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BRIOEHRANYTY A< 7 (BEFHIEZ)IE.F ¥ A =—2AN
LAY —PRBMATEESNS NS XY T CBETHERZL)D
TN 7 OFEBI(ER T 55 S OBLEICB W T 7 ¥ HRER
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(REXHE

51 GHEOWMARTOA FELZOMORMEHEZHHL T
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B2 SIEEMHIR R AE 5 N WATREE D & 5 o ARF O VEFHE
Fe B OB IR FER TRE®D 6 N7z 3 5 R1 O M P iF BRBRE & A X 1 D B
R+ ICHAE L BE O MR 2 E 8 Lz ETOBISEE
DFEREITS T &L [17.1.13H]
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A ZERT S EARESNTB D FIRFO N =T A FIC
B ABBENEHERSEBICBISBBENDV.METH e &
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REZ%)
8 BORE G (R
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14. BRALDEFR
*14.1 ZFUZSMOER
14.1.1 253078 IIREE 2 SHUD B U ARl 2 S EIC AR 7 &
FORBTHERICRLTBL ZENET LU,
14.1.2 [EHANCABEEMCEEDP T &z BRICK DEET
2 EANBERMNBEEPRD 5N2BEIMEA LAV &
14.2 FHEURSROER
14.2.1 B8 I TR 8 LB REAE 2% 2 BRAZICIXER L e
Lo
14.2.2 HBE5EAIE . _EBEES RERERSUIMEER & 92 & & o [R—Hif~
OB LIRS 5 2 LGB REBICENTUZEZLSZ &
14.2.3 AFNZ 1EHERORAFITH O BEALZWI &,
*$15. ZOftDER
15.1 ERFREERICE D 158
BREMBERE 2 0R & LS E R RS (SIROCCO
HEE K OCALIMARER) 1B W T AAOBRADORE X HRICH

B AR - AR TR 2Z I -EBED14.9%(122/82041)
IR Y 5 Y X< THAEDERD 51.12.0% (98/82041) 12 FrflHt
ABFRD 5N/ NEROEIEREEE 2R E LTy EHRE. 3K
2R OB R 22 500 U 72 S5 1IHE E R R (TATERER) I
BOT.6~14IBDOBRED13.3%(4/3061) I2HiR> T Y X< TH
EHERD 6 N ABIE TICHRIFUED RO & N7z IFEE BRIk Z F 1
ERMENFEERS 20K E L2 SIITEE B E SRR3R
(MANDARAZER) I2B VT 9.0%(6/67H) ICHRY 5 ) X7
Fiik 2280 51, 1.5% (1/67H) I hFIFUE N 3R 5 N iz HiN v
T X2 THAEGE & o e — O BE T MFERR S Y X
7 T DR T R ORI G2 U - R R o 8 A
BOSNIZ BN T ) X7 THADFKRIC L 2 KF OB

HRORZEEIINT2HEZRBRT 2B RIEONTVZ
W23,

16. EMENRE
16.1 MoRE
¥16.1.1 BEIRS
FA MERRELA I AHI 25, 100% 07200mg ™) % B[] iz R4 L 7
& EDOMBHIREHES R UEMBIE/NT A Y I TRLROLBDT

59,
(ng/mL) ——25mg (661)  —o—100 mg(6HI)
100 —0~200 mg (641)
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BEREBAY
25mg 00 84 A#(3 5

K1 HAANMERRAICB T 2 MEREHER (POEHEERZE)

#1 HAEMEFRRANCB T 2 BERK THRESROENEEL T A -5

58 25mg (64) 100mg (641) 200mg (641)
tmax(day) 7.00(4.00, 7.00)|5.00(4.00, 7.00)|4.00(4.00, 7.00)
Crmax(pg/mL) 1.99+0.34 7.17+2.41 15.0+5.4
AUCo.

UCos 50.10£9.80 | 203.46168.78 | 408.47%131.47
(ug - day/mL)
AUCo- 61.33+10.12 | 211.92+76.02 | 420.13+136.69
(ug - day/mL)
t1/2(day) 15.6%3.0 17.4+3.0 15.62.6
CL/F(mL/day) | 417.68+73.55 | 528.99+205.52 | 523.79+180.38
9,228.1 12,9305 11,779.6
Vz/F(mL) +1,299.5 +4,709.3 +4,695.4

SFEE £ AR ZE (tmax ST RAE (R M, A ME) )
) AH D B O B 2 8 T O BT BR IR 2 6 1M 21 PY SR IBNE IC
B2 ERHEZIZ1EZ30MgTH 5.

HANNEEEBEICAAL0KRU30mg Z B M5 Lz & &
DIMEHREEE R OEYBHENT A Y ETROEBDTH
%2,
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(Mg/mL)
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RERZBBAL

K2 HAMNNEWGEEFICE T 2 MIEHRERER (FrE Rk REE)

£2 HANNERBEEICS T 2 HEE T REROENHE ST A -5

#3 FRHMEHER(BARICSZERALTWVAR—2F 1 YOIl
rPFERER L300/ uLLL_ E D EER])

CALIMAGRER %% : SIROCCORERHY)
AHI30mg — A#I30mg S
QWEE | “oaspy | BWE a7
(239¢5) (26741)
T S HE S B
FE5(B1) 163 270 156 365
RElE N
A - ) 2454 261.2 236.1 238.2
G EER
B/ - ) 0.66 1.03 0.66 1.53
] i I i g a)
Eju/“f ' 2?2 0.66 0.93 0.65 1.33
- [0.54, 0.82] | [0.77, 1.12] | [0.53, 0.80] | [1.12, 1.58]
TIeABEORY 0.72 0.49
[95%FE#RE] | [0.54, 0.95] - [0.37, 0.64] -
pltia) p=0.019 p<0.001

) CALIMAGER & FIREDONREE RO TH 1 > (7272 LIEHERICS/LABA
DR 2 0 R B SR 1 4858 ) THME S N7 MM R R ER

58 10mg (841) 30mg (341)
tmax (day) 6.92(0.93, 14.95) 7.94(7.26, 8.13)
Cumax(pg/mL) 2.02£0.53 3.35+0.76
AUCo-25 39.60+5.49 72.16£21.53
(ug - day/mL)

P E £ AR 22 (tmax| & HH O (FR/IME, FAME) ) . AUCo-2s D BI%LIE 10mg
BESHI K O\ 30mgRE 241

*%16.1.2 RIEHRS

SEIIAEE AL R ER (CALIMARER) 12 B LT ARIOBRADRE
ZIEICB T B REHYE - R TR 22U LHEERE (HARA
BELZET) OBREHER1GER F4SEDMIIEH ~ T 7 #EE (7
i = R 2 DUREAR) X, 22 h412+330ng/mL (377
Bl) %0326 £267ng/mL(33761) TH 5729, TN H5DEEDS
5 HARANEFICB T 2B 5A% 168K F48EB D MIEH ~ 7 7
BE L. Z N2 N452+324ng/mL (2661) % 11392 +326ng/mL
(266) TH 5720,
ST E AL EI R BR (MANDARAGRER) 128 W T FBEBRIE S 5
MERMENFIEEICH T AR ORRME - AR TREEZZ T
FRREZROERENFBEORE (HEABREZED) ORE
B 1 2K OS52BOIMEHR T 7REIX. FhZn1998+
902ng/mL (664) % 1'2101 +1098ng/mL(624) TdH - 723,
16.2 RUR
RPEEFIEE By REMRAT DGR _EREEBA D B2 N SR DA /N A
FT7RAFTEY T 11358.9% L HfEE S N7,
16.4 {35
Nr5Y X7k MEIgGlE ) 7 a—F LHETH D T
HUC B IR BRICTRET 2 7 2 S 7 BRI IC K DIk T B &
HESNSD,

17. BRFRREE

17.1 BERURLMEICRIT B35

17.1.1 ENIHEEEHEERER (CALIMAKER) 568 (AR UM 25
oNg
FHEXIEHAEBOMARTTOA K (ICS) RUOERE/ERY G2
FEE (LABA) TIEELTH I Y PO — L ARBORAXIE/NE
(12 B o &) BB E 1,306 (HARANBE’3F 2 &T)
ERMRE LT VF L0 TSR ZEER. TR Hk
EBEFL [RGB % FEH U 7z o B S B A RICS/LABAO AT
T AKIBOMgXIE 7 TR %2 HRIC1E (Q4W)  IZHEM D 3[E
VEAEIC 1A DLRESEIC 1 [E (Q8 W) W56 AR T %5 L7z Atk
DEEMMNRERTH 5 HHRICS/LABAZHEHL TV
N—2 51 > OIMHIFEEERE A 300/ LM EO#EE ICB VLT E
BEHEEE CTh 2 FHGEHEER (ETIVRABEER) T ARA
Q8WEE. 7St AT ENZN0.66.0.93THD . T AL
H# U CARIQIWRE CHRICA T L7z (K3) .

a) B 58 I VARSI R 1 AR o0 I SR I Rk 2 RO A 7 1 o R 38
DEFOEEL LR E LTEGRADTIHELRET L
b) & B K X H]4%. #57E D Z B IdHochberg d 1% 12 & O 7%

AREOEZBINRER DS 5 HAANEFHICB T 2 FE @S
HEROBITHIRERANIR LI,

4 HAEANEFICEB T 2 EfmEHEER (EHRICSZHEAL TV
BN—AF A ¥ OMHHFERERE300/ L EDHEH])

CALIMA# B
AHI30mg Q8WEE 75t R
(154) (164)
i S B FEBARH (1H]) 6 48
BRI (N - ) 14.6 16.7
SRR I B R
- 0.41 2.87
H mlm\ Ellm\) <a)

R i "
[959% 2 HiIX ] [0.15, 1.18] [1.23, 4.89]
T RBEE D 0.17 B
[95% = #EIX [H]] [0.05, 0.60]

Q)G B RS NI LER Ol B ELE MG 28O A 7 a4 REOE
AoEK2+HERE LTEDADZHEMNRET L

IR =2 5 A ¥ O MAEFERERBUN O £ [ i SR O # 0 5
HIREHTFERIZRED EB D ThH -7z, [5.28 1]

£5 RN—=2F 4 >OMHIFIEERER O EMIGEEERD 75 AR
O (GHEICSZHH L TWwWA5EM)
" 5%
CALIMAGER SIROCCO#ER10)
AHI30mg AHI30mg
Q8WEE Q8WHE
SERI (AT 5+ &) 50/43 55/79
150/uL&H | 75w RBEE DA 0.65 0.70
[95%(F 8% ] [0.36, 1.17] [0.42, 1.18]
SEBIR (AFI/ 751 R) 73/77 74/60
ISO/MLALE F5ERBEE DD 0.57 0.99
N 7 2N 2, . .
/UL
SO0TMLARH | (o op e [0.35, 093] | 1060, 1.62]
SERIL (AH/ T 51 K) 85/99 116/106
300/pLbLE, -
40/ | 77 RERE DL 0.89 0.57
[95%(FHEX ] [0.57, 1.39] [0.38, 0.86]
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. 5% !
CALIMAGER SIROCCO#E&!O
AFHI30mg AHI30mg
Q8WHE Q8WHE
FEGIE (KA 75 1K) 151/148 147/158
450/uLBLE | 75 RBEE D) 0.61 0.42
[95% 5 #X ] [0.43, 0.86] [0.29, 0.59]

a) B R ik AERZ NG LR O I SR B AR B A 7 1 o R
DFEROEE N2 51 > QMRS 73 HBEHEN-2F 1
> OMAPFEEES 7 T OXEEAZ2HERE L TECROZHER T
%

AAIB0mg Q8WHEIZH 1 5 BIMEFHFBHEIL12.6%(54/428
B TH Y EREIERIE TERE1.4% (6/4281) IRV THE.2%
(5/42801) TH > 7z,

*17.1.2 BRI REHER (TATERER) 2 (65U E14RIUA T DN
=]

M AP EREREA SBRBRAARE 1 150/uLll B A oA E IS E

ICSKULABA% D Z DO RIERECIHE L C b I EHEE

7296~ 111 (6~ 145 BAD &) /N EEE306] (HAA

BELIIEZET) 2R E LIEER. AT R E L RRER 2

i LD A REIIEAEDICS KR UZ Dfthd RIS FSE A

AT T AHKI101330mg2) 2 B O 3[E X458 12 1 [ (Q4W)

DIBEDAENEBEIC 18 (Q8W) (48 B N5 L 7z.6~ 145D

BEICB T B EIMERRBSAREI313.3% (4/300) TH 0 G s h

7 B FE VK BE  9 5F TR AR RS X HAL R R AY%3.3% (1/

30f) TH -7z

FEDARRBEOBIIE ARV 5 X7 7R NGO EIRE. 3
ERORHREROFETH > 72,

2 REA35kgRIHED6 ~ 1 1RO BHIIEAF0mgZ#5 L
7o AREHN35kgl EOO6~11HDEZEXIXI2~ 14O EE
IZIEARAFI30mg % %5 L7z,

*x17.1.3 SEIEERHREER (MANDARAER) 2
BT B O I BE BRI 25 36 1 2 M A SERERE D AR A BB 140
BI(HRANBESHIZEGT) ZWRE Lz T v & Lk EHHE, —
B JES TR E R R 2 e U 7 AR O —EE RS

TR REOXToA RE(FL F=vyu VEET7.5~50mg/

H)EDIZEMED) LT AKHI30mEg Q4W  XIE AR X< T

300mg Q4W %523 N5 Ui FEFHIIEE TH 2 %5

BGH%36 AR 48 EOW S TEM(ROAT 04 R 4mg/H

[V R=vVory#EI LR, 2Birmingham Vasculitis

Activity Score[BVAS]=0) % #p L /- #EaE OEIFITB T B4

FBEE AR X THOBMZEIZ.1.21% (95%EEXM : -

14.11, 16.53) TH D EEREO FRASFOHE LT WIS

M~ — V-25% %A Tz (K6) A 5HIEHA8~ 2 TROART

oA FEOFEIHHAEBEZRN—ZAT4 V25 100%HE T & 74

g OEGIIARHKIBETAL% A RY AT THT26%TH o720 %

7o R—=R2 T4 »H550%L, LIE T & - #ERE OB & I3 AH B

T84%\ AR AT THTT4%TH -7z, [7.251]

FEDRORT O A NEIE R ORI T SRR 4E D I EE

WEBTHIEERE L.
E2)EMHIF(S 7 a R 27 7 I 2R IZHHTEE SN
72
K6 BERREER LIRS ORI OE &
KB AR X TR
(7081) (70)
%% (12 (%)) 40 (57) 40 (57)
AR R TREE DEEDE 1.21
(95%(E X ] [14.11, 16.53] a

a) BEB RN—ZA5/4 VOROATOA FEAE(FL RV o ViE),
NR—=ZAF74 YOBVASKUHIEAREREE LizuI AT 1+ v 7ERET IV

CEERREHOKRAIRIC BT 2 BIER RIS IX28.6%(20/
7061 TH O FEwBIEM (3%LLE) 1 FERT7.1% (5/7081) ik
THAHRALEREA.3% (3/7081) TH > 7z,

18. ERpEIE

18.1 {ERKF
AHNZ e v A vy —uaA FU-5%Ffkay71=v +(IL-5R
a) ICREN» OEBMECHE (BEEESR : 16pM)1VT 5.7
J—2xRERE MEgETa 7Y Y GY TS AL kBT AV Y
1 7(1gGl k)E) Zya—F ik TH %,

18.2 7K b—Y AFEER
AENE FCRAAL D7 a—=ZARBICED . FF2I0F 57—
f%nT7 =7 —MaLEOFcy RIITall & BT (R E
# : 45.5nM) 12 2719 7z I HUMRTE MRS SEiE HE A R S
NLIL-5Ra 2 HH T 2 FBERL CIFEERO 7T R b= 225
ig—g-élz),w)o

*%18.3 MPIFESERDBRETER

SEIIIAH E B L FEER (SIROCCOMRER & 'CALIMAGRER) T BRA
DODREZMEINCB T 2AKEAE - HETAR2E "G LizE
= R OEIEE LR (TATERER) T.6~ 14 0/NEDOE
BEXWMBICB Y 2&EMAE - ABTAAZE NG L& &iIm
HFIFBRIROE RAERD 5172289, FREO M FBROE R,
EIEE LR RS (MANDARARES) T FERERIE 2 5108 %
HERFIEREIC B 2 &R - HETAFIZE MG L &I
LD 5N,

19. B (CRET BIBEEHAR

—AREIBFN
Ry I )R T (BIEFHEZ)
Benralizumab (Genetical Recombination)

=1
Ry F) A2 T EGBEFHEIEZE MEE ) ZJa—FUHikTH
D Y TAfE bV F—uA F V5B Eat T 1=y MUk
OEHMERER LI FgGlO T L—LA7 — 7R OTEFL
MHRBNRYT)RATTIENEY V87 E6-a-L7 31— AEBE
BZORBELEF YA = —ANLAY —IEMARIC K DEESH
BNV FTYRTTIEASMADT I ) BEREH» S5 H5HB (7 1
$H)2AKOIAE DT I ) BEFRED 572 2 L8H ( 1 3H) 2R THERR
ENBHHEY N E (5rFE K148,000) TH S,

20. BRVV EDEE
20.1 FANIALIRES Ll &,
20.2 ARFNIBRAS 258 BAE LB a R L ana &
20.3 LR EE 2T 5 72 ARANISMEICAN TRIFET 5 2 Lo
*20.4 1B 5 U728 I1E30C LU R CREFE L LAH DI ¢
52,

21. HERFHF
B A 0 BHEHE & RED b EYNICERT 5 &
*122. @&
(F7EYSETE3IOMgYUVY)
ImLI1F v b QR (Q9G)HE LT 4 L R ) o x]1)]
(T 7EBYSETEIOMERY)
ImLI1F v b QS8 (Q20G)fF&F - A > Vx5 —x1)]
(F7EVSETEIOMgY UV Y)
0.5mL[1% v b (ESHE QG HETFLT 4L RYY I X])]

*323. EEH
1)#ANER} : Integrated Summary of Immunogenicity
2)#tNER : D3250C00025 (TATE#RER) (20243 H26 H%&
#.CTD 2.7.6.2.1)
3)HWER 1 D3253C00001 (MANDARAGRER) (20244F12H
27HA&GR.CTD 2.7.6.2)
DENER : 4563-002# 5% (2018F 1 H19H &R .CTD



2.7.6.2)
5)#tNERL 1 D3250C00018 (CALIMAGAE®) (20184E1H19H
#8.CTD 2.7.6.8)
6) &R : D3250C00018 (CALIMAGAER) &5 8 HlfE i (H
AANT—4)(2018F1H19H%EE.CTD 2.7.3.3)
7)#WN¥E ¥} : Benralizumab Population Pharmacokinetic
Analysis. (20181 H19HAFR.CTD 2.7.2.3)
8)FitzGerald JM, et al. Lancet. 2016;388:2128-41.
9)Bleecker ER, et al. Lancet. 2016;388:2115-27.
10) &R 1 D3250C00017 (SIROCCOER) iabR M TEH & E
1DHAER : Mz FL-SRQICHT BRY 5 X7 T Db E
B (20181 H19H&RE.CTD 2.6.2.3)
12)Kolbeck R, et al. J Allergy Clin Immunol. 2010;125
(6):1344-53.
13)HANER © & MFREIRICHS 52 5 X 7 DADCCZ AT
L7e7 XK b= ZFH (201841 H19HAFR.CTD 2.6.2.3)

24. WHRFERERUEVEDESE
TANTERIAMKEH AT NS VT A=Y artry—
T530-0011 KFmIERAHFITIE LS
TEL 0120-189-115
https://www.astrazeneca.co.jp

26. RERTHFREF
26.1 BEBHRFETE
VAT CRNHERAEL

AIRFIERARIISE S


https://www.astrazeneca.co.jp

®: PANSERNII—TOEEFEETT,
© AstraZeneca 2018

AstraZeneca

PI1390@C FSN



