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PRER IMAE A 58 REEAR U, DAAAR IS 3 55 B Sl o

AR, A TR IRSE Sl IR, HERE S AT R A RIEERE, HEBE B 2 1l PRATE AT
WAL SN IR RRIGR B, FREE 5 AR i .
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2. FEFRHE

HAT AR RTS8 B BT, A SERFIRE, RS WA ZY. ¥, BRIV RS E AN 44 B 25 Al ik otk 55 51 . LIRS IR, A
7 iR 2 BAR N BRI A HEE AN T

FeFEE AT B
EZ e & RLIE S ERET ‘ . ‘ ‘ =R (]
gar | IND |1 R RHGER | YEABIEER | NDA B | NDA #tu
I PRFAY B =
e/ N R (ERYT, T
BPI-D0316 EGFR 5D TR Zjk
e/ N i (—Z3GTT, R e
ESD)
s o> |
srsin aazee D
KRAS Z R (R E, B FAK
D-1553 G12C | i _
o, TS W s
S R, _
P42 & P
At i) [
FLIREE (EFRZ A, H2gH
D-0502 ER | ek A —
?LE%#?E’E(EP,E%H%HWEE%U)— T
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fEmam ‘ BHAH B
el V2iE:: BRI I@}%ﬁﬁﬁ IND BHi& | | #ilmR I R EMEER | NDA Ei5 | NDA #itv e
PR BRI SRR (D _
D-0120 URATL i o AR 2
Ly B _
D-2570 TYK2 | #EBRHSEE %R —
KPR AT ZERTIR B
N s TS
] R -
% (9475 il b
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(1) XF4MZHR= 5 BPI-D0316 (iEE JB/IEESD

BPI-D0316 &/ &) H EWF & I — 388 =R A KR 7524k (EGFR) BRI EFHIHI7), H
TI897 EGFR ZRAZBH M (I HE/ N fifideg « BP1-DO316 (1 — £k ¥5 97 18 e A BEAT {d F EGFR 155
M 245 J5 =2k T790M 58748 (e HAE /N ufitides s BP1-DO0316 [ — 28 YA T 38 SR A BEAE R & V8 77 1
EGFR U 9848 [y H 0 S % F% 1 Al /)N 240 it g

BPI-D0316 —£k¥697 #i2h b i Bl (NDA) T 2021 4F 3 H 3R145 [ 5 24 i I B 7 R  (NMPA)
I, T 2022 4F 12 H 52 T AN TS R R A, 75 2023 4F 5 H 29 H 3575 NMPA #t i _F 117 ; BP1-D0316
—28T7 NDA T 2023 4F 1 A 3k18 NMPA 23,

AN, FEENEY T, DARE JEMUH T EGFR USRS FHYER IB-1IB (T3N2MO0) #E
NG AR G AR BTG YT (ORJEHIBAITERIE) FIERIREHE (IND) F 2023 4 1 H 3k
NMPA [ SR, HT 2023 45 3 H 5E e #1528 E A4, D1k MCLA-1 (EGFR/c-Met XU3) Al
UUAR#: R BE-4 I 25— 2367 I PRI 98 B3 IND T 2023 4 5 H 3R15-32 7 SRR I AR 56

A 4E BPI-D0316 FRIEST 1 I PRES 5, 5 DUE 2L AL &1 DX A RO RIE A AT R A Tk
TEAE, HIGEZAE G/ XA BT B AT AT T PR kAl filig, (8. Tiidmi
J7 VAR A G o O RIS SRR DUE 29 VAR AR N R I e v T U B T T AN A 2 56
SEH SR ME . A VERECE T A BRI R SO, (R AE 7 it L 4 AT S E
Bl B s X, B0 i AL TE

(2) EARRIHBZ M D-1553 (Garsorasib)

D-1553 s 7] H R 1) —3K KRAS G12C #lifil7], FHTIRITH A KRAS G12C KA/
dMff i 4 B 2 R, R E A E A A PR IFE AR IREE T BN KRAS G12C i
A, FFESRE L WAL, P E . #E, P EEEESAE K SO RE T EERZ O Rk
PaSCERARIE, KRAS G12C AR AAEL) 14% AR/ N Mg, £ 4%I0 45 LW DAL 2) 3% ik
fidee b Eh E A, KRAS G12C RAR K ALY 4.3%H i, £ 2.5%I) 45 EL i 3 LA
e 2 2. 3% RE A 5 38 o H AT ARV A SR BT I KRAS G12C il 72540 4¢3 (Amgen)
] Lumakras (Sotorasib) Al Mirati Therapeutics /A & ff) Krazati (Adagrasib)

D-1553 TEIfi AR RT0F 70 H TR t AR R 38 R0 K igg 4t 2R, D-1553 AW sy, i
TR A 456 R B, D-1553 75 AR LR A 25 2440 % & 5 5 =y - D-1553 T~ 2022 4F 5 A 3k1% T CDE
[F, fEHEIFREZAEIT KRAS G12C TR BH 4 F /N2 ffa it 26257 B SR 11 Sy I Rt |
W PR EHE S, D-1553 78 AT TCH ) b 22 A kil 52 1 R 4F, oA ARG E i, CRIE TR
W B, IMZ5IRERSIE M RER, £ KRAS G12C ZA% [H I (1) fihif 2 i 8L 31 2 fAA A0 77
BN R R AR . Rl SRR AE 2022 4F 8 A Tl K4 (WCLC2022) i T 13k, TEIGR
| JHRTA NG 79 B4R/ N e S b, ANEGRE N R T RS2, R ERR
HIPERRE, AR R A S IEIT VAR BT S, o LI 25 RN 5 [ R 2 A LA 2022
£6 A 30 H, FrARIEHMAIPEEET, FUWEME (ORR) FIEFHIZEHIZE (DCR) 4-71H
40.5% [30/74]F1 91.9% [68/74]. fE4+%5Z 600 mg 453 H W ) & 1) ] PEAL 35 71, ORR #1 DCR 434l
9 38.7% [24/62]411 90.3% [56/62], 4t K2 His MG fif 1) BB AESMRRAS o T 7L AT R4
BEMRATE AL (PFS) A 7.6 A, BT 2 EERKEHR BB, VIfEHRIT, Fitk
i AR 5E A . R, D-1553 X A M6 A2 (1 B R BB 197 2%, 78 3 B 354wl ) =
kR, L BIRGER ALIA B A, 2 BB AR . D-1553 1F E PR £ thu IEAE R AT
FAZGFIIR A F 2510 AR /N0 i i — 2896 T DA S 45 B W e S LAt SR Jie g o R I PR 2. 2023 4F 5
H s D-1553 FIoCBEE M 1 HAIG IR 5 Bt 3 N4

AR R T, 2023 4 3 H, D-1553 (Garsorasib) P25 | & RHE 72 ik Eh & #4E Journal
of Thoracic Oncology I, %M 5T & — Wil s IE MG AR S5 R 7T, WL K, D-1553 7E4#5 7
KRAS G12C ZRAZ /N il S5 5 v BAT R4 ) 22 e PE A R s 1t . 2023 4£ 5 H, D-1553
(PG R AT FCAE Cancer Science k3R, 1M FL4E FAUEH] D-1553 & —Fhomaltny . iE# M KRAS
G12C #HfilF), FEAANFAAR PG R BT 78 A 350 S H o Ieogg AR R D FOIR IR A 4
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HETFYE S0 . D-1553 BAZGEHE KRAS G12C AR 145 B e B i 78 RNk 2023 42
EHIGEMRE %4 (ASCO) £ EER .

(3) IPRIRLPN B i D-0502 (Taragarestrant)

D-0502 &/ H WK 1 — 3k D e B PEMES R 2R A F) (SERD) , H TR MR
& (ER) BTk AFEAKK T2k 2 (HER2) BAMEMIFLIRE . AR tH A 1A 4 4 B SEAE 7T
B (JARC) KA 2020 E¥, FLARIELE 4 BRVE P O Sl H e oN o — KR . HR 45 IR
TR RSO R, e L R, ER BHE . HER2 B A 5 24 |5 S e H S B0
2) 75%. i CPEIGRME 2 (CSCO) FUAMEIZ TR (2020 fRO ) K (SEE ELLEA T
M 4% (NCCN) IIfPRSEEFERE (2020 i) ) Bl o, ER BHM:FL AR B2 8 5K H W 0 lig 7 i
5, BLFE TS A AL BEIHIF CAD AT SERD [ 5l L 5 CDKA4/6 #I I H - 2 2022 i Mk,
P o] 37 70 BREAT A ) S 4 0 o 4= BRI Bl Y I — 3L i /9 SERD #E17124, T 2002 4E4E 3 E 3L,
2010 FEAEH ERAL, W E R AE N GBS CAD Y87 R M ZiGy7, AR LA 5
(1) 26 24 77 R A )R BE R 1) 1 AR IR PR g A

A HEWR DA SERD #E[7125 D-0502 I AR AT AT SR R K36 s 8 R AR i
Ve Je 2. i D-0502 IEAE Hh [ A SE [ [ 20T i [ B 2 bl RS, I 20T 2021 48 10 3R
% CDE [AlE e FEIJFFEAE ER FHYE. HER2 B J5) s 0 e+ 1k L e JE 3 vh S Ry AT
SRR S EAE 1 I RS . 2022 4 9 FT, B MHE 11 3 PRCEG 58 i 191 32 108 AL, AT
I RS IEAEF TR EAT o [RIINF, D-0502 1EAESEH . Hh [ 55 22 =] CDKA/6 il 7 ik AH P A1)
HEAT G P 24 ) L B 22 s o 01 PR G

R4 B 1 PR A5G B &5~ , D-0502 (400 mg 7 &) EIGHRRIE R0 B A K A IE PR3k
1% CBR=50.0% 1% 1% 1| % DCR=70.0%, & H 245 i Bl 58 2 22 (CR) 5 122 414 75 Til » D-0502
RN 52 1 R AT, 5 DLEIE F A B I T RIS AE R = i = A (R AR g Bk Ao ko 22 R IR
WERA R EEEMEER, BIE R Zet; EAYRMRE T, e s 3R HAh R 2
FEWF= i, D-0502 EA B M AR YR I FE . A 46, D-0502 S0RAA PE AR A A AEE S Inse e .

(4) EARARIEHT B = # D-0120

D-0120 J& /A a] FH EWF R I — KRB Sh 154K 1 (URATL) $I7), FHTI897 & PR R LT M2
Ko 5 PRI IMUAE T M H PRI /K Fct 5 S 3 ) — Foasi s IR R II2E SR R . T AR IE7KP
(R AR B ST AR AL, 5 PR IR IRE 2 AR SBT3 2 R v ) SOl S
2020 4, 4Bk R IME Ko KRR A BN 9.3 12N, A i R R I E A KOs A B 1.7 12
No HETEAERTE R A SRS A 1) URATL #6155 2 AR G EE . TSR g, KR
L[ 7ESE [E AR FDA ik B 1i7, 7ERRIN 77 5 R 25 M i s IR AT R IR WU & 2 3%
0 R PR BR i, BN b R At B R AR s R PE 448 2015 4 FDA FR#E T S
T B R R AR, JET 2019 ERITT . R, 9 XUER 3 X 70 2 4 R R B vt 25 4 A i 2
K

FEAR I R BTRF T F0 G PR AR B B SR, D-0120 %7 URATL [4mkIfE o, 78 AMEZS 2556
3 PG I R ER KT, IF BYG 7 RORBEF =G nmdg . 78 1 IR RREE -+, D-0120 = f 5
78 M 5 mg 21| 40 mg 1125 2 [X [8] N 75 ANAR N SR H R0 22 A PR 32 1, 3R TR 97 R i D BER.
TELZAEMTH, KRG X MK RFHRN 1. 25, Bond RIFLamEmM szt A%
PE T, Ha BAIGARRES 45 B Bon B T R IR R IRRUR, fERHZZ) 4 mg 7I& T B 1 ILRIR
IEFRE AN 80%.

F4b, D-0120 7= i 5 3B A w At A FH 25 A W R B R BRI, ELIDG FH AR bE e 24 3 R I
Hng, (HA IR, SAEMm M rIBCA 25 3R R A 2 2R B, O BN EE RN E|
ER, RS EIRPIR 29 A M BAE . BT D-0120 IEAE AR E AT — L Hats . BEHL. °F
ATXTHE Nb BAIGARIRE , %1856 T 2022 4F 9 A N EFI52:8E, B il AR5 IEE R R T .
ATE]T 2023 4F 4 AEEEES) T D-0120 5 R MEELREA 2510 1A R RS .

(5) IGPRRIEH B =i D-2570
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D-2570 s 2> w\) H R — 3R ) TYK2 8 284 O iR SEtEsm e, H a7 a s mss e &
TS R . RS E —Fh B SR EE B R RN S, kM. RIEW. RS
PES o B AR T 9 AR AL IR AT 7T, DR JE 9% 201 B 5 VR 9T 254 CLZ i a3t N\
IR . TYK2 & —Fgiffl N (s S, 5 IL-12. IL-23 5 S S PLJZ | B IFN BRE I R,
AR G HADHEE A S MR TN 2. Rk, #E A TY K2 F30 )50 a] fgi i R F i4E 5 m 5%
Kot KA Ll DI A E AN R B . 2022 5 6 H, D-2570 3K+ [E CDE #t#, 3T 2022 4 8 A
1 IR AL, B EVET D-2570 F 7EfE RS2 iR Th IR, 2 IR aE. 2tk 254K3)
F1 U S BN 25BN 125 . 2023 4E 6 H, D-2570 ) | WG IR 58 N AL 3T 52 A Vi, T
11 2023 £E 25 DUZE 2 5 shet AR JE e 10 13RI PR REE

FR 3 I PR AT A £ 5 2o, D-2570 1 ARAEYD R B BE Sy, 78 KRR AR W82 21 5 1 1 AH 5%
) PK 825, (EZIREZEHANELS] D-2570 & 1. D-2570 7€ CD-1 /M. ELAs R A I
K RME P ERENEAS AR, £ SD KRMEHRIE 2 =REERNLS S, B EKR
FERAPE . D-2570 L[] TY K2 (BRI EG 25 A3 g B4l 7], o] DUk ™= A2 5 JAKL-3 #8177 AH
KEVERE. hah, 5FEISE 2023 F7E K EIRAL T Tk & & Jé i (Deucravacitinib/Sotyktu) #H
tt, D-2570 XJ JAKL FEFMEELF, Tl EIRIK EaAE R LaEw 0.

(6) N PRHTT it

AFRACINSL E IR RFFEEIF R OFEE X IR ksl 5L . g s . & Ut
WS RINRRIEL GV, IRRATIT VR LA R+, FFEEvbR e I55s).

SEELEHEA
(1) HERER

PR R A B R R R R A, B R R IR S N LRI B B2 R
YEE . IGIRATHF AT & Fi2am AR5 15 (IND) « IR & #izh B i (NDA) . F
MR

HAT 2 7] C# SR s BN A A eI A &, B, THENUAR BB
G, AR SRR (CMC)  IRPRIFFC. MRS N, 7 2 M AT
TR B ARG E BV, BT RIS, M EORER R E, ERRS,
N R TARAML T3 =TT IS5 A w], AR IR PR AT 1 &0 70 25 B2 28 L i S . 2547
I RS S i RS DL E B (SMOD ¢

(2) KW=

REHIN, AR MARA R T, RS R TEVPRE . A FERIWHEM R L Eh 2w AR
i PR 6 FA) T el R FRe AT R BT A B FR AR, I RG24 558 A /) R I 9% 32 EE AL 4 i
PRAETATTC S RIS AR R ML AR 555, A R AE AL 7 44 e b Bl ik

2 A RPN R 2 ZE 2 IR AT/ R CRO iR 35 A2 7E BA K. CMO/CDMO RIS« iif fRiii iz
PR AR TR, RIS AT S OQEHE, A7 R PR & AT g or
(BER R BEATE)  CRIGEHEMTE) L (ORI BARESRAERIE) X2 ) & 8B A IR
W e BRI HEAT T R

P F R SR BT AR L PR RS AP RSFERRNER, MR (R
T 20 T3 TR ) 201 22 SR A3t L R AR R AT WO 4 AN S AR, AR IR 55 A2 2 X o B AT (]
FRMATIE T, AL AR . RS SRR . 22 7] 1A CRO M BEAT BRI, 2AEH
SR AT AR B A . B B OO R IR N, RS AR O R ECRESR A
F AR R T U 2 IR B I, RIGERAMIT U7 30 ik, ZRAN A B IIAN KA FIHE W dh 1
bR, il 20 #ER)K R, CRO g% BN BON BRI IR R I L S, RFAUIRAES R
G NLALEAR 7 o 2 R ZRAMIE TERIPA T BT, AEAT ML AT 22 U AT LLSE R, BRITUIR 55 (14 3t
LR A W AR . ARIEREIUOT ST R AR ST AR, AFRIEFEFEDNFU EAF S5
PRIRFA], P EE AN LA BN R o A B AR A RSS2 BT BN 788, % CRO e 54 fit
i PR B A AR R 55 A AEBAR AR A
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(3) AR

WEHIN, AR e AT 2R B AR RDAL A B 5 RTE B Y
N RS B AT 06 P 2, A R T AR R AR S A B0, AR i PRt e v-d) ZeHE AR
PRV, IFRAEH =07 CDMO 2 RIFEAT SRR A

KA HEE=J7 CDMO AFRIZIT | B AE GRS RE, XU A€ THEE . k.
BT FIg i AR T AT RS B AT IR 5T, BORFT & (2l b prsE B ) (2 B
) CGRENE PLINEY SR 24 5T ) RIS AE

(4) #HEHER

YERN—F TR AR AL, AFEM RIS FE S, £ R PPl AN i 26
FREAERNELS, T se 308, HlE MMk 7 %, 787 i b BT 78 2 i B S v
%o BRETAF EE A TEPPRS, WAk EmaE. T sk, SR
fifds W PERENE R, AadRIERARAAES B E8EM L4 107 N = ik
WG BN

BAEERERA (License-out)

TR AER B 98 - AR, AR AEE 4w “r2 et [\ “rmit
RIT” AR EA R, L E—E B B SE A r=mit Rss EEE) DLRCAR R
BEERRG  TERATETT NIMIRTG 7 A e [ SR al R e s X ORI R . AP RS 5 1 R L A A
Flo ZAE R TR B E 2k, Frnl @Bk TRt R AEM RS L, £iET H S 1%
O R TAE, 5 BhifA BRIE AR AL I8 (1 A VR AR A RSB i B KR AN B, AT
i ETTREERT R — LSRN, MRk, BRI U AR 2eHE. 1R RS A ML 2%
R, AE RO AR R T8 2 NI ZAH 25 A 7K T e RSN .
gk B4 ¢ (Regeneron) . Z%HE (Amgen) . FGFAIIN (BeiGene) A1 EE 25 ik
BIFAERRLA RN S5, P ARt 2020 4F %3k H Sanofi 1 Bayer A& 1ERNIE 23.73 123670, 5
SR L EIA S 27.92%.

it BPI-D0316 7=/, A &5 WA A ESEX N (RFEH E N A EE. GEHX) 1A
FRIZREAE . o>\ A R 2L AE A X IR A L F 4 BPI-D0316 [IAH < A [ & F1 K H HidAL, I
IR 2V AE A VR XI5 P 1 87 FH AT 171 57 BP1-D0316 (K4 6, DLIAZ4 VoK ) 2 & SCAF AR N T T 2%
BRI R R ARG B AR | B EEE AR TR S,

28 ) HoAth NI RAREG B BE AR 77 i D-0120. D-0502 LA &% D-1553 JFJ& 1 [H bkl Rk ee . st
T msRss L, AT R R AR A EBER B & r, M e 25N B R X
PITEDL, 5 E&RERE AL RE I E 2 LT IR SR

HEHE

B A R IR Z P2l NG R B, A EITERISENLE B N i E 8 & R,
FHEAA RIS E{FEELR T E AN R, FRARETSH . TXWE. F=maoa.
FME E MK TR RN, A IR L E N A I B 25 4 7= A Wk st 38 AR 45 i 3 T A 1, 1K
FEHAMAL I T3 AR S A 34 TR 18 TR B = i 1 B 28 8 A% .

= BOLBRER KR
1 BDER RS AE skt DA R AR & 3 A AR AL 1

(1 AFHBLER

W RO SE S TIHE T BB 2B A BETT, 2 RHREE H BRI RN R 5 A BIRA
RERSAE 29 W RE RURSHEDR G . 29000 T80T 2B AL EE 2. A B B & Sl R M PR T3
RV R IT R EETT TR TF 2 FAERT ™ bty (1 D 23 91 HLAa K6 24 Wb T 5 A 3 o

O mUR HET L
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KA CE R IR RGP, L T 2 T AL PR G T B ORIE B R TR R TR
TUH, FEEDH LM B 5 FE AR i T3 IR E . SR 3. mRZGTIEZR LA AL A
BREBETEERR . AL hBNIRR 2T, 298 RGBT A SR THE .

@1t

A F) AR BN BRI B A w2yt 2k tHENUBI ARG & miEE Y
BT & . 2R /2 M BB HE 2T &, 3127 7240 7RI, Bhmb
THER A, A8k TR A

DN FRZ IR BT S SAT L 20 4785 [ i 25 23 =] ERpBr 25 R M ATV E BRI 2 5 42,
£ 7 TR R A 05 AN 707 Nl T A iy s Wl T 9P /- R & RUECE 17 2N 11 K= NI IR N
LR R GEANRGEPE TN 5 G0 A% DR BB SE A = 8 2T A S AT S BOR P &
REBSRCPR T BN LT I PR AT 72 K i PR 6 55 25 AL A

AT BTN B 2B B EE R S TR R R AR IR UL
= HEARVE AT —HERC A & et 55Uk 2 F TSN BIZG 1 & — 5 T A BRI 1
T B BT 1% 20 Tl UK TR SR BOR s 53— T A R fedsah £
ANFHETRIAL SV Z5380, TR Al & 0 R R 1k

N E ISR B RS A A R B AT 6 o 294080 1A PG T Gl E B
PR A AR ORI A AREEANHERD L IFiE R BB VR A 25N LAR A
MIBhSHEE, FIRT VIR AR EERIZh 2. AFAMMANTRERET &, Hlinr 5T B K
N, R ERI LB S E AT TN, AT BIAL S IR AR . RO EPEA SIE T
SRR, B, B F SR SR AR, AR 1 BT 2 R i
ZAATEVHl . FR, A FIA BN RG] E AT 2585 1 VPl 2 40 DA B PRI I e Rt i i
I R AL 51 o

OB

KA CE A NAHAGRCT 6, SRR 2B RO, AR NGB U A bsic
PO S8 B AR R F AL, Al PR 25 R 45 S I PR A 24 2245 2008 AL M bRic D I mik 7e . Jdad 55 A9
BORTT A W AR HT I TE BRAR AL il RS [ e 3 3o i PR 62 AR WL 5 45 R 5 s 20 35 B A i
FAYPRCEE— PR, RGN BEAT AU A SEBR BT R AL BEIE RO TE AR K
IRIT A, NI e 28 SEELREAAH 29E A /KT IR e 315 I A g0 k{3 ) Lo

O E LZ K IR

{3kl RAL S 0 & L 2 LSRR R AE 25 R R rhi o BB R . L AL E
FLIZSCMAGIE 25 AR B iR s, 5T R 2 oM 25 WA NAR T I 254K, 292300 22 4
Ve, P ERGEMH T R VBB ARHERE o A Rl AL SE S B T AT A BN B — AT 35 2 45
] 245 4 2296 ) BT IR S RS, SR AR XS 77 it R AN ot i SR VR N PR, i H i ) 5 PP 2
WD TFSCRARFEERE, TR B ARSI FISE I 78 0 K25 2 e i, MORBRIL R 2528 BRI, 2
A RIS B 2R A BB GRAIE 1 300 H A ST AN HEBESE L, 35 B 28 =] A8 247 b o A ik FE
(DARESE SRR

Ol R T5 it KTk

NEHAE —SCRBFEE IR AR AL RE BRI R BN, #8531 m R im R A
T, BEEEZ PLIRARITARES . IGIKEIMRIEFERT 25 A1 E FIHLER A 73 7451k, R IR
TP s PRSI ORI R oK, A 4 (R SR b B R S MOAE A I RS HE R St 1k st o
ZNEEHE KT S, S HMEENHbRE 5002 T, B =I5 WU i ot Hh 58 U 3 4
SRIFHERE IR PR, SEBL T L IR RO R R

(2) AFOBARK e
NGRS B AR SRS bR BRI
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ol i ATRHR S BT
1. D-0120 /=
e D-0120 J& [E A A b2 — N7 35 E BN IR R R 5 B B
URATL fM#17, HATERN SLFENIGR Ho 1, #EEA 4
ESEEnpZiR
2. D-0502 = &
o  HETAERUE —2 0k SERD #)5 Elacestrant T 2023 4 1
H £ E FDA i s
o [1flx SERD #E[a) Z5 M R MEFE e, A FIEE X A S5/ F
1. AFIREE FE S EE R IO 78 0 W AE SR B o] DA RO s Pk B g T, [
e 4 [ B 5 i %Eﬁﬁﬁmﬁﬂjﬁﬁ%&fﬂ@ﬂ?éﬁu’z‘? R F12fp A, HEEHS
S F) 2 8 3 SERD /J\%%E)\M:Wﬁiﬁﬁzﬁ% (AT REAS L, AT 75 Bl v
o 1 i SERD #E i) 24 2E W71 FH B 1 Py i 8t
2 kR e D-0502 %EP ESP/AE| T%—ﬁ\ﬁ:%iﬁfkllﬁﬁiﬁ%ﬁﬁﬁﬁﬁ 1Ak
ks | e (I B SERD %ruﬁ%lJﬁLJ, H B 25 78 B N IEAEREAT 1 3 I R,
S S CINE N
gﬁjz%rj%fg& " 3. D-1553 /" fir: \ -
o BT 1 . /z}ﬂ)ﬁ'zjﬂﬁﬁﬁi\ ﬁifﬁﬁ KRAS Glzg ﬂ]ﬁﬁd%ﬂiﬂ?; ‘
s o KRAS GI12C WHRMEFEBIN, ZHRBAINNRE “AATEE” 1)
i B,
b o D-1553 i i[E A A oA —ANE i E % 3 E A IR B B B
) KRAS G12C #liifill5, 525 1IE7E R E FF & 13RI AR
s, HENZEMIE AR IR S oe B AN, HEEERN
7 il S —BRBA
4. BPI-D0316 /=it (EXTAMZRZ D -
o  NHEIAZNZIHN, MAA S =8 EGFR Ml L7
e HAI BPI-D0316 —£RiRy7 & NAE CU3RHE BT, —ZRIG T IE NE
HIEr g i g (NDA) RIGEZK 25 BB EH R (NMPA)
ZH, HHETTE NMPA 254 & tEH0 (CDE) #iFH.
1. D-0120 /=
o IRPRATHHER I, D-0120 X IRERERFEI24K 1 (URATL) ]
T [FIR 2 B VRN 50-100 1%, 10 HEA B IR R
o H AT PR 7T 8RR T 55 U gh ) BT
2. D-0502 /=
1o L g o IR IR, Eﬁé&ﬁﬂﬁi&lﬁ%‘é&ﬁﬁéﬁ%%f&%%ﬂmﬁ t,
WH TR D-0502 M NRHN BFE R E &, EAFEMWRET, D-0502 X #E &
245y o TEWE R HI7E R R AR 2590 A TE IR S 85 1T 51 ; D-0502 7E I R 156
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