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CAPS: cryopyrin-associated periodic syndrome

FMF: familial Mediterranean fever
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HIDS: hyper 1gD syndrome/MKD: mevalonate kinase deficiency
SJIA: systemic juvenile idiopathic arthritis

AQOSD: adult-onset Still's disease
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1)Simon, A. et al.: Schnitzler’s syndrome: diagnosis, treatment, and follow-up. Allergy. 2013; 68(5): 562-568

2)de Koning, H.D. et al.: Schnitzler syndrome: beyond the case reports: review and follow-up of 94 patients with an emphasis on prognosis
and treatment. Semin. Arthritis Rheum. 2007; 37(3): 137-148

3)Kieffer, C. et al.: Neutrophilic urticarial dermatosis: a variant of neutrophilic urticaria strongly associated with systemic disease.
Medicine (Baltimore). 2009; 88(1): 23-31

4)Gusdorf, L., Lipsker, D.: Schnitzler Syndrome: a Review. Curr. Rheumatol. Rep. 2017; 19(8): 46

5)Gusdorf, L. et al.: Schnitzler syndrome: validation and applicability of diagnostic criteria in real-life patients. Allergy. 2017; 72(2): 177-182

6) Takimoto-Ito, R. et al.. Summary of the current status of clinically diagnosed cases of Schnitzler syndrome in Japan. Allergol. Int. 2023;
72(2): 297-305

7)Lipsker, D.: The Schnitzler syndrome. Orphanet. J. Rare. Dis. 2010; 5: 38

8)Yan, R. et al.: A Chinese case series of Schnitzler syndrome and complete remission in one tocilizumab-treated patient. Clin. Rheumatol.
2020; 39(12): 3847-3852
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MGUS: monoclonal gammopathy of undetermined significance
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3)Kieffer, C. et al.: Neutrophilic urticarial dermatosis: a variant of neutrophilic urticaria strongly associated with systemic disease.
Medicine (Baltimore). 2009; 88(1): 23-31
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ERBRAICHT D HBEE. NEICREZRSD
B BICRERLBNT RS,

RN ESTRERBIICIREULTIEEL

(SRl KBEERRTE. FRERF L) o

) ZSEICHUCHE ] IR OMEEGBADRSERIF TR,
BREE 215— @ EHIBAAFFICDO=1.0mL(AFFERTT
N ELT150me) LIFDBSEE LT RS
@;%%?g%ﬁ\%tw 0o 2B E D ESEE T BEEL (.
7E 7Y e % = BB 5 LB NESIC LT,
ER<EFEILET, QI NAFIFTBEDHDEREL. fERABD

ERIFERALBEVTLEE W,

AR CDEE MBREZIEEICIRINTED TS
BZANTLEEV&ERT.OMIZRINTED
KO NATZIVFHDKSITHIEIF TS W,

FERCAEN.OMLA AT F I T DIRSE150mg(C
HELET,
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(2)ISKRE—EBR

FEIDY 2 =Y S—IERBCH T BREROBRELUTOESITY,

@R ACIENFTFIY T GEETFHEER) ELTHBEA0Kkg FOEE TIE1E2mg/kgk. 4 S
40kg#E#BZ HEETI31E150mgESBEBICH FE5T 5,
TABESFRISHRNH SRV SICHENR SX FEEHET 31, | DREREEAE40kgl T
DEETFAmg/kg AEAOKgZIBR HEE TF300MgE e 5. |

FEAOKgUUTDREICH T IRGRE=AELNILXBEDRE-RSREE

REAE

HELRI =
1@ 4mg/kg ({FE 40kg LA TDEE)

HELRI =
1@ 2mg/kg ({FE 40kg LI TDEE)

1@ 150mg ({FE 40kg ZHBZX3EFEH) 1E 300mg (A% 40kg ZBRZEE)

HFERTT NFFIXT
HE (ELFAHERA) B’RERE RERE" HE (ELFAHERA) ’RE5RE RERE"
1OiRS5HE 1OiRSHE
8kg 16mg 0.11mL 8kg 32mg 0.21mL
10kg 20mg 0.13mL 10kg 40mg 0.27mL
12kg 24mg 0.16mL 12kg 48mg 0.32mL
14kg 28mg 0.19mL 14kg 56mg 0.37mL
16kg 32mg 0.21mL 16kg 64mg 0.43mL
18kg 36mg 0.24mL 18kg 72mg 0.48mL
20kg 40mg 0.27mL 20kg 80mg 0.53mL
22kg 44mg 0.29mL 22kg 88mg 0.59mL
24kg 48mg 0.32mL 24kg 96mg 0.64mL
150mg/mL 150mg/mL

26kg 52mg 0.35mL 26kg 104mg 0.69mL
28kg 56mg 0.37mL 28kg 112mg 0.75mL
30kg 60mg 0.40mL 30kg 120mg 0.80mL
32kg 64mg 0.43mL 32kg 128mg 0.85mL
34kg 68mg 0.45mL 34kg 136mg 0.91mL
36kg 72mg 0.48mL 36kg 144mg 0.96mL
38kg 76mg 0.5TmL 38kg 152mg 1.0TmL
40kg 80mg 0.53mL 40kg 160mg 1.07mL
>40kg 150mg 1.0mL >40kg 300mg 2.0mL

¥ AHNESEFRING [FDEBRZZERU. 1/ 7 IUH'S150mgZ 2519 BICEDBEHRR T DILHITBEFRIESNTND, 10520 150mgEBR 255
(& 2\A 7 )V ED B L7135,
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(3)YazyWS—EREEICH T B EAERRRER (SEI48/IACT210715188) '

GHERT Y1)

=[]
A SURICKZAOES7BEROEMMLOH BRI TORLE. B UICRARSKOLZEMEEEMEICDONT
RIS Do

MR

VATV SIEHREERE
ERESIEL : 56 GHbmHIEL : 561)

BIRBENUTRINEEE

1. LipskerSICk > THIIS NICEeMEAE (RNS X T — USRS Zimic T V1 - vy S—EIREH RS
| 2. EEEEEOERN 8ELEDE
2| 3 ARBRAOSNICOVTYERENESNT VDS
*g 4. BETAICEDY 1w Y S —FERERS R D7 LAV TEEEU L TH S
#E 5. PGAXO7H'EGE8L FTHdE
6. EEREEIDBREICH T, EEFREE (I FIORE. CRP) DL T N h R B E D EE B T
(ARE=]
1. EERBLEAET RS
2. SEEIEE (QFT/ T-SPOTRRI) D&
3. HIVITARREDE . HBS TR DE . HBsHiEE U< [HBCH AR M CHBV-DNAD I S N . 2UECA
SEBFTADE (HOVIHESIEE (3. IEEBEN D, FHEALEN EEDESF5:<)
4. BEREEEAHUTVSE (GERL. B FUEE. DS, B)
5. BUEEOEHEN 55 (12U, BES(C K2 MREE S SR DR 5. EEEE. BT RER0,/
RUHABE U= HBT SN BN SituDEER<)
6. BERFDBRECHNTUTFONTNHDE
« JUFPFZ>2.0X5EERULN
Fx - M/JWR%<100000/L
g « AST>3.0XpEE%ULN
#e « ALT>3.0X}BE5ULN
7. ERAABLNICE DO F DR 5 ESF
8. FIEEVEHI3HELIRICA AE RS OBRITE SARICS LTS
9. IL- 1 FEEEDIR S EZ S TN B HE
10. HFFIVT (EEFMERR) (SR BREDBREDS 55
11. BESELUANICYEEFE (SRS 7)L0—)L) OBE. USARBROFIEEGTT 28507 HRT BOT8HD
527 DMOER (BELIEERES) Hi2E
12, EIRTIAE R ©. BRI SERIIRE T = CEYICRET 3T SICHRTE RS
13, 1R IR IR T L\ BETAEM 1 s B 201 (RIS 2L IR S A TEER S 3)
14. ZOMh AREFEMYSERHBETMOLUNIC K ARBAOSIHRETEEX SNHE

PGA: physician’s global assessment. CRP: c-reactive protein (CRIN4EEH) .

HIV: human immunodeficiency virus (£ b#EARE2D)LR) . HBV: hepatitis B virus (BEUFFRDAJLR) |

HCV: hepatitis C virus (CEUFFKDAILA) . AST: aspartate aminotransferase (PR/INSFVBFP= /SR T5—1) |
ALT: alanine aminotransferase (P>Z>7=_/r5ZX7x5—1) . ULN: upper limit of normal (%8 _LER)

15)#AEH | 2212wy SRR EZNRELCENSIERE (ACT21071) GReBIFsHIER (CTD2.5)
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B57%

A SUZ1E150mg (FE40kg T Tld 1 E2meg/kg) Z8BEICE FIR5 T 3T EE Uiz, JIEHRS 7 BH% D8
SCEERNBRN HSNRVESICE. ZOBATE5(C1E150mg (FE40kg T T3 1 E2me/kg) D&
15270\, LIS ER 580 584 1 E300mg ((FE40kgl R TlE 1 @4mg/kg) DR S = #KE T2
& Utzs F e I 57 8% DBIHE 53 RE T 1= h, FI0HE 5 88% D1 SHIDE S CIRFRIS MR &
SNRVEE. 8BHBOE 5% 1 E300mg (FE40kgl T Tl 1@4mg/kg) (CHEEL., LIEIFEELIZFE TS
BEORSEHET LU B8, | DRSMEIF300mg (FB40kg T Tl 1@4mg/kg) L. B
EF CIEBUCHERNEMN HSNBLEAEARFRER SBEL. BEMEOTBICOVNTHET 2T
EEUTz. BB BRI EECRELSRAEPILEEA DS FATROE T E T A SURR S
T BT LTz,

HERZXTIa—Ib

20U—=7]
- i E1H FEIH ‘ SEIMEA ENVE

0E 1E 28 328 408 4838 968
1k 1 HHHEHHA "B/ ™ =
g Br A 1 11 M P E >

g (ZEE B A H KRB Y i

BB = o I o o ;o . % Ed
519 H H H B H E L g
o|® ocllelololo

T T 150mg 150mg T o

HEBRIERN HOSNBVSE
2 lilel=

YOE578#ICPGAR 7 ICE DLBARNEHZER UICBEDEIS

BlREHEIER
o YL 5 148%ICPGAR 7 (CE DLBARNEMR T ER LIcEEDEEG
* PGARO7 [CEDBBARRINICEI UIREDEIS
e PGAXOY
o BEAEICLD Y1 ZTWYS—ERERBRI7
© RAF N —1— (BIMEREY. iFchBREL CRP. SAA. IIEALP)
* QOLFHM (DLQIIC K2R DFEE. SF-36(C K2 ERERHEQOL)
o [Mi&IgM. 1gG. FLCk/ALL
o T (BESRNURWERDORIBE N UZE)

SAA: serum amyloid A (IE7=0O-1 RA) . ALP: alkaline phosphatase (ZILAURR T 79—1) .
DLQI: dermatology life quality index (FEDIKEEICEIT 27> —b) | IgM: immunoglobulin M (27 07 UYM) |
IgG: immunoglobulin G (&7 07U>G) | FLC: free light chain (L)
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BRATETE
BIEF. PGAR I7 [CEDLKBRNIG. BEFHAEIC KDY 1 2V Y T —EREHREZE A7 U QOL, LU R
BIEICRDNENY—H—RUMEIgM. 1gG. FLCK/ALLICE DEFHIE U, BEFHilC LDV 1 2wy S—ERES
RBE X7 FEIEREEENSYORS58E% F TCOBHMER. MIEDHRSFIENR U HHDOER]. W O(CH)O
BE5HOBRSHIICEHTIUC. ZDMOIBEIFPER SN (R—X 54 V) YIOik578%. 148%. X0U'8 B .
VNICQOLLAN FLARE8EE. QOLIF241B% K U4818% (CEHE Uz,

FEHEIER : T/ 372N T SICHDEMMEFTRIREM (EAS) ZXREL. FORS7B%&ICERRNE
R ZRUICBBDESEZDISUCIZEH U, FE% 5 7HEICIRRNERN ESHEHE T
TP RAIEBSIEEBEF BERNEENIER SN Sl EBE LU TRVUIRS I EE U,

EREHEIER : EASZENRIC. OS5 1 48R (ICERRNERZER UICBEDEGEZTDISNClIZEL LI,
PO’ 5 148%(ICERNERNEDHFHE TE T TAIE R >IcBE (F. BRARNERAZER SN
BhoreBEEUTRUIRSZEEUT,
PGAR D7 BEFHHBICK D2 ZwY S—EREHRB AT  WRIENX—N—. DLQIDFEE AT
FPRUO6 DO FIRERIT . SF-36M8 DN FIREZ D7, LTI, 1gG. & UFLCK/
ALl SHIEEF B D FEEROSD, T CR—A T4 U H S DE(LEDFEER 95%Cl%E
BHUC.FC REY—H—DSEEL T IFPERE (EXE) CALP3ZEH L. BIRRICERT U,

SD: standard deviation (F#fmz) . Cl: confidence interval (IS38X[E) . EAS: efficacy analysis set

BT RER (IACT21071545)

FRATIREEE R
Flc 2 %= FERCERSNIBREDN —ETHRSIN PORS7BROBWMEICE I BIERIES NI
eSS RI0) IRCDBEET D fEL. BRE. POKRS7BRF TICERNRERERTEZER X IEGCP
EAS BRN B HEHBALICEE  EREICTNES CHHEHIBRLIBE RN T B,

ARRICBHRINBBREN —BTOHRSSIN. BHHEICEATZERIBONCIRTOEREE L
EAS I 2. 2L BREICERPEREMEBSEERNIFGCPERN HDEHALIEE . &R
[CRERE THDEHBRUIZREFFRN T Do

SAF REBRCERSINIEBREN—PTHRSINCIRNTOEE LT D,

GCP: good clinical practice (EERRDIRRIAERDIEMDERE) . SAF: safety analysis population (LR 4TI RER)
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HIEB#
PGARO7 ICEIKERFRRIGDESR
PGARO 7 (& 2wy S—EREFEREN R I E2RRRFTR THHIEMZ. (TR AN UBRE. FINRE.
WOCEEEE MU BRED5 DDIEEICHU T ZNZEN0~4D5RECHiLIc Gt REUC (RERIR. RER

2053,
PGAR O7 (CEDE MBRRGZ . BRPRIVEE AR, IRIRHVES D E . IRIRIVZIRIR L. B B DARMEICX 7 Ulc,
PGAZ 7

BRRFRR £ i 237

=753 23 0~455

F AR 0:7&L O~455

1:phH
HEHANOEE 2 BE 0~455
‘ 3 0iEE Ot

e 4: B G

BETENROEE 0~455
aEts — 0~2055
PGARXO7 ICEIKERRIGDESZ

BRI EE

SPREES R

BRESEENTRL), PGAZ 7SI, 5DDIER (B - fEHK) DL T NE 1 #BIHL

RIERIETHHTE

FHNA s X EMTAEY &= 7 o/ |y N=|

N PR(?QX:I 6L B SH (R—25A ) &L T30%L_ERA

RENSPSEORBEME | L5025 7 051 Fes2H0M5 DB @HE - FEH) DL NHH B8RS
ERFRAURNERIRL N \ e .

et s S PGAR A7 HR—2 54 VB TN RE. X 30%ED5H
B - Bk PGAZ TP HR—2 5 VB L T50% 81

BEEICKD V1T yYS—EREHRE AT

VATV SERERB A7 V21w S—ERE ClERSNDEKREIR Thd2MZ . BN FHEL. B8
g R R NO'EE- HREDOSIERICHU T BEN 0 CGEEICERWV) ~ 10 GERICEWN) D11 ERETEHE Lz
FEE U,
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HE 5B

O BEE=R

AABRICEHANSNICEE2HH . AE40kgB TH Y BECEIBNEATOARY(EFIILEFVIC
RBBEEZITTOVEDDDMRARATDTH oI,

=[S g N=5
Fi5E (SD) 60.0 (9.5)
FAEESEHER (%)
thiRfE (&aE) 60.0 (47, 70)
EEE (SD) 161.88 (4.91
BER (cm) ( )
hoYE (EEE) 163.50 (153.8, 166.9)
FE (SD) 58.64 (10.24)
A& (kg)
thiRfE (&aE) 64.80 (41.8, 65.8)
B 4 (80.0%
TR ( )
g3 1 (20.0%)
ahh) 3 (60.0%)
ELfEE
gL 2 (40.0%)
ohh) 4 (80.0%)
BHIE
U 1 (20.0%)
o) 3 (60.0%)
BRI
&L 2 (40.0%)
. 1) 2 (40.0%)
7ZLIbF—
3L 3 (60.0%)
FE (SD) 14080.0 (5520.1)
BmEREL (/ul)
oiE (EEE) 15000.0 (5100, 20300)
FEHE (SD) 86.18 (4.83
YFOIEREL (%) ( :
hilfE (&aE) 86.00 (81.1,91.1)
FigE (SD) 6.045 (4.189)
CRP (mg/dL)
hoiE (EEE) 7.760 (0.02, 9.88)
FEE (SD) 80.6 (24.3)
ALP (U/L)
hoUE (EEEH) 81.0(48,111)
SEEHE (SD) 356.45 (202.02)
SAA (mg/L)
ho{iE (EEE) 421.50 (64.8, 518.0)

SAAD'2.0mg/LKimD T — 5 [FBRI U TEST LTz,

@ FEFHHIER : YIOI%S578&ICPGAR 7 ICE KRN EREZERU-EZDES
FERS78%(CPGAR I7 (LR D<BRARNE/RZZR U BE 561003641 (60.0%, 95%Cl: 14.7,
94.7%) Tdolc,
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@ BIXREHEHIER : Y105 148%ICPGAR 7 ICEIKBARNERZZER UICEEDEIS
O"RS5148#EICPGAR I 7 (R D<EBRNEMRZER UICEBE (E56)5 346 (60.0%, 95%Cl:
14.7, 94.7%) CT&Hofz,

@ BIREHEIER : PGAR7

PGAX O DFME (SD) [F. #0511 (N—X 54 >V) TlF15.0(2.5) . #10%578% TF3.0
(2.8) TR L. ¥0lg 5488 X CIRIEZHERT U,

R590B%&F CHRARM BN SERRIIER D BfFZ M UICRE (356441 (80.0%) T ofc,

PGAZ I 7 DI (EAS)
A n 237 T8 (SD) i T8 T (95%C)
158 5 150 (2.5) —
138 5 3.0 (2.8) —12.0 (—-15.3, —8.7)
238 5 2.0 (1.2 —13.0 (=16.9, —9.1)
8@ 5 3.0 (2.3) —12.0 (—16.6, —7.4)
1638 5 1.8 (2.5) —-13.2 (—-17.6, —8.8)
24;8 5 3.6 (5.9 —11.4 (=18.3, —4.5)
328 5 0.8 (0.8) —14.2 (—=17.4, —11.0)
4058 5 1.0 (1.2) —14.0 (—=17.5, —10.5)
4858 5 1.2 (1.3) —-13.8 (—16.8, —10.8)
5618 5 1.4 (1.7) —13.6 (—17.2, —10.0)
648 5 1.4 (1.7) —13.6 (—=17.3, —9.9)
72;8 5 0.4 (0.9) —-14.6 (=175, —11.7)
80:8 5 0.6 (0.5) —14.4 (=17.3, =11.5)
8818 5 0.8 (1.3) —14.2 (=179, —10.5)
96;8 5 1.8 (2.0) —13.2 (—16.8, —9.6)

® BIREHEIER : REFHEICLDY1ZyY S—IEREHRERA7
FBEFTMICKLD Y1 TV S—ERERB A7 DOFEHIE (SD) F. ¥1ERS5HDIR SR ClE6.12
(1.88) #Io#R578H% Tl131.28(0.99) . #)OR548E%E DIRSHIHTIF0.52(0.59) THof,

FBEFMICELZ V1= yYS—ERFRERAI7 DR

212y VS —IERE N=5

RB2I7 N—RS51> LK 578% L% 5488%NI”SHB
Z37 4B (SD) 6.12 (1.88) 1.28 (0.99) 0.52 (0.59)
(L8 T8 (95%C)) — ~4.84 (-7.95, —1.73) -5.60 (—7.48, —3.72)

20




© BIREHEIRR @ RAEVY—H—
Bk (/ul) DIIE (SD) (F FEESEH(R—X 54 >) Cl&17200.0(8517.3) . #JLlik 578%
Tl£7400.0(2109.5) T&H ol I PIRE (/ul) DFHE (SD) [F. R—RX 54 2 T(£15028.80
(8576.73) . #E1#%578#%Tl34379.64(1788.80) T ofz. CRP (Mg/dL) DFIHE (SD) (F. RX—X
SAVTIE7.2414(7.0426) . #0125 78H#% TIF0.2314(0.1934) THofz. SAA(ME/L) DFIE
(SD)[FR—=R 54 2 TlE359.65(319.37) HOHRS7H%E& CTlF4.03(2.59) THof,

REY—H— DR

" N=5
Qﬁ?_ﬁ_ N — P ~@4 @4
N—2351Y | ABER578% | {BRS5488% NER 5968
BimEkEs (/ul)
g TIME 17200.0 7400.0 6620.0 7620.0
’ (SD) (8517.3) (2109.5) (1559.5) (2585.0)
g TIE o —-9800.0 —-10580.0 -9580.0
(95%Cl) (—19165.3, —434.7) | (-19814.9, -1345.1) | (-19073.0, —87.0)
SFCRERER (/ul)
ey TIME 15028.80 4379.64 4344.32 5439.16
‘ (SD) (8576.73) (1788.80) (1531.22) (1877.84)
o TIE o —~10649.2 ~10684.5 —9589.64
(95%Cl) (—20577.6, -720.68) | (—20683.9, -685.03) = (—19800.5,621.22)
CRP (mg/dL)
g TIE 7.2414 0.2314 0.4102 0.5596
‘ (SD) (7.0426) (0.1934) (0.4789) (0.8370)
g TIE o ~7.0100 -6.8312 -6.6818
(95%Cl) (—15.5437,1.5237) (-15.0139, 1.3515) (—14.9501, 1.5865)
SAA (mg/L)
Ty 359.65 403 11.15 13.95
SAliE
RAE op) (319.37) (2.59) (6.85) (19.49)
g TIE o — 45463 —348.50 —-345.70
(95%Cl) (—1213.27,304.01) (—846.81,149.81) (—831.70, 140.30)

SAAR2.0mg/LFmD T — I 1FBRN L TEE

StUfc R=R34 > n=4, YIO%578% n=3. Y)0ER5488% n=4) ,

@ BIXEHEBIEE : QOLFHI (DLQIIC K BEEDRE)
DLQIRTY (& RA7) DFIE(SD) (. X=X 54 TlE14.2(9.1) THY. YLz 57B% TIF2.8
(3.6) (TR ULz #0118 548:8#(C(1.0(1.2) &£18 oz,

DLQIRO7 (8&RX17) D#HEFE (EAS)

B n N=5
237 T8 (SD) Z(LE THE (95%C)
5a 5 142 (9.1) —
1.8 5 2.8 (3.6) —11.4 (=24.4,1.6)
28 5 1.6 (1.5) —-12.6 (=25.2,0.0)
8:a 5 2.6 (4.2) —11.6 (=259, 2.7)
24;8 5 2.6 (1.8) —-11.6 (=20.7, —2.5)
488 5 1.0 (1.2) —13.2 (=24.5, —1.9)

DLQII. EIR - BXIE. BEIEED. LYv—. £ - 2R ABBR ROTBRD6 DO MIRE TSN, BSROmNFEZERI.
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BIREHBIEE : QOLEH (SF-36)
SF-36M8 DD MIREDHRIF FERDES TH oI,

SF-36 M (EAS)

N=5 N=5
2 OBE=R n 237 E(tE H%E BS n 237 (L8
T5(E (SD) Fi5E (95%Cl) Fi5fE (SD) Fi9E (95%Cl)
58 5 56.0 (24.8) —_ ®58 5 17.5(19.0) —
158 5 86.0(16.7) 30.0 (—0.1,60.1) 158 5 625(17.7) | 450 (10.2,79.9)
ﬁ 238 5 84.0(129) 280 (2.6,53.4) = 208 5 588 (19.1) | 41.3(2.2,80.3)
g 88 5 850(12.2) | 29.0 (-1.2,59.2) 71 8A 5| 625(11.7) | 450 (89,81.2)
24 5 920 (13.0) 36.0 (6.4, 65.6) 24 5 625 (133) 450 (11.4,78.6)
488 5 93.0(76) | 37.0(5.8,68.2) 488 5 67.5(14.9) | 50.0 (16.7, 83.4)
W5 5 475 (33.2) — ®|5H 5 425 (30.1) —
»E« 158 5 925 (8.1) | 450 (0.0,90.0) # 1@ 5 1000(0.0) | 575(20.1,94.9
gﬁ 258 5 87.5(28.0) 40.0 (—20.3,100.2) E 28 5 925 (16.8) 50.0 (4.7,95.3)
g 88 5 96.3(84) @ 487 (—0.1,97.6) ;g 8B 5 1000 (0.00 | 57.5(20.1,94.9)
(5}:*) 248 5 83.8(22.3) 36.2 (0.1,72.4) BE 24§ 5 85.0(22.4) | 425 (16.5, 68.5)
48E 5 100.0 (0.0) | 52.5(11.2,93.8) 488 5 925 (11.2) | 50.0 (21.0, 79.0)
#5mi 5| 39.8 (21.8) — #5581 5 | 45.0 (37.1) —
158 5| 73.8(19.1)  34.0 (4.2, 63.8) »E« 158 5 917 (84) 467 (-0.5,93.9)
2"5 2B 5 66.6(16.3) 268 (—20.1,73.7) ;ﬁ 28 5| 86.7(19.2) 41.7 (=12.6,95.9)
"E 8B 5 652 (21.4) 254 (6.0, 44.8) # 88 5 917(102) 467 (-1.1.944)
248 5 66.0 (29.1) 26.2 (10.2,42.2) (*;;m 248 5 917 (14.4) 467 (—1.1,94.4)
488 5 74.0 (17.4) 34.2 (14.1,54.3) 488 5 983 (37 | 53.3(6.7,100.0)
B5E 5 34.4 (25.4) — |5H 5 38.0 (30.9) —
2 1B 5 626(38) | 282(-5361.7) N 158 5 820 (45) | 44.0 (1.6, 86.4)
@ 2 5 56.6(86) | 222 (—154,59.8) b;‘ 2B 5 79055 | 41.0(0.7, 81.3)
g 88 5 580(89) @ 236 (—1.1,4823) g 8B 5 81.0(10.8) 43.0(10.9,75.1)
B 245 5 59698 | 252 (-7.2,57.6) 248 5 80.0 (14.1) 42.0 (10.5, 73.5)
488 5 62.0(11.7) 27.6 (—4.3,59.5) 488 5 780 (14.4)  40.0 (6.9,73.1)

RARTRIIRRYENEE BB TH 57 F1— MRZEAL.

© IMi&IgM. 1IgG. FLCk/ALL
Y01 54818%FE TDIgM. IgGR U FLCK/ALLDFHHBEFN—Z 51 > ERIEE CHB U,
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ZEH
ORSNSI6BFET DT —5 HybA TR TICHEZERIESHZHCHO N, EIRTERK. BB,

RUOEREN2BIICHEN. ZDMDERIFNBIT DDH|ETH oIz, Tl KIFRU— 4> D)
T KRR NUOEIE (B 16)) FPEETHof,

BERE. [T ARRENASBHAT C1AIICERMORS SN THY. LEDE—EE TREBORS SN/
EEREEBRE. A8GEET CTIEIBERDICDHIC A B2 U BEE{LAE Cohofc. KBRIFGHAET
HEDBMEAEICERT 2DDELTEEREE DRHERUEHIMS NI, 4SBT LIEIC. EETHES
KDFRICIC3BCE VB SN ABBFATLIE (CHTCICHONICBR (. iEhake (FREBRG | KEE

B) BEHRU— ROKBRU—TTHolc. CNSDBRIFVTNEARRES DEERUE RS
N OOBEET DT — S HvhF TX TICEEDOHEN (FERIRA TR SN,

B WBREDRSPIEICEICAEERIEHOINEN DI,

BESRDEH (SAF)
48:8F TOET 96;8% TOEEMNT
158 N=5 N=5
FIRBEH (%) FIRBEH (%)
BEER 4(80.0) 5(100.0)
EIEF 1(20.0) 1(20.0)
FECICESFESR 0 0
ERELBEEER 1(20.0) 3(60.0)
BREOKESHIEICESHESR 0 0
BESERORIREE (96:BF TORFIT. SAF)
BRE N=5
soC PT BE hEE 5B gt
n n n n (%)
ORIk 1 1(20.0)
B e e
RIBRS Kty —7 1 1(200)
N (TR 1 1(20.0)
—p 2 = JU E T.- =
B SAREDITRSBIORE > BEmR 1 1(200)
. o AVINWIVY 1 1(20.0)
BRPRES LU TERE FIREER 5 2 (40.0)
] L] 1 1(20.0)
g‘ == NEa
BE. PEBIUUBSHIE HEER p 1(200)
RBEBLVREREE B hUZUEY RIIAE 1 1(20.0)
3 RAEfE 1 1(20.0)
=, 3 o =
HEBRBLUESHEERES S 9 2 (40.0)
R, BESKUHMTHAOHEY .
@RS LUK —TESD) s ! 1200
S NARAE 1 1(20.0)
EBLURBES BiE{LAE 1 1(20.0)
- — EA 1 1(20.0)
ndj = =]
] RRERZ T2 1 1(20.0)
=y ) BigE=
RESH KU TR o p 7 2 (40.0)
SOC: system organ class (B8ERIX2%8) . PT: preferred term (B43E)
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Drug Information
b FEE ML-1BE/ 7 O—F Ltk
HFxXvT (BaFHEBR) FHE

"_ARI S®solution for s.c. injection 150mg

EMEREm, BIE, WAEEER
(FE-—EMEOULEICLVERTEZL)

BEFEEERSEES [ 87399009
BT & 2~8CIZ{R1F
B3R 36 A
ARBES 23000AMX00191000
AREAR 2018%28
(i UN K 2018%5A
BR 55 B ia 2018%7R
[ R 5 & 200946 A

* 30 BE B M 2026%F2A

1. B
- =0

1.1 AEESICKY ., BMMEZSOCERBRBRPESIH5DNBT
ENH Y, FEEDEERIFASH TRBLN, BEEREORIR
HREINTV S, FENRRZTETEIEF TN LBHE
. INSOERZBEICTHHAL. BENEBLI L =TE
BUI LT, BELOFERENREREZ LO 5 LHENZ5BE
[COBFANZRST B L, Flew FHDESICHNT, EER
BELFDRWEAICK Y. BGNEEZEDTENHHDT.
FRBICT A CEBETEERRRRVUEMDODETRSL. &
B¢ S (ICEHERANRIRULIBSICIE. EPH (CIESEISERST
BESEBEEICERESADTE, [1.2.2.1.8.1. 8.2, 8.6.9.1.1,
9.1.3, 9.1.4, 11.1.1 8H&]

1.2 BUNAEZE O GHRBRENRESNTND o). THREBRR
BISRERPEDRRICERT ST &, 1.1, 2.1, 8.1, 8.2,
9.1.1. 9.1.3. 9.1.4, 11.1.1 &8,]

1.3 AR OV T D+53 135038 SBIDIRBDBEDHE - FRZH
DENERAT S &

2. B2 (ROBEBICEFEBESULREWLWT L)

2.1 BEELBMEORE [BYYENENT 28285 5.] [1.1.
1.2, 8.1, 8.2, 9.1.1. 9.1.3. 9.1.4. 11.1.1 =]

2.2 EEHEEKOBE FERSELT 2B2NHH5.] [8.3.9.1.2
BHE]

2.3 RAIDRGTIN LIBBREDBEEED & 2 BE

3. #HRE - R
3.1 #8m
WiE % A7) AR T EF#150mg
L% ImLH™ A > F X~ 7 GEETHRZ) 150.0mg
lmL;P[FI»
D-~vr=bt—) 49.2mg
g L-exFY ¥ 2.1mg
L-b A F ¥ v BRI 1.3mg
K1) VLR — 80 0.4mg

REOEHEATHANTFX 7T (BIZFHIRZ) & w7 AN 7Y F—~ififid Sp2/0-
AgldpoEESND e MIE ) 7u—F LA TH S, AANE, BETRICBWT, & M
BPLTIV, EMUEN TR T7 Y Y RUOTY MY TV (BElEER) 2ERALTVL S,
1) FEEERG EOELEZEE L. 1N TLA6 ImL 249 2 ICEABEHET 5700
BRTESN TS,

3.2 BEH DMK
W5t 44 A 1) AR T ESE150mg

2N S~ Rt OB UL L 7

pH 6.3~6.7
2B 350~450mOsm/kg

4. MEEXFHR
OUTDTUFEY VB EEMRM RS
* RIEERSECNEERE
+ YT - U TV RERE
- FERARES RIS RNEERE
O IgD fEREE (ANDOVEEFF—ERIBE)
OTNF ZB{FREERIEAEIREE
*OY 1=y S—fEREE
EIFaBR CHRT T TERR

OR IR TEE
O£SEEF MR
OBARERF Ui

5. MEENFHRICEHET BiFR

#(Y 12y Y S—EIRE)
5.1 [17. BRG] OHOWNE2#H L. BRRBICHAAN S N7 BE OB RER R Rk
JBe A+ IcHE# L7 BT MISEEZRIRT 52 &, [17.1.6 2]

(R MEMC3EE)
5.2 AV F VICEBHELIGEEIToCH, ERICERT 25 » 2 RERYIESHEIC
BE595HI L.

(EHREFHIRERENRURARER F LK)

5.3 BIBREATOA FREICL 2B 0BRE2T>Th, WRATDLBRIRET S &,

5.4 EELAHEL L Tv o077 — VBEE(LERE (MAS) 2RIET 22 ENHD. MAS %
BHLTVBRETII MAS 1IN T 2IaR e BESEARAORSG BV &0 F7z0 AFA
BT MAS DY L7583 REZZE L GEP 21 MAS IS 9 2l 2 it 2175 2 &o

6. AIENUHRHZ

(T UV VREFHAMAEIREE)
JEE. AEAkg LTOBHEICE A FF X7 (BEFHEBEZ) &L T1E2mg/kg %, &
#H40kg #BABHEHEIIE ][ 150mg % 8 EICK F5T 5.
+3 7 ERERIR (BEROREEROER) ARG WEEICIEENET 525 11
BEFRILAE 40kg LT OBEETIE 8mg/kg. (A 40kg %2 5 EE TIE 600mg &3 5.
EEARE CHEE L. GALNICHERS A 5N 2HEICd. BEEEE 4 B E CEETE 2,
B RIS U T ] ERESEOBREBET 2 &,

(= IgD fEIRE (XN\OVEFF—ERIBE))
BHE, KEA0kg LTROBHFICEAFF XY T GEEFHEZ) &L 1B 2mgkg %, &
EA0kg A A HBHEICIE 1 H 150mg 2. 4BFIETHEET 5,
FRRBERODRP A SN WIHEITIGEINRE IEEWE S 25, 1 RS IFE
40kg LI T D% T3 bmg/kg. 1K 40kg 2 5 B T3 450mg &9 5.,

(TNF ZEFRIEEMMERE R O RIRE 0B
JEH. AEAkg LTOBHEICE A FF X7 (BEFMHEBZ) &L T1E2mg/kg %, &
HAOkg 2 BAAHEEICIE [ 150mg . 4 BEICK TRET 5.
9372 ERIREVRIR A5 A 6 N WIHE GBI G EEEE T 575, | BREARI4FE
40kg LR D HBE TI1d 4mg/kg. 1A% 40kg =@ % % B TI1E 300mg &9 %,

* (Y1 v Y S—IERE)

EEL AL AT FRYT BIEFHEMRZ) & UTHRE40kg LUROBE T | E 2mg/kg
%, {KE 40kg Z#Z 5 BETIE 1 [E 150mg % 8 BEICE TGS 5.
R REERNDRS A SN VIHEICIGEINREG B EWE T 255, | RS’ FE
40kg LR 0 BE Tld 4mg/kg. (A 40kg A A 5 BE T 300mg &9 5.

(EHREFHTRERIN N UBRARER F LK)
B, HFERTT GRETHEER) & LT 1E4mgkg &, 4BHICEFREST 5, LE
AR 300mg &7 %,

7. BERUVHEICEET 3R

(@)

7.0 RROEBARIIBEORERVOEFRERICE > TRELZD, HERIIBEBICHRET S0
B b,

7.2 AFEAMDENBADHRIC OV TR MR OEMEIHELL TW WO THAZEIT S &,

*(TUAEV VRERMMIERSE. & gD AEIRE (XN\DVEFF—ERIBE . TNF 2344

EEREAMEREREE, Y21y Y S—EREE. RikMEHCEE)

7.3 %513 1 [B] 2mg/kg X3 150mg DEAREL»SRB L. +aaRPHAs a0, b LLIIEHE
R HHNTAFEIRYD  TRASZ IR EGROEREEITS 2 &, [17.1.1.17.1.5.17.1.6 Z&]

THRERRIZIRD H S NIEWEE OFIEE

(T UV RS HAMAEIREE)

AR5
2mg/kg X1x150mg% 1 IRz FH5-

'

e 01 g | MEFSAIE= 2 ng/kgR(%150mg
e ——| 1 F 2ng/kg L 141500 % §
2 TG

| ey D 8 LA )

Mﬁﬁ5ﬁ7aumc£m&$}
4mg/kg X 1£300mg#% 1 [IFZ FH5

|

| HEFFFIE= 4 mg/kgX (3300mg
——| 1[4 mg/kg X 13300mg % 8 7845
[ 253

bt 8 LA )
v

S 1
BRSO SR

HIFFAE= 6 mg/kgX (3450mg

pip. 1 Il 6 mg/kg X 13450mg % 8 43
&

S R PR

b5 8 DA IS ERD)
v

HEFFR E= 8 mg/kg X 13600mg
BN S5% 7 BERISEMRS 1 Il 8 mg/kg X 13600mg % 8 5 5
4mg/kg L 1E300mg% 1 PG |7 | DK TR

<®EAE>

P 8 ELUA LS D)
v

4 B F TR R A AR T &
L5, 1SR 2 mg/kg LI
150mg7> & 8 mg/kg X 12600mgE T
DM THEEMES 5

R B BREROERE (LTD 1 ~3 23 XCiliZz335a

1. [ & % A CRIEER SIS EIE QR AR HYEERILT
2. BB O SRR
LA LR >
3. CRP%*10mg/L (=1mg/dL) AKilliSIZSAAH10mg/L (=10ug/mL) il

b) ENERRHEC B 2HROLE (UTO1~2 %23 XTlz3546)
< BRI >
1. EAIC & 2 B CAIEMER BTGB O A3l AR DL B 3
BER S & % B O AR M B Bk O 8 A 3T A5 B
ORI SR L
LA AR >
2. CRP%%30mg/L (=3mg/dL) HXIZSAAA30mg/L (=30ug/mL)

12) AP 2 L. EEM. WREE, SRR, RO 5 BB




(& 1gD fEREE (XN\OVEEFF—BRIBE))
{ma&%

2 mg/kg X12150mg#% 1 [A1FZ T35
43 |

IR

MR E=102mg/kgR (L

BRI D2 150ng% 4 BEIC R TS

| mmoey

5 5-t5 4 LI PR

DEIZSUTHESH 7 BUE
(SIBINR S
2 mg/kg X12150mg % 1 [MFz T %5

|

HIFTHE=1H4ng/kgXI3
300mg% 4 BEICHT#HE

4381 !

B ARIER O HE 2

SR (e FE=1 B 4ng/kgRIE
- {SOOmg’& CABCETRS

| oy

Pt 4 B PR

(i) it 2
2mg/kg L1E150mg % 1 [l f FH5-

HIFRAE=106ng/kgXi

450mg % 4 BEICE TS
<E=RE>

(TNF ZEFEER AR RO RIE 058

DERS
2 mg/kg X 13150mg# 1 [ T 45

4380 |

Bl RAIEAR O 72

%;umur@%&7au&‘

SR [esE R E= 1 E 2 ng/kg R I3
150mg% 4 AEBICE TG

| mmoey

DB THEHR 7 HUR
(it
2 mg/kg X12150mg % 1 [B1F7 T 5% 5

|

MIAE=104ng/kgXi3
300mg % 4 BHEICH FiR5
<m=AE>

o) HRRERIZ B Mmookl (LT 1 ~2 %3 Tl IHaE)
< BB i >

1. BERIIC & 2 B CSEMR SR B O AFFIED A5 LT
<UL 1 B>

2. CRPA*10mg/LELF UZR— AT 4 ¥ & JAT0%L, Eid

d) BRBERIC BT 2 HHoklE (UFo 1~ 2 23Tz 3HE)

< JBRR P AR >
1. BRI & % H O RIEMER SIS BIE OGRS HSEEELL -

UM >
2. CRP#%30mg/L (=3mg/dL) LIk

713) RRAMARHE @ 2 L. EEfh, EREE, PARREE, EREEO S BR
a1y S—ERE
ME%S
2 mg kg X12150mg% 1 [HIFz T 5

8 38 |

FERIEAR O HE 2

Fel3-th 4 ML R

1R

MISHE=102mng/kg (T
150mg% 8 BEICH T’RS

| sy
DEIZSUTHEEH 7 BUE
(SEMRS - : , .
P = e IR HFF UG % 8 MUAN I fFe)
ng/kgl(ilo()mi% 1 [l % " %fﬁ%”ﬁa j};;\\,\ '

HWIFHE=1M04mg/kgXId
300mg% 8 EEICKH %5
<mmAE>
e) FRARRERIZ B B EFOHLIE
< ERIR B TEFFE >
Rl & % ERRPT R o
5O0HH GFERE.
LUERR) owshd 1 zliz

iE4) .th#k%'Tgf;mwmc;ﬂ 5 ODIHHE GERE T AR,
! WG, PR R OV S LT, 2

L. 1:bda, 2: ﬁg 3R, 4 @)

L7t GRS 0 5, 58 ,52080)

Sl (PGAA T 7) 0 35 PUF T,

FERTG O, AN, P
e

D 5 B TR

8. EELREFNIER

8.1 EEARHEEICE VT, FREBRREORIENEHEICRESNTED ., ERLBIVELR
iéhruétﬁ>$ﬂ&5¢mﬁmr®%ﬁiﬁ%ﬁuﬁﬁz+ﬁ&%?é Eo [1.1.1.2.
2.1, 9.1.1. 9.1.3, 9.1.4, 11.1.1 &H]

8.2 ARANT K VG T B RAER GO INHE S NS RTREEA B 5 720 REFBRESHIZEZEOR
BETFDICEET S E, (1.1, 1.2, 2.1, 9.1.1, 9.1.3, 9.1.4, 11.1.1 2]

8.3 AAMLSICHEN - TREZICEIT 5+ 2RI ROME X AR (L > M7 ) BEICA A ¥ —
7 0 YRR EY NV ) RISRERTO. EERE CT RES%1T> 2 &0k,
EEBROEREHRT 5L, o, FARSHL. M X SRESOBY) L HE 2 E M
AT 72 EREMOFEBICEHER L. BF IS L. 2R IER (Ffd 2%, FE

B FESE) PRELCBEIOTEPLPICHEHSERICER T 2L FHHAT L L. uB. B
méﬁ&#%aéﬂf%Amﬁﬁmm%%E%b KAIZRG LW &, [2.2, 9.1.2 5]
A AHFEEICEVIFREREO S D 5bNE T ENDHDOT, PEHRSH. HRES 1 » Ak,
RO OBAARSHRISERIF PR EREST 52 &0 [11.1.2 38
5 BRHBRICBWT, 7T 74 5F V=X T7F 714 5Fv—vayrZidEshcnizn
2 AE ORI T 2BEERIEPME SN T VA0, BEELBEERIED ) 227 2k
NE B L TERV, KEZES5T 2BICIOBERERISORBIER L, BEICE U CE
Y@ TH> L.
6 RAZREGENIBEICBWC, BEEESRESN V2, FEZEOHRIL-1 # A
BEEII S A Tlaa V), BEEESORBICIIERT S &, (1.1 58]
T REHEEHE, £ F U BERBICLSBYERBOY RV EBETE 2V, £T T F
VERIITOR NI . REBEENC, DELTVFUEBELTBLIESEE L,
.8?U77%$%§ﬂ!&éBwﬁxﬁ{wxwﬁﬁﬁk#ﬁiéhTwéDT\$ﬁ&5
125315 Ty BERIFFRY A L ABBROEELERT S L. [9.1.55H)]
9 MOENMBA D SEES H5E 1 BIVEOMBIC O W T EEDREE +3ICBHE TS5 &,
A0 RFNE, RS =RV ZEBBICB LT, BRSO —E LT MIET LT 3
VROE MIERNT VAT Y URFEALTLASH., BREFBOBSELTEEEN TR
Vo INHE MIEHREASDS 5, b MLET LT I Y ORMEEICK LT CRIFKY AL
Z (HCV) 1239 2 MEEERE 2 EM L T\ 5. RMELENRE Lk 2oMoGEERER
BHREBL L2V, MEENHEEICLD 7 AV ZADOHIEXE T A VR ICKT AP
WTHBHIERMRLTND, BIZ, Ihb6k MIEHEKREA RO FFRX< T (EETHE
Hz) OBEICBVLT, HHOTRICED 7ML ADRE - NELE2 LTHED., BREHEA
D BEIFFHRY A VA (HBV).CBFFL YA LA (HCV) KU haERLy LA (HIV-1
KO HIV-2) RADAHEEIIED TEV. £z, B MIFE7 LT I Y O8EICH T > ¥ TR
M7z MLz AW T2, REIOHREIC X D EEEERREGE (TSE) At MOERE
L7z & DI < TSE ICHT 2% ) X 7 3 HIEIR, —E0RLW##ET 5%
ICELTBO., KAHNC KB TSEEED ) 27130 TEV. AFIOREICELTIE, 205
DEEXIIZOREENOHAEEET 5 L.
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9.1 B - MEEEDH 3 EE
9.1.1 BEE (EELGBMEZERL) OBENRIBEENRONDEE
BYIENE(LT 2BENNH S, [1.1. 1.2, 2.1, 8.1, 8.2, 11.1.1 BE]
9.1.2 EROBEEZE T 3 BEIERBRIEDONZEE
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AV =T 2Oy EBERRR YNV ) U RIGRESOREICK D BERHRL D
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CEERE EOBERMELET 2BE
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9.1.3 BRIEBPEDOBHEEDSH 3EE
BYYENERTHBENAH 5. [1.1. 1.2, 2.1, 8.1, 8.2, 11.1.1 ]
9.1.4 BRERMDIREBICHZEE
BYEZFRETHBTNDH 5. [1.1. 1.2, 2.1, 8.1, 8.2, 11.1.1 BE]
9.1.5 BEIFRIAILAF+ U7 DEERIFEFERRE (HBs HiFERME. 1D HBc AR
HBs Hi{AB514)
BH O BEFRIGENTA B T4 0 2BZ IFREREESHRYV A VAT —I—DE=F Y
VT aATD 1 EBEIFFR Y A LV ADOBEEELOBIEREROFRRICERET 52 & [8.85H]
9.5 iR
BEIR SUISIEIR L C W A ATREME D & B etk i id, AR LB mtE s a2 B 5 & HEs
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*9.6 27T
BELOEREROBARBEOEREL2EE L., BAOMEUIFILE2HETLH L. L b
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ZENE LI EREBIEEBL TL a0,
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14.2.7 1 XA 7V 1 EOAHOERE U, ERBORREHENFTROBZNSHLHOT. B
FRLZVWI &,
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