% % 20254E3 A CLET (43R, AhREZEE. MR OHEZLH)
*20214E11 HELET (55200

Bpik  2~8C IR A7
AR 362 A

b FBITE MIL-1 BB/ 7 O—FILEifk
hFxX7T (BEFHERZ) FHR

BFREmAIMEES
873999

23000AMX00191000
20184E7H

ABES
AR

1IVX TR 150mMms

I LARI S®solution for s.c. injection 150mg

AW R RIEE, AL SRR SR A
(ERE - EMFEOMFTEIZ L VHEHT L2 L)

> NOVARTIS

o=
=8

A XFRESICEY, BMEZECEERREESENLH 5
bhal erHY., AHEDOEEMRIZBES HTIEHRVD,
EMEEORHIBME SN TVS, KHHPERETRL
EREFTEVWIELED. ThoDEHREREIC+HS
SHEAL., BEPEBEULACEEHRELAELET. AELED
EEMI/EREE LM 3 EHF SN BH5RICDAKEE
BETBZE, £, AFOHBREICEVWT, EELBY
EZORMERICLY . BGNERBRELEDZENFHD
DT, BEBFIHHIHBTEIEERRZRVERMD S
ETHE L., FHBRERICEHERPREL HHEICE.
BEXAICHYEICERTALIBEICTEEE5ELBC
Eo [1.2, 2.1, 8.1, 8.2, 8.6, 9.1.1, 9.1.3, 9.1.4,
1.1.188]

1.2 BIESEOHGHEBEEEI RESh TV, +
PEBREITILEBPENRBRISEETSH L, (1.1,
2.1, 8.1, 8.2, 9.1.1, 9.1.3, 9.1.4, 11.1.13H]

1.3 KENZDWTO+9 LG & BSRBDBBEOHG -

BBz L OEMIPERTI L

1
1

2. BR (ROBHFICEBELEVWIE)

21 BELBIEDOEE [EEEPELT 2BENMNH
5.1 [1.1. 1.2, 8.1, 8.2, 9.1.1, 9.1.3, 9.1.4,
11.1.1%8)]

2.2 IEEERE OB DERDPEALT D2 BENDH 5]
[8.3. 9.1.2&H]

2.3 KRENOEANH USBUE OB O & % 8E

3. 4R - MR
*3.1 #RR
WR5¢ %4 A7) AR FEFE150mg
BRI 1ML 7% <7 (GEfETHE2) 150.0mg
TmL A
D-vr=bF—J 49.2mg
A L-LAFT 2.1mg
L-t A F ¥ VHEEEE AR 1.3mg
RV R— 180 0.4mg

RENDFIE S THDHHFFX<7 (GEEFHILZ) d, ~
7 ANA 7)) K—=<HESp2/0-Agldr A s N b e N
E/7U—FNVHETH S, AFNE, BETHEICBWT, &
MIFET7VT I, B MLEN T VA7) Y RT S M)
Ty (BElHR) ZEH L Tw b,

WD SRR IR OIREEZERE L, N1 T2 5 1lmL % iE

WY AR AEEMRTA-OMELE SN TV,

3.2 WEADHEIK

Bots A7) AR T EHE150mg

PR~ R OB I LR E L 72

pH 6.2~6.8

ZEE |350~450m0sm/kg

REFHEE

4. RHEEIIHHR
OUTFTDOoJAEY > EBEE MR
- RiEMES HCRAEERE
c Ty IV -y T IVRTEREE
- A RERSEIE SR ER R RAE MR R
OB IgDERER (A/\OEx F—ERIEBE)
OTNFZ S {FR0E E A R 3%
BEAECHRARTI L TRAER
OR b
O£ BRIEE MR MBEER
* % O ARIE X FIVIR

5. MEEREHRICEET 2FE

(RiEtEH B

5.1 aveF L pMY) itz o Th, REISERT 5
BIS D BRIRIER DR 2 B & 12535 2 &

* % (S HBEFMFEMEH R RURARE X F /LK)

5.2 BIEREAT A FEIZL 2@ 2GR ZT->TH, AR
RIS ae N 25 R RN

5.3 EELAMEL LT~ a7y — ViEALERTE (MAS)
EHEIET D2 VD Do MASTEPEL TV 2 EE TIIMAS
2T BB e B SEARFORG MG LAV & £
72y REBGHIIMASH B L 7281k, REEZEE L,
R PUIMASIZHTS % @) 2 EH 2179 Z Lo

6. AERUVA=Z

(V7 VA EY CEAERMERS
W, BREAOkgML T OEZEICIE A FF X~ 7 GEE TR
Z) & LTlR2mg/kg% . KE4Okg% Bz 5 BHEIZI1X10A
150mg# S TS 5,
T BRI R (B R O RIEREIRDER) A3 5z
WA E B W 205, 1M s H & 3R E40kg LN O &
#TlE8mg/kg. REAOkg% 8 2 5 HH TIZ600mge 35,
AR T THE L, SEHMUMICTBRS A SN HE12IE,
5 & 4 £ CHEMTX %,
B, ERICE Ul SR 0@ A2 HE 45 2 &

(BIgDERE (AN\OVEXF—ERISE))
. REAOkgL T OBREIZIE A FF X~ 7 GEIE TR
Z) L TlR2mg/kg#x . KEAOkgx Bz 5 BHEIZI1X10H
150mg#% . 4RI TH53 %,
F45 7 BRPR BRI B AS I & A7 I A 12 1338 4% 5 3 13 1 i
W3 555, 1l eHE I3 AR EL kgL T O EH Tldémg/kg.
REAOkg % 2 % BHE Tl3450mg & 3 %,

(TNF 522 {4 BEE FE #A M AE (R B & OSSR i 14 o )
W, REAOkgD T OEE N FF R~ T (EIET-HHE
Z) L LTlH2mg/kg% . fAEAOkgx 8 2 5 BH1TI1L1H
150mg% . 4BH IR TG 5,
55 2 BRR RN SR A3 A & U7 WA I BN 5 38
W3 205, 1l s 3R E4Okg D T o % Tlddmg/kg.
K EAOkg % B 2 5 BH TIE300mgL 3%,

* ok (R HREFMHFRMEBER R R UK ARIE X FIVK)

. A EF X~ (BT z) & L CTlhldme/ke% .
LB TS5 5. 1R e HE13300mg e 5%,




7. BERUHEBICEET 3 EE

(hBEEE)

74 RFOE#EEIZEEOEKRER OCHRERICL > TR
N, GBI EEBICRETLLEND D,

7.2 AH| LA AW EH OB IO T K ORI IS
VLTV RO THATEITLZ &,

(ZVFEY CREEERMAE RS, SIgDERE (A0 X7
—ERIBAE). TNFRAFEHERAMERR. Rkttt

7.3 #5131R2mg/ kg 13 150mg DI HED S L. T4 7%
B AR SN, B L ATFRDS A S NZHAICRY . T
MxZZ G0l xiT) 2L, [17.1.1, 17.1.55#]

TR LEERIRIED &5 h B VISEDEES %
(ZUFEY > EBERIMERE

YERS
2mg/kg1x150mg% 1 [A1F2 T 45

!

[ICEr eI

B A
Wi H R 0 4 i) —>| 1l 2mg/kgX13150mg % 8 4 7

1B TS
§ G 8 LAY

g | HISEE= 2 ng/kgR i3 150ng

l Vi

MEHS% 7 BERICENRS
4mg/kg ¥ 12300mg % 1 1K T 5

|

wim | MEIFAE= 4 mg/kgX($300mg
1Al 4 mg/kg X 13300mg % 8 3 45
[N

§ 55 8 LLPC FRY)
v

B2
B RAE R 0 P i)

45 E= 6 mg/kgX (3450mg
1 7] 6 mg/kg 3 13450mg % 8 45
[ 252

5P 8 L TR
\

iR

45 E= 8 mg/kgX (3600mg
1 [A] 8 mg/kg X 13600mg % 8 I 45
BT

EMN%S% 7 BUAIICEMRS
4 mg/kg313300mg% 1 [lfz TH%5-

B —

<RmAE>
§ Bk 8 LIS FEIRD
\
4 AR F TG MR & T &
Z05 1SR 2mg/kg i
150mg7* & 8 mg/kg X 1Z600mg F T
DT ARES 5

a) ENRRRHERZ B 2 5ok (LUT0 1~ 3 29 X Tz %48)
< [ R A B A >
1. [EHBIC & 2 B CRER R BEBE OB GG 2B T
2. FEEEBOFHIE 2B
< ML 5 Y T i >
3. CRP#'10mg/L (=1mg/dL) i 3IFSAAA10mg/L (=10ug/mL) i

b) EARERRERC BT 5 B REdE (UF0 1~ 2 23 XChiZz3d5ha)
< BRI TR >
1. BRI & 5 HCHIEE
E R & 5 B CAEHER BFB O
BOFHMED AN E
< ML I T >
2. CRP%%30mg/L (=3mg/dL) HXIZSAAAHB0mg/L (=30ug/mL) &

1E2) FPMARAE % L. WL BEEE. DAFEEL FEO 5 B

FIREIVE O R A R ASEE L L, 3

A2 AT B

(BIgDEERE (X N\OCExF—ERIBHE))

MEHRE
2 mg/kg X1x150mg% 1 [A] 5z T %45
430 |

R =
BAPRAE AR O RERZ = ﬁﬁﬁmg- 1 B 2 mg/keg LI

150mg% 4 BEICE TS5

} s

Fe 5% 4 JLN I FHRD

DB U THRERT7 LR
[ =0)1E 2o
2 mg/kg X13150mg % 1 BIEE F %5

!

HIFHAE=104ng/kgX (3
300mg% 4 EBICHT”E

438 }

BEHRAEAR R N ﬁﬁﬁm%: I 4me/ke X i

300mg % 4 BEBICKE TS

| oy 54 4D T
PDBEIIGUCTHEER 7 HUR

[N =Y 12
2 mg/kg X1x150mg% 1 015z T %45

!

HMIFHE=1MH6ng/kgX
450mg% 4 ABICE TS
<mEAE>

(TNFZEFEE A ERS R U RIRE B

VEHRE
2 mg/kg X1x150mg% 1 [A] 5z T %45

4380 |

HH -
N — + {%’Eﬁmi- 1 [ 2 ng/kgX 1

150mg% 4 AT ICE TS

} smoes

PHEICIDU THRS5H% 7 BUE
(SEMEE
2 mg/kg X1x150mg % 1 [A] 2 T %45

l

MIFHE=104ng/kgX

5 4 LML TR

300mg% 4 EEICE TRE
<RSHAE>
c) BRRHERIC BT L R@oRRE (LFD1~2 23Tz 354
< SRR A 1 R i >

1. B[ &2 8 CREMREEBTEO AT 2SR T
<L 5 1 T g >
2. CRPH*10mg/LUNTF g —Z 5 4 ¥ & H_T70%L\ L i

d) BRRHBRIZ B 5 HIkO&RE (LT 1~ 223 XTilizyHme
< BRI >
1. B[ &2 8 CREMREEBTEO AR AR L
<L S A T >
2. CRP%%30mg/L (=3mg/dL) BLE

[E3) BRI © 2 L. R, R, hAREE. WO 5 B

8. ERLEAREE

8.1 FRREABIZBWTC, FAGEEKYE O K GIE 75 5 B 12 3R
HEINTBY, BEELRBIYELHRE SN TV L7120, KH|
PG PITERGEDOSBL, HRMEOBEEIC T EET A2 L,
[1.1. 1.2, 2.1, 9.1.1, 9.1.3. 9.1.4, 11.1.1Z=H]

8.2 ARHNZ X N &Gt 3 5 50 B 2SI & 05 T REE A
HHTD, KEFEZGHITEEDREY T ICBET 52k,
[1.1. 1.2, 2.1, 9.1.1, 9.1.3. 9.1.4, 11.1.1Z=M]

8.3 AHIFEG T o TR BT B 145 7 35 B O BP XA
(LY NFY) BEICAA v ¥ —7 =0 vyt ity
N7 ) YRR T, HERICTHRAES%17) 2 &
&), RO EL R T2 2 8. $7o, KA G
b M XA A S O W) 2 Mo & sE R I2AT O % SR O
FEHIIZFIEEL. BEICH L. 25 EIR (B
Bt A%, RERAD . FEEEE) 2SI 228 AT TR S
HBEISHEET L LT A L, B, HEOFEEMED



*8.

©

HERR S 7= B A DI A S L AN B 35 Lo o
Lo [2.2, 9.1.28H]

A FFGA L D AFPEREA DS 5D ENBH LD T,

MEEGRT BAG1y Bk, RUEORAF RS PIEE
BRI R B WE S B 2 Lo [11.1.220]

S BRI NT, TH 74 7F 37+ 74 7%

—¥a v ZI3EE SN TRV, REOFGIIK§ 2 #iEK
FEPUGHE SN T D720, EERBBEREGD) A7 %
Botd 2 2 2 dTE v AF 2859 2 BB BUE S
DFEBUER L, LEIS U CEYZLEZT) 2 &,

6 AH RG-S N BEICBW T, EEEERE S Tw

5o AHN 2 G OHIL-135H] & OB EMEIEH] S 2 TIE R WS,
BRGSO BIIXEET A 2 Lo [1.12M1]

T ORFG G, BT 7T RIS X B RIYEREBLO Y A S

EHETE RV, BTV F UEMIZITbREWI &, KFK)
RN, BELD 7 F R L TBL I ENET L,

8 YU Yy~ FARFNC X ABIMF 4T A v A O FHEEILA

WESNTVLOT, G257 - T, BEFEY 1 v
ABFDOFME RS H 2 &o [9.1.62H]

.9 MDA RA D 5 EES HaE, BEHEDO#BEIZ DWW T

BEORELZ THICBETZ L,

10 RENX, Y~ AF — Ny ZEBIRIZB W T, Kb s
O—FE LT MNIE7 V7 I VRO MIE N VA7 =
D ERMFHL TS5, RERBORSE L TEEEFLTW
T, INH e MIEHRR SO B, & MIET VT I
DA L CCRIFF 8™ A VA (HCV) (k9 2 %R
MBS & 9506 L T\ b0 BFUMEE R K5 & L 722 oo i mebg
MBI S50 L TS, MEFIREIC L D 7 AV AD
PUESE Y A4V AT AP TH 5 2 L HERL
TWwd, HIZ, I MIEHRRS LY FF X~ T
GEEFHIRA) OREICIBNT, HEOTHRIZEIY YAV
ADMZ: - N b2 LTBY . K E~OBRIT &7 1 )V
A (HBV). CHEIJF4%» 4 VA (HCV) ROk b R4y
ANVA (HIV-1J O HIV-2) RADT RIS TRV, F
7o B MW7 N T I O8I T v S TRILL 728 &
ML % VT 555, ARFIOPE G2 L0 (2% M R % e
(TSE) #%¢ MEHE L7z & O 137 <, TSEIZE T 28
) A 7 FEMEIE. —EDREMEEMRT 5 HRIEL
THY ., KHNZ X BTSEEIED ) A 7 13 TR, AFHID
BB LCE, 2OR0EENIZOREE~DHNETE
BYbHZE,

. BEDEREAIHEEICHTIER
A BHHE - BEEFOH 5 8%
A BRE (ERGBRPEZRC) OBREXIBREELEED

h3EE
JEAEDEAL T A BENDH B, [1.1. 1.2, 2.1, 8.1,
8.2, 11.1.1%%]

.2 BROBREEZET 5 BEXIBERBRIEONDEE

ML ORI D 2 EMIHRT 5 2 Lo ML s
WHLBEND DD, LTOVWTIr0BH 2, FEIE LT
Pk %5 L2 LT AR 2HRGT5 2 &,

- W EB AR A CREIN S BT A B E SN B e %
BT 5EE

R OERIE (M2 at) 269 588

AUy =7z a oyl Y NV 7 ) v RS RSO
AT L), BREGeAv R < SEb b B
AEREE E OWRIEEME A F T 5 BE

[2.2, 8.3%K]

1.3 BRUEBRPMEOHREEDH 5 BE

RYIEN BT 5B LI NBH 5, [1.1, 1.2, 2.1, 8.1,
8.2, 11.1. 1]

.4 BREEMOIREICHDEE

BYIEZF T LB ENDEH D, [1.1. 1.2, 2.1, 8.1,
8.2, 11.1.1&H]

9.1.5 BREIF RV IR X v UT7DEEIIEBEFESEE (HBs
HEEM. »DOHBcHid XIdHBsH AR 4)

I OBRFISERIET A R 54 » % B | PR A 0 I 45
YANAR—=H—DEZF ) VT 2fT) &, BEFLEY AL
A DFHHALOBBERIEIROFIHIIEE T 5 2 L, [8.85 K]
9.5 TR

TR AR L T B REE D & 5 etEicid, EE oA 4%
HEDEBEE EF L & B SN L GEICOAEGTLI L,
BFEER (v—Ft v b)) TRENOBITIREO LN TW5,
9.6 3L

EE EOFEER O ILREO R A EE L, ZAL ok
FHkE AT 5 2 Lo BWER (v R) TY Y AN
2 AIL-189U6 % BB 1 B2 7L & TR G- L72Bs, <~ AH0
AV FEPURDRAT Lz & OGS S 5,
9.7 /NR%

CHARE IR, B lE . FLBSUE2m AR ORI § 5%
VR ORI R MET S A 2 L R HINE L BRI
LTwi,

9.8 EimE
— MR AEBBERESE T L T2 0 CHEET L 2 L.
10. #HE{ER

AH LA SEH] & O FAR % 85T L 72 BR BRI L I0 =
TV,

RS T b 7 10— AP450 (CYP450) O3sHix, IL-15%0
RIEMETF A P AA L DI SN TV L L OWEDTH D .
RADIL-1FMERRIC X Y . CYPAS0DFEH AN % W g
VDS %o CYPAS0IZ & GRS L, iR ish™pk W 3851 & pF
AT 286120, NS OFANORRRIMAPTRE IR 5%
ZH ) TR, BB THRSEEHETA L,
10.2 HrREE (FFRICEET 2 &)

EIES B ARIEIR - BT 5 Wi - feBRE T

PUTNFELHA] TR EPEIE B O ) A 7 3| F 2 SeE I A
TLRBEND DD, o, MOV HEET D720,
TL-1845%] & JUTNFEA] & D fEH I
L0 TEE e RYE O S8 BUE 1 1
MABFED SN T WDz, K&
DUFIITHO RV EDZE T Ly,

1. B{EA

KOBWERD S HbND LD DDOT, BEELE 51247
Wy BEDRRD SN ARG e kT 2 & S 2L
BEET) 2 &o

1.1 EXLEER

k1111 BEELRBEE (12.7%)

B I <2 HH R GeRE (7 A~V ) A 5E, FEERIPIEE
IE. RS SOEBELEEEND LbNDL I LD
Ao [1.1, 1.2, 2.1, 8.1, 8.2, 9.1.1. 9.1.3. 9.1.4=H]
11.1.2 $FRERigS CHEEAHT)

(8.4 ]
11.2 ZOMOEHEAR

S%LLE 50k B
RG W, Mide. BB, v AL
e e
. gy, MHBE 95, PRIES| 5% 95 IR CN
* ok B o BB S S
Tt B
g
WER - T WD T v
* *[BiE [ BRERE - -
L . .
* %I - OAE. TR
W - AST - ALT L3 -
i - e L
ol - - TR




ML F % X< 7 WHE (ug/nl)

14. BALDEE

14.1 EFFAREFOFE

14.1.1 #5HO%fE

(1) BROBEGHRE-ERETSEIL, LEBONLT
o B G RS (LR & EAE IR T & 24
G ROTESE QLy—Y ko277 —Y) 2 HE
TAHIE,

(2) HZHENCEHEE» ST B LERICELTBL S
Lo T2 NATIWVEIEESD, ETFEHIZL W
Nl

14.2 EFIRSRFOEE

14.2.1 BHHWNICKH T3 6%, SMBLICHE 2580
TEHEIIZHH L 2w &,

14.2.2 )NA TV D T LeER % 7V 3 — UAnsE Tl
5,

14.2.3 520 U CHEREELY . 217 — 2 O
AR LS R W CEEIRECRIT 5, 2
Dk E, LEE T EREICRIT & 28 2 v
L2k,

14.2.4 %, 277 — Y OFEGE 2 W TR THRE§
5o

14.2.5 FHEAABAOFG- &8T5 = &,

14.2.6 12 X1.0mLA M2 TG 37 A2HA121E. 1
Brd 720 1.0mLE#EA WL ) I % 00 T
5452k,

14.2.7 1A 7RO A O & L, #HH 0K
AT RO BENDHHDOT, FHEH LRV
Eo

15. ZOMOEE

15.1 BRERFERICE D 158

15.1.1 7 )4 ) VSRR RS 2 R e L
FEIN % OSHES MR SRR L2 35\ Ty B IMEREO O I/ I
BOTIGMEATEA L72AS, SIS DL ENLJHE UG D
FIC L BUTREMEA D B

15.1.2 7 )+ ) v EEEII SRR EE 2 R E L
ToEINRR R I B W T, VI YAT IS —E LR
b, HERETREOMBLY VY Y ER
DG SN TV 5,

16. FEHMENRE

16.1 muhiReE

16.1.1 KA TORE
HARNEREBAS T2 T F 2~ 7 GRIETHIRZ) 150mg
JE300mg Bz TG L7z & & M7 % X< 7z
B REH B & 72 ) o IHAIIZA26H T 572V,
100 -

10

0.1

0 2‘0 4‘0 éO 8‘0 160 150
5 (H)
@ 150mg. O @ 300mg CPIME = BEHE(R )
HAR N AB T2 377 GRETAL) 150mg
4300me Bl T4 L7: & ROMIEF-IEHS (n=6)

HARNBERER AR TI2h FF 2~ 7 GEHET#IEZ) 150mg X%
300mg % B T4 L7z & & 0FWBEE/ ST 2 — % (n=6)

150mg 300mg
Cmax (ug/mL) 16.9+2.62 34.1£6.09
Tmax (day) 5 [6~10] 5 [2~5]
AUCoint (ug * day/mL) 663+79.6 1,300+ 275
Ti2 (day) 26.3+2.02 26.9+8.23
CL/F (L/day) 0.229+0.0319 0.238+0.0421
Vz/F (L) 8.70x1.34 8.92+1.64

I AR, TmaxICBI L Cldhdefl [H/h~5eok]
AARMNEEBRAB FICAFF A~ 7 (EnT#ikz) %
RN Lz &2y 75 A (CL) 130.160~
0.174L/day. EHEIRFEIZ BT 20 M ER (Vss) 135.44
~5.7TLCH o720 NFF A7 (BIZTHILZ) 150mg
~300mg® Kz T %51 31320.30~10.0mg/ kg D &R N %
5., AUCK OCmax(ZH=IZ B LTl L 720 (%]
DB E NP GRS TH D . 1l i
600mgTH %),

16.1.2 BETORKE

(7VAEY CEAERMEREEEE)

TR S B RE -1 R AT & D) A XHEE L 72D23087
BROBHARNZ ) A E) v B E B GRS CREk
H : 28.8kg) OCLK U VssDF-4fiE + L fF72130.0915
+0.048L/day X 1"2.45+1.15LCTH > 7,

SREIABA 7 V) A4 € v B R PR G R S - ¥
A< 7 (BIETHIRZ) 150mg#x B FH5 L7z & &, ik
AP F X TREIHGHROTHR SRS E 20 L
FWINEH26H TH o720 T 20 TR GREONL F 7
NAFTEY) T AIEHK6T%TH > 720 4~1THDOHEAN 7 1)
) VR EEREEE I SR X~ T (BT
MLz ) 2mg/kg X 1d150meg % 2 T#5- L7- & &, Ififdh
HFF R TIREIHGH2~THRIREm E 20 B
BE/NT A — & OMEIZI8F L EOHLE AN TRO ST
BAH & AR T - 722,

THE RSB -SRI M OR R, # XX~ 7 (s
FHIEZ) ©7 )T T VARG AERIIAREIKTET
5T EDTRENT,

(VA EY CBERYMERREE. SIgDERE (XN
OYEXF—tXBE) BE. TINFREHEERHAME
RFEBE. RixMhEEE)
HARNBOSMNEAD 7 1) &) B A VA i B B
EleDREMERE (A0 Y ERF - — B KIEE) BH. TNF%
B0 B8 R A R R R i B R 2 S A
SNFZIMEHR A T F X~ T U %\ CREEFISE Y B B
MEERLZ. hFFX~7 (BT or) 75
VAR OGBS E KT 5 2 LR SNz, T
fRKE (55kg) TOCLK UOVssDEHERITFIHMEIZZ TN
0.14L/day Je U84 .96LCTH - 720 HARNESEIANTH FF
A< 7 (GEfETHILZ) OEYERIIFAKETH - 727,

(2 BREFHHRMERHRES)

H AN O E A 0 4 By R AR VR S VE B B S8 B 20
BoNIMFER 7 FF X~ TIRE v CRENZEYH)
FEMT 2 L 720 D F X~ 7 GEfETHILZ) 0
V7T ARDPGAEREIBREIKET LI L2REN
7oo HAR NG HRIFARIERRSEVEBI AT 28 88 (R 33kg)
DOCLK O Vss D FHEFTFI9E130.079L/day K 1°2.95LC
Hotzo ARANENEATHFF X7 (GEIETFHEER)
DI BRI FBETH - 727

* * (RARIEX FIVISEE)

G BT AR S M I R B O T E S B RE £ 7L
VT, HRAROYE A OB ASEIE A F VIS
SRS NG A5 F X< T & I FHEE/ T 2
— DY Ial—varEfior. HANRANRE AT
VIREE CEMREST . 2kg) OCLKE D VssDRHERNSEY
BHREE 7OV H B DIHEEH O T HME1X0.201L/day 2 U6 161
ThHho7ze HRNENEANTHF XX~ 7 GEIET-HIR
Z) OEYBREIFEETH o720 T2, EH RIS



FEVE B 5 98 B B O AN FEIE A T VIR % D W BRI
FRETH 7%

17. EBERRIE

171 BHMERURLMICEET 555

(VVAEY CBERAMERN (RiEMESBCRIEER
2¥ vy I 7 TIVX ERE. FERBARESHER

FEMERR))

17.1.1 EREE T AEEER
704 ¥ CEEEMEREGETE (v 7 7 2V X
B S0 A VR B8 2 i T SE PR AE) B 1980 (2
~AFOEEIB &) 25 L2IEEMR. e
B (D2308#ER) T REA0kgPL T O BE (2L ARHAI A
2mg/kg. AEAOkgZ B2 % BHEL ’liK%‘JllﬁllSOmg%R‘Z
TG L. B0 O N WA T 5% DN
RSB S N6 i4\§U1[E]ng/ngliBOmg?")ia
LCHG Lze 7272 L 1A & &I AR 8mg/ kg X iX
600mg L7z, DR, #5248 LA I O 5488 DL
IS EEffE L 7 B OB & X2 N2N94.7% (18/1961) K
O°100% (19/1961) . Efig L7288 0 9 b5 248% L O
P 5ARHE A ORI TR AL N7 b o 12 BEHEOE AL
FNENTT. 8% (14/18B1) K 1'84.2% (16/19%1) TH
o720 Fz, MG HIAHDNICRIEY -7 —Th b
CRPEUIMIET I 04 FAEH (SAA) O THAALN
-6)
FEIERNE 1961260 (63.2%) 12580 bz, F R mEfE

WX RIREE S (3%, 15.8%). L. TRk (5261,

10.5%) TH -7z, [7.3504]

17.1.2 S EZE 1R
NALP3 (NLRP3) ZRAZH3 57 1) 4 ) v B E L%
IEBEREBRE3AE A~1TROBET &) %L L
I E M, JEx R (A2102888k) T, #WlnlHE5- K
OFRPRIEE 2160 A 0 85 (511) 12I3ARAIE2mg/ kg,
165 L L B IIEARKILE150me % B2 T 5Lz 20
Fie 16 A O BFH TIN5 52~8 H LA IZ561 42
B, 167 LI E oo & TN 5-%2~9H LA 1296.6%
(28/2901) DBBEHNEMR L 720 F 72, HEFEGHLEML
PHUCCRPB USAADIR T3 A b 722,
EERNE3460H 13610 (38.2%) IZRBD BNz, TREITEM
ZEERED T, BIFRE. 385 (45200, 5.9%) Tho7z,

17.1.3 SHESE DHEHER
v 7 o)V RAEGERE R 35 & 5T f & L 72D23045
BRC, et E L L TERELIS~40kgD BHI2IEA
#1M2mg/kg. KEAOkg% #8 2 5 B E IZIEAFIAE150mg
R TG L7z GEEWE) . ZofnES CEiE L 728
FHAITH LTy 8B DI ARELS~40kg D B IZIEARHFIL
[2mg/kg XX 77 R, KEAOkg% 2 % BHITITAE
FILE150mg X1t 7 7 £ R & QB IZFHEAALND T T
5L (ZEEWRY  ROR2AEM) . B 24888
BIZ BN AR E15~40kgD BH I IEAF M 2mg/ kg, 1K
HAOkg % 2 2 A\ IEARAIL150mg % 838 M 12 F G- L
7o GEEME) . ZofEH, W5 %8ELIMNIZ97.1%
(34/3561) DBREHEMHE L /2o “EEHR D24 LIPS
KA G-HA0 (1661) THEHEEA LN Do 7201k
L. 77 R¥E5HTIE81.3% (13/1661) THIRAA S
N7zo 24 B DI S 325 % fikfe L 723160, FREADS 4 5
N7-DFIBITH o720 F72. ARG %8H LLNIZCRP
B OSAADIRT A LN,
e (0~8H) OEMWERIX35FIH 1261 (34.3%) 1272
5T, ELREWERIAER (36, 8.6%). HJJHE,
KAET S (K26, 5.7%) TH-o72,
“EEMRY (8~32:H) OREIERIEAKIE L5676
(46.7%) D HNTzo T RIERIZ ST Z, TR
g (5260, 13.3%) TH-o7z0
JEEI (32 LAE) DENMEM X316 961 (29.0%) 12
BobN, EREIERIETH 2. 6.5%) TH-7z.

17.1.4 S EE MHEHER
KA & B EERREERD 7)) 4 ) B B i 1%
FERE1096 (3~17m o BE38F = &) A2102K O
D23047#E& 7% & ORATHISTH] (5~17Tm D EHZIW % &) .
FtleeBl Z xS & L7z E M. JEu iiEER (D2306705r)
I L 2o RN TR &R & L CAE40kg
DT O BEIIEAH M 2me/ kg, hEAOkg% 82 5 B
WA ARFNLE150mg % SHEIFEI R TG Ly Bl A Sz

Al 1mRE A& L L CARKI8mg/kg X 1£600mg % T

WL, 67 H~E2HEMILG L7z, TokR, HEiae
RCIEIEGHETRHEE TICHEF—EL AN Do 28
HOEEIXT76.5% (127/16661) Tdh -7z Tz, HHEER
FEERBITIET78.0% (85/109%1) @ B AR 57221 H DL
P L 729,
FEIER 1216661941526 (31.3%) (ZFEH STz FREIER
R (661, 3.6%). [BlEstED o, VB, RO
SEYETE, RER. R (K36, 1.8%) THholz,

(EIgDIERE (X /NOCEXF—EXIBE). TNF2ZEAH
EE AR REE. Rk iR

17.1.5 EBFHEE S MAEEER
mlgDIEfREER (HIDS) /A 30 Y R¥F - — B RARE
BE (MKD) 7260 (HARALBIZ &Te) . TNFZZ AR ®
FERVERE B RE A (TRAPS) 4661 (HAAN6H % &) .
TV F RRAR A IR A 70 RGN v i 2 B 3
(ctFMF) 6361 (HARAN1BI% &) #xRE L72N2301R
BT, RF4A0kgLL N 0 B F I IEAK A 2me/ kg ik T T
YR, REAOkg B 2 5 EEIIEAFLA150mg XX 7T
LR ELAFIZHRSAOND FTHREG L (CEBERE :
RKI6HEM) . EIRATE S N WA AHI A 2mg/kg X
12150mgd oM E LTS Lz, 2720, 1EEESHE
AHldmg/kg X 13300mg e L7z. 16:EMRICEHFEIE SNz
HBEoEE ($514H #(Zindex flare D Ef#D A3 5 1,
M O16E M OFe G- FZHi 72 7 FEERY 3580 b e 2o 72
HOEE) 7&75@%01%3‘0 KGR BT A 168 %10
DS O NZBHEOHEEE, WTNOEERTY 77 1R
FEICHARTHEICE - f_o T, TR OBEEETLH
Al #5414 H INIC RAE~ — 5 — TdH HCRP KL VI 7 2
oA FAHEE (SAA) OIKTFALNTY,

i3 AR | T TR [79;3;]]#&;)?@%
HIDS/MKD | 35 (13/37) | 6 (2/35) ii([)ébog(())]
TRAPS 45 (10/22) | 8 (2/29) ?;l([)%'oo%g
crFMF 61 (19/3) | 6 (2/32) SS<[O3?50513]
% (%50

# IEHE 7 S HEIX
## Fisher's exactifi7g

a) Index flareDEfH © 5 > & LALHRIZEED S N2 IR D
i % index flare& L. 5 14HZICLT 0200 54:%
Gii7z L7234 index ﬂareﬂ)%ﬁ@t L7z

- BRIROYER © BRAGLC & 2 MG AR BT

- IME A A9 5 i CRPﬁ‘Eﬁ%ﬁﬁ]W (10 mg/LLLTF) X

ENR=ZF A ¥ L ART0%LL oD
b) 7z 7 TR ERARAERIR & I A RS R R L2 R
LNTHE L ER L2,
- BRPRBOTFRIR ¢ BRI X B A RE AT DL
- MEFE - CRP 30 mg/LLE
HIDSTId, —HEEBIOEINERIEAH 2 55 S 726861H
2161 (30.9%) (ZRBDH SNz ELRBEWEIZESHBA OGS (4
Bl 5.9%). FHRILOIERIES » 2 75 (5301, 4.4%).
REEE. FEEL. PH Y, BEi (45260, 2.9%) Thoiz,
TRAPSTIE. ZEEWMMOBENWERIIAH % 55 87243
BiH 1401 (32.6%) 2D BTz, F ARG
Ot (481, 9.3%) . SIHEEZE (3B, 7.0%) TdH o7z,
crFMFCld. Z—HEMRM O EIER IR % %5 & 17258
BIF196] (32.8%) 2788 & iz, EZEINER L EGHL



KIS (661, 10.3%) . RGBS,
Tho7z. [7.358H]

(£ FEIEFEMAF R R)

17.1.6 EASE MEHR
G YRRV SRR 28 B 1901 (167 DL T oo g 24
EEt) RRRE L2IEEMR, IERIEER (G13015UER)
T, AAIA4mg/kg (B HE13300mg) #4848 IFE
N TR TS L7z Z0k%E., 8% dadapted ACR
pediatric 30% R L 72 B#H O#HA13100% (19/19%1) T
Hotze Fio, WHEBICHROMEBEREAT O A FEORE
ISER T & 72 BEFEOEIE1373.7% (14/1961) TH - 7219,
FIERZ19B0H1361 (68.4%) 278D HL7ze FE 2 EIERIL
T SE (361, 15.8%) . FFH¥RESLHE . MHEHZE, 77 =
YT NI AT T =B (45261, 10.5%) TH-72

17.1.7 HES THERE (77t RWEBEER5HER)
A RV AR PR S VE B B 48 B A 84 (L6iE DL R oo 3510
Blaate) ZRRE L ZHmEREGE (G2305:5k)
T, KANM4mg/kg (FEH®EI1£300mg) XiE7 7 €K
F_EEM T CHEE THRS L. 2O#%R, I5HEZD
adapted ACR pediatric 30% #K L 72 EBHF OEHFIE, K
HIMER3. 7% (36/43%1) . 77 L KREI. 8% (4/4161) Tdh
D, RAFEOEEIZT I L REL U THEIZE P> 72
(Cochran-Mantel-Haenszellf5E . FrllpfiE<0.0001. &%
JKUEIXFI0.697%. O'Brien-Fleming #I2 & W EDNE
EEARAL) Y,
FIVER X ARFIEE 436561 (11.6%) IZRBOH BNz, &
FIRECTRRO SN ZEIMEM I, KBS 9. BER LBk
5. A ERERERAE . P28, IR BRI E . F ek
WANE. T LVE—VERIE, SR, OKE. FEITED £,
ZOEEIE (K160, 2.3%) TH-7z

17.1.8 S EFETHERR (7> 4 LLREHIERER)
G By AR R S B B A R 2 P R & L 72 G2301 5Bk
T, 28— N1 [1776) (16l L E#HE1THI % &) ] TR
#1El4mg/kg (e H®=13300mg) % IEEWMR T CTHEMIC
B F¥G- L7z GEEBM) . 28— FLZHI & Hiv T L
7z28— b2 [1006 (16l o EEIFZ &) Tl
AHNEdmeg/kg (B & 12300mg) iz 77 R%]1 !
1o (£5061) THEMF L. ZEEMR N T4 T
L7z (ZEEBRM), Z2ofE, = MUIBIT 280
RBIEREAT O FEOFEIERTE EZOEHEX
44 5% (57/12861) Tdh o720 iz, 78— P2IBIT L
RE TOHBEIZOWT, 7T 2RI 2 ARF BN
F— NI & 95%EHEKX130.36 (0.17, 0.75) THH ., &K
HIBEOFMRE COHMIZ T I b REEL MR THEICEE
L7z (Eila 77 > 7 BoE. Frillpfii=0.0032, & Bk
WEH2.5%) W,

10073

B (%361, 5.2%)

90

80

70
60
50 ‘
4 Teeoy

02

20

BRL o7 HEREDEIE (%)

10

[ ! . . . . . . !
1 85 169 253 337 421 505 589 617
IN—h 2 BRSO EE

<UZZH>

@z 50 39 32 21 11 8 3 2 1

Sopsm 50 38 23 11 5 4 1
Kaplan-Meier{: CHE 2 L 7= L e hr o7 bR OEl &

28— M1 GEEMN) ORIWERIZI778H3061 (16.9%) 12

BobN7z, EREIERIZ. &M MEHRRERE (441,

2.3%). 9 (3B, 1.7%) THh -7z

= R 2 (ZEEMH) ORIERIZRF T -T5060 1 1341

(26.0%) WZFB5N/z. FREfEMIZ, EAE&g (3

B, 6.0%) Tho7z,

% % (RAFERFIVIR)

17.1.9 EIRE MR

B NFERE A F VIR EE1AB 2 G e Lo EER. JExT
B (G130285%) <. A#I1l4mg/kg (R &L
300mg) % 4BEIZIFEM T CR TS Lz T OfE.
HEVED TR RILEIC BN T, RIBEEEATOA R
FOMWEIIEIRNIE G % 3 5 2 & 7 < 8RS 15 CTadapted
ACR 30% FW L - BEHEDOEE [95%BEMHX ] 11,
54.5% (6/11%1) [20.6, 83.5] & . 95%f5#AX[H & TR
MEIE BRI E L2 BMEA R #40% % TH - 72 (IEHE
PUC X 2 EEoME. Fflp=0.249), %8B, KHlEik
G- L7246l (14%1) (251F Sadapted ACR 30% 3/ L 72
BEOE G328, 4 TENZENTS.0% (9/1261) .
81.8% (9/11%l) THo7zo Tz, RORIEREATOA
RO PR ATER T & 72 BB OB 41328, 48K T%
N2EN58.3% (7/1261), 54.5% (6/1161) TdH-7212,
P 5-48:A W 25 CRIVE RN 148761 (50.0%) 1ZRES 5L
720 2BILL ECHI L RN ATIREE (261, 14.3%)
TH-o72,

18. FEHEIE

18.1 fEAHRE
HFF AT (BETHIEZ) E. e L1 508
etz e FgGlE / 7 u—F Wik CTdh 5, & FIL-1
BITHEE L. IL-1B BRI ET A L #HETH S
LIk, 2oEEEPHT 5,

18.2 IL-1BBEE/EHA
HFFXYT GEEFHIEZ) & v ML-1BICHEE (%
BESERL - #940pM) L. & FIL-1p% k& PIL-1ZEMAEKE D
AR HEL2BW,

18.3 /In vitro\Z &} % IR EM
AFFX<T (EETHEEZ) 1, v ML-1812L 5 b
Bz AEMESE A 2 & DIL-6FEE K O e N BafEME I 5
T BIL-8D 71 E — & —{ifi Itk & ] L 721519

18.4 In vivo\Z$\T ZEIEEMN
HFF <7 (BEFHIEZ) & v ML-1875%E~ 7 A
RIS DB AR A& BRI GPEN T G- CHmifl L 7217, F 720 v b
IL-13TE#FE S b ¥ 7 AZERENOIFHERIZ T % 0l g
JER PG CHIHI L 721, B, & FIL-1BIC L RS
%7 v N OFEE HAIEIRFE G- T L 7219,

18.5 ZDOfD/ER
HFF AT GEETHIEZ) &, in vitroTe MEEY
YOSERBUGZ BT 5 THIFL I & [HE L 22 hr o 722,

19. B SICEET 2EB(LEMHA

— R R
HFFRYT (GRIZTHEEER)
Canakinumab (Genetical Recombination)

Panm s
#7148,000

Y
v RIL-18120 3 % B fn FAHlifR 2 v FgGlE/ 7 0 —F
WHETH D Y7 A4 7Y F—<flilluSp2/0-Agld
WX D EE SN D448 O T I/ BRI S 7 5 HEH
(C2196H3387Nsg7Qe69S16 5 43T - 49,227.96) 243 T J 1U°214
o7 I 7RIS 7 588 (CiosoH1506N2710336S5 5 45
T 1 23,353.65) 257 FTHERR S A BRI R

20. BHRVLEDEFE

HMERE RIS L TRIET 5 2 &,

21. AFIRMG

211 [EFEG) A7 EHENH 2 RED L, EUICERT L2 L,



(SIgDEMEE (X /N\OCEXF—EREE). TNFRZEHE
EREMAERRE. KRN PER. 25REEMERY
BAEI )

21.2 ENTOEBREFASBO TRONTWDLZ En6, B
T NE—EHDOERNARDL F— R EREN DL T
TOMIE, KA GG 26 % 58k L CREMEROHR)
P 2 MEB AN AL ERT LI L, Z2OHT,
JEYAES O FEB & o 7 RN G- o2&t L O HE® %
IZDOWTHFICEd 5 2 &,

22. @I
134 7))

23. EEXW
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AR HARMERBEAS 2R e LB als
Ak (A1101)  (20114F9H 26 H A#KFE.

CTD2.7.6.2.1.1) [20114619]
AR AHEIN 2 ) A ) > B 1 e R
PG L L7288 ITAHRER (A2102)  (20114F9H 26 H 7K

i, CTD2.7.6.4.2.2) [20114620]
KRR - REEEEEMEIRERAT  (20164E12H 19H A&
72, CTD2.7.2.2.4) (201609431

FENER - e RIS R SSE R R L
7R RIS B RERET  (20184F7 H 2 H ZKGE.

CTD2.7.2.3.1) (201802871
AR T AFEREA TV 2 R & L7 RHEM]
Y EEMAT  (20254R3H 27 HA&RRE, CTD2.5.3.1.3)

[20240054]
Imagawa, T .et al. : Clin.Exp.Rheumatol. 2013; 31
(2) :302-309 [20131638]
Lachmann,H.J.et al. : New Engl.]J.Med. 2009; 360
(23) :2416-2425 [20114320]
Kuemmerle-Deschner,].B.et al. : Ann.Rheum.Dis.
2011; 70 (12) :2095-2102 [20114240]

AR - AT BRI ECE 2 R & Lz IR
S (N2301, —HEMM)  (20164F12H 19 H KGR,
CTD2.7.6.4.1.1) (201609441
FENEHR - G RS R S B R L
7o EIN ST ER R SR (GL301EER)  (20184E7H2H

HEE. CTD2.7.6.4.2.4) [20180272]
Ruperto, N. et al. : New Engl.]J.Med. 2012 ; 367
(25) : 2396-2406 [20180289]

FEAEE  BAFHE A FVIREE RS & L2 EA
EMAREEAR RS (G1302588%)  (20254E3 H 27 H AR

CTD2.7.6.4.2) (202400551
FERER e FIL-1812K 3 28 a8A1E (2011489
H26H 4z, CTD2.6.2.2.1.1) [20114621]

R - & ML-180OZ 78k & R G0 5 BENE
1 (20114E9H 26 H KGR, CTD2.6.2.2.1.4) [20114622]
AR v FIL-151C X A b bR BRI 5
DIL-67EA A3 2 BIHIER (20114E9 H 26 H 2.
CTD2.6.2.2.2.1) [20114623]
AR D e L1412 & 2 b b BEFROIL-87
OE— & — iKW 3 2 80HEH (2011459 H 26 H 7K
8. CTD2.6.2.2.2.3) [20114624]
FAEE v FIL-1812 & B~ A ERIET O JERE L%
T AIHIER (2011479 A 26 H 7KEE.
CTD2.6.2.2.3.1) [20114625]
FAEE b FIL-1812 & B~ A 22 EEN O IR
TRECR T 2 IR (20114F9 A 26 H A&GE,
CTD2.6.2.2.3.2) [20114626]
PR - v MIL-1BIC & 2 T MBI 2 B0V EF
(201149 H 26 H #&G8. CTD2.6.2.2.3.3) [20114627]
FPERE D e MREA Y Y ERBUSIS A TE
(201149 H 26 H#k72, CTD2.6.2.3.1.1) [20114628]

24. XHFEKRERVHVEDESE

JINVT 4 AT 7 =BMAS SNV TF A AL b

T105-6333  HUHHRIEIXE / [111-23-1

0120-003-293

Z{JFE : A~&9:00~17:30
(RERUHREZERL)

www.novartis.co.jp

26. BLERTEES

26.1 BUERRTS
NIV T7-V R Ett
RREHHEXRE /P 1231
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17 AR EHRKRISngitERE—EEX
SUFEY S MERBMERE. BEDERE (X0 BTF—tRIAD. INFESHREARMERR.
et

AELANJL=1[E2mg/kg FEIkgITDEE)

REAOkg AT D EE 0 235w =0 L b x B ORE + $5-%

BAELANJL=1[E6mg/kg (AE40kgA FNEE)

1 [El150ng (A E4Okg% B 7 5 BE) 1[El450ng (A E40kg% 2 B BE)
hFrFxX<T hFrxx<7
*E | (BfzFHEz) RERE BERE" *E | (Bf=FHEZ) BRERE BERE*
1ERERE 1ERE5RE
8 kg 16mg 0.11mL 8 kg 48mg 0.32mL
10kg 20mg 0.13mL 10kg 60mg 0.40mL
12kg 24mg 0.16mL 12kg 72mg 0.48mL
14kg 28mg 0.19mL 14kg 84mg 0.56mL
16kg 32mg 0.21mL 16kg 96mg 0.64mL
18kg 36mg 0.24mL 18kg 108mg 0.72mL
20kg 40mg 0.27mL 20kg 120mg 0.80mL
22kg 44mg 0.29mL 22kg 132mg 0.88mL
24kg 48mg 0.32mL 24kg 144mg 0.96mL
150mg/mL 150mg/mL
26kg 52mg 0.35mL 26kg 156mg 1.04mL
28kg 56mg 0.37mL 28kg 168mg 1.12mL
30kg 60mg 0.40mL 30kg 180mg 1.20mL
32kg 64mg 0.43mL 32kg 192mg 1.28mL
34kg 68mg 0.45mL 34kg 204mg 1.36mL
36kg 72mg 0.48mL 36kg 216mg 1.44mL
38kg 76mg 0.5ImL 38kg 228mg 1.52mL
40kg 80mg 0.53mL 40kg 240mg 1.60mL
>40kg 150mg 1.0mL >40kg 450mg 3.0mL

RAELANIV=1[H4ng/kg ((FEAkgL T DEE)

AELANJ=1[E8mg/kg (FEA0kgA FTDOEE)

1[E1300mg  (AE40kg% #E 2 B BE) 1[El600mg  (AE40kg% #E 2 B BE)
hFrxX<T hFrxX<T
#FE | (B=zFHEBRZ) BERE BERE" #FE | (BzFHEBRZ) BE5RE BERE"
1ER5HE 1ER5HE

8 kg 32mg 0.21mL 8 kg 64mg 0.43mL

10kg 40mg 0.27mL 10kg 80mg 0.53mL

12kg 48mg 0.32mL 12kg 96mg 0.64mL

14kg 56mg 0.37mL 14kg 112mg 0.75mL

16kg 64mg 0.43mL 16kg 128mg 0.85mL

18kg 72mg 0.48mL 18kg 144mg 0.96mL

20kg 80mg 0.53mL 20kg 160mg 1.07mL

22kg 88mg 0.59mL 22kg 176mg 1.17mL

24kg 96mg 0.64mL 24kg 192mg 1.28mL

150mg/mL 150mg/mL

26kg 104mg 0.69mL 26kg 208mg 1.39mL

28kg 112mg 0.75mL 28kg 224mg 1.49mL

30kg 120mg 0.80mL 30kg 240mg 1.60mL

32kg 128mg 0.85mL 32kg 256mg 1.71mL

34kg 136mg 0.91mL 34kg 272mg 1.81mL

36kg 144mg 0.96mL 36kg 288mg 1.92mL

38kg 152mg 1.01mL 38kg 304mg 2.03mL

40kg 160mg 1.07mL 40kg 320mg 2.13mL
>40kg 300mg 2.0mL >40kg 600mg 4. 0mL

MORAN, FHHERG FOEEREEZZE L, 131 7 5150ng % {EHT 5 1L 5 B2 MERT 5 720 I@E IS TV 5,
1 [ 5-@A%150mg 2 2 2361k, 254 TV EDSBIEE 22 b,

_8_



* k RERIEFHSRMEHL. BRAREXF VR
PGt = 4 L Y X BE ORE + $5-EE

HAELANJL=1[8 4ng/kg
mREHE 1 [E1300mg

hFrxxX<T
*E (B FHEBRA) rERE BERE"
1ERE5RE
8 kg 32mg 0.21mL
10kg 40mg 0.27mL
12kg 48mg 0.32mL
14kg 56mg 0.37mL
16kg 64mg 0.43mL
18kg 72mg 0.48mL
20kg 80mg 0.53mL
22kg 88mg 0.59mL
24kg 96mg 0.64mL
26kg 104mg 0.69mL
28kg 112mg 0.75mL
30kg 120mg 0.80mL
32kg 128mg 0.85mL
34kg 136mg 0.91mL
36kg 144mg 0.96mL
38kg 152mg 1.01mL
40kg 160mg 1.07mL
42kg 168mg 1.12mL 150mg/mL
44kg 176mg 1.17mL
46kg 184mg 1.23mL
48kg 192mg 1.28mL
50kg 200mg 1.33mL
52kg 208mg 1.39mL
54kg 216mg 1.44mL
56kg 224mg 1.49mL
58kg 232mg 1.55mL
60kg 240mg 1.60mL
62kg 248mg 1.65mL
64kg 256mg 1.71mL
66kg 264mg 1.76mL
68kg 272mg 1.81mL
70kg 280mg 1.87mL
T2kg 288mg 1.92mL
74kg 296mg 1.97mL
>=75kg 300mg 2.00mL

MORANT, EHHHENG R OEEEZZE L, 151 75 150ng 2 iEH T 2108 2 B A MHRT 2 720 I @RI S T 5,
1 #2553 150mg e MR 613, 254 TVRLEPLEE 2%,






