SRAESEEI 12116 1 5
ASf oot 12 A 11 H

#woE R
| REESTRE S [ mEEER R & B
Booal K

BTG EE ESR - ARSI R ERLFEAEHRE
(& H A K )

F~ ) X=7 (Ein ﬁﬁi)%ﬁ®%ﬁﬁ%%@ﬁ%P?4V
(FHMET LAF—MRK) ITONT

R BOER L EDO AR 2016 CERL 28456 H 2 HMERE) 128
W EHMERSOMAOREIHEEZXL Z EREVIATNZZ L 2%
T CLEESR G A B E R EF ISR T D O S A HEE T A R
FA LV EEKRTDHZEELELE,

O, A~ XA~ 7 (Bis A Z) A (R7E4 Y VT T EH Tomg,
@ 150mg. [ARZ T 76mg >V > P K OVE 150mg 2 U ) 1225\ T, ZHi
T L AF—aRICH L AT 2BEOBEFHEELIRO & B0 Kl
HAHEET A RTA L LTV ELEDFELZDOT, TOMHEHICY = - TIE,
KA RTANIOWNWTHEIND L) BEFENOEREKE LK OFERIZ3 T
5 JE A BV L E T,



BB FRHEET A RT A
F< ) A=7 (BloFHE#R)
(R4 : YV TR THEMR T Smg, Y V7R THEHA150mg, YLV 7
BFETSmgI VY, YULTEFEISOmg VY YD)

~EEET VL — AR~

SFIICAE 12 H
JEAE S


NTWHT
テキスト ボックス
別添



SR/

A S o

XL HIT

ARFN DK, 1ERBET
i PR RS

fg% (22T
Behxt G L 72 B A

BEICER L CTRET & HIH

P2
P4
P5
P9
P11
P13



1. IILHIZ

EIESM DB - ZEVEDHERDTZDITIE, I SCEFICESWIEIERERARRD LD, EHIT,
IEEORFHMOMEAIZ LY | FUREIES S OFHE e B ERET 207 2 EELV AR I DT,
INOOEREMAEICHE LT 5B ITHEUNCIREET 2 2 ERNRBEOME L 2> TV | RFMBGE
L BHEDOHEARTEF 2016 Pk 28 4 6 H 2 ARGERIRGE) 128\ T, FoBmiy =3 L& O D fei ke
ERLHZEEINTND,

RS2 AT 2 ERML, EEASCZEM T 1 7 7 A VBB OEREL EH LIRS 2
END D, ZOTD, FIIMEROLEVECET 2 WA+ I D £ TOM, YaxE3E 5 0 BEA R
ZFHZEPHFSNDBHEICH L THEMRT L &L b, BWERANREE LB MNE exfing &5 2
L DSAIRET R — TE DB 1o TR TR 5 Z L NEETH D,

L7zl o T, RHA RT A4 Tl BIREESC N E TITHE LN TV D EFHREE - B2 LIS
=, DUFOEES OF /a8 2 HET 280 O BB B X R OHEFEE RT,

BRI, RITA RTA AF, WAATBAENEF MIERE IR SRS, — RSN AT SRR 72
—ALENEAN BART LA —F —fBAEENEN B AN Y L —0  ARFEETE N B AV NRB RS
B O AL ENE N A ARESRNBHES O 10 b EAERL LT,

L anEES Y VTR NEH 75mg, Y VTR FEH 150mg, Y LT R TFETSmg v Y LT
FETHEISOmg vV vy (—f4 A~ X~7 (EaH#z))

WgLRaMEENE « FEIMET L —MaRK BEERRE THRA 0 R EEX TR EESE IR D)

W e AsHERORE  BE, AR 12 L Eo/NICiTA~ ) X~vT (EfsfHz) LTI A 75~
600 mg % 2 I 4 WA FICERT 2, 1 EHZ Y oG8l N G-MREIE, 9
[a] 4% 5 A LTS A TgE e M OMA RIS &, TRl GREBERICIVRET 5,
FEEHER (1 ER55)

4 W e G-
& 5 Al o Kl (kg
ML 7% 1 & - - — 00 ,
IgEi 220 | =25 30 40 50 60 | =70 80 i 125
(IU/mL) ~25 | ~30 [ ~40 [ ~50 | ~60 | ~70 | ~80 [ ~90 1; ~150
~30~100 7 75 75 150 | 150 150 150 150 300 300
mg mg mg mg mg mg mg mg mg mg
-100~ 150 150 150 300 300 300 300 300 450 600
200 mg mg mg mg mg mg mg mg mg mg
200~ 150 150 225 300 300 | 450 450 . 600
450mg
300 mg mg mg mg mg mg mg = mg
>300~ 225 225 300 450 450 | 450 600 600
400 mg mg mg mg mg mg mg mg
400~ 225 300 450 450 600 600
500 mg mg mg mg mg mg
-500~ 300 300 450 600 600
600 mg mg mg mg mg
=600~ 300 450 600
700 mg mg mg
~700~
800
>800~
900
900~
1.000 A [ G ORI LA A
>1,000~ 2 G ORICHEVRETHZ 8
1.100
1,100~
1.200
=1,200~
1.300
=1.300~
1.500




2 i e G-

& 5 i o Rl (kg)
i i s | 22 >25 : 9 25
el R0 5 | a0 | ss0 | 60 | 570 so |70 1B
SLi e e L o s &3 —Q o o
qump) | 25 | 30 it 30 0 70 v 0 125 | 1s0
=230~100
100~200
2 2 MG ORICIEY LW BiAIciE 375
-200~300
) S L 5 ORI T % = & me
3 525
300~400 430 | 5%
mg mg
400~500 375 375 525 600
ll_lg mg mg me
375
500~600 31 450mg | 450mg &
mg < = | mg
225 375 < & e
-600~700 450mg | 450mg | 525mg
mg mg
215 | 225 3 375
700~800 | 223 [ 223 | 300 | 375 5o | 450me | 525me | 600me
mg | mg | mg mg
535 | 225 3 375
800~000 | 223 | 225 | 300 {375 ysomg | 525me | 600me
mg mg mg mg
>900~ 225 | 300 375 & Ao
1.000 me | mg mg 450mg | 525mg | 600mg
-1,000~ 225 | 300 375 = e
1.100 mg | mg mg 450mg [ 600mg R N |
-1,100~ 300 | 300 & ERE
1.200 me | mg 450mg | 525mg | 600mg
1200~ | 300 | 375 | - -
1300 mg | mg 450mg | 525mg
»1,300~ 300 | 375 | <he
1,500 mg | mg 525mg | 600mg

B BHIRE R TII, ARIOBKRAESEHETH S 0.008 mg/ke/ [TU/mL] LLE (2 #E R
T #GRE) XX 0.016 mgkg/ [TU/mL] LL L (4 BEFEL TG 7250 X oG
ENRESN TV,

C ¥ H )T AT 7 — RSt




2. BAIDKR, 1ERERF

Y U7 A 75mg, [ R 150 mg. [ FiE75mg U v R R 150mg vV Y (—
Wt A~V A~7 (BarH#az) . BUF TARHF ) 1%, K[E Genentech, Inc.iZ X W AfES L7z Mh
Pt FIgEE ) 7 o—FAHIKTH S,

AANL, 1fIF T OBEHE 1gE OEFFIRKICH 5 Ce3 TAITHEAR L. IEmMiL, A FEEREE o R iz 5 8
LTV 5 mBifntk IgE ZFE & IgE & OFEGZET 2 2 LIk v | B, AF e IRERSE OIE M L % 3
HiL, 7 LAF—ROGEIHT 5 EZEZ N TWD, FHEIMET LAX —PERRIL IgE 535 T T L
WER—RBTHDZEMND, REINEEHET LAF —PERRIIx L CREDREZRTZ IR SR D,



3. FERPRAE
FHIET VL —MEER (BEFERIR CRIRA 20 70 BUE U EAE A IZIR D) DGR FHl 21T -
T2 L2 BRIRRRER O i 2",

[E N2 AR RAER (F1301 #XR)

GV RRLE |
ATA AL & — X NBHFER CTRIER D ZRA 0 Th o 72 12 3% 2L Lo 2 FHERESEE (G
346 ] (AAIRE 173 B, "7 B ARRE LT3 B) ) ZXIRIT, KADOAMEKR WNVZ B E R D720, 77
T AN R R 2 (b B RO TRERE PR ER S B s 7 CRORCER . AR, B ER R OV EEIR) <%
-,

MG - HEIZ, 7 =% Y 7 =T PV UEBIEYHI T, N—2 7 A RO MIEFHE IgE JRJE M OAEIZ X
L G ERE RIS E . ARAI 75~600mg XL 7 7R % 2 T 4 BEERT 12 AEL TR 52 &
LEREEN, 20184E3 H5 H~4 H 1 BOHIMIZ 7 ALFH Y v 7 a et e AT A EERIC L S 0F
MA+rZLeFESNT, £2, BREXROGHREOHEHIC L > THE A =7 (Nasal Symptom Score®
ORERRTETR) N2 SLLEDEAIC N T~ U U HEEE A Ocular Symptom Score DR & DV 18
2 UL EDOGEIZ VAR ANAT UERBIED, FNEN LV AF 2 —FK L U THERRE L Shiz,

BRhMED FEHmIE H 13, SRR v — 2 #1912 351 5 Nasal Symptom Score & iR E S 7z,

D1FEl60mg % 1 H2[EEAKEGTDHZ L& I,

21 [E]4% eI 1 EFE (15 melh b 75 BT 50 pg, 12 %00 B 1S ieRiiiL 25 ug) & 1 H 2B E3 52 L & ahis,

) PERE DL ISV LTz A 2T (&7 LA —BFETA 74 2 2016 FFRR L » —HBek ) OAFHE, SHRICBT
LZAaT7E, MBI OR a7 oOfMEEENDH D B TR LUZERHEE Shi,

R 4 3 2 1 0
< Lo #HFIE .
(1 A< Lo 23 () 21 [|IEL E 20~11 [=] 10~6 [a] 5~1 =] 0 [A]
27 (1 B ofEEHR) 21 [\ILL 20~11 A 10~6 A 5~1 [\ 0 [=]
£ SRR T
1A f%gﬁ@;% BEAH, OO | A0PRTE
5P BIEOE | g5 g | BAATHOSD, YN Z3®
S>TWD . LELEEHY MDD Y

h DI H 1

D WRE DU TRV LA a7 O&FHE, SECE T 32 a7, T o2 a7 ofaz it N’ sH 2 B THRL
I & iz,

7 7 3 > T 0
SALVE | FOROR | CERE | RECT5IE
N 7
Rowod | wrms | #2373 tT5 popke | Fh
~ SALVE | FOROW | CEICEE | RESCIED
{ 7
=H AL i< < Tl sl

S INFHY T aeF o AT VORI O 70%L EEE e, UTERE— 27 D 710% L EN T VFH Y T a e
F U AT AR ZETe, OWT &9, Nasal Symptom Score @ 1 HIEEMED BEFA IR A & 725 3 EELL
FoREHRE ERIN, BRIKEETICL DT X—XEEFHOER T TOMRFICLY, 201842 A 23 H~3 A 24
Ho30 AL shiz.



R L 72 HERFIL, AIAFT > — X ABEFIRR CRIERDBIRA 5 Th o 72 12 3L D AL
MIERE T, INOREEW-T 2 & & &z,
(FE7p B IRILYE)
> 2016 fEK N 2017 SED AR T — AT EREFEMN AT v A I, 5 2 e 22 I
oo a b D URFEEREFEEE N T A 7T 000 Dy hr R A A RO
25 LAILL EDOWRIFRES1T 72 2 L SRR OSUTBEFROFHRIC L VR ST
> 2017 FOAX T — XA EIR LTEIRIC L > Th 2> b — LR+ 72 BekOp3 1 i LL
EFHEL 72 2 & BRI S M I K v R ST
> BAEMGICBT A ATIEMMENAE (2018 451 A 2 H) M ORI SFIAE COMIC, SJER
(< Loodr, Sy 3UTER) ITRIER (RO HUTRE) 2R L-BR2 AU B, XT&a
JER K OMRIER 2B L7 H23 1 HELEGRD Bz
> MG A IO R A IgE JREED R =708 3 5 LL B

[RE -]
(B 2hE)
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INEET D580 H DT ARIEMEEEG%E 1 FRWICAROKR G 2 BT 25613, miFH
% IgE WEDOFRIES K2 M ERE L FE§, RO ERERICS S 7 mig i IgE =
FICESWTHEZRET D L

O MixlzonT
o FEIMET LAF—MEROFE, KRB E TR, W IBE BB BT LLAX 2% KT 14 V)
BRI, AFNCOWCTOFoyi ka2 A L, ZEMET LV —PE B8R OB R VAR ICHEET 5
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AFNTEe 22 I VHIZFEEREEE S LRI 2 2 &,

RENKIBICZE L LS A3 R G BMA RIS TR GBS NS HREZ2 R ET 5 2 &,
Fro. BAIOFEFWHIH A VELL LA 1T, MG THIgERE Z FHIE L TH Ly,
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AN

1ENZ D&, 150mga 2 THRET 2561013, 1BFTH2Y . 150 mga #2220 LD ITEAL & 43 1)
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ARNOBEGIZEY v a vl TF7 4 7% =0T 5 RN H D720, BIEE2 01275 2
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