AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

Al FEHLIEIET T HEREZE A — 2L -

7 5 7 G VA I BT T A9 H 5 A B A9 2 T il 5 HY FEZe o 287 7%

[ Bl AR B P | g
[ AR ]
[HEHK] g
[ALT] £
[ oy i g
[ MAE | £
[om EHYEEHR g
[ | g
[T g
[AST] £

DA ah 2 B 455 851 - ZYFDABTHUME B9 Y iA
BB\ IR B B 2 - SRIEH - B ETEEAER - Ak
R~ BRI R~ ALRVETT BRR - R
A0 4 5 1 B B 2 BTN - o BEL ¥ 71

AR T IR ol ] R M5 T 25 1) wl HL At 2
il B S0 SR PR AF 5 2l 3 A AT AT B AN R
BRFM > A BB R BR

or

PRI 8 A A7 AR B A IR A

&

S

N2 TR @ SR B > — RE7E AT A0 A2 48 09 I 3
FETLC O AT B 5 ALT M98 A 2 2 BT AT B2

— PR A L BB 7K A RSO ) T

L9 AL A A B AT 2 A b > I o
AR BE ST

— M EEY BRI B A R > 51 R R
171 P 2B S 114 0 R A B AN T

B A Jf0 288 B A1 2 0y AR A DA W EE AR I R B
B o IR By R E A

L3R 8 2 85 A5 1 B B R

KA AR 5 ASTHY I BOAR £ 28 5 A A )
T 815

— 34—



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[ B B B |

[ Bl 5 e

[ BAHM |

[HEALE |

[ A=A 2 |

[ AR ]

[BLA |

[BLyS |

[ BR3-Fc |

P B 86 3 IE A7 R B R AT ) 0 R A A B
G S 5 | R0

R R i 2 ] B 3 A /N g0 1 I R A o ) o 7
fh 4 FyInlyta o HESEBURTEB Y (A HEY))
R rp B AR LR O AR R > NI LA A
ARV Al S0 3 R 1 B R U BEUIS HhR  J

RS Btk EL AN > 2 — A B A T Y 5 A
o LA A8 S A 47T 7 T M A S AR A R
BEI Y A

TEALA R IE W 0 @ A v AL A ) E - =
i TE 7K1 ST 28 AT B 2 B A T 2 ) T Bt
fi]

AT W) REE R R AR > T A DR ol A1 A ) 2
Wy 1) TR L A 3 0TSl L BN B 2B 4 4 it B A AR AR
B RV R 2 AR BRI

AEA i AR W) 2R 500 ~ T A W B BT A W ol A e
Bl A DI it B TR AR s D k1) 5 1l fE

AR S RS > R EE B (21 CFR
601.2) 82 H A= 4 3 5 51 A BHE H DAL 5] 3 1
Al B 55  BLAZ21 CFR 600 — 6807 [

Bk B 40 it f 3% PR 1

AR RS ARG - B ANBEIghI Pkt # 1

BR3AM M 1 5 45 32 19 28 2 AL AR > S BAH L 5 1L
THINFZ

_35_



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[ iE |

[ LR

[CDR |

40 A e

4 A Ak

Kle 3

[ CHOAH ity |

[cGMP |

[ ] 1

AR — R > T2 1 AT 100 A 1Y) 4R & o
LT A = R A AR A PR A A2 o 2 R
T2 5% 45 S0 L RE H 48 T oS 07 RS ST e B R R I
b AL

DAL i M1 1ML 2H FE FRe B 7 e A ) 52 IR D0

G PR E [ B AN B TAH M 23 il A AR Y S
REE (i) LT 2 #E w] S gy — &) - 1M
%A T T SRR LR A

Ty I A AE T iy ) 5 SR (8 T b A A o 2
DRI LA Y it © LA 5 A R R AT R 4% LA
F 110 22 A A0 M 0 L o S TP A S A i R 1
FEARRR > AT DURL I A% 9 400 R 1) 22 S

—AEAN MR R > AT — AN M X — AL R
T AR - Sl HL 7 RS e A A BB P
PR 8 4

AT I 46 030 O AE A 563 > % H A M O
A

Hh A SO SE A R > o — R A R T B B BP ER
(4 b Bz ARk - BCH R AR RN B B 5T DL TR
PR IR (1 P 2 Al A
HFDALAT I B4 T 2E 2 B s B e ] - R T
Tl R 3 A A ORI S e o A T 0 R - EE R A
il i) 2R &

RIRAFAE T NRE A AR SAL VR ~ IR B

— 36—



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[ R sl

[CMC |

[CR]

[CSD |

[ A 1

[DCR |

[ R A

[DLT

[ it A= 7 A A

[N

[Fefil &M ]

B et % 2R U B W) 1A RSB A R DA A % 4
Yie BB (E S 2 2 PR A T 5E

BEn B EE ~ FEAT AR RPRAE BT AL SR~ AR
L il i

2

ol

8 H Ot

P 515 R P R 8 A S 2R A A I 9 /N
B> HRT A R A R ) 2 R e

B

P 76 4 B S R =2 T U 3R - B R Ay 3 R s I
R VRCER 0 A 388 22 T R R 1148 A ol 3

Pl R VB A - SR SCHC A REAR 1Y @1 R
F o . )1 P G B A A T B 2R

o B A B A S o B R AR 11 4 o LR E R

i

— RO R R S HL v A 2 A A T RE
i8R P AT W A R A 1 (AN EE R A e A
A

e B LA PR BB A A o - B ALARR
AN B R R HE 8 MR 2 380 21 A LY A

A BT B B AT A o BO(Fo) 4 M B 5 — T A ) 0

PR 1 48 R S DO e DL A B R A — T
REFF P AN IR BT 02 TR AR TR 2 ik

—37 -



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[— 8RR

[ IR A ZEY) |

[GMP ] 8 [ 4 8 & 1

HL ]

[GS]

[HL J 5% [ 83 2k B

W I BEY) IR — MG PRTT 5 > B AR AE RS BN
o (L AR TR S5 2 TS DL > BEAEE T
B OR & 2EY)) 12 0K BB 12 il 56 B a% P X
TR A% BA BE 7

B > S AR R B A M ) PR

AP B B9 — O R B R R
L INGE TR E ST B R ipe
B R BRI R~ S - B B e
B AMHERVER S - LR AN S5 A SRR T £
VAR 3 LA 3632 00 HEF] - 52 b A
Bt

1 1Y B Ji e 7 s R ) 36 P S 20 B 2E ) - i B i
i3 7 ity B AR [R] 14 5 B2 A0 ) 2

ARAE b 3 N RIE R I 2 it A Bk ) SRR 3 1Y
PRI RHE - (FREBREZ AT > BIER R
R ZE it 2R AR R TS e~ SIS e IRIA S
it LARREOR AT MCAE 18 5| SR e P78 BIR 1) 2 fy 4 —
B o7 AR o S R VB R Bk Y- B 2
E A8 BT iR )

2 e UG > — 2 A AL 7 R B A
o RORETE B A 2 It M i 6 201l v R B A Y
iy

9o i AL YR A B AR LA A > A A RE R
REH—FR> > 1 [NHL ) F8HL LAYk 2 98

— 38 —



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

(e g ML AE

[ FF SR i £ fiE AR AE

[RBER KL

[ RS S 5

[ e Sk |

[ i |

[IND |

LR

[ AHr4EY) |

A0 5199 72 A T A ) AR K B R R A Y 5 A
SNf7 PR A T A A e S L o R T ) A S A

OB 7K SF-T v R 9 N BEGIR DL - 8 5 BELRE PR A7

& EF

L 3 £ S5 A BT S 2 1 107K -5 7

IR IR AR 2y fiE R B AR AR DD REAR R > 2 —FE
FRSTR JR A RE 728 A2 2 3 1) FROIR BRBR 19 7 20 3 R A
EN

A Wy B AT B L B AR W AR AN R A > S
TIE R AR o e A 50 A6 JE A T A% RS BR 1 )
B R A A R R R SR Y BLAE Y A
B B i e AR 8k 1 53 B A

— RE L IR BRI AE Y S R R ik

FiE W E (BT IR s R L) 72 A HE A A B )
HE A TR R MBS R RE ST « HRTT S 2 > S
T IR K B A S S R Y e

I 0% 2 SR PRBIN

HTEERT ST 7 B o B DK sl < i P 5 A9 F g LAt
e

TS N B R s — R E R AL B Y SR > A
B S E B 1A B 2 AL B

BLE A L) R AR I DIR B 2 B AL B2
B |eE 27

—39_



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[ A

[ EELZEE

[TWG |

[KOL |

[LDL |

[LDL-CJ

[LDL-RJ

[ 400 9 i

[ i 77 i |

HAL T SRR [ 2R ] s FEf EAT I It )5 48
A 52 2 A A A T 3 S [ 26 ) B
HORZ 2 > il IF DA 43 8RS 25 A 1 e A AT el B
DL i B A (1 3eag ik ) - BIVPE 3 B 3 oA AR it
B R LT WD)

WHREEZA G WHAME L HIEE A FJIEC)
%Iiﬁé‘ﬁé'@ ERB) i 7% ffi 3 % & € (REB) >

— el %78 308 2% A% W 7 42 10 O T A HE R B O A
}E DAREMR SN - SR B g e
Bt (S 4E) ~ BB Rt v X U A )
BT AR E B &

P AR

R L > R BRI R AT AR 1
FEALABRIA WE T AT /5

R AR E R » — 80— R 507 80 B A
L ] 16 400 e B 0 R R 0 REOR

5 P M 2 WS T - ) B IR S bR AE AL B Ry 2
TR > AR R B - Sl 2B 0 Ja 5 )

REEREEAXZE > MEE SIEEEMNLDLY A
HAE AR —HE & A 839 & R (B K218 = ALk
FRIAR) SR A

I3 B 3 BLAY A (3 I Bk) SR o fi
15 TR S By 494 ) B

T AL B B AR B A 5 I A — 0

oy Z Wb o HB TR I I ORI N
Aoy > H AL REHE 5 288 7 I

—40 —



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[ EEL 20 M

[ R

20

[EEfh W EF A RRA A

[EVER ORI

[ K R 52 & | Bk

[MTD |

[ mDOR |

[REFE]

[

RCESEN

B roREdLAg | 2 B

—HRIRAFTER T IR - 8 8 s
PEVEAEZE R - HMEER ~ Hh R - Ik =R A
il

B HESD ) G e F A A Y B —

— Ly T8 i AR R

i

gl BT EFAT AN > AINMPATR T 0E8RE > HE
FEREA NSS4 RN T B A A

A2 R ORI R AP > fiRfE
Bax Y — Tl Az v R

TR B EE B R B R g E AR
RO T A W] 4552 1 7 1

{37 A A 2 T
— RS A ORI 5 R ORI %R
17T A Y9 B 1 9

AR ) AL AR ) R A RN AR 04 BT A ) B L B
FERYARAN (5 AR > DAy 2R W 0 1 4R 2
REE AL (2 ARCE)

DA Hh 38 28 AR M SRS 2 R P D R B A
N

1R ] 0 5 400 0 72 A B SR - 75 AN [ 00 Y ) P
A vl

T B — 2R IR PR AE

Hh o7 S R A A B

{37 AR R ]

_41 -



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[ Z BEMEREALAE |

[ % e

[NDA |

[NSCLC]J

AR

[PATZR %% |

[PCSKO9 |

[PCT)J

ATREER BRI I BUR R o 5 TR T
TEAEAR - GLFEAR T ~ T s bR v B - SR
ity Py R B — AR L

F R v e BORT A B A SE o AE R TR — iRE
Y (BRI B R OR fa ~ T PR B A A 7 R B 4
dh Bk R I 2 5 4 B Bk (REARRHBRT ~ #l S
g DLUH A 7 Az )

i

i

|

Hi

!

o

FE /I A 0 A 88 - AT AR AN S /0N A0 g 4 i (i
it e S TR A0 g )

— A B B AL B AW AR LR
J& - Wl IR Z BT R R 3

B R R B Y R B A R R TEE R L A

LY CRERES

TFHEER 288 Kb a8 s EmE &
B AR R R — T

b

HIFDAZE 78 BV RE 0t S i # il - LA ~ 7oA
P o) S A E AR

Al 2 1 AL B A R B S B kexin 9%
BRI EARIGRR > 1 Bl g A2 5 ] o I P 2 A

PR - BB BRI R e 5 LA - AN
RIS 2 25 B WA TR ) R B Al B 2 kA

_42 —



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[PD]

[PD-1

[PD-L1 ]

[PD-L2]

?2:
e

[ 2240 18 | 5 [PK

[P1]

[

[ AN ]

[l 4% |

[PR ]

[HAHE

=17

P #f

AL T E A

PD-1AC 1 > PD-1AY 3 Z g8

PD-1HC#82 > 76 1k B9 B W5 4 it R0 At 28 41 ity 6 2
B0 M R A B > AL S TA A B APD-1 DA i
o g A

) (0 HOJZ g8 5 5 A A A B R B oF
5T o i EVER ] EIE B R EY (B35 A ~ Tl
AV SRR A S VER (] anEgy)

ZEPRER ) — A8 00 32 - BT R E I R T R Y
(1 1 L) i 7

EEBTE

T g PR sl v 3 A B R AL B0 25 ) L Y SRR
Wi e P B )L S SR

IR AR B AR - SR - SREA0 MO MR 5 B 8UEB
AR - SR AR B TR I A o I A A
B & A

B HEA

i AR RE - T 5 B 5 Ml o ) /N SR

#7345 gt

KA T BRI T > i — (0 2 2 ] 2 R 8 2
= A AL

PRI 8 R AT AE > B RN

—43 —



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -

B i A &

[ 51 95 g
[RECIST g
[RES | g
[ A& TR 5 e | g
[ JE 35 A £ R g
[ | g
N g
[SDJ g
[ BTk g

[SLE] 80 [ RATEAL BRI | 45

[ 7T EED) | i

[TAN M i

— Rl LRI R R A R T G e A M AR A
B > HRFEE R B RE IR - AR W SR R AL
@~ BHRIEEL - 2 B
CEBDRPESGHERE) > — ARSI - 7R
il 5 S A R ) FEELRE TV R R v AT R B - R
RS BB L

B AT APAG AL

SRR BE R > SE20044F 4 10 VD A BE BT A > DA
Revlimid 4 i i 4% 81 &

L B8 8 AR S0 TR I R B ALLAK > 51 R ) 0 A
B LA B R IR E R B AL 2 B B RN

k5% X Bl ¢

e AN PR A B PR U 2D R A A B A AT AT
WEOET - fa Mt - HEAERIGRRERRA
FEBERF ] > SRR A R AR Tk R ) U
FERVER /7 AR A AR R B R
iR E

W BRI R A 1A RS T IR

— T Oy BRI R R AR IE R~ (R ALAK - Slf T
SR RNE M B RR AR AE AR 2 2 B 1 1 B S eV

— 4 AT E B R AR ML P LDL-C /K V-2 229

— L)Y G P A A A A 2 A

_44 —



AXMHHEHS  HRFBRERETTERTFEER - REAXHAERERE LA HERAXHER#E] —B -
B i A &

[#L4R i} SEPNS T BEREAE > HERE RN
R ] At R B SIE L T 2 20 E ) M R D AR
ZARBOR

REP B Z N i} AP RN R TR AR A R
HAF > B A ARG AR 18 UL Y

FAF
[TNF- o | 15 IR S AL TR T i
[AFAHBAS R A i1 TEBARB R RS 1R B R R 38
[ =R i1 FHRS 40 A R - B 20 FR AR ME S ki 2 — o

o FLAT R PR A R 4 T b 5 R R

_ 45 —



