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i 4] B |20234F 1 H 1 H% 202346 A 30 H
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CDE & | 245 pFdt (Center for Drug Evaluation) 2 [ 5224 5
B R 2] i E N EOR S PRI, N i R AR ER S
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NMPA 6 | Exzy B R (National Medical Products
Administration) , FE & 250 INE E O RME S, B
24 i B PR IR e B8 7 1 BT
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S R B 220 24 it M LA TR 1 1 S PR e
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7, TKI HEY); FERRIRBIE R — A ATP b y-BEER 5L 72 1) 58 A1 s
RAMRIRHE LG, BefE ik 2 PR a1 o I R vk L 1
fRAL, TEgifsEK. ¥85E. b BA EEEH

PTCL f& | ANE T 4HBRbR R, YR TR T A s R, B
2 POAN [R) 1R 35 93 B8 B TP 284

CTCL T8 | R T 4HBRabk 8, JER T BRI el T bk EL 44 A e o A 3
A3 R, & PTCL H)—FhiE A

EGFR & | Epidermal Growth Factor Receptor, # A KK 124k, H
Z S5 AS 516 S AR

EGFR-TKI f& | — Mgy EGFR 5, @i YR RCAR e A S
EGFR, i B 2 BB 1354k, BHWT EGFR {5 5 1@ %, 1
wil R A Moy e . FE RS, (R R T

EGQQ Exon20in | 45 | REAKE 724k 20 SHMEFHHARE

EGFR U %4% | 8 | EGFR JE[H 19 5476k Jb 21 41 ¥ L858R KA

AR, B4R | fR | BPARMUERNEE AR G 2N SRR, A

F A HEAE N RRAEXT FRIE DR, 5 2 AR N N A o AR TR R [R]

NSCLC & | Non-Small Cell Lung Cancer, 3F/)NH it fifije

ORR F | Objective Response Rate, ZMZZfE=, HIA]vFAl s 41
15 B 005 M 8 B - Be 4 F B AR I PR 2R 1 A b g, s
SEAEH (CR) A2 (PR) HILLB], ANEFEZRHFR
5E (SD) [ifl. ORR {E N B #:fir s 25 b id v+
b, i T IR R 24 18 BV e A A B B AR

mMPFS § | Median Progression-Free-Survival, 147 7653k & 4= 173

PR E | Partial Response, #l7;Z&fif, 5% M I KAT 2 A LE AL ZL I
/> 30%LA L, DL ORR N EL7 4B PRI, K PR Fr4k
Il 200 4 ), DUAEAF4ERAN PFS R OS Oy 3= 7 &k di
FRIsE, DT EST PR B RRSE A H PR &

CR i | Complete Response, 5e4Z&f#, 18 ITH $L EIH 2%, ARFR

PR ZE CE 2 SN AL IR 4E /N 2 /N T
10mm, UL ORR ANFETHRFRIT, 3R CR FFLERT ]2
Ay 4, DVETEFERRTD PFS R OS Nk BT B FRI,

MIATEEXT CR HIFREA [R5 H BR &
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Human Epidermal Growth Factor Receptor-2, J& A3 4K
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2. EEM

(1) #FRE® FFRER)

FHAE® CBH 4 K58 AT H EWFR R R A K N T 2R B2 R
BN (EGFR-TKD), #1%F EGFR 20 S AME FARAN KRBT, i R 1k il 4
Sl A B — SR e R R TR e I E BT 2, T 2023 4 8 AfERESL L
s

Pttt 5 DA HIARR, ARG I A4 220 Fifl, RN e

(NSCLC) &5 Wi, 2947 85%'. fE#IZWiI N EGFR R4S NSCLC E &,
29 10% 10 B B 20 S AN E TFHE N (Exon20ins) 2. HT-4x#EST VA% EGFR Exon20ins
NSCLC & TG MR 22 % (ORR) 18T 20%, 2k KJGZIAYT AL Jodt g A A7
W (PFS) X 2-4 MH, BEWERZE, WK EBFEE BT FB.

FPRE® (FPIRE JB) Bk MNE TR YT EGFR Exon20ins NSCLC, 23K NMPA it
HEH T I6097 BEAE 2 1 0281097 . #54 EGFR Exon20ins Z74% ) Ja) 40 I 0 B0 74 1k
NSCLC N B o B 23R T 57 R 8 5 A b B KRGS WU-KONGS 11
SR, 2RI R4S AT 2023 ASCO K2 A M skifsh, BRIV IRE® (BFRE )
EIAUREE, R R, B 2022 4510 A 17 H:

v EEZ S RMSIGIE R 2 (IRC) RYE RECIST 1.1 YEASHHIA KI5 22
fi# 2% (cORR) K 60.8%, %X A 4G HAEMIMF:# 38 cORR 14 48.4%.

v PUNRT B 55 2 R AR R, o Exon20ins AR R AL A5 404, 6t
TR R CORR=62%) e 3 CORR=54%) Fil C-#8iE & A 14 N 284% CORR=100%)
)R RUF IR S

v R ZH0R T WA B I A R4 (AE) ¥ CTCAE 1 4¢84 2 2%, Wit
AT FRT IR

v CEET K (~50h), VA RIREZT /N (<245, AR TR A
FEERAMG],  H PR BT 2 AR P st SR AN RS R A

1 Sung H. Global Cancer Statistics 2020: GLOBOCAN Estimates of Incidence and Mortality Worldwide for 36 Cancers
in 185 Countries.
2 N. Girard, L. Bazhenova, A. Minchom, S. Ou, S. Gadgeel, J. Trigo, S. Viteri, G. Li, P. Mahadevia, A. Londhe, D.
Backenroth, T. Li, J.M. Bauml, MA04.07 Comparative Clinical Outcomes for Patients with NSCLC Harboring EGFR
Exon 20 Insertion Mutations and Common EGFR Mutations, Journal of Thoracic Oncology
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FHRE® (FFRE ) XTELHE Exon20ins SATE N £ Fl EGFR RAZERAT F i
P, FERERGTEFAE R EGFR Mk M. 2023 ASCO K4 b, AdZHET WU-KONGI A
#43A & WU-KONG1S BCS M B ik 17 EFRE® (FFRE)8) B —&iRyT
EGFR Exon20ins JRAZ R 3 NSCLC 47J2 ik A ke icdhs , 72 I AR5 1 37 (RP2D)
FE (300mg QD) R fE ORR =ik 77.8%.

A, AR T WU-KONGL A #75. WU-KONG2 LA & WU-KONG15 (i
T, AT ERRE® BFIREJE) 4 EGFR-TKI 677 KR EGFR 2345 74 i 1
NSCLC HIHIEIT 3 e A 43T {E 37 PIERERE 2 7 5 R RGRIT IR+,
A 2023 4F 4 H 3 HIR A TEdE R AP (mPFS) v 5.8 N H, WAL Z AR FEEEI ]

(mDoR) 465/, ZaMEEIRE® (FRER) MEEAHREAHRL.

SEFEFIRE® GRS 8D e AR P BOR 14 NS PR s, 4575 1
NAT 33N T EHRE® (FFRE 8D £ IR I RAIGRIE I, QREETIRE et b &
W7 —2iR77 EGFR Exon20ins RAZME I NSCLC PA KT IRE B BkA XA H & e ih
JT EGFR-TKI {57 R ff) EGFR A5 ] NSCLC (Wl AR IR -

T A0S 1A RN 22 R, PR (BFIRE e 2R . ikl
PRI FEAE MHIE ARBIE FE R 56 Ja £ 2 D B PR R (2019 AACR BESRAR &
2021 ASCO H kiR 2021 WCLC H:k#lfr. 2022 ASCO EE#fitit. 2022 WCLC EE
WAL 2022 NACLC H3kHR45 . 2022 ESMO BRI 5. 2022 CSCO 3kl 4h . 2023
ASCO M3kl 2023 WCLC fijki k4l . 2023 CSCO Hk4lk i . 2023 ESMO 4
e it ) ASE B RERE 78 Ph 22 CAACR) B 5 s Rl ¥- 5% =1 # T1)—Cancer Discovery ((Ji
RERILY, ST 39.397) KiK.

(2) XFEER

KA e 2B — AR e JAKL 55, X JAK SR A e tH 200400
R IEREE, T OB D] JAK2 8PS ] BEIE i B M E R, EFxt iR, A
B G o V5 A5 FE KR A, O JAK IR S s g . OFIE B R
A& T 20 MR R U A Bk A FLME— &b T BRI MG PRI BEVRR 5 1 TAKD $0di5),
2022 E3R FDA“PREUETE N & Ti677 B R MERTESNE T 40 2R (v/r PTCL).

PTCL s&—#4l & it % ARZEEIEE T 2R (NHL), 43K PTCL £
i NHL i) 7%-10%. FE PTCL HIA % m TRGEE 5, 2945 NHL /) 25%. PTCL
BETEWRZE, B K 2800 ATk Z 58 IGR AR HEIR T k. W12 PTCL & %
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K F DL RO AL (M 25 B 49T 7 %8, BRI BUR H B R m . IR RIS 1
FRMEREBRFE T2, HIEEART 30%. B, IR ER G R v
PTCL WA RUBIT 71

XOFI 8 JE 4512538 BORE FH 67T t/r PTCL, /& 7 B AR A 1 B B TR 2 —
SEAE AR B TS 7T, A T e AR B ) JAK/STAT S8 A B /v 5 PTCL R AR JE,
AEVAYT PTCL Ml I st o A RE IR SMIR P 2 it SR E0IE T R & B4t
iR i 1, BB RITE A BROF R R E & JB TR o/r PTCL IR IRIF 7T . [ bR i
T ARG B 7R KR B JE Xt T o PTCL BT RUR %, BRI Rif, A
BT BONAEI . A AR AR T T R

B 2023 £ 2 H 16 H, FEGINTT RS ) 88 4% 52 XA & & JE ¥ 77 i t/r PTCL
ZARFEH, 39 B (44.3%) ZIREIEV S FEHIEBIMIR AR, A 21 BI5E %M

(CR, 23.9%) Al 18 HlEB/ 22 (PR, 20.5%), UMY %47 o 2 i W PTCL J%
PR, AR fARFFEERT (A (mDoR) MiAIAH|, HHK DoR ik 16.8 M (HiZEEA
TERIT MR . A I 112 G142 FE & Riar s, TRALAR X
BOREEN 100%, HKIEITHREERAN 18 N H, IRITHEA R FHF (TRAEs) £ il
WA, K2R S S R W] B

SEAEAR S G R 2 A 32 1, R B JE I PR 50 45 SAH 4R 7E 2 AN bR
SRS (2021 ICML M3k 2021 CSCO Mkt 2022 EHA k45 . 2022
ASCO EEffifl 5. 2022 CSCO EEfi iR 2 . 2022 ASH EEfiR K 25 . 2023 ASCO M 3k#R 4 .
2023 ICML Mk#fd) K&

(3) DZD8586

DZD8586 &/ ) F A=Wk 1) L 4% 25 37 I o J e R 7 1) s 38 438 P 3L [ /N 741
A, ATEI AR T BTK it ARk gt BCR 15 53@#, M 2¥dmi#| B-NHL 41
B AR . A ] B 58 ULE 55 BT e 1Ak RS2 AR IR RIS, A BREE X R IR 1 B 4
MIAEE A W ESR (/e BANHL) (1l PRI IEAETT R .

B-NHL 75 NHL 7 1) 85%, HAadEyrigit K B 40tk (DLBCL). &
MR ER (MCL). JEEMEMESR (FL) AUSMEME40M A Mm% (CLL) 2. R
BTK /N FH0HIFIH T¥697 B-NHL IIGAST RO 3%, (5 BTK 7 252 24 50 1
PRIGIT I — K HME o T 2541 43 BTK J8 B A 4E BTK BB Hi A, H e
77 ity AT CAE] B B0 3 PR 2 AL, 18 D) 7% 2 — P22 4 L I 2K BT t/r BANHL

15/171



2023 AR

I PR AT B 90 7R, DZD8586 41 % #f 4= % BTK. C481S ®4 BTK, LK FE
Pirtobrutinib (LOXO-305) M) BTK 5848, x5 & rHmmfEH o IR Ee 4
NT RGHEIRTT R Z R RL ) rir B-NHL %%, DZD8586 41 -%F4:iA rir B-NHL &
RN AT PO R RCR A R AT 2 4. 2023 4F 6 A, DZD8586 Hillfi K| ke W15
Il A AIF 72 45 SR AE 2023 ICML K& E R %

(4) DZD2269

DZD2269 &AW H EUHR K EREH M mnk S R A2a PR (A2aR
Antagonist), AXIRVEHENHTE A2aR FHPUA i3t ARSI R A Y R ARAEAE Y
G, BARE IR 2B R BERUIC, (HAEMR A (TME) il e
B 1,000 f5 LA o fEAERERZ IR POF R I TR REE IR, DZD2269 gl LA &
A 77 20 AP AR R/ A2aR A 3 HIE IS, JF R R <A Rz, 78
160mg 7 & N AWM BUEF 29V R I EIE R . LR PREE SZ 87 DZD2269 1E iR
Sk — B IRIR I K -

2022 4, DZD2269 HE e AR J 25 800 AR VbR 5 R BT 78 R 3R [ B
422 R WF) (Journal of Experimental & Clinical Cancer Research) (R2Mi[A 1-: 12.658)
K%, [FIS DZD2269 K250 11% . 23008 RIFFAE 2022 ASCO T LAA A .

(5) DZD1516

DZD1516 &~ H EWFRM AR AT A7 58 4 2853 I B 5 ) =y i £ 1 HER2
/NG B BRI 7R, BT R ) HER2 B 1 L -

FUIRIE & A Bk i WIRERE 2 —, JLHh 290 25% M PR 38 HER2 P,
1M &% 50%* (e HER2 BHEFLIE 8 2 K AR A R4t (CNS) ##, H¥iE
WM. HETCHRMmbiE. FUAZGMEBY (ADC) KEERREMEMHF (TKD 7£
5 375 ML J3 ey T A £ — 5 1 R PR

AFFET R TRME REFEBEART-G %K DZD1516, IERFTHT 5T
&%, DZD1516 5 HER2ADC 254 T-DM1 (B ZE i Z ¥k i) B T-DXd ({2 ih 22k
D BEGIRITI, BUMRIRSCR s, AHBUE— 2T R . —BE bR

3 Costa, R.L.B., Czerniecki, B.J. Clinical development of immunotherapies for HER2+ breast cancer: a review of HER2-
directed monoclonal antibodies and beyond.
4 Zimmer AS, Van Swearingen AED, Anders CK. HER2-positive breast cancer brain metastasis: A new and exciting
landscape
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O T WIGREFFLgIN 23 ok B o E RIS E 1) HER2 BHME#E R M L Mo 22
DZD1516 H.253077, Hr 65.2% K BE A& AR . s R EoR, DZD1516 1E
T H WX 25 mg-250 mg 45 2450 &0 B N R I RAF I 2 A MR AN S2 0, B X B AR
B EGFR A T 300 15 DA s Btk 78 b 3 7] 3 BBl A 5 #0017 2R 8¢ EGFR [14H
KARFEM. DZD1516 (EMN % B3 T Kpu, CSF UINE -5 I35 i 58 250k 2
ML) 2.1, IESEH A e 2B M b . DZD1516 A ¥y HER2 BHPEFL e
Wi ¥ B SR AL AR VAT e 4R o A IR S R I PR B0 AR 5 4 2 32 Ik 5 o 114 e
DZD1516 fiff 78 i SR AE 4 3R FL e S8 1) S5 2200 7T ( Breast Cancer Research) BAJ
Z/NE R AR 21 (2021 SABCS EEfRR 15 . 2022 ASCO B AR 2. 2022 ESMO EEfR
. 2022 SABCS BERHRR 5. 2022 CSCO kR #i) K.

O EELEER
NFSLES, RS0 25 W RN R LR S A — R4 Re /1, @50 1
SEH ISR, A ML e R R S AR R o SRS I, AT A R
IRDAL IR, Jy7= i b SR i 5 . BT E A E BRI T
1. BERIER
A A B A RS 9 LB B

250 R B TT R B B 15 A It 2 B B IND H1 i
FHTEWA NDA Hi i Il A HE 5%
R BB A F IR IR SR

O ) MR DA PR 75 5K O 7 [ BB 2 W R SR o 2 wRABIE 7 PR b 7
fER g, ROk 5 2 10 SR RERIARIL, PR SES ™ dh AR DL .
BRI | — BlmR ER R EEAALL TS, AR BRFEEFATARYE S AR
LIF R | IR IR 1 i, a5 E R4S, SR AT RE RS KA AT SRR

B A 2T IR REA B, AR 2Bt — RINEE IR,
A BN RS, #E—D e BHERI LA AR . AR RO S
FET RE R AN B0 UEHE SRR I K 2R
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BB B

AT HIBF R

MIH IESZIE , B BN B XS AN R SUR B i) 2 e, it
XA RS AT R 20U T2 3 M S AT A AR, K
Pwktb 5. e, ad kit B2k 2 2 3 DA FEFy
PERI IR S AEX T RE R, 2BV AR S B AW IS B9 AN 52

i R AT

TR B

X FARIEA S PIREAT — R AR R ETOT T, SRR IRR AT 2582w 7 I
RATZAB /12T IT s IR AT % 25 BIE 7E . IR AT R B 7T, DAL
CMC (L2, A=Azl BEt. | IR R E R SOhX, @A
—EEAF BURFIRZER o A AR AR N (14 2SR 58 AT SRk -

IND H i
B B

FZ I IND JTAE [ SR X 24 1 8 T TR 2SR 5 IND FR S BRI e %%
HHRAZFr 2N i PRI TE B BUK S

FERAS IR IR 5, BT 2GR sE NG IR TR B, — s 1 3
39T IS PR 8 o 1 3031 PR e A 020 (Y e PR 24 B 2 e N A 2 21
PPOTIRER, B H R NARXS 29 (i 2R AN 25 3h 115, Dt
SE 45 257 PRI s 11 33 PR A2 W PR 245 0 1) 24 R 2 s VE R R
7, LB H YD PN 250 A bRE NAE B8 IR T AE A A,
I8 10 3 PR EG A 7 5 TH AR 52 45 249 708 7 SR ER AL 1 G PR
BRI NI R 2 WD 25 80F0 22 A M RRERIF 7, £ 22 H & 3 — P 50 E 25900
H bp il BAE S R T R 22k, PRI R s 5 UGS R, & NE
P i R B A A SR A B, I I PR e R B T 4 SR
2GR L B AR . AR SOE ME kR, ARIIUEE EE
T8 77 DA B X 96 45 2R B RO g L HE BB 2 A HEAE ARG RORE , LS i
PR b AR AL, 5 SR FRE— 2T RE NE

B b
H i
(NDA)

BB

fESE R AR IR S G, AR IR 45 R ST, 29 L tE . S
FIWHIE, FIN 25V GMP A2 56 i, B 25 ol m] DL 24
BRI AZ ) LT HE o B 2 LT S IR AT 2 A T v S, B 2 Bl
A BT

EniJE T

TR B

g BT I B AR I A AR T IS T RO R
R, AR L 3 B T N A P PR 3R a5 XU 5% 3 DA K St 45 24
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B R B B AT HIBF R
AR, LMW EEN BRI, RN 2, Al AR

==N
2t IV RIGARBE L. BRI, B S IR A AR, ATRYEZ
i P T TR SR I T R

2. RIGER

A I A A AT = SR B, 5 BRI P 28 A R S5 DA S At k7R
Mo AF CilE CRM SRR TY  CHER RS B A S FERIRE ) S5
PR o SR AR Y5530 ) Bt v P SR TR RN TR AT SR, SR T R AN TR
WS TTN S AT EERATE R AL AFE CRIW N b b i
TEMVRRFT Y S5, A=t R IGTAE  AEAEP=P0RHE H o RIE . 30U S A ki
FEREAT G -

3. AFHR

A AP AR AR MRS (CMO) (B, AR EEEM R E, &
TN E L AP B R BT R ST A P R e AR PRI S s ) S5 BT
AR TR

4. BHEHER

WAEIIN, AL I TERRE, MR R BN .

AT, AR SRETA RIS I E . WARHET . PR RS
55 U T8 Folh 25 3K 5 02 S w W AG I BA A O N\ 53 e L [ R 24 s A AR Sk A
M2 M MM 22 55, FESSARIRE « IfLVRRE < ) i D) I 2k RS OE 25 . )tk
Ab, A TSN S RN E KR E S, 05 R R

WA EN TS5 RN TES, RN A THRIER B S A I 8 2 HI AR S
A R, A B IERURAE 43R Y g iy i [ ORI X 4R AR R DA
ot T E A ER AP AL HET

&) Bt Tl
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1 TR R B EAR R EEERT MK
(1D AT HR FRFY B R ZEARE

a) &EFREFEMERE

FEIEVRIT & T NFARVIBR BT . T e ] . S0 yT % 2 FBRIMTI R R
Pife. 1881 4F, NFE UM INEAT BT A, ShRHEE Al i b N S A1 T F AR LIS
FIREBRIAE I H ) o T ARIE S AAFAE T BRI Jm i A B I SRk g, IFANE AT 3 i
PRk CAY BUKRE. FAR A IEHARIR YT 7 R ATEZ 5 HEAT o

JBOTT A2 A1 FH 1 771 2 P B A AR BT A A R S el B (K 70 o ST i el LA
F 1897 2 PRE, 0 F5 S0 Bl A0k 98 DA B (A I o S AN 4 AR BB 4 410
BRI A K, I 2 R 40 M B 3T ) L A, ks SRRV o AT A6 AL
AT VR YT 1T 1%, S8 A — AN B A YU AR e 2 ) AR K AT
SEEREM R O AEZFEER .. SRR 29 aFE . sk
WY, MR A R,

BRI YT R G HE LSS T I BAR BE A . BB m) 25 2G5 HE R AR, 0T I 4 M AR
BN, NARBIEIE R KIERA> . BEEGYT 1990 4EATHETTFE, 2000 46 5 LI AR T
GRS R o )T R S T P B BRI AR R A R FR 1 DGR ) T RAR DA S
IR A R IIRYT iR . SRR IR 24 3 R IE N AR 2 R e 8 4 L TE
B, 5 TS ULBGEES Y B ZESR, Bk S w4 A0 b e M G5, ek
DR . SRR YT RN T A R T R B

FEXT TALR AT SR RVR T, S T IR AR B Ao S e A, AN R hE4H i,
B FURFE A G RARIPURRE SE TR GReITiE, SRE IR E & i ThRERIE R
PR A o AT VR T B CAR-T R 8 1 ARG 28 A 411 771025

b) &R E R RATR F T

TEZFH RN T, AR TH R BIEON 2017 451 1,764 Jitn%| 2021
1) 1,974 73, B 2017-2021 “FHFERE S E Ty 2.8%. Tit 2030 4, AEREIEAE
HRIR BB AR 2,404 75, Bl 2021-2030 fEAIAEE A KFN 2.2%°,

* IR TRV R SO A
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2017-2030 (FiHH) EEREEERT R IABIE

i SLLHRE
2017-2021 2.8%
2021-2030E 2.2%

23.043.0 23,538.4 24,044.4

22,558.0
22,0832 22
21'131_9 21,618.4 ’
45l 192928 10.737.0 20,1914 206563

18,528.7 0%
1! I I I I I I I

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

Hh ] (R8T R B RE TR B A 2017 4E 11 417 Ji39 4 2021 1) 469 Ji, R 2017-2021
FRFEE G KRS 3.0%. Tt 2030 4F, o FEEH K Eo ik 2 581 75,
2021-2030 “FMHEE GHKFE N 2.4%°,

2017-2030 (FHHA) H EBAEEHT KR B 3

# iR FERLHKE
2017-2021 3.0%
2021-2030E 2.4%

F15) 56829 98116

54338 55569

ng0og 40352 50638 1957
aogs0 43007 %5688 i
1 I I I

2017 2018 2019 2020 2021 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

c) PIMEZMTH ST

SERBUMRE I A S K, 58 2 (R0 ) 20 R S s va T 2 tHERITEE £
FRE R Bt DA S 3 iy e N, HE3D T MR A i i — b . H i ARk
PR 2 T N 2017 1) 1,106 1236 oG K ) 2021 1) 1,817 143570, FE
EHIK 2N 13.2%. THE] 2030 4F, A BRGUMIR 2520 T Ik i — D1 K B 4,845 123
JG, 2021 fF % 2030 R GHK AR 11.5%°,

ZREEBERM. WK T RGN, HOCH FIBORE IR K R m, I g 24T
HTERR VAN ZIPOE B H b E B8 29 s 2017 42119 1,394
fCoetg 3] 2021 4F 2,311 270, FEEW K 13.5%. it Fl 2030 4, 1 EHFUHIE
Wi B K 3 6,513 /27T, 2021 4E & 2030 4 FEE A KRNy 12.2%°,
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2021 47, hEMGUME AT MGT N E R, SR TS 60% L L,
HAbFE ) 2 5N FRE R 259, SR REHUIASE & 32.5% , HR T.1% N REIRIT Y
V). (HBEE R CHERIECEHESD, #rdh BrTd e ik & B2 fuRae it e, hEEE
EL R IR 10 25 R0 S e IR T 25 i 3 7, BE 3 2030 47, B IA)IR T AL S TR TR
o35 SR TTI 1) 47.1%F0 39.4%°,

2021 % 2030 (FH) HHEFIHBELWTHIET TR

2021 2030E
}
i W =mar B ®EraT

d) HEGMHBELTHERS) KRR EES

U R 25T 152 75 SR AN B K R R RS, RARIRE) R R AR

> BEHEMM

2021 4, AR B R AN FOE F) 469 7, 2005 AERERE AR A B 2 .
SZNCEERAL . 5 TR, Eahi = . m R B S A R A U 3 e 5
M, FiiTF] 2030 A EERE R A A BC I — G KB 581 J3, TURE BN 24
TR K

> IR TR

S KBTI IRATAE BRI W oI5 2 (Y87 T oR o 1 535 [ 0 e 7 e i 8 2 L
8 24 BB BT I3 TR, B 2R BT VR R R NN 0 . e 2
— e N AR AT, SO TR R Y, XA 2T A i K

> BURRE

BUNH & — RYIBCE, G R4 QR 2451 PR B 5 AL T R (6 o st i, b
BRI ANTT S, WRIEKIEYIT R, TRRIPERINE. Wb, BUFIEH
G 7O BRI B A BT RIRIE A SL R R S S R ORI SRR
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[ Al IR R 35 8N o R, B0 R B IR 67 VRN R A R R 2 AL, TER RS
BN 2T S K ) — KB ).

> BEREFESFIF, MRERS %

B 5K BT PR Bs S AL, I 1 B R A R, (R BB AR B R, HThR = AR H
SFRAGNG, BRI S AR EECE, C4H 2020 45, 2021 41 2022 445
4N 1,462 Fiiy 1,486 FPAN 1,586 Fhiz. fE 2022 FER{R HRAIF, MRAFITEMN
A, 147 MEFIGMS5IRAATEN (FEEFNAMEELRAD , 121 1M
SR AN SE T, AR R Ih R L 82.3%°, X —HbOIHZs . KR 2 HE NS R H 5%
N, BRI —2Y K. 2023 4 7 1, EERERRXT CGRAZ MEL9 N 34T
TR, RPN BB RIS

IR A T B R U R Sk, SCHRZ SR AT PRI B AR BB 22 AT,
WREFUEI S, RIS 4 R SR 1 2 2 8 A KT, JERAREE . B
FE VAR TR N RTHE,  SEI 2 i PP E ARSI 20U < ANE 1 31 B s i, %t
BB AT B SRS AE . Bl

(2) FEFAME

QB 2 R B mAHE . i KA. @RS . R (2022 &
IR BHRRITEN ), 2022 A BREHT 2 A K AR IR 214 22.84 1236, FY
IR IS 1] JE A 6.74 4 o 7 AUR VR R G KT R, FRR B IEZ Rl AT
N u] 7= S e 2 AR R . BREE AN 2T, R AR PR R
ZIFRMAE S I R AL R A R AT S b Fa b« 4R 30 G B 0080 SR A b 5. 4R AR
FARYE I RSN SR BT R R A S e SR A N TR E
B 22 vt i R 58 7S 2 B1HT 24 A T i B Rk

a) AT FTAEEIAT M HAL 53 4T R H AR E B

MR e — KAF BRSNS DR AF] . AalfiE X8R
G IE P AN BRANET B ATRA 78 55 28w Q5T 290 R S s AR % AN 305, BT 2% 25 [
N AR+ 25 FF R AR KA A . A E R L A T R S, T
S AR S R R IR R B, A T AEREE . 290 2% ADME %524

O BRSNS B S PR ED R 2022 4F R FE K BE AR 24 i H 5
http://www.nhsa.gov.cn/art/2023/1/18/art_14_10082.html
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FRHIWT T RE ST BT K A5, @7 T AT A5G AR A — AR R F & DASCE:
BRGNS, a7 A B ARG, IR EREIT K K]
.

WEAMEWE L, AFEY T HEERRGEE NI REL -1 RKAWE P EIR
it BT, 2 AT BRI IRRY B, 35 5 kA T R 2 rhO kB B, BLAE
AT I PR AT B TR B e BB 259 . % T A mlIm PR s AB BLE TE L “5 =715 &
BRI S 2 “—. WMEMA AR FTET R EEWS RN 2 “ (—)
FEMSS . FEEREO 2 “2FERT

AT FET 29 AT 2 AE B2 50, 45 PPl 25 MBI R T AU IR T
JEW”, BIGBRREE S AR ERA T SR et SRR E
W5 NBE, DR EATIHINE, A FIREELI, RN R At
REAT AR 1 B IR B ARG 45 . A FIE @R — RIVEETFR IR R, A5 &
P i A S BB R . 18 SRR AT AR M BU 4k S 80— R AR IFE bR . R
BT AL SRS GRS R TR AR A0, TS Bh A JIE & B — etk Ak
Y, B R IR R AR IE A I R TT R A EEA & . A B S 2B LA I
IRTRIERNERME, ERFACRIARSS, wlE T Anu iR T4 S ot 7= b i 4
T A 1) s M I PR F R R, K I PRERAE B A0 A I R AT S Rl Fa b, B2t R 2130
B IR R ARG A A, FEmIT S A LRI PR T S PR S0, bR R
RGBT B IR, AR RS 8], 42 s R )=

2. MEBRFTER, Frelk, FHlE. FEIPRBERMRKER BEH

(1) ERFEHEEHTVHRBEASBEK

Bt N AR BE 25 A F OGS R, AsEREE 54T WL ORTF R SN K, AR 3
S BRI RISC o, T2 2025 ARG BRI 21T I K FENIE K 2] 2,954 {036
TG; fRE TR AR R B 2 DR A BOR AT SR, [E A B 2547k i
RILNFREEI K, i3] 2025 FKE F) 3,426 1L N s

(2) &R EFEWFHTHINET 5K

BT 25 5w AN A A B8 [l e, SRR 2 R RES I RLE QIR 2R 4N o B
EAREY. WEEARRERRE, B SR R, AT 2 IR 249)
W 2 EE MR, BEE E AR A RBOR R LT (2R3 R e Ve
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LA EE S 2 b VR Rl A N B L 2 B R AR B 55 )« BRI H sl %
WA S L) L WA M 18A SR GRS 15 IPO FrBlsk s, (2%

2k BT . BUET 2T AR, BT 2 A bt I HT R SR LIS

(3) B BIFHABL HREFR F (Me-too) Z54) 23R E A1 (First-in-class)

IFZEtE (Best-in-classs) 3

AR ANV ARG, JFEIRE AL, Z F ) T 5 R bR o R A
G RIF R, Ziit k& T mpif. ST REC S E R AR 25 50 IR iR 2
(International Conference on Harmonization, ICH) , Z#i Al E BRI & 114G 5f5 5
JENEER, [ 225 i PO B 1 SRR R B 93 15) BB SR 25 P R T A 46 5
JEIUY  CBURfRiRRe (Fa MY ) MigmisE. (FSEMDY fa, Hr2imrk izl
NEFRMEEN (EARR F2aslE MRS KR E#E ke Bir. LEFHR
O HIPU R 2 R B, AURBIEN BE TR RHE SRR a7
A TERE, MR NHERTRTT I, BT RN PR RS, #2540 LA R 75 K 9 317
HERS, TP CLRF AL R, AT SEIUT 258 R FORRAME — M duimR
R, IR ERE A, BEE GEREND MG, BUR IR A 38 4+ I 245 i
re AR AR EOR B, BT AR S K R, [ N B 2 AR B 8 SRV R A
(Me-too) Z4#¥Ia1 4Bk 61 (First-in-class) /[A2&#tE (Best-in-classs) %748, %l
PRI 14 B0 75 SRFTAH LA AL R 0 24 SE T PR SR 2, FF K HA B8 A o o
R T P 22 S A 7 il o

. BROBAREHRERE
1 BOBR R sest ik U RIR 5 BN AR 5

PR FIZ O SES HE T QIR VIR RE /T, SRR BIA KAZ O BR N B 24
MBRBAR KLY, AT T EBIN T TR R .

W F| BATEN 1 BB 29T R UG ¥4 B2 (Translational Science) 7T g
TP, HIRME NN G o FeAb Bl R 25T W A AT SR SUE,  H
IR AR E A 25 R 3 S50 =2 B s R ASE FH RO A o 2 W) T 0 Jev g Bt s 2 i R R
FHNAZI L, G T YRS s 259 ADME R, 2 A AR D
XA ERE, IREE R AR QRN TR I RARFAE LK AT B 1Y) S DK B 3 A
WA PSRN T E 5 MR BN LRI 5C &, T 290 A L IGE R B SRR, STy
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FB 2R B R o AR MR B, AR R R T AR AR 2 RGO 6
PEVIRR SN R BRI R P BOAR . B 5] I 259 AR PRI 7E . R e 5
BUTEREIR T W FOT G BOR S FALRL A T B LD BR T G . AR, A/
T AR DR S S B ISR . R 29 A AN ZR & PP BoRSE
RLBART G ERZOEART G RRIE St tEM BRI T R PR

T 5] 2

R oo BR S P T
DAL T Z A AR MR, R
BT | | S TR 25T R, JENE T A A
L] | RGBT | - | ORI R R R 5
g BRI FHIFL I, EL3 T RS L
el 2513 1 S T
o
, o S X | O, WK ROR
o TR R B 2 1
Bl |
P2 AR D AN ZE D7)

BEAIMER, CRER BRGNS B AT B & IR REAT

RE S R IF|RE S B IF(RE S M| RESE W I (RS BT RS DT

3 5L I R AT R OIS RNTITE =RSRZTE 710117 Ny S van a7 S
7t FIRRIIRZR 1 SR AR I £ DL A SR i i
i T g
| DEER I L | Ottty b & @RLT
%%% NG B B BT R &

e | o | T BRI S5y L
5 %%%A TR, RIS e S5 H o R DA IR 70 T B

T - REIEE . RPN A A AR 5 VST R 1 o
RIL S 2 R T O RPLE e (Short Oral Absorption
6 g%néé;;\i%& Model) K ERBSE AL AT LAZE KN i py RIS s RS 0 1
@; IRZVHABIFAE, JCHRAE ML P 8 A, AR

W 1AM RCR, W R TR T

A FE DR & BARIE ST -

(1) MEHRHERGEBTATE

WL BN IAEREAG IS AR TR R T AR AL, A8 ML BOR R 22 TR) TR ol v 25 4 0L ik 5
k% (Blood Brain Barrier, BBB) , %48 M ik Iy G 28 B 7 E N KM, Ak Bl R4
WP RGN H 1o 48RS 5 IR 25 JE A0 B EE 7, ASREA R0 gE N R A H B i
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M2 RS . MR — BRI T XS R, me b AT NE, K
PR 2 A (VIHE 1) 259 91 B G R0k 257 325 I o B s — B LIKO2 PR 29 i & 1 — A
Pk o

ARE T —ERBNRER, XIS RGN E, A T&
v SRR RES R TS TS T 2R . AR ZAER RN LRt T
il 56 4= 7 325 TN 5 Bk (1 g L 1) 254 AZD3759,  F Az 1 A % 32 (A9 AR S F 78 STk gt [
bR K (251 ##48)  (Journal of Medicinal Chemistry) ¥ J94F & i i [R5 )
X E (Highly Read Article of 2015) . A ]2 T it Refs o & M br s O B Y, &
LT R 2RI 18] LIRS B 25 ED S0 S E SR, KIEIRD T SEEREN
R, HASEAEI R4 25070 RGN A (0 251 2 55 12, AT 45 BhE & T B S8
PRl 3E— 2D R A 5 IR 2459

XA G N EAFRE ., mRUkBlEF RS JE. DZD8586 LK DZD1516
SRR RS T e R, Kb Er iR e £ AR H EHRIK EGFR-TKI, H
TRYT EGFR TAR IR /N i fitifes 5 N o Moo e R AT S Mt o DL FRD ot Ak 2 B 07
2, 23%-39%IH B VR IT W R AE I e 7, BT () EGFR-TKI X ke #% 197
AR, ORR A2 20%. #FIKE 4t &ia 1) EGFR Exon20ins Z€732 A4 NSCLC
P o LA I PR SR FE B s, W R R AT 4200 ELRRE IS B B IR JE 2
N R, I ORR Wik 48.4%, HHEAMEAMEHEE EGFR
Exon20ins =JF/IN4H B i i3 SR B IR 97 1 %

DZD8586 #2: /A Tl [ M A 1 L 4% 27 385 1006 B 5 B 77 1) vt 438 P L 1) /N 43T
M, TR RO e BN, JUHR A AKX S R GRS I ML R 1R TT
I PR 2V S 30R W, DZD8586 7E Ml M2 2RI 3% e B ik FE il , $m
DZD8586 A7 175 I ML B 5% (1) 28 3 B J0 . 75/ BRI ioRe i 8 vk, DZD8586 REfis
RS0 ol i R 1 AR

DZD1516 & w] H F R I —Fh B 5 52 I 5e B 5 0 1 i #8400 HER2 /Ny
TRV A, BEX A BUIRBT ARA A R G 1 HER2 FRYEFL R A1 H e
HER2 FHPESEAA)R . DZD1516 7E & EH AN Kowcse (AR5 L3R il 2 250K
FILLAED 4 2.1, UESEHRES 58 4x 22 I ki 57 B .

(2) MEGEESBITRRERITHIAFE
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SR YT IR T B — N BT B, R SRy &I T LA R 7T e B
MR — o BT — AR I N, AR R e ThRe T . U,
IS A KB MR AT, B RE R IR PR, 200 N R 1R K
R L o GnAnT A 25 A X — S5, T T8ORHE Y7 A G iR 7 19 ROt AR 25 & 2 R it
FH AR RE . AR IR B — 0T 7T U ) A AENL 2, AL T i F)
VBRI BUT AR 6 6 B AR R BT MR R &R, AT T KER
7, SN PRERAE, T SRR 50807 AH 5< B I PR T S2 36 0F 7T

ARG/ DZD2269 ) K MANFEALEL Wt Ferh e 2] 7 B EERAEH,
DZD2269 e A7 U Ik e i B IR T SR W A eI E A B M va T R iy
%o

() W EDR R BIEMIERKN ARG

LR EVEBACH 250 A, JCH R IR SE M 25Vt A b B R B . AR GE 7
SR AT b S B K 277 E (Maximum Tolerated Dose, MTD) , i J5 7 e K
M 52 & _EEAT Y RAT FE BT SR AR RORARTS ) b T Re il AR =2 AL Z 1k,
ERMT RIS T, EEFEHIH R ~m B Er SR SR AMBIR S, WH
NIRRT &, BfmEE NPT 6 . s RBUZR 4% € &8 PCR
JSERTER PCR HRF &, & HZWHLBM N 655, i f X sesoR-F
ST AN S, WK HEIAG LLFHRIF IR R AR E, NIm RS TR AR 1
Yo I B E FEUE R PEREIZ W g . AR R BB\ SERA I FE, R 2 A
AR B AE bR SV R B PR, IR T RE AR, 5
ST bR SR PR L AT B

NFEMERAEE e DZD8586 <5 i HIllm AR 7 2 M 1\ H R
YRR EY), (EREERE LIRS 7 e R .

(4) HES| AR REARF &

8 45 1) I RS0 AL 2 B fe B T A B AR 1 77« A w) N B N i Ak T 8
B B 5] SR 25900 & (Model-Informed Drug Development, MIDD) ##5X, it
NI TR B AR R BRI 245052 DL R 2580 PR R, R E NG BT
HIHBATE RN T, AT SLWRIImATT Rt BHImRAERRZR 1R
AR R A28 3 DA S SRR P it R I RO S o AR R &6 1 A W] BRAE AR R A AR IR T
CA el TN R 25 R, 1A BA P38 5 5 2 ) i R A B R T o T 25 51, DAUK AR 3R
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WAL, A RS I TR SR SR AL S R 2 AR, e KRR BE BRI PR 2R I 17 K
538

FIF RSB ) A= 20h5 54 (Proof-of-Mechanism Biomarker) FIAT 5] 5 (1) 24547
S RAIE SR RN TR T 3T 25 PROIF S, A 0 T I PR AR 7R B, IS R R A
LAEFIRE Je i, #E MIDD BRI T, B TEFIRE Je A 1R FL 3L Ml PR BT 7o 2808 1
SCHE, £ FDA T 50mg/ H B At i i f &, = ANl gtk 31 17 &5 i 851
Il $4fEFF75 = (RP2D 300mg/H)

(5) WEPBAFRUBERT-&

O3 ) I PR AT B AT A I 32 BE N RS HAG IE 20 4R 1) i85 [ 2 24 4 w) I 20 R
GU, BRAMMT . AW BB R A . BT AR
THBIAEE T 2 F 4B SR AT N2 YR B BT LR, WERfHhiE O 451
TEE DR T H AL R TG SRR Py Fee PSS BRI M . (RIS [T BA Ak
SRS FEA FNG T SUR A FIRAR R, T TN F-EAT 20 704, — 2 T45H 7710
WmorFHR KA TR EBRAEMZ AR »TNERE: 2t ins
POMER T, ARV BIEE. RIS . TEMER RN IE S TR LR b, i —
ISR R AR AN T Z A AR . A 29 AN 53 B 220 70N SR 4k %t
XL A DIHATHIL VAL, USSR, 28 2 S0 58N R 4k SR AE 3R
B 5B T B8 AR SR SR A ORI AT HE— D AR . B0 2R A
RIS AL, BE R HIBCK i 283k 58— B =AM AT R &9, AT e R ™
&% I FR A VEAL o I PP E R A SRS ASH 2 IR R TN, T 56 s SR I I K H
8

IR JE 2 A "L A BT AR AL H RS & i HL B S T R . 2 ) AT B E S
CRISPR J& R g R | HILI/INRALT, T #8% EGFR Exon20ins RAZTE i
TN R A R A K FE AR AR, R EGFR Exon20ins 848 [ 85 1 45 1 LA
A EGFR-TKI WM I BTt i HEFR B JBIX — 3@ 3. mnk #14E1) EGFR-TKI,
FEARFENT EGFR HUKZRAE . T790M. Exon20ins 2522 Fh 9848 (145 R0 : [ i (R R o) 7
HEAY EGFR Bk dlE, IFEAT RIFEREN 1 RHE . 24 G WTEH IR R S B Ay
RO ) 4 PR i A e A, HL AR IR R B RIFI 24

(6) HBHAHRBMEZE ARG
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Il PR BT 2500 R 0 = B R 2 o b h s a1 B R AR G PRI R R AR s
IR, BRI R . AR I B TR, AR s, U R A,
— AR TR LR BB S (R . AR T REE 1 D BRPGER L (Short
Oral Absorption Model) K SR AR Y AT AAE £ /N IF o RITA] R st As I 11 Al 24490 1) ARG A
fiE, JUHRAEMM R A, ORI 7 AR RCR, BE485 1 iR I A,
A F A BRI E #)2 M AHX — AR G
| 2R AR 2L TR A A
oiE M VAE
E WL R/ NE Nl il b AT R 22\ E 1
oiE M VAE
2. MEFANRBHTFRBR

WEIN, AFRRERD KRN, IRETE L E S, BEARRE

WK, ~alIlA EASMREUR L H] 68 Wi BiEAMREHEE H, A6 1 RAYEH
[E SRt i, 2 SR AL T A ERIE I R BL Ht 5 AR AE T B bR 22 L I RBT BL
T IR IR R R AU 3R

A v RirEE
HIEH (A | 3KEH (| BIFEH (| 3REE (D
R F 4 9 258 68
SEFH T 2 R 3 3 11 11
AT R 0 0 0 0
AR 0 0 9 9
HAth 18 2 107 68
=0 25 14 385 156
3. MIRBANRHEK
HAr: It
AHAEL AR R BATEE (%)
e FALHT KN 343,437,904.50 |  329,587,303.60 4.20
AR RN - - -
RN E T 343,437,904.50 |  329,587,303.60 4.20
IR AN SV B IR : :
LR B A&
WER BN EA T L
(%)

BERBN BB L FE R AEERRAKRE
oi&EF NANIE
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BB B A AL i b B R E AR 3 B R B e R 2 4k 3 B

o3& VANE

4. FEBTI BB

ViEH oANE A

ML JIOG
{8
Tt . X . e
i . e A | BT | R E B . HARN
B T H 475 &gﬁm JUST I e m EHIJ FARIKF [
B
1 | &pyc# g | 134,468 | 14,439 | 86,669 | thEHA i | #r Kol EGFR
24 | EGFR/HER2 | NSCLC
3| 20 SAMET
He | FEARBW
| i AeEkE
i | ATl
a5
2 | RFEH | 176,610 | 7,304 | 77,199 | AbFESS e | B | &EKEANMER | PTCL.
Je PTCL Epfr&r | 25 | % PTCLH | CTCL
OVEMIEARREE | 3k | Rt JAKL &
MrEx, cTCLH | 4t i 71
B AR |k
& i}
3 | DzD8586 | 81,010 | 5,104 | 15694 | k- T4FxfrirB- | ¥ | 7524 %% | B-NHL
NHL /10 BRE PR | 25 | I e b
ZHDIRRIREE | 3R | mIEEREN
f | T
A, wmIT
| BTK Mtk
AP
it % B-NHL
4 | DZD2269 | 32,720 263 | 13,924 | KhTEPXTEAEME | BT | ARUERRE | ATAIAR
FHRAPUERTS | 2 | IR S I
e | EPR 2 | 3R | AR
HOIGRIRERSE | #E | SER RS
| PR
W | A2a Zfk#s
Pl
5 | DzD1516 | 36,740 397 | 12,145 | 4TI HER2 | 3 | Alseesid | A
PEVEFLIRE 1B | 25 | i peke )
Il PR R 6 25 | AR
it | HER2 /Ny
F | TR
| EEF)
& / 461,548 | 27,507 | 205,631 / / / /
it
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5 BHFRARER
BAon R AR
FEAAE L
AJREL AR HA%L
AFERN GEE (OO 238 181
BN B 5 s mR N Ee ] (%) 56.13 77.35
RN R AT 85,360,960.12 64,943,341.85
RN B3 ~F-35) 357 T 358,659.50 358,802.99
BERE
= IR AR e () L 451 (%)
e 46 19.33
fl A 5 A 132 55.46
AEL 58 24.37
LR 2 0.84
m LU 0 0.00
&t 238 100.00
FERS SE R
SRS X ] B () EE A5 (%)
30 BLLF (A5 30%) 38 15.97
30-40 % (&30 %, A& 40 %) 141 59.24
40-50 % (&40 %, A& 50 %) 51 21.43
50-60 % (& 50 %, A& 60 %) 7 2.94
60 % K UL I 1 0.42
At 238 100.00
6. FHABULHA

ol NANE
=, WREHARLES IS

()R LTEF 10T
VIEH oA A
(1) AFAIR—FABZFERTEF /INCIFT RN R EMELG A F
NE ERFIEER A T A, B0 TR R e S A LEGAE, fEBhA

A RIFACRIE BT 2 T RIVRRAAZ O R R LR A A A AR R, DA 4
BRE QAN B REEIEIRTT JE N B b, SRR R B TR, 14T
MR T ) o

A BAT LR APER E R BT, 2 SR T A EREMIGRR B, 3k 5 32
PiabT B bR 2 HRO G IRBY B o %00 7= EFIRTE® (FFiRE 8D 2 A | 3 F WK 1) EGFR-
TKI, XJ 4 Exon20ins FRAAE P H 2 M RAZHA BLaRiE 1, JFORIFRT AR EGFR &
W SR B LMW R . R AR 2RI PRI 7 B R R e 1E [ B T 4 25 AR S 1)
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(Cancer Discovery) , f&IZ4 A1k fifides 4idsk i A~ H E— 3R o S8 00 ST VA 8 1
[ BHT 24

(2) AFIEBARFPIF R BFERQFTHEMNTHE K7 RE L

N AL TR R ERI T I IR N T S R, TR A
B ARG, JERAAIRERE R MBI, AR Y00 EE P TR . i
Jog S5 PR, A 5 AT A ERIG IR BT T 2 AN EROE R QR 24, Horh
1 AR A EAR A BT, DA AN T IR IR AT SR B i QR 254, 2 i
S AR R . O T A R PRAERF ™ Wb 1 DO VF LS8 =W E B Z e 502
“— L WA AN AT FTRATL & A E A L () FES . BB
Q. FE

(3) AFFHAETINBATER AR EF RSN AFE

FEA BB 2RI AT ML A R R, 2 ) S B T BE AR 2 A PR (R IR Z1
HRAR, AT B AL R AR T BE IR & o AR A BEAMER:
Y. 2% ADME S5 Z2ANSRHRE ST, FFRRBEIRN T AR I PRARFAE LA & AT RE 1 57t
RSN HEDR L B S AL RN T RE S R DG B, AT AR 24 e SE AR A O
IR SR SCRE, ST R R Th %

NAFEREARFZ SIS T 2B OEART- G, R T 259 %8 BRI e e 5547l
BARME &, BB 2 5 HOT IR & KT AR SR R I 3
R T 2500 AN R A, FRAEAT Ml Py A FTRE AL 51 S (1 24 S I PR LR
(MIDD) #8FH25F K. IKICEARIART TR J), A B RENS I8 AT RO 22 I R ok
W ARIT TR, BEEXHEMTIT R E A (First-in-class) BT 2B MR T7 I8 3510 1
WY, WALE it SE 4 BE 22 o 0 AR B P (1 R BRI QR 2 TR T C (BFIRE )
KA E JE. DZD8586. DZD2269 F1 DZD1516 %542 /A Tl i AL R0 7t () S 74 3
FAR

(4) AFPE — U R G, BHEFRENBEEHHI KW

AF ALK, CF 4 MeEPNIEL B FRIIEHESE B 2 BRIG R By, HA &
RE® GFRE ) Bkt v, Witk Pl S 8un it & 15 55 1A 7 8L i — AL i
KV-6 . A A E EREE ) 5 00T 25 AR RIS S I R AR, R
PIRE SR IS LRI AE « FAGBL = 7 A &5 R S 0R0E | IR PR RTH 78 . CMC.
PR 7 R S PATEE . A FIER AR et R AR S & 52 B 75 TH 35 2 A B A% O
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SeA 1, T ULVEAR ISR E 2 A AN AR, A A A DR SRR AT 1 e R S it
[, A FHAE 7T RIS A S st ST EOR . s 25 AR AN 25
EVHEBAREZ LB G, WL Z RT3 T AR RCR , I A8 R AN 1] o

(5) AFHAE —XEA BB ERRVE K0 B A

DR A SCEBRE BN, 7 5 G 25 R A kAL, 35 EE Bk s A
il 20 R EH AR LAY BA AR, B LRE, EeRUERER
. ARIA - XERFEE . ekl Rk IR R AIZE F
BA s BAORAIEZ W 618 245 0 PR A 5 P v 205 MBURHE o 5] IN 2 ) A Ja ek o 1T 38 4
IGPRHET ™ P ah N R 55 T 55 U1 Lolk 35 ik 53z 8 I m AL BIRA, fE sk
PR LB S AU 2 30 T .

CMEHARENSBA R ORTSF I Z R B EG. iT & RO
oiE ] NANIE

.  fERLKTRESST

A AR, A F IO I R -

(=) FEMABERBN, EFLYBREERER

WA AN, AR 34,343.79 Ji76, [FIHHEK 4.2%, EFFRBATRDHY
KR, 2 B LR i 2 A4S 22 0 = 221 PR B SR

1. FRE® (FERER)

A FZOTERE = & IR B JE A& A 7] H R R IR 5 1 3R R AR K TR 32 AR s 2 T
W5 (EGFR-TKD), X135 Exon20ins 845 1E PN 1 % Flt EGFR A5 44 sk
Y, FFORREXTEFAERY EGFR ol £, J2ie 4 b i e e A HME— 3R 2R
BT E I E A 2, T 2023 4F 8 HAET E L Bl SN, FRE R
Bl T —4kiAJT EGFR Exon20ins NSCLC (¥ IIT #i[E BR 2 fCa e RS, BAS IR & XA
B RV IT FI T ARUEVR YT <. #84 EGFR 28281 NSCLC 1 11 Il AR k36, £ Tl
PRAJEFL 45 3% 2023 ASCO. 2023 WCLC. 2023 ESMO F1 2023 CSCO K245

2. RFIEER

KAE B R AR B — R A JAKT #3157, X8 JAK SRR A =it 200
400 fix (IE R, 2 T 240 M ibk EL I8 A0 A Bk i A FLME— &b T2 BRVE HIE PR B B (R
PE JAKT 7). AN, 3o E 8 R Ilm PRI Fe 48 RANIE 2023 ASCO #2023 ICML
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F kA o

3. DZD8586

DZD8586 &/ ) [ A=Wk 1) L 4% 5 37 1 o o e R 3 1) s 8 438 PR AL [ /N - 41
A, T vrB-NHL, H A7 IEEI R ERRZ F0 VIR . i8N, DZD8586
FIRID I R FL45 AT 2023 ICML K2 K3

4. DZD1516

DZDI1516 &2 B EWR I iR AT 7] 58 4 5853 I BF B ) = £ 14 HER2
NG T G BRI R, R A A B T AR A A% D B SR K — 34 ER
BUHT 2y, XTI HER2 BHMEFLIYE . 2023 4F 7 H, DZDI516 (1 R LRRA K
PR 5 Rl 35 [ B 1 44 = R HH T (Breast Cancer Research) A3

(2D BIYREM. TE. TAHELALERA

Hil, AFCE T BR&ERES = mEsk, BEARREHEH, AF 15K
ZE R E SR BT, 2 ARG T ARRENIEIRI B, 36 5 SRt T EER £
PRI B RN, ARIESL T — S m s A BN, S E . kK
&~y PRRRUEN . BEEEES . RS IRIE RO S IR S e E FIB, IR e
A AL TR o

REMHNAFLERANERRA, URREHARERTATEE R ERY
AR TR RS BRI H IR
oi&EH N IEH

h REER

ViER oANE A
(=) FAREF R

AU AR I BRI BEE RN K BRI . AR — KRR A
BZydillh, IEALF E BB, A RS RO 22 30 e AR PR
H, AR shEFRE e 3k NMPA FibifE Bl

I I AZ O b AR R AL AT 8, AR HARE A Rk, AL
7 it R BRI A B B WA\ B T 24 it T S HE ) SRS B B R PS8 i L 55 22 Uy i [
R, AFARREERNAFEATHE N

BEAk, NSKBURIFFEE AR, 2 RPREHE— D I DRBIEA e 257 i B 2% Tl PR A
FOIE DR HIFHERE, 2 R ARRAG 7 RF BB B0 AR BN AEWEIT H e il PRk
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By ZitEWEAL. WRPKATW 70 SR 25 b o a4 S5 = A et sl 55, AR R 27
R TR, RBFRPRAS T RS B R R IRAN 7 0] R4k 8
Ko

(=) W STRIE TR T B A XK

b5 B R AR DA BN BN, SR A A R AL T 5 SRS I W A8 T
BEA R AR %54 51,425.26 370, NBRAESH LS 26 )5 VA I8 T BF A W R 145
53,554.1 /i, FERAFMET HEGIRRAW, 255 AR RS, WA €
PN

O3 EEREAS [RIHE s ] 22 50077 B, ARKRAT) R REEE O (K B R BN T AE R 0
H el RS« 2550 78 IR PR AT 70 BORT 24 T vt & 56 7 i Rt ol 55« i
A, AFLEBAEHRZ TR BEEM . TR RTTaME S N, $a]
BEFBUT I AT 58— By K, WX 2 71 45 IR i AN

WEIAN, AR EEWS . HO3Ed A KAEE AT,

(=) BOLmFHIRE

1. BRFFE = Shis AR

QT2 (I R 52 B PRI S R R AR A B G o 2 W] THI I K H 43R - LR 245
H) AR A T 564, 050 56 400 A T RE R H R ST RORT 22 4k Uy T R 35 T
WA L2 IG5 . & TR 2R A A IR BT, SEPLZ kAR, R
A b 24 B A PR 2 S R Kt . A5 A R R TTAERIE 2 A DG A H IR
FANERE R, B T 254030 T U 9 T A T R SE AR A QB 24, AR 2 EiEs
77 T BRI A T S IR . 2 23R ML A B AR R, AT X A W] (R RS R e 0 A
RAFI M o

2. BOBARN RR KX

QBT R B 7Y B A ML A% e 4 JAE T3 7 S A A QBT e 0. A =] H i BE AR
AL OB N IR RE SRR KT, 5 HAR R 24 A AE G BURMIFF B AR N A5 T A7
TEWEN e . T W] Jefase NA BME, A =) o] B i ZEER AL 0 il S A AR R, A
FIREXS A BRI A I 55 IR R 28 G A — e ARIREIE o BbAh, ORI
TR CA B AR M 3 0] e A BRI R B s Ak B B I S B AN R, AT ] g
XoF A T AR PR A R 55 R 7 A S R

(1) &ERXE
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1. ATFIFERTZ i i PR R I R BREE SRS K U f R

WA i PR A6 2 Jre 52 21 22 F A BRI 3R RIS o B A I PR AR ST B BO™ i
Ll RBT BU™ Sk A AR FHERE s A~ A T HRAE AR RV N 247 b NOIE HE I
PR FERT B 22 m Il R B AE A1 55 BB AN g e PRI M LA I, T RE N AL RO N
e FOE TS hRE . S80S T [RIYIT RS ABLING A 12X 96 558 DA 2% 11488 2 PR AT BEL A
PRAREG A S e 23 W) 2 i PR B 2t e 1 R v ] 368 21 22 M A Tl UL A T 4R
Wi R HE B2 W RS AE AT i SRAT I i, Bl DRI ZR S8 W] R 23 w) b 5% 36 B K AN B
M o

AW, AR, HAREAREAENE. TlseEeky], BIfE
LA 25 WA e PR AT BIE 7E S AT 33 PR B e B A3 2 L ph 22 o JL AT T - 2
HAE I R B B 0 o B AR A e 1k ST 3, HEERSBUNH R 2~
A TR ORUEAE AT I PR R A 78 LU A 530w RAIE e 5080 % TN (o e 25 0 B R 25 L - 5
PN A% Lo i AR RE BRI R A I R A . NS AN 5 SE0 R AR, R A2 =) 5t
207 i BRI A BN TR, 2 i AR ORI 28R RE 7 thoRs 52 21 F AN o

2. TR it B PP B L B R 5 SRS R T F XL

H T30 24 o D1 A A BRI AN E P, A R VA IRIESE A IR 24 b T i e g
A M E MR Rt E o 23 W] AERIE 24 i AROBR L IR (B0 24 =) O BORAE R, st
FEREZG S AT HT 25 LT bt B AFHEE G5 s ORER I, PR 2 =] Aalk 55 205 i 1k
HRAFIF R o

2] S AESE VR B VT AR A R B S CDE BORE PP AR e AR AR 10 24 il v T
RPN 2 A% AT o R I 20 S LA B 36T, DL R = AN TS 4
Z ) i B B RATECH AL, IRAS 29 bt HELE WA SO IR B

Zh BTSN CRASEEDAB) 245 dhilm RIS SE MR, FRE ORI PR AT 70 Rl PRI
W R R WO . AR IR SR AR A AR SRS A FDA, B
T AR AL R B 2 A ST IR . B2 BT HE L RS FDA HAtLiHE,
Ji RS HBEAT A

A A HIRZ G 7 A 5 R R 8 e B8 T FR R A 7 B N ) A BB T R
BEFEANGUA, AT RE 28 2 7] 7 i 1 b T A =] R SR KB BE 777 AE AR R i o

3. MR TE T XS
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QB T R BN, 5 B T I T 90 B S AR S R A RE ST B 24 17 i
Bt SEARGEEH, o7 QP EE SO ENACEIB, A
WEH . ImPRHE . PN R 55 . R STIRIE Sl S5 k) 5i2 & BN, 2t
P BN B3 57 5 L [ A A = AW e 24 3wl i b Ak 22 5, 7 i e« L VR0JRE 45 22 1 b e 40
s, IR 2 FATIAF AL B B T DA St P AN e U L S NI R 300 A Je O ) XU, AT
X 24 i AR T ML AR T R — R ARSI o ROK, 5 28 ] (084 B [ BAAS e 5 BRI 3 70
LR TEF S, s BRI RE I AR U, ARARIRUE T 257 R g
fEEEAE . B3 BERE BT SUS A A7 S 3R], RS 2w S i L AG IF
ARAG LT R a3 AN

R i R PR DL e A O B2 AR A0 S8 A RIAN S — B T (R A, 7 B0 KA 7
b AR BN« & 2 A A SRS | = B T 37T 0 SCRE AT DR B i B 7o M AR BRI T
ISR FAE BRI O HEREAN A U B S 157 R BENURIE Bl & 1R 48 B 2 HE
B AT REXT LA AT IR B JE AN ORI B JEAE A 177 it R M At i Jl AN M

4. AR R e R B R XL

2 it (P AL PRI ™ R ELEOR AR BB B e, X RV E R, &
FAE 7 A I R R H B P e B R R B R IR B AR R E AN A
R R SR AR . R AR A R A, A~ FR T
TR THIAL T S BA 7 A 240, JF H T RESE K A FIHA 0 24 dh A o B A8 PR
VAR R SR B IR . R AR dh B Ja, RAEFRERE, Rt arfr-aE .
T 7 AN e b St B KA R

5. WHEFNE

QAT WS 5ER L, SE AR ENEIHZ - MEL, ~rr i ElE, AlfE
RIS [ 23 wATE N AV EAT SE S . RS [ 2w AN A Al HoAT 5 R A
Az, BAT SR A AR S NI BIRSE T SE 4t T S OR ORI AE A8 3 N3 7T g
SAWEE T L E L BOR  WERAR K fhSE IR, 102 W) ASRESF SEDUAL ™ b 4544
ISR B A i B DREFBORBITA LSS, 2~ "PR IR BRI T 3738 S 70, ANITTREI
NE|ZEN S

6. BERBARMRS KRR XU

N LS 48 B R R MIWER SRS (BAEIRRRET. IGARP B BLEYIEL
CRLAE SRR L 2 R ARE LS A AR RERT 55D R . 2 F R FOR IR 55 B kL
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s R Lk, A RIS AR AN, Bk QRAE B AR R F B FrAEL . iz iR
REAFENRKEBRZWEIL S, FEEBARMRSS KYIEHE RN AN GE & 28, fr
JR SR BE S B IR SS E ™ i, B BERI R A BRI, TRER 5 AR LSRR K
AR, BETT S BER B SS SRR TE 60 2 A FI A E TR, R 2 A 1R
WA RETEE, AR R RE T TR 2 5 BIANH BRI o

7. HR s XK

NEERT 2R, ROKRBEE A FED LI E bR, alaes il E bR
ARG RFRAEZN . BEREMARS) . FIR BRI A S 2 I R, BRI 2
F LS5 A AN A S R AR B A RIS . R, A RIE R ERI A 227 R
s 228 i 3 TP AFAE AR SR IR XU o

(F) W55 Rk

1. BRESNEHRE

FERT 2 LB UNRT, AR REARKIT A WESEAL. T FiE2
RN KRBT . AR EIBT MM TIMTRTE, g s KR T SO vl 345 1
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o3& F NANIE

(5). FEBAENAKIEH
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&1t 7,986,905.38 | 2,661,339.58 | 2,566,651.29 8,081,593.67
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ol VANE
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& 7 JE L A

oz YR BT A
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Lo oAt

1,548,014.66
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ViE oA
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34. fTHEERAR
oidE VA

136 /171



2023 FAE IR

35, RifTEEHE
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W 420

145,560,363.94
7,304,412.97
152,864,776.91

T H IR R0
AR R R 55 137,005,991.79
IAST AL R I K 12,166,357.41
&t 149,172,349.20
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L&A Vv AEH
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oid& . NAE

(2). WKW 1 45/ B B HBGER I
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73
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Bh: oo meh: AR
| IR0 ASHIE N A ek D> HIR R0
1. FEAFRZIRE 1,914,521.55 12,848,746.85 | 12,408,936.66 | 2,354,331.74
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