Bz scin s &

BARAELF A
wEiTkiEAF

> 1% %% SOP/21

Poa kP EEL B A pHp 22023 & 9% 28 F




L

¥R AL kird

%% | SOPs 78 p SOPs % 4 2%p g Bk p gy
{ FRELF A SOP/21/01.0 | 2014 & 06 * 10 p
2015 & 6 7 10 p SHilis & 7 237
5 CE S ES X SOP/21/01.1 |2015 & 11 * 14 p
2016 & 11 % 14 p SHAREE T 132w
3 FxHFL %4 SOP/21/01.2 |2016 # 11 * 25 p
A ExHFL %4 SOP/21/01.3 | 2017 # 06 * 26 p
2018 & 06 * 26 P SRS E T 37
EEEES ] SOP/21/01.4 |2018 # 10 *» 22 p
5
2019 # 10 # 22 p SHeARts & T i3
2020 # 10 " 20 p SHARIS E D 3T
6 ZxHFL %4 SOP/21/01.5 |2021 # 03 * 15 p
BREFL 24 SOP/21/01.6 | 2021 & 10 * 29 p
7
2022 # 10 ¢ 28 p MRS E T 3T
8 HSHRIFELFH | SOP21/01.7 [2023 # 9% 28 ¢
9

10




AN}

3.1 {75y 2};,:_ ........................................................................................................................ 1

i S SO U PSP TTROR 1

A1 FTFTE B oottt 1
R R A i SO 2
A3 18 B T FTITE oo ettt 2
B4 553 15 20 HE oottt 2
HEIE = R AR 2 B B i 3
HET2 2 R AR 2 Fe ettt 4

M2 2 B EAF 2 A7 B B B F e 5

b



DEFIERY FE- 7 FE N EY Yo% SOP/21/01.7
ERETERLRE p 2023 £ 9 % 28 p

BR¥L %A B #E |5

1.p en

RESS ANFTAEFALEE (UTHAESLE) PAL P E s HBERLF AL
T AR o

2.4 F

AEERARTNFABEFLF - BFL AP FREREDET G BEFLLEFLE
Fryaasi T - 4 FREREFN L TARFLPHE Y LT
ES A

- RERER AT .

SR ERAVENFLNT

E CRERFFIHIEELNTE

34 ¥
3.0 fTERPEL R
311 AR R FrcEar o
312 B dAn B T pcE A
322 84
320 % 5% o
322G REREFHLE o
334§
331 %4852 > NFAERY URBERLIPFEFHRE o

415 % imAR

4Jﬁﬁ$§
")~ % I A’ﬁjm)‘l'é = LI N I}Iiv/\f@;,;g;g #Erﬁ‘g}?ﬁ#""}ii



DEFIERY FE- 7 FE N EY Yo% SOP/21/01.7

TR EERA P 2023 # 97 28 p

SEEL B D Ri#k |5

AL R g o F AL FRPELSFHRUTIFAAA

412 FF R RRARQE= B AV FRRFE O ARSI N A PRE A H
AR AN AP TR EG  FRA P AE D B PRI (H )
N L o

AIZFREFLRAD R HPAAIF A REHF -V ey T L
e FAAEEER € §RIRE R

AlAFAFAFIRAPHRERTFD SR ZATE =B P AEERF 4 F

g AR FFRMAREFREE -

o

\

423231 HNE2 F AR
421 FRpAD ZHPMFREL FA W2 MR G2 ARFYFLAF L £ F 2
FopRd 2R FhE R LB AERLE- A (MRFALAEINDFE
422 2 B A AL R A R TREAFLAFFLA (B2 ) REPEB B LY
R LFRLSE LA AED 3R EHH -
43 g R
431 %8 %8%5 TRLRBHR ) 2507 - Fh§RED -
432 % BERERAF AL F L7 E AT RE I EFEERFLESURILEL

P AR ERFALLL T AFART AR LB ITRM LEP o
433 F A8 %5 TZHARD | 2208 FRMBEOIBFALLEIFABISL
RER %4 -

4.4 B %12 P B
4413 % ¢k L2
4429 AR RBEFL L EPLF L HRA R B2 ST AR 5 R

%—lg’lﬁfdﬁg\_f‘ftu_g7léw ])‘:z%‘g_o

“1\\-

5.%
Gt BAAPL SR
Wit BRIFL L

itz BRELAFRLE



DEFIERY FE- 7 FE N EY Yo% SOP/21/01.7
ERETERLRE p 2023 £ 9 % 28 p

EE L LS X Bi# |5

GRS T LY. ]

- PR AR
"“;‘L%“ﬁf]%ﬁi:
CPAfH YR & 2 p3 & 7 p

[

0

OOOR#/F T |~ 14 -
g B REFZE LR (ot F)) ¢ BPad il REEERS VT ERSBZ BN ( E
PR ) MRARERENR IR ELRERA  BEAHITHLT

[J SRt~ Bafid (B FE03GET)
L] 5wt 2
(] gkdpd - drgF 2§48 (RF &)

240y 2
\EF /—:L:E:s .

TS T RER A TR T R R AT L RS Nob R T L U A N AR
PHARE S FVENAET R FARRY 3%

2. AFALII AT Al G ER WA G AAR TR EF A RR TR AR REL
FER 0 AKRAEHRALRL I TR IR FEY 2254 -

3. BEFL PR pE %f’évﬁ"ﬁy % B g P—“LLP L o
b ERARHE AL R § e T 1 02-29393091 A 5 66015 ~ 62761

B = Eizr"%‘?& Eﬂm ﬁ%ﬁiﬁg



DEFIERY FE- 7 FE N EY Yo% SOP/21/01.7
ERETERLRE p 2023 £ 9 % 28 p

2EEFELED HF#E |5

HEs BREL A

-
ko
<)
R
W

N S Lo

S oAEs B A=A I =
LS 2
= "f*,ﬁ:’ﬁf—?‘g};uq E A Bi E 3 B
7 ~PF Lk
a B [ & DR

(Sponsor) D L5 &
AFEEERPP AR E 7 pgw
S F- R EERERY &

Jok ¢ Ao A5 39 A (it e )
* 2§ #(adverse events/AE) 1 _ A 5 A =X
BcE # 2 F % (serious adverse events/SAE) : ___ 4 5 A =%

LT A RF Ay f R g S e s DA g E 2T

BEEE T TS

LG R EE okl 8= U LRI I

o FEBRL

B> %ﬁ:




ZREIEE SR B XY K

BEEFLEE

nBE, SOP/21/01.7
p 2023 #9 % 28 p
“EHE |5

Witz REFLASFFLE

P F e
ERE = O

VR RH
$ 67

REGTRAFIRMNTV)

FGRR)

DPE':E» F"/"‘
(15 4 % 3m
(4% € % &




