SRR A 7 A SRR T
TRk 27T A BRRE - BREEEESBEEEE

BRMEHEF  ERR 274 T H 22 H (K) 4% 5 BF 00 o ~51 6 B 40 &3

B BT HRADAT 4 v 7 A 6HEHHES

HFEE HAZRE. ZHaIZRE. JIln, B, J%E EMA. A%,
g, ki, BE@, \&F. THE., A%, AKX & BEHOEER

RIEE HE, faf, +EROFER

[ 180 : 188k OBEERIFC O FHR 2]

@ iEEBRDRERMIZONT
CHHIRR A (BEE-OMH)
ERE 4 iz >R, BHREREER ICEEL

@R DREIZHONT
- FREREERTSE c 5 (HERE - 0
- RREISHAZE (BBRMFZ) - 14 (BEE -0
- RARBELAZE BE) - 1
R T HIZOWTIE, BAMEFER IS,

[BOE . 5BRIZOVT]

@k 27 £ 7 HHLUEBFEIZHOWT (#Hi)
-IEBREEZER LY SHoEEEFE GRE#EEER  H27.7.1 24, H27.7.15
61 IZoWTHERH T,

Q@B ORIz ONT
c—HEE 214
- ST T
FER 28 HOEE IOV TIIENMEEERICRE,

O ZeHEFEREFIZONT
- RBEKIEE L VREEINEEEERICESE, BREMEL TITY 2 OF LI
D CER LT,
FENTHREL-EEREFEFERIITHETH- T,
SRR Z FO R,

@7 DO FHFIE] _Ob\“c
cE=F Y TREBICESE, BREME L TITI 2L ORLEEITONVTERE LT,
BT RIARIC E%JZ

ERMEERREBICESE | BRERMIEL T 5 I L ORI OV THERLE,
BRI BIAE I R

@i THREIZONT
-6 HRBHET (k) MEDFRE SN

@ Dfth
< 1 O EME S EREE L ST,



HEEE GREBEAER : Erk2747H18)

E E 2R DR

g g g
] MSDER AL D IRFHIC X AMK-3475 1 AR =Ml B EICET AL ¥ — 0L E R
WEHL | /IMAREAER

P

k KAFEEXRERXSHOKEIC X S L [15% 5 HEE B OB
HE2 |-/ MERIEEHE (DLB) %% & L1
AD-B1OND Z 348 3 B

R EE

=
s




TR FR RaEEER  SER274E7A158)

# B S T TR
] NSCLCSE =8Btk T -NHI 7 7 « 7 = 7 il [T6BR 5 TR E Fn o> B 0 Eo
AL | LR AR S T A (R
BBERE IO k)
5
REEE
BEAS—F 10 ) —HRASHOEBIC L |TBR S HER OB 3
MRE2 | A I b/ DA E
e,
RiEE
A B R S 2S tE O (R M 1C L B HERZ IS T | TR 58 45 F [ B 00 B ] e

B3 OFWAREXIERLED - KIAFEE
Bl L= BIVIERR

TAPTERARARHOEEC L2 (BAARCR I MR EONE (EXLRERBEEREN &R
B | EBEERONTBREE S L LD (BB A (ERFY| OLEYEIC L AHKELT 7 1L

IHOF 1 /AR — hREDS)
T A
MSDERR St O I L AT NHBRINE 755 SR ER 0B TR
D  |Awtg L U7oMK-3475 SSIFHER
E A
L A ,
PO R R S O REIC X 5 I5/ R | 755 4538 [ B oD B Al AR
HEC fERE (BELEE) Zxgd Lo
PDL3280AM &5 I #H 3% Bk
A

MEEE




THR2TETH  BRRR - BREEZES

IRBRHME H : “Epk27407TH 220

#® ER T L 9 i i
Regenerontt ™ fEHIC L & ¥ A m & AN HEBRERIEESOBREEGRICESE . 5% £l 4 FEE
L BV E A S L L 7-REON21T6- |Ic oW T L7,
C[BFEF IR IR R S T bR AR
EL e
i
B TPHETERRER DKL 2 F BRI ESEOFEEERNCE S X, 5% 0 £ m 4 R
W2 EHA/BEERGL L1008 lconTHEHE L,
TFAFAER
7
Eoiys)
| A RS ORI X 5 IE/NHTE BB ERG I EEOEEGENCIES T . BRO Ei o m A&
SRS Y (ERE L) %%l LI T L7,
MPDL3280A 0> & I #H 34 5
A
Hrig
Tt Ty e RASHOEHICL S |(FRERNHESOFARCESE, FROEROES EERR
w4 TR E LR T R R F A R L I TRE L, ( MEIED ETTHR] OFME - Pk
L 7= INJ-56021927 > & I 1 3455 [RIERMCEO EIIETE)
$K




VR2THETH KRR - 1hREAERE S TRBEAAE I : SFERE2T4E07 H 22 A

% W Fo 7 oo AL il R

AR =F ) T —HASHOENCL | BREEEEoEdE L. SlE®EE R L i+ 5 2 TKER
DTN oA B HIE R E L B b | LD Z SRR L,
L 7zSolanezumab (LY2062430) ¢ %5 I #H
B (LZAO)

EBREKBEE T S WA €T Ca—7 17 |[BRELEN LTS THEMOERCH LT, 7 xfx #
A AT ORI ST 7 T — ik BB ERA S - &m%jﬂ:%ﬁ% % e
& L L 7-AT1001 00 56 340 34

T
oY

Xy I R OEBIC L B AR ERE E L RN ERACEOE R c LT, AaEx AR
'ﬁﬁmﬁ(muJUﬂH%ﬂJ/N&E#%%xkﬁ7‘&®aﬁﬁ%%$bto
mds (ALL) o3 2 %% & L - AP2453
ADEPIEFET /1 % i i 3 7 9F 5 B

Yot Ty - RASHOERBEIC L L REMEER CRBR N E a0 ATl <. 818  &@ |
wmaﬁ%ﬁ%ﬁ%%%?ﬁﬂ%@%Uﬁ%m%%imf7“&@ﬁﬂﬁ%§§bﬂ
7w FEFEE SR L L IZONTO1360) [T |5
] 55 I 4 34 B

Vo7 v HRASHOEKEIC LS RBREREE R TR R ey B0 A B ic L . Al K|
DMARD (ZAGBEHEHIME A R 3 iG B PEBI A U (e X 1SR 2 FHET 5 = L O BN M A B L7,
v FHEFE RS L LIZONT0136 O [EER
H: [) 5 [0 AH 3 Bk

Vot e Ty —vHRARHOKEIC L2 (R EHME SR R ENE s EOE R c LT, J= G
BUINF o 1 IR BEIE I 4 R iG Eh e e S IEBR A RRT 5 2 L O Y ST L,
BEET U v~ FHBE & %% L L-CONTO136

O [ B 3 [R) 55 T B
IALTANK s SR Fvati . [RREBEEOERILBELC. DZExBRE ERT 5 R

A A - v ﬁ(ﬁ%lmgﬂk)wkmﬁéﬁ%%%bt
A L 2 BEE R At - L
7-1LY2439821 ¢ 55 I #A 3= Bk

a2 tEOEEICL S 7 n— 2 [IhRERFFEE, Il BRI E R O R E SR L EO A HER
ELETFHEY & f7®ﬁfﬂl$ﬁuﬁ MLT, E'l%f"f;u [GLEe sy T R R OP T (L 3 AW

PARARA S ORHIC L oW EAE AR R EEL M ERM CEOEEIcEL C. 3 %6 N R
ZAtH L L7 ROG490265 0 45 #1345 BAET Db oY e EH LT,




ERTHETH  BRARER - tREEZES

IRBR#{E B Frk27407A 220

B it iH - EERA 1% R TR
— E?ﬁ{j'?jrr ) UF%%;%?%%%? f%%%ﬁ%é%%%ﬁ&?&ﬁb? SlEfmE iR is EuT 2 o KRR
i DT I A i B - L pEAY #ELI-,

24300 %5 340 A Bk
%I‘IED
SRR
) MSD*%}'I\“,%&W{K%EGCJ:ZJTJIT‘)//\Q:"’ EHRERIEE, REghALE, W roZEE,. Protoco o
AL —Eg;ﬁlﬁ%uﬂfc:&6{%,‘5&!%&;{1@%%—%1 Clarification Letter!lZBL T, Bl EH {684 Ehgd]
ﬁg;;%%L?‘:MK—SQSIG’D%HH‘E:;ﬁ‘é LHI oYM EEHR LI,
L W LRI
ol éﬂﬂt‘il%szﬁ%%t@fmiﬁicatZ)Tfl/ ?ﬁﬁfﬁbﬁﬁ@%&(ﬂﬁ?%ﬁi&ﬂﬂiéw%%c:ﬁ;ﬁ LT, 5] &k AR
FERHL2 é;ﬂu?%%g%uﬁﬁgéﬁ%k LT |EEBAEwT S Lo Y2 EaE L -,
= A fife PR FHEA
B
e MSTXi%%ﬂ:mﬁﬂ!ﬁiCiZ)f%ff‘ﬁtzé\:%ﬂ ?ﬁﬁé{ﬁ?ﬂ%%%@%%t:&f} LT, Sl&f&pRmsFids s R
SeRE 13 | seh g & L 7o MK-5592 45 T HH B I 2 B EDOEYEAEREL,
-
A
o MSDEEASRAEOMRENC L o RAMEFENE [RREBMEEOLTIHL T, JIERE R Zhat 52 &R |
R |4 4 b L - MK-5592%5 IR kg o 2453 oS A REEL -,
A5
EEE E
i LNk — o BAE T f TR R AR IR EE R 7R TR 5 2 & oMM #ELI,
i (BRTO) = & % B S NRAITARE DA |
44 g&‘dﬁféﬁiﬁm%ﬁ%ﬁ(ﬁ&%ﬂﬁﬂ ;P P e
A E
e _(?‘5%%%1‘%“5,%)\) 7‘4‘/51411/2"'- N TRBR ST EE AT, Ta5R 55 10 = il B OTR B e 7 50 2 00 48 0 |2 Y TR
HERE L6 ;%?I;;%;U /}Q%gﬁfggﬁ LT, slEmEmBeERmd 2 Lo Y2 EE L,
KFEIZCL D7 7 —RBE T
gL |FATI00I O IEE MR Mk i i 5 A8 (5
I AH 7 5%
WhAE
Er ZX?%Z%{L!%#LKEE%\&@{M,&L:JZ}&?J R ERGImEORME2OBMICEAL T, 5/ &= b5 % &5
FERE LT in%%gﬁ"%xfr%& L7-ASPOLSKOE | Hii+ 52 b oYUt a2EaH LT,
H e (3 g
HA
A
_ Yoty 7y —~HASHORECEL D [EREMEERCHEREMEER SO LT ICE LT, o % KR
#A 18 |CNTOI36ARA3002 (STRROUND-D) iABR K (K|Ei X i5BA 3+ 5 - L O YA EH L1,
CNTO136ARA3003 (STRROUND-T) akBk4 52
wn | TL-MEEY v~ FREESREL LIC

NTO136 D ilkfm % G-k (E 2w Fl - #%
A




FR2THTH  BRARE - IFBREEEE S

IRBRA{# A : “FRk274E07 H 221

# H 7 i i A ‘ b

Ty Ty v SO EHICE L AR ERE SR ORBR S EEoEF oL T, A& i
HERE19 [CNTO136ARA3002 (SIRROUND-D) #BR % OF|fh % iaBr 4 EHi- 5 = EOFYE A ERE L,

CNTO136ARA3003 (SIRROUND-T) 3Eh 4 5=
ga VT LB v RE LS L LIC

NTO136 D 55l (RS e - 7
ang g | W B ) O FRED

P77 RSO AT FE— |RERACEOEFICEALT. Sl e tBEd Ehid 5 - RIR
W20 \MER RS A 7t 5 L L 7-REGN6BS DB TR | & o 3242 Ei L7,
e
AT

Yok =S OREIC LD [TRBREE BTN T 5 mad CEER - 8 AEm) 0 A
A2 R (MO) EHRFUMERI LB B BMICE LT, Bl XS a%A TS - L D 2 1 A

B A4 L L7, ARN-509 O ZFEEY, |# L7,
P T AN, ZESRKR, 7T EREAME,
IEE




qzﬁiz7iﬁ7ﬂ Euﬁuﬁkh‘gft%ﬁ " (ﬁ%ﬁ%ﬁ%é% 1R8|§ﬁ1&jﬁ ;qzﬁj‘zz'(ﬁ:()ﬂqggg
B | F 7 i a0 4 EHEER
A TUVARL s v A ¥ = ARG HORHE AR EEEM LV IRD S nWi-ERknaEEcE-Sx . ® )
HEL ICLBCRMBMAFRBE LS L LB (BefEL TiT5 - EDOFEBHEIZOWTEE L,
S-650032 &% T8/ X IZBMS-T900520 g 24
gy |BERT LAwRE ST S EY BN
ke 7
wrgo s AIAT T RASHORIBREEEM LV R SA- ERRRBE ECESE. 5 %R
2 IS LD Y X v TIREIRBIMB-NIL (B A Mk L TS - b o3y DWW THEHE LT,
BEZHNBLLEAZ Y AT B L
g (USSR RATFORRARREE N H LR
7 W AR IE 2 M3 2 [E B 3k R 45 AR
o e 2 | PR DR AR
_ AR S ORI X D RGO [ TEREEEMm L ViR E X e xﬁn#zﬂ%ﬁn EICESX, H B
HERES  YCD20KBPE TN F A K MBI U o o< BRAHERE L CIT2 2 L OB Yo~ THEH L7,
JE (DLBCL) # %1% & L /=RGT1590 % 1
M| R R A R
HEfes A
7 TAMZERARRSHOEEIC LA |1E% & LEa L VJ%‘?;HJ SN ERREHEEICE S &, A IR
WA BRI % & w5 b L7-MEDITI83 00 35 1T |8 4 fikies LTITHZ e OFEEICH>VWTEH L,
A ER
£
b o
A REBHRR XA TLRIIC L 50PC-14597 [RBREMEM LV RIS ERERBE R ES 5. 3 &z |
WRES (IMD(7 U &7 T — ) oM | BEE B Ak LTI o b UEﬁH_OWT%ELt
ME RS E L SIS R
4
b o
e BAA—F 14U U —fk&oikiEc b %ﬁ;&iw;w%mkntxmﬁmﬁﬁﬁhﬁd%\ﬁ R
RS | BT YN ik R LLY206 [BRAMEEE LTI O o L oRu oW THEHLE,
24300 5 3FH A B
EELe
e
J (RBRENEERAN) Z AL FAAZ . FRBREEEME VRN SN ElE R s E FIZESE . H THER
AT 5y2+ya+»-yvﬂymﬁéﬁm%%Mﬁbfﬁa_tmgﬁ&_owfﬁﬁttu
KL A7 77U —WimE45me L
#E |TZATI001 O IEE M B Hliker % 538k (4
_ 1 #H 34 5h)




TRRTHETH  BARER - IRREAZES

IRBBAfE A - FRE27407 A 22

% m E RO FEER |

) ST AR Ty — RS HOEHE [ ZEEEREIIET A WEE (BB201546H 180 (T B 3]
HWEL IC LA BEEMMEANT A SRS LA [16%) (HE2015ETA2H (FE11675)

MN107 (=mF =) OFENFERR
H
ek
_ ST 4 AT 7 = RS OKE ([ ZEERRFICHT s MEE (EB201647 H 1A (&A1 KGR
HEZ [T L BHSPPI00 (T U AF L) OBMGL(6F) | B GEES M- 5RER (FEFE20154E6 H 2

REBELE TS L LB IR SR ENIZE)
it
/et
: SONT A AT 7w RS OEKEIC | Z e REICET 2 WEE (BEE201696A 120 (F &L G
WS | D O A KM TBAINATE U L [16%5)  (FEJE20154E6 A 24 A A E 165

(DLBCL) % %[ & & L /-RADOO1® 5 M40
e |HR
bk
, BAA =74 V) —HRASHOEKEIC L | ZEERRECHT 2 8EE (BB201556  17TATEL R
MY (BT Yo~ —BEEERE A AR L |167)  (PEE20154ET A 1A AT B 1675)

L 7= Solanezumab (LY2062430) @5 114+8
im0 B (LZA0)
- enied
_ ZUARN v T ARAREOEH|E R AT CHT 2 WEE (WE201646 A 1SH T EX TG
#HES  IT L BClazakizumab®D B IS THIRE  |165)
K/ Qe
] TUAI 2 Y- AR ASHOEHE | Z oM RECEHT 2 8EE (HE201546/4 188 (FEX KR
HERHG W2 X DClazakizumabD S HIFE T HARE 165
3
/e ch i
o TAT T AR RS OEREIC L AN E EERE T 2R EE (WE201654256 H19A T 2L B
AT LI ERE A R LT AMDVII00D B (|16%)  (TEE20164:7H 6 1 B 165)

[HHA B

KA
g A
_ SNT A ATy = RARHOEBIC | EMERE T 2 WEE (WE205F6 A BT EL| AR
WS | L AEMLMAERE A B L LIZINCA2 [165) (FEB20154E7H 2A (=X 165)

ADE T Bk
S
e
, Y7y —~HASHOEKBRIC LD [ RS ICHT 085 & (HE201556H 230 (TE5 R
WA (hESEN S EREOITEH O 7 o — Lk |16%)

FaFxE LT HUstekinumab o F AR HE R
RIS SR e OV o R &

BB & L 7 AR B 5




FR2THETR BRIARER - InREERE S

IRBRAfE H : SERE27T4E07 H 220

-y oM E il OB T R
- Ty A -HREHOREIC L 5 BB | E SRR ICET A mEE (HB201556 0 198 T2 iR
L0 (KGR A AT HHBE DT D MERERE|167)  (BIE201547H 308 (& X165
& L TECP-690, 550 & O 5.0 £ i 5%
sl 3R, TR R, EiEAL, S5
o, ST R b B
A
) 77 A PR SH ORI L2 PEE (R MRS CET o WEE (WB201546H 190 {155 e
HRALL (205 BE OB KRB A 2B T 5 88E(165)  (FE0154ETA3E H 2R 1675)
%okt G & L 72 CP-690, 550 % Jii 3% 1 (7
e JEERAR
K- ae oh B
, BRSO RBIZ E ACHRIFR 7 A |2 THERECET 238 EE (ABE2015456 130 0 (&% KER
L2 RGNS AR E AW E L L|16%) | EEAAEHGICIT o MES (HE0154ETH
7=NIK-3330> 3 I /A A 5 SHfTEXI12%E)
H
ooty
Iy RS HORMIC L BIEERE T SR EICHET s M E (JAE201556H 161 (T & &R
RS |MEE M (CML) SUEPh+&ME U o /S [16%5)  (PIE20154:6 A 26 B {2 1675)
M (ALL) B & 5% & L7 AP2463
0 [AOENETIEERHERIESHER
Ak
_ T AP HRASHOERBEIIES 70— | ZoMFHEICHT 5 @EE (MB201656 198 1 EX R
R i B L L72CP-690, 550D %I I |16%)  (FEIE20154E7 A 3B ER16%E)
HERE (FESEH)
5 i
Frd a3
_ Yot 77 —~HRASHOEKBICL S | R eERECHT 2HEE (WE201546 725 0 T &5 TR
HERA LS |DMARD | iAW RN 4 9 i B RN U |1675)
7w T BE g L L7 ONTO1 3600 [E 5
e | [E O I AE R SR
frgaoaia
‘ Yoty 7y —v AKX EOERBICE D | ZEERRECHT o8 EE (HE20159:6 A 25 B 18 &R
HERE16 |DMARD |ZJRWEIRHLIE 4 = iSETERIE U |165)
v FBE S L LIZONTO136 o [E S
dem |4 [E) 5 I AE A Bk
At
T Yoty T7ry—vHRASHOEEICLD | ZEHERECHToMEL (WHE201546H 250 (TER Fi)
AERE LT [HUTNF o 8 10 T IR IR IR M 2 R T ISEME [|165)
BEEN U 7~ F B & w8 L L -CNTO136
e > [T B e (] 45 T AH 34 5%
Ergdta s
_ TURARN A ¥ ZRKGHOEHE | Z GRS T 2 HEE (WE2046H12ANEL| &
WRELS |IC X ACRUBMERTRBE L RS L LABM [165) (FIE201546 198 (4 ER16%5)  (FEE2015/6 A
5-650032 K% T/ X IXBMS-7900520 i A5 |26 BT ENI6F)  (WHE201ETH3IA R 16%)
sh (BAERT L mRE o] T A RYBMYH

R




4:52274157)3 Eﬂﬂ ﬂit%ﬁ% /ﬁ%ﬁ%ﬁ%%\% [RBlfﬂ{ﬁ:H ER2TH0TH22H

&% = o Inﬁmwmg FikiE R
T50 7« AL AT 54 v HRBHOK AR R ET o5 E (HE205E6H 8AMELS| &R
19 %]’q : J /ﬂr/vw‘ FEHEHTMEB-NHL |1675)

xi’g%& oA » Y e s T
e U“/VAZ%/W%%&am/JAA
F L BRI v A el 2 [ R e [ 455 10 48
e (BRRR

, A RO A FE O IRIIC L2 RIEH O | K SV RS C T 2 865 E (EE2015456 4 26 0 (7 &5 KR
ARE20  |CD20BE O E At ’UH\H%HJ’F'BWJH‘UJ//\ 165.)
M (DLBCL) % %% & L7=RGTI59D %
dp | FRER PR B

Fretk
_ MSDER XXt O IKBIC X 2 I/ MMAERAER [ S RS CHE T o EE (FEE201656 A 22 H (& @
iERE21 165) (WE20164FE7THTEFERICTE) | BEELAHESES
BT 5 8EE (HE015FETA9A HEX12E)
gt
] =2 ﬁ?hﬁﬁeaﬁujﬁ%’rﬁ##%&m CEMERBREICHT 2 WEE (WE201627 A 7H {1 (=) # e
22 |RRBR (JEBRBNE - EAEA) K16E) | BEREAGEFRICET LE®E R (WE016F7
H2H (=) &EX125)
F ,
mon | S ANX R T XT AT [ RERRASCHT S WEE (EENGFCABANER| AR
HERE2Y |V AU SH GRBRENEEAN) 0165 (EE20154ETH6H HERI6E)
gl L AR EE R A R L L

MoE 1721Y2439821 00 55 I AH S

R SHOKEIC L ABREIFR U A (L EEREECET 285 E (HE201546 4 30 A 1 2.5 B
A2 LR EMERT B ARG R E A R L L]16%5)
7 K-333 0 55 I 3 5

_ MSDERASHLORIIC L 2 WA MR L | LR @EICET 2 WEE (WB201546 190 T #.C R
FRRE25 | L 7oMK-32220 B IMAEASE . RORMZ |165) (Elﬁzowﬁr?ﬁaﬁf#%maﬁ)
A S R AR

, T AT 7 ARKE O I E R L R MRS CET o mEE (WE2016E6 7268 (1 EX FE
HERH26 |7 ASP36500) &5 THFH 34 54 165)

_ T AT EOEHIC Lo E | Z R HECET 2 MEE (ME2015568 190 1T X R
MERH2T |- L EEat D22 MR A S Y oS |16
PE B M A et & L 72 PF-05208773 (CMC
| =-544) O B L FER




FR2TETH R - IEFREEZES

IRBEAfE H - 27407 H 22 1

E e AR OB

HAEN—=UT o H—o 5 LA LS
O ML L 2 BB B O i R A
B L L7-BI6T2T 0 & [I4H B

TR REICET O®EE (WE201F6H 1ZHTELN
16F)  (WE20164:6H 290 (&R 165)

HGER

SESEOEEICES 7 o—1
L L7 HY AT OEINHER

iy

EEMEREICETIHMEE (WE201646 H 290 (T ELA
16'5)

R HE G TS L O IRBIC X S TAS
LB PR R E A b g & LR
B

HE

AW CET o MEE (WIE201547 H6 0 [T EL
675.)

FARERASHOER: Lo e EEE
%t G & L 72RO5490255 00 45 T FH 54 &

AR

et ERSEICET o s &
16%5)

(PETEF 2015456 H 23 A fF &L

TRGRE

U T7THETEMSESE ORI LA H
IR KB R E L R b 72
06 ( AW 72 ) OFEMERRE RS

ZoHERECET 2 HEE (AE2016FE6H 170 (&R
1675.)

R RSk 1Z 1 5 0PC-14597
IMD(7 U &7/ — Ly o M =
BEEHGLE L EMHEIES B

ZEMFERECET oGS

(FEIE201586 HoH &1
65)

AR

BAA—74 U —HKXSHoEHEZ L
HT o v —di& 5t L L-1LY206
2430@%31@%&6%&_

TR WEICHT 285 E (WE201646H 170 fF &L
16%5)  (MIE2015E7TH 1 34 EU16%)

Yrery7r—<RASHEEC LS
P EPOCABAM LR T8 3 AP 00 350 B e e o
U SEERE &S & L7-PCI-327650D
EIEEEN

HGER

ZEMFEREICETOHEE (WE20165E6H 25 A T B
1675)

3

AAS =74 U —HAESHOEHEIC L
ey

I b/ 1048 3 Bk

ZEMRWEICET 2 WEH (HE20158623 0 f#X
165  (PEE20154E7H7TAFERICE)




FRTHETH R - MREAZES IRBIAME I« FR274:07 A 22
B By L FlAER |
iy, |BFIEEEX U CBRREHEKEO Y 7 7 = | ZRERRECET 2 WEE (WE20656H SO T EA| &R
ST | = TR A AT HeMetERBOUIE |16%)
TRENT MU 5 iR & b % 2 L 7-ARQ 197
5 | OBIHEEFEAL T 7Rl _dS
o Lk e B
Atk
_ MSDERASHDKBIC E 5T A YA ~ (LR HRE T 2 WG H (FIB201546H 22 0 (T B TRGE
38 | —HUZRAHE(C X SRS AR E A 167)  (FE2015ETATE R 165)
FawtBe LIMK-8931 0 BN &S
MR A B
(g ok .
) TAT 7 ARERASHOERBEIC LA [ ZEMBEHSCHET IREE (BEEB2016556H 120 (T EX ]
HERHB9 SPO113D T ITHIRER 1655)  (MIE2016FE7H6H T ERI65) | HE A f 3 g
R HESE (BEE2014FETATAFERIZE)  (JEE2
T 01587 A8 A {1 EX125)
gl
Ty 25 T LRSS AL O BRI X 5 RS |2 R R T 2 0E & (WIB201586 0 11 A & K|
AEREA0 MR R E A4 & L7=BAY 86-5321 [167)  (FIE20154:6 A 25 H fH &£ 165)
O E AL EITIL/ IV fE R
=
2
N TR ASHORBEICE TR | ZeEERS CET WS E (ME2015E6 4 170 (TEx Y
ARRHAL B A 5 L L 7=BAY43-9006 0 4 11 FH 3 [ 165) (EF20154F7EGE{T£It165:)
I !
$E
E-de ohid
] HT b L EpARPZEAE (VOD) DB FIC BT % | Z MMM ECHT o REE (HE0ETASAH (E)E &R
REAZ \HMER & UV R R R AT D R R | K 167)
(& PR - i AM AR B RS B - R A
#hL )
fraceaid
B O RBAZEE (VOD) D FRHIC BT 2 | B MRS CE T A 5 E MIE 20165827 H 8 H + (&) & MR
WREAY |F 7 4 Fu s A FOFEBES L OB SR 16T) | iiﬁ'%ﬂﬁ $%u Eﬁ"l"{)’?fﬂ?'ﬁfg (HIE 201647
B pmit A R A AR (kPR - 3 dn Hsaﬁ(l%)%z’m’r)
o R o PaTEA)
27k
R I H @I%Mi’;ﬁmfﬁéﬁ LG ECHEBEREICET 28 EE (HIE201556 0 120 15k &ZR
e 44 &kﬂ%&mﬁﬁcumw MlNoooz (30 16%?) (PE20158E6 A 26 B (£ X16%5)
0 mg) OFHIARL
HE b
RHES TERASHOBEICL 2 7 0 [ EEMERE I CHT 2B EE (UE2015464 120 (FE.L R
EREAS | — o OIRFRICHS1T D, MLN000Z (300 [1675)  (FEIE20154:6 5 26 B {f #X1675)
mg) IR




ER2THTH  RIKRER - tREEEZES IRBBAME B« Eke74:07 H 22 H

| iR O M el

LT AT v RARHEOERHIZL D | B EHFREICET2H0EE (WE0186A 268 &L R
HREA6 |55 1 /I HH I R 5 6%)

—

A BURPRGUR A O OBl K DHERZIGFE | RS IS T 5 WA & (WE2015%6 0 16 H (T 50| &
AT | O T AT HRLE O KIEHEBRE|165)
ERGFLE LEIVIRR

H A
bk
HRAXEY 74 PAROKBIZL 2V [Z R RSCET o mE % (FB201586 170 Ex S
e RHA8  |-1001 0§51/ T THA Kk BE 34 5 16'5)
Sk

Ay to— ) RASHORECL F | EEEERECETAHREE (WB20150E6A 220 (TEX P
HREA9 (B E A NG LISTH-3020 SRS [165)  (FE20154E6 H 29 A (&R 165) (P 2016547
6H {EX16%)

H gy
2otk
BIMEE L ER A OB C L a7 L [ B e R E T o e E (WIB201606H 160 FTE%| RER
RS0 (Vo g v IR E A AR L LIET 165
~81TMAC BRI 55 11 #6 5 B&
7tk

MSDHE A= ORI L 2R EEE | X eHEFESICHETAHEE (BB2015F7A60 (TEx] i
HERASL | A %t b L 7= MK-559245 1A 5 b 348k 6%.)

MSDER X RO KRB L 2 R T |2 S W C BT 2 mE & (P9 201567 H 6 0 {251 H
B2 A b % b 1L - MK-5592 45 LAA By b 24 B 6%5)

i
At
FARREIRATE O e L ST /0 [ R R BT o WE S (MB20ETI2EFERT| AR

L3 | W v — R E AR L Gantene |65
rumab @ &5 ML #H 24 5k

MSDER S HE D IKEHIC L OMK-5172 R UM | Z M FmE T o ®5 2 (WE201687A 70 (451 iR
e RADA [K-874200 3 I /AR 2450 65)




FR2THTR  HRHER - MREAZBE S TRBEAME H - TRk274207 H 22 A

i il T i i OO el
k%@éﬁ:ﬁk%’-‘*ﬁ@fﬂﬁt LT AN EREERECHEHTZ2HESE (EE20FTHSA T ER] | A
W55 | = — BRI D TS E A 5k [65)

Lf_op(ﬁmswmgﬁmwmﬁ

E- U
2k
_ TAT 7 AR SO REC L AB | A ERERECET A S EE (WB2046H 22 [TEX | )
HREAS6 (fi U v~ F 2 %t% L L7ZASPOISKO BT [165)  (FIE20159FE7H 6B (HEX165)
iEEN 1)
E
At

7 TAT T ARERAZHORBIC L M| Z 2 EHRECET 285 E (WE20155F6 422 A &K A |
FEREST ([ v F A% L L7-ASPOISKOEN [1675) (Eﬁ!ﬁzomfﬁmwﬁiim?)

R ER @D
e ol
; MSDERA X tE O RIS & DI/ NI |Z S T 2 MEE (WE201586 7 18 8 (£ &2
FRAESS | % wt Gl L 7oMK-3475 A B 16%) (FEIE20154E7 A3 H A& R16%5)
E SR
3o

YrErT7r—~BRASHOEKEC LS | BR _ﬂq%&z CHT 2 mEE (BEE20FE6 2650 (TEX i
HEREB9  [CNTO136ARA3002 (STRROUND-D) 758 &% (%167
CNTO136ARA3003 (SIRROUND-T) 8% % 5
gy | TLABM Y o~vTFBEE2HRE LC
NTOL36 ok fs 5 a8%k (b s el - 4

Yoy r—vRASHOKEICL L | ZREERECHT 2 8REE (FHE2015%06H 25 A {1 Ei% il
#ERH60 |CNTO136ARA3002 (SIRROUND-D) itBa & (}|165)
CNTO136ARA3003 (SIRROUND-T) 3B 4 o2
s |\ TUREEY v~FBRELEL L?"'
NTOl’iﬁ D G5l (TR

geqopy |FUW B U T FNED
T AT 7 ARBHASHIKHOBEMER | Z 2R RS CET 2 WEE (HE2015/6A 110 (T EX AT
HEREG1 SERELEA o2 2 3 HASPO4R6 O ARG, [16%5) (Iﬂﬂg2015ﬂiﬁﬁl BAMAERIE)
e *
A

P/ 7 AR OEEICE P EE~ | E RS ST A EE (HE201546H (80 [TEX )
AERHG2 (MO A NEEERM ) v~ T g R |165)  (FHE2015FTA 7EIH #X16%E)
FE L L 7-SARLIS3191 08 11 /I AH 3455 (
i (I - U e FINED

V7 A RS OREIC LD P E~ [ mE T o me & (FE201556/] 180 (f & HEE
RERAGS | o> [ A AT S B U '7'?3'-551%‘ Lb":—T) (PG 201547 H TH & 16%)
%8 L L 7-SAR153191¢0 55 11 /1 4H 3B (
o\ HEARL




- = 4 A

FRRTHETA KRR - IREEEE S IRBIEME [ @ TERk274R07 A 22

# = S T ' BT |

S LR A SO R E S AR E SRS T 2 ®EE (HE2015F6 3 110 (£ G
MNEBHRE SR A RE T 27 7 [165)  (FE201546 4 25 0 (TR 4165)
Vot 7 b RN 5 o Al 28 5% 5 R
MRz Lo ERSEOE SN &2t 3T
i 2 MWAEAL, A—T T~ B
vV FEEER
AAA—T0 0 ) —HRSHOEREIC L [ ZEERE CET B EE (BIE201556H 100 fF &L A
7 Il B Bt Féﬁ%%ﬂ%&& Lta’%mﬁ 16%5)  (WHIE20164E7TH 3 A 382X 165)
BN
N TS RASH ORI 2 ME | T eEE RS CET 28 E5E (MIE20165266 0 [LA{TEA &E |
AR A X4 L L7-BAY86-532100 55 |165) (V_EIJEQ(}IS‘EF(JH 25 H A ER16E)
I FH 54 B
V7 ARASKHOERBICE 27 FE— [ ZEERRFICHET 2 8EE (AE20546A 1A AEL| &R
PERE R e 2 5f 4 & L 7-REGN6BS DS II48 |1675)  (FEIE201654ETA 2 H {1} 165)
B
TAT 7 ARBREASHEOEBEICL S0 [ZEHEFREICHET2MEE (BEB201646A 11 A (T8 KR
SP0456 @ 55 1 1HH 4 B 16%5) (VHIE2015F6 A 26 A fTEX165)
T RGBS EREIC L5 N | Z 2 T T 2 M E (FIE201646)] 11 A (BT KR
HiliE 8 #H (R BRI 2t b LioM |1675)  (FEIE2016E6 H 26 0 (T EK165)
PDL3280A ¢ 55 I FH 24 Bk
Iy 7HRASE (BREATHEAN OZEEFRECHTAMES (NE20I5E6H 19A T EL AR
{EHIZ L 26S-0387 (Momelotinib) & /4 [1675)  (WE20154ETH 30 (&R 165
F D) F =T OFRERMERE R R
L 7= 3A Bk
KEAREREER S ORBIC LD V| E R RS T A W5 E (B0 H 10 FF B R
E—/NMERIZEAE (DLB) 2 %% L L= |6F)
AD-810NO> % 340 5 B
Yoty 7y —~ S OEEC LS | E RS CET 2 mEE (JE2015460 I8H (1 &L TR

T b B a4 — (BTK) JH
FHHlibratinib® RIBFEOBME U o3
B (CLL) Sgd/s U o283k U o9
f& (SLL) BFEZXGLE LW 1 ks

165) %ﬂu-az{*# (PITEE20 154E6 1 25 H {1 224165




SERRSTHETH BREBR-IEREELZES (AR T —72) IRBBEE A : ER274ET H 22 A

3 =) FhMmmolE s
hEE ) b BEOTTEI A A AEBE K (L2 EdsS CBd o8@EE (BE201585A270 f+E:0 R
SLRETY BRBEAGSRICIT) AT ETREC [165) (201546 H 108 FER165)
¥ L B BRSO R 2R OHZERT
ma e e L Lf’:%[ﬂg, £hERdkRE, 7
. TR, “HEEM, Randomized
ZE withdrawal 5% i 1




WERR2THETH  EREA5 -

L b e = A
hREAEZES IRBBAE A : FRE274:07 A 22
i #H = 75 i v O g R B
I AL TRERREO A DL R 2G| t=F | L THEBE %, BREBREL TS Ed  &®
AEREL R (EBESRNEL . BB LI ONWTHFEFHF L,
E o
F D

e | PLERARFIEEE (VOD) DIGHIC KT 5 (EREMEH RS ECESE | PREMEL 75 - L0
WREL BAES EOR R AR SRR | B ST oV R LT,

(P EE - 3% A B AE R © o it A
#wE )
Z Dl
AL ERIRETEIE VOD) D TRICEIT D BN R R LS. AR E MR LT -
WS |F T 4 T u s A FOEHMES LA

| B LT D TR LT,
2 S % BK BRI (LI PY R - 3 A
g [FBARL AT

T oAl




