CEEATIETER 122568 1 B
3?11532295 12)% 25 H

& ﬁ@ﬁ%pm‘ﬁéi£%(ﬁ)ﬁ %
I T

@Jé R - E%f?‘ré‘c% E%aa%ﬁmﬂéﬁﬁ'

'_(£=W A %)

EQUﬁvjxﬁ&%ﬁﬁi)@%@ﬁ% étofw%f§ o T

7Y RAwT (BEETHEL) BE (REA: YT TRAR ;ﬁ*%& 60mg) (£
T IARF o) E20WCiE, &B, 2HBEEFENE (RE/ a7
YU KEHEEEXIMEREBERCI2EROCEFESRHERSE S IR
B)1 EHEIIPHEL L TEMT S, MEREAREFE-HET KR U
T IR 2D ,) Ltk ZATT R FAEUT OV TR, BERS & S
EORFEOV A7 PEELLVBEINDZILEENL ZTOERAITH -
'Ui%ﬁ?ﬁ@ﬁﬁﬁ%:%ﬁwtﬁ(i5%%?®@%%%m®5%ﬂ
FHEAHLSBREWLET, o SRS "

-G

1. KFNZ->W T, AEREIZEL, ﬁzﬁ%u%% YX3eEMERREE L
f_ﬁzLEﬁ*ﬁéﬁﬁ%@%ﬁm WIE7 MR e B O ERS KR %4¢e LT
HLELEDT., TOEMIC _%ﬁ&kﬁwbiTo -

[ &R S

<SHBEEGENE (REY o 7Y REHBEREIMEEEEREERILS

EROEREBEERGSIZRD) >

1. EERY R FEEEEEOL, HOEERTLIZ L,

2. ENOBERBRBIBELATWE Z &b, JERFEE —EMBTARE
W ENELEMEHNBICEHBREHEEL2ER L. AAERBREOERER
FIPETD LD, AFOTSERTEDEICET LT —FEFREL, K

291228




i

G fﬁmﬁmﬁ% LB RBEEBES I, -

3. RAOBER. & %ﬂﬁr%mmrwﬁw TEFEICHEE L Kﬂ@)zﬁ% s
L owf%+ Lﬁgfﬁégﬁ ERfEobLT, i%ﬂ%@%f®“f_
W, HBE %ﬁbh%ﬁ&@ﬁ%%mot f@aﬁbnaip %Lm% '

,’z@tofzﬁtwﬁéﬁua & | : S

>y Kﬂ@ﬁ%i@&ﬁ %faxgm%@@ﬁmu$@a%wr@@ B

,A%*%@%ﬁw%ﬁajzﬁ TIRBBEOREYBEVLE T, AFIOR

#oiﬁﬁ%ﬁ%rm%fwjx&%ﬁﬁéﬁétb@ﬁ%@w_
CPELT MBAEY FUOBBNARATHILELLRET, B
 é§ﬂ§f%ﬂﬁr$% . AFIE S RTOIRFIC X D SR EE &
.ﬁofwéme&é%%#ffﬁékﬁzghiﬁwf\hwiot
R OHDIEEAANERET AHARE, VB D THESE T
DU FUOBMEEEZE LTS, TOMOER LOREID
 mT%%ﬁ@ﬁHi£%£%wtt% Kﬁ%ﬁﬁkﬁ%bf%tt<
'ﬂiok@mbzf o s | IR

fl I(Tﬁ%mxﬁ k#?Lﬁﬁﬁ) S e

ﬁﬁ@&% RSN ﬁ%%%ﬁkf%%fﬁé &%%D %t%%
h'(b\za'f_&b JA”FCDH—HHr PHERETHI L (<#ﬁﬁu‘?ﬁ%§~—ﬁm§@'§_é{§ﬁ%
r®&a>&urﬁk&@WﬁJ®ﬁﬁ%) R .

G)$ﬁ®ﬁ% LTI &ﬁ*%ﬁ%ﬁ®@%ﬁ@(%ﬁ @f ﬁ%@

- ) hEE‘L"Cﬁ“%‘f‘/\ ATV, BEERERLENEDN &I, &
BB, HEAORESOBNRLE TS 2 &, |

() BARKELETHEAS RN T, FEI. AMEEaI M A5
DoF e ERETAE RBER LT 7 F o oBMERR»EET2 2L,

Q) MEAHBLEERRGNRABRBLZ L3 IR0 T, BAKI+OICH

CETELIERMBEVCEMOLET, D wiﬁ& B RLE OB R U
FEASEIER7 ERMER L OB T CRETE DL, R

() BEREABEEREEDOY A ZIZ oW TREFRHA L, YERREDCTHEELE

%Kﬂﬁéﬁ 8 IR 2% T AR IR E 1T ﬁﬁﬁéﬁﬁﬁﬁ%ﬁthAhﬁ z%
WERZT LI BEFCEEE2E 2D L, -

2. ﬁmm REMEEA~T S o U RE, #ﬁmﬁmﬁﬁﬂrr@ﬁ &5w
He S EREHENFEIE+DE8rFER0d & T, MELOFIREN
EHREEZ LEDLD XN BRI ORFESTH L, i, KEIE 58

WAESLS, ARIRBER*RBIEIEHTRRNI 28D, KHoFD
%&@ﬁ@@%%%ﬂﬁ%®%ﬁ oA L, REZETHeEET AT
k.




%% 2017 12 F 25T (f: 9 Jg)

HREREMASHEY

%2017 4F 9 FISET (35 8 ) 876399

ﬁ&:mﬁn"mﬁéﬁﬁxz~st (G S) T 2 T LR

TRITT B Lo o O g ERRS, . A EEERD

R Bk 26 0 R ES | 22200AMX00316000

LFROHERICERT A L) Fill & -~ 300m BARILRE | 201046 6 fi

HEE - Eﬁ@ifﬁ ISk DER j J J Z ﬂﬁﬁ& g ik 0L 6 A

"“Zs & Ecuhzumab {Genetical Recombination) S | TREIB N 20179120
7Y A7 (BIETHRL) RlER EpsEa: | 20075 3 F

{88 - $E]

da ], ‘4\:‘ OFEFZ LY,

BRI TDIES

IR 4’L“"f§m£&”)o?’tfw~/£;f &, BTFoes -
J by 03
i T/.;Jx... F{ \‘?JJIIC WAL j i* 45 i.kn l‘.‘_d){}’.‘"-“ % ;m%i]

UR‘ rhi“f” ik

REMERBANTS D E VREILS T SHEMIMG
3?&&:&113&?&&&&@%%&& H‘%Iﬁli‘%ﬁ%&i}\ﬁﬂ“lﬁ

§
g
i

B
fid
w}
e
i
it
h.
2
T
|
v

ok

RO T, B AV
TGRS TR L B R L D

11 ""zf; L Tlime

g o 3

FEELPT L 2 b WEEEFH L 2 9o, FHD

$%mﬁ%%@&W%m%L\%K@ﬁ&éw'
Cob-0m M F T s LEL LR D, S
REFIE LD E T ARETERMEIC L AT

FHPER RS0t BB L b0 FAEE
HORIEFEEICRS L., BadfBgicydl
WEFBBTAI L, T, AFBREICELT
i, BELHEFTETABSEERVT R
FRBEREOL L L SLAME T TICRESR
BT L7 2Fr28EFETHI L, BITAE~
OEFPE I LTI, WiEERE, f 7
FEbEIHT AT & F - OEEIRRTREL,

%%&@&Acu%ﬂ%hmva%/@ﬁﬁiﬁ
Heao s ( [BEAE omEsR)

HE

e §“JJ T A

T’L?ﬁ JLIfi L0

S

0 [’5*' f-"' f’) ilJ & i
- E A E fiElJi *—‘ h éﬂzfé ér! @ B gk
Vi

FOEH R

« AR

SEMEM AT OE L RECBIT A B i
1. 7o—H4 A4 Py —EEICL BRIV, &
Ve DY R L EB I S ok
CRREREETLAIE, :

B

. RO B iERS
! i‘.";‘ WAAEEEZ bR, $ELHBAOMEISAT
~a NHBETAHELTLHIE,
L FFNC kA MAREREOCIIRZIR. Biakda
R DERSBIEBEIN TV,
[(#RIGROBHFIZIFRELLNI L) . AEHoBEEOEECY T A UEDREEE SR
1. BHREREEBREICRRELTWARE R TEL Ty,
BEHLBFRNDHS,] . FEHESC X ’OPM“I%"JIEE}WD T AT
2. ARIOS I LEARIEOREEO H 5 BE W, AFE F e Lga i B A M PEm e
WLENABFNNESEIERG, RROFIER
(485 - #4%) FELME-a BB L LT, KRiEE o8
- Tt FEEICHEE L. ﬁ@&ﬁ%$%uﬁL&%%ﬁ
1854 FHLA T w284 30 mLrh Lok,
HEEA Z ) A7 EETFERL) 0mg FEsi RN M M RBEAEERICH T 3 MR ER/hmMERE
L) AL PP A 263.1mg %@@m‘ N )
D URETAET R T A 13.8mg 1. FROEAICH o Tk, BAMRHESRETA
UrB—KkEFLITL 53.4mg RESE NI I FRIEm Y
1) 2 — 80 6.6mg REEEERISWEN-BETHELETAS
ik L P 72
pH PpHE.8~7.2
BB . . 2)
(e | P (RGBT HRE(Sme/nL)) | Rl T B AT v B O S

S R, T AT B M TR SR S B T BT R E LT
2 L DRHHCERD (T 7 22 B SRS T HBERC () BIER LTV,

i
-

At

1
1
1
1
1
1
]
1
1
1
1
1
1
1
13
I
1
1
I
I
1
I
I
b
1]
]
1]
t
t
i
3
3
i
t
3
13
i
]
1
1
1
1
1
1
1
1
1
:
B L2, ISR AR
Y 1
1
1
:
:
]
1
)
1
]
]
1
1
1
1
1
1
1
1
1
1
3
1
3
t
t
t
3
r
t
3
I
E
t
12
E
3
3
:
H
1
1
1
1
1
1
1
)
1
1
1
1
1
1



B - BE)
FERER A~ 0 U RED B A EhimEt
BE.ORAIE., o)X (BEFREIEL
Ty 1600 mgh H S 2 FET 5. AEESH, A
1 @@Fﬁ%'@?})lﬁ}?ﬁ%%ﬁbﬁﬁm Bt
7 1 EEE (EES D0 48 S5 TE00 me%
2817 1 @D BB THEEET b,
smiﬁﬂuﬁﬁ%ﬁﬁﬁ;ﬁL B :mm#@ﬁw\mmnﬁ
EOHH
.l‘.g.rh\ *‘*/? ])277 (Jgf-’-\?'l‘ﬁ??iﬂ.) J: L'C —Fnaoj

BETE, AFlodS b egst s 2 L
3?&5‘;&,&1}1{&@&&&@%!*%!? SIiEERUbNE

Aok

1. HEEEHRIC X DFMO—EAEREERLI L,

%«H#m,&muiﬁ“ﬂicﬁ HFIhAaZEdb,

A A ﬁ&ﬁxéﬁ}li%ﬁﬁ”fﬁ%ﬁm%ﬁﬁ%i&
T HLENNHLEE1T, M
P A R SR ORI R, Tﬁ%i’ﬁf;& A

Ak - ARTEEHET 5, OETESEEETI oL, BB, THEIVZ S
: i P L—w ERICET %?&"ﬁ?éht%@’(*%%
ERp AL ERE W HETTS A >
ﬁﬁ‘. .ﬁ\ ) AT T iﬁ.wj —— &b, HRHESRIEEONES E&:ﬁ?&%‘f'@”:
1858 Ll B 1ES00mg#k | - WEEFGERE, O P T
' BIETE4E | 1E1200mg % 208 12108 i
g - LR wepp | HIFHES O
18R - . FEIEER  HFHOFTENE e |
aokgblE | C1M900meE | WMESSARES S _ : iy !
o | EIECE4E | 1E1200mgE 23 1E s g 12 & 800mg ﬁm? =
Sokgbll | 1Ee00mgz | AEHES2URHE D e S00mg DL 1 1BIIE ™ 2 600mg gfjfuw 5
ACkg HIECE2E | 1E000mg 3 BIZ1E m{gﬁ{fﬁg 300mgll . | 1E12 % 300mg Ggg " i
20kgh k- 1EGOImg & i 1 B RV L Foe Y i :'
30kgHiH SEIECEE | 11600me# 238 1 T e B —
10kl | C1E600meR | WEEESLEMES S [EREOZEE]
kgl | WIETEHIE | 1E800mgE2IT1E ﬁ%ﬁ%@ﬁﬁ}gfﬂfgaﬁm f‘—‘g —
ﬁﬁmui 1Ei360mg % - Wmﬂﬂﬁﬁﬁ#b ﬁ%&%ra%mL$T<&%7%ﬁﬁéad “

ﬂ:osm ﬁf‘]“ FEE L FEHEE-AHRC-DDER
FUMT A EFELLRDL, 5 ICTERETE R (RN
K. WEME, A 7SN L 2R
EICBELPY < A ThkAS2,]

2. BELEENEE
(DFRAEEFEA~NE DY CREIBW TR, RAEs
(& DPNHARIER S O~ 3542 7o, 5%
ik LASSICEETMERNBNAEnsniss
DD, FROFE gl LABEICH LTI,
Bk 8 N, MEPIE M E O o {4 i A BEEREE
ROELEFFEEEHEL, LELELTEYRM

S, Iy AvT GRETERL) ¥
LT AHE800 med &35+ Miad 2, wEERS 8.

R A

AP DTS - Ehd n‘?riﬂu{ﬁn&&!‘, *
FD1HE (DEiEs b4 5106
1200mgézﬂﬁ&:lfﬁlo)ﬁq‘if»ﬁi'ﬁﬁiﬁi?ﬁﬁ‘f%a

E.ﬁﬂ%ﬁ%i%%diﬁ@&ﬁﬁ@%BﬁfFﬁ%

SR (5 %) LIEARY » 7 AT BT 5mg/mL BxiToc e,
CHERY A 2 L (B E0ES lomESE) () SEABNF MR SRR I BT, 5458
2. FHNEMS LA-EHET A I 0, HR LTS R MERS S sz Fy 5L,

CRELRLETIE25~45%, 18RERE Tl ~ 4050 2
UTEFEEETLY, |
BHAETZIL,

FEa D b WiHEL, KRORSEROES
EEEHTLI L, BB, AR LLBEICERE
DERERAMERENEHT LB ERFD 51

BHEOSE, FEICECT

WhbI b, NZATANL T4y P EERL

c’f
w

i%{’ﬁﬁi‘ﬁ&uﬁ'\%f)mt‘yﬁr [cBH 5% iR 5 o, BHOFKSRLE, RER2EARZEEOREY
. RHlofRREOMTIZ X U’ﬂ'iﬁc’J;gJﬂ»"{’E@“ﬂéi FEFECHEZL, LESLTAYZLAEZITI
| PRI RB LY, HSEBTETTAZ L, ; Lo
12, RHIE S MR 2 TICITE P LA R A R
: (LDH) EQETAED I, K #% 3. HEEH
E wﬂ%ﬁﬁ@%@i’ﬂﬁﬁ‘?% E, | A = bt
Skt - B T ! . 1
; ; FHAE |BEER-EEAR| BE-ARRTE
Pl RFIORPREOETFCE Y, It D R ; UMM, J ST
TEOMEFEE SN Lo, BEMMEETTE | e PR T TR
N L_J:., ; (RN TF Y| 12 Do CHRBIOME | ¥ 7, ARIE
i | P BT TS »fuw/%lm
i ' BEARIE LA HIOT 2
; e | vuz | Bvaeay @ l_cUJLELn_‘én z:
: = [ =2 oy : . f-‘*r X s;_ £
Thw, rEMEEEE AL, ; £ | ZoRmrtac SolETRLs
P2, ﬁ%}m@&ﬁﬁiﬁsﬁ&wm%ﬂ%k PR | : 3,20
OREETI, 13 A XOBRENINITE #12 |
b A E TR OMERG %ﬂtnéﬁmim% |
| JHERET mwﬁa@@m%mmwaaﬁﬁgi
Lo BLTE, SEEEmEEo Y 2y AT g |

5 UG EN 2R £ TIERONFEFREH LE




et

*
*%

ok

*

deok

4. E4ER
ST~ S B E VU RE
EFIEEERER O 20 #ch 27 §1 (93.1%) \RIEH RS
LA, b OB (51.7%) . BIHERGTI%N BT
B {20.7%) BT d o 1, (REP &f)
AR R 195 Hid 103 F1 (00.0%) I EEEN
ey bar, B O I51.3%), SR (42.1%) .
PSRRI (30.8% AL (25.1% ) TR (22.1%) R U
5% (20.0% )***cartm T o {EREERE)
FHERMEREEEERE
ENEHEEBR UL IR T £ T HED 3 ffip 2
BRI ARD bitl.2 09 L 1 FlCERERRM
Epk LR PR RO EES oL O 1 FlICEE
OB B ERLVE T AT R . DU IEE R R,
BLES ., SZRITRD L i, (BhEEE )
SRR RSB O 37E P 16H] (42.2%) KEHERAXFED &
&L b ol E M EREAAE (108%) . EF 81%)5T
ol Fh @l rOARY T 4 TREOIEF22
FUIHEESTFBD SR, b ORERG0%) B
{235 ) EEE (23%) . LSRR {(209%) ETh o 72, G
FEHEINE)
gmmmﬁ
EEtFREE UF R  ERESEREEO 123 61 (H
EALLPIEEE) a5 (65.0%) ICEHER D S Hh,
b OEER (14.6%), TH_(22%), F&EEg
{12.206) 2.0, (9.8%) , BUHT (8.9%) &8 '(’350715_.0)
5 6 FNIEENT 11 Fils 5 lemnﬂ{’ﬁlﬁ# A b BIE
BE#5(27.8%) FAFI (18 HEIE N

R

(DEXE
1) BEXEBRE {ﬁ)ﬁﬁiaﬂl,.
BTHIENHD

BT E
1B B T Y $ﬂ®?5h%ﬁ

TlE, HBEEAE OBNER (S5, BE, A iiﬁ
B, W, SEERREosi, 55, ‘,au-ral;;ﬂi\ 4%
¥, SRBnE I EofgEr+oiciF) o M
FREYAE R DIE AT, L:'Ei:.:‘f’%»"L o
HEOJ/ESSOFI L NEFITHI 2 & HPEEIC
WYL F o REELTHRIELER. BT
FEoiofiBo N T b,

2) infusion reaction (EFH) =y ¥, 7+
T45FL-ENRHLbNAZ ENH D, BELLE
Sl kAR oS Pk L, EREREFITS

(2 ED DA
DFo &) REHEAN S o bR G&10), ERICE
CTiesedldaid, EUJfFLBq%iT‘Ju .

10% B £ | Bk | R
A - FE | AR | B, Y v SRR
WANE | dre |E, BERTER
MR
ERC |- BB - Ei e Z v, EA
EERET
w - SR | G, |, Bk
sl in
Al EL. | LEEE|BE | TE. i, B,
- BRI
BLAERAREL, .
77 FHEOAgE. B
THE. ARG,
& ORI
ZHWE | B | WOR | . B 1 v 7 v o VR
RO B 5[5 TS| EhiE. N,
BERF fTs. 2| iEh i, B,
T, H | . . B
pERH
FFIEE |- . P e
> M5

ok

L d

Hk

et

o
ek

10%ELL T ki | sy

BiesE | BIETE A > 7 | HHA LA
[AfE A~
A, BEE A,
[ s ER A

Bige, bSRGEmge,
b AR, SUE
B R, B,
Bede, BISMEZL, W
ERI CFAGE G
g, ARy,
B4, Gk, 24
LA E S, BE
TRy, FLAUE
Fatkde, MEERGE, W
P, BRY A
A RRHs B

E T
NT P OY R

ALP b |C- 6
B, ¥y iEnigh,
F AV T
3 = JUES e e
. R
HiEREEE

FLERER,
FERA.
BT T
3 ORHE

B 7 AlEE.
EHFDT IR

e |- -

Mg, EAE.
. PEEIERAR. #5
. R,

BE]

P B
b g

FEESE [PRERE, B, X
v, BEERAPE, GEER, KEEA.
ok, BE | mEEE

£33

EF |- - MEERE {IEHM

¢ | AR, fiA L | PR, Aefbin,
R, TR ERRERS . iR
WA | B MEMRCRR

GZxn

B E‘dﬁ!?éﬁ: A, BRE.,
bR, BT, B

B

WIER - - - EEAET L LA

FIRE. I 0% T
£, BER

¥rg o |- - -

L

HEFEEME, 13T
;;E_. g, FRTEL

BERY |- - - PERMEE, R, H

wE |- - - =z, A, B -
5. [WiEsa. 19
HRE

ZoM |- GBS - -

EN BRESEERERERANT SOV RETH S L LA RAERE
COP-00, FEANEMIERSEEEN L RLLARNL b~y 71 7
2&”&6}?%&’5& Cil- onu}idh PIESHRINER C1 MSIMM

iéﬁ&&mﬁm@%ﬁQ L. nu%w&ﬂﬁ&aﬁa&ﬂmMﬁ

BRUEPTEHE TOMEIHERRL L,

5. WmEE~OEE

E(FrikaE, AFEE. 9&%‘%1%53
BROREZBELLENFDL

B TR IR
E)HFETLTHBOT,
?@EG:%{%'@‘% : &:n

6. 3. Bk BARF~0ERE

(1 ER
W HEREL T B RENS SE A, BEL
DI ﬁ:tﬁ#f"ﬂﬁ‘iﬁ’&mt[f]% LHIEFENDHEICOAE

B+ b2k, [HERPOHSCHNTLELSEEEILT
Wiy,

(2) 2355 :

FH OB AR, BRrhlgwslk, [FEiG®

PEIIM T 2SR L Ty



*ﬂ)Aﬂu;

e 7 ;J\j‘ﬁ%/\a)';y_% L : g
: _"f_’“’“i’ﬂi&?ﬂ?f\{ rerY /ﬁfﬁﬁﬁvﬂgiﬁiéﬁﬂ%ﬂ‘
B = s |

o lﬁyfjd\

L I ﬁ'y“%i%ﬁii ié{mL‘Cw&in‘_ﬁBﬂﬁ
BTN '

O Lﬁ%ﬂmnlﬁéﬁ%w‘“ﬁ{a&ﬁ T BVT, fEIAERE

CRCETEIR N2 5 A kiU %k%‘?&iﬁﬁ
_g__*é:m 7‘~u> {éﬁﬁﬁﬁb%ﬁﬁ%cw) s

R @Fﬁ_twmﬁi
E _.;_'(1)%%5% ' '
J’i%fﬁ fr'?)’c%“-‘f%fxzﬁ’ﬁm\ mz‘b
k(e 2.

--.i-ln::E: ) -

'}n)ﬁ@/'yjrn4?»wgﬂpimémn E

COURELN Y FEICENT A

2 2) BREBEAEN, DETFYBEETE (6%) RtiH :n'}.

L YAV R IR Ny T E_d"}Jl]L AH % EmghmLic F

R R (R LHOR
" 60mL, 60{}111360%’1“1201:11.. QOOmgO’) A

_ ISOmL
C1200mg A 240mLTH B )

| ..3 3 FRLAEESHTAENN N VS fiﬁ‘%ﬁ% s -

ALY BRDICERL, R, (ks v

*&nﬁ#&%?%k%h#%étm L THIL IR

BT Y
.4) B EoX N Lf_f&liL’?‘?ﬁ‘l R au_k i
CBoART %?ﬁfﬁ:ﬁ“@'%iﬁu
- 25°C TEREL 24EBDAIEHNT A,
' :'.5) fﬁﬁtt&ri&%—ﬁ& L-_x_(m].tmc’:% ;'Cfﬁ'IL_ ?% z
B o (I’Jl]f?‘-Lf‘lﬂ\,}; ) T

ﬁ%&métﬁbémw

BFHSARESE Lawna b,

IBWT, KHAEAER, R vE

H?Eiﬁ wiTH
_%mﬁﬁmzﬁbﬁﬁmﬁ&MLa__

BAAMI0mgDIBE

[ mmttﬂ@2~r

@'ﬁmww_

e FEARMEA M~ 701 o R S
o1 ETE AE, 2018 E S S ARF00 me 258

'jbﬁﬁmwiLf74zibaﬁ?a%@aL o

; {Eg“f@]\ SRR WIE,
-;3) TR L7 W2 185 ETlkas~ ~ 454, 18%1&@:&
CCI~ARERAT AN ET L 2,
.4) A OS RICBER AR L&, [’ﬁfm@%ﬁ
UMTCIR SRS R T A S A L s
_ ;J:’u\ %_O){d_-b‘i?ﬁ‘"%ﬁ“s"? FTEE

9, %azﬂm&**

1) ERRBIB u:rmﬂdir“ﬁ Ez&éht%"%i)*

N °F (W Ak N ?‘“Mﬁﬁtiﬁmr‘wﬁ I;izﬂ?i:ﬁ%amﬁ
Tk ”b%ﬁ?&#oto

-2) = ADIE - Ef:l%%é’:l:aﬁ%ﬁ(ﬁ{)mg/kgz%&m?mim
i ?x‘i‘rﬂfﬂlﬁ?'“%)i BwT,
7‘_

S Iﬁ:%ﬁm ]
-%i’?i&&%‘!’\’&b n E:./EBEE%‘

‘ERESERETES 007001 (AEGIS studym)
5’Lf’[:‘EHZFEJ-’\-’E¢’D Y RAEBE ST ﬁiﬁUGOGmg M1
ETEt4 B, Fo1#8M#EP SHEFN0mgE 28101
WO TR 5 BflRNIES Lzt i,
Tﬂ@JI’J -?ff&rLio E AN 5‘“3121@?&& .E‘cwij'%ﬂl[

BEERATIRY L

FEETAS

:2 ﬁ%ﬁ%iﬁ

lﬁmgammﬁﬁﬁﬁﬁﬁ

TR TN (/L)

B @WE&;&%&EH%:{?URV7GJHH *&f"?ﬁﬁ
o ﬂ?ﬁ*%&@#@?ﬂlilﬁﬂ@ﬁ%% {E!li29£‘?]'fé‘_>ofw

Co-001 CTRIOIPH stuy®)
RE AN IZAME00 ma®

il OB CELERIRPHE S L7 MO MiEd T
7N 4 1 I45, 143, 81ng/mL; %5 4 8

1130548 70pg/ 1ol %5 6 3885104, 348 65na/mL. 4%
512081596, 549,388 /mb. h~’§-263ﬁﬂ%=101 8+10 8
' -pg/m]..‘faoot (11-'40‘*-42)0 o

£04-002  (SHEPHERD “study2’).*:
"f’FTH&FI]’\;EﬁmE‘/B\’.ﬁﬁﬁﬁ%(g'i@])b T%‘JGOOmg’if :

c B 1 ETAER 4 [, 01 EEENSFH00 mgH 258 ¢
A0 1 EOHIE TR 2AE BHRPIEES L omiER 5
L OTBER. &%—1:@&*45 8:£3.00pg/mL, &5 4 B
~ 104,55, OSpg/mL vy ﬁﬂﬁil{]{] 65, JTug/mL iz
512,88
mL, ?x%SZ:ﬁﬁ_llO _3+8__ 92ﬂg/mL T 3>E> o7 (n~

502,645 36pg/mL. $555. 2637508, 416, 63pg/

92 “'gﬁ)n s

EREGEREER C11-005J

'$ﬁﬂ1” 3*@3?33251_(&1[&1%}%%53" {iﬁ*%ﬁﬁlt '4“?«%‘]

1E1600mg X 151200mg & 238 1= 18] D S THERPIHE S
1. 7”_5#‘73?15-12:@5*0)113‘1{}3 ‘:FB&FL"%E'HUE: Lize :

o ﬁ@ 1[:1 ?L ,_:Hﬁ 5 2N DL qu“E (ggmm)
Y— iR EE. b2 TBE
83 :{27.3kg | 600mg | - . 553G . #8621
6 | 189kg | B0OmE={ . 5241 3848
314% | 53.9kg | 1200mg 517.1 . a77.1

a) mngi.u.zokgx@m ] -ii i_i}‘ T 51ES 5k b chZwJﬁan iisoc)mg'cza&

2. :ﬁ%&ﬁﬁ;ﬁﬁ _

COB-0D02A/B - -

aﬂﬂl_ﬁ;rﬁfﬁmmﬁzﬁﬁ“{wﬁ (17 ﬂ} AR 900mg
W1 ETE 4 EF 0 1 ERE D S A 1200me F 2

:‘Ei_z-: 1 BIOSE TEIRAES L CHC#ES 1 HEol

HRY— ZiREIT 188.3=47. 1ng/mL TH V) L MFH T 5

TBEIRES 4 8 152.6461 8ug/mL, 5 26 kR

194.8+83.1pg/mL T - 72 (n=13 ~ 16),

C08-003A/B - -

SER BRI IREEE R BB E (20 BI) (2&#] 500mg %

# 1 EITE 4 [, 0 1 8BS BRH 1200mg 2 81

1 HOEETRIRMRE L7 BofS 1| HEOMRFETY—

ZHEREIE 222 7+48.9ng/mL T Y | Mt M T 7ig I

5 4 R 222 452 3pg/mL, %5 26 Rk 276.8£101.0p

g/mEL TdHo7: (n=18 ~ 20) .



@ gg@ﬁﬁ zgﬁ%%mz Bl ARASE 3 g )
oAl 900mg 218 1 ETER 4 [, F 1 B 6 A
20{}mg g 2 ;ﬂu 1 i: o)ﬁﬂrﬁfﬁgﬁvxj?’“ﬁma@@?ﬁ 1

b—ﬂmrwi#if} 4 ;ﬂﬂi& 3734186pg/mL. ¥4 26 ;@Wf
341+]72ug/m]..1.‘2‘)o72 n= 57~61) F:I?M mE (3 mn 2

~ 95 )\-—{J&’f)wﬁiﬁﬁﬁ‘]’fmoto

[EEERALEE]
BRI AES O VRE
BT/ OV Y RESE PR & LA BEERR
By, TRTHBESAET s FOBERTTERS L,
1. EREEEHER C07-001 (AEGIS study®) - -
B 2 LU ARI SR AT B AT S, ARLERF O
GPI A48 IMER 7 11— (PNH &4 71) DFEELD 10%
Bl EOFEENRREATES DY VRSS20 fliaR L,
EREITF Ui o AT A 0 LDH (Sl LMl Xk
41043 1,814.0 U/L[627.8 U/L, 3,642.6 U/L] , %512 #H
@ LDH 13 244.0 U/LI1187.0 U/1.2,715.0 U/L1 T&Y \L.DH
DEFHFRHHNT (p<0.0001. Wilcoxon O FAIIRAL
J‘BAUI.) a
2. SEAMEEERSES C04-001 (TRIUMPH studys?)
& 1R D 4 EFREREI T ST TBE AR
Thehed GPL R dBaritEky 02 (PNH ¥4 71 o#EfEly
AT 10%LL LBt ~T OV S REERE 8T MR
WML FHLIT T EAERES L Hb ST T
SKEET 0.0% (0744 B) BUHFITET 48.8% (2143 ) &
BEOEREh (p<0.001, Fisher DIEHRE) . $7-.18
[E SR sksm s hr gy (il [ Ml BAED . 75
SREET 10 Hifr [2 WAr, 21 BAT] ARIEET 0 A [0 AL,
16 BT Tdh-o7: (p<0.001, Wilcoxon DFECHIE)
E@BHIIBWT, BEMMP (FF) CBIT5EOHD
EE M EEe L, $eS P I b S B El E
LEY, Aol E ST o g el Hb%f%{t#ﬁﬁ‘“
shi-LFEE

aﬁﬁﬁﬁmﬁﬁﬁﬁﬁ@ﬁ

33T ﬁﬁﬁfz[% '7 9' * AHET ¢ Kﬁ*ﬁé hm i 7‘_,
BEREORTR T & F LMETEET VI EEE 14 B DUAICAR s
HE AN HBEEIEREASTFHNICES SR
H. EIFEEREEE (C11-005]) o NBEE T M RIRE 7
& F B v 7 R & 5 0)4&@1‘"'{&1@
éﬁ i

EINERERSER C11-0054
K%IJ&'—?:PO);!EJ n R I RS R R
L LAk E mIE s EER I By T, ARAES00mg ik
1200mg % 28 121 WO E CREIRAES L2 & s ol
WHOEBITENERYTHY, $25HMpas & 4
FEERILBE TR ECHE L, g0, SHAPIC
MEHERUVFHEOEM»ERL-BEIEDHL N
T, = AT 4 EN (riim LT W1 CidEr
FEER L,

HANMEEE (X104l
Bl | o254 2 | S H
8% [27.3ke| 600mg |12.0~41.0| 237 19.1~31.1
6i% |18.9kg | 600mg®|13.0~35.0] 362 [241~412
3155 |53.9kg | 1200mg [13.1~36.2| 259 |23.6~27.8
a} 10kghl E20kg R OBE LT 21 HL ) OREMERImgTH L.

SR | HE | 1EESE

2. ESIEREREER
£08-002A/B
1880, i 1280 18 Bk sk E 40ke Ll L

TR O B i R iR E T
wxtsk LS R BRIC BT, A4 900mg &
1 ETE 2 H, 201 EEES LA 1200mg & 2821
4B CHRRAITRS- U, T O8RS, I/ MER (GRS +
BEHREE) 13, AR CEE 1094385100 ok
26 388 21.046.8x104uL WAL | ~-AF A Y 5ES
26 BEF OB ORDTSEFHME [oswEHER] 11
7.3x104mL[4. 0x10*/1L. 10. 5x10%uL] 'Ca%*m;:o
$08-003A/B '

1L, M2 ki 18 rﬁﬁ%p@i)@m&ﬁ 40kg Bl
TIHHES 8 ML LT SR T AR AR MR

SRR 00 FITH R U IFEHI BRI

VT, EH 900mg %38 1 [@TCEF4 AL Fo L HEERH LK

# 1200mg % 2 3B 1 BOSHE CHRARS L t08F

B RN EREE AR b7 e L B

&3 80% (16/20 ) Tdoize :

3.\ L boASRY T JERE C09-001r '

AR O T h IR BN M REEEREE 30

Al (ko sBl 128K M, 2EMEBH) *

L LAV MRANS T T REIEE SRER. I

WO 2L BEE ST, 12 85 03.8%

(14715 40), 12 B LR F 73.83% (11715 §) Th -7z 7, fl

WS ERE AN PP - 2B L AR AT,

12 FRskd 73% (13/15 ‘?ﬂ) 12 #ELE 60% (9415 61) Td

27, :

# e 250 ABEPS O 25% TiEAAMAMEEOEAL, @
BT | BT OV TRARD S i o
HREEAT 12 AL LIS LA AL e

w2 g [@PLEeyE S L il Tl AEED 1505104k B
b4 R LA A R

/‘EEEI mﬁﬁﬁ j]iif mde 1an {5 (A A B 11 % 5rd)
FRPEUC TSR T IEA 900me 08 1 [HCEF4 ?ji %
@1 ﬂ?’]{ﬁﬁ%?’vﬁz%wixﬁﬂ 1200mg & 2 2 1[5
D \l*i?x—%’é‘?:'?';-l:-}*ﬂﬁﬁ éfEATL M

@25«—:«74’ /; ﬁ'«;‘é’aa‘m’a‘- 25 Y0 MG-ADL %‘137

_.__j’z‘ﬂj,g PBTEOEBYTHY, TR KAEOR
RIS 2 A R v R A LY (Y A
MG-ADLEATT ﬁ%@ | WoseRankte
s ] Bhwa | EhE Laoig] B TEEES
T[98 = 264 50| 10+ 33602 $:3 307 (513622 = 540032 .

T Wal | QUL | 200D | Gsm | ot

ot | B S| SHE Lok |k aZba T " =S
B KT AN A5C54 | B50IH HIZADED

LR
QLA 2Pl RE L RES (LAt a R CORIAST 2
I

i B H’i‘i—}-’éﬁ;’%mMG AD] Ex:ﬁ 7 0?'\-—224‘
z, T TR

N i L @
c,ﬁmfﬂm—mx EXD i $xrﬁxwwg;glgf,ﬁﬁz£ﬁmugfﬁmf 2

334 342]12{13& 4%0 %153%' MGADLEEAD T D=2 £ 23T KAty

a4 Ef(m)ﬂ#ﬂ i‘a’}sﬁ:f: e
o |8 BERGE, dhEr &tﬂ‘l&@%m‘*m T Tl l.h;ﬁ g

T, HEHMENEREORERVLAS 2 —-EEY
EHT ii?i}\ﬁﬂjhi WEMg - AR EEE e
Hi TR L Ao Worst-Rank
ﬁw ;‘swci) N—=AF A T B PEE268 O
MG- ADL#X:T?GD’W{B‘LI DT T T b EKEE LA
BoMIcSstEmlicagEm R Emdimnbhi,




L MG Amé’e‘.z:ﬁ” op BRSO R | Wors Rk B

Sl o,

=R ﬁiriggﬂ ']{G?‘E %ﬂ:}&l‘ mf,—uyl £
'77{ 99 mfsm +_336n|198+1mrm b @2+ m 702+ s
S0(L16) -] 20e87) 0T el )

; "‘WSha 6F 402453 -‘JH'H(Sﬁ 127501 nvﬂf;m R ETES perrers

. mﬂﬁ 0015 | 45154 e - B R

il *‘{”* i+ R 5 fﬁ"{ﬁﬁis‘cﬂ *f"’%’ !ﬁfi ’g #“h‘f!) MG’/‘J {"*‘Ui?'@’
PR ERME T 03 2

; E'i_mﬁﬁ?"*fﬂél ?H THR 2@ {-ih‘*‘ fiw ’mﬁ'fﬂ%#\ﬁiiﬁk! ‘Cf’s‘.‘? BRI

' :'m CTARY wmgwﬂ—wmmmz En
TR

o 1& B 'I*f’“.._ﬁij :‘-msvmﬂgx ra ?-Ffﬂ p;mn;

2 Emﬁﬁ;ﬁsﬁgw—xe—soze o
5 0B 5 b 6 i

_Z:MG ADL%’:‘X:.-?@J{WHTK@&:;‘obfﬁofw RO

. 7“-;-?:-%-& JEAT A AR R
il R Htﬁ | SEEEE |EAOTR EEE-
Tossrso |- T g |

G0EIRA 4G5 | 9 0 | A3Eis [ B0Ed0T
G PRI ] 55 [ 5s5+181 [.48%403
524325 [a7r330 [ 53 Ta3+350 [ .a3+338
Jariaz [Aos3za [ 48 1514377 [ 51437

Solea o Tagdans (735 | 229 7 {5242 |ngid s
. 28 20 1434306 [H53£33d [ 20 ] SREATS M4y
P 5‘2.4:397 -4.7-_*4.24 56 61436 | 43340

: ' {%iﬁi@} S

1, AN =7 b 'J?Hﬂfﬁfiﬁffﬁﬂ?éﬁ”tv—v }~ ‘)

CUSRMERO NS L —Bfﬁ-lfﬂ.r?fﬂﬁu [BEAst e

2. FFEloE o5z %ﬁﬁ%mﬁ(ﬁfﬁtiéﬁ%f‘
FE) 6] 6pm01/L(25°C)\ 120&5 5pmol/L{37

-"C)'Cﬁ)of‘ll) :

: {ﬁ}mﬁﬁl-ﬁ—sa‘éﬁit@&aﬁﬁl
~*>§x?j lff VX R TERA) '
Vi Beulizumab { Genetical Recombmatmn) (JAN)
E-lﬁ0277ﬁ BETFHBE L M2
T =R T H DTy AW P RAECS «
BITAORBERERRTE P 7 L b7 -
ZE 6 AT, I FeGHEER
LR A A LEOEREIE cHITHERET A,
Do HBUEE S OCHIED, v ¥ VR UCH2
CUED— g 2 (yaf) o DO CH2EH O
CFRD LCHA3MIEIEG 4 (y4i) b b, )
A7 FE =y A HARE (NS0) MBI & b EEaE
BB, T YATTIE, M8EDT 2 B
bR AHE 20 TRURIABOTE /BRI,
%r:a%wﬁ 2GF TR S AES /z\fz’ﬁ &F
’3145 235) fmm

L [EEEH] '

%#ﬁ@ﬁﬂ%ﬁutJﬁﬁLﬁﬁ%ﬁmmﬁ
. EROBRBSBEAIELATWE I & d b, HiE
ﬁﬁ@wm%ﬁ@ﬁﬂz&%éﬂtﬂﬁM%ﬁ%u
WHEENE T L. FAREABREOFRIERE
%ﬁs%k&%h,$ﬁ®$§ﬁ&0%wﬁ0%?
AF-F gL, AROREFERCLEEEY
ElLaz e,

2. BEOREN, BEEEMAT IO Y RFOS
B, BEICEREL, FHO) 27 FIiownTi+4
CERTALEM - FEEN0L LT, HELER
YA DBUE, A L7 O o 7
EToddTbha L) BERFECH - TLES
BEEHLAIL

3 ADIPz:zmr\——z;b'@,uéﬂ:er *fr%‘zfrh{‘fm .

e
2 )WanEW er al C]m thnmacol Ther, 2{308 84( B :

#%%gmﬁﬁ%rﬁﬁﬁkawémﬁﬁmeME
- EROHRRBRARRONTVE Z b, Sl
CE R N i?ﬁ@%?&%éhﬁ&ﬁ:fﬂ%xiz‘w

ARSI R L, R RE TR ESR T

CABETA L XL RAORSAERUHNEICH S
U RT-IEREL, Aﬁwﬁmﬁm ME&%W
CHELBz L,

L@ﬁ@ﬁ%#\%ﬁ mmﬂﬁwrﬁ#ﬁwﬁ
CHECRBFICHE L, R0 AT EILowTh
CACEETELER - ERERO L LT Bk
@W%rmwﬁ,ﬁﬁt#ﬁLtEWk@ﬂﬁ%

_ ﬂohﬁ?@&ﬁbh%l? % ﬁ%k%t

'.fﬁ&&%ﬁ%%La k LR

'fﬁﬁ¢%ktﬁk\ﬂﬁ®& W&Uﬁ%ﬂL@&
AT EHEL AHOMERMIYTLEEL
S LBl

3. BE|DIFEAH /‘%ﬁ"iﬁﬁﬁﬁib @E%lﬂf, {c:ﬁ?

b"f ’b"Hf} CEETX

gl iln A sk

yf) ) A ﬁfﬁ*ﬁ*ﬁ:so{)mg 1 fv{ 71»30:@
O aEERI

t al. Hum Immunol. 2005+ 6

6(4) 4{)3 410,

- BAB-H58.

3 JFitzpatrick AM, et al. ]Pennher Nerv qut 2017 ;
16(2):8491.

4)3LPYE# . Benjamin RF, ool '?"JZL 1‘7 EI—E;:
B % 1T B BUBR (20024F)

_&}_KanakuraY et-al. Int'J Hematol, 2011 93 36-46

6 }Hillmen P, et al. New England Joumal of Medicine,
2006 ; 355 12331243, - 5 -

7)Brodsky RA, et al. Blood, 2008 ; 111(4) 1840-184f

S)ILPIEE | BT LA éﬁ%ﬁm
(ECY -MG-301 L) (2016 4F)

BCU-MG-301

T
(ECU-MG-302 3REE) (2017 %)
AMFPYER © Terrie LU, et al. fémﬂ?fg? (20(}5’515)
IDFPES  Rekha P, etal \:H@i‘ﬁxcsa ﬁﬁ“zs;%ﬂ
%&‘t%’:(zoosﬁ) .

. ) [semigshs) : :
gﬁxmuﬁﬁ@ﬁmﬁﬂm%Lf%Tﬁurﬁﬁ?
"71/0>7t>?7—"\7‘“ﬁ"*?i

AF 4 AN A4 T g A-rgy LA —

7150 0013

@i%7? ZbX&LT
TEL : 0120~ 577657

(B EERSEST)
PLOZHAL I7—IERER
T150-0013
WS TEERE-THI8F4E
HHE 77 -RAPRAIITT



