*20234E 9 HUET (58 2 1)
20224F12 3R (35 1 1)

2

B s R
FREAE - 34

8 T I THA

E btk FIL—13F/ 70—F )Ltk

FoOXXYT GEEFHEBRZ) A

AAEEERHEES
87449
SRS, % AHEEESY
® AREE 30400 AMX 00450
7 4 ,.;‘ ,._ — _-u-‘” . N o | REEE 20234 9
J 7 ET:E150mgIoy
Adtralza® s.C. Injection BB 7 4 5 4 2 R
V) TR - EMS ORI L )T 5
| mn LB ENEREFTH2REICHTIIE
= A . Ve
FHAOREE, EORBORRIMEL TV IERD | o FHE - RERSOHZRE
HETIESC L 9.1.1 FERBREERE
B KR % P53 N EERBEGROEBREITD T Lo F7o,
BEDPARFNB G EFERERER I L, PradmEE|ic x
2,82 (ROBEICIEIBELEVWI L) HIRRD R 22 A AR UG DSE T 5 F TARKA
AHN DR x L BUE OB O H 5 B E OG- %~ k346 2 &0 RFNIIL-132HET L Z &
2 &0 2 RIGEEIRE & iR Es S, HA R IR B AR R
3. #HRE - MR PHTHIE% BE 2 9858 S & L W REME DD 5 o
3.1 #ERk 9.1.2 REIZ>0O4 FRIREEEZ (T TV B EE
. " 1y oy AR GHBBRICREOZATFa L F2aiahibLanwz &,
% 7 (1mL) Ho5 BOATTA FOREASBELB AL, EHOFHFC
R | FouE R~ GifE e )™ 150mg WAIAT9 T o
BT 1) 7 2ok 6 mg 9.5 #iR ‘
e 05me HER LR L C o B TTREED 5 2 b1, 03 oA
i Ty S WHEAMEBEE L5 &I S 2B EIOAEET 5 2
T e—— o Lo RANTE MgGAE /7 0—F Mtk TH Y, & MgG
“D$%&W7ﬁ%%ﬁw;0fm = (mm%ﬁMMT iERAM 2 ERT 5 LARLNT S, T, KHIZ
FE L=y i K 5 2 < ITLu—v% S N — _ - U H
( %%iﬁéﬁgo chf?yg%g{gﬂm:ﬁam&mxﬁh (PVTIV) mfl WU =7 A PG L7 a,
HALTWw5, BAITT A ENRERINT VS,
3.2 BEIDMIR 9.6 RELIZ
POk - F | e~ 0B UL B AW GRS i
pH 50~538
BB 909 CEBARHT AT 5 1)
4. hEER (3 3h R
BEAEECHRERAT2ET7 FE—MHEER
5. MEER (IR ICEET 3=

51 27 a4 FHVHFIR S 7 1y A Z5VHHIE OB ISES
AN X %Y it H e —EIREIT LT, o aihiar
RIS BRIE & B ) BB AR I K S BHE I
5T &, [17.1.1, 17.1.2, 17.1.3 ZH]

5.2 AL LT AAIBGHHTIET b E—TEE N RO

REORREIIE U THIIESVHA 2 BE 95 2 Lo
5.3 AAP G b RIYITA Z kB 55 2 Lo
6. R ERUVAE

EE, AN TR~ T (BETHZ) LT
[B12600mg% fZ F#5- L. 01X 1 H300meg% 2 38 Kk
THETHS3 5,

7. AERUAEICEET XS
7.1 AFNZ & B EENISIX,

Ji g 2 i LTl

R
BB LEOERME R OBIARBEOLZE 2 EE L., ZILOHK
Bl 25 2 . AFlo e FHIANOBITIEAR
HTH 505 AHlZk MgG4E/ 7 a—FVHMATH Y,
 MgGIEFLITHICRBITTA 2 L LN T W5,
7 MRS

INREE R L LBRRBIIZER L T,
1. BlI{EA

ROBMERDEHSbNDE I ENHDHDT, Bz 451247
WV, BEHRO SNA IS 2 ik B 7 SR 7%
WEZAITH 2 &,

1.1 EXEEERA

111 ERGERE (BEAN)
%o

11.2 ZODOEIEAR

TF745F Y —SOBEELRBBIENDH SbNLI LDH

I BRI e

14. @A EOEE

5 %Ll I 5 %A
Y J O | RAGE IS (RIHE g, TR
FAEME KR ED). ML
TEGHAL | FESHBAL UG GRLEE, 3£98.
JfRSE) (11.7%)
BHERGRIE» 5168 F T2 MR
"HoNb, 166 F TITHFEISHBE DN WA, 5 USSR
hikaEEd52 &, Mt 2

8. EEREARIE
8.1 AKKG oAy 7 F v oM, BREWPHERINT

WHRWOTHETS Z &,

8.2 RAIDWEI & 5eih S AHIEAN TR L KHBG-h H R

WHAEZHH T A2LERDH S 2 L 2 BHEITH LT

L. BEVHM L2 2l L) A TRETH T L,

141 FHHBRSAOEE

I

TULIVF PRI I, st

14.1.2 BHEIE- 720 BL720, RTPAONHE
HLanwZ &,

14.1.1 %5300 % B ZICHEE» S L. 425
FEMIELTBLZ &,
BT v DIHREGRHRE A L NI2GAEIE, AFNLE



14.1.3 FHOEM[HITEL T TARADOHF Y v FEHNE R
W2k, Xy TEALEOELICHEG TSI L,

14.2 EHBRE5EDIFE

14.2.1 Bz FiEghid. KREREB, MEEB S EREEICAT S 2 &,
JEEB~I ST Y AIE ANFD Y #H LTS THZ k.
[l — AT~ D R LTRSS 5 2 L35 2 &

14.2.2 WEHE G OIMAIEF 5 2 & B iE AMU% 2 3
oy BERE IS 05, BB SUIREE D H 250, 7 b ¥ —
TERZ 8 K OBRAIHE Z AL D FALIIZER L 2w &,

14.2.3 fOFER ERAE LW &,

14.2. 4 KRHANZ 1 BEHOBAITHY, BHEHALZNI &,

15. T DDOEFE
15. 1 ERRRERICE D CIE%R
o5 TOARGRIR 1 3B R OV 48 TN AR AR 3 3kl (B 5-3k0ER 2
FRER K OO P 538 1 3ER) CTARF OG- % %1727 b
Y — 7 8 R HE D50% 0w Bk (ADA) BETH
0 (KA GRS 2 &) 1.0% CTHRIPURDTRD &
N72o ADADFEBUZ X 2 KK O BRE, AR %
VEADOFBII S THR WV,

16. M EHEE

16.1 MiEE

16.1.1 BEE%E
H A A e A L2 A#I150mg™ . 300mg 3 13600mg % Hilhl
KTHRG L&D bTaF 2 7T OMIG R IEEHER KO
MR RT XA —FIZUTOEBY THo72Y,

120 A b I UF XY T 150mg
- . -o- h 7 1% X< 7 300mg
E —a- F90% X7 7 600mg
e N\

3 90 / \
iy

i
s | \
s ' A
£ 60 | Lo
e | %\
~ ’ h
> 'ﬁ% I \%\
& 304 1] Ly Ty
o POYS o
| s e T
n : [ S S B e

T D o e

B5% (H)
IS RS PRI MR fR 72)
AF#1150mg™ . 300mg X 1X600mg % Hilul 2 F#k5 L 7= & & o3y H)he
INT A—%

P4 | Cmax Tmax AUC,... tys
(mg) | (ug/mL) (day) ( ug-day/mL) (day)
150"

(s | 244555 | 60 (30-70) 7524183 | 20021
300

(spy) | 156589 | 50 (50-90) 15014383 | 209+28
600

(g | 10921 | T1(30-01) | 36411328 | 246%73

SRS, Tmaxid ool (R M- AfH)

12) AHI QKR ILDE600meg, D% 1 1300me7 2 8.
16.1.2 RE#HE

HARNT Y= E % EHIC, AA300mg (¥ D H
600mg) % 2121\ (Q2W) TIl6MEM KR F#S L7
LEDETRBICBIUS M T 7iEEIZ114.62486ug/mL T
Ho7?,
16. 1. 3 FEMEMERERIT

R SR B REFRAT I & 0 g S u7zvhdea voX— h x>
b OGAERE (Vo) ROEM I 78— b X ¥ b O AiHAE
(Vp) IZFNZFN2TLKOLALTH V) R IE22H Th 5 720

F 70, FHEMSEMBEIREMNTIC X ) HEE SN TS5 EO
MR N A F T RAFEY T 41376% T - 727,

16.4 35
FUF AT TIERTF FROT I VBRI EHEE SN,

17. ERERRL 5

17.1 AR REMICEEY 255

17.1.1 EEHRF THEERRSHEE (ECZTRA1EHER)
Medium potency (HARDGHETI T4 7 A~A b v 7
75 A) PLEICHYS T2 2704 RIVESETRIEA T4
AT EEE FOMBEN S A7 a A FAVHESHR IS L
W AR S B O AT b Y — PR E 580241
(HARNBEZI2ZIBZ &) 20R e L EERT 7 LR
o BB 2 0t L 720 A#I300mg (FIH D A600mg) ik
77t XEQWTI6HE M S L72™, EEFMEHE T
B 5- 516 A TOIGA 0/13EH" K OEASL753E A
I 12 3T, AFI300mg QWL G- BEE T T b R 5B
ICHABEH I B E R R L2,

L5 35 17 555 0 e 5 B o Wi

A A N R
AR Q2WHE | 77 KRB [95%1%@12?&1]
D@HJ}
86
) 1538 71
IGA 0/13EH 3 95/601) | (14/197) [4.1, 13.1]
16 0.002
bl
BASL7S | 20 127 0 512i17 71
- -+ .J, .
(150/601) | (25/197) <0001

% (FIKD)
1638 X ) Hi o> - LSRRI 2 L AR =k Lis
5168 F CORIER OB X, AAQ2WH 5-# [
N7 I REGHET, 2NEN31L1% (60281H18761) K
1°29.6% (19651 H5861) Tdh - 720 KHIQLWH G- BED £
TEWERIZ. 7 N ¥ —PhER 8 55%. 1H4 AL SE3.8%-
KEWLR3T% T - 720 [5.1 BH]

17.1.2 BHE M HEGFRAESEHER (ECZTRAGER)

Medium potency (HAD G TI F4 72 ~Aba v s
79 2) PN T 2 2704 YV CRIEAT5 7
AR S BT QR AT b Y —PhE G %5 %3800 2 %t
RLLAZEERT 7 R RAHRABEZEEL72c AT 04
AV T, A#I300mg (WIE D A600mg) Xid7 T
K2 QW Tl M # 5 L 7=™, FEHFMIEH Th 2%
551681 5 TOIGA 0/LER R L IEASL755E 550
IZBWT, AH300mg QW G-HIEX 7 7 £ R 5 Ikt
NIRRT B ER R R R L 72
R4 M0 5 5 SR o i

75 e REEE D
SRR Q2WHEE | 7T KEE | [95%S X M]
pﬁﬁim)
124
389 26.2
IGA 0/13% % (98/252) | (33/126) [29, 21.9]
16 0.015
i 202
EASL7S s | 200 i 198, 306]
(141/252) | (45/126) %(; 00'1

% (BB

1638 & 9 O PR BUUIFSRFEENBNE ) Y L AR =L L7z
#5163 £ TORWEH OFEBBE X, RHAQIWH 57 K
07 7 v RELRET, Zh2n433% (25261H110961) K
027.0% (126B1H13461) TH > 720 AFQWIK G-I F
ZEIVE . RS 229.1%. TEGTERAL BUS6.7%. L IHEH %
6.7%. FAREEGA0%TH -7z, [5.1 ]



17.1.3 ERE MHEGHERSHER (ECZTRASHER)
Medium potency (HARDGIHTIFA T LA~A BV
75 R) PEICHALT B A7a4 RV CRIEA T 7%
hEEENSTEY ORAT P —EIELEOARADE
FHI06BI 25t G L L-ZHERT 7 £ R HGERER % J20E L
720 AT 0 A RAVHEPEA T, A#I300mg (#1110 A600mg)
WE7 7R 2QWTIGHM %G L 72", FEA ML
i3 H & L 78551631 5 T OIGA 0/ E™ Ko
EASL75# K™ 125\ C, A#I300mg QRWH5-#EiE 7
T b RPE GBI S 2 R L 727
T A 45 T O T 4% 5 SRR 0 B

! e | T EREEE D
B SN QWE | 77 ERHE w&ﬁgﬁmﬁz
i 321 264 57
16 IGA 0/1 ERR (17/53) (14/53) [-11.2, 225]
B . 717 56.6 151
EASL753 13 (38/53) (30/53) [-2.9, 330]
% (B0

1638 & 0 i o PR BSOS AR BN ) YL ARy =L L7z

15166 £ TORIEH OFEBBE X, AHQWH 5-#F I

N7 72 REGHT, ENEFN264% G3FIH146]) KXY

151% (G3BIH 8 ) TH 720 AAHIQIWEH H-BFD T 2 FIfE

. S BOS9.4%, FEGHRAALBES. 7% TH -7z, [5.1

%]

##3) IGAA I 743 L by EASIA 3 745160k b, RFEHIFEIZ H0 %
7 b E— VR RIREOEADT0%L Ey K UZE S FENRSA I T
O H NI KIEDMEFI 05 4 Pk

H4) BG-WIEIARRAVIR O 2 A E LR Y 7 1 2R
BOAFU AL FEDs %%&&Utﬁﬁ&@ﬁm%ﬂmbf

#5) IGAA 7250 (WJ) X UTIZHR) ZERL-EBHD
HE

#6) EASIA I 7 HR—=AF 4 ¥ 5T75%0, Lk Lz BHEOEE

WET) Mg e R—AF A4 VIEORBIIEEZ RN T-L LT, 7R
5.3 & o713 Mantel-Haenszelik:, pfiEiiZCochran-Mantel-Haenszel
MoEIZ X DML

H8) N—RA T4 VOB EREE X FHINFE LT, 77 RE5H
& D7 Mantel-Haenszel2: 12 X 0 & L 72

18. FExhEIE

18.1 fER#F
F?U%XVT@\EBQME/7D FUPURT, 28
A b HA THAHILI3ERA L. IL13EIL-13Z 8RO
M&Uﬂﬁ71:ybt®mﬁﬁm%m%¢é%ILBM\
IL-13Ral/ILARaSZ B EEHREN LY FF VB L. K
JESIGZRI L. )R ECES L. EFREoNY T
BB I 2 B OMEEZHET 5,

1&2%@&%

18.2.1 IL-13IC &K B2 T FIUBEICKHT T 2 BHEEH
FoaF X< TIL, inviroTILAI3IZHES L, 7 ¥ —1
&%%@ﬁ%t%%bfwémw_iéﬁﬁkrﬁfo
T — % — K OIgEREENE IR IE N 7% —h — 07
ERPHL 27,

18.2.2 RAEIER
FoOF X< 7L, invivoCI T AR =27 4 F)ILaH
WRAEE TV IC BV CHI BRI 2R3 L7,

19. B 2B Y 2IB(EZRIFR

—AH a2 GEETHIER)
Tralokinumab (Genetical Recombination)

ES H:boudxxx7id, B b vy —0 4 %13
IR 2 @R THIEZ e MgG4E ) 7 10—
FUMPETH B, bIaFATTIE, v T X
Ixu—< (NSO) Mgz v EEIN S,
FouF XTI M4IED T I B
O 5HEH (p48) 2AKK 21407 3/
FRHRIEN S 2 HLEE (AH) 2ARTHIL SN
LHEy o8y (T #9147,000) Th o

20. RV EDEE

20. 1 D720, AFNIAMEICANTRET 2 &0

20.2 AR ZimO 72 ) HHHRCHS 2w &, 20 A
Maike ) LrnwI L,

20.3 L TIRAET 29 51330C 2B 2 2 W CIRAE L,
4H DI 5 2 &

21, A&
21.1 EHEG ) A 7 5 FET
L,

22. ‘@3t
150mg/ 1mLx 2 ¥

23. FEXwk

DAEPIE R flHE 7 HAR N A % 0 e & L7z Ml
LB (MI-CP224) (20224E12H23H A&G8. CTD27.2.2)

DAL R - 7 Y- B E SR L L EEIL
85 A HP G- o SR B (ECZTRATRER) (2022
{E12H23H &GS, CTD27.2.2)

)RR - RHE ISR B RESEAT (20224F12 H 23 H ZKF2.
CTD2723)

DFEPNERL T MR R EE R L L ERE L
& A P 53k (ECZTRALEER) (2022412123
H7&z%, CTD276.1)

SYRLPNEEL © 7 bR BB E S L L7 EE L
55 M AATCSHE I % 5- 3Bk (ECZTRA3MER) (20224E12
H23H%&#. CTD276.1)

6) AR . 7 MM B AR L LA ENE T
FTCSHF H % 5- Bk (ECZTRASHER) (20224£12H23

EREO L, #EUICEET S S

H#&#, CTD276.1)
mﬁW%ﬂ wh) % BAT Y B IPIEER (20224512 H 23 H 7%

. CTD26.222)

24. XBFEKERUVBIWVEDELE
L+ 77 —<HRAEeH 1Ay~ —a—nrtbry—
T101-0051 HECHRT-FCH XA HApLRAT1-105
TEL 0120-89-0056

*25. RERARFT LOER
AANIHEIEM T D 2 720, EAEGBHE LRG0T (CF
W84 3 A 6 HAY) _%Os 20244 3 HARH £ T, #
HIE 1 MI4H 32 RIEE ST 5,

26. BLEHRTTEESE
26. 1 BL&EERSEIT
LA 27—V E4t

REREETCHX M EMARET1-105



