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(=) AFEXRFR

KATN b S AR 2R B A R

JELA PR Shanghai Junshi Biosciences Co., Ltd.

JBEEE b Ty A FHRERAZ ST (A FISEA ST (H D

i SR TR R BIEY-U (AR, BIEY HED

P ERARRY 688180.SH. 1877.HK

A YN RER

HEXTH Rtk

AL H 20124 12 H 27 H

JBcA 2 W) RS H ) 201545 A5 H
EMERZ IR, IR R AR TR . R EH). HoRE:

T ik ?ﬁzﬂiﬁﬁ%,”}}%ﬁ%&‘ﬂzﬂ@i&& D%ik%‘o Zidt R, ’é’i
M ZAEAE . (P TV TR N2y ) D%
MAMAERITH, S e v R &3]

N ;iz) %ﬁ) H 5 2 5 X 36, 58 5 2 Sk 10 =

DAY i1kl T AR X R MR 100 55 65 71 16 )2

CERF 021-61058800

fEH 021-61757377

LI D i http://www.junshipharma.com/

M5 Info@junshipharma.com

(=) BREH

A 2022 4 6 30 H, BAT NATHRBRIGOLUR »

¥ W &3 BEkE | TOROEE | AR WA MR
5 (B ke
1 HKSCLC”\;ﬁ'\E"[')NEES VI 219,291,230 24.08% | UL TE H ik
Horr,
87,252,968 JI% PR & it
2 REAR A IEEAYN 87,754,018 9.64% | i A K
501,050 PR & it
i AR
3 R HoAh 76,590,000 8.41% | LIREVLIE A B
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4 Tt Y5 A HoAth 43,584,000 4.79% | BRESATE A i
5 RE AR EANISEAYN 41,060,000 4.51% | BREEATE A i
6 JAEE EARISEAN 21,680,800 2.38% | PREVLE A
7 R BN BN 13,140,000 1.44% | PRE7E A iZ
8 kAR EANISEAYN 12,067,000 1.32% | JCPR &V A i
9 §%¢%§ﬁﬁmﬁ BEAMEN 11,593,365 1.27% | JoBR I A I
AT AR A
10 g%ﬁi;iﬁ%& HAt 9,525,478 1.05% | JoPRE s A i
TREOE R RES
& it 536,285,891 58.88% -

7E: 1. HKSCC NOMINEES LIMITED B deghs ((REAND HIRAHE, HATEE R
RREBEZNEFFA
2. FIBHREEE A IR A F 4 T RN B K SRS C I AR TR

() ERBRERELREFA

PR R R SERMER AV REREE . RBRT. A 2022
H, BEREE. RERRTHEERFFA AR 14.14%K) K0, K, RERAFE. RERAT

HIARR — BTSN T LAEHI A F] 9.76% Iy, BIRE AR, RERAR AT L H—3

IFEN N AT AGTHER 2 7] 23.91% 89ty RME R 2~ 7 5 — KW SRR i
95 K H ORI IEFTFFA 1) 8.66% M AR Bt . RFIAN, RER %4 —

HEEAFAERK HAERRRAT AL, Hi S B %E AR ZE R 2H
B, YIRS ME RS WA E BN W, HAR ML NING LI
() A NRREAEIRS . HILATH, REREAEX AR HEEE LRk
SR T 5 AT TR R 0 I DL SEBIGS 24 &) fR 4

YNEIEC) 3o M et I DN OE: % N 8

RERMESRAE, 1947 4 10 A A, PEEEE, BEAMKAEER. BEREE
SRR T 1982 4 1 HHaML T B ) B R R R B, KL%, REREET
1970 £ 10 H#E 1978 4F 9 H, AulPUAEA N TA: T 1982 4 1 &
1999 4 11 H, HARRBUE )R TRMM: T 1999 4 11 H £ 2007 4 11/, 4%
P L BTHBE TR 2007 4 11 H =4HRK, JFT 2008 4F 12 H &4, #fE
JUINA DR A R A A

RefRdert, 1974 4F 2 Ak, HEEFE, KHINKAREEL BRI T
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1996 4 7 AP EME KT BNTEWEBUERY) GFEF %0, T
2007 4 12 ASASEE P SO LS AL AL, BB T 1996 4 10 =
1997 4 10 f, HAEMIALE T B RAEE D RE L T 1997 £ 11 H £ 1999
10 A, HEPEIFERIEFE LS EH; T 1999 4 11 A% 2001 4 3
AT R T B A R/ 3 SpF AR RIS, T 2002 45 4 % 2005 45 4 H,
FEAF QT R AN o ™ E B SRR A BR A RT3, T 2004 4F 3 H & 2006 4
7 AT EBESERARA MR RESHBE; T 2007 4 2 AZS,
AT ElERAEHEARAFPATES: T 20134 3 HE 20154 11 H, {H
fE ARG EARER AR AR EEK, T 20134 9 H % 20154 11 H{H4E
EEARGEARE RN ERARLSEE; T 2015 4 4 A2 2019 4 8 7, #{E
HNEZRFEARAFRE: 7 2015 4 3 ARSHEAREHK, T 2016 4
1 HE 2018 4F 1 AHEAFEAH; H 20134 4 HE%, HAIAFAZETFAH
MHATES . FHK, DL,

= TN ERFARITATSRER
(—) ARFATIEEEH R

NP AERAT O R ZG G, AR KA s R AR G A E], B
S BN ENH 25 R R BUANIT s AE A ERVE LA I PRATE 7E L KA A 77 21
e M A P 4 M B

1. Fratfries4

BEE AR 2N BRI T2 7 4R i R M A Bk L i A& s m g, BLAAH
REEIT DA S BFF AR, TTT A BREE 2477\ 1 Tl 3 FUBEKE 4k S AR e s K
R S BRI RI SO, 2020 FEAEBREE A T 0 8 12,988 123678, Tiit 2
2025 FEHFILF 17,114 123670, EEFEKEN 5.7%.

ERREE 2T AL 2R E M 2 PR AL . M IR A2
Py AR 25T I e £ E I ALRAR 73 o AR I WrRF DA SO0 AT, 2020 4R
WA 2T I RGE ] 10,009 1243670, HERREEATHIZIBN 77.1%. EWZR
—A R ESUA. BEHEA. K LR MR T AR A d . 5
P, MR EmUB e, HEWEH kEEEUN. AR
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iR FEPE, REVS SACARI VRS & K 5 E A i R A ) T REAT S A AR ELAR
R, A5 0T Fl R 1T 2 Rk = v] VR B SR AE o

AR S BRI R ST AT, 2020 SEAEMZMT IS 2,979 12370, 4
ifi, TEFRRIGK. BARIED . WABEY K. AT IHETH 551 2 T = (W HED)
N, T A2 T3 (0 3 K R AR R 2 T8, 2025 AR T AR 1k F
5301 12370, EEFEHEEN12.2%. % 2030 4F, TR LH] 8,049 1.3
To, BEFMKAER 8.7%. AKRAMZ NI ez m T F A 25 i g e

LEREDHIHE, 2016-2030E

SERKE
K 2T 0 EX
2016-2020 18% 7.8% 3.0% 21059
2020-2025E 3.4% 12.2% 5.7% 19499 20278
2025E-2030E 1.9% 8.7% 42%

g7 HZER

1,324.5 12988
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BN S POBME R . RS R B — MR NMPA it TR E =4t PD-1 Hid,
O “T=H” . “H=R7 % 2 01 “HERHA0H” B K E R T IR
2018 4F 12 H 17 H, Fesi Rk NMPA 26t BT, F T8 7 BRAE bR G YT
SR R P PR B R I S R . 2021 4F 2 F, R BAHTIG T BT 12
2R K Uh B R GUIR YT SR 52 1 T ik S R A (R I N b i A R A
NMPA A 5/l 2021 4F 4 F1, Rsm Rl sy T8 sy R F5 5 Bk
EMETT 12 AN R R I R e B R v PR I b R (78T 319 NMPA Bt 5%
PRtedE B Ti. 2021 4F 11 7, ReSi ) ST e IRV AN o 8 s F TR A A B
FERSPE S R 1 — A IT 3RS NMPA fibiE. 2021 4F 12 H, s it
ERME—ZA ST T AREIRYT . RSB R B R0 AR /N AU ) SNDA 3R
NMPA 23, 2022 4F 5 3, ek R SR piik & S A2 AUIRE F T AN T U0 et
WIS R B AL R PE B e SR T —ZRIBTT I SNDA 3K73 NMPA ditifE. th4t,
R i R B BTIE SRS T P B I PR R 2 2 (CSCO) B HRB LT )
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e MRS

Toripalimab Injection

80mg(2ml)/HE

SRR R
Toripalimab Injec

oxezte
S HEER
$ TopAlliance

B0ma(2mi®

s
B EREESHRRHERAT

2020 £ 12 H, Fefm ARG R8T E R ERRHA, BRI E K E
REZ. 2021 5 12 F, FE A Rpigk s (ExRERET R TR
B AR ORES 2 H 3% (2021 WO) ZRVEEL, JFFHE T B E R &
PA_E R GEIR T ARG =5 /e A% 1 S MR e R ROR T F 3 BT R IR 58
S BB BT 12 A PN I JR PSR U B RS M PR it B BT BRI T P IE B
REV FL, RSO S B2 fR H s E— F T R G SO A S IR V6 T BT PD-1 4144
.

BEARZEUMRIWEH, R A By c RoE 2 E T XK ETHL
PRI P T Kb 2 s kb s 2 s, RRESHEh BE b ooy B B K, ik
YR it ) L R . TR I A K R T R RS, R B R SR TN
I 5% = AR H SR 3E RORE FT DAZE 113 /NI 345 B SR B R H 3 9 B4 % A AR 2
A, 2021 4 11 A IRRAI SRR — &I 7 IENREF 2022 4F 5 H FRAt i &8 ik
i —2ORITIERE B ATILCREN 20 MR/ ORK H, FFRERSAE 61 A
BRGNS T ORI, AR G A, B

2) YERINLEE

FEIRIE T AT, R 9% (1-0, Immuno-Oncology) 87T /&35 N FH 40 7%
VR ERN T, PR R A M ) G SR, SRR RS SR ATLAR B R e N
MR A K. BT EEEIER N I7 RO B AR T, MR IR T K
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NGFARL AIT . U7 LG IS, IR E YT SURE — 58, H AT e 5
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PRIZ T 4 AN Bt o e 240 B F) S B T BE
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=7ﬁ¢ PD-1 frfa Pl
o oy
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i ol PD-L1 - ESETETH
q PD-L1 B "
T{HRES{E PD-1 PD-L2
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N
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PD-1/PD-L1

R \

MRS DS
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TN, Mz N T aufnr DORBI PR RN, 5EBEHFAMBEER &K (MHC) 4545,

fE TR T Ml T 4024k 5 APCs i) MHC 70 1454, BEhhENg. s
R bR, AT RN A R, W T ARE I EE PD-1, 5 APCs AR K
PD-L1/L2 &84, W T Uitz sG-S, T MG sl s, i i N sz 246 .
BT PD-1/PD-L1 B oa ik 5 ZEFHLIK PD-1 5 PD-L1/L2 454, KE T HMrshis, FHE
ARG S, BRI, ARG SR .

TORRRUE: IR rRe b R S o

3) R A BRF

Oz

1-1-26



R A B LR A A IR 7 [R5 8 SORAT IR SR W

FH IS 48 B R R R BF 5 PD-1 S5 &1 mse Al g, IX 43 3 ) g
g B AR [E 2t & PD-1 5244, M EEA R FH1E PD-1 24k 5 H itk PD-L1/PD-
L2 4G, IBRIRE T AR R Ihae. WGP o B2 FH L kR kit
7 H .

JS001 5 PD-1 &6 H13EM 7] (Biacore)

JS001 KD =0.3 nM

RU

304

201

Response

oo

e e
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Time s

. FEEIYLL Biacore T200 ll5E i JS001 %F PD-1 HISS& 6/ 11 DFEIRE % (KD)
MSER) IS001 SEF1F1299 0.3nM, Fx JS001 5 PD-1 (e Jis . PR # % (KD)
o PRSI R PD-1 A JS001 HOAR B FEEE, KD EBCR UM B, SR8,
S22 MR 7K

RU=HLIREEAL, S=Fb.

ZRRIE: CSCO, 2017 4F.

@5a%hi%E S PD-1 NE

Fron R 2 S AR R PR PD-1 24K, {EBEKT PD-1 F1H A& PD-L1/PD-
L2 55 WIERE, BEU815 S PD-1 24K 1 N 75 FE [ PD-1 fE4H A0 I R 10 AR5 .

DL B 9088 ¢ S 06 &5 S S s ki 3 R o] 5 S 2 1) PD-1 WAREH, BRI
PD-1 fEUMu B R 2215, MRS PD-1 32445 Hidik PD-L1/PD-L2 {454
HroR P G fdEH, SEEsSE T RPN R Se e N2 BEIE g 41 ik itk .
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HIBERICARB LR ER JS001 RN EFEA

W WFFCHR, fE ] 293T.hPD1 40 i@ o B E B %2 JS001 % S 1) PD-1 W&
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PRCHUAR R AR IR 1L, {F CypHerSE & H 98I L EIFTRRANLE 30 380 F1 6 /N
WA AN IR o 7EIRE 6 /NS, PTLAE 293T.hPD1 4 A A4 i i [X d5k i
FEHE B SUIR GRS (BN IO UK.
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T AR AR S5 R B e o 5 = ) P R PR T PD-1 ISR

w— OypHetSE
v MHLFOD-1 - BE an w— CyptersE
— M D1
- .l/_/ =
[ ¥ = e —————
P <
r Y T T ol T T T
0 1 2 3 4 5 1.0 1.5 2.0 25 3.0
CypHerSE-labeled Ab log [Concentration] ngimli Incubation Time: log [minutes]

H: MFI="PR5 e . 78 LiRseagr, LL CypHerSE ##ic i JS001 Ak PD-1 N7, FFH
PE— & HAETE S PD-1 ByiefE MIH4 B4, BorgHiRim PD-1 /K. ELKEH, fE
CypHerSE “ytufE CIEZE) AR PD-1 /KPP RIME B FAHE. a4 EH, JS001 55
(1) PD-1 WHF (k) BER AR bARE N, MidifRm PD-1 K F (428 WA, BER
R AN
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AR T AL 21 5 PD-1 1) FG 45 &

el F A — N &R 18 MEERF HCDR3 34, 5 PD-1 /] FG %
2 Bk G . X PD-1 g5 R iH, 76 N-FERALAL S, N49. N58.
N116 =AM 35 ] W52 34 AL 180

SRR P [ 5 A R i M ) A 5 B TR SR (SPRD Z3#f 293T Bk
FFHR R IE R G FeG AR5 PD-1 SRAMSE AL, SRR, KRl g
PSRBT PD-1 EEE R4 A7) (KD) (KD=0.324 nm) 5 293T 4ff
(KD=0.238 nm) JCHIEZE R . 1245 7KW, R Als PD-1 K945 & AMEET
FEATRE A B o

i e 240 i v R R R A AR 25 LA 22 P IR B AR AN R R S SR B E
Mo i/ SPR 7 A vl e dim 4] 5 52 A H AL B ARSI PD-1 ERE S GS
ATy, RWEFIHEZR, RUREREF]S PD-1 4560 TR L&
B, RrEGE R IE RN A KT RESZ 2] PD-1 BERALB M A2, 5 PD-1
(&5 G RONRRE -

g bR, R RAHECT RIS B T R A AR BN E S PD-1 Y
IR

AT HE AT A R LA R s, 456 PD-1 1) FG MR
R P E 4 5, AF ST mAbs Il & 3R #H 5¢ 18 3¢ (Glycosylation-

independent binding of monoclonal antibody toripalimab to FG loop of PD-1 for

tumor immune checkpoint therapy ).

4) I R TG

Fedi g M BPIER E L REL REWARGN ST R 7B f L 15 NN
RER) 30 ZIUMKRHT T, A EME. IR LR Bive. B, 8. HE.
FUI I SR NOAE o PR i ) SR ) S IR R, ARIBR T2 AR 2
FR —ZaaIT A, RN EN . . B S SR A A AR AT R T
TR A B/ BRI .

@ [l AR B 2t Fig

2018 4 12 I, Hydm A BT S 6 77 BRAEARHETR T R MU R R T
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BB R VL B AR RAT NMPA A 2 iE LT . ST Z RS REE I R
IR 2 — TAE REAT 4552 42 B RGUIATT RIUS AT TR B B M B 6 30 [
PRI TP . B8 Zoht . 11 WIRPRBTST, P DATT At 4 B 3 M) B0 1) 22

VA RE . RIS T 2016 4F 12 % 2017 4 9 HILTHASE 128 AEEH 2
RGURTT R B e 2 i, b 127 BN 2 0 HTdE, ORR M 17.3%,
DCR 4 57.5%, 12 DA BALFRN 69.3%. 7 PD-L1 BHPE & s 5 2
I EEAF YT 2 ORR A3 38.5%. ANl szid& (128 1), 3 UL L)
ARRMRAEZRN 289%, KRA SHEARRN . KEFE=1%1 3 B, EA
RO S AL HG m H il = lE . S, iR G MR ARESE . 52
PIRH I SAE RN 11.7%, KERZ1%MZWIHHEN SAE AR % |
40 T A H i R N AR ek

2021 4F 4 7, HpEG R R T8 BT RS R Bh B BT 12 4
P9 3 R [ R 0 e A B A M TR B b R O YR T BT E RORE BT H I 3R A
NMPA [t 26 AFAtbiE o AR OHTIE REAE R SR AL 3E T — TR BEAE A R 7 R WU 1 JR)
Rt B R R i b e S hOT R IGFIE . 2 1 DGR VE NI IR
W7, FH DOl o R B b ) 2 A MR AT 2k . 45 R EOR, 1E 136 fl&4afk
I7 R MG Fr i Bh B BT 12 AN H N R R 0 me B sl R B M PR B - R o o
Frh, ZpSrtL R RC) AL, AR ABEREMEME (ORR) N 27.2%,
FRiEHIZR (DCR) A 46.3%, WALEAFH (mOS) ik 14.6 NH . HII%EM
FREETE] (DOR) A, KB R MEMEZRE . 12 D H S50
LB 67.1%. HdE Bom, K53 R BB A SR N BE R A 38 R T 9
B BB R P SRR S . B NHE ORR 9 27.2%, 1 PD-L1 BHEA
#EM1 ORR N 42.2%, PD-L1 B A#E ORR M 18.8%.

2021 4 11 H, e A B GTI A TR AN 35 PU e I T 5 i B R B A 1 25
WA e £ ) — 2RVR T AU BTG NOAE _E T RS R4S NMPA . A0S MOE 3R
ORI T— TN XE . 2RI R Ao r) IR 7T, HR4E L
B T G ARBT SO A 4R, M B IR ey (IDMC) A€ FEHE T
Lk BT RNV R RCT A, 45 2R3 WY i 3 ) B BB 35 PO AR i —
LT R B RV S e (R, Bl U AR B B AR T — 2R T, T RAS
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HEALM PES. HEE MR AE (ORR) FHE K My7 RFFa:mfd] (DoR), H.E
A RIFH A VERIN Z 1. A0 PFS 435008 117 1 8.0 NH . 1 4F PFS %K
49.4%H1 27.9%. FEAFE PD-L1 KA/ ILAHAE N KA A H, SHaes)
TN TR R AT PFS BOeka . 5 s R B P 5 e R4 ORR 43514
77.4%F1 66.4%, {7 DoR 435 10.0 ™M HF 5.7 4 H o

2022 4 5 F, IR RGBS SR AN T AN AT U B R e 2 K
B Kb R M B e B ) — ZRVR YT I sNDA 3875 NMPA #tE. A UGHIE M
REMIPRHR T T — L. BUE . RGADIR ., 20 IR T, AR
B3 10 BAIREREE S AT A R, SO R IR f s (IDMC) H)5E = E
oL RIE BT RIS T E . SRR, 52BEABE T, R
$i ) AR A AR HEATT — iR IR B B e e R, BEUGE TR
% [ PFS A1 OS. ZIURF 7L A VELNEE ©LF 2021 48 9 A A1 2021 SRR iR
WA (ESMO) fFE4 AR, RIS AMKMTEER, #E 2021 4F 3
H 22 B, R s A T v B K B R S PFS, Al fEmom it
BT A BEAG 42%. BEAh, Rps R TS T 5 B ai b AR L, B
AR ELEK, TA OS 7l 17.0 A 11.0 M H, KK 6 M H .

2022 59 f, #HLEAERKSEEDEFARENTEREKBA TR
(EGFR) AR REM AR EHKCBEE (AK) MHE. RTFRIREE
BRI RAEAS ISR IE DI E A — RIGTT M E R E LT PR RARAE
AR IE RLAE PR T FR AR S B T — IO RS B R S S AT R — BB IT I
BEHL. XUE. 290K T IR, iRl 63 R N4l T 465
RN il S5, R BRRER N B e £ 220 81, ARBERIR /N 24 ffa i
o B 245 . MRYE IR TG PRI TR oA 25 50, IS Bl B R R A 2
(IDMC) )& 3 F BT TG R AR A7 (PFS) SE 37 S s (1 A s S
I TR R SRS © T 2021 45 9 I HFFM 2021 4 5 K22 (WCLC)
PLE 2022 4E 3 HHJFI 2022 4 ASCO 4k K4 2%14:1 (ASCO Plenary
Series) A, ARHE FIRM RS W RN R, SRAMIT T ZAH, R R
S IT —2RVA YT & EGFR/ALK 745 16 MR /N4t i fiti e v ¥ 2 S K v
i PFS, PR S1%M05m it RS, OS JRnf 3R R E LK R vs 17.1 4
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0, FERTREAR 31%MSE T X, B3R Bl .

B Lok Rt b T b T RS SR 2 B E NAE AL, e A B A
RESh I PRI B I AEBEAT . IR IR RS KK PL X109 Hh [ 4448 J 44 wF 7t
B R B2 Be (K SN B3 B PR IR A2« AR 3 R T JR AR i PR I e B 45— 23R T
e HWTECG HTIRYT EGFR BURRAR TKI VAT I 10 /N1 g
fifideE AR B BR YT . 5 REAREERE LT =PI RE
FFAn s ARG i BhIa T 5 DURER ST G — 2 T T . 5e s e ik
EWITRITIRAT A IEE . SRR RR AR T S, BB RESE
Mg AR R Bl BhR T A, B R 2 IUR AEIROR . BOCRERE MR E A K.
it e A I AE AT BIREBEAT (10 O BV E I AR PE LA T4 “ () A wl ™ dh IR 55
FEZNE MTERE LA,

@it A PR 36 3E i

B 2022 4 6 A 30 H, From i F Byt CARBROTM . SE. B4
ZARE B SN M R USRS FDA % F 1 2 TR TR E . 1 T
PREGEIEAE S 1 BURA ™ PPA 5 TALL BEA%AE, EIRIER B T4
FIRYUG AR R E IR R M AR

2021 £ 1 F, 4 A R pTE A R B e — 2R T R R R
IND HiE3k1F FDA #ibiE, [FlR BT T Wil R AT 7 o

2021 4F 2 A, w5 Coherus %% 1 (UG VFAT SRR . AW
T Coherus FiHfiH F FRPUAE SR B AN E R XEIF R filE. mlkib. 88 L&
DA At 77 20O R RS 2 R SR AR 5 VP RT, JRIRIERAS 1.5 A2 3ET AR, A
Fe BN 3.8 ACETun BRRREK, AT AT 6 3 R R B K 7 AR
LRI 22 O Xl P 5 5 44 0 20% 048 B 0 i

2021 4 3 H, AW A FDA HIHRAE T R A o TR 7 B R B 1k
SRS ) BLA T3k FDA RN H . Redi B A BTSN B AN FDA JR3N#5C
BLA JH3RAFR 3N & VR E =41 PD-1 851, 2w 2T 2021 4F 9 H 58 sk Hi 3 A
SIS T — BRIRYT R B B M SRR N, DA RRE S R B e 2
ZRRYT R B RS SRS NOER) BLA $242. 2021 4 10 AJK, LR # I
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BLA 3kf3 FDA MIEXZEL, 2022 4F 5 A%, A#RUKE FDA #FRIIKT ik
BLA [W5E 8 RIEAE, 2R AT —IA B NES 5 e i) Bz i i A 3,
2022 4E 7 H, FDA B | 6] EHR S ) IR B I0E MAE A BLA, I CR b Ts
M AL 3E S (PDUFA) I H AR o HE 2022 4 12 [ 23 H.

5) WSS )R

B2 20224 6 H 30 H, &8kl (BfFEHEME) F 11 Z Pt PD-1
Yo imakdtt, MG E A H PD-1 B RSN IR B, BAR R

A= \ - . N YL PN
AT BEH4 IR WA IRHEETR] | AR ERALRTE HRER
HINEMDT | iR | BR | 20144E7H (HAD 20184F6 ] .
F/ NEF Nivolumab | ®Opdivo | 20144E12F (EED H

- TR R AT | ATERA® ”
AR Pembrolizumab | Keytruda 2014497 20184 7H E
%Zigﬁi Cemiplimab | Libtayo® 201849 N/A 7
e Dostarlimab- | JEMPER -
BEER axly Ll 20214F4 H N/A w5
- REFR ) BT 2® -
BB Toripalimab it N/A 2018412 H =
iy | PR e N/A 2018412 ] 2

Sintilimab
pasmgEzy | OAREST | g e N/A 201945 B
Camrelizumab

et | B B FIER AT % ® -
ER TN Tislelizumab HEL N/A 2019412 H =
i%”ji%g TRy | e fen]® N/A 202148 H 5
A 2/ o e )
5 FEMAF) 4T %7.® N/A 20214F8 A F
R WreER sy | WIPR® N/A 20224F3 fh
BRI EiiAaAS . s Wb R SC o

(2) JS016 (IZAFa]=HHH)

1) 25/ ME v

WA A F bR — R EAH S AJEPL SARS-CoV-2 HrilE MPiik, i
4E4 SARS-CoV-2 KIHRRE ARG, FHeeA FEWrR 510 4R
32k ACE2 W4sa, Haa 59 R MAEY LR &, HTiRI7MmkE
COVID-19. 2020 & 5 H, &l 5402525 Z2 0 Rk SEMVFT s, ALk
IR T AE K A X A 6 IR = =5 SR BT Rt e A ik AT . AR
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PG ALRHIZG T A F AT 1,000 JTEITCEA R, A SLIUE i) AR
PRGSO AT B 2.45 ACFETur) EARIEER,  AMINAZ ™ b8 B 43 AP A0 B0 23 L IR
By . 2021 4 2 H, FDA IEX AR R A FH T (JS016/LY-CoVO016)
1,400mg A1 JE 35 B H7 (LY-CoV555) 700mg Xt 1K 97 ¥ i 5 & A FH #5% AL
(EUA) HIFRITHEA RN EE COVID-19 Fl/sifE R KU ()5 EE COVID-
19 ¥ . 2021 4F 9 H, BUA YU FERRT H 145 e N2 55 J5 T35 LART 8 2 etk
TREEEGY . 2021 4 12 H, EUA JGHHHEH TR e & AR LRFAEE (OAHAZR
12 2L K% COVID-19 ¥6y7 M F )n Tl . #E 2021 4K, XHUETT
BOAERRREE 15 MEFANMIX RS EUA. BB SER PR, ARK
T R 5 B U AL SR 25 B A AL O TR 5 T P I RRODUTT B U2 E A S
BRI AR RN

BAsRI g () MERHEN (B

[ —

g

ND(; 0002~7950-(;1 S Z ; g NDC 0002-7910-01
. — bamlanivimab =
etesevimab &= injection |8
injection F 3 o
7oojmg/20 mL 4 I 700 mo/20mL
(35 mg/mL) — (35mg/mL) WSS

‘;,ca[;];,;v,\;,mab For Intravenous Infusion Only

For Intravenous Infusion Only

~ injection Must dilute before use
Must dilute before use Single-Dose Vial: Discard

Oy
L5 v
A
\owen
i
et
ERMES
SinglE-Dos:\Qai: Discard EE 7?9 mg/20 mL Unused Portion
nu: ortion Ll s
LT For use under Emer:
3 : gency
For use under Emergency g8 s z Use Authorization (EUA).
)

Use Authorization (EUA).
% i

w ALUUERLL L

MUST ADMINISTER WITH
BAMLANIVIMAB

2) fERIMLE

FAEARE RN % (COVID-19) fRJEMAE SARS-CoV-2 Jeillid fIREH (S
WA SEENZE—ME KK RN (ACE2) I A 40 M R b 5
M2, A E BN, BT B 6N ARG A, TE SARS-CoV-2 5
MR A R, HLEAR L ASIRRER (S EAD Bl AER
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SARS-CoV-2 IR BMANRHERIREALS S ACE2 HE\ 4T 2

RREH (SEA)D

SARS-CoV-2 Ji i ks

24 i
iP5 JIEL I 5 K R e AL g

{

IS A A HE N G R P R L A

i A

SARS-CoV-2 & —JHA RN, FEHRA NI EFEN RNA R, &
e S KA M2k S5#38 RBD (Receptor Binding Domain) #& j& IR I 7 2% 1
HERREGE G A, RS RERER R IEZE ACE2 4G, N SHER
Bt 03 EE M S A R B S ISR R, R R B B ORI AR 1) LR A
FERE R F ARG R S B2 RBD MBHWT AL poRI b4, FIPHIE S#H RBD 5
ACE2 &4, MMBELWTR 25 516 L 4n M e, &Py gy, X Al
R R FEGUP 2 R 1 7

o AU E LA

MEEM (SEMD | PARK .
RIS, PR BESACE255 &

SARS-CoV-2
iy T TR

“H B IR "

o] YR8 S il )
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3) IR AT T

B FE N 538 S R 2 5 7 I 4 R85 A0 L AN Al R (PBMC) 43 5
H SARS-CoV-2 HAIME BT FEFIA (mAb D, 38 I B 20 i 0 5 A 0 34 i 75 A
HIRERH T SARS-CoV-2-RBD 5 7E HEK293T 4 fitd L B#is R ) hACE2 2k 4s &
BT DR, CA1F1 CB6. SRJG7E SARS-CoV-2 ik B YLl Vero E6 4 fify
SZIG R, CB6 Al CAL HIEER AR (ND5S0) 4374 0.036 £+ 0.007 u g/mL Al
0.38 ug/mL. LFiRGEHEFH, 5 CAlI ML, CB6 XI55 Fh ARG .

WAL R T-Z HIX SARS-CoV BT K I, HriAMHirEg % (ADE) 2
L R] e BUSVERPIGE R . SV RPN 8 255 A R A WL 2 ) 1) 28RE VE J5 a8
AE. N T PIIE¥EER) ADE &, WH5i& 4 CB6 [ Fc BISI AT LALA RAZ
(CB6-LALA) PLVHBRFUAMAGIELN A F 40 s /EH (ADCC), F#1IK Fe
T R A3 1D DR o

LEME SRR AL s i v, AT N it — 22k CB6-LALA X SARS-CoV-
2 JEYLRIIRIT ORI 11, R ER W, CB6-LALA aI7 SCRHA . TiRh &
F15eH, AR T SARS-CoV-2 X s iy . EAkun .

(ERCIR by g S ik e R - 3

B2~ 5 -

zE —o— X4
‘EE’ 4 -

hﬁ T 4
o o0

I o3

B o

—— el

LS IEPN

O AR B
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fEVRITAF (n=3), 3% SARS-CoV-2 KIS TERGLE 5 1 FIsH 3 K
25T kST CB6-LALA (50 mg / kg) ¥A¥7. XHRAL (n=3) HIshWITERYL)s
81 R 3 KRG THAEMNBRIRZE MR (PBS) FlkiEst. BRIFAMHE
THUREME, BEEEEETR.

ARG RER, EXERAG, WEHEAREES 4 REFGEEKT (4
106.5RNA # U1/ mL), X5 HIR FF. 10T HHIShERGL G 15 4 K, CB6-
LALA 45255 R 830 BB RS, VB T AW L A PR T4 3 A6t

@ 7158

WBHA (n = 3) MIEHH7ERY: SARS-CoV-2 Rl i fikid: it #1771 CB6-LALA
(50 mg / kg), TEMLEEHIAI AR T P4l b, ORI 3 S5 AR /KT (1993 B 52
T3 BE T P V(AN 103RNA # 01/ mL , 3R CB6-LALA 7£ SARS-CoV-2 ¥
B R SR T R R

() Bl TR A S F) M 45 43

WEFRN BAEGRE 5 K, RKRdlh— Rah 2 w0 . 2 Ma R ik
fili 58 B BRAFAE AL, XA L, 1By BT B 2 B Y 2 B A e R il
Wk, Kb, BEEWER, S4B, aafigiEsd. it
B, ARUEE S ™ 5 2SS R B A0 IR AL

4) IGRIFF

2021 4F 2 H, FDA IEx#t#ERRs "] F 851 (JS016/LY-CoV016) I JE+
FLg (LY-CoV555) MBiAST I S S B AL (EUA) H TRITHEA R
HJE COVID-19 Hl/sfE: e K 42 B COVID-19 3. %5 Sl AL 3R
MR T —TEREETIBEN . WE . ZRFIX R O 8k KR 5%
(BLAZE-1, NCT04427501).

2 WURE FE 2 7R XUPUAR IT V% 2 3 B AR T B2 8 COVID-19 = JE & 3%
COVID-19 #HRALBE AL T FAF, IKF] 7 FEOF L . B FBAFIEE 769
B3, HAoRPuRia T AR R A RN 0.78% (4 D), REFIHF M RAER
N 581% (15 41D, FIFMAR LXK T 87% (p<0.0001). ZBAFIILE 4
BIBET:, BRAAEEGA, by a5 Ry e 35 B ai it in 7 H b Jo st

1-1-37



R A B LR A A IR 7 [R5 8 SORAT IR SR W

T-HfF. Ak, C5E) BLAZE-4 5T (NCT04634409) I 45 AR HE 7
HHEMANCEE ZRS 15580, BRI R R R RS 1,400 =%
FEJE YL 700 2 50 5 HRKFR] T 2,800 = 30 1 EJE 35 55T 2,800 2 70 Wi
PRI ST RCRARL

5) Ptk

BT EE R, B SEAY S5 ALK 25 M54 7] 45 470 (etesevimab) F1E
JEF AL (bamlanivimab) MILASTIE. FA TG casirivimab 1 imdevimab [f)
XUATUAR ST V2500 9 i B 2% o AR S T 7 28080/ o T B85 o 3 e R IE A 42 BK
POg AR, L EROREE AT 0 (CDO) II%E, #% 20224 1 H, K
T 36 B FTAEOR I 99%LA F. BRIE 2022 4F 1, FDA BEAiX LiRH
B BT V2 10 B B3 AR B AT I 80, AN PR o) T 6 o R A Uk
RATMR A . 2022 4F 4 A, BEWELR, sotrovimab A KW Fext & FH ) 3
TR T BA.2 AL, FDA BEATHUE & 22 3 v Al Vie PR R e 41
1RJT V% sotrovimab 7E 3€ [ FI4 AL

(3) UBPI211 (EHFE®, B3 REMIRMIZ)
1) 25/ ME v

UBP1211 AEH AJEHT TNF-o HIaBEHURTERR, B XA 3G 28 )G 51 %
ERNME S R gs, NERE (FRHAAREHD FAEMERIZ. 2022 4 3 H,
UBP1211 A FIEIT RRIRIRTT R s E A A R AR 8% (1 T vF mT B 315
NMPA b, T 2022 4E 5 HIFHHE ikab 7.

2017 % 8 H, A HIEBAEYN T AR RBAEYAT LG TR KAE
WAL, FEFETTFR UBP1211 S FI A A SR ER A . 2020 4 11 H & 2022
o4 H, AR SEBEY RRTT AR m T SEAN R L AR AR
TR, BB B T A R A TN B I ROBEATHE T, IR TR
SERUE DT AT, FNE A R ST BAE BT A FE 50%:50%53E 1T
fic.

2

2) fERIMLE
MR SEEE T (TNF-o0 HIEMRAHM . A K40 ANHEEGE R Th 40800,
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N FERE IS SRR AR RR S R S s (A DGR TR T 2% TE 2 b RS I R AR AR g
HAE T A% OHAL . TNF-o FI TNF-o 324K Z5 &R 3 R0E OV, BLEIER], 38R
WA B P RN REMEE RS2 SRR S TNF-o
FEYIFK . BT TNF-o BT REPUAR TS S TNF-a 524K, #01] TNF-o 5 TNF-a 52
RIEE S, MWL R AER R L. BT TNF-a B0 EEHUAR —FRTT RIEN S0
FIEPEBIRI R —RITVE, BT RE . Atk m B 24577 (8 RF A

$t TNF-o B50/EFNIEE

TNF-a TNF-a #DEF)

TNFE{& ={ .

* Y

E SFER R TNF-a $0FIFI T BE LETNFaSTNFZRRIEES | IIEIE R
ESHSEENES | HIBRENEE,

KRBT SEEIEEER HER RERER

PORRIR: I35 W v bR S Hr

3) 25k

UBP1211 MBS RAEWIMNNZ, 1583 K2R TNF-a B4 IR 8 Uik,
X T RFERRIEIT REN L H & R 17 3 23R8 1 3 i oK
INAT, 2021 R EFIAS] 206.96 14376, UBP1211 458 ThRe M 24405
TV BN L 5B R E AL, IEW UBPI211 A i E NP S £ E
5 2 AR 55 R ARMERREIR, JF B A v 252 1 22 4 PR AL

4) IwRHTHE T

H1 T UBP1211 B3R IIAEYIZRAUZ, (BT RG24 H 2 BRI T K Rl
UBP1211 #%0 24 B 25 BESL 50 28R FH BOL IR W 25 )~ AT R RAH ) 7 20, FE 222
L &2 NIPN 2Tk A A K2 0 AN S 2TE AR RS D (3 Sl R R A 2l
HiEf UBPI1211 5 R AT 2512 56 IR 34T ELELIERIT 5T

FEZIR UBP1211 583 K10 LR EEFR S I, I #fA UBP1211 &
B 75 5 JE AT 24515 26 SR AR ]
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UBP1211 5% % (Humira) FIXFECAECEETR S & 18

Humira

UBP1211

| 5
B
B
B
| °8
B
=]
B
It

vE: UBPI211 KfBERKMANE AR Lys-C FRMETHRE, HiE i ok 8- 5 1 2 Hr /5 1
(LC-MS/MS) 43, A RIET IRRE A R AR s i . anig w4, W m HEW s Fh s A
A A R = R R — 45 )

FER AR BRGNS et e rh, EMFGET, BONES UBPI1211 B
BRINA, 2R E A UL K B T AT AL AT L

Z BRI T FIR SRS /1 # LERHT T

—a B —HUBPL1211F R
.. o B R TIKE

WS (ug/ml)

0.14

T T T T T T T T T T T T T T T
=72 0 72 144 216 288 360 432 504 676 648 720 792 864 936 1008 1088
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RERENBEGASI I ZHRBTT

—B— #1458 1mg/kg UBP1211
—e— 24 m3mg/kg UBP1211
— — #34810mg/kg UBP1211
: 44 5 3mg/kgl& 3£ Ik

......................................

104

WP (ug/ml)

0.14:

0.01

I".I":I":l":I":I":I":I":I":I":I":I"I'
0 72 144 216 288 360 432 504 576 648 720 792 864 936 1008

X hTNF-a Fe SN OCH 2 B ORS (E BT FE 45 R 7R UBPI211 RT3 2 Fil
B EiATT hTNF-a $2EE /N B AR KT R . 3me/kg iIT AR T B2
RPHOR, RIGHEEILE 67%. UBP1211 X hTNF-o 56K/ RSG5 &0
Evedi A A eSS N

Xt A SRTNF-af 22 B /) B B9 2R RGBSR 48 500 1™ B A2 B R Tl

hlgG1 1 mg/kgRA 14 X HE 21
8-+ 7 - 1535 0% 1 mg/kgPH X PR 2H

igi =i UBP1211 0.3 mg/kgi&J7 41
® —¥ UBP1211 1 mg/kgiay7 41
YE

-4~ UBP1211 3 mg/kgia i 4l
- EwdA

0 7 14 21 28 35 42 49 56 63
I (RO

A WGIRVE 3008 0 CERD 1 ORERERSCT KM ERH D 2 ORI B5E 3

(B R AT T 9 B o O RVE o e Fl . o Bok s, WRBAEERE, 5
Img/kg MBS RIGITAILL, 7F 3mg/kg. Img/kg & 0.3mg/kg i UBP1211 ¥4)7 4H b A W 82 51
RIAI AN B BB LR

v b, EIRERATIFSR, ERERESH. W%, PK RIS,
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¥ CAER] UBP1211 51&26 AR,
5) ImARHE T e N — 2 it g

2022 4 3 J, UBP1211 Fl TRIT R MIBICT 28 SR ELVERAE R AR B 1
ETVRRTHE SRS NMPA fitiE. RS R AT A RIRE (MR BZTR S
PPN HORTE SR GRATOY RIS HEAT I g Fe 5 R B R VRS S A UL
TNF-o 550 FEGUARTE SR 2530 1 = o iREe 7 A “ ZHt . BEFL. WE
AT R AR BT TNF-o0 B 50 P PUACTE 5 18 38 SRR R R 65 R
T I PR AR 727 PRI R 9T, TR g R Ea: UL 24 J ) ACR20 K3 %
TR PR IEAT SRV, UBP1211 GRAERZ), FAS: 40mg: 0.8mD 534k
N FVAPE B IA AR P S (R, B4 BERY, P 40mg:
0.8ml) £ H H & 38 G 5015 R B Hh Il R T RO 3553 . @b B SRR K1Y
R EE T FIESHRIR 2GR IR ZG 40mg: 0.8ml BHATIELLLA 2R)T, wAatk.
M 32V RAF, AR A A R FAFAA RN, PP EA RSN EAR
RLR AR TG F 25T, WA M. @ZMRa) =54 R &
R EE PK SHCR I AR BZL 4 R 2 R TG L, WAL Z kG
25 Ja 25 ARBN 1 S REAE AL . @OARE 20 Aot B4 FH 24 5 B 26 4 B A R v R A
REFRMTG %2R, WHARERMEML. %5, UBPI211 5&£ 5 fFEhE
FETE M RGE ST R B E TP, PRl 2022 4F 8 A, BILFERMTIE
ST R HE R 2R MYERRIERTTR . JLERIURIE R L
5, % B L LIS REAE PR #h 7S R IR 3RS NMPA 2 FE

(DI il R A R4 B XTI 7

AT R —TZ 0, BN E . FATXHRIIIG RS 7, DURBF 259
&3 IR AR FE R R A VE A FE (IR 97 7 SR 53 101 SR, TR £l Bl
Fa g B RS (MTX) 3697 (10-25 mg/fD, R AW N 24 B, L%
24 JH ACR20 N F B fidRbR, EFRRIBICTT R B H b= NJEHT TNF- a
BT RE USRS 1838 RO RIT RO, RIS AT 254080 1% S R L
Loz atEvtr. 2017 4 08 H 30 H, 58ish 1 B3zl EHE ANH, Wty Aa
526 B2 iR E GRIRZH:265 1. XTHRZE:261 B . FEITRHERRE 24 A ACR20
EAR R AN 79.67%, AN 73.47%, FE 95%CIL J: 6.20% ((-
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1.31%,13.71%)), HRYE (B ik A BF07E SR A Y224 1 AR R 56 5 5 ) Fn
I RAFF 92 77 2 P RS B 2 R0 B A=0.15 (+15%), HZGRsh 1124, Gk
Rz A 5L, i, AR ZS UBPI211 25250 T X B 251525 5R".

@1 et e 52 1503 25 X3h /1 5 B AT 7

RFFRBEHL. E . PATRER T RIS, B R RS IR Ik
B2 N VEST B NUEHT TNF- o 850 SEHUARTE SRR A LS 25 I 254K ) R AR
AR, EEL SN Cmax F1 AUCO-t, AUCO-<°. tmax. Vd il t1/2
VE IR ERIT T 2% AT LB T, S5 280 FHE BOE N 80%-125%. 2016 4F 10 F
13 H, EREBIZA#ENH, THARIEBEHIALA 184 HlfER B2, HAZ
REN I Atk RS HT 182 fil, HAalaas 93 i, xTHHL 89 fl.
FE A5 S % S8 Cmax. AUCO-t 1 GMR [ 90%CI: 97.76% (89.18,
107.17) A1 105.09 (93.61, 117.97) 7E 80.00%-125.00%1I7EFEI A, AUCO-=[]
GMR 1] 90%CI: 105.81 (93.81,119.36) tH7E 80.00%-125.00%HIEHE Py, Hik
W2 HAR G A R FE R A REEA -, B, A% 25 UBPI211 5530
Tt 23 R".

6) WSS )R

#E 2022 4 6 H 30 H, WETIZIAE 7 KHERBHU 0 (B —FR
W24 6 R AEISAUZG ) Rtk BART

AT w4 R 2 PR | O
A4k BT A A LT BEE® 20104F &
EESS BRI A B H RAr® 20194E11H &

W IE 2 BT A A BT LA T 2019412 &
&k EY BA A A B JRarfE® 202049 &
R RIS BRI A B PUKIT® 20204124 P
1E KK B3 A BT ZE4E® 20224F1H
B SLEY B A A B R 202243

BRI CDE. LiiAm A, 3 Hrsib RIS
2« RAT AFAOEE

(1) VV116 GHrf O 291 SARS-CoV-2 Z54)
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1) 2k e

VVI116 & A A% 25881 SARS-CoV-2 5%, mIflifi] SARS-CoV-2
il ImKFTATFE R, VVI16 RN SMETR L H 535 (3T SARS-CoV-2 fEH],
X SARS-CoV-2 JFIAHR A LA H 2248 4k (Alpha. Beta. Delta #1 Omicron) 3%
RO PR EE T, R EAA R R IR YR A R AR R e
2021 4F 9 H, bl ERSHLEAKERENE, FLEAE VVII6 /£ G 1E X
IRFFRAFAATAE . BEAZEEUHFLEZZH, AF AT EERZE
HSER T 3 I T IIRPRAF 7T (NCT05227768; NCT05201690; NCT05221138),
AR TR —OHEF HEEE COVID-19 2 E H P VVI16 X LARHER T A
MMz ERRZ 0. BEFL. XE I BRI, JEOTF 2022 4F 3 A
FERCE O B N KB Y. Fhh, EXE R COVID-19, 2w SHE ILFEKIE
BB T BIUGRIE T, —BUNEBRZ . E . BEFL. B, T 3
PRIFFE (NCT05242042), BEWAM VVIle FTi&HE COVID-19 H# 5 G
ST RN A RE) 1%, &5 O i A3t BAR IR PR 0 56 B
B NA KRG, EEARZAPOIES H—mEhao. BE. B
XTRE T B PRAE AL (NCT05341609) CL5Em, BIEEN VVI16 X LRI RE
FAFEIR A (B Paxlovid) T8 COVID-19 &3 F 467 HIA Rk A
AN, T IR B R A B SRR R 2 R

2) fERIMLE

HAGEARR EE T % (COVID-19) #i 4k SARS-CoV-2 it HIREH (S &
D) 4G e ——ME SRR 8 (ACE2) R AR R & it 72,
WA EHBE NG, SRR )T RNA, T8I 7 3 40 B A B e L
—RHIEE, 41 3CLPro (3C FFEHEM ). PLpro CRJINER HEGFE M2 IR &
FIf§) M1 RdRp (RNA fKHilk: RNA RAW, HATEHIN TSR, HA,
RdRp SR EH EREE, 2 VVII6 M L. VVII6 &— MR,
BEANHEAN G, SARS-CoV-2 RdRp UG HAE MK, EEH) RNA 701
I NEHR IR, TS50 RNA PR AE TR, IR B 7E AR A S
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VV1i6 Fi1E R JE

Uncoating RdR

‘ (+)2RNA (-)gRNA (+)gRNA
9 Viral RNA &
ACE2 receptor release _Q(Q\

3) ImPARHTHEFC

@ PES (RDV) & GS-441524 (RDV [RZHACEYD MR EBRREERTZ,
BENZH0 L YA e R AU, B N LR B BR AT AR, BN LR
VAL = BERRATAY) . RDV sl v FH 38 o0t P 3R 98 003 2 1O 0 2 1
HATHFRERE R4, IMAE COVID-19 Hfii 22 mif K2 &, Bk RDV W] RE
fEIRYT COVID-19 INZRRAE. FIN, GS-441524 ATLL R, (R
FIRIAE B RR AL A0 B BRI, X AT RE T SO PUR TR M. BRIk, BTN Ak
¥ GS-441524 1E RGBSR, DURIR &R 78R B AN X GS-
441524 TTAUBIHR BN 7-TARITAY X1 Bos BRI PR RS TE, ECS0 N
0.39 + 0.08 uM; A T #mE X1 WAREVFIHEE, WFE @ EZRE B
2- 3-H SR ESINEEE. ERA =R, Bt T X1 W) UREESR AT, A
E VVI16 X —{FEY . 5 RDV A, VVI16 RIZEi Uy R i, Bl
WK E N D, ERRTEA RGN O REFHEE, I B3RS R
X1 W3k BRI e i, ok, VVIIe RUGE, fEmiR (60 # ). b
MR B R R, BRI N R R 1Ak e e e

1-1-45



R A B LR A A IR 7 [R5 8 SORAT IR SR W

VV1i6 K3 TF4H
D NH,
N
(0] N\ _N. /)
H3C\HJ\O ,
CH3 (@) < , O * HBr
hadhe S
H,C CH;

CH3 H3C

NG VV116 FHAT T — RFBEIN AR AT TR, VVI16 TE/ N 4
RILH B P SARS-CoV-2 EH, %I SARS-CoV-2 JRIAAMRAN T 0 H B4
Pk (Alpha. Beta. Delta f1 Omicron) ¥R HUmdEiEtE, RN EA RSN
R AE R FH AN LA P A0 2 R e

4) IWmRHI T S — Pk g

VVI16 CAEEMSER 3 3 1T KK (NCT05227768. NCT05201690-
NCT05221138), A5t 1 A1 2 ABEHL. XUE . R, FR & A 22 77 0 1
WEE, BTEVEARTE R HESZ AR R B ORI 2 GBI IR VL6 (e 4, 32 1k
MPRBN A BHF0 3 R —TRENL. JFG 3 A, XA, BTEMEE
BN R AE Dk VVILe Ja 230 1M e rsemd. HHAqE 2021 4
11 HZ 2022 4 1 A, AN 86 AT EHRUER BUF R IAE, T 1 AN
38 4R, WHAL 2 9N 36 432, WA 39N 12 B2ikE . AL RE

71N

OVV116 1R IR

ERYGRIGFIEM AT, TR VV116 ja al s K s A =4 116-N1,
S SAL 3R 25 AR WIS 1E] (Tmax) AN 1.00-2.50 /NEF, MR USCGRGE o 1125 94 5 — It
[ 2 P (AUC) Mg KK 2Pk E (Cmax) 7E 25-800 mg 577l A
SR RN, 800-1200mg FE[AICHEIEIN. VVI16 “FIFEM (1) EA
4.80-6.95 /N, FEARTEINRIRIGTT Rl IR R HM IR (BID) MI%G4 /7K.
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BRIBNGGR VV116 J5 & BARFE MR 116-N1 IR BE - H] g2k

3500 -

3000 -
—~ 2500+ = SRy
%, 2000 - -l
2 -=— 400 mg
gs. — -=- 1200 mg

500 A ™

e
0. ..-_____:_s_l_-__..____..-__:_—;::'.*_'za-.-'

BgiE) (Z)\Bg)

@VV116 HEE 25 2450 YEF7 A7 R U0 #HK

ZUGEIF R D, B HMWIREGZ (HR 12 A, F2k 55 R
(3 1 REH 6 K)o Hr, 200mg HAEN 5 KAE 6 K 116-N1 FIRIKELE
242-345 ng/mL YU, T IRKATHIFEH 116-N1 18855 v B EE AR A ROk B2
(EC90, 186.5 ng/mL), 3 P& 200mg. 400mg 1 600mg & P} 254Kk FE 1)
FTAEFRRTEA BUIPUR R K2 b CRIRE R T B % 5OXFE R EC90).
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LUGEFIRB TP 1 RAE 6 REFIIMIE 116-N1 3 B[] i £

3000 -

2500 - — %X
_ - BBINK
€ 2000 -
S~
oo
[ =
~ 1500 -
i —— 200 mg
§§ 1000 - —— 400 mg
: - 600m
2 500 A . e °

~-_.‘-.-.--.-::‘::::‘_:‘:_____.___-_.___
gl B T he- S5ty o b pririvirirl b Tt S

0O 6 12 18 24 30 36 42 48
BiE] (Z)\BY)

GBI X VV116 2595 = 8 TLim

e EdERE A E R &M TR AL Tmax 734004 1.50 /ML 3.00 /)
AT 2.50 /N, R AIIR & £ K250k BIEAR BB IR], (H A2 245477 (1 g i
F. 5B, SEKEMERRERSET Cmax 1 GMR (90%Cls) 7E
80%-125% M5 RGEHI; HERER AUC GMR (90% ClIs) th7E 80-125%7
W, TS HECE ) AUCO-t 1 AUCO-oo 41IE 73 731 0 26.32%41 24.67%. HIT- 3
B Cmax TEFEM, 1M IR T HEHE N AUC, B2 I EE S @ &4
Mk VV116 1697 .
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Z AR FAE T HF LR 116-N1 ¥R - 8] # 2%

1750 +
1500 +

1250 +

i}

o (@ R
55

W

1000 ~

o DR H

7350 +

500 ~

FIRE (ng/ml)

—
% e B e v
————

0 6 12 18 24 30 36 42 48
BiE] (Z)\BY)

@VV116 (LA 2 TR - N R 2 T S 52 1%

AT S, 3 B FIRIRESET: . RRAEMEANRFM (AE). REA 3%
KL b AE, WARHIUTZ R HWAIT AE. FTH AE ¥IERIBITBUR T il
BN RE

TERYCHRIGFER T, AWNKAFEE AE HGEH. VVIIe H AE K
AL T 2 EAA (39.3% vs. 50.0%). F7E 400mg & VV116 4 1 45%2iR
HORAE 2 PRI D RE AL, A AE N 1 . B LI ZIARSEE AR
NFEW LT, O E PR FIALE AL 3= T . 75 2 UGS I R AT AT
H, WER AE RAESHERA—EMRME, H VVIie HK) AE KAERSZE
FIHIEARF Y, 551N 51.9%F 55.6%. VVI16 AT AE N 1 . 5 L)
2t AE NIRRT R DT 45 R RS L. fEIREm i, =
. EEREMEIRREIRE N2 0. 2. 482 RE LI AE, B¥N 14,

T FIA T AW SRR 25 R, Erxt i COVID-19, A& SHEILHE/KIE
BE) T IR RE R, —WONERZ . WE. FEVL. Z2/FIXT . I/ 3
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G ARTEFL (NCT05242042), BIEVHN VVIl6 FT&HE COVID-19 & F
BITHIA RN RAeMMZRE) %, Z 5 O R AL AR IR 40 58
BE BB N R 452, IEAERIREZATOIFRE S, BBt . BE.

BEAL. %R T IR RHE S (NCT05341609) CL5E%, i%AF7T B ETEM VVI16
Xf EL 23R A /ARIFEARE A (B Paxlovid) FF#9E COVID-19 ## FiG
FTIE SR 2 A, Mg IR, VVIile A T&FE COVID-19 fEa it fE
O B ALFE AE T 1) vy RS 8 B VE T Ik B U7 S TR ) 32 B ORI IR LA U
Bl EEFL LI, VVII6 A ERELIGR R E R R E R, SRS
k. MERER ML ST, VVI16 481 PAXLOVID #H¥4 K4 COVID-19
T 3k e AT o (RIS 70 25 SRAR S s T 2H ZR R AR I R IR VA SR I [, DA K &
H X SARS-CoV-2 &% BE B A AR{EL, AHELT PAXLOVID, VVI116 HA 4t
RRGEH . 2T, VVI116 1E NARES I PR 2o H 4 A5 R 1 22 4 VA
A, RISk =IO RN R S R AERACT PAXLOVID, 24tk R4F.

AN, H—WEREE COVID-19 ZiE ik VV116 X EbhriEia T ifa
B R ERRZ RO, BENL. SE 1T G RE R EER TR, HET
2022 4 3 H S ] B N K 2R 2 .

5) M FM R

A 2022 4 6 A 30 H, EEWIHIAEWZHE D ARZG 3R i/ K 2fd A
AL (BUA), 75l ARV AR 545 UL (Molnupiravir) A8 K 10 10 & 3% 5
(Paxlovid). H, BEHIMEWRTE (Paxlovid) T 2022 4F 2 H %4 NMPA it
WAEE N ETi. VVII6 T 2021 4 12 A 761528 5 v B R e 1 1
HE COVID-19 EHEWETT . BB AREEVHBEE 2 H, W HE SR
1 BE A B IR 2% 5 58 Fr R A B S5 At L v 286 01 v o7 2 38 75 37 76k 05 2 il 28 08 SRR U
MHEE, ARZEFE VVI116 55502V 03 BR A 7] 1138 7 € s PRI 7T,
H 87 7E 1L 31 R E6 B .

(2) JS002 (& XKEH: U #PT, BT PCSKI H.P1)

1) 2yt

JS002 & HAE H EWHF R ES HEA AN JEILPT PCSKO #alEdiik, HT
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AT IR e L I I TORE AR & R R IR IAE o 2 7] 2 B N 1 R RAT 1AL R 25 )
I AR R E Ak . H AT, AR EEETZREE AR CEIEAE kT

Lo TR o e v BE B B ) Hh IR NN S PRI 78 1 — 2B B0 ik A5oR 22 4
P, JFET 2021 5 R A58 ot NI PRI FE I 32 8 AL

2) YERIMLHI

PCSK9 i —HRFERE MRS 2 eI IE¥E A, $T PCSK9 HyLlE
PUPR T F TR T v AR ] AE . O I L DATR 3 A B A AE . R
R E RS (Low Density Lipoprotein, LDL) F2& 3z %y A Y51t JH [/ 5% 1) 32 B 4%
&, LDL-C 2K EZMEEAMER, Er&Er UMM+ LDL KK,
LDL i 25 & JFF 40 i 3 1 1) 1% BE IR 2 3 2k (LDL-R) Hf [ fil Al i 4k .
PCSK9 7&Hi PCSK9 &K 2w i) 22 Z MR HE Mg, A5 LDL-R 45 A8 H i,
LDL-R fF%fFH4 35 LDL & &80, B LDL-C /KFF&. i PCSK9 St
5 Nk PCSK9 LLgzEf 1454, BAB PCSK9 S54RI LDL-R 454, >
LDL-R [%f#, {fHA% 5 LDL 454, MM a/F4niaxs LDL f4ai, k300
MK+ LDL & &A1 LDL-C PRI H M. AN S, ST 8254 40 iH
BEG A IR/ IR EEE “RB%” MIMLEEANIE, PCSKO i) 2& H n e iy 2%
B” , Fas€ LDL-R HUHCE, AT DI IS Bk ) CL 404 i AR e e

P PCSK9 Bt A HLE R
@ @ pu
@ o o oo ?
LDL-R ! L I I
(4HFE) AEER ™
o2

TR I3 WrRs VbR S o Hr
3) JS002 s &

JS002 /& —FhEHT Pt PCSK9 HreERiIA. ImARATAF LKA JS002 A
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H1) 2 BRRAE
B B SR AINE HT R CDR 458, FLRENE )T 2 RS AT PCSK9

W R BRI R B R R R R KRR T S, R
2B 5B H

B TIGRRTEIT 25 30 45 8L, 1S002 55 7 HY o BAA o v I [ et o
S PR IEAR B ) LDL-C 7K P 1A 2k

B JS002 HIZ3) 152505 B BT #I PCSK9 #7125 4L

4) ImRI T N — ik e

NEIESER JS002 1 T HAFN I HHIG R A 5T, (E C5E a1 RAAD 11 BRI PR A
A, BRI RPIRIE BRI et 2 r:, HBERRT R0, nlf#m
SR E IR E A HEE (LDL-C) I IEIL 55-70% (SHE 1 EZEP~ A2,
ANFIEEE 2B NBE CEFGAESOR M K 22 A1 80 S0 1 v B i % 15 )
PRI T HAIR R AE 78— B b7 R & 41k, JFE T 2021 4F FFER /R
BT AR R 2R N . Ak, A FELEAL &1 RY 58 0 v E [E B2 1 5E
(FWF) BEFHFFET —I0 0GRS, FFOT 2021 4 F RERBRZRY
N, ZWF N PCSKY B e o [ 4 & 1 20 5% e v v I ] B 1fRE B AR
)1l PR 7 FH B 3L 6 5% AR I PR ATE 778 5040

5) g R

A 20224 6 H 30 H, EWHmEA MO 05t PCSK9 FRyU3kHL F 1,
I3 R 2 TR R AR U T B P AT SR B/ AR JC I Bl R D8 G B, SR DY IR E R
PCSK9 Bk Rigtk, A FIRE [T 5t E NDA M. Bk T

ZES 7= dh A & RLAE NMPA RZ

BN K SR AT AL 1 0 L35 6 £
R IS FAE T DAL SRR
BRIAIPEIC T | BEESE, HAT | MERAHERRILAE e RE i)
TEAEREAES R AR A1 1

fa %

LK1

Al B SR e L I 7 1
i JCHL E79sis AE, NSRS FEAE AL P o L is1)
B

JS002 FERWE )| i AL ] P I PR 1T
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ik FE i AF] & N NMPA RZ
IBI306 (ERNaE )| e T i 1 NDA
AK102 ’%”gg;’“ A s RN
SHR-1209 ER1 Y] e L I AL I PR INEA

HAERIR: CDE, EZjEE T Next Pharma, AT A%
(3) JS501 (¥ VEGF gkl o, Ze4eyT EY2zy)

1) 25 5AEY

JS501 AAF T 2019 4F 6 H M kg B MR A IR 2 7] 51 3k 22
UEVTHEIFAUZ . JS501 &K EH N IRt W A K EF (VEGF) Hig
BEPUAREST, CIRMFER AR RIZES RN (ZkARIRIH ), BIE T
T HAIGARIRIG P B . JS501 ] DLkt 5 N\ i & 4 2 A K F (VEGF) 454
FERRIT LA, R TR T A MRS B R R Ml R R
7N P e S

2) EHIMLA

M A EAEKRETF (VEGR) BAKEFHE—MNRIEE, =558 4K
(REPEIR RGMWILETE RO AU B A2 i JEAT 0 I R 40 % J i ok 1) i )
MEZEFSEA. VEGF 5K &40 I VEGFR (VEGF %2fk) M&ARas =
FA5 S W%, (CAEBUA N R AT BT R 0 A i A R Ak R BOET AR i
EAK W EBESR, WA ER. VEGF Byt 44 VEGF,
BHIE VEGF 5324k %5 &, I AR, Rkl i .

*+ VEGFSARAIE L
VEGFR (VEGF 5{f)
REGREESRE
SR, (EHNEAN

VEGFR-2 AT, BhFR \VEGE
=6 <.
TR TR mmase
VEGFR-2 . E*EE%IS}FEZEM%‘ ?EEF'—?&‘{?S%‘S’,
' LSRR |”m""" ISR, 54

FEMVEGFEEE IR,
s e R

MEBsE
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BURLRIE: b HreRe Vb A S b

3) JS501 HF U5

DIURERBRURT AR e L S VEGF 454, FHIWr VEGF MIILZAREE &, M
9ok T A ML A i, 5 S B I (0B Ak, TR iR AR . DA BR Bt
R (4T C#5EE FDA #tEA T4 Bl . JE/ a0l . B4
T SRR SR SR AN N S A 2 A A R ER AL TR A A
Wl A RV B R VAR N AR i | SR VR RS R AR g L A g
RV NS L i DA e s A T Y I e AR R O B R

JS501 N 4EVT AEMRNZS, WK H bR 5 IR B2 78 I PRIT RO 22 4 1
ST AT .

4) Tt
JS501 E5e ik TG ARIRES:, IEAEHEAT T BRI R
5) T F 5

BE 20224 6 A 30 H, EATHC BT 9 32 VEGF #5774, BFES
R 22 4ETT O 8 R [ P A2 A2 o

7 A4 [ELE o R AL TH] ERAE

al

RIS H e,
W, Rt R R AR
NIRRT, B AR
£ DUARER 4T YT 20104F2H [ BRI, T
JiE, RGNS
G e m S A
AN B S0

W R B R
[ I5® 2019412 ] AR/ 240 i i e R A 1
45 Bk

DURER T
Gt/ BN Ve

W AR N s, %
MALas B, AR
KA i R e,
R 0P R ey 2 e
S O E e BEUR
P R e P G 0 ' e

DUARER #T

ez | ST 20204F6 H

W] FeAp PR e R 1k
A/ 248 il s A A 1
B BRI
R24H ff Jee 0200 e

DR ER BT

iz | OUES 202144

224 4)
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—— G AT 7

wEs | ot | wwme | ao;ufeeR | O Sk
A e ER

o Wi, SRSV BT

g | OREI L wnae | aaenn | b
A 25 Ll

. AT

A o BT CET VR R V1 AT
K2 25 P

. W H R R T

S T I eon Ol I B I UtV I 2 © Y T R
R 25 P

. ATy

CE T I I U RS UST V[ IV e
: 45 EL I

¥fiokIi: CDE. Lmiadad. Emada g
(4) JS109 (PARP #)iffil| 5] Senaparib)

Senaparib NS HILIRZD AR A F (LR IR “F IR 250k R K
—KEL R 3R -ADP #ZBER & (PARP) HIHTALEGH. T 2019 ASCO F4 L IR
AN T AR 7R, senaparib G 70 O T AR 2 M R TR SRR YT B I IR R A
fit. PARP #I7]. 2020 4F 8 3, A w5 R SR 25 bkt i or & B A W 1T AL A B
s, SR AFIEEEMFES senaparib £ P RI/IND T HUIIR 25908 & AL AL ,
P I SEIR 2R E N BE 7 PARP #4157 senaparib 7E& B X4 A (b [ K 2 Ay
W WRTTRRAATEUX D AL aE, 2 F) AN R SR 25 Mok 43 A AT A B2 A ST
50%BAL. #E 2022 4F 6 A 30 H, senaparib {EN—R4EFFEIT HIR 21 BUS
PG U O S0 S 00 T 3 A0 o8 U N2, IEAE S5 AR I R A DR A

(5) TABO004/JS004 (#T BTLA H.510)

TABO004/JS004 & 2 & H EWF R B4R A (First-in-class) 3R Il PR 1)
B A B A T B RE T (BTLA) HIEHNEALTT BTLA ik
PUATER . TAB004/JS004 FH i ] T W HAAS AT D) BR BEE R 1 SR R T ()
ERER LK PD-1 LRI 25 %) , 2019 4E 3 A 22 H3EE FDA #2235 IND
H1i%, 4 H 18 H3%43 IND fitift. TAB004/JS004 tH-T 2020 4 1 A 3543 NMPA 1]
IND #t#E. # 2 2022 4 6 H 30 H, TAB004/JS004 Lt N 1o/1l AR EY I B
o) IEAE T A SE E W T 2 TABO004/JS004 A1 B 3 1) BAH1AE 22 /R Fib 24
M 23R 58, RIERIPUMBEER .. ARWONHES5E R — P AR 1)

1-1-55



R A B LR A A IR 7 [R5 8 SORAT IR SR W

DURERTT SN, A7 B 0 8 X F g e Ve T (K SN, K] BE 32k NI
. #2022 £ 6 H 30 H, FERNAMHIG 2 IT3 R 1 HAl R RS Ut = wh it
NI RS B o

it

(6) TABO006/JS006 (T TIGIT H$1)

TABO006/JS006 J& A m] H LA R ST TIGIT BrokEdiif. InKATHE T
Z5 1K W], TAB006/JS006 AIREF 14 FHIWT TIGIT-PVR i ek, sl 01 %
AU g AL, AW BB R E R T . TIGIT (T cell immunoglobulin and 1TIM
domain, T 4 i S BRET EIAN ITIM S544380) R H4 00 NK 4H AT T 4 f kA 40
HIVERZ A, TSR E R PVR SRR LS4, A 5 OB 4l
5, I EEAH NK 48 T 40 Mo an g R ER, ZOREUT
PD-1 % T 20l AE A o 2 TG PR AT AR50 45 SR Rt TIGIT Hidk 54t PD-
1/PD-L1 ik ml A b FIfTM R /£ . 2021 4E 1 A, TAB006/JS006 353 NMPA
) IND HibifE. 2021 4F 2 H, TAB006/JS006 3573 FDA ] IND fitift. #Z%E 2022
6 H 30 H, ENAMHICRISEEE o Skt b

2022 £ 1 A, ST A7 Coherus T 2021 4F 2 HZE 1 (il 5 VERT S5k
WMD) 5 Coherus JE AT ATIELTH 2 — TAB006/JS006 HIEFEAL FIFET, LA
HAFVF AT AE SEE AN E K X 3T & TAB006/JS006 B %74 TAB006/IS006 A A
77 i FH VAT BB A28 . Coherus /]2 7] — UM SZ ) 3,500 7738 0T %%
TEIE BIAR L) AR AT 5, Coherus A A ®) AT RiFA#EIE 2.55 {43678
HFEREER, AMITAT L7 TAB006/JS006 = i 7F 35 [ AN 52 K [X 35 P4 -4 5 44
A 18% (144 H5 43 o

(7) JS009 ($it CD112R 541

JS009 /&~ w7 B A I B H NS CD112R S oaEHUAERR, &
BT W M MR 197697 . CD112R X4 PVRIG CHRE KT 5 85 32 AR AH R
FIEERE AL, RAFRKAMEH RS fUll, AFPITEF. BlA
238, ZOHEARANG SHENG YAO (Bha%) - iz dn@EgrIkRIAZ —.
CDI1I2R j& PVR ZURK— M REgFEEH, FERIAT T 40/ NK 4000 L, Jf
EYNIE J5 A B IE L. CD112R 5 TIGIT fi3LFEE/AE CD112 Rik T
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YU I 5 40 MR S R 4E IR T, SRS A S nTE] T 4HA0 NK 40
PR . JS009 Re LA A RE R e b 45 & CD1I2R, A #4FHIr CD112R 5
HEctk CD112 {5 5@, et T 4R NK 40 st A e, 19 5m
R AL RE /1. 2022 4F 4 7, TAB009/JS009 3k1% FDA ) IND .
2022 4F 8 H, TAB009/JS009 575 NMPA ] IND . #EAZEE U=
ZH, E NS TG F R SR A

(8) JS110 (XPO1 #sI7))

JS110 /2 iz 8 XPO1 (/N T4l ), I R 90U 3877 e 0 b d o
N IGPRETIE LS SRR, IS110 K¢S MBI XPO1 25 (A ThAg, HMHEHE ps3 1
N2 R R A R, ISR 2R (I ThAE. JST10 /RSN 2 R R al i A=K,
PR MR ANMAET . FEMR SRR, TST10 524 ali 2 By # k] 22 o ifi s8R
SEORBR A K . MR AR AL, IS110 FITTF R A 45 B A e o3 N i oK
AFETT F B 2021 4 4 H, JS110 Ml RS G 3RS NMPA #itiE. 2022
8 A, IS110 G ARES HiE 3RS FDA #ituE. BiE AL PG H,
JS110 IEAE B T e T i PRt (NCT04991129).

(9) JS111 (EGFR exon20 4 N\ 5k L2828 40 551D

IS & —FhG i BGFR (R AR K F2240 JEH WIAR I HE R /N4y
FHNHIF . EGFR dE% WEAE 5 Fifs EGFR RAKILLBIZIN 10%, B35 EGFR
exon20 flA . T790M JEK riRABME GRAZLNLLL GT19X AR T b
T 18-21 ZJH) i FoAth s AR N7 51 B RAR . AT 1) EGFR-TKI. A0J7 Ml Gy
20 T4 EGFR exon20 i A55 BGFR HEH WL IAZ 1) AE/INH Jfa it e 28 5 i PR 3R
AR, BEARAEVINIGRGST K. WIRATEIE SR, IS111 LREF T #0H)
T790M %5 EGFR & W22 7 )i AN 7 4= B EGFR HUe#6E, fH RIS 5o e 158
=4 EGFR #Iffil5*} exon20 #i A% EGFR JE# WAL A MUK, JS111 IFR
A AN EGFR exon20 i A 58454 EGFR k& WLIA5 ) i i 5 SR B H0vA
J7 77 2021 4F 4 F, JS111 Wil RIS i 3R NMPA ki, AU 2022 4F 6
H 30 H, JS111 1 VIT #mARRE: (NCT04993391) IEFEREATH . iZfF 5L N —
USTEVEAL JS111 VAT JR 0 M B sl e 4% 1k /Nt il 6 3 ) e Ak s i 32 1k
2IRB) ) FRHAE RS R R . Y RTS8 R
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(10) JS007 (Pr CTLA-4 HF1)

JS007 &~ vl B EWER K EH NS CTLA-4 e Ediis, F2H T
TR IR . A EYE T U E 4080 P JR-4 (Cytotoxic T lymphocyte-
associated antigen-4, CTLA-4) f& T 41 HI1A 5 5098 N2 1 — A B B2 44
JS007 P LAy L S5 CTLA-4 456 I R FHWT CTLA-4 5k B7 (CD80 &k
CD86) MAHEAER, MG T WREL40M, iR K. B arRSE s E A
ETi25%) ipilimumab FEAE AN SRR A SN B ORI WL, E A
i PR ERHE L 9N S AR /IS A0 A i S5 2 AR PR PR S B A S Y
TER, IFSRALIGIT HE I R O 3008 . IR IR ATAIE 78 B RHE 7R, JS007 5 (A A (H H
AARFEFFIN ipilimumab A7 BAARBIR 224, (BEBELHFRZR. 2021 4 6
F, IS007 il RIS FH B 345 NMPA fibiE. A% 2022 45 6 J 30 H, JS007 Bk
£ JS001 TERE HHSL AR 1 T7 ik TR PR SN2 AT A

(11> JS014 (FEAHANE 21-Hi NLIEAEH (HSA) Rk &EA)

JS014 HIEPER S NEA BN TR 21- NG HEE (HSA) Stk &
B, @EdEAYT HSA MR GTAM 1021 MR R BB K, % 0
PARSER R e 456 N IL-21R HBum bk A i, 3 IR KT DA i 24
WLE e 8 A A5 ) A, 8 R R AR 5 v R b A PR PR e, T A
TIERGAIMEAMAIRE 1. BAN, TS014 5B Ae 7 A BT A4 B i o
REPRIGUE . 2019 4F 6 H, AF]5 Anwita Biosciences, Inc. % (V1]
L), AFSREERTHEX CRIETERR . FERRATEIX . TR HIATE
X K GEHIX D R KA BIET IL-21 @& & 1S014 AR, 2021 4F 6 A,
JS014 I RS IS SRS NMPA 23, T 2021 4F 8 A 3k7H IND #itiE, #=%
20224 6 H 30 H, JS014 4b-T 1 I ARBH 72 J5 BB B .

(12) JS107 (#i Claudinl8.2 BAH-MMAE B ELF))

JS107 &2 m) B E#F K B ES HEH AR DT Claudinl8.2 H b B 41 14-
MMAE (Monomethyl auristatin E) fHICH], AR g4 E A Claudinl8.2 [
PRI Z5Y) (ADCs), U FH 367 B i Al e i s 5 i ST 1k fefogg . JS107
DAL IR 40 R T 1 Claudinl8.2 454, @I WA 1EFIEN MR, BEUN
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TR MMAE, X4 ™= AR s KI5 7. IS107 SELREE T a1
A sEPE (ADCCO KAMEMKEIPEG 1 (CDCY BN, 3t — 28 %45 I e 24
fl. FEHHET MMAE K40 EENE, 1S107 RENSELT 55 00 & v A G Hoe i
SR HL (0 TC 22 50 A, AT i a7 O T SR R 52 o I PR A4 1 245 28005 12
N, JS107 BA BE MR . 2021 4F 12 A, JS107 (1) IND HiE 3R NMPA
ZHL, JFF 2022 4F 3 H3RMS IND #ibifE. #iZ 20224 6 A 30 H, EN4MHICH
R R SR AL BT

M. L8 EUFTK T AR AR R 81 57 RE 11 ROAL B S5 e

(—) BHLEIFKFE

AT T AR AT R R, DREE k. AT LR
PRI AL, 2 101111 S0 ST 25 S R A 30— 25 A 98
P EFERIGR A, ) I8 SC0 s AR 06 1 AL A U I D A
M £ 7 5T H 5 A G G A R TR P21 3BT
o M BT L D S 5 T2 PR

O3 ) T < L S 56 =R By L 22 St M L A S TR REAT 38 (1 48 R AN AE BT 26
di ORI S e 2 ] A TH <1l S 5 0 T HUAR i de S Dh e 2 1 B sh ik i &k
Jiie TG, BATPURRYIE mil ESUATE IR D N AL 5
B2 S = A A 52 A E 1 AL P AT SR AR M O SRR R DU RE N E - 7, HEAT AL
s I B B IH gl s = priR e e il . YRS AR, AR, BEE A
FEOROEE 22 (38 24 b AE SCRHL I PR,y B 22 S0 3 47 93 2 W] 77 i 1 5 [ i PR
e, AR St WENEE. mAR RS CRO HiE 5 & 55,
A7 N3 [ St = ORI R T BRI R T AR, DR B R AT AAE
REDT MG AR R . WA TR SRR E RPN AL SRESSR=IA A
SR T BRI H A2k N st N FlBITFEN 51 DA SO E AT U BN
A5 N B

LN SRR TRV a7 B S SR/ DD S| = N R @SR & o= = ROl K by
RSz — . B A F B EFORAZOEART G, 2w ORI
Hi A R, REAAMEHATT IS R . 2~ m R AR IH Sl s = 1
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FPUIRILE T 6 KIUIF R R E W i 7Sk, RN R . A& LK
ORI S NP BRR RN, WNBOTAN ISR I8 elisa 2555256, elisa i
RSEFIMEISL I . A LIRSSt R meR M. mRe A tE. AR RCR
ML 7, 3k — Dl A A A i S 36 A AN [R] A AR A /) B S 0 Bt R A 7R 1 1)y g
PESCIR AT 2] 2 Pt PD-1 B BIEDUR . IRYE 2 FI AR AT &, 3 BT
RBEAT ARSI D ARG R, REX BB TR R — R A1 SRR R IR 3 9 N TR BT
5, HINTUAR B NIEACREEE , S Za W T e T R B AR S 3 Sk LRS- 6
A RN E S B R TR B 1G4 WARLHUAR AT & R E IR BR RS, M1y
INCASRE M o B A 2 O B A SR 0 TR el AR AL 6 B D S 41 i
(CHO) ARk, r&Ewm (5-7 /b, HadalbarsgiEize. 8
o BRI, ReEn A A RN e NERCRE. REE . 1k
N NNk BT E 5T PD-1 S0, ImARIE R R Box, Huaett5F
RAEAEF2E 7 dh, B LR S B vh 7 5 T i KT 77 0

(Z) REFRHR BIHTRE 71 ROHL ISR E
1. REEMAA TR, MIRGTRMEER B

AFEINAE — AT A+ E . TR SRR B E PR R T K Al
ANA S K AR U £ F ek, S shHEERE A,
W FNA S [ 25 AR, T TS 520 iR, xR 2
It SR KA R 256 . A FESUI T B IR FE AT AR, w1
FREAIHR AR SR . o~ w85 8 TR 77 3 TR B AR
mEAF R mIRE, B T BREIH

2. BUSEBNEOHYMABIARER, #3hE EMREIH

N EVESL T R R 28 R R BLR AL B B A I R A S B
BRE R, BHEZANTERARTG:

=
el

S

F5 | BRAK BN R IBARRE R RIR

PUATRGE | 121 6182 5] BN SRAG AT 73 A s 2 AN 0 (L 1) B s P AR, iR
RIgell | wl BAPrE w2 e (N R, RO iR P
1| EWAZY | SRR T kKLY eIaa e, A B TR B
W R | W, I o w BT 5 B DU I A MR A A G 5 1 T e
T 6 PEf R AL 1Al

HE
Wk
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5 | BRAR HARABIEARRE R HIR

ZP S A TIE5,000 AR E H . RIS, TR
0 b %5 e A0 MR T 3y e B B 1 R B AR FH RO 7 P A 45
& . ATERH T Perkin Elmer, Inc.ft]Operetta;s; i & 3t 58 42 51

NRIREE | ot 0, 3 2060 E M 2 A ] T 1L FT 384- 5 1536-9L £

4
) @ﬁ@é FUBGHE TR . IR, BB R R Lk |
ey | % B A BN TR 4 — AR 0% & | PR
= (Avidity) . 454 HIERI0E & 0 RIE R U R R 2, A

a R i 32 4 B 1 2E P O e R G TT R 99 R AR -IR A A LR . A
) R P SR 52 A4 B 1 4L e R R 1 5 R SR AT X Al i R
T 52 A RT 5 P R I R e B AR 7 i 2R

R

- BT Lonzalfy [H Fréii Je I GSFIE R Gt, 340wl A 51 ik 52 B = .
3 %ﬁﬁm :ﬁﬁﬁ%%m%%gg,wﬁ%ﬁm%%DWR&ﬁ,ﬁ%ﬁ o
N FEE AR B T ORIESE
Bk R B T B AR RPN L BN YRR A R R
m%@% iE, BIEGMPR E&HIEH ., MR, EMHI 25 5 s 4
(R . EMAA T IRAAIEIPAT R4, LR FF & GMPHR o
T HE, DU A P2 25 0I8 BINMPA. FDA M EMAZE 4 BN [H] 2
- W LRSI PR FH R Tl P 2K
PP B 4G A T A BT % S Th RENI A (¥ 1 34K e R ik
B TG H TR B PUR R RO AT S R, PO i
5 | ey RABEIETUAR S T WP R A, PG TR | BE
2. ARAESET-]FR, W€ BERIRRIEEZ Y01 Hh, %1 | R
- B ERETURMRCZ MBI T 2R LA =, A mfEdik
AR 24 sk ) G R S AR A S
ZoF S ARG B2 ROWL 3 2 ST HOR KT sSiRNAZEAT B4 &
sRNAze | e BRI EREN(E SiRNATE S B
6 | mmar T, FEHR EsiRNAR & PE M A B EIE A . SRAF BAMHNE | BE
o PERISIRNAF A f5,  H 588 5 5 1 & T BUR A BE 0] | iR

- VERIIISIRNAZG Y. 41, siRNAMI S R aifh B ik 477 F &
e IS R SE AR, BRI R s

ER TR B B AL ORAIE 12\ B E1H 259 K BLRE 1 A AR K
REJ, HES) A FANET B ORI . 8 2022 4 6 H 30 H, ARAAE
o 52 NEREAVE L. RN, 2R REUHTHI R e O 2232 3 L 25 IS Y
JERQHNT T 2R PUAZYIEIY (ADCs). W57 k%
Fe St E DU 259 . R IR SE 255 B 2 SRAU N 2t i A KT AE . B B S PR IR
T — R HERIR R .

3v MEERRRURY, Wk B ERIH

PNFE AL T FARPABGR T T ST A H . ORI R . B AR AN % 3
Kb RS AT BE B FR R AU 2y B VA RN BGER TIERIE A T H S IR 0 A
R H [ A AN R SCHREAT R A 0 i o AR A AR TP ER R 5 I A T A s B
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FOARPARL, 3 G AR BUR AU, AT SR K I R 3R RS R B A D e b
ORI, FEX R B NBEAT i RIRP= RO T TAMUAE 2 7] R0 BUS 204 2R Y
7 Bt B A O 2 W] AE BRI AR it B 45 24 9 AR A0 A N SRR 7 A

ERA R RR AR AL, AME R BRI QIR A FIE RE
IR, 0 H A7) I EORQUHG 2A R 0/d, I B ARAEE S S PR AL
AU o

5. AN EERLHERKERG&EE
(—) BELEEREH

NEIFRIBOY— B0 . AR TR kg . B EEkeE
FAMBIH R ED GG AR, KB P EEE, ARk, [FD RSN
W7 A AR

FEFA ST R T T, 2~ FR AL I ERAHEBEAE W8 2 A A 3k 2 K rj ML AL BERE A
il b, LR FEWIT RN T, GBI G KT 2T KT8 AL fUkAT
PREFARRVERE IC, TR BIAERT 24 i, RIS AR /N 7 5 WF R TN T 24 B Y
BEAT AT 20 RE SRR R AT A, T FE 40 M 7 5 R 2 v U AR R AR T
T AEH B RFERL L, 2w IS I VE AT 5] Bk ARt — B A A
PAAR 2R AL T W R BB 25 WD 5 — 2K

R, A FTERIE BRI R T AR B RE . RO R A T
SUARE— D AR P A o PR I s M A 3 (Y IE B g it — B 3T+ &
w2 A AR SE S T

R EE I, 2~ PR AR SRR oL, B ER TS N AR KRS
ISREAHE %, AW E B sk & HAMAE BB, 70 kiER&
BORTERE; TS GMP W AALE B, A TR RN, sk 53 TRUUAN 3 &
W, HRZ A RS

FERDALTT T, A FPRRr S B H S R AL BB AL, IFRIR R S
Coherus. e A=A P AMILTS B2 25 MV 5 F, S 2 =7 i LLSE T R 1R 282
diVu L PR A ] A PR R
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FENABWITIH, A FR B EMAKRK I, HExEih 5] B
NERFHINA, SEENA IR, IR AR, ki 20~ 7K R
RINA RS, AWrg e NA VRO 5598 BURHLE], @A —SCRHAM, GF R
AN BN, D928 ) i S J SR A sm K 77 PR o

(Z) REEK R
1. BEIAEEGZ K E AL

IR LW 2 OB A P S e BR M AC ERE R AR TAF i, A WA
Befg S L T LA 7 IR BEIRBN -

O RHAEE TS001 Ji5 482 22/ 165 JRAE 1) FE] P I Rt A 3745 16 Y NDA 1k
;. @PREHERE JS001 36 [F A [H bR 2 Hob I RS, RSB I By il 4 1 R b
W @E AR E GIEMZ M (BFEEAIRT TAB004/JS004) 1+ £ IR
HI R R IG PRAR S s @i b I AR IR HEE VVI16. JS002. JS005. JS109 %% 1
FEWRZG S LA . GG PRHT ™ S BN PRI A s © 8 SLAAN I 576 3 1 & A 7] R
ek FEFEN WAL A R,

2. REHRRE mEL

QTP GRBERE B R T 25T K BV AR BE AT BB SR R MR 7T, A
MHEEREFEELNZ DO 6, RISE#EEE ERT 2 b RN 70
FRAFIFANIE 2 B AT 8 9 WDAE IR RN A, HERE S IREF5 /N7 7 2459
NEVIBE R EAE: BEAh, R ARG T SR YU IR R BT 7T, SRl &t
BN I A 2

3. AR TREE=RE, H—PRIETRATEST

NEA 2 AMEF= R, TR R AR =2 O3k GMP AIE, #15 4,500L
RIEEREST, Forb 3,000L A& FERE AT R 124wl il R pe AR A 7= Al R a6 F 24
fEIEF=, 2021 4EHTHY 1,500L KEERE J), F-T SCREBITIA A BT 0 A 7= S ot
ERF 29I RIS FH 252677 . RGP e i CGMP fruE g ik, Hr
—WIWIH 7 BE 30,000L, T 2019 FRRHFANRE, FEAE 2021 328F 7 JS016
TG H PRI PR ISR i 7E A BRI PRS0 ) S 2 AN SR . . 2022 4F 5 ), [EIK
W R AT b i I s A S o] 5 5 M ST AR e A v [R] B £ B AR R AR HE )
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R B A AT TR, e A i BE T R IR D o ] R T R
Se S AR AL I SORF BE 2 i PRI N HE HOBT 254 . AR H AT AE
PR IR, AT RIS By R A B, AR 5w H 2 4
KT A FE T 25 WU AR UL FE A T8 A2 77 A8, IF S35 2 ) R 55 AR AROR R R 48
Ik
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FIE KRIEHFEITHRE
— FRETHERMBEN
(=) EREHENRETHE R
1. TS ORE, TR

Bt v [ B 05 /KT it v A R IR it v, AT AR 24 il ) 75 R
BB, FRIE 2020 FAEWL I ik 3,457 1470, R4 4 Hkeb F)
ST, FRE AL T AR R 2025 FERITHIAR] 8,116 147G, 2020 4EE 2025
ERE S SRR N 18.6%. AFREMZA T 2016 1) 2,202 {4370
HEKF) 2020 1 2,979 143570, 2016 FZ 2020 FHIFEEWKER 78%. %
Bl NS R, SUATRe R A S R R I IRE), ARV T iz e T
AL 22T . ARYE 38 ORI R ST, A 3RAEVA T AR 2025 4271
THEE] 5,301 125570, 2020 FE5 2025 FHFERE A EK RN 12.2%.

2 BURSRAMRE 2t B = Q%725 K &

QBT 25 B AT 47 H AL B N A SLEG i e m T T b EEA 7.3%, A EBIRREE
H AR S5 3 1 X 1= 24 17 37 b B AT A R R T 4 Ma) o i o v AR P P A A 2
HIRN, BB R —BEVEOT . 2580 LT VT 45 AR
B OR)™RE A 0L DU 2 B O g gy N R AR L O 24 T i s S5 USRS 4
FRE BH 245 ORI AR A A SR B R AR AL, BEZGAT L I, B HIERHTRE
A% 3E S FTH BB 25 4, e Il K AT 058 B RE 7 AT REA DL 55 1) B 24 Al 3
KT RIENLIE . N 2017 SETFUG, [ 524 M RN ade i 265 8 PP ik, sl o [ BT
gyl e, JFH., B SGE T R ORI AL BE 22 B3R 25 ] DLSE AR I 9 N = DR S AT
WL OB SR TR R A .

3v RKIRFEX R RATHER AT KBEIR TR

TEN— K BUF RSN R 25 2 7], 2wl 5 AR I8 I 5 ) 618 25 )% L g
Jiv SBKHIEVIBARBIRE S KA HORKIT K first-in-class ([FIZEE D
8 best-in-class ([FIZREAL) HIZGH), AUKIAREEXS SORAT FTid S iS00 H A
Bl IR 2 ) R B 7 AR S ARSI AR ™ dh A2 B A A L dE e, B 98 2 =] I
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PRETHE TS5 I PR ST RO U0 R 1, — @R P 22 Rl A S 8 B X5k =)
T, A AT F A% O R RSOSSN 2B 7 0 (I Rp A R e

(Z) FREFEMNREZITRI B
1. WEAFBIRANE ERIFE ), RIAFRLIESFN

H AT 7 SRR R B T30 et 25 i &, 2005 B A 1R
R S AU 7 il R it A ) R T P AR A L K 2 R A ok i v
FAPT PD-1 BT REHUAR: & XER PR HTAT UBP1213 2 [ A+ 2 7 & OGRS
NMPA lla AR5 5T PCSK9 B EHLAMTT BLyS B fEHik: JS004 2
AT HFEPR . EFREAIFPT BTLA B fEdiik, ©3k# FDA fl NMPA 1l
RRIGHEAE,  H BT IEAE T SE P IT R ARG . (HEHT 25 BT K A Mk AL 5 4

GrEN, B2 B PO B R BRI R . A R T IOR B IR E R A
H AEMEAR AT 35S, A FH B EAWE SRR E L, EREER
RIERBERIT B, PRI BEoRi% O 5 5 T 3R AR B

2. ERIGRATAT LS I RBT SR U Rk, 1R BIFTET R R

o) H AL B R 2 AR IR R AT TS R R R AT e p e 2
7] H 28 18 2 LR 2 Rt Rt S Rt B IR 5 18, AR b
IR SRR, DL 23 Wl e PR HI AT 7E 2% BRI PR AT 7 2% 50, 3 9 it 1 [
RN, A FERT S S WP ARRCR, R4 2w AL BT AS

3. RAFMARENHMY, WERRASLS, RIGIXKEES

WA AR E X RRAT, A AR AT G E A ), N
F GE T ORAT ISR RIS, fENL S AT R WEARRET T W5 RE T I b
XA IT KRB AR, S A TR R A w03 T BRI
PUARIRE ST, HEBh 2 FIHFF AR E K e o
= RITHERERITABXER

AURATWIRAT R GO & IR 2 e AP A B =+ 04 (&=
ThA) WRFEX G KATX RAVE DY A5 FENIE M 2 € ISR 55 4k
SEEAR . EHFAF . FHRREAR . WEAF. REHIREE . G5

b

1|
o
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SR BB DL R A B IR A3 BRI =+ LA R E N R
IEFR RS E AR IEFAF . SRR E . NRTEKEIML
P ot L B = W L= A i, 08— D RATH R G A A
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