20254F1 HEkaT (556hK)
% 20244E8 HLLET (5550K)

Bk 1 2~8C I fRAE [20. 2]

BAREERIEES
87229, 87449

HHEAM - 187 H :/7]5}>Iggy /1%011/1% 7/ilrig 15)81}/@ 3981;1g
ABES 23100AMX | 23100AMX | 30600AMX | 30600AMX | 30600AMX
00313000 00312000 00104000 00105000 00106000
BR5EBAA | 20194E6 ] | 20194E6H | % 20244E8H | % 2024481 | * 20244E8H
SEXmAAEE
EEHET LY —MHR2RKEESR
B Z RS aER

(b MMEHLE MIgEE/ 7 O0—FILH{ESIH])
AV X<7 (BlzFHlRz) F5F

by eri7smesuyy
by er50mesvy
U.IJRIE'F5175mg'\°’J
'L erzisomeny
YLy erxa00meny

Xolair” for s.c. injection syringe

Xolair’ for s.c. injection pen

AR B, ISR AL SRR S
(EE - EMEORLZEIZLYHENT L2 L)

(—8) BEERAES NS HRME

> NOVARTIS

2. B2 (kOBHEICEIBELEVIE)
RFN O RS x L s BUE OBEERE O H % B

3. R - MK
3.1 fHEE

VLT RNE

WR5e 44 150mg

A

75mg
Y

300mg~< >~

BRI
(1)

F <) A X7
(#fzF M)
75.0mg

<) Ax T
(R F AL 2 )
150.0mg

<) A= 7
(HE =T z)
300.0mg

AL
(1AH)

0.5mLH
L-7 V¥ = vk
1 21.05mg
L-t AF T Ik
AR 1.17mg
L-LAFT ¥
0.68mg
K1V R— 120
0.20mg

1.0mLH
L-7 V¥ = v iEkE
b1 42 .10mg
L-b 25T VIR
KW 2.34mg
L-bAFT
1.37mg
H1 LR — 20
0.40mg

2.0mLH
L-7 V¥ = VIR
1 84.20mg
L-t AF T Ik
KA 4.68mg
L-exAFT v
2.74mg
A1) IN— h20
0.80mg

RHNDHENESTHAHF <) AT GEETHEEZ) & F
YA Z—ANLAY —JiEMEr b EASND e MEvw T A
B 7 U—FNWPETH L, A~ X~ 7 GERIEETHEEZ)
DEGETRIZBWT, 77Ty (H) 2HHLTWS,
3.2 HAIOHR

W5E VLT R (G 3E)

PR | e~ EE T, BRI T IR L

pH 5.8~6.2

#EE | 390~470mmol/kg

4. REEIIHHR
OFREXIHE (BFAEICL>THRBERED> PO
TERVERDEEICES)
OFFMHE7LIF—MHEaR EIFEAE CHRFTT+IEEEX
BREEBEICRS) @
OFRMEOEBUERS BIFEAETCHRA T2 LEBEICIRS)
F) RBERMEH NI MR

R R

5. MEERIIHHRICEDET 2FE

(REXWRE)

5.1 WAEOWAAT T A FIER OB E O EIGEE Y I L
THIERD LB, EBAEEW AU L TRk E R L,
PRI N O [A195%5- A1 LTS A T B 75 #e S i 4 5 98 To %
END IR W7 THAICARK 2B L TG 3 52 L,
SERDZE L v &id, FRLOIERD VT IpAsess L e v
ZEEIRT,

PNDY T
M BT S % B S 2 2 IR BE O T (FEV1L.02S Tl

IEFAEISR L 80% i)
- H G EIEIRATZE SN B
< 1AL B HEIRABIZE S D

IR DY
- H R EAEIRATZ SN D
< E1A DL B MAEIR MBI S s
CEIE DL HEAEENEE S NS

(EEHMETLILE — 8 R)

5.2 DT A RTA4 VEEBHEIL, DTOWTIUI YT
LEHI, B A I VHSARETERIENL TS T 5
Zk, [17.1.5%08]

- JER & 7 B ACHPUR SR L C IiE R R B A AE 45 C
Rt 2 7R §

CEEOWHEIC BT, [ERPURORI LY T 5729 2
Ty WEGEHATOA FEETFrINNVAT 4 T— 7 —FH
R G L b, TEIIIRELED 7 LV F— M5

FHEIRDTEO BTz
- AR O A R TR T B B AR G- B R T
FINDLIEM LS
R OB MEERD)

5.3 £, WERRIEEOBEMIZ OMEIRE FIET 2 FIHAHIE S
N9, EAY I VHIZ B OB RS OMY) 25 217>
T, AWAEFISER 72T EDHEDEED B K
L GRS FRO SN B S IIAAIZ BN L TG54 2 &o




6. BERUVHE
(REXWR)
WE, <) A7 GEfa i z) & L ClH75~600mg
2 FGEB IR TIER T 5, L& 720 OS5I
V2P L R B I AR g B R L OMR | 2D
&, TROFEGRBEERICLVEET .
(EHETLILEY — 48 %)
SE. AL 12 Eo/NRIZIEA <) A7 GEE TR
Z) & LC1N75~600mg% 2 3 13484 B FIZiES 3 40 1
A& 72 ) OG- N G- MbEIE . #EB SR AR IgE
BN OREIZEDE, TRROBGERERICIYHET S,
e (L)

GRS

LD *E (ko)

IR SR >

IgEi | 220 | >25 | >30 | >40 | >50 | >60 | >70 | >80 | >90 |>125
(D) | ~25 | ~30 | ~40 | ~50 | ~60 | ~70 | ~80 | ~90 |~125|~150

>30~ 75 75 75 | 150 | 150 | 150 | 150 | 150 | 300 | 300
100 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 | 450 | 600
300 mg | 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 AEME G OFIEY LR WA

>1,000~ 2R G OFRIE G T2 L

1,100

>1,100~

1,200

>1,200~

1,300

>1,300~

1,500
2.8 4 -

ErasninNn) E (kg)

g

TgEi s >20 | >25 | >30 | >40 | >50 | >60 | >70 | >80 | >90 | >125
(TU/mL) ~25| ~30| ~40 | ~50 | ~60 | ~70 | ~80 | ~90 |~125|~150
>30~

100

>100~

200

>200~ 375
300 2B R G- DFEITFEL L VIGEIZiE mg
>300~ SEMERG ORI G TH 2L 450 | 525
400 mg | mg
>400~ 375 | 375 | 525 | 600
500 mg | mg | mg | mg
>500~ 375 | 450 | 450 | 600
600 mg | mg | mg | mg
>600~ 225 375 | 450 | 450 | 525

700 mg mg | mg | mg | mg

>700~ | 225 | 225 | 300 | 375 | 450 | 450 | 525 | 600

800 mg | mg | mg | mg | mg | mg | mg | mg

>800~ | 225 | 225 | 300 | 375 | 450 | 525 | 600

900 mg | mg | mg | mg | mg | mg | mg

>900~ | 225 | 300 | 375 | 450 | 525 | 600

1,000 | mg | mg | mg | mg | mg | mg

>1,000~| 225 | 300 | 375 | 450 | 600 e

1,100 | mg | mg | mg | mg | mg BGATT

>1,100~| 300 | 300 | 450 | 525 | 600

1,200 | mg | mg | mg | mg | mg

>1,200~1 300 | 375 | 450 | 525
1,300 | mg | mg | mg | mg
>1,300~1] 300 | 375 | 525 | 600
1,500 | mg | mg | mg | mg
WHERELR T, RAORHKRHEIEHECTH 50.008mg/kg/ [IU/mL] L
b (2EM MR TS X130.016mg/kg/ [IU/mL] Db (438 ke
BTG R) L b L) HEEP/HESIN TN D,
BRI OIITRS)
HE . AR OCL2E L Eo/NRIZIEA <) XA~ 7 (HEIEFH
¥ez) & LCLR300mg% 4 MK T2 iEgd %,

7. BERVBEICEET 335

(REXWE. SEMT7LILX—HEK)

74 HHEIRERICEU L B VESEAOEGIIITb RV L,

7.2 REPEGAHICKIBICEENIZL L 25E 121 RAORRR
HESH RS SN VBN D 5 0T, FGRIRERIC
HEONWTHG RIS HRE FRET 5 2 Lo FR/ND
Tld. WEICE) REOWINIEET L2 L,

7.3 RFHEGIZ L D IgEOWH IS ERE L, i H#HIgE
IREEDS BS54 2 O CTARFN G- IlE L 72 Mg HRIgERE
W& E - HEOHZE I ThEVWI &0 2. KHlES
ok B LR R I PP AR IR L O LA T 2 55 655
DT, VERMICHS BT 258 RO HRZRE
BFICAS O N ME T ARIgEIRE ISR DWW TR ZRET 5 2
Lo 72720 AFOFEGHEHRE 2 1EL EogAix, ik
HTHAIgEIRE # FHIIE L TH L v, [12. 5]

7.4 FHEPG I EUIFFHET LV F— R EOEIROL
EDFRO LNIZHEICBWTL, HGERERICIVFHES
NI GREEFEL BN &,

(REXHRE)

7.5 HERUOHEESB Y 16EBMEH L CHRIRIRD Lk
WAL, BAREES AR R WE O EET LI L,

(EHMT7LILY —MER)

7.6 FEIFG-DSWEE R Z/IMET LIV — M54 4R 5 T KAEH
FEORBIEINC DG $T 52 L, B, ARAZ S E
L 7z B R EER 2 B\ Ty ARH 01238 DU o 5 AR 2 4 7
B, 12 PIRE b fikfE L TG 9 2341, BEOIRELY 8
L. ZOVEEEEEICHET2 2 L, T2, EIRFEHN
WG ERBT A2 DL E Lv, [15.1.5, 17.1.5, 18.2
25

GFRMEDEMERRS)

7.7 HRANERRE L2BRABRIZB VT, RF 0128 DO
BRI 7200, 1238 DL & ki L <53 235 A1
BEORELZEL, TOLEEAERERICHBTL 2 &, 4F
2. HEROHEEB Y 128MH L TLMEIRD S
N WA, BREFESERT VI ) EET LI L,
[15.1.6, 17.1.6%M]

8. ERLEANEE

(GheEHE)

8.1 AF DAL, FBICHEDEBICHEL TWAERD b
ETITH 2k,

8.2 KFMEGHIZYav s, TH747%F =05 L HE
W5 &, ROZOEERIERIZ OV TEREE T3
L. EZEDRDSNHEI120E, R0 (SH YRR HAE 3
LEH., BEAEETL L, [11.1.1, 15.1.121]

8.3 FANF G- HIZ, IFERERIEZ S AE W3 IESE (Churg-
StraussiEERE) BNHOLDLNLIEDNHY ., TNH5DE% LI
FBOAT A FRIOWME - FIEFFCHEI L Tn b, REIHH
Bk, ERERBOIER L OFE . MHEROEL (Mo
&)L LIEAHE (O ESE) . =2 —a3y —FoliE KE
RiCEFEETAHZ L,

8.4 REIOFG-hIEIC &L Y, W, EEIgERE K OERANE
JEMOIRBIR 5 -

8.5 RFEGHIZO T\, P57, Jopl, EHIR2HHbNDL I L
WA 72, HEVEOMEE R % 08 ) B OBIEICHEE 5
LA TR EL L,

8.6 KRANIIgEL EAMKRET MR L. HEHIgEX B &9 5, IgE
VE g R RS 2 R IR IC RIS A I T 01D &
EZLNTWE I NS, FERBEED) R 7 H5m b
FATS A AIIIEET A2k,

8.7 RANDOFGIZ Lo TEUT AMOT LV F — B EOFREK
MEALT W EEEAL D O . BT LIV — Mgt 4 #EY)
HIGEE B o724, ERDPBETEAL L . MBI T
WCELBENG DD, FAFGPIE - #THROBEBERL &0
Ty KEFRG-H2 S, G027 LV F— B e HY 4 5%



Bl L EUNIERET 2 2 &, BHEICH LT, EfiofeRzd, #
NS DOFEBIHT HHBNETE LT L 2L ) IRET L2 L,

(REZEE. IFREOBMUERKS)

8.8 AHIDIGHMBIZH 2o Tid, EFEEHICBWT, LFE
fil & 27, EMOEREOEBEDOL & THG217H) 2L, B
CHEGOBAIZDOWTIE, ERiASZ OZ 41 % HEISHES
L. Toa#@E e F=i L 225, KRG 5 ek e
S OWCEEDPER L, BEHOMHEIEGTE5
EERMER L/ ET, BEMOE#IFEO T TEMT S 2L, H
OG- oMk, AHN & EIERDSEDLI L PA H Ok
B oikie SN EE A IR & 7 BT REMED D B A2, EB IS
HekS5 &k s9, ERiOFHE T CEEICBESRT 5% &5
PARMERITH 2 o T o, REFGRICEIEH O A5
bIDYE L, EFE~NERET 5 &) BEIRE2 1T =
Eo fHEAOENGE FMAE L wE ) ICBE IR
L. $XRCOMEOLELBEFEEICHT 51885179 L
BRIC. BB AORNSREEET 2 AmeRMtT 22 L,

(REZHR)

8.9 AHNILAELILRIE, A7 04 FIE, L A¥ I VHIZAER
PUBEEL B2 T TSR I > TV ARERTEIR 2 E R H 28
BT BEHI TR VOT, BEITHHAL TBLLEN D L,

8.10 AH &5, KRIEMEx A2 E RE LIRS 5\
FATuA PG T 20END 5,

8.11 EMAF 04 FEEZZITTWBEEET, RHHG 12X
D ATOA FEOBEZ IEIPLLEIIE TR EHT ChEc
[ s B

9. BENEREETIBEICHATIEE

9.5 11i@

I IR L T B TTRELE D & B L PEI2Id, B g R
Hfalgth % Ll s HRF SN DB EICOAKGT LT, B
FEBE (V) TAFID IR BET 5 2 LG SN TV 5,

9.6 BRI
EELOBRER OFIREO A EE L. 20k
ik ET T 5 2 Lo BWERR (V) TR0
THHEE ST w5,

9.7 hNRZ

(REXHR)

9.7.1 MCHAMREIR, FrA, FLIBL6mRIGONIE %R
&Lz ERREBRITER L Ty,

9.7.2 65 L EO/NEZ R R & L 22 EERAERIC B VT, HIE.
FEG PIEEE DL RO BN TV 5,

(ZEHMT LIV —HSK, BSREOEBUERS)

9.7.3 MCHAEAGER., BiER, FLB. SR 12m R0 /NE
Extg L L7-ERRRERNIIER L T v,

9.8 EkE

—fe IR (ERAE. TFRREE. SRRRESE) AMRT LT
W5,

1. BMER

ROBWEMMWH S bNDL I ENHLDOT, B 51217
W, BN SNA I3RS 2 kT S 2 S 2 L
BEITH &,

1.1 EXLEIER

N1 Yavy, PFr747%3— HERWY)

GUE SRR IR RS, T e, ERRE. .
FUSFE, - MRS S D S b b 2 &0 5o R
S22 LIRNIC BT 5 2 &% s, 2B DL RS L C
PORHT LI LD B, 77, BUMoEHkS%IZE
WTHEHT L DD, (8.2, 15.1.18H]

11.2 ZOOEIER

0f ~ RO
5% LI 12£é 1%k A
BRERGE | LG R
BOEROE| B WISE % . A&
7 g Pede. 7 g
e BRI
i - — [ il

5%k Pﬁ%% 19 ki AR
WA —  |om TR, o F v |G, S
SRS - = |mx BV PERIUE
W, M| B B ”f“,f;;@g pt
T OHEb TR
- A WEUEITIE
T ~  [BIURR. B TR, AR
5 5 5 s
e ERETT 75 P 5| LE . I
AR % i
ET] - - = Db, Bt
P ~ TR, R | . .
WA Fadi B A B
B, i | . A
LB EE — — BiDERE, 5&|> 7 v o v
B AT B
B, W |20 e, JE| 5595 . K.
S S ML, B LB R B
HEAT R . W 5. LOR
R, RHUE

) MALBHKISTH Y. BEIZ L OMETR. 582 ERELEZ oMb
DISE) . L) VORHIEE A e § 5,

12. BRBERRICRITITHE
AFENXIMAIGE & EHEKRE LK T 5720, IgED I 98
HIEE L, MG RIgERED LR 5, fE- T, AHIFKS
HFOIgEHIEM Y . KREIMB R OFFHMET LIV -1k
O - HEOHBTIIZHWEWT &, $7-. SIgEIME
EARTER (T LUV F—HREIM 7 AV ¥ EE) ©
B 7 LV F— YOG OGEE SR OB M ORI L L CTH
WirwnwZ bk, [7.38]

14. BREDZE

14.1 ERIRS5RIDER

(A H£38)

14.1.1 TRoOFGHE—ERESE I, T2 0) I
IR ORE A RET o

BB

ML) T/ RFOB
Eed I Sa HLAEDEIEZOME) TlEZ )
GEIET-HIR Z) 75mg 150mg HaA Gt
Eiacs ) Y/ v/ | 300mgsR v
~Ny ~y
75mg 1R — — 0.5mL
150mg — IR — 1.0mL
225mg IR JEN — 1.5mL
300mg — — 1R 2.0mL
375mg IR — &N 2.5mL
450mg — IR JEN 3.0mL
525mg 1R IS JES 3.5mL
600mg — — 24 4.0mL

14.1.2 353 289305 B EE 2 S HUY L. AMEIC AR
7o FER QSCLT) IRTI &, ERICE Lk, 3%
P LW aiE, HEGERE 2-8C) #4213
TTREZZAS, Zim T ORI IL AR 2 2 v T &

14.2 EFIRE5EFOEE

14.2.1 AHBRIZBE 2300 735G 1 I3H L v &

14.2.2 5 EMICHET L 2 &,

1423 BEDY) v D IE_ 2T LHE12F, i
DA 2 A R

14.2.4 1AfEHOBHKNTH 5 7280, [ HZRIIFEEEE RIS
L2k,

15. ZODEE

15.1 ERRR{EAICE D 153k

15.1.1 EHNEERRERICBWT, 7F 714 73— dHEsh
TWRWDS, JE LN EEE 2R E L7zl iR BRI
Bt s By, FEBBHEITRAT0.1% (761/5,367
Bl /NBTO.2% (161/62461) TH-o7z. Fiz. HEIMHIR
BOBEHMEICBWT, 7T 74 9F P —ROTF714T%
= OWHEHEO H 5 WBUERIS O FEHEE L, PR ED
0.2% LM s, 209 BLEEHRER I TIEFI30% 25 A A Hx
G2REEDEICEBLL TB Y . WlE T — & K O SRR



FIZBWT, 5 mERTIE70%H5 A K3z 5-310 H 7 GEfETAIRZ ) BRREIER L OSSR EIRE R T X — F 13RO
PINIZZEB L Tw/zl2, [8.2, 11.1.1&H] EBYTHH7Y,
15.1.2 BEMEE O BB, EP R O o e 2 20
1675 & AR5 BB ERIERRERIC B VT AHIBE 18 © — 10 HE
4,254f1C4.1461/1,000A - 45 (14f1/3,382\ - 4F) 2 ii e T
xf FRHES, 17861 C4.4561/1,000 A - 4 (1161/2,474 El o
N 4E) Thore GEBUHELL 0 0.93 [95%EHEIX -
M :0.39, 2.27)). ¥72. SEMOEHTAEE AT - S
RS EEE IR E L 2 ilgyh oo o Bt a2 g 6
FEIZB W TIE, ARHFIHES, 00761 T16.0144:/1,000 A - ;P; 4
AE (29514718 426\ - 4F) . RFFEEE2 829%1C19.0714 %_é 2
/1,000 - 4E (190f4:/9,963 N\ - 4F) TH o7z (88 e : : : : : : )
WAREIL 0,84 [959%fSHIXI 1 0.62, 1.13])0 %3, S0 oowm % s 6 2w
K% MRS O ) A2 555V EBE (B Bk ‘ B BRI (1D
B L) (I L 72 e DO EBII AR TH D, AFH) MmEfF 4+~ X< 7 GEfETFRER ) BEHER (T«
DB ASFHERBRIE . — 012 A5 A PE S BR |2 (T = PR z2)
NBEITARDT v FOIGELFEE LW LD b, Mg+~ X7 GRETHIRL) OEWHAEST A — 5
e ) (n=19)
Ffti S NTW v, il
16.1.8 BIRIUAIER € > b SIS, P O T | (1) |wgmn)| (8 | ugnty| O e/
WL O P 58 I UL - R A L 7T 2 R i 150 7 16.7 | 21.0 642 7.25 | 242
FEERERABRICB VT, AFEES, 34261 T2. 6951 (2~14]] *2.7 | #35] +134 [=1.33] £45.4
/1,000 - 4 (561/1.856 A - 4F). % FAEE2. 8956 T Tl ZHJLE [HFEPH], OIS I = (R 2
2.381/1,000 A - 4 (4B1/1,680 A - 4E) Td - 7= 16.1.2 BEEEIMTORE
(SSBUBEELL © 1.13 [95% S MEIX M © 0.24. 5.71])5 BEIRBRAT ORERA 6 HARNROTHEI A£G BRI
CENENES AW it & T N T 70 3 RIZfEoTHYY AT (RIEFAIRL) (HAN 75~
UL — BB E LSS 2 2 L. R RE L 375mg. FHEA : 75~600mg) % K TG L 7B SEEhRE
M4 FE A3 . AREEITES T 5770 F77. 5 T Ui BRI B O PIFIRN R LR T 5 2 EAVRE Y,
EMOBIHREL T L AEXMBREEZITRE L 17. BEERRREE
72 O TR AR BIS 2212 B\ TUE, ARAIEES, 0075 171 HPMRORLMICET 358
T7.52f#/1,000\ - 4 (115f4/15,286 \ - 4-). K (ExEE)
#2,829%1C5.12¢F/1,000 A - 45 (5114/9,963 A - 17.1.1 ENSTHERBR HA)
) THY N=AT A 2 OLIMEERINT T A S IR DT LV F — PR RS (5 REA 2
L 22 B2 RMHT Tl AN — FIE1.32 [95% /S IX FUA NEINA ., WEAEREIFEZ B LT 2>
:0.91, 1.91] THhoiz, FO— VRS REE) ERGRE LTI RN E
15.1.4 A8 SChi B H 2 o R & L 72 AR5 o i R SR BB BRI BT AR & PR G IE 1C FaRadE  L
X, EA B RABR T8, AN ER R Bk o MOV — 2 7O —0R— AT A EIRAREE (151
C2ABRM MR ERAR BT, SN ERRR ) 323L/min. 77t ARBE (1645) 328L/minTd Y
AR C3EM EF COMMTEBEINTEY, ZhoD T AR ST AT O P33 12 AR FIBE 15,450 /min. 75
ST % 88 2 72 A O I H 50 O AR L C LA T2.25L/min, BEMIZE [95%EHEX ] 1213.19L/
W, min [5.93. 20.46] L. 75 b RBIH L CARBCH
15.1.5 A FEMIEBRZE R & L 72K K O G RHER HI2E o7 (p<0.001. F58. HGHBMLON—-2F
3. HAEAOH AR 12 Eo/RE 25 L LT 4 Ml % 8 L L7 ANCOVA).
12HEOBHECERBINTBY ., ZOHB%HE2 - EREOW A AT O A FITE OWE G55 % 251 DL
ARFN O FHBAGREOLREMEIHEL L T ve [7.6, b LCRREOATEA FEEFHLTHUDIZ0 20D
17.1.5%] 5., WEERS DS (BHOWEBERSS 5. H1E
15.1.6 FFEEOEMEZRE B 2 H & L 2R H O RO MERD D 5. % FEVLoh™ T Il 0 80% A
RakbgiL, HARANDBA K 12 Eo/NE % & WFERDP BT T) B RS AET B I ER ()
R B L2 . W oA K 12 L Lo /N2 B AR AT DA ER) LBVt oY — 2
DR AB TR E24AM TEBEINTBY, Ins TU—DN— AT A EIEAREE (7061) 308L/min. 7
DI % #8272 AHK O T 50 0 e e RS L SR (91F)) 301L/minTd 1 . L REEiE 0P
Tk, [7.7, 17.1.62M] e (I AFIBETL3.92L /min. 77 & KB T3, 15L/min.
15.1.7 AHBGIZ LD Jd <) X9 THE S 5EBLT BERIE [95%E MK ] 1310.77L/min [1.49. 20.04]
HIlWDHbo L. T RBCH L CARRIBECHEEIZS C (p=0.023.
15.2 FFERAREBRICE D < 17 BB, BSMERON— 2T e REREE L
15.2.1 B % M\ 72 BUE R T e 53 RBRIc BTl ANCOVA). SRERGMECTOME L 1T TH - 75,
=7 AT 15mg/ kgAY E (WA E) KOt EI1E A S BB |3 AHBE 48 3% (73/15181) Th o720
30mg/kg/MUL L (BEABY) ORET, F o3V — ERBERE, FESHBALRER2. 5% (34/15161) . TEAE
Tl3250mg/kg/ 8 D BT/ D A D3 dds S R 7 9 3EK11.3% (17/15161) Td -7,
Twao 17.1.2 S EETHERR (KA)
16. ZEHEpEE FEREFERE 7 LV X —mEEE GGHERAATOA
16.1 MeiEE NSz, REHERRRAEESEZ AL a Y
16.1.1 MEEERBROMKE — VAT GREBE) ENRE LTI RS EER
HAR R A B 7194 (i P E TR © 32~961U/ WGBS B W, AKH % L LR, hiREE
mL. A8 :50.5~69.8kg) |2\ ¥ AV T (GHIEFHLIR £5 W (28HERM) 70 oW EME (5270 A
%) 150ma% HllE FHE5- L7 20BOMmEh+~<Y) X< FEIZ & 2B E L% & F 2w ek OBAL) OB,



ARHNEE (20961) 0.68H. 77 L AREE (210%1) 0.910A,
BRI [95% M5 MK M ] 120.738 [0.552. 0.998] &, 7
T ARBECH L CTARABECHE RIS A 72 (p=0.042, %
G, HeG-MbE. FEREL WEBEEERL N F A
iz s e LB T Y v miaatn) o
BIVE S BUEE (ZARHIBET11.8% (29/24561) Td - 72,
FREWERNE, EO, TEFEALKLEE, S I OV % O FEE
%1.2% (3/24561) TH o720

17.1.3 EINE IHERER (IR)
RESEFFRO/NE (6~155) 7 LIV F — i BB
(L AAFTA F# (>200ug/day 7VFH V> 7o
VEET AT OV Y E) IS A . MR EEIEAI DL %
BERL T ay bu— VAR EHR) axfe L2k
xIRIEE MR ERIC BT ARH] & 386112 245 ] _F o %
HoL7zo BB G (248 1) # T EE o i b b
IgERFEE (ng/mL) OFATFYy [95%EHIXH] 1315551
[13.844, 17.469] k. HEEE ©25ng/mLLLT 2 #pil
SNz, Fo, WEBE (WART O A FEOHER M=
»oOMMAIHBEL LB E T4, &y A7o A
FIIC & 2 iEHE T L& 3 DM EEIROE(L) OB,
N=2 54 v GUERBMHTTTER & sSoh o LM % &
D7) 02,9908 - IR L TR 5
M (243[) Ti120.92m B - ETH o 72
BRI SE 3 1226 .3% (10/3861) Td o 70 EREIE
P, BHAR10.5% (4/3861) . JEGHRALIERET. 9% (3/38
Bl VESHEALALBE . RGO IE R X OV ERRIE 0555 3%
(2/38B1) TH o727 UNEKEREE TOERD,

17.1.4 SEFETHARAR (1R2)
FREEE ~ TR RERE R O /N (6~116%) 7 L b F — 140 B
B WAATOA F#E (2200ug/day 7IVF AV r 70
Yo VT A T OV G YSE) HA UL o N BIGESE %
BFRALT Iy b a— VRTGREE) 2 RE LTI
LRI T E RGBT, ARH) A 5258 L e
B h- Uiz WMAATOA FEEEYR (2488) H72) 0
g SHEHE (RAAT T A FEOHEFEH RS OS2 3H M
Vb, d&eatEA T u A RIS K A6 % 3H BDLELL5E
&9 DGR OBEAL) OB, ARFIEE (384%1) 0.45
. 75 L AREE (19261) 0.64[n1, HERIE [95%15 HEHIX ]
120.693 [0.553. 0.903] (p=0.007). ihbrEs: 5810 (52
W) Bz Ol EREOMEE L, K (38461) 0.78
M, 7J-vARH (19261) 1.36[, L [95%EEX ]
120.573 [0.453. 0.725] (p<0.001) &, WFhid7IER
BEICI L CARFIBE CHREIR A o 70 (58, 5.
FEhE, Wi EHEE A e LR T Y EUR )
WA AT T4 R (>200ug/day 7NVFH vy 7ar
B 27OV THI M) R OWs ELE S 2 2% DL BRI L
TWBIZH b 569, MEMERL S 5 (FH O BEIR
W5, UL EORHIEIRA D 5, 1AL o HE A
WHERD L, OVWTFIrEiTd) L) RBICERT
DN R - A RICAHT 2 HEN) 1ICBWwT
& WAAT O FEEEIN (2408E) H7:-0) ol
EOMEE, AR (L11E0) 0.73[8, 77 R EE (48(1)
1.150, M [95%EHEX ] 1£0.638 [0.421. 0.966]
(p=0.034) . RERSESGHIHE (528H) 72 Ol BHEE
OB, AFIEE (11160) 1.29. 75 &R (486))
2.38Jul, HERIH [95%EHAX ] 120.541 [0.366. 0.799]
(p=0.002) &, WFNLTFFLREEIZH L THRHHETEE
WS (B G-8e, PeT-MME. Wi EREERE 2 8w e LR
Y VENRSHT) . BERER TORREIZIZFRBETH - 7259,
BIVEFSSBUE 13, AFITET6.9% (29/42161) TH o720
FAEEM L, B .7% (7/42161) . FLBE1.4% (6/421
Bl) THor.

(EEHMTLILX—MHEK)
17.1.5 EIRE MAHHER

BEAT TG C SAEIR SR RAN 55 7 12i% DL A FAER i 2
G (AR Y — A BB EM AT O P2z, #&
A7 LVF =R REEEH L2&5 L Td L
Fy BT R OCREHOTNTORERDPEHL., 20) 51D
Db BAEIRA 3 7 ¥ H33 5 DL b o B fiE XA i EE O )
FRRELAETIERMB EEREBRBEICBVLT,
61BN ARF % 7 2%V 7 29D RERE I E a5 L
Too RFEGHMIZI2ZHEKB CH Y, 7=2FV 72 F VU
FRIRI12M 28 L TS5 L. 209 H4BM Tl 5%
HINVF Ay 7Taed YT ATF VLIS L2, fERE

fR7%) &, RFIHEN3.65+1.56. 7T L REEN4.70+2.18
THY . 77 uRBECHTRAFE TR o 700 Fe 5T
7 (RFBE - 772 REE R TP [95%CT) &
-1.03 [-1.44. —-0.62] THH . HEHEMICHE RN
oz (p < 0.000). [6.2, 7.6, 15.1.5%H]
FE2E e 25 I VHI AR, v A 3 b)) T U AR
EROTUAY 752D Do My RE 2 AR
L e A (0~455) 87T (0~481) . RO HEM (0~457)
FERLHRER A T O A FHERHE O70%LL Ex &, SUTEIR
=27 WMo70%LL LsREHEH AT oA MRz &8, o
W & 7231 H O Nasal symptom score? F-¥iti > A it
R & 7 B3 LL oI (20184E2H23H ~3H24H) o
R BIEIR A T 7 OEEF (0~1257)
FEIVEH SS BB IIAAITECL.2% (2/16161) THo7zo &
ZEIWERIZ. ASTHIN26E (1.2%) THh- 7219,
GERMEDBMERRS)
17.1.6 EFEHES IEHER
BEF G CRIRA 0 2 125 DL E o R st ol s miE
BE (R8I VHIZBEERRETECHREAT 5% 8H)
ERR L LTI R B EERILEABRICB VT,
21861 (HAA10561) IZARKF = v A5 I v Hi R
B NS St ST DA
75 R LULARN150me’™ L iF300me % 438 G 3 & T
B5 L7z 12B%OBEMZH)HEAITHFONR=ZF 1 27
SO LR, BEBEA T HFOR=A5 L Vb D%
ALE L OUAST*** 50 (LLF. UAS7=0) &7 -7 HHD
HErRFRT, [7.7. 15.1.65H]
() AHOAKGE S 7z FE L O HEIX1H300mg Tdh %)
LA OZ 927 (1H0~3) ##HitLizAa7,
LA OB AT 1H0~3) #RFHLA2A3 T,
#HE7-day Urticaria Activity Score : LMD ZF ) HEA a7 &
CBBEAIT &R LIz A3 7T,

R ik
300mg?t | 150met 77?';“* [95% )., pli
300mghE | 150mgl
SRR
MRz 1022 | 8.80 | -6.51 [75.313“77310J [73922"27365]
AaT (73f31) (70f1) (74%1) p<0.001? p:0,006‘1}
BEEE | -12.17 | -10.04 | -7.41 -4.76 -2.63
Aay | (73f) | (7061) | (74B1) |[-6.84, -2.67]"|[-4.75, -0.50)"
UAS7=0 | 35.6% | 18.6% | 4.1%
ERCEIG | (26/7361) | (13/7061) | (3/74%1)
H AN
BEZE] 954 | -7.29 | -5.17 -4.37 -2.12
2a7 | (3560 | 346 | (36l) |[-6.77, -1.97)°| [-4.54, 0.30)Y
BEWE | -12.06 | 8.36 | 5.77 -6.29 -2.59
2a7 | (3560 | (3461) | (3661) |[-9.41, -3.17)9| [-5.74, 0.55]9
UAS7=0 | 31.4% | 11.8% | 2.8%
EREE | (11/3560) | (4/3481) | (1/3661)
a) . #e58. A, %58 EOHEAR Z BErh R, g%
T, N—A 74 VMaxIEwm L2 ENEREET IV
% THE.

b) B %58 B, &G L BOZEEIEN & FEESR, WERE T
KRR, N—=AT A MiZ IR LS 5 EMEREET Vo

o) #GHE A, BGREEOLHEER Z EERR, W 2 AR
W, N=2 T4 Mz LT L5 5 AEIEREET V.
RIVERIZEBUBEE (. 300 mghETI.6% (7/7361). 150mgh
T8.5% (6/7181) CTao7zo FEEINEMNIL. FERHE300mghE
2.7% (2/73%1). 150mghFl.4% (1/7161). SIHEH4300mg
#1.4% (1/7301). 150mghl.4% (1/7161) Tdh -7,



18. BEhEIF

18.1 1EHHEFF
RN, e Mefie MgEE/ 70 —FAHkTH Y . IgE L mH
AEZFR (FeeRD OfEEHET 2 2 & T, IFHEHEER, AL
MINLEE O S O E AL 2 HIH] 9 % 6

18.2 IGEICX 9 2 FAE1EMA
KHNL e MgE L FeeRIDK A BEAMICHE L, M hilEBElgE
WLRE 2 A ST, B, AHNET TIZFeeRIEFA L72IgEICIE
WA L w2l [7 651 ]

18.3 ERZ I HERICKHT 20E
Ty RN IgE TOBMER ICAK ZRNT 52 810k, 7
77 PRI L B e MEEEER2 SO 25 3 U I
En,

18.4 KBV ICX T B0 R
FE M ERE BT, PUETALS X 2 R B ROR J O%E
FERIG B SUE 2SHIH] S 7119

18.5 SUEBEMEICK T 2R
SR EREICB VT, XT3 YIS B A e
L7z,

19. B ICBEY 2E(LFERIFR

— R AR
<) XA~ 7 (Bin Rz
Omalizumab (Genetical Recombination)

e
#9149,000

ENC
e hMbv 2y Afie FIgEE/ 70— F VIRICH KT 2
R 8H (CroasH1609N 278035086 5 47 T © 23,895.03) & H§H
(Ca204H3380N5830673515 ; 43 T-1& © 49,372.00) % I — N3 5DNADEA
WZEDF v A == ZANAAY —JIEHIIE TRtk SN DA

20. BBV EDEE
SMEICAN T E GEYE) OAREET, lifl &8 TRl (2-8
T) THRETHI Lo

21. EEREMG
FEin ) A 2 B BETE % RED £

22. A%
(VL T7ETEmg> U2 Y)
JEN
(JLTRTEI0mg> ) > Y)
JEN
(JLT7ETE75mgN>)
IES
(JL7ETE150mgN>)
JEN
(J U7 RETE300mgN>)
BN

23. EEXWK
1) Limb, SL. et al.: J Allergy Clin. Immunol. 2007;120 (6)
:1378-1381 [20090675]
2) Lieberman, PL. et al.: J Allergy Clin Immunol. 2017:140
(6) :1734-1736.¢4. (202100801
3) KR S B REER [20090677]
4) FEPVERL - REERISEEIRE H)) ST (201348 H 20 H KRR
CTD2.7.2.3) [20133898]
5) Ohta, K. et al.: Respirology 2009;14 (8) :1156-1165
[20100362]
6) Humbert, M. et al.: Allergy 2005:60 (3) :309-316
[20083599]
7) APERL RS R R L L ER/NEEERRER (B13015K
B%) (20134F8 H20H G2, CTD2.7.6-4.2.1) [20133996]
8) Lanier, B. et al.: J Allergy Clin. Immunol. 2009124 (6)
:1210-1216 [20132382]

BENIFEST 5 Lo

9) AR W AR L LN AR B (TAOSR
B%) (20134F8 H20H AR, CTD2.7.6-4.1.1) [20133997]
10) #ENERL : A FIERHESES 23 R & L7z ENERHE (F1301
ABR) (20194F12H11HARE. CTD2.7.6-4.1.1)  [20190555]
11) HAEHL  FEFSTE OB MEZIRE B8 2o G & L 7z ER L [ EER
(E23065t5%) (201743 H24 H7K#%, CTD2.7.6-4.1.1)
[20170085]
12) #EAER) © SRR (BHERR)  (20094F1 H 21 H G,
CTD2.6.2-2.4.3) [20090915]
13) R IR (v 25 3 VRIS A2 R R K O FceRl
FEBIgEND ) [20090916]
14) Fahy, J. V. et al.: Am. J. Respir. Crit. Care Med.
1997155 (6) :1828-1834 [20083589]
15) Zielen, S. et al.: Int Arch Allergy Immunol 2013;160 (1)
:102-110 [20132833]
16) Boulet, L. P. et al.: Am. J. Respir. Crit. Care Med.
1997155 (6) :1835-1840 [20083590]

24, XEKRERVEVEDEL
IONVT A4 AT 7 =BRASH SoNV T4 AS AL b
T105-6333 FREUARHEIXE / F1-23-1

0120-003-293

I8 - A~® 9:00~17:30
(FERUZHAEZRL)

www.novartis.co.jp

26. HERTREF
26.1 BEEIRSE (#AA)

NIV TV k&t
ERBBEE/PI1-23— 1

(09)



(B UL VA EHSSE0N S~ CERRATL (57 7 RER) 80

% % 20244E8 HELET (BE5HR)
% 20244E3 ACLET (5B400)

Bk 1 2~8C I fRAE [20. 2]

BAREERIEES
87229, 87449

ExhEAE ;187 A _\/Z?Iggy /L?}On/lg/ */7\05§1g *lgoymg *?jgoymg
s | 23100AMX | 23100AMX | 30600AMX | 30600AMX | 30600AMX
00313000 | 00312000 | 00104000 | 00105000 | 00106000
BRSERIMA | 20194661 | 20194E6 7 | % 202448 | % % 2024481 | % % 202448 f]
KEXMEEER
EEHET LY —MHR2RKEESR
B Z RS aER

(b MMEHLE MIgEE/ 7 O0—FILH{ESIH])
AV X<7 (BlzFHlRz) F5F

by eri7smesuyy
by er50mesvy
*U.IJRIE'F5175mg'\°’J
ALy 3P ez 150meny
‘S YLy 3P ez 300meny

Xolair” for s.c. injection syringe
+Xolair for s.c. injection pen

AR B, ISR AL SRR S
(EE - EMEORLZEIZLYHENT L2 L)

(—8) BEERAES NS HRME

> NOVARTIS

Z;%IJ )

2. B2 (kOBHEICEIBELEVIE)
B4 26 LB EUE OB RE D & 5 B

*3.1 K

3. #ARK -

IR

VLT RNE

HE 4

75mg

150mg

DAY

A

300mg~< >~

BRI
(1)

F <) A X7
(#fzF M)
75.0mg

<) Ax T
(R F AL 2 )
150.0mg

<) A= 7
(HE =T z)
300.0mg

AL
(1AH)

0.5mLH
L-7 V¥ = vk
1 21.05mg
L-v X F T Uik
WEARFY 1.17mg
L-LAFT ¥
0.68mg
EY VI R— +20

1.0mLH
L-7 V¥ = v iEkE
b1 42 .10mg
L-b 25T VIR
HAKFY  2.34mg
L-bAFT
1.37mg
K1) VIR — k20

2.0mLH
L-7 V¥ = 45
1 84.20mg
L-b 2 F T Uik
KA 4.68mg
L-LAFT ¥
2.74mg
A1) IN— h20

0.20mg 0.40mg 0.80mg

RHNDHENESTHAHF <) AT GEETHEEZ) & F

YA Z—ANLAY —JiEMEr b EASND e MEvw T A

B 7 U—FNWPETH L, A~ X~ 7 GERIEETHEEZ)

DEGETRIZBWT, 77Ty (H) 2HHLTWS,
*3.2 HWHEIOMHIR

W5E VLT R (G 3E)
PR | e~ EE T, BRI T IR L

pH 5.8~6.2

#EE | 390~470mmol/kg

4. REEIIHHR
OFREXIHE (BFAEICL>THRBERED> PO
TERVERDEEICES)
OFFMHE7LIF—MHEaR EIFEAE CHRFTT+IEEEX
BREEBEICRS) @
OFRMEOEBUERS BIFEAETCHRA T2 LEBEICIRS)
F) RBERMEH NI MR

R R

5. MEERIIHHRICEDET 2FE

(REXWRE)

5.1 WAEOWAAT T A FIER OB E O EIGEE Y I L
THIERD LB, EBAEEW AU L TRk E R L,
PRI N O [A195%5- A1 LTS A T B 75 #e S i 4 5 98 To %
END IR W7 THAICARK 2B L TG 3 52 L,
SERDZE L v &id, FRLOIERD VT IpAsess L e v
ZEEIRT,

PNDY T
M BT S % B S 2 2 IR BE O T (FEV1L.02S Tl

IEFAEISR L 80% i)
- H G EIEIRATZE SN B
< 1AL B HEIRABIZE S D

IR DY
- H R EAEIRATZ SN D
< E1A DL B MAEIR MBI S s
CEIE DL HEAEENEE S NS

(EEHMETLILE — 8 R)

5.2 DT A RTA4 VEEBHEIL, DTOWTIUI YT
LEHI, B A I VHSARETERIENL TS T 5
Zk, [17.1.5%08]

- JER & 7 B ACHPUR SR L C IiE R R B A AE 45 C
Rt 2 7R §

CEEOWHEIC BT, [ERPURORI LY T 5729 2
Ty WEGEHATOA FEETFrINNVAT 4 T— 7 —FH
R G L b, TEIIIRELED 7 LV F— M5

FHEIRDTEO BTz
- AR O A R TR T B B AR G- B R T
FINDLIEM LS
R OB MEERD)

5.3 £, WERRIEEOBEMIZ OMEIRE FIET 2 FIHAHIE S
N9, EAY I VHIZ B OB RS OMY) 25 217>
T, AWAEFISER 72T EDHEDEED B K
L GRS FRO SN B S IIAAIZ BN L TG54 2 &o




6. BERUVHE
(REXWR)
WE, <) A7 GEfa i z) & L ClH75~600mg
2 FGEB IR TIER T 5, L& 720 OS5I
V2P L R B I AR g B R L OMR | 2D
&, TROFEGRBEERICLVEET .
(EHETLILEY — 48 %)
SE. AL 12 Eo/NRIZIEA <) A7 GEE TR
Z) & LC1N75~600mg% 2 3 13484 B FIZiES 3 40 1
A& 72 ) OG- N G- MbEIE . #EB SR AR IgE
BN OREIZEDE, TRROBGERERICIYHET S,
e (L)

GRS

LD *E (ko)

IR SR >

IgEi | 220 | >25 | >30 | >40 | >50 | >60 | >70 | >80 | >90 |>125
(D) | ~25 | ~30 | ~40 | ~50 | ~60 | ~70 | ~80 | ~90 |~125|~150

>30~ 75 75 75 | 150 | 150 | 150 | 150 | 150 | 300 | 300
100 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 | 450 | 600
300 mg | 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 AEME G OFIEY LR WA

>1,000~ 2R G OFRIE G T2 L

1,100

>1,100~

1,200

>1,200~

1,300

>1,300~

1,500
2.8 4 -

ErasninNn) E (kg)

g

TgEi s >20 | >25 | >30 | >40 | >50 | >60 | >70 | >80 | >90 | >125
(TU/mL) ~25| ~30| ~40 | ~50 | ~60 | ~70 | ~80 | ~90 |~125|~150
>30~

100

>100~

200

>200~ 375
300 2B R G- DFEITFEL L VIGEIZiE mg
>300~ SEMERG ORI G TH 2L 450 | 525
400 mg | mg
>400~ 375 | 375 | 525 | 600
500 mg | mg | mg | mg
>500~ 375 | 450 | 450 | 600
600 mg | mg | mg | mg
>600~ 225 375 | 450 | 450 | 525

700 mg mg | mg | mg | mg

>700~ | 225 | 225 | 300 | 375 | 450 | 450 | 525 | 600

800 mg | mg | mg | mg | mg | mg | mg | mg

>800~ | 225 | 225 | 300 | 375 | 450 | 525 | 600

900 mg | mg | mg | mg | mg | mg | mg

>900~ | 225 | 300 | 375 | 450 | 525 | 600

1,000 | mg | mg | mg | mg | mg | mg

>1,000~| 225 | 300 | 375 | 450 | 600 e

1,100 | mg | mg | mg | mg | mg BGATT

>1,100~| 300 | 300 | 450 | 525 | 600

1,200 | mg | mg | mg | mg | mg

>1,200~1 300 | 375 | 450 | 525
1,300 | mg | mg | mg | mg
>1,300~1] 300 | 375 | 525 | 600
1,500 | mg | mg | mg | mg
WHERELR T, RAORHKRHEIEHECTH 50.008mg/kg/ [IU/mL] L
b (2EM MR TS X130.016mg/kg/ [IU/mL] Db (438 ke
BTG R) L b L) HEEP/HESIN TN D,
BRI OIITRS)
HE . AR OCL2E L Eo/NRIZIEA <) XA~ 7 (HEIEFH
¥ez) & LCLR300mg% 4 MK T2 iEgd %,

7. BERVBEICEET 335

(REXWE. SEMT7LILX—HEK)

74 HHEIRERICEU L B VESEAOEGIIITb RV L,

7.2 REPEGAHICKIBICEENIZL L 25E 121 RAORRR
HESH RS SN VBN D 5 0T, FGRIRERIC
HEONWTHG RIS HRE FRET 5 2 Lo FR/ND
Tld. WEICE) REOWINIEET L2 L,

7.3 RFHEGIZ L D IgEOWH IS ERE L, i H#HIgE
IREEDS BS54 2 O CTARFN G- IlE L 72 Mg HRIgERE
W& E - HEOHZE I ThEVWI &0 2. KHlES
ok B LR R I PP AR IR L O LA T 2 55 655
DT, VERMICHS BT 258 RO HRZRE
BFICAS O N ME T ARIgEIRE ISR DWW TR ZRET 5 2
Lo 72720 AFOFEGHEHRE 2 1EL EogAix, ik
HTHAIgEIRE # FHIIE L TH L v, [12. 5]

7.4 FHEPG I EUIFFHET LV F— R EOEIROL
EDFRO LNIZHEICBWTL, HGERERICIVFHES
NI GREEFEL BN &,

(REXHRE)

7.5 HERUOHEESB Y 16EBMEH L CHRIRIRD Lk
WAL, BAREES AR R WE O EET LI L,

(EHMT7LILY —MER)

7.6 FEIFG-DSWEE R Z/IMET LIV — M54 4R 5 T KAEH
FEORBIEINC DG $T 52 L, B, ARAZ S E
L 7z B R EER 2 B\ Ty ARH 01238 DU o 5 AR 2 4 7
B, 12 PIRE b fikfE L TG 9 2341, BEOIRELY 8
L. ZOVEEEEEICHET2 2 L, T2, EIRFEHN
WG ERBT A2 DL E Lv, [15.1.5, 17.1.5, 18.2
25

GFRMEDEMERRS)

7.7 HRANERRE L2BRABRIZB VT, RF 0128 DO
BRI 7200, 1238 DL & ki L <53 235 A1
BEORELZEL, TOLEEAERERICHBTL 2 &, 4F
2. HEROHEEB Y 128MH L TLMEIRD S
N WA, BREFESERT VI ) EET LI L,
[15.1.6, 17.1.6%M]

8. ERLEANEE

(GheEHE)

8.1 AF DAL, FBICHEDEBICHEL TWAERD b
ETITH 2k,

8.2 KFMEGHIZYav s, TH747%F =05 L HE
W5 &, ROZOEERIERIZ OV TEREE T3
L. EZEDRDSNHEI120E, R0 (SH YRR HAE 3
LEH., BEAEETL L, [11.1.1, 15.1.121]

8.3 FANF G- HIZ, IFERERIEZ S AE W3 IESE (Churg-
StraussiEERE) BNHOLDLNLIEDNHY ., TNH5DE% LI
FBOAT A FRIOWME - FIEFFCHEI L Tn b, REIHH
Bk, ERERBOIER L OFE . MHEROEL (Mo
&)L LIEAHE (O ESE) . =2 —a3y —FoliE KE
RiCEFEETAHZ L,

8.4 REIOFG-hIEIC &L Y, W, EEIgERE K OERANE
JEMOIRBIR 5 -

8.5 RFEGHIZO T\, P57, Jopl, EHIR2HHbNDL I L
WA 72, HEVEOMEE R % 08 ) B OBIEICHEE 5
LA TR EL L,

8.6 KRANIIgEL EAMKRET MR L. HEHIgEX B &9 5, IgE
VE g R RS 2 R IR IC RIS A I T 01D &
EZLNTWE I NS, FERBEED) R 7 H5m b
FATS A AIIIEET A2k,

8.7 RANDOFGIZ Lo TEUT AMOT LV F — B EOFREK
MEALT W EEEAL D O . BT LIV — Mgt 4 #EY)
HIGEE B o724, ERDPBETEAL L . MBI T
WCELBENG DD, FAFGPIE - #THROBEBERL &0
Ty KEFRG-H2 S, G027 LV F— B e HY 4 5%



Bl L EUNIERET 2 2 &, BHEICH LT, EfiofeRzd, #
NS DOFEBIHT HHBNETE LT L 2L ) IRET L2 L,
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HekS5 &k s9, ERiOFHE T CEEICBESRT 5% &5
YIRiE %479 2 & T, RAFRGHICEWER O3B %R
bIDYE L, EFE~NERET 5 &) BEIRE2 1T =
Eo fHEAOENGE FMAE L wE ) ICBE IR
L. $XRCOMEOLELBEFEEICHT 51885179 L
BRIC. BB AORNSREEET 2 AmeRMtT 22 L,

(REZHR)

8.9 AHNILAELILRIE, A7 04 FIE, L A¥ I VHIZAER
PUBEEL B2 T TSR I > TV ARERTEIR 2 E R H 28
BT BEHI TR VOT, BEITHHAL TBLLEN D L,

8.10 AH &5, KRIEMEx A2 E RE LIRS 5\
FATuA PG T 20END 5,

8.11 EMAF 04 FEEZZITTWBEEET, RHHG 12X
D ATOA FEOBEZ IEIPLLEIIE TR EHT ChEc
[ s B

9. BENEREETIBEICHATIEE

9.1 ABHE - IEEZDH D EE

T5mg ) >, 150mgP ) )

9.1.1 7 v 7 ZBBIEOBFEIFREMD H 5 BE
TULNVEF—=ExIT I EDRHLEOTHEET L & EH
SR DI N—1E, EIRETIRT L (57 v 7 AHER) BET.

9.5 1Ti@

I AR L T B TTRELE D & B L PEI2Id, B o R
Hfalgthz Ll s L HRF SN DB AICOAKGTHZ . B
FEBE (V) TAFID IR BET 5 2 ESMEEIN TV 5,

9.6 BRI
EEEOFIER OBILREO AR ZE L, 2okt
xR MG 5 2 & BWER (V) TIHITHAOR
THHE SN TW 5,

9.7 MNRZ

(REXHR)

9.7.1 A REIR, FrAa, FLIBL6mKiHFOIE %R
& L7z ERREBRIEER L T,

9.7.2 6 LI Eo/NR ARG G & LR ICB VT, U,
FE PIEEE DS RO BN TV 5,

(ZEHMT7 LIV —HSK, JSREOBUERS)

9.7.3 MCHAEAGEE., HiER, FLB. SR 12m R0 /NE
Extg e L7-BRREBRIEER L T\ v,

9.8 EkE

—fe IR (FriRAE. TFRREE. SRREESE) MRT LT
W5,

1. BMER

ROBWEMDRH S5 bLNDL I EHRHLDOT, B +5121T
VBRSNS GEIIZ RS R IR S e L) AL
BEITH &,
1.1 EXLEIER
N1 Yavy, Pr747%3— HERY)

GUE SRR IR RS, AT, e, ERRE. .
FUSFE, - MRS DD S b b 2 e DB 5o REIF
G220 LIRNICSEBIT 5 2 &% s, 2B DL RS L C
PORHT LI LD B, 77, BUMoEHkS%IZE
WTHEHT L DD, (8.2, 15.1.18H]

1.2 ZOMOEHER

1% ~5%

5%l g Vil | AW
BUREg | LGB
BER O B WA 4
It e, kit
e, R
TR - = [ R
TR —  |@m W, % |G, JoH
EhEE - — o BT
B s Bk, 7 LIVE
RS . ESEENE
— —  BICRE. E[ TR, LI
= e
— E R 3 FESE . SIS T E .
R _ EAiR) Ef’)'fffi %ggéfﬂi A
T - - = bR BT
P ~ bR, R | . G
WA Wi B A I
POk, E. [REE . 1
g HEE — — WO, 3> 7V v
B AT B
FTBE. W |20 k. K |55, .
N i, I, B E . R o
HEAFEBAL B W 5. LOR
. B

) MEBHIIGTH Y . R O BER. 5% GERELZ0Mm
D). FENO P ONTIEE R S T 5.

12. BBFRREERICRIFTHE
AFNLMATIGE L EEEKEZ LT 5720, IgEDH R}
MIELFE L, MEHRIgERED LR35, fE-> T, RAIHES
FOIgERIEM % . 5V LB OFHitE 7 LoV — &%
O - HEOWHBETZIIEHVWEWT &, $7-. SlgEIE
ZARTER (T LVF—ERETM 7 A0V ¥ 2EE) O
ZWR T LV F —EONEOGEA R OB ORI L L-CTH
WinwZ bk, [7.33M1]

14. BAEDEE
14.1 EHIRSRIDER
(B H38)
#1411 TRloxGHE—BELSHZ I, 720 VX
R OREERET o
PG —

DR IVEAE = (L]
FvyRA=vT (HLAE DRI ZDOMY TIiEZR W)
GEf= T3 2) 75mg 150mg A G
Eracs g Y/ v rY/ | 300mgsR v
NV RV
75mg IS — — 0.5mL
150mg — IR — 1.0mL
225mg JES &S — 1.5mL
300mg — — %S 2.0mL
375mg IR — &N 2.5mL
450mg — 1R &S 3.0mL
525mg IR JEN 15 3.5mL
600mg — — 24 4.0mL

*14.1.2 359 8300 RN WEE 2 SH) WL, ZMEIC AN
FEFEE 25CUT) IKWRT I &, BRIDELAH, #HR
ML 2 WA, BESERS 2-8C) ¥a28 )
TTRE7ZAY, ZiRTORMIE ARSI 2 2 T &

{T5mg> V>, 150mg> ) > o)

1413 #7— FTHPEDLNTLE ) DEF 20, B
W& — FIEEh 2 V) v Tl nwZ &,

14.2 EHIRE5EOXE

14.2.1 WMRICEE 2RO 583 L w2 b,

14.2.2 5 EANCHIET L 2 &,

%14.2.3 BHEOI Y vV NF~Y 2HAT LHA12E. g
DN DA 2 A R

14.2.4 1R OBHITH 5720, FHBZITFEETCTEREES
5Tk,



15. ZOMOEE

15.1 ERERfEAICE D 153k

15.1.1 EINBERREBEICBWT, 7+ 714 7% — 13
HEINTwiawng, REXmMEBBEEERE L2
AR BRI B W THE SN TEB Y . FEHBE LK
NTO0.1% (7§1/5,367%1) . /INRT0.2% (1651/624f1)
Tho7ze Fiz. WHNTIRZEO BRREIZB VT,
TFI74T9F=KOTFT47F T —OEEMED
& 5 WPUERS OSBUERE L. DL 10.2% 8 HE

15.2 FEEREREABR ICE D 15k

15.2.1 W% v 72 AR T ¥ G- aBRIc B ¢
B =7 AN TIF15me/kg/BULE ShEE) KO
30mg/kg/HADE (BEAEN) OBET, FroNr T —
Tl3250mg/kg/ O T/ IMLE O D3 His S
TWwh,

16. EYEHRE
16.1 Mg
16.1.1 BER5HBROMHE

TE S £ D) BB TId#I30% 2 A 5 5-2
W LU BLL TB 0 . Wl 7 — & KOs
FREE 12 BV T B E TIEA 70% A A 1% 53

HA MR HE A F19% (MG HARIgEREE : 32~961U/
mL. A% :50.5~69.8kg) 12, # < A~T (GRIEFHIR
) 150mg% B 5 L7z, ZOREoliiEh4 <) X<

MHPPIZFEBL L Twzi?, [8.2, 11.1. 128 ]

¢ GEAETHURL) HEEHER L OSEIAE $5 A — ¥ [0k
15.1.2 BEPLIER O SBURRE IS . N ORI OB 7 GRS PARA) R R ORI i

- , EBYTH-7Y,
L7 7 £ A3 EEREERAERII B VT, KA 2
4,254451C4 . 14451/1, 000 N - 4F (14%1/3,382\ - 4F) . 18

XFFRTES, 17861 T4 . 4561/1,000 A - 4 (1161/2,474 S 6 — @ — 150mg HLEHE.

N 4E) Thot: (BEHHEI 0 0.93 [95%fF X g 14

M :0.39, 2.27]). F7-. SAEHOBIHFHEZIT- g 12

TAE TR EERE R E L2l O iR BT s 10

FEIZ BV TIE, AHEES,00761T16.0144/1,000 A - y 8

4 (20504/18,426 A - 4F) . K HAEE2 820%1C19. 071 § 6

/1,000 - 45 (1901£/9,963 A - 4E) T -7 (58 5 .

BEIEIG © 0.84 [95%STHIXR 1 0.62. 1.13])0 %, £ S

REN &2 BYEIERE D) A7 EWBEE (B SEE . = B 12 2% 36 48 60 7 84

BRI ) (M L 72 A O BRI TH 5o KA P 505 (F)

D AFIERBE . — AN AFERBRIC A S MiEd s+~ X% 7 GRZT-HERZ) WA (T

NHITARV Ty FOIgEEREE LW Ehb, T e 3 )

FHLS LTI \ Wi~ ) Av T GRETRRL) OEMBE ST A -5
15.1.3 BpIRIMAEZERE 4 XV b OFEBEE X, BN (n=19)

W O e 53 M S ) DL A 2 L 7T & R R 255 Tww | Cmee | Tvz | AUCow | V/F | CL/F

FERE RIS BV T, AHIRES, 34261 T2, 6941 (mg) | (H) |(ug/ml)| (H) |(H-ug/mb)| (L) |(mL/H)

/1,000 - 4E (5B1/1,856 A - 4F) . kHFREED, 89561 C 150 |, 0| 167 1200 6120 7.2 ) 242

; : » AT, [2~14]] =27 | +3.5| =*134 |*1.33] 454

2.38%1/1,000A - 4£ (4%1/1,680 N\ - 4£) TdH -7z
(FEBUHEEIL © 1.13 [95%EHEXH © 0.24, 5.71])5

NERIE, ARHIEECTLIE D2, R, REERk
OMVE. — BRI R LSS EAS Z L2 1B, R FEEE T
MAEFEH3H] . ANEEFED I TH > 720 72, 5
EHOBHFHEZ T -REIMBEZ Z TR E L
TN O TR R EIZIIEIC BV Tid, RAFITES, 00761

Tracld I [HEPH] . Z DML + R

16.1.2 BEMBTORE
FHEMBHT O E2 S, BRAROIE ARG mik5E
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375mg. AHEIN : 75~600mg) % K - L 7o 3EEhiE
T O LR EE O PIFIR FA R TH 5 Z L AR &Y,

T7.5205/1,000A - 4 (115¢/15, 286\ - 46) . HH1 7. BERELR
#2,82960C5. 121£/1,000 A - 4 (5114/9,963 A - 17.1 HAERURLAECET SHR
(REXWR)

F) THY., N—=2F 4 o0 G KT TR
L7722 Z R Tld. NI — FIE1.32 [95%15FEIX
i :0.91, 1.91] Th -7z

15.1.4 SUE LM BEE 2 G L L 72K F o B R o5
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Wi 28 2 72 AR K O B G- RO 22 &3 LT
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15.1.5 A FAEMERE T Xf R & L 72 KK o i R 5 5k
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12O cERBEINTEY ., ZoE %272
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THA FEITMA, WEREEIHDL 2L Th a >
PO = VAREGREE) AARE LTI ERMR_E
HRLBEERIC BT RF % AR BT S L
Fo MOV —2 70 —DON— 25 4 EIZARKE (151
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I R EE A IR 0 P 3520 i AR H BT 15,451 /min, 75
L ARHET2.25L/min, HEM 7 [95% X ] 1£13.19L/
min [5.93. 20.46] &. 77 L REEICH L CAHKBETEH
HIZE o7 (p<0.001. F58. HGHEELONRN—-R T
A UME% AR L L72ANCOVA),
FEHEOWAAT T A 3R O 26538 % 27 DL OF
A LAERORATaA FELZFHLTWDI28 2 0b
59, W EERD® 2 (IEH oW EERD ® 5. A1
LI EDOBIERD B 5. % FEV 1oAY T HE D 80% A i »
DB B oA CER S T B D . SIS CEFRDFIZT) L0 FICAET B HrER ()
DI L 2 72 A BN B OB ST ORI EHT LHAEN) LB TR, BoL -7
T, [7.7. 17.1.65W] TU—DN= AT A MEIFAFHE (7061) 308L/min, 7
15.1.7 RAMZ G2 LY L A~ ) X THED 58 7R RBE (9161) 301L/minTdh ) . FAEREAMR: O P38
LZEDDD, FHREAFIEET13.92L/min. 77 £ K #T3.15L/min.
BERIZE [95%fEHX M ] 1210.77L/min [1.49. 20.04]
L. TR L TERAIFECHEIZE C (p=0.023,




B, BEEERIN—25 (4 VA REEE L
ANCOVA) . B TORE L IZIZFAETH - 727,
BIE S B 13 A K BE T48.3% (73/15161) TH - 7=,
TR, TESTERALAIRE22.5% (34/15141) 1446
f% 9 FERK1L.3% (17/15161) TH -7z,

17.1.2 SEF LHERE (BRA)

FREFREL 7 LV F — B EE (EHERAAT A

FEIZIM A RREHEHEpAMEEEZ L Cbar b
— VAT REE) AMRE LTI RMBEER
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WG HE 28HEE) 7o Ok ERE (& MEATOA
REEIZ L 2 i a LB L § DM RIEIROEL) OB,
ARFEE (20961) 0.68101, 7L ARE (21061) 0.91[,
BERTIE [95%fE#EX ] 130,738 [0.552, 0.998] &. 7
TR RERIC I L CRABECH I o 72 (p=0.042,
G, H5-HbE. EE. WEEEELON-Z2F 1~
fliz 25 & LR 7 VARG 9,

BIVEMZS B I3 A K BETL11.8% (29/24561) TH - 72,
FRRERNE, B, FEAHRALALEE, B M OV D FEE
#%1.2% (3/24561) Td 720
17.1.3 ENFEIHAHR (MR

REFEFRBE R O /NE (6~155%) 7 L b F — P L E
(WAAT T A R (>200ug/day ZNVF A>Tt
VEET A TOVIAIAGE) 1A W EERREE2H] D %
BEHLChba vy bua— VR EE) Zage L7z
Xt HEIE B M BRIZ B\ T AH & 38112 24 [H] b o
H U7z BEEER G (24HR) T o i b g
IgE#REE (ng/mL) OBATFYy [95%EHEXH] 1£15.551
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B VESHRALALBE, GO IE R L O ERRIE 25 %5. 3%
(2/3861) TH o727 UNEAKBREE TOHERD .

17.1.4 SLESETHEFRER (1R)
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Yo VBRI AT OV I S ) AU o b BIE %
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2.38[nl, FERII [95% B HEX ] 1£0.541 [0.366. 0.799]
(p=0.002) &. WFNL T IR L TAKIHETHS
WS (B, BeG-ikE, i BRER A b e b LR T
Y UARHT) . BER AR T O/ R L IZIZRETH - 7289,
BV S BRI (. ARHIBET6.9% (29/42161) TH - 720
FREIEMIE. BEiL.7% (7/42161) . #LBE1.4% (6/421
) THo7z,

(EHMTLILE—HER)
17.1.5 ERE MHEHER

BEATTR 8 C BAEIR DS RAN 55 7 1208 DL D A FAER i 26
G (WA — A CBEEMAT O A P2z, #&
H7 LVF =R JERE IR E2H5 LT L
Ay BHROCEBAOTXTOERDIEH L, Z0) H12
Db SBAEIR A T 7 ¥ 933 1 DL o FfiE AS IR ERE D BEH)
AR E LTI RN BEERILERBRICB T,
161BICAFZ 7 25V 7 2 F ¥ VIERIEIC L3S L
Too AFFRGWIMIZIZAMTH Y, 72XV 72+ Y U
BRI X120 28 LTIk G L. 209 B4R TlLREE
H7VFAY vy Tud VBT AT VA EG L7z, fERYE

W) &, AFIFEA3.65+1.56. 77 L REEH4.70+2.18

ThHY. 7T R TRAECIERA o 720 $5-HEH

7 (RABE - 77 wREE R 2P [95%CT) &

—1.03 [-1.44. —0.62] TH Y. HGHEIAAEREN

obz (p < 0.001), [6.2, 7.6, 15.1.5%0H]

g2t e A5 I VHIZ AR, v A 3 M) T2 2R

EROTOARY 75T YDy MO YRFT 2 Ao iR RHEE

FEC LA (0~480) ., Bt (0~480) . ROER (0~481)

FREREREH AT O A FEEHBIHO70%LL A g e, SUEREIR

E— 27 MD70% LS REGFER A 704 FEREZ &, o

W & ili7- 91 H O Nasal symptom score V-3 0 FAFEE

K & 7 % 3L o (201842 23H ~3H24H) .

IR REIRA 27 O&FF (0~1258)

IR SE B I3 AHITECL.2% (2/16161) THo7zo E

BEIERZ, ASTEIM26) (1.2%) Tdh - 7210,
GERMOBMERS)

17.1.6 EEHEFEZE DHERER

BEAF G IR CRIRA T4 2 12 DL L o 45 stk o 18 Y%

BH (A8 I Vi HRETECRIRA T 5 2 BH)

ErGl L7 7 R EERI BRI B W T,

21861 (HARA10561) IZARF % v Ay I v His BRI

I G L7,

7T R AEARFN50mg™ X 1E300mg % 438 5 b < 30al K T

B L7ze 12BB%OBME ) FEAITHFON=ZAF 4 ¥

SO LE., BEBZEA I T FOR=AT L VoD%

L& OUAST***950 (DLF. UAS7=0) &7 -7 HHED

HEERFITIRT, [7.7. 15.1.60H]

() AHOKE S NI HER CHREIZIE300mg THh % o)
UAMOZ A7 (1H0~3) #HREHLzAT 7,
FREAMOBE A a7 (1H0~3) ZHREFLAAT 7,

##¥7-day Urticaria Activity Score : LIAF D Z H 2 a7
WIGBA AT 2 RE LIz AT,




BECEEY :ﬁfﬂi‘é
300mgh | 150mghE # [95%fEHEIX ], pfi
300mghE | 150mgh¥
g
meos | Dz | 88 | 6o | b |
Aa7 (73f31) (701) (74%1) p<0.001? p=0.006"
WS | 1217 | 10,04 | 7.41 -4.76 -2.63
=y (73f51) (708) | (7480) | [-6.84, -2.677 | [-4.75, -0.50)"
UAS7=0 | 35.6% 18.6% | 4.1%
S | (26/7360) | (13/706) | (3/7481)
H AR NG54
AEEHE | -9.54 -7.29 -5.17 -4.37 -2.12
=y (3561) (3460) | (3661) | [6.77, -1.97) | [-4.54, 0.30)°
BEEE | -12.06 -8.36 -5.77 -6.29 -2.59
237 (35651 (34 | (3661) | [-9.41, 3171 | [-5.74, 0.55)°
UAS7=0 | 31.4% 11.8% 2.8%
EREE | (/3560 | (4/3461) | (1/3681)

a) [, 5B, B, B5HLBOKEIN & BEDR. WRE LR
R N— AT A AR IR LT D EER ST 7L E i THIE
b) B, B, M. B L BORLENEHENR, REREE LR
SR N— AT R IR LT B MR G T
o) 5B B, 5 L BORIIEN & FER, WRE 2 ERAR, <
— AT 4 MlF LR LT B ENEREE T Lo
RN SBURIEIE, 300 mghtT9.6% (7/7361). 150mgBtT8.5%
(6/7161) Tho 720 ERREIEMIE, FHI00me#2.7% (2/73
). 150mgREl 4% (1/7160), SIEEA%300mgREl 4% (1/73f50).

150mg##1.4% (1/7161) TdH -7,
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MEZEE (FceRD Of&%ET 2 & C, iFEERR, 0
M4 JERI O AL 2 0] 5 o
18.2 IgEICX ¢ B HEMEA

RENL e MgE & FeeRIDKEA Z B A MIZIE L, ik il filgE
PR ST B, FHNET TIZFceRIE A L72IgEIC I
HEA L aneizl (7 65H]
18.3 EXZ IV WERICKHT 23R

TH R IgE TORIERICAR 2T A2 E1ck ., 7
7 HPUERIEIC L B e MEEEE S O v 25 3 VDS HIH]
SR AR
18.4 SEIVEICK T 2R

LA LN EBE BT PURIL AT & 2 BRI SR K OV
FETN BSOS AT & 721419,
18.5 SUEEEMICK T 2FE
SEIMERZEIZBWT, A3 Iy A58 E B U E
L7219,

19. B SICREY 2IB{LEFR

— kI AR
<) AT (EInFHIRZ)
Omalizumab (Genetical Recombination)
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#149,000

ENE
v MMb~o A$ie NMgEE// 70— F VHKICHRKT S
81 (CroasH1609N 278035086 5 75 F 8 : 23,895.03) & &
(Co204H3380N5830673515 5 73 F 5 © 49,372.00) % I — K3 52DNADEA
WZEDF v A 2= ANA AL —PHEEMII TR A SN A BEE Y

20. BBV EDEE
SMEICAN 2T E GEYE) OIREET, oiifl & 8 TR ElE (2-8
T) THET LI L,

21. &EEM4

PR ) A 7 EHEW 2 SEO b EUICERT A L.

%22, ‘@I
(JLT7RTEBmMg U Y)
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(JLT7ETEI50mg> U )
IR

(J LT ETEI5mgN>)

JEN
(JL 7R TE150mgN>)
JEN
(JLT7RTE00mgN>)
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