F+—8 HEiEHETER

2.1 FHEETER 7 B3 HHERIFEEE ..o 2-11-2
2.2 FHEHIEFR ZHHEB A oo 2-11-2

2.3 BB REF T EE croeeeee ettt 2-11-2
2.3 L EE—TEFHIEE ZFF N o e 2-11-2
2.3.2 B IEF HIEE ZBRIE weerererereseererenesssistesee st sesis e ss st 2-11-3

2.4 BHEHIER Z VA TEHARE oo 2-11-4
2.5 FHEHIERR 7 B oot 2-11-5

B R B EE R ZBHER v vttt ettt 2-11-5

B EHZEZE 203ER e 2-11-5
3.1.1 EEHHEEFIRE 2 FFLEIREE oot 2-11-5
312 B —EF A EEEEIE Y Z0H oo 2-11-5
3.1.3 B HUSFF ol sE M A B 5808 7 FEAE B AR o, 2-11-6

3.1.3.1 BV AT S A B HEEEIH 2 FERZ oo, 2-11-6
3.1.3.1.1 G, [ N/ MR REREGHARE e, 2-11-7
3.1.3.1.2 BN EEEE A B S EC B AR o 2-11-7
3.1.3.1.3 &% BN A MH R HATE oo 2-11-7
3.1.3.1.4 BN SE L BE LS B HART oo 2-11-7

3.1.3.2 BHUGFF rles M A S AR 25 B 2-11-8

3.1.4 FASEIEEHART ZZE0ER oo 2-11-8

B2 FFEEIEL oottt ettt 2-11-8
3.2.1 BEEE LB B TT3E oo 2-11-8
3.2.2 FREE LB B T3 e 2-11-9

3.3 HHEEERCHE ZH] (DABFEESLAMI) o, 2-11-9

B EEEE AR 7 NG oottt ettt 2-11-10

A, R EIEEZE Y ZEEE oottt 2-11-10

AL B REFEEE L JUBIT oottt 2-11-11

A2 RS E NTEBEETE AR oo 2-11-11

4.3 EREE BB B — U Tl 28 R FIBIT oo 2-11-11

A4 fE T IR 2 BB EIETE oo, 2-11-16
A.4.1 BEEE ELal H B T EEE BRI e, 2-11-16
A.4.2 EEEE R H B T EEE BRI e, 2-11-17

2-11-1



443 AR E TN A ZAE B HART o 2-11-17

A5 BEBTFEETETE oo 2-11-18
A8 ZEPT 1ot 2-11-19
SIEFREHFEIE ZZETE o vvvveveereseieintie ettt 2-11-23
B AL AETEIE ZE 7 B0EE v 2-11-23
5.2 FHEETERZEIE Z TR oo 2-11-23
6 AR Z 8 ..o, 2-11-23
THBTEEETH .o 2-11-24
BB e 2-11-25
8.1 BB Ll N/ M RGBS A BRI v 2-11-25
8.2 & B PN N IS B A BEEI oo 2-11-26

2-11-1



SoEFPEITNER $ -3 ERfEHRFuE

FH—E BiEHHRZER

HI R AR ~ Rt e RS RS I BRI 2 B (IR
RUE - JERUGETIRE S - HNBHEASREUSE: - FHEAGLISE—
IET TR H R A R A RERR] - AN Rt S A URE I A RAR R R B UE
RHFEEBIHT LR -

LS

EFIHIRE S AEGE ~ Pra& ~ RIS ~ B st Z8I0E - Ui
FESESRIE © ZRIM - ¥EHY ARG ] B pE i Y B 8 R R S8 s L BE 7 7k%
ME - MRS H BV EEBIHR A ZRUE » RfrlEZ 21K
AR - ECHET RS B AR - B A A RHEE B E PR
EiRER IR ERRHETR o BEEEns R R G PR AL
BT ZET AT BT - KRB EREKE I EARERIR] - IEREEILT o R
(RSB OR 4 2 T Feh & F (Kb Ko B E i - EE AR e N
{ERFELtEtE - R R IR > ATRR L AR E R AR - FELURE
PBE I AL HBURSIAEAN] > JAUOERS ETET Al i A B
HH 2 S

PBE I AL RS T A A B EUSE IR 2 = M AU
F R HNZ EREtaEs BOREN B R A EZ HEE S EF S
BAFE NSRS R 2 5 - R FER/IR -

ATEFTRE REMUERAUE - JERUS T A58 )0 RS A E (KEE
IR 39 RAUE > BEanE a5 th Ml A TETRRH A BR S50 > ROR4GG
SEALETH]RETR > RGBS © IR AT E A 9
FRARE - REEREAL o BRI S50 - WER4EET Al5E - 1afe s
TS AIE -

A AR A R B an - PRI HE N\ AR FE B R 1k B 4%
an > ARV o

AT T oL HEVESE EE R > PSS B AR - 1R
R BITHRREEZRE -

FAZAREE A > FR R BRI U P A £ B3 F 355 T M RE AT - P e H
AL EEERE R ERED  TEGIR R R g R -

2-11-1

% 53.1

% 53.11

% 53.1I

oL PEE 2

2021 & %



% 53.1

% 12.11

% 62.1

% 531

Y- hREP

2021 &%

E U -3 BilEHFuL
2 R ERZ M
2.1 HEF R 2 SIS RS

REEFIA 39 REBEEE LSS 9 iR MUE > JLEUS R85 -~ R4%
e BB TS A Z BRI - AE L AR - ZRJeHUS
S HHVHEE TEWBEZE 25T - NIt - SR TR ZEHERER

FRedEERn ~ AR HBUE A Z SR - ARISHENE GBI
%52% @WEV%@%$£Zﬁ%ﬁE PIANEEETES 6 HRATE

gu

BRI 2ET ~ RSB THP N BN 2 SEn ~ HA
Li )\+Ef%ﬁﬂZiﬁ%liéEﬂﬂb&ﬁEZimzéégi FEE R g ‘%%)ié%ﬁ H
BE A2 FAEA PSS ~ (Dt ~ B - BEmEE
g in 2 B4 - BRLEBRRAE  BUR S L R 2 FR RS B B %”§%ﬁ§£1
ff§§E§ - BEEE K REE R IR DAY 2 A BB b S HE SR S5 HHEE A - SRR H
P e

REIEEA KT 2 PE R SHRBNE R - He 37 e o S B S
P B A B R B A B L B U A 2 IR EA » TR R R R
SEHHECRIfE -

BRI EGE A T B A B D R B L BB B L IS G E & -

=8
=8

ﬁ

[

i

S

EI

2.2 HFERZHFEA

HHERIE R Z HEE A (LU EETEEHEE A ) > IRFCEFREA - BRRE AH
BRI N E N, - BB EAE IS R B A

AR RIAR - HRER > BRELUEARETEI > SHAAE
AR -

2.3 F—KeEF il
231 B—KIFTFIFFAAN

FKEFAREZRFA AN LUEENEA - HEEIREEIIEA -

F—REF ARG ZFiA N SR AJE 2 B —2r - EdH HFEE A de
H = FHBAR AN EE BB G R EIER (R 25 - )5
ﬁ%KMW@&&”E%@ M FF R A\ BRI TR R 3 ey B 58 i HE S

%%i@ Atz e I S B ek eGSR AR o - Y
@L?ﬁ

F=X T ﬁ%%ﬁT%ZhﬁA%#E%ﬁ?FAZEﬁ?FA il
HHER N RIR BESCPEREI AR - (1)FER i \ B i A 2
PAERR (R () ER B I N B A IRt N B FEF -

2-11-2



FoEEPENINE L FL-% EJIEHFEL

2.3.2 F—REF IR ZEBE

B LRSI RIET OI38 - (B RBEgES, ~ BEE sl HElE A
FIRE 2 BTt - ﬁf$ﬁ%§é§éﬁﬁ%ﬁéﬁﬁﬁYFTZZ§% KEFOIEE - Pl T S5 —EF
a8 (RFEELE—AR ST (active ingredient) ki [E]—FZRATHUEG 2 B
WIFFE] o BIAAEEIA R Y R R g > 88 > et B WSR2 7 ) 38
%’ﬁ%%W%Z%T%E%F —REFATEG

At ARG o B R ARIE SR LT A RE . T R T ) TRPTE
ﬁﬂ&\%ﬁF%%%%ﬁ%ﬁ%ﬁTﬁfﬁﬂ&ﬁ@@&ﬁaij
ﬁ%ﬁﬁ%&zziixiﬁkéii%ﬁﬁ JFRAN E > F—{bZE7r (chemical moiety)
NEEEE ~ A EBSHECR EVK &Yt EG Z A ERF AT - Hae0E RS
*#,Aﬂ¢‘i*” BIANFE LA 35 i R 2 S5 R A R R SE A HE R T bE
V) A R EEE > BHEASEERZR > Rl EEY A BYERERE -
mA%Ammhﬁﬁ%éW%KE%ﬂ%’%%%%W%ZIW#T%
1SRE Ry —RETrIa8 - A NIRRT — 3] - SR DA B 38 0A
B ZEZ IR -

At " R NEELGRIBREERGT IS T EIEE MR A
R NRELBIRIBREE T AR EEE | fPTE
WA R

JRRHEE ~ BEE[RRSATEUG 25T ila8 » (NIRRIEE - REEfRRR (R A DA
AEREEEN ~ REEN R - JERINEEEE - BEEH R - HUHLHUS ZFFlEs
NBAATEFTE . T8 —REFAEE ) -

P b o B Y EE T BRI RLE — AR o R S ik . RS A
2R BTEIRL B AEE O RS ERRE - RIS TR EIN
[&]— %HT%M*”E$EZEtﬁ%&AﬁT Rl - ARAE—KET

A Al o E—PEREAI T
(L)%L[E] —Eﬂﬁ T Z A FEIRREG 2 8ET v 2150
()VARAIS S - [RAE - FE—AR o # 8 E RS 2 —

S I IISAE Ry FRERIE R 2 S —REF OIS o Fofis R ] 2 Bai(h

R E—HE S 2 57 o] 58 AR S BIR T - FIamE ~ BE A

AT HEE - AR RE - R AHNHESEIBE IR 23K

FEREFT] » JOERE > PNE—ZEaFles D R - SRR

WZE 2 BIETESS - AT HYHEEEE » REZIEF il h R E—AR

AT Z AN EIRRET ] - B —REFAlEE « B LA THER BT

TENESE Ry Rz VG [ AR 2 BT ] 58 - ELNRT S R EGrHE, e

TESEEEE > w0 - BEMEEM: BRIFF AR > BIFRRER-REPER A

T2 EIEESS - i e E S M B BURT 3% 2 EIEIE » sx B IE

EZFF Al JB S —EF Al -

(A RAREE L - B RS AR A S FH#aE o FH EY s g )

2-11-3

% 53.1

2021 & %



% 53.IV

Y- hREP

2021 &%

ER R $L-% H{lEPFuL

AR M2 ZREFA - ERERE—ERAEERE (Flas
TE R ~ P1E Rofscaa i ~ SOI1E RPREHIE ) (9IRS E S 1%
S ZEFA] RS —REFA]EE © BN - SeBUS Z 5T A R Aoy A RS
P H e 2 Sa itk - REAS 231 ARy A R a HER
R Wk CErEPaH5)  BRMET ] Z g Eb e B[
—{ERME - RILIAEREOr A e H e &2 2 R 5T I R R —
EFATRE © XPIAn - JelUs a1 A RAsaksr B R GaE 2 B
P > REHUS ZET I AR B IR AR Z BR Gl
HEREY)) > BHRMET AT Z I EDa akm - s ER E—1FH
ME > AIDAEREST B a2 HkR &8 Tr] - JEESE—X
APafEE o X - SeHiS 25 a] Ry ks C P a7k 5 3%
filip > REHUS ZET A R Ry C RIRBT EARARHEY) 2 S5 1
{3 Cirig B EY R a% SR ) - #ERIET il 2 a% A E - (2
HHYRIET ] Z RS AR R R - (5 E—E At > AL
HRST C TREARARTHEY) Z MR 2 R e T ] > JEESE—
TEFHE ©
QEkIE—F T K [F— RS 2 BET A Z 1B

()25 —RET AT RE AR L — AT K [R— P AR S Z S 5T ]
HAR SRR — ARy K [Fl— PR T $ 1 E5 A [FI A A [ (58 P A
AEEBEA S EFAGZETH > HIRER KT -

(i)Jeig B 2T al g - i RS o] Z S50 E— A 8 7 Z &F
AR DIEEEE R - HNEEEXEETE (FlAEES S EE
diclofenac B¢/ &% - IREE/KEAL 2 WIEES —E3T R "ol [E F
g ZHRER S 3% ) SR H Y e e B S pi i e A AE R T2 2L
S % B EVUFZE Z BIEE - IR T e
TEZET AT IRBE 26— KET Al -

2.4 HEFER Z A EHAHE

HHER AL R MEHY BUS55 —KET Il 36 R = (8 A W R SEAE B R E L
{EAE AR mAT NE AN - MR -

HRYET RIRE R s 2 H ] - BB A B i N B PR T TR
HI - RER—H - NIt > RS —REFREZH - (REAEFIHE AL
WA NE IR HIA e - DI IR (FE480 20l e e ol
S22 AN MEAGERE) HEEEC > MINZAERT AR IRET rIEE st
HE > HEERSEEHY  GIEEREIEEE FERE 2 FET a2 H

R A A A R B IR NI 2560 - AR —XEralssz H
DIEF ATseFrad 2 18 HHA o2t © DI FIRHIES B0 E - DART rlSG ATk

2-11-4



FoEFPEfIFHE A $L-F% Rl TuE

LSBT S Ro e
2.5 HERIERZ KB

SAREHE R HIE 2 375 H Y i e B8 i R L B0AH
HHEMAGCEEFERG EHET el - A E s I S A Z HR > &
—REEIHEAZE - EAEAGHF LR ZRBUER—X - & —#EA
FELERZ AR FAREE > B ELE —EMZEE T LR - 540

— S BRI 28 2 SN RE i ] 0 & — R 500 o A R HLAE Ry BT B FH 28

G AR T AR R R 2 R EEET AT R FH e I R A A - Wik o
RIS LA T A TE Ry g il 2 R S5 T Rl a8 > HHERIR— AR Z It
& o G RN AR Z 5 F A] Rofcaa i 2 5 A FHEg A — B 2 & > &
FRENEFE R p— 3T I T -

BESh > BFIHE AR SE —RET R B G H R —K > EB—KETH
ro G SOR DI IR > AR AA S FERPAE—5F o] HEE R [F]— 2B
Hofhz Z R o NI - FEAREAREUS S —KET R - Gkt
ATREEJRF AT HER 2 (S I A ZE 2 HH R S A E A - (B Re i —
I E A EHFE TR -

3. ERHFERLZHHE

HEFERE - FEME GRS - R HOERIG ZET il sE R A K HER
a1 A ZBIASNEIS - (R RE R -

3.1 iFFE ZaCH

HHEFIE R 2 FHER SRR B ARG SR - 5000 - HAEA - #
AL B ~ JAR R AU S —ET rlRE 2 A ISR - DU L aE SR
skAHEA S IE I LA B -

3.1.1 BIIEFE IR

HEE = EER I ARSI - A= H B - BRI fEm 2 R A
FEFEINRE (PIUIfESCH EE R EHFREHWENFEEZBP) -

3.1.2 B—RITH B HEIE

Ry RS 5 — T I RE I A B a8 I 2 FRAE R HAR - R aR e
ZEFIR - HEE NESFERCE - ARSE—JGETrRERHZRY - EE
i MRS
(WHEIE AT ATRERT R 2R

2-11-5

% 53.1

wE 2 300

2021 & %



Y- hREP

2021 &%

ER R $L-% H{lEPFuL

PREE (R REE RS 39 RZMUE - MESEAET AT wE T ] B e L BRI
BREELAIREREVEEIES 9 RZMUE - MEXE ST AlR8 5 vl & H H EA

()5 —ET I FE AR Z R E 3T i S5 IH

HER L 2 B R ERCECE — XET AR NS - BEsT ] By
JeH AR - PRBEEEGL o I AR LT AR T RTT ) MR AR
oy ke TBIERE ) MFTEONE PR B AEEREST R
By e TR A R R ) BRPTE R
()5 —KET IRE 2 3 85 5 e e P s B R s BEOR i [e]  fol ek M

FHER AL Z B 45 hn ~ R AR HABUE T A A - o EEE A
(B &5 DA FR BB IR 2 55— AT I RE AT A sk oy B iR = IR
BRI 55— KET AT R RCE A R o Fe P ik B R 7 5P ] o]
EME - JUEER 0 B ET ARG AT S B ik 2 R A B K
HNEA—EE - HEE NHFARR M & Z B - 5B S P W
Gl Z SCEES - FEFSERZ R 7 BIAN - BRI R MBS A B
B R R R ZALEY) - MaT rlEEacsk 2 ARk RS i EtE 2 #
T~ B2 e ORI > HEE ABRZRTE SR ECE (R - NS
Wz A R oy AL A B R - R BRI B G Z RS > &
BAERAAE P AR LB BB A b a PR Ry S S s
e~ B TR 2 SCEIE o R BARR S T 2 sesEE oy
AN > GEKIAPTICRE 48 F AR (R DU BE BRI 572 - ITaT RIRepacak e
TE RS E TR E A TBIE > a5 A\ JHER I SEE R B2 Ry e e 2 Bl
GHEARRAE T E M ER (hZ soiE - B acEE T -

3.1.3 RESET vl BT VA B e 38 9 2 PR AR B HL ]

HH R I 2 B /R RO R UG AT RE T B A B 34 00 2 JEEAE > JRE]
EAEUGET Al A e & E R R R -

3.1.3.1 HEUSEF M A E RN ERE

AR HHTSET RS A B I 2 R - RS EEaL - ZHECERHL
RS SE00ET ATRE - FTE T Z BN S M PR iRE T LGRS ~ 321
W KN HE S RS S L F A EZ BRI » PO RS - JHEC
Hk B R 2 g% R AE T Al RS P rT Z B/ st S B G -
scHER > BN R R AR Ee L F A EAZ B B AR o Al HAR 2 50
SRR -

S5 oo

auk
il
o/

2-11-6



P REPEJIRE L -3 EB{lEHPFuL

3.1.3.1.1 B& &G 7 B P SN PR\ B

(1) BN PR e B AR
B g 2 BRI R 2 H - (RIef R E R R EE AT
WNERRE R S rEtEaEs st SR R R B TR HE -
g BINERIRESRRAE 2 52 H - (R fefE s F R AL RS
(EfrhRetaile) SERFTG  FIEHRSHER s HAH o e
MR R Ry S B e S FE R T - 25 DI R R o 1T (A 2 B
PREVERIS - FEECHEE tmed oy Bl[E R T & sl 2 H B Ry AR R E
HigREm S 2 FEwEHE - fEAHSEEEIR & - 32 -
(2) B4 Mg PR e g A T
DAY MG RS A R e R - PSR AR M R et B 2 &
 PianEpstE X - SRR - St - SBBlEEE - WEtHE
& ICH #H&: (International conference on harmonization of technical
requirements for registration of pharmaceuticals for human use ) 7 E&FRER
S E P E R 2 aabHG H A (study initiation date ) zaibaseniH
Hjj (study completion date ) » {F £y [ed5 Mg PREEBIR] <2 ~ 52K -

3.1.3.1.2 BN HF LB S CE TR
A EEmE SRS ECF A AR - DA RE S A E ad < HHH
(LAftEsU - BB ) RfEH - DIEIRHES H I CRE BEEm i E
SRR ATRCEZ HIH) Rz H -

3.1.3.1.3 B&Em Z BN/ NH Rl B

R gE 2 B H B AR R A e B A s R Z o] 2 HRACHE ) -

B~ A NSEIRS G E TR EE RS 2 HEA 5 52 H R A SE R R
iz F > JREH s & & Fracak < sUabi an H KaiRse i H

AN ELR G RES S FE > HERFE BRI EESMNHH
s AR > N - PAEIYMNH EIEA BRI s it FERR IR B M
a\BRETEE Z EEEL  BlAsABaEt =N - st EARYT - R - ARl
#EE - WacHeEz HEsERFe T KaliRse iz B - {F Ry LY
aBE A 2 ~ 52 H -

3.1.3.14 BN FERESLEELHE

NH R RS soa A I R H R eE AMe BAHRA S5 &k - &
BERERETWTZ A - 520 Rt al g ERTacEl s SR H I -

2-11-7

2021 & %



Y- hREP

i Eyriz 8

£yt A0
£ yid 6.1

wEPEES T

2021 &%

E U -3 BilEHFuL
3.1.3.2 REVSHF B M AT RBHIRNZEE

R BT RIREI AT M S I R > R EE 3.1.3 T B HUS ST H]
st 1 A T Bt 3 I 2 PR A e FLAR] ) o A 25 BP9 A Pt ] (e
PshaERRtE B HZE NS H ZHRE - BAS HRER - BINS NG
BHERHEATHZ%&E - Bza\BEiGHER ) KEINHEET AT
FaAME GIEEERESHZAT—H ) FHII4E% - FORREIA SN
AR RaBREeT e s A BB > SIS (ML H ) KB
BN 5 SELL B - YRET RS 2 BIREAE IR 7 DICH -

3.1.4 HERIE R Z 5ok

AU TR S IR R 5 e RS -
HE R HIRIRELL T E L Ry REA - 3 T A I RERIAEIRIO |
B 5 R - IR IS R R - T T AR I R A
HEEERS 5 4F -

3.2 KRkt

HER AR AR 2 > FERR I (OE RS Z 5T T Ras A R R ERaT 1l
ZBINSNEIHSCR > ST alldnr s -

3.2.1 B EEmERHBLE A

FHER AL Z S AIRE R B S8 e L BUE 7748 PREE e T ] s A9

Atz R R FISC A -

WEINERRERE (S REEsERIE )  BIY NGRS R B -
ac HHH Z 58S K B ity B R A S TR PR B {5 2 447
sTEmTT L ~ sZ % - (B Relbes R b2 Riek)

(2B 55 S A B s A S e ~ B2 H I Z 58S -

A AR (S fbrEtEslin) SREHEE ~ 52 0 258 -

IR Z FIESEE T DU R FE R A R &

(Efrptatbems ) ZREHREHER - DtrErtslnit R TR
& o TESIRIf R EED H ER e SR il RS S R AR S
YNSRI ~ B2 I ZBERSC: » Ry B MET TRL e R R

Z R B B E B Z SIS - Blande e st =40

sTEMmTT ~ olBRgen - ERRGURISE: - slBREE I KalBabain B kallnse

A H 2 S E I EE A o

[ A FH 55 2 i A B B S B EIRE H Z B8 R Je ARSI HA

an BB S R H I Z B 53X - Blanss syt H 2 ik 25

2-11-8



P REPEJIRE L -3 EB{lEHPFuL

e H ZEEIHSLIE - i RS R BRI R
3.2.2 IREEmMEHBUE T A

HHER AL Z S A 2R Ry R SR e RS 7758 PRig g Tl sge A9
A fE RS R HISC:

(DEIPSMH BRI HE B ~ 52 HIHZ SIS ROB B - Pl BR R
SIS TR SRR E 2 A - st SRS ~ 52 H I - (B48amH
s A a2 R ek )

(B H R R A S s A S e ~ 32 H B Z R8I -

A P95 N s B AR EREE ~ 52 H I Z 5800 > Ry % H]
i s B B S L HL 2 BB - Blande el slba ot -
stESmT - SUbaRgE - SlBREL - SUebiiaIET Aatllase i HIH Z
AR E IR E R

IW$E%%§E§§%ﬁEEZ§%X# Ry Je LAREHA I EE A5
LGRS Z B X W%ﬁﬁ%@5%2$ﬁﬁ7
”?ﬁ%%%ﬁ FEREEH ZEEIHSCIE - i Ralis3%a8 0 2 245

A‘7 < B
ESN 7

3.3 HEF L Eh (IR A0)

— ~ HHEHN AR
HEE H OFOHOH
NEH OFOHOH
SR IR e OfF£OHOH
BAEE AR H OFOHOH
= EFHEESIH AR

(RCEIEAERTFT G AT IR IR 2 TR
PR EELLIAIREE SRS 39 iR MUE » MEXEAERT RIRE T B B L A
fE -

(D)EFAEEFSE - OO0

(Z)EFHIEERFA N EAMREAZR R - F—A

(PU) AT s EC# Ry s R SR IH

ARG - OO0
#ERE - OO0

(TL)FFRIEEZ AR (BRI IT S F IR ) B 5 ORI [ Z ]
I

WOESEAET Al 2 ARy B AR 1 e T EEY) - Hep

2-11-9

wEPEE T 1

2021 & %



Yo EEPLIPHME S $1-% LilEHRuL

£y 30

wEpEE AT
it £ yEi% 6,11

Ri B@fiT ) & ZHEE -
= HEFERZHEH
() Ry HIUS-3F 1] 6 T 4805 B e S SOR R AT Z SRR I - (%)
(Z0) R HURG3F B 3 11 5 B e 3 O SRR T RE R P 2 JEE AR
AR5 Mg R A
it siaiE ZEd : OFOHOH
it siaimZazH - OFOHOH
EISME REREREAR 2 -E H © OFOHOH
SNSRI 252 H * OFOHOH
B. &l e soa A ]
HEEE—XETFaREZH  OFOHOH
FHEE—XEFTFREZH  OFOHOH
(=) MEUSET ARSI A s Z R © &5TOH
V0~ FRERIER ZIHE © A FFEEREMENROH
I~ B —ZErrsEz /i OFOHOH
ARt
A BHAROFOHOHABHFEOOOS A EFA
B. OOOFHEOOOHET ilFE
C. 2 {j EEARERL G
TR R G ~ SZ R Z SIS AR L
R (B M BR s RS & R Z B2 1 0
(25 Mige PRERER EATETRE ~ B2 H BRZ 58I SUR2 A 1 1y
- BIS N PR A ﬁZ%(&%MbZ&FJ%V§%WL
REEREE - 10 T AFERSE O RS O H ) A FENE
OAZE0H )

G).'l'll'l'lU

34 HFRIERZ S

ZHHEFIERET - RAIARAR SRR R IR - &
HHEHEZINENGLZ ©

4. ERHFEZEE

ARERFFEIEFEL  RAEEHFE A - BB EEEGRHEH
SAAE RSN AR SR IR R Z B il 2 N2 - Sl 2Rl 2 55
S T LR R FETA RIARETRE TEL S ol ERET A SN PR S Y]
A (B&%ELn) SRR (BR8E0) - DI EAH SRR ixaE P B
m%%f%%%%ﬁﬁ%ﬁ%ﬁTW%ﬁ%%@ TR > SR

A NFThalft < A E S IH R 55 - e T ot H HYEESE £ ETRRRHERR

2021 &% 2-11-10



FoEFPEfIFHE A $L-F% Rl TuE

Z o o H VS EE TR ST R K - SITEE - DU MEREE
Z ARG IH B A A AR PRER B T I DARR B

4.1 F—REF IR H

HIB B DRI £ ST R S B S — K T8 MR TR
RS RIS  BIARI it 2 B R 3
TR ARG TE TS - o B AT S
=]

i DL I £ TR S — T T S L
SR SRR - 1A TAE R SR -

42 F— TR A NIERFFAZRE

EHENIERE—RET IR A A > AIREE NS —KEF AR
Fra NEE AR R - B —IETREZ A AJERHFE A > EEA
FHER A\ i A £ FH BRI e B 55 B 2 s S F%%M K% ]
itk S A R e BRI a

4.3 FAEE TR B S — KT v o Z R Bl

ERHEEEZER - WAL S —KET ARG AT a8 o R iR
R Fo K eR BRI AT - 5 R Z S HA] > RIS —2ET I EERT
ﬁZﬁﬂ%AE%%Z KT s ¢ 5 Ry IR sE USR] > A —

KT Al R P 2 AU oy e R R AR EE S RIH BT S RIZ
BUS T AN > QUSE—KET rIGE AT A R0 o H R AR K IR
BUS Z VIR E AT -

RS — G Al RE T 2 AT e R A = 5 3 Z FR SR A
o R 2 AT - FRPIERIAANT
(DB SRS - FR s B gEE T 20— (5 KA B &SR T

BECHIE 2R Gk

B 1.
B AE £ 7 B2

AR L s LS A -

BOKIH 2 AIEEKIE 1 ZAEEY A HeEPa- (a BIEEY A
Zﬁ%%u%)

—RET A

BJi ALEY) a 2 AN

HNERE 19
(&R ]

2-11-11

% 53.1

2021 & %



Yo EEPLIPHME S $1-% LilEHRuL

F—RET Al EE e T RTELZ AU Ry (b &) @ Z oKtk - [
FoKIH 1 2 BRECE b EY) A 2B - ST AR b E a Z
%kﬁﬁﬂ&%‘ﬁ%lZZﬁI%/%

#i 2.

FHEA L = BRI 22
sEOKIE 10 —fE(LaY) B R HEH -
—REF A5

)i AEEY b (b L&Y B ZHERT®E)
HEE - AR S - DUSE LS
(&R )
%*Aﬁ?“ﬁﬁﬁ%ﬁZﬁﬁ&%ﬁﬁA%b %@HT%

ﬁA%biﬁFUﬁA%bﬁﬁkﬁlzﬁA%B&ﬁ %#@EA
P1b RysfoKIE 1 ZAL&Y) B R E - EREE— G ek 2 A
SRS Ry KA 1 Z GBI AT

Bl 3.
HH B A= BRI 2E

ﬁ?@¢'~@ﬁA%A&ﬁﬁﬁ%
i KIE 2 WIEEKIA 1 ZAbaY) A R HLEREY) H /2RI L-form )
&Y a-

B KPR

7 AEGE Y a 2 L AIEEY)

TENENE © 119F
(&85 )

BRI RER AT ARy B e a 2 L BUEREY) -
KHE LAY a 2 L BIEAEY) Rl okIH 1 2 ZFE R - JERE
—REF O] FEPTE . AR ST Ry KA 1~ 2 Z BB TR

1 4.
FHER I B 28
AR 1 —TE(bE) A R HEEER [ u sz 2 HE -
A OKTE 2 D JNEESKIE 1 ALEY) A R HEEER i 2 4k
Y A Bbaa -
—KET )8
77 LAY a 2 IR
TEIERE © 1I19E

2021 &% 2-11-12



FoREPEJING A - B A &

s

(&RHEA )

Fr—KET ARG TR AR Ry (b e a Z R - 5%
BB f a2 PRl 28 > HUbEY) a ZHBRE R BERIE 12 2
HEFTHE - eSS —XET AIRERTH AR R oK 1 2 280
B o

B s,
HH BB HE & 2 BRI 2

FRIE L —fE(EEY C -
SEOKIE 2 ¢ —fEEE(EEY) C ZBEEARY) -
B—KEFE
77 bEY ¢ 2 =KEY) (¢ BbaY C 2 &#ERT®HE)
WIEE © PLER
(&%8H )
F— T OB R T RTE > AR B B A ¢ 2 =KEY > I
soRIE 1~ 2 {EEL#bed) C o WRsElEI(EEY) C Z/KEaEY » B ]
SSFTEEEY) ¢ 2 = KEYIEE A KIE 1~ 2 2 dEFTwE -

B 6.
HHEE A= BRI 2

5RTH 10— Ivabradine BIfEEI > B-4E
$55R1E 2 1 —f@ % Ivabradine BIFAEAR-4E 5 BEEEAH R
—KET A

&5 © Ivabradine %S

HESE  JaREM LR

EEEEEEU%]

— T Al e T FTE Z ART By T Ivabradine BEEEEE o U6
Ik rIV«’:lbradlne BAMR R B-6Ei Y SEAREEKIE 1 2 ZHE AT
e

1 7.

FHEB I 7 BRI
A oKIH 1 ¢ amisulpride - (CRFUE S RIEMEE )
—REFAES
& 75 ¢ S(-)amisulpride
HIERE © PUERE

(578 )
a1 KIA 1 Frdi .2 amisulpride SRFUECEEEREME - a0 E RINH

2-11-13 2021 & %



Yo EEPLIPHME S $1-% LilEHRuL

FERLEY) - S —ZF AT S()amisulpride fE% R 4R E 1
> TR -

1 8.
HHEBAE = Z BRI 2

**TEIE 1 —REUREHRY) - Babe?I A -

TEIE 2 JEEKIA 1 ZPiREsRY) - SSEEEEYIB -
L’Fj&?‘c
F§ Bt a
ft&Pb

BRERE © JEREEE
(&REA )

B REF IR AR B a RfbE&PI b 240G 0 A
H 2 EIERE R B - NSRRI 1 Z iR ) BB
TUESE S —KET RIRE T ARy R R oK IA 1~ 2 Z &P

B o

#1 9.
A A BRI 22
A KIE 1 —f@EP U RH{EEY A B L&Y B Fréiik. -
B—REFAEE
w77 ALEY a
{E&Pb
HIEE © B EE
[EREH)
FE—REF O REATE AR B bEY a BALEY b HFr#E
TNENE Ry GBI > 0] Ry KIH 1 Z i PRE -

%1 10.
FHER ME R B ZE
FoKIE 1L —FEPURAHEY) > BE(EEY A BL&Y) B Frék -
—KET )8
77 LAY a
{E&¥b
E&¥c
TIERE B E
(5787 )
KA 1 2 i E R b &t AL B ik B E)

2021 &% 2-11-14



SoEFPEITNER $ -3 ERfEHRFuE

BT ARG AT AR b aY) a~ &P b KIb&YI ¢ 2
HEWHERiE KA 1 ZHERTE -

(2)$H FHAREA RIAZ S LR 2 > B a5 SO i ] op 2=/ D — (i 2R oK IH
Z NI S KET AR AT A Ry < i PR EAE
B ER K I P O B 2 P R (A DASEER AR SR - TaT nIRERTaCH.2 e
TERRPERIERRE > H s A ZERR I SEEH E E I Z Rl (5 > 558
MBS A R Z SCHR - FEfE IR aCHEE o) -

%1 1.
HHEBAE & 2 B2

FACKIA L - (BRI &Y D ®ikbUR s IH R -

FAOKIH 2 T WIEECKIA 1 Z iR - He&d) D ke d -

FAOKIA 3 ¢ WIEECKIA 1 Z iR - Hh Ui st ) Rt HIV ] -
G i)

)it AEGYd (d BLEY) D ZsEEFT#HE)

HELE © §i HIV
(&7 )

Fr—KEFARERTHEZ AR B G d - ERMEEY) D ZE
BN 51 HIV g RiisE 2 MIe RS —KET A2 A R0R
THbEY) d Kt HIV AREEREE R 1~3 Z#EN -

gl 2.
HHERAE & 2 BRI

AR Lt (EREEY) B R TR SEIH AR -

FAOKIH 2 WIEECRIE 1 Z iR - A {EEa?I E ke Pe -
H—RET AT

)i bGP e (e L&Y E ZHEFHE)

HERE © JERIRAEE
(&8 )

Fr—RET AIRERTELZ AR B G e 0 #fERaEKIE 1~ 2 kb
e B ZaEEFTEE o ERTEVA RS BIEERERIE 12
U AR AR - JERR SR —KET rlRE 2 AR b &) e FRiaHRRK
B MR A KB RIA 1~ 2 Z 8BTS E -

QYHEHNEIAZ SR - Fag A E R o 2/ 0 —(E B AS KIHF S
YR T AR Z ARy (B Rl R B RS A 5
#) o PR REATIL AR A E R R CRIERIR B
SAKIHANBAN—EC BT - N HERARR I 2 Bl (% E AR
HF 25 Bl FR R SR ] T R ol (A ety > TR IHRZaCaiE oy -

2-11-15 2021 & %



Y- hREP

uwEyE: 41

@ Eyed A0

2021 &%

ER R $L-% H{lEPFuL

B 1.
HHEBAE & 2 BRI 2

FAOKIH 1 —fE(bEY) A ZBUETTk
- REFH[EE

)7 AbEa (a (b a¥) A ZEERE P )

HEERE © 11

[EEEEED% )
RetralsalfEscs b et a 280G J575 U EHETSE —X

#7*7“}35%227%%()%2)% L&Y a 7%1 L&Y A Z#iEFTEE > BIATEEEE
—REF R REELER ORI 1 AR

44 EFERPEZEEETE

ARATIERIEZSE > OEEHEFER ZIENEH SRR
SEfMEARET - HRERZIMETEAR - A A R HEE
ZAERFARIAR T PR NG SE - A H s A PRI R E s e &kt -
EIR R - SRR TR A R E - ERIRA BRI E
HETERZIAME © DU gL 88 0n k22 S8 501 T 1R ZJH M 77 BlER
>

4.4.1 BB ERHEUE T AR IER

g HBIS ASRHER] > AT IERENEZ RS
(1)7%3’2{%‘4%1‘55 H% s SR anaT AT REFT A T Z B S M PR BRI ( a@ﬁ%
MBI K
(2B FH a5 4 i A B S e A A ] -

ﬁﬁiﬂii%ﬁﬂ%':fﬁ TR % 3 B hnaT R REFTHET T Z B S M PR B - DAZK
BN S TR A 5RO S L R SR B AL T ISR & BIR -
EEIEW%HW%‘%%%‘%%BF?%?FT”“ﬁﬁi_ﬁZlWEDEF aBRIE (Sferez
PSRt (AU EEE SR TR - R R [F R R IR
A R ELE T BRI RS FR ah e SR i A T RS AR
A TPERET -
A 28 HEA A e AT T SR
(1) rIERE R R ER AN Z AR R AR
QEIrsNeERE SR (SferEttatbn) EEIHE - K
QEINSMNE RS (EtiriEtialn) MRS aCHE A BB -
A AT ER R Y R A Z AME R IR Z58E > 2 RAE 443 T R
TR E e NZANE Ry AR

2-11-16



FoEFPEfIFHE A $L-F% Rl TuE

4.4.2 REEMEHEUE T RSB HER]

é%i% 752E§$QHEE$U HTERFAEZ RS
(W%HW? ?F FREEST AT R T T Z B S s BRI ¢ R
@!W$%%%§E§E%%

AT ER P/ N B - DAAE S B R i 5h i e ey L o
FREEST AR PR & R R

AT S e RIS -
(L) FTER R R ER AN Z AR Ry
(IS NS EE B ¢ R
(VB PI/MNH ElE e L 5 Se 3 & BB ] -

AR ER R Y S N ZAME R IR Z58E - 2 RAE 443 T W H
FREREE N ZAE R AR

4.4.3 HIERE I IR A ZAE Rl

Fras T aERE N A2 AMERIAM ) FRiEFHHEAR ﬁ“i%iif“%?Zz
FEAES o Mg A BTGB IS T Al Re 2 BAR o PHUSET Rl RS 2 iR
o AIERENHE A ZANMER 2B » BEERIHAT -

(V) EE BBl BB EES S S » IEHE R A 2 U RHE - A
HRERARE M ~ RGBS EI F A RN E R RIS ol 58
2R SRR JHRIFEERSY  BEUEERST ol se AR - RAI L
JE & o] BRI B EE A\ R RyAR -

QAT El > KFEEMMR - EEI APPSR - NIt > %H
ro A HIRK 2 257 H HAMES RyErta sl e T il s i & 2 H > tH Ees A
MipAEH 2 RHORE R EFEEEH 2 fi—H Ik 2 Hif > [EE ] iRE
AR N 2 A RyAf -

QREGIEEZGF O ERMBE  BRE S - BAGZHIE B
ZE LR AR E A G ﬁ?é§%%ﬁf%?’1*” ‘i tREE TR ITA
K HEE | ZEAEHEBESH 2R —HIEZ IR > [EE RS
mﬁnkzxﬁﬁﬁﬁ

At (1) ~ (2) K (3)Z A ERE N H e A 2 AE R HAR > et B TIE R
Z AR o FETLAIER - EAFICFEAR Z 5T EAE - AR S ARt
FREBFT Il a6 22 (2 AR AR &R (BN o B V2 T BRI
phe R ) A ESZ HEEMRIZESE ) EEEAR
INATHEIT A RS » BRSO B AV ZE T BRI B R A & A 4P
B FE AR AR -

2-11-17

WLk 6.1

£ phd 610

£ 2 6111

2021 & %



Yo EEPLIPHME S $1-% LilEHRuL
4.5 BETEEH

WLt aYzaigEr =\ (PR et &Y 2 freBai) BUsHie
EE < Se0naT RS > B SepiE A F— R e b aAR F—EEE
MU gehnaTalag > (sl RRSe—ET AR ML AT EE it A e &Y
TR LR e 2 FH R A EEE A -
(2) B FIHE N St e A5 I [R] H AU RH R A U oy R R iR 2 2% 1
FFafEg (BIHAHE EARER T R E R - R E - e H s
% 53| ZZREFA]) » A AGLLSE —TEF AR SR IR - W PA—K
FoPR > Bzt ] s E R DU ER e R — R S s R 2 55 A& RE
PR PR AR - R R > HH S AR 204
5] H A% 3% 2 AR R 5005 5 B R R R 2 3 T RE = » e AR FR e PR
B &1L Be L8 B AR IR EEIAREE— - RAVASS 17 (RAUE P -
(3)7 BLAIIHE N\ o35 88 B2 R A (RIBA [RI A 380 o3 R R AR Z 1 (5
Wi PE AR ) 358 H A [F] 2 25— T al g > oo Bl Rg (4 (B AR LA E)
A [ESEIH BRI HERIE R - FHHYSE—IKET i 3G (E AL 5 DA R B
SR — 2 [N Rn S A RE A PRI 1 {8 H PN ss i op 2 — 5T Al
HERRL R - EEERIR IR - EREER AR - B4 - FA
FEALL A BFEEE S R Z EAREIRDER - DL B P alsd s 4%
Z BRI > A A~ BEFAEERE—ARET ~ [F—HR
(EREARE) HFEH&RE T fEmR SR AR 1 4EH A
BEEHE (AFFARE) NAZE (BEFHRE) HEFLR - SR
R > JEEEIH ~ AFEZIER PG
(D) HEF R Z AR B Ry A SFAE - Mz A ARSI A R by -
INVAZ BT ERFAE » IR TR Z B - Nt - 2B 7 HE
% 70 REHE > NEER  GENBECENNRSCERSTEE - SdgLUE
e Z T AT E8 ATEA R oy R FH AR FT I 2 5 SR TR SR 46 B IR PR
EptEE - N ER R EAFE  ERZHEEETERE - R
% 54 IR SRR RE AR Sty (5 R E B R HEE R > (IS T3 A -
(O) L2 lubitoe A - B P PR S = P 3 R Il P R PR ST - (E &t
T [ 4 PN R PR s A Ry AR B 50 FH 2 B R PR » 15t
RN BRI > HRE A Rz 22t e ) 2 BN ES PR BRr R LG
#EITH > MR -

2021 &% 2-11-18



SoEFPEITNER $ -3 ERfEHRFuE
4.6 ZEH

LU 2R B B SRR A 2 5 A -

#l 1.
EIS M PRe BRI HAE S A H ZHT  HEEH B G HER -

[t 20 £ >
< > | «—— E —>
X — 1 R
= = Hy = Ak
al Fp Al A & I =
H & AN ) % T HA
B 7 =1 PR — il
H ) H = % ] JiEi
5% 5% i & i
Bl 56 A i H
& 59 ) H
H H H
(GEED

FF B N ERRR LG H F R EA A E H - SEtbabis H 254N
& HATZIE (X)) AeF Az AR - SIS MG R R e £
st H BAA S HEEESMEREERE R H IE - (G © B (R HUSET ATE8HT
T Z B N BRI S BN Al S 2 B B 2 S - BRI R
HE8 NZ A Rl R i 2 B - DAH BEALET RIS E=5
& LA FRIR)

2-11-19 2021 & %



Yo EEPLIPHME S $1-% LilEHRuL

il 2.
B4 MG PR BB G H IR A A& H 2 1% - HE H B B ME RSB
RHAEE -
< 20 & B>
X «— E —»
o |
= = HY & i
il ] Fh Fp 5 Al &
FH n & i % TE HA
= 7t PR K — 1 [
H H & B X ] JiEi
5 B i JEi ]
] = i H
G % e H
H H H
(GEED

FHY B N R BB RA LG HIRH EAI A E H - FAAE H Z5liabdn
HETZIHE (X) Aat Atz E R (B) -

2021 &% 2-11-20



SoREP RN R

FL-% ER{EPFuL

il 3.
HEEREET I HIEEMNAEH 2% » SRS —REF )55 2 HAR
FEE 5 A o
< 20 & B>
| j¢—— 64F ——p —— 5 F—p
i =
= H EH HY =
ol al B = 7l
H o e £ e
i = 4k — 1A
H H =X R i
a0 B JiE
H af i
s H
H
(GED |
I R RS T Sl HIEEMNASH 2 1% - 8HUSET I8 p R AR

%M$E%WE%ZE£%EWF% KET IR Fi— H ik Z AR - o

PRESET RIRERTRS IR B 6 4 > (B5LL 5 R R[R -

2-11-21

R ]

I 3 ] o 2

2021 & %



Yo EEPLIPHME S $1-% LilEHRuL

i 4,
BB AR S AT BRI EE A Z AE B BAMORR 2 5TE T2 -
2 ¢ >
pa ) g
e >
< d > : > }* E
I | N A [
| | | 'l
= = HF @E = #@H A H aE
ol o t& fm A i {3 a3l =
E & N BB & LR < T A
] K & B K [H 5B Hoo— HA i
H s H 2 =5 BEE B K f] &
i # B Hd o JiEi D]
! 1 % & H 2| T H
& A H = H
H B H & H
H H
(GEED

D= B S ] B e A AR R > H R =B PR Babe 16 H
BREMAEH - SRR PG H FA A S H 2 2RI
BasepH (a) s BN ERPRSUERFAR (5 B fta il F S T 5 0 R £ 5 1E
HEESREHEH (L HE(Db) © FFr s Fma i AE HEaascH
R EHFE—REFF Al —H (L2 B (C) 5 AIERE R FH A Z A E
Ry HAE Ry B ERE A ik H 2 KA E 2RSS —KET e ZAl—H
1k HAE (e) -

AT R ZIAFE(E) = BESMERARINE@Q) + BINERRSERRE (b) +
AT AEE B AHAMI(C) - 5% BRI R s B ] B B N B PR B ] < 22
HAfEI(d) - AIBRE Y SR N ZATE R BAREI(e) (E=5% - [5LA 5 FR/IR)

2021 &% 2-11-22



FoEFPEfIFHE A $L-F% Rl TuE

SIERHFFEERIEE

HAEERBEHNERFFEE > B EEMNEFEANREE > (PR
EEREEFEA -

5.1 BEEEE 2

WEEGRAELERS > RELERZE - MEEE R EPREE
kL EWREB RS S EA T M I Z IR © RS AR AE
fis% 0 Z Il 5 5 > HUERIARIILL 5 IR - #Z ARSI E
SLEUNEE T HA R 5 4 JEDIH BEArsCHE - T ARSI HFHE
HEAETEROR  EREIOFOHOHIE j; HilEiE 5 448 FEE L

% 55

% 53.11

ZECEkFy T ARSI BRI A TR R 5 - EREIOFOHOHIE -

ﬁﬁ&ﬁ% EEITPRET R AUSET rl R A B h S Z H i
s Z BRI - DARTHR BRI Z M RR -

T HH R S AR E ST SC O IR 2R ()~ Rl sk -
BERS =0 ELVBIEEE AT - AR R - HEDAREMAEERESE -
%%%ﬁ%%@’&ﬁiﬁﬁmﬁrﬁﬂ%ﬁq% AR R (CE
FERE) < (AR ) s AR R " iR, & BER  CARL
ﬁ)%(@@ﬁ)Z%L'V@L%@%%F%%J%’%%%%%(@
FEIE) 2 (ARG ) Z80% - MOABEERIEH SRR HEY) ~ iR
/Eﬁﬁ#Tm%ﬁﬁerWﬁﬂﬂﬁPﬁWﬁﬁﬁﬂ& B EERF -
A ARG HA 7 2l @Uﬁﬂ (CARESY ) FRATE e 2 R ~ FRYATT
ﬁ@ﬁZ(ﬁﬁ& ZBET -

5.2 HFFEREFE VR

ENHEIERERT - ZEFFEIECER - A SRR S
FEAEREm . XAERBELER  BFEERBATERSE > %
B RN E g A 5548 > RIEARESIR 2 IR A RS e H I -

6 AT R I E A R 2 S

AT AL IR A DN AR 2 O R SS IH BORIRES D] 2 ]
(& R BT ATRERTER 2 A0y B IR AT IR AE Z SEIE] - A e B s B i
& A RCEkITE T AR RACE Z HoAth ) HAL AR e At % - G =
B2 SIHER - HAE R 2 SR i E R PR 55— 2EF Al 56 ATk
ARG JeZET ] Z AR ¢ IR ER] > (ERRIYSE —KET RTRERT
HAR T ZFT AT AR R EDE A - IR — G EERT
SR AT IR Z AR sy Z B0k - RO R Z B2 - R B

2-11-23

i £y 9

% 54

% 56

2021 & %



% 154

Y- hREP

2021 &%

ER R $L-% H{lEPFuL

B[l L &2 55K ~ R KIE R B KIAE - TR IHEA]
RESIRE Z B0 > (2575 ST el e Pk Z FRYET A IR Z AT ~ #%
AR Z 5T A I R R T A IR 2 B ey 2 B -
B 1.

SRS 2 R BRI B Ry — TP UL de 2 B0k - LK DUBETENE Ry (iR
Tr < P UL EE T 1 56 HH BR AR S ARESTIE > FUZOR e R 38 I M R P
Z B RS EE IR AR RS Z FrT T U 8 2 80 -
# 2.

JR A 2 B R S [ Ry — TP S UC 88 - & DU e B i BEL TR 2 o]
HTUCERE'T AT 5e FH a5 A R B R RE D » FLZOME A R S8 B R RE AP SR A
FEHEERHE SR B a7 (m B R < e T UCEE -

#1 3.

&2 Fan BAEE R b ey Al T EEYsaE 2 M
i LIFRE S Rt a (am&ER A ZHEEN ) fERJTEREE
FEFTORORAER (EYTE) RIS (el ) ZRREEsT nlseHEs
FERSEARERAR] - HAZ AR e R 56U AU RERARE] 2 AR E R E &
P a RO R R MEZ FHAR -

7B

ARTEEIER] > Efetl ZIERHFZE - RELRTREREE > HH
SUHEFREFES - BREEE TR ZEE - Frci e/ E s E
SRR A e s R R RSP A R e R Z RUE

AEEERTA - ERRtt ZERFEER > AR E LI TR T H#ET
FAENF - ARIFEE R HE ~ BAR - FERI 2 SIS - ARIEIE
it 718 2 ME > HEEASEH ~ sEU ARSI B HUSET Al aei ek
B2 AR - BGEEHSER A RS - BRI S NHTE ~ e
BB RIS ARG MBS T HAVESE L E R il
TR o SRR EE AR E ~ WL > A0HHEE N AR FRAE ~ il IEsaE g
WA RS - IR IERTR ZHE T U E -

2-11-24



SoREP RN R

8.Fffs

8.1 B EE B Y/ MEE PR e A B

£4- %

LS B £

(—mEZELENERAEEE (5 @ BAASEHATE B R
fEJHIES] )
ok | EE R el Baat | BE RS | GrE I E | mESE | SlkngEn | AFER
=L srEGT | ERlERE  BEWmEH | (BER | HE
TR Z 38 | B Z 3 | %4~ oy
SCHHEA CHEH o~
- 55)

1 |BE# IR, | T OFEOH | OFOH X 15 FF
By LR OH OH BLORSB
Vo A OH
HDL X Ebft
hioe #E Y 5
B, DLEF AL
Y JBEHE
ﬂﬁﬁf$
Y A B
e

2 | B s | e T OFEOH | OFEOHA | X R E R
A A=A OH OH FOKRE
2 R B By OH
08 2 55 = [

B2 B&E IR
7¢ o oL {E A
X FY &6t
WA A
Bz Y B
P55 ¥ I
Pedl A~ BHY
5B ALRE R
m B E N
MR ER
(D)egg Ly M g R B AR (BF - BRI AE HATE Bl bR RE s -
\“Aﬁﬁiﬁﬂ)
ok | BERelEeaT | EEIRElEe | EEIREAEE | EEREER | lBadEn | XAF/ER
=4 SrEHIE | FRH SERH (BEadm | HE
RN %)
%o~ Al
M-88)

1 | Long-term i OFOH | OFOH | X 5B

trial to assess OH OH EFEORZE
2-11-25 2021 # 4%




SohRBFPEJINE L

2021 &%

$L-% L{lBppRuL
the effective- OH
ness and
safety of X
patch in early
stage
parkinson's
disease
8.2 FREE L N4 N s BR A B Ea B
Frak|  HfEslEsTE MrEElEs | s | HREEEE
FTE IR FtaH SERkH
1 | 39.5%SC BB | 99EX***10 | OF O H | OFE OH
FRIEIA OH OH
2 | 39.5%SC HERFER | 99EX 11 | OF O H | OF O H
FRIEIHE OH OH
3 | 39.5%SC HRERNER | 99EX 12 | OF O H | OFE OH
FRIEIA OH OH
(3F : BEFASHATE SRk 2 HEEER - S/ET)

2-11-26




