AXHRERR - AfHENY T TERIEER - MEAXAHERERE - LA - SIEHAXHER [&E] —& -

ARFERIHE]

R 8

A BB AT B R REA L > 552 BIARSCIR T 3685 — FAM i s | -

ECEY

A A FE - KEINERFAM A [4REE 1 O A AT A [ AR B AN AL 5 [ AR B ] (RCHT S AT A
HONIIG (AR EE]) 12 - AR RSB [AREE I 40 5 (MR ER ] 1 B T (R (AR ) /0 1 B
3 [ A S 13 o0 (B[4 5 1 40 5 15 B 0y [ 4 88 ) 1 oC 2 3 RO [ AR SR s T i P (280 ) -
AT BTG A UK [ AR B HEAH 0 (AR LAE & -

Pl

1S

1. Mufemilast ZOER) - R REEL
KA % o [ 4w BE | B U O F A AZ 0 EE i Mufemilast (1) F 38 &% p¥ 2£1t >

B

(a) BDERKR=E
AR B % 5K
EEAER Yoo

(b) UCHKRRER
# [ 4w B 1% 5%
(mE 1 H &

(c) COPDEKRRER
FOlE -k LA
(4B H # o

(d) CDEKR=ER
Z) [ HREE % 5%,
(4B H HsoC

(e) MufemilastE#1b
FOIE - E 30
ECE IR Y o

He s ) RE) % mE] A &l n
& B AE A B A T R R 5B > TE A% A 2026
FIRATEH > MADA [ wmBE 12 [ FmE O &
TR TC S B AE 35 B Y 1T B K 5l B > T
A A 2026 4F B Eh if it 2029 4R SE AL ©

S PR 7 B A o R B T B K AR FE AR
2029 4 JE /i SE AL o

Hr s )[R %5 #mE] [ W o R
B AE A B A T R R R o TR AR 2027
FIRATTE > RADA [ RBEI N[ RmE 1A &
TG Y B A T B A T B R 5B > TE
HAH A 2027 4F i A RCED o

R & B A TR R A T B R s B T
A 2026 4F B E) I 1A 2028 4 HIT 5 B ©

Hrp

(i) E£EER JVHEFEIHHFEEIGEE
TOIHE R 5 U VT A o Rt i I S A e B
FH A Mufemilast APIA: & 14 AF 28 s »
DA S Mufemilast APIAYAE 2 BE 5

() EBEER: Y[HEEI1H[HRE T EE
JUAS R ST B - R R - L& -
Bk BRI (CMC) M VB8 PR B
B o FRAMFTHIE B S B AR —F AR
FAAE P BB A SR K 5

— 264 —



AXHRERR - AfHENY T TERIEER - MEAXAHERERE - LA - SIEHAXHER [&E] —& -

ARFERIHE]

B8

(a)

(b)

(iii) MHBEANEEE  H[HFEE 12 [ HFE)
HE TG A RS IR > R
SEARAM ) B B B A Ak K B[R] 6 S A4
BRAAE > S 7 [ 3 A C B 7 i L b B
bt B A 1E SR A AN S HEA -

FETE AT S B [ 3605 — FRAM B B K B B 3 18 2
¥) —Mufemilast — 21k | -

Hemay022 (%0 Em) — REREEL

Q%Eﬁg]% > B AR EE ) T A UE IO R G LR 19 Hemay 022 (19 T 3% K%

B PR =2 B S P 7 Bl AE H R T R sl B TR I
21| 4mBE 1% 5% 2027 45 JEHT SE AL °

EEAER Yoo

[SE3(4 A RS B BIND A RE R B HL At B A HR 5
KRB )% » 5K WEE K E e s B %%%%éﬁ
EZE R Yo J& ~ CMC A it ’EHQIEEI% u&%%ﬁé%%

DA A

Hemayl81 (BB EmR) Horb s (DA [ AR EE )% 50 [ AR B 1 878 o i R
— WFE BB A R T B R B o TR R 2027

A AR B % S MR BE) W OT AR AT > (i) A (AR SR % o (AR B | B 476
TCE I B B A 95 B A T3 6 R B > T )
R 2026 4F BB 3 iR 2029 4E i 5E AL 5 M (i)
A AR SR ] %0 5 [ 4R BE] 71 55 s 051 1 B 1 S5
B A TTUA R R el > TR I R 2020 4 ) -

HttEREm — 3

A0 4 B | % [ A BE 1 11 5 AT IR (i) 4 [ 4 R 1 9 55 [ AR BE ) 77 5 s i it

B Hemay808 £F H 5 A 1T 11 B IR ol DT 2 2026 4F N 2K AR F5 U ] [ 4R

[ mEAE 5 ()A) [ mEE]% ok (48 5] 77 8 W 7T TR & B Hemay 5087

TE B DY B PR 5% - PR 2027 4F RICE) 5 % (i) 4 (AR 5E 1% 2| AR e ) 7
B TC T Y Bl Hemay 5087 76 7 B0 A9 119 B IR st B -

—RAFREEES N[HEE 1% N(FEE A EBIC > E-RAR L
E 4 ik

F“I

>.

FAM#E Mufemilast ~ Hemay022 F Hemay 18 1 57 5 B B PR BAEE SR > 8 25 R 3% TR AT 7T BEAR
PR AN SR~ W SR BH A TR 5 o S ST R AR A AP 3 A () g A 1 B S T R
SYEC o B > bl [ 4REEY B 43 B T Be e AR TR R AR R RN B 5B T AT A o

BB AT TR G PR w0 (AR SR ] AR = > (AR S 1% S Bl sl 5 b (02 1) 7 SR ARH R R it 1Y
BEA AU K <~ B AR BEST > DL G A B B 6

TERTBIF 4 26 BH SCHE P2 2025 4F 2 58 A A ] 5% 26 i PR sl Y T A8 B 5 -

ﬁﬁ%%ﬂﬂ‘é%@ﬁﬁiéﬁﬁﬁﬂ% (4w B8] 2 [ AL AT 2280 > FRAM S5 =5 R I il i s B4R 1R

- 265 -



AXHRERR - AfHENY T TERIEER - MEAXAHERERE - LA - SIEHAXHER [&E] —& -

ARFERIHE]

43 Fe T Hemay 1811 &4 £ A Hemay022 » £ 2 [/ Hemay022 B 4 A T K il B
M Hemay 181/ J& A TH o FE i Hemay 181 R 47 19 THA ST B R 5l B8 i 5 1 4 1 ot
Hemay022 58 i H T B R 5 56 0 75 19 42 88 o 4 B 300" ¥ Hemay 181 1Y B PR BHEE T S5 1% -
2 [ 3RS — FRAMA 7 A AR — FRAMA B R B B 2 24y | -

IV SE2E ST £ STEIVE SESEROIV F SNaR RS EY F SIED:
WO R ARV TERTEE) o TR BN AR TR T -

A0 [ 40 B ] v 7 ALK A A [ 4 B ) o 0 b o B B R b R Y [ 4R B 4 I
AT AT o [ 4R B E S Ry (4R BE 1S T (RO Tt [ Am B 12 1 Y B FR) > HIJ 3R
A AREE DI ()N [AREE ] E s T (REX [(AREEIAREATE) 5 Bl MA (mE] A &
I (R [ REBEEZEATM) o FEMAFI T > A B Al st 1 Z S 550 [ 4R 8 4% L]
PR SEHm _E SCRT BOR R] AR 1 (AR B ] o i [ 4R BE | 72 5 1 I [ AR B 1 78 T (B BT it [
SR EE N TR > FRAME [REE G BD K R T #E T (R [ RE AR ELT
i) 5 G WADL [ REE ST (B [ mBEVEREATM) o FERIED T > A H Frst
B2 L A7k A A RS b ST R TR) A A 1 (AR -

AR FA B (AR EE A DL EAl AR VA & - A EE 0 2 M7 K R
M IRAEEE A B RfEK

A [ A B0 RV BRF S BRI - FRAM A & 1 5% 55 [ B 1 A7 OR +5 B 7 SE AR AT

Be /" BB HE <6 AN (5 28 S8 I B U B A 091 At 0 326 e i 19 28 ) 2 i )
MR IIRT AR o 2 b2l el ik [ Am SR | 3R A AT AT S 8 > FRAPDIE R Iy TR N0

- 266 —



