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IR L7,
RTIRTHEY, BRI OFCRS G
RE DG B OREGICAFI B 5-Bil e H D> & AR FI e 5%
THZT1H 4,800 mg DA G5-X N7 fEFIE 988
BICTH -7z, 988 Bz T, AFIHEGHMG HA
Fl¥e G- 8 B AMIZ BIEF 233880 & N - SE B 51 6
(5.16%) Th >7ze AHIFG 8HEUNIZED BN
X RIfFRIE R 106, BEEREBE (OF
) ROTHI & 7HITh -7 KFHEG 8 HIAN
IZRRD NI EER 2RI ERIEFLE, OERIrY, [
EVEMRE, 8By FYIHHE 2 1 61CTh - 1z,
F - H GBRE N EN C AR S-BB H o H K
FIF 5T HE T 1 H 4,800 mg DAEG XN I2hE
BlDSH 8%z CAH &Mkt L7 iEF]1E 835
BITH -7z, 835 HIZH W THKYG 8 HEEIZ 19 K
(2.28%) DEIWERANED BN, EEHE I N
BITERITEBEEAG R (DFEN) 261ThH -7, &
B e BIE RSV NENR %, RS E s, &5
KR (OB, KBAR)—F, BEIER, 3£
PERFRESE, WipE, 7o X D)oY ARERME &1
BITH -7,

ks, 8B EEZ T 4,800 mg/ Ha# 5 L7-H
HIZDOWTIE, KHFEEHMLERMICHWEDE O E
[RRIZZE S 7ohy, HET A2 EICXDHEBhTHA
NbH-zl=o], BRIZIZES ) > T7208, Bk
DOUEEMEA NGRS Bz |, TEERINC I E I
B oeh, AREMICIERERICE > Thieh -7/
] FOHHTHDZ xR LT,

0) ety I+ BE T RRA
$%“El%%®ﬂ¢%%ﬁﬁ%%§8 RT
FBREENDRDENI-HFIL, Fhl), Z2XK50
BAEEORE, HAEORR, EEMERERITH
LHRNGREEOHE, MR, w8, PR (%
5%%%2@%)@% 7o
INHOEFEERANTICENWT, BELUEIEA
@Eﬁi@@%l&ﬁ%<£&6f,i%&@@ﬁ
DFRBIRDPHIFIZ OV C O TN X FIHIT /n
ol

@) ZatematsmE (EELBEINY X7,

HEBIEN ) 2 27)

ARANTRFERIZ, BRES ) 2 7 F 5T E
(RMP) %R L, /K& O ENERRRRROFEBLR
WA ExBELBEINI) X7 %2FEL, TV

PIREHHE - 60% 85 (202348 H)—

45 (493)

VF —MREDELE OENIRETH L DDA
FI 51212568, 18, TRISEOERLEDHNS
ENBHDHI ENOEELBIENY) X7 HERE L
oo TI T, AWEIZHTDREVERGIFIHICET
% EIVE R OFBURILE 2 MG L 7,

R DL MERRETEHICR 2 8IEH O F BRI
RIITRT,

KFEIZENC, [OEEE, IR, MR &
O THER ) 1234 DEIERIEEED S ed - 1,

TRVEMER %, x 7 o—BiEEE, B1r4l, I
Wk, R, #E), [HAENRMEZIMm, Mk
W AE, MEERIERAE, A M ERAE, i A Bk
iE, MUNRIEAE |, [TEVEMERGZE B (BB,
SEALME R, RabE A, FERERMEMI RS | 2B L
T, FEEICE S THRENX e by 5 72,

[AYZ I K DmEoER GEEL, BER, T,
IFERERIEA) | 12OV, DIFICE AR S,

(A YTV I K@k GE8, 8, T
Wi, WEREKIEAE) | M T AR, Zaek
fiE b 5k 52 1682 Bl Iz 32 1 (1.90%) 12388 651
oo FOWFIL, FEEL12 61, FHI10 B, HEE 4
B, SEEE 3 G, WA 2 6, HE, 2,
R, TOFEWKRE, MEIIER, SEHRZ £ 16T
Holoe ZOOHLEBEREIERIZEY MM,
2, JEHIER £ 16 ThHY, FEICE > IERNI
TS =72,

32 B B\ TARHF O 78 BLRF % 5- 8 D 5347 % fE 72
Liz&Z 5, 2841 (87.50%) I3FII: OG-8 H
4,800 mg Tdh - 7=, KA H W TAHA 4,800
mg DG EHEDEIE1X 82.94% (1395/1682 %)
ThV, RESRbLI -T2,

32 61 37 tFDEITEF D5 B, 33 FIEARFIBE 5% 4
BLANIZ BB L, 3FIX 12888 24 BLANIZ B
U, 141324 88 36 BELAPIZ I L7,

DE Y M

R DOH RVERNT R RREGNL, LRV S:
KE G & 3 S A FHAE B O 15 6 % B 7= 1667 6
L ®1,

ENGEENOR SR/ Q) ot S 17 N D = Wl s o S
4, UC-DAI 237, UC-DAl K9 5% 20
7, WRIRMITEME, TEME, MNHSEMITEME, JEEIZOL
Tid, MD090111U33 el k& (LT, 1% 8] U33 ik
Br)Y Llbig L, mMEOIIERBEERIZOWN T



46 (494)

PIREHHE - 60% 85 (202348 H)—

x99 TEREMGTEIUIZMR 2 EI1EH ORBURI

B S VAT R R AE I 1682 4
s S
el P I S S B DI
GEBIE 4 ;%) GEHEE ;%)
HERBEINL) X2
MIEMEE L, 7 o—VEEN BRe 0 (0.00) 1 (0.06)
FFHeEREE, B, Home 1 (0.06) 12 (0.71)
PR AL SRR A, SO, | 0o s o
BB, BFFERIAE, A
LK, LK, Wl 0 (0.00 0 (0.00)
%gggﬁi%%gm%%,@@%,ﬁ@ﬁﬁm%%w‘ 2 (012 0 (000
JRE% @ 0 (0.00) 0 (0.00)
TR ) % 7
f;;;;f'}g;gfJ}f;ﬁ%ﬁiﬁﬁgikﬁgéég§>7> 5 (0.18) 20 (1.72)

MedDRA/] version (25.1)

D AMEAE (SMQ) OPFIRICEEM4T 2 HRE L0 PT - [RMAERIEMEE %, 7 o—UiEREE, BEE BR
2) NIRRT DI sl KOBIE (SMQ) DRI, MR 28 (SMQ) DRI, NPIEPEdiERIRA, #ikd K ONER

(SMQ) OPHURIZEEMT 2 F 5B KU PT - FWHEIFREE,

fFfEsE, Mph 7V h ) ARAX 7y ¥ —BHEn

3) MEMERIERIE (SMQ) DR, EMPEEIZ K5 [ MmERMAAE (SMQ) OPlE, &M I & 2 /i AAE (SMQ) DBl

M HHEL B XU PT : &l

4) JFEGMEOLH R DR (SMQ) OPEIZEE M T 5 H LB KO PT @ MR

5 MAMENIRE (SMQ) OFsE K CIFRERMENG 2 (SMQ) DPRIKIZG%4 9 558 I L PT : SE(LN 2

6) SHEFER (SMQ) OPIKIZZZE T 544 B L O PT - &7 I 7 —YIUE, 7 I 7 —E#hn

7) PT @fUiE, FEYOREUE, SEYRmIE, 88, SAEAE, TR, W, IR, TSR, BOMASIK, IFRRERECE I, iF
FRERE ARG, I8, B, FE, W, FEB, B, ZOMEE

MD090111U32 &8 (LAF, TEffl) U32 56k) ¥ &
B L 7=,

73, IEEHHA U33 3R M OVE it U32 55k D1
I FOEBDTH S,

(IS EN I U33 bRl
o WE ~ HR S RE DTG NI DI ME A 4 B 2 0 4
E LT, A#I1H 4,800 mg, pHIKFERI A FD
F TR EISA 1 H 3,600 mg G- L- HEEREE
bR (B 51 8 D)
o FnEIRILHE  UC-DAI 2 2 7283 DL E8LLF
T, 2O SKEBAEGEZ 3 711 BLE, Iiff X
a7 A1 EE, BERAEINC XD ekrEEHE (PGA) X
AT 2P NI NGB

(& i U32 iBk]
BRRIAOBBEE KGR EE LSS E LT, AH1
H 2,400 mg, WRefHRAFTL X 4 5 2 > i A 8 7

1 H 2,250 mg # &5 U 7= 5 BB HigcaA b (5
S 48 JAfE)
o EoEEIRILHE - UC-DAI 22 7232 LA FC, 2
MFEZ 27 H 0 CTEFREIN D MO BE

(1) &M whik

RV R R R IER] 1667 61 D A% HI A D (5
5.8 3 B (Observed Cases, LL P& OC), 52 38 Hf
(0C), IKEFHMEE) (X, |10 DBV TH - 7=,

Fe 5 8 WIRFIZ DWW T, 8B B G X7 1452
Blaxtg e UCHEEL, 5 52 BERFIZ DWW T 52
B E#ES- X7 1159 Bl a5 & U TR L Tz,

AP R x SHER] 1667 B, 5 8 EIFTCIX
H %) 88.84 % (1290/1452 B ), 4 %h 7.16 %
(104/1452 1), HIEAEE 3.99% (58/1452 i) T
ol HG5 52 B TIEAER)91.29% (1058/1159
B), Mxh5.26% (61/1159 1), HIEHE 3.45%
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PIREHHE - 60% 85 (202348 H)—

47 (495)

(EEVIER 2IPSES
TEBIE (%)

AF T HE
FEGIC (%)

LR A R

HRREGIEC (%)

e GIEr (%)

HERHEREGTE (%)

PR R GIE G 1667 (100.00) 1667 (100.00)
5. 8 Wy 1667 (100.00) 1452 ( 87.10)
Py 5 52 1400 (100.00) 1159 ( 82.79)
e S illiss 1667 (100.00) 1667 (100.00)

1290 ( 88.84) 104 ( 7.16) 58 ( 3.99)
1058 ( 91.29) 61 ( 5.26) 40 ( 3.45)
1340 ( 80.38) 216 ( 12.96) 111 ( 6.66)

X 8 By, 52 B O MM RAE RN,
X AARHIR ZIPED 43 BHIFHIE A REAE G T H .

TN 8 AR,

52 BIHA N B S N7 B VERRT R SAE ST T o %

%11 UCDAI 227
| Za7
UG | BREE | RN | s | | 3 -
g | EUVC | g | BRERE | ORUME | choRfE | ROk
2 5 BiA R 1667 641 6.4 2.55 0 7.0 12
SREB 5 8 I 1495 100 3.6 2.90 0 3.0 11
UC-DAI | #4552 ks 1185 182 2.6 2.76 0 2.0 11
AIT | B BAE 343 343 6.2 1.52 3 6.0 8
P58 Ay 294 22 2.6 2.59 0 2.0 8
P 5. 52 230 55 2.3 2.62 0 2.0 9
B 5-Bia s 343 343 1.5 0.88 0 2.0 3
ﬁ;@jj&z - 8 I 294 256 0.4 0.69 0 0.0 3
5. 52 230 212 0.3 0.63 0 0.0 3
ISEI U33 3R o i Be5-RG R 343 343 1.4 0.50 1 1.0 3
HERILHE | 2o e 5. 8 Fk; 294 257 0.3 0.52 0 0.0 2
T HHEH Bl 52 Fs 230 210 0.2 0.50 0 0.0 2
6 B G- BA A R 343 343 1.7 0.53 1 2.0 3
2 :\j e 5. 8 Fs 294 22 0.9 0.75 0 1.0 2
B 5. 52 230 55 0.8 0.76 0 1.0 2
PGA B 5-FAnA R 343 343 1.5 0.51 0 2.0 2
2 5 8 I 294 263 0.5 0.67 0 0.0 2
5. 52 A 230 216 0.4 0.65 0 0.0 2

(40/1159 ) T > T=o HAZFHMlilF Tl A %) 80.38
% (1340/1667 B), #E%h 12.96% (216/1667 f),
HIEEE 6.66% (111/1667 #l) T - /=,

(2) UC-DAI 2 2 7 J& (' UC-DAI # B 4~ % % 2

a7

7 2 M MR ATk B E B 1667 112 S W\ C, UC-DAI
Z a7 K UC-DAl Z T 54 237 DfER %
£ 11 12R7, £EHFTO UCDAI 2237 CFHfE
TR E) &, ®SBARE (641 1), 8 EI;
(100 f1), #4552 FEE (182 %)) T, ZNZ1 6.4
+2.55 3.6 +2.90, 2.6 +2.76 Tdh -7, IHEH
U33 i Bk D E PRI HE 12 5 809 5 FEHI T D UC-DAI
Za 7L, BHbiaR (343 1), 8 EKE (22 f),
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