCEHEEANREFE > (FlE
TEERERFEA -

5.1 BEEEE ZLH

HEEGRAELERE > AERZIIRE > A5EERE P REHAE
S L ETRBEISET AR S A B Mt 23 © HHUSST R A E
fiag I AfeTkE A 5 £ - HIERMARIILL 5 S RIR - fx AR IE
SLEVNEE LS HA e 5 58 JEDIH BB racsk - T AR HFIHE
WEAETEROH  ZEREIOFOHOHIE ;: Higi# 5 F58  FEE L
ZaCE Ry T ARSI EAEIAR A TR 5 > 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%%ﬁﬁVVZWﬁLWﬁPEWﬁﬂﬁL& B EERT -
A AREEADT A - B0 CRRRSY ) FORTACEIERE 2 FIAR ~ FIRYATAL
ﬁ@ﬁZ(ﬁﬁ%ﬁ)Zﬁﬁﬁ

5.2 FHFRIERFE IR

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  HUAE R SR MG R S — 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

20234 4 % 2-11-24



FoEAPEIANE A FL-F BJEHRuEEL

([l Bl 2.2 5K ~ R KIS AR KIHE > PO RS 554
RERAR 2 &30 - (2575 R FRaT Al se k2 RIS ET i AR Z A R00T ~ #%
AR Z 5T AT IR B R T A IR 2 A 3l oy 2 B -

f 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 B E A — LM e AR e T e Y E 2
o AR RbEY) a (aldER A Z&EN) - fEHTTA R EIE
RERRCRAAR (Yt R ORaail) ZER88T G HE5
JEFR BRI AR - HoAZ A iR SR I S AR ] AR E PR b &
KN N EEES SR

7IBEETE

RGEEIERT > Efetl ZERHFEE - REERTREAREE - HHE
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
TfEse - 48 I AT S5 AN AR ~ WL > W0HHEE NS R R ~ il IEsaE B g
WA RE - IRIBIERTR ZHRE T UEE -

% 154

2-11-25 20234 & i



R EAP LTI NEE $L4-% LilEpRuL
8.fff ek
8.1 B & L N/ N IR B EE E

() BEELEAERAREE (& | BAASHAERRZERER
HRES))

, O
S 0 o
jut

)
Il g

Frofe | G PR S BRET | BR R e B | Bl 1A | 1R ER [
AT srEmS | SalniEE | EWmS
T Z3% | Bl %
XHH# | XHH

0 En
[

~
& F

=

XEERw ~

1 |BE# ok, | 1 OFO0OH | OFOH
e, 2R OH OH FORSE
Ry ¥ HE Al OH

HEL X Flfs
G ¢ #Y 3
B, DLEFAS
Y JEREESE
LW PR 97 8
i HY R S
Ze

2 %EP‘L\) < l@ﬁ *hhkhkhkhk Oﬁio}% Oﬁioﬁ X ﬁf\.%%—f}lﬂ'
e~ R - 2 OH OH BOAE
2 BT By OH

5 =1
Bz W& PR
5 BTt
X f1Y &t
AR R
B2 Y B
P58 025 B I
PEHIA R HY
& " RIRE PR
B Y
MR

(D) EEEmESMNGE RS R (G BHAS HATE 58 e Ra s
/HIES)

Feok | ERPREEEET | RS | MReslEr | MERelEr | SlBmE
HHTHE sfEdmsE | PAtGH H | (BE
v K

FE Bk
ik
5

& B

1 | Long-term erekokkk OHFOH|OHOH ot o

20234 4 % 2-11-26



FohREP LR A Fod RfliEpFEL
trial to assess OH OH FORF
the effective- OH
ness and
safety of X
patch in early
stage
parkinson's
disease

8.2 R & m B PI/ M A B &

Feoe|  HEEEREtEAH M | HEREE | HEER
sTEdwIE | BAtRH SERH
1 | 39.5%SC #Ri5REIIER | 99EX =10  OF O H |OF O H
FRIEIR OH OH
2 | 39.5%SC FREHIER | 99EX+11 | OF O H | OF O H
FIEIR OH OH
3 | 39.5%SC FREHIER | 99EX*12 | OF O H | OF O H
PRI OH OH
(5f + FEAAE HRTE e Rk HiE SR - MHEY])

2-11-27

20234 & i







