WHIH 2 (Lynparza, Olaparib) FDA B J7 i
BriESRIE: KA RAGKTE: 2017-10-30 15:44:42

1 ERUEFFS

1.1 YRIT A gBRCA B P 5%

Lynparza is i&H N 257697 B8 A FEMEIR S A FE 1A R AR BRCA(Z H FDA #E#ER)
BRI B A OR B, Sl 3 FhEE 2T BREAE IR .

XA TE IE A AR 2 U S S R A S LIS TR], IRt T A v 0 AL IR PR 7E (14)] 4Rkt
AN SEAE B R A B0 1 96 A e PR R 2 AR AE SEAN A

2 FMIEMGEHTTIA
2.1 BEILHE

ot B A O 59 F Lynparza FO3697 558 I BARTE A T A FE el M5 FE A4 5H R BRCA-RAR
HIAFAE [ 033 SR AN FH 3 (1) A i PRI 7T (14)] -

22 HEERY

Lynparza [¥IHEF 55 2 400 mg(8 ki 50 mg R FE) Ik &R 2 Ik, &R A7 & 800 mg. HELLIRIT H
B, S sbe o o NI B = G

WA H £ R Lynparza, $i5 % A RN HR T —HERA .

R SEREIR T . NI, R, BT R TE. AN ER RIS Y B 7~ IR ) s 3 [ o] £ )97/
A7 A4 B (16.2)]

2.3 XA R R R %
REFRAN RN, 5 R VR T 4 24 P T BT R I .
HEF IR IRARZ 2 200 mg(PUk: 50 mg MR ZE) AR 2 ¥k, EREFIE 400 mg.

B B — D RR RS, BRI ZE 100 mg(Pik: 50 mg [ReEE) AR AIAER 2 ¥k, #ER A 200
mg.

b



2.4 SHEH CYP3A I FIE A%

T A [ )48 FH 53 A0 R CYP3A #1715 FE S AM A IR CYP3A HIHIER 254 . a4 Rg ik S
Hl77, WK Lynparza {20 2 150 mg(=%% 50 mg IRZE) %58 CYP3A 14|71 5% 200 mg &K 2
R(PYHEL 50 mg IR FE) N FE CYP3A HII IR FH &E R 2 IR[WL25%AH BAEF (7.2)]

3 FIRIANAAE

Lynparza(BFiiA Je )4 (i DA 8, ANiER, f# 350 mg), 18 A EEFRid AR AhE 50
mg” fI{A | AstraZeneca b5 i o

5 BHMERE
5.1 ‘HREMARE SR/ 2 VR T B LR

FE—T0 Lynparza 52257697 BB AL, 766 A 3 0 Bl M 58 3 10 425 & BRCA-RZ2 1) (9BRCAm)
W S e S8 A 6/298(200) AN N SE BG Wl f E i O A S 2R B AR/ S ME R ME 1 LB (MDS/AMLY) -
FE— TPE LAY 22 R0 TS, A7 e O S0 258 H Lynparza 7697 MDS/AML &4 3/136(2%) -
SRS, 1E 22/2,618(<1%)H Lynparza J677 ¥ #i& MDS/AML. MDS/AML i 4 (1) 2 %4 (17/22
B B, TR AR 4k R MDSHE 1697 A1 5% AML F Lynparza 38 V877 i 18] 28 5 <6 AN H Z=>2
. BTA B DLTA AT F BRI A DNA 545557«

FLR e & i BONR R L LGS H . B2 B LT (SCTCAE 25 1) B Ui i 2 55 1%
AV E T AEITUG Lynparza. X IEK B M 2= 50, I8 Lynparza Fi14E 8 L 28 ifn 40 i 11 40 B
B R 4 B JEKFEAWE R CTCAE 45 1 8K, NMEEREE ¥ R¥EFNE—
WHFL, ELHEEBE S B RS SOV AL 2 . A0SR ARIIE 2 MDS/AML, #1E Lynparza.

5.2 ik
A1 Lynparza ¥697 (& <1% K AN ¢, OFESar 6l . R A8 3T SO A 1 R R 51 4
RIS PRME, R, Wk, i SRR AU AR R H, I Lynparza J6 9T AR N T 4R R &

WHIT. WIERFAUE B4, £k Lynparza.

53 Eff -fe)LEE



T EPIEIRIA 2 Lynparza 7T BUR)LEE . MRS HAERALHI AP R I AR Hh B
e e B AR PEABURAG-HE ) LB . 2R B R T 52 HERE AGTI & 400 mg BEK 2 IRERFRI . I8
LRGN SO SEYR, AT B X AR LR fE S AR SR AR R A (8.1)] -

A A AT Be L EIF T Lynparza @ S s IEGR, WIE LR 22 7 1%, 1697 BATE AN Lynparza
RUGHIE G 20 1A A AE R A wosEZe [ WA R A B 6 (8.6)]

6 R R

FE i B 5 A0 7 1 18 LR AN R RS

o BEMY AE e H SR AR 2 It R s [ D0 R S IU(5.1)]
o fili 43 [ 0.2 15 FIVE B F I (5.2)]

6.1 ImpREIZ T

DRl RS A AE T2 AN R OO T HEAT Y5 I PR I 5 BUAS RS B R ANRE L5 53 — Al 24l PR it
AR ELR AT HLRT RS OB SE B R LR B R AR

7 300 1 82 &5 gBRCA-Z AR K] i 3 O Sy o %4 BF 5T Lynparza 400 mg &K 2 RAE N 251677,
1M 223 fFlix st g v ez 3 2kl DL b LR AAL)T

1E 223 1 F5 gBRCA-A1H) BN S B E 252 3 4Rak UL b LARTAL)T (B4E 137 BB ETERT AL 1 i
AN PR ) [ R B 7T(14)] 7E 40% 835 A R N FEGHIE I E W, 4%:E3E F 2K,
M 7%EFL LY. 8 Fl(4%) EHEFARKRN FHEILT:, LT Ak, M—pH4%
T COPD, WNILE=AL, NaZE, MtesE, MRFEIMAE, MEEEMHA. R 1 WG 7 223 flEE
[RI=20%4538 [ AS B SBE R AEL (75 6 TR 78) 75 gBRCA-57E [ B 1A U 5308 0 1257 3 2R B LA | LAY
FI4LI7 #2 F Lynparza 697 400 mg K 2 IR, fEIXEE B Xt Lynparza H 4 2 5% /& 158 K.



F 1 A ¢BRCA-ZEEH) MRMAGPEE BEEF Lynparza MENE >20%FREN

3 BB BB

FRER 1-4 & N=223 % 3448 N=223%
1 ok B & R

R 1 34 18
B fh il 5% A

BRI & 43 8
A KRR 22 1
B 64 3
ﬁfji | 43 4
) B 31 1
HEHAR 25 0
— R ER

®ZIZH 66 8
R Ry R .

#9E % /URI 26 0
AP B Ao £ 4 4 3k 75

x5 M/ LA F N 21 0
1%L 22 0

R 2 A AEAE 223 I gBRCA-RAZH B O Sifeet ¥4 4252 =2k Bl L DART T 8% Lynparza
400 mg BER 2 B S SR = R B AL

1E 223 #2352 Lynparza &35 84 %5 € DU A R M FISEES = F 4 >10 R<20%FIANELHETER 4 -
WX, (ERL, BROERERG, FKER, EUE, BRE, SKOW, WRGERGE, PRI, M. fE
223 14552 Lynparza &35 LA N A R B AISESS & 5 A T > B<10%FIRGIEERN: B4
Mgk, MfEdk, FBEMEHRAE, g#, [REEIE, mimpE, AR, M8, KR, R, RKR2E,
SABABAIE S, TRBRARE, R, mifE, FRiKie(aEmegE), A,

% 2 7£8 ¢BRCA-BER MRASIMM BE Lynparza BERENLRERE

3R EB R URIHTT
KBS 1-4 & N=223 % 3-4 4% N=223 %
i 47 % & WAK(R 1) 90 15
4 3 o o b 4 B ORI 25 7
A ZNAR AR 30 3
A 48 W, 56 17
4T 4 2 B R B A W 57 S
AL 34 A * 30 2

A CTCAE & 5] 1| TR EMMBERAFHEN BEERAR

R 3 BRPIEA R R NITE>20% 88 K B —TERH HAEUR, Sk, &-20™E50 8 2
B 2 ST RIATT JE FEALAL IS Lynparza 400 mg &K 2 RAE N 4ERE 257097 5 2R L
R 4 B BIXAFENAGIRGS B P SEI = . 7E 96 41 gBRCA-RAZE &, 53 il
Lynparza, 143 {54552 %R 7). %4 —Fh gBRCA R4 # % H Lynparza 1697 T A0 i) Ay 11.1 4
HEZWEXA gBRCA RA N ZEGIEH T 4.4 41 H o



% Lynparza 535 KN S 807 & A W 26% 145 32 22 R 751 B 35N 7% Lynparza 5 3 71 & i
ik 15% N2 5R] i3 5%; i Lynparza 28 1E7697 9% AN 22 B35 8 #4 0%. Lynparza &35 1 4
(%) FE T A BN 45 3

3 £ gBRCA-ZEM FPRMBEHIXE PE>20% BERENFTREN

FREE Lynparza N=53 BRI N=43
148 % 3I4E % 1-4 % % 345 %
o ¥ Ao ok B &R
£ 25 4 7 2
B i 5w
R/ A 2E 47 0 58 2
&R R 25 0 14 0
B 75 2 37 0
oK ot 32 4 9 0
BE 28 4 21 2
HAUFR 25 0 14 0
ok . i B 21 0 9 0
— B HEAE
- EZ(BEZS, §E) 68 6 53 2
B R fo sl
o 3% /9 3k /URIL 43 0 16 0
AL P B o 4 A 4 R R R
KL E k7] 4 21 0
L e 25 2 12 0
LE.] 25 6 21 0
WE RGN
. |2 0 19 2
R, M, YRKA
2% % 21 0 14 0
Bkfo g THR
BRI 25 0 14 0

4 EREHLAKE P A gBRCA-REN PREBELUNERT

Elet i g Lynparza RE

1-4% % 34% % 14% % | 3-4% %
M 41 & B AR 85 8 58 2
38 2 o M R 40 AR A 32 8 23 0
Mo /AR AR 26 6 19 0
aaRHEERAR 85 . 44 -
JILBF 5 26 0 5 0

"HCTCAEZFNE B EHEH#H A FENERF K.

7 M EAER



WA e /& 3 24 CYP3A A
7.1 B

Lynparza Il R 725 Ho A BESM GBI HTRE 2906, 3% DNA 4547525, SRBTINR A GE K RE 0 ) 25
.

7.2 2T RE N BRLRDNE JB I SRR

75 B (N=57), H7 il BEmEitraconazole], —Fhs& CYP3A 57 (LA 452, 39 hn Bk e i) AUC
2.7-f%. —FhdEE CYP3A 7, 4 FEME[fluconazole], Tt in B4 MA 2 ) AUC 2-1i% .

T 4 [5] IS {5 FH 5 CYP3A il 751 (a7 il Fe M, 2485 2= [telithromycin] , ve 4 %% 2 [clarithromycin],
il FE M [ketoconazole] , k37 &M [voriconazole], #3i% MR [nefazodone], ¥/ FEM:[posaconazole],
FIFEH i [ritinovir], J&UCHS [lopinavirl/FIFEH T3, efithAR T [indinavir], #2355 [saquinavir],
AR [nelfinavir], %% %i F3 [boceprevir], #FHiUL F3[telaprevir]) Ml B2 CYP3A #Hil5 (W1, %
A= [amprenavir], Bl Fiitt 3 [aprepitant], FiTFLAE 5 [atazanavir], 37870 A [ciprofloxacin], oM
# Je[crizotinib], 1A A F5 [darunavirl/RIFEAL, Hu/RH% s [diltiazem], 1% 2 [erythromycin], %
REME, #@vb AR [fosamprenavir], D& B [imatinib], ZEd7irK [verapamil]). fnsEE i CYP3A
NI I F 2525, JAK Lynparza F) & [ WHAIE AL 257715 (2.4)] .

Lynparza VA7 3§ [5] 3F 4 188 Gl M1 58 245 01 748 1 [ L 77 R 48 24 75 25 (2.4) M e PR 245 B 272 (12.3)].
7.3 T REVRAK B IR e MR 2

1 B (N=22), (1) 3L [F) 45 265 F4E 7 [rifampicin] , — 38 CYP3A 7 5355, I K B 437 1 & AUC 87%.
—FhthEE CYP3A 557, WIEF 1t [efavirenz], Filit A% B $7 15 & AUC 50-60%.

B[R] P 58 CYP3A i S35,  ZK-Z 38k [phenytoin], FI4EF, &I 767 [carbamazepine],
ELEE)AISE CYP3AAL 5957 (n, A [bosentan], KIAEFEAE, K ihF M [etravirine], ik

3k Jé[modafinil], 25 <78 k[nafcillin]). 14— CYP3A iS5, IR Lynparza 57 5%
ERELLIG R 25 BE 22 (12.3)]

8 FrBR AREH A
8.1 YR
UEYR 280 DLE & FIVE = S 11(5.3)]

PR i 45



AR FAE AR A S A I 2445 T 3 YR i 2 Lynparza AT RESIG LGS . 7ERFEART 2R
NFHIE: 400 mg BER 2 Y6 B Je Bt R A7 K SR b BURA- iR L3 1k o e S 4R 30 1) 4t A
254y, B 25 R O EYR, A R R ) LTE L SE T N 2B R AR R AE XU

W E

EMEE R R — DA S IR R B, XA 2R 6 K IO ARS FR=fiA e, 7257
7K 15 mg/kglday(H Bk 4= 5 7% B2 47 57 i N\ B 55 (AUCO0-24h) 2 11%H]) 5 30\ J5 2 2K 1
JijIe

FE—TUE G-I LR BRI IT, BEYR K BRESS B Y SO 4252 1 iR & 0.05 A1 0.5 mg/kg/day BEHi1MA
Je. —AFIE 0.5 mg/kg/day(f BF A4 B 5 B2 437 77 &\ 5 55 (AUCO0-24h) 1125 0.3%) BAE AR -R )L
B AFERE NG B RIG IAN IR K E T CERR, /NIREK), B MEE (BN B O fs
BERZ WA T, WrE, M), @S RSN FIRERS (). 545 BUR R LR A e A B
BZ EACEMEE, ME, B E, &, M, BiR, I, fURE R sk
H AR I . E77 & 0.05 mg/kg/day BEHIIAJE M SR B A AL 2R MR, Tha Fif R b Bk F ek
b/

8.2 WA B3R

ANHIE B JE A& 75 HEMAE N FLi o RUOA VR 2 25 W AE N SLY T AN R DR L 28 L3 ™ AN R
SRR B BB g Re, S e R A A& 1R 25, FIE SR BRI E .

8.3 JLEMEH

MARTE )L B TR E Lynparza )24 MERIYT 2L

8.4 BENEH

7 Lynparza [fllfs ARAF FC 9 N 735 545 B A S Bk g 18 3 [ v 22 200(69%) A B S8 ] 48252 Lynparza
400 mg B K 2 IRVENBZIRTT, 148 H1(20%) B3 R F i >65 5 . ANERR T CTCAE >3 AR R
MR ARIE E#Y>65 % B (53.4%) E<65 % B (43.4%) 4T, WA AN HIA R FEF o4 & 2w 2RA
B B £, AR EA L.

8.5 AT REHI LM

M5 F 2 — PR YRIE & Lynparza ] #iR L fa LR R AN BE R4 (8.1)]. S 45 6 AR FlIE Re Lo &8
H 4 Lynparza B IE YR . GN1EAE % RE#EZ )70, F Lynparza y& 77 1R A% Lynparza A VK7 &
JaZ/b 1A B s R g A . 18 S B AT SONEEYR, B A Lynparza B Wi iR SEAE IR Bk
RHE T AR RS,

8.6 FF3iR



T AR FURT 32451060 2 5% T Lynparza FISZM . Lynparza IR IS HEFRATIHZLER >1.5 < ULN Al
AST/ALT 22.5 x ULN(HFHBS [ 7EAE 125 x ULN) &t . S0 A SR T 21 (SRR >1.5 =
ULN) B3 B [0 I PR 24 127 (12.3)]

8.7 B4R
IRV BE, A5 E 5245 &% (Cler = 50-80 mL/min) 545 1E % & Th A% &2 (CLcr >80 mL/min)
Eb AW 22 2 1 $ 2 75 (AUC) 850 1.5 1% .45 ClLer 50 2 80 mL/min & & 4 A7 &L F 7 EiH %,

{ELER A N A U IS AL« ¥ 3 B B™ B 32 451 (CLer <50 miL/min) & 35 B A& M /8 3 1O 2dle
[ R 25 B 52(12.3)] -

9 YR

£ Lynparza id & FH AR IR TT, MURHE I BIADIR. &b, A RGEE—
FECSE R P B R X RE MR 9T

10 —f&HR
BRI JE S — P AL S R IR T 52 AL bE IR A B (PARP) I 71 o
th 242 R

4-[(3-{[4-(cyclopropylcarbonyl)piperazin-1-yl]carbonyl}-4-fluorophenyl)methyl]phthalazin-1(2H)one
A LA L2 25

%} Lynparza £ %> 2 A C24H23FN4O3 FIAHR 73 1) &y 434.46.



BT JE & — A R AR [ 44, 2 AE- TR AR pH-TE SR i B2 15 R A 7227 pH JEFEI%7 0.1 mg/mL.

F] LA 2] Lynparza £ 50 mg o RS T %8 . RPRLBCEE & B IR JE A i P s o AN AR e i
J53

ofiiFEN A H RIS H IR
ofiiHETE: BN gER, Ak, LRI, BRRHT

ORIEATEN Y. HUlR, SALIENEER

11 ERZGHEE
11.1 Y B

Lynparza & —# 5% (ADP-1% #) 5 & B (PARP) B #1177, €445 PARP1, PARP2, fil PARP3. PARP
B9 B IEH AN BN A T4, B0 DNA #5%, 4R, M DNABE. BEHRE fEik4t
R 7 00 )3 3 R 4 PR A R TE N 2 1) /I B SR P R A N e A 2R R AR T e AR KA o B 238

T EE THIT R P T T . 3 B SR JE VR YT 5 R4 AR A0 BRCA SR [ 1) /) R iR A5
T3 A0 i 75 P R - PR Ve . AR AMIE AT O S B M JE - - AN M % T BBV KL PARP T 14
[ 7 F A PARP-DNA SAYIE B8N, S8 ah A P i A FI 40 gt

11.2 ZHRFN 1%
TLe

B 2 E i s B R 1 IRGA S ST A R A U I S A P LR AR 45 2 5 1 & 3 /N[ s
M. HEREHTHEREFIS G 1.4 - 1.5 WK 2 REZ), 3E 4 RNENFEASRE.

A IR EHE S~ 7 5 8055 &= Y5 100 2 400 mg, BH7MA)JE 14 & 2 5% (AUC) FI 3 Ik T 1E th gl {E
5 LS PK A 2 A8 2 1.

5 — ol s M 0 2 G ) 4 245 SR /R RSG5 (Tmax JEIR 2 /N, (LS 5 35 52 By A Je R i 0 2 g
(% AUC 1414 20%).

oA

FLYK 400 mg 7 B4 IA JE 5 B A JEAERRAS I — NI B (R 22) R A AR 167 £196 L.
FE IR L SCHLAE 400 mg R3K 2 WK% 24 Jm B IA JE IR/ B B 4 572 4 82%.

Rt



FEARSL, CYP3AA 5 7 E B4 5T LA A JE AU R

FAkZE T 14C-BpnIA e BB HE R, RARSIE 5 M5 - AR B K 2 $0(70%) . e 4
Iz AR PR AN b RAZ A 250U % 2373 o 15% 0 6%. AR 2 $0R 44 T A0 8L 5 7 A —
S AT B A R R TR SRR PR A 15

HrE

FALYR 400 mg 718 B h7 A JE J5 W 5% 31— AN B (2bm vE 22) R i 1 3% 2 T2 11.9 4.8 /N FIER A 1
WIERZ 8.6 £7.1L/h.

FIRFE 14C- AT 5, 1E 7 RUTEEIIIA] 86%%4 T IIBUN MEwE [RIWe, 449%38 i FRFN 42% 81
Feo MBI Z B R AR B HRRE .

R4k B T8 S 2RV BE, BRI e s T 6 B S 521 8 3 (Cler = 50-80
mL/min; N=14) 54 1E % & DhRg 3% Eb i (CLer >80 mL/min; N=8) B J& i1 3% AUC #1 Cmax
Ay hn 1.5 A 1.2-% . £E CLer < 50 mL/min 3% 80 7E F B AT B e 2048 .

LW EARH

FEPRAL, B JE A CYP3AS [ — MM AT LE I PR L SEBLIK B ¥k /& CYP2B6 — i 3711 o
BT e Xt Hott CYP (7] Ll A AR /AN TEHM IR F o A MR 7T ¥ 7R B4 1A JE & CYP3AG (R4 -

HRAE K B — 0254 AH ELAE R IR HE (N=57), 4 58hiiaje &5 0l e, —Fhas CYP3A i )
BEA 25T I, BALIA JE i AUC Al Cmax 23 BB 0 2.7-F1 1.4-15% . T4 B 242254050 J12% (PBPK)
BAUBAUSR R — A BE CYP3A kil 551 (FRURE ML) v 364 B4z 1 Jé ) AUC AT Cmax 43 5l 2-F0 1.1-
5

AR B — T 25 4-A0 EAE R IGAE (N=22), M EFIE S5FIAET, —FiaE CYP3A 5715k
FH 45 F B B JE 1) AUC R Cmax Jl A8 40 51l 87% 11 71% . FH] PBPK A5 S4B $2 7R — Ff B CYP3A
AN AR AL) T BEJRAR B 457 14 JE i) AUC F1 Cmax 4351 50 - 60%7F1 20 - 30%.

RANIT 5T B s BB IE JE J& P-gp (YA BCRP, OATP1B1, OCT1, OCT2, OAT3, MATE1
1 MATE2K FIFMHI57, A0 X 28 K B I R AR 2%

12 JEGREEEY
121 BRE, RERE, £FH1ZH

R G F B JE BEAT B LI 7T -



BRI B 75— PR S RS FEI L CHO AR E — S Kk RUFBE O R Bk
o T80 R TR 5350 B T B4 5 SO0 B 10 5 260 5 S R AL
St BRI TR NS A TR G . BB 75 A0 1 S8 (Ames) WU AT B 1

E—IAE it sed, MR R DR biin e /£ 77 & 0.05, 0.5, F1 15 mg/kg/day 3%/ 14
RMAZBCHT EUEIRAEE—E, EFEEZS 15 mg/kg/day(BHA 4 & REAMHEEFIENRE
(AUCO0-24h)%] 11%) X A2 BL A T 71 T6A B 520 o

SRV T /0T, LB 7B R L 40 mo/kg/day (14 4 21 586 15 A5 )
MR E(AUCO-24h) 192 T9) %/ 70 RILHLME 77 TG A SRR B 0 B R

13 ImpRHBT

TEA el PR BE AT 2 1 A2 5 2R 2845 1) BRCA(gBRCAM) G Hi1e He 8 (WF 72 1) B F A0 b i 7T
Lynparza f97 2. & 3Eg N DART S H 3 BUE 207 267697 1 137 A Tl &), gBRCAmM AH%
IBEON iy B BTG B 3552 Lynparza fE77) & 400 mg &K 2 IRVE N HA 253697 B 250 E R EoR
REMY 32 O BEPE . WF 705 1% 8 RECIST v1.1 Pl &4 & B % (ORR) Al 2 Bz Hif ] (DOR)

BEWIP AR A 58 %, ZHNEINE A (94%)F1 93% 4 ECOG PS 0 B 1. A E eyt
FE, 7 97%(59/6 1) X ILAE i 7] 15 21 (1) H 38 AL JE 28 BRCA S8 ARIR 2S48 [m st 14 3ot 73 [5] 12 Wt BRAC
43 Mt CDXTM HiE, ‘& 24 FDA #itil N Lynparza 1697 %4 .

RS HEERBEWII 1TSS

RS WIS | 8% 3 MR ES ATHLITRBRE gBRCA BTREM B E B RN R NATE

N=137

| Bk B R #(95% CI) 34%(26, 42)
TLEM 2%
o R 32%

o 4L KAZ B (8] A #DOR(95% CI) 7.9(5.6, 9.6)

14 qnfa i/ B
14.1 B 5%
W AFAE 25€(TTF), AhHE RYFE 15-30€(59-86F)[ I, USP 45 =] -

Lynparza /NS4 5% 5 2% KT 40€ Bk 104F. WPR4E Ol 2 56 T IR KT 40 50 104F A E
T o



15 BHEGHHEE
T, FDA-$LE ) £ 25 U B (FH 245 F6 79)

o hIR S HHIERE M A Lynparza W7 B A4 245 779%:(2.1)]. Lynparza B AR FHAER 2 K.

o 5 BF WA E K — 7 Lynparza, ANERZH R E K2 RAR BN & . b ATTRL7E 8 B IR A A
TRIEFHE. NERGRRE, NEE, AR, SETTRE. BFEAN ST EL Seville £
AH Lynparza.

eMDS/AML: L5 BHE WAL Z RS, Hfs, KK, EERE, BRI, #h, i,
A, JREGGEIL, FI/ERSEEG AR MAE M A, B B L R AR AR PR A . X T RE I
T B AE G B — P 1 AN B R ) AR R AR R SR G R (MDS) B S R M 1 if
i (AML)H Lynparza 697 & o 8 #0E [ L& &5 M 2 3 00(5.1)]

offi#t: L BHE WA AL BNFICEIR AN HE TR, K, mok, B SDE R T AR (R
PRALE [ I RNy R ET(5.2)]

o IR YR A AW J1 L S0 Lot N L AR R A 2 A an i AT SR AR BRSO IR R 5 0 Pk i
G ) LAE E AN R AT IR RE [ WA R ARER A (8.1)]. -85 E 4 E L&A Lynparza y697 #1181 F1
X 425% Lynparza RIXFIE G 2/ 1A A {8 G R0k 22 [ 0225 Ay = 5 100 (5. 3) FIARs ik N Hh 4 A
8.1, 8.6)].

oL B A B YR Lynparza I ASZE0 L[ 0k B 48 (8.3)]

o Lo/MRNE . BT B RS2 Lynparza 8 2 B R R Co A MK e 2 SR A AT Ik AR
PAERMEIROE R S TR B P VR T %



