NI11

20244F10ANET (54K, FHEERR) BAREEER I EES
* 20235 HET (300 472300
B K mERE
AR : 35 R MRBEAEEA RKSIBES | 22800AMX00689000
AYTIY BRSSRESE | 2016411A

TR )

1J37JL3 £E1200mg

LIALDA Tablets 1200mg

) FE-EASEOLAAZICIVERTS L

2. 22 (ROEBBICIIBS LBV E)

2.1 AEIDRRFITx LIBEEEDOBEERE D » 5 BE

2.2 B FOUBEREIOS VIRBIEOBFEROH 5 8E [RXT
VX —2FKET BTN H5.]

23 HELRBREDHHEE [9.2.1 BE]

24 EELRFEEDOH HEE [9.3.1 2]

3. #8m% - IR
3.1 #8AL

BRI

15t HRF A%5Y> 1200mg

ANAT—RAF MY T L, AILFTNAT AT
T U BKZBIbr AR, TSI a—
VEBEF NI L, INT, ATTIY VBT
Ly A TYIEBEIR)T—L, XY 7 UIILEE
aRY—=S, JIZVBEMNIIZFI., BILF& .
=TEME#k. <7 ua—)L6000

3.2 RFIDHIR

TRINA]

LEX7N FREETHEAED 7 4 VL T—F 1 VT8
b R i
4% (mm) Q}? ——F
P
20.7
22 (mg) 1385
#Ala— K S476

4. SHEEX [E3hR
BEEAER (BEZERL)

6. RIANRUAE
WHE BAICIEAY T Y & LTIHLER,400mg % AR
59 %, WHWE. BF. RAICEAY T Y L LTIHLE
4,800mgz BRBELHREG T 54, BEOREICIVEEREET
%o

7. BiERUHEEICEEYT 535

7.1 1H4,800mg#»#59 254&1%. BE5HMIABSHEMZBRICED
HEFHE L. BREMELZVWI &,

7.2 KHlZ AT S Y UEBRAIIIALH EGFHT A5EEICIE. AT
FYVELTORBEENIEINT A2 E2EE L. BICH XX
BHEDETLTWABELVICEBRESEADBEICELTIX
HEHBET 22 L. +9ICERT S &, HARICEEIRD
ENEEICIE, HMEBXEHFIET 22 E0BY 2 NELZTS
&, [9.2.2, 9.3.2. 9.8 ]

8. EELEAIER

8.1 MEMEBR., &7 u—HEREH. BAErMEINTVET
O, HEFRIEREEZMET 54 E, BEOREBZ +2I08%
TBIE, [11.1.5 ]

8.2 iTHeEREE . TR, HEAMESA TV L0, BEHIX
AST. ALTEOHEEZE=Y —d 24 &, BEFOREZ T
IKBET 2 &, [11.1.6 ]

8.3 FAARMAI. FLMBEAE. MERIRE. HIMIREAE.
GFHRERAME . M/ IMUBAMER S 5 b2 2 ENHBHD T, &
SHEPRIMEREZITO> 2L, BEORBEZT2ICBET S
Z&, [11.1.1 2]

8ARRNPHODONLZIENHBHDT, RESHMFIIIMIET I
T—EOBMEZITOIRE, BEOREZ TDICBEITHI L.
[11.1.4 ZH]

8.5 XY FUICKDMBBUER (FEEL. . TR, FERIRES
%) BRETLIENFHY ., o, BEERBRAPELT S
ERHBH0. BEDPROONTZHEICE, HEXZHRGEH
1E9 2% EDHEYILNEZITD Z &,

9. BENBEREFIIEEICHT IR

9.1 BHIE - BEEEDH D EE

9.1.1 SYRILT 7 EUIVICH UBBIEDEHEED % % EBE
e oS, . HE. BELEBXIREOL nAa%D
WEGEDIERD B 6 bNIGEICIE, HE5E2FHIET AT &,

9.2 BikrEEEEE

9.2.1 EEREBEEDNHZIEE
BELEWCE, BEENSSICEATLIBZENIH S, [2.3
]

9.2.2 BRENDEKTULTWVWREE (EELEBRESDH S EEZH
<)

PEMASEIE L. BIERA D5 bsBENFH 5. TEEDS
HEOBSEEBRZ IERARBCIBRNASINTVS, (7.2 2HE]

9.3 FFikEEEEEE

9.3.1 EERIEENHIEE
BELEWC E, FEEFSSICET2BENIDH S, [2.4
28]

9.3.2 [FEEDETLUTWVWR EE (BEELHESDSH % EEZH
<)

REPEEL. BEHEFAP DS DNEZBEZNDTDH S, HEEHNS
HEOFEERSZ IERRBECIRNAESNATVS, [7.2 2]

9.5 HiF
IR SAIIEIR L C WA RTBEE D B B kI id. BB Lo AR
Maktkx B2 SN ABESICOABET S E, BB,
BMREICBWT, AT YK B EFEEIIED SN TY
2\,

9.6 {%7.I%
WELOERERUBAREOAREEZER L. ZALOMFEX
ik BHT s &, AT YT MAHHFARITT A
ENHESINTWAI, £z, ARICTFRSEE 3 2 & PHE
ENTV3B4S),

9.7 INR
INBE RN RE LA RO R IEEE U ERRERE
FEE L TR,

9.8 EimE

TOBE LAV SEEICREY S &, —RICETREE (B
HE. FFIERES) PMETLTW2. [7.2 ]

10. #HE{EA
10.2 HAEER HAISERIB L)

R 7% HRRREIR - TEE 1% W - R
THFEATI) | BRI DS DN | AT SIHF 4T
ANHTNTY | B2BENNDH S, VAXAFIVET VAT
> IKFI Z —YiE M & E T 5

"E, TIN5 DOEFD
REZEET 2 L OH
EWdH 5,




11. BIEA
WROBWERAH 6 bNBZ ENHZHD T, BIEZTDTITITWV,
BEISROOSNIGE IS 2PILT 54 S#Y) 2 LB %17
5z &,

11.1 EXIRENER

11.1.1 BETRMAND. FMECHAME. SEBREE. BIMmEkES
fE. IFPEREAME. M/MRRAME (W3 11 b SHEREH)

[8.3 BIE]
11.1.2 DEER (0.1~ 1%Ki) . (DERR (BEEAE). KRR (38

FEANIH)
fofRiE. DERERE. FKEFZTD oNGEICIE. #E5%2F
L9572 8B RNEZITH L.

11.1.3 B MRS (REMMA. SSELmN. IaEN. IPEEER
TRNEE) (0.1~ 1%AK3)
WRIRERIEE, M. HASH S5 bNni-maicid,. B52H1kd 5
mEHEY B MBRITH L,

11.1.4 BER (EEARH)
[8.4 BHH]

11.1.5 BEMER. RT7O0—CEREE. BT (WINLHEER

)

[8.1 I#]
11.1.6 FFESREIEE. BT, B|E (LW I N B HHERE)
AST. ALT. y-GTPoO L7& %45 FHkrersE. %, BE
BHobhdZ ENHb, (8.2 BE]
* 11.1.7 hSMREIRTEFHHIE (Toxic Epidermal Necrolysis :
TEN) (BHEAH). REHSEIREIREE (Stevens-JohnsoniE
1R8%) (BHEEANER)
* 11.1.8 ZFIEBEAEEIRE GHEAH)

HRER & UTRE ., FHEA A SN, HEITHEEERE,

YN

HAMERR . HIEREENN. AFEEERIE S, BAELY VOSBRSS A4S
EFREOEELBBIERED S5DONEI ENH B, 7B, b
ANVRZATAIVA6 (HHV-6) EDO 714 )V ADOFHEELZ 4
S ENEL, BEHFIMBRLIE. RE. FHEREZOER
PERD D VIBIE LT S ENDHEDTERT S L,
11.2 ZDOfDEIER

1%L E 0.1~ 1%k BEEEANH
A FOERE. BB, 7 | ERE. FHEEE.
LLF - lIN=REAiH
ik I, FEREREEEM
BB KB R EHRER. BR. T | KBE. BIEARR.
HkE: | o FAb. 7 3| H. MEHEH Sii. ED, NEH:
S —HEm
YL Y 8| Al-PH#EN. ALTH
fiFig | . ASTHEAN., v -
GTPH#m
RN -7 X F | IRPEEBE. R | 7 L7 F =8
- - B-D-7)v | M5tk
s 27327
“ ¥ (NAG) #
hn
Zol M. FEHEOF V. (B, I, M
{EER. A5, CRP | IR, 9. L—7F
¥ ARERE R RE

14. BELDEER
14.1 FRIRNFOFR
1411 THBIC X VEHEICEERZ RIZTT ZEFH 720, Kil%

PTPY— b2 oBO H L—ELFHKT 2 LIEF5 &,
14.1.2 AT X HHRIfTD W &,
14.2 ZERIZZMEOER
14.2.1 PTPEZEDOEAIIPTPY — 2o MO L TIRAT % &
BT HT &, PTPY— bOREMKICE D, HWHALHAE
KIEARIA L, BICRELEZB L THERARSEOEE L &6
SEER BT B ENDH S,
14.2.2 RAERTICPTPY — M2 o 8EFI 2D HSESH 2 &,
14.3 FERIESEROER
KA R EBFI TH B E LD, PETIRAT S &,

14.4 EFURSHROER
14.4.1 FHRICEFRINVRBOOND Z EFBH S,
* 14.4.2 RAD AT Z Y X3 ZOREHWIL, BERER, IREEIEHER
B2EAEIT2EHAEEMI LI EICRVERTZHIEND
%o

16. E4EhHE

16.1 MEE

16.1.1 BEgS
R ICAA 2 AR ERO#KS (X522 & LT2,400mg,
4,800mg) U7z & & D IMAERARE(LREE QR K OB/
FGA=FIZLUTDOEBYTH 720,

(ng/mL)
25001 —o— 2,400mg # 54
ng 2000 —0o— 4,800mg¥’x“‘5‘_‘ﬂ¥
?E Mean+S.D., n=10
5 1500
;Et\
1000 -
*® i
& 500t
LAy 1 ‘
6 12 18 24 30 36 48 60 72(hr)
5%
HMBIRE)S5 R — %
B58 Crnax tmax ti2
(mg) (ng/mL) D (hr) #2) (hr)
Sk 2,400 | 900£922 | 25.0 (6.00—34.0) |10.5%+6.95%3
(XHIYY) | 4800 | 15914932 |26.0 (6.00—34.0) | 6.55+1.76%4)
PEFLE | 2400 | 1398+765 | 250 (6.00-36.0) |7.62+3.9215)
() 4800 | 2548+1192 |26.0 (6.00—34.0) |5.74+4.09%5)

#1) Mean+S.D..n=10

#2) Median (Min—Max) ,n=10

#3) Mean+S.D.,n=4

#4) Mean+S.D.,n=3

##5) Mean+S.D.,n=6

16.1.2 REKRS
AEIZIHIE7HBRERO®RS (29522 EL07T2,400mg.
4,800mg) L7z & ZDMERRELFERE X WThoHBRE S
ICRERZE O 5% 48K CEFRBICE L, REKEORSOR
ORGSR O MFHRE(CAREOHSL X, 2T LtagPMHEL
T S BAERR CH S S FEBLL T L7z,

16.2 DRUY

16.2.1 HORS
FEERRR NS ARA Z B R EREO#RS (X 5T &L T2,400mg,
4,800mg) L7z& &, REMGEE T v F VEORBIRHE O AFT
DOFHE LAY T YV ORINRIZ22.7%. 17.1%TH > 726,

16.2.2 RS
BERANCAFIZIHIE7HRRERO®RS (X35 &0T
2,400mg. 4,800mg) L7-& &, REMEE T £ F VAEDRFHE
MEOEEI P SEE LAY TV ORINEIZ22.6%. 15.1%T.
AR ERORS EFEREETH - 729,

16.2.3 BREDFEE
BFERANICAF ZBEEORS (X952 &L07T2,400mg.
4,800mg) L7z & Z0MEEHREAEKRDT £ FIVEDBERER.
PRAPHEI R OTINRIC, BFICEI2FLWEEIIZD SN » >
720,

16.3 9%

16.3.1 DHsHE
ERRR NS AH Z M B RO O#R S (X 5T & LT2,400mg,
4,800mg) Liz& Z2DHPITFOHHEER (Vz/F) &, 1,735L,
1,072LTH » 720,

16.3.2 MFEDRES
AYF TV O MIFEAKBEERIZ42.9%. TEFIVED e bk
BHBARIZT8.2%H 5 WVWIE83%TH - 7278 (in vitro . JFEA
T—%),

16.4 X%
AT IV VIE. ELHLEEREON-TEF LIS VAT 25 —F
(NAT) &0 7EFNE (N-TEFLATSV V) ITHERHIC
R#FENB910, 2B, L MIBWVWT, AT ST VIIKREDH
NATHZ XD 7 EFMbsnB &S, CYPREN LchDZEY) &
OMENERNAE C SRR IRV && 2 5 h /1112,



16.5 HEtt
16.5.1 BHOlRS
BERERA ICAA 2 MR B EROKS (X952 & LT2,400mg.
4,800mg) L7k &, #E5%720M £ TORE(LAED RbHER
35 800.753%. 1.14%. 7t F WAKD RpPEH R 1Z22.0%.
15.9%Cd» - 7:6),
16.5.2 REKRS
BEERAICAF 21 HIE7HERERORSES (A5 &LT
2,400mg. 4,800mg) L7z& &, Bk &% TARHRIEILR
BETH -7,
16.7 EYEEIER
— RN ZAEOHEH (TEFTIVI Y, YTuvzaFH Iy, X
M=V =), AT 7 A RFHFY =)L) OEYFHREICHT HA
RO E A BE UI-iR. BEYHEEERIZRD shkr o713,

17. ERRRE

17.1 BAERUREMICE T R

17.1.1 ERSEIERFRGER (EEHDEREXBERESE)
BE ~ PEHEOTG B O BB KGR EBE 2 NRE LT, KFILH
1E458 (45> & LT4,800mg). pHIKAER X 45 ¥ > HiH
FHIBA 1 H3ESE (A 95T & LT3,600mg) %5 L%
BB ELERE (RSHRESHER) IcB VT, AROEHHOR
BRI B EREASRD 5h iz,
BIMEFASETUARE 3. ARIESBET26.4% (37/140f1) TH o7z,
ERRENERIE. RAENAGHAK O E Y LY »BH&5.0% (7/
14061). 7 35 —CHN2.1% (3/1406) TH- 7219,

EEHOBEERGREF IS 20R (BEHIME : SEE)

UC-DAIZZ7HED 0Z(t& HfRE
B5H P / Z)";ﬁ wwE ) | ﬁ:g;g*
OSHRBXM] | oo oreny | OSWERREL | oo
x| 26 434
(IBLESH) | [-3.0--2.1] Ll 30_70 | Bae-sal b 41_254 3
4,800mg/H (134ff) c (59/136ff) o
AHFYY 18 305
(1E3maA) | [-23--14] - [22.8-39.2] -
3,600mg/H (129f) (40/1314)

W) BHERE. ME, BB S SIREEE £ TONRSREIC X 2R R,
RRTIC & 5 2REHTEi 040 OFHlIEE 2 2 ZNn0~3D4BRE TR
a7{bl. AEtL7z2a7 (Ra7oHH : 0~12).

12) BEHERTHOUC-DAIA 7 A2LTRADI{E A 2 7 A0DRER %

FREERL, HRE 2> THEMROEIGE LTEE L.

17.1.2 ERE MEERESR (ERAOEBEXSEXES)

BRHOBBEEKBREZFEZTRE LT, AFIHLIEREE (X5 T
T2 ELT2,400mg) . BRI A B S 2 > 3R S 8441 1 5 3[a]
9% (XYY &L T2,250mg) %5 U7z ZH 5B 5
B (S HMA48ER) 2B\ T RAO BRI OBBEMEKIERIC
X9 BEREPED 5Nz,
RITEFRBSEE X, AFRERTL7.0% (17/1006]) TH -7z,
FELRIERIE. BEEAE%4.0% (4/1004]). RAENAGHEMNE
UHEERIE452.0% (2/100f1) TH-7215,
BRRHOBBIERIBGREE TS 2508 (SR : 483E/H)

EDIFHE A
Bsl | gmms o) | 0 0F | amw | 7R
[95%{E X ] (95% EHEIRE] [95%(EHX ] (95%EERH]
A 84.8 63 13.1 49
(IH1E8H) | [76.2-91.3] ) [7.2-21.4] o
2,400mg/H (84/994) F35-176] (13/99f) F149-52]
XTIy 78,0 180

(IH3E%A) | 168.6-85.7] - [11.0-26.9] -
2250mg/H | (78/100f) (18/100f)

¥3) MEZRI7HLILE, »DUC-DAIR 27 A 3BL kic 7 - 7 fEf] 2 7
MEERL, BRE LS THEFBOEIGE LTREH L,

18. EFEIE
18.1 {EREER

XHS5 YU, IEEREEEEAEOIH6-20 EEEREMEIC X 5 %
/RS EOIIHI21-23) | RVF F 2 — AR FIE LS ARy
(PPAR-7v) #EMHAL2Y . AR T kB (NF-«B) &bl
#125-27) 75 R UBREMIESOIFH2829) KRR AKRYIS—F
DIEHALD) ZRL. IO OERBRFICL D EMEEZRTEEZS
nTtws,
18.2 BEMKXBRETIVICHT 287

AHTI UG I T VERBEERBRETIL (ELEY
k) 3D, EEBSFFEEEEABRETL (Fv ) 32 KRU2,4,6-1Y
ZhaRYEY 2VAVBHEREBERBAETL (Sy 1) 33
BOLWTHEHEBHRERDZVIIEEZA 72 ETSE 5,

19. B CEIT B IE(EFHAR
— IR 0 AT Y 2 (Mesalazine)

* 5-Amino-2-hydroxybenzoic acid

: C7H7NO3

& :153.14

R BE WKEIIHREEORK&EISFEEOHEKRT
HD. KIHDTEFICK L, TF =)L (99.5) £
FBEALE TRV, WIERICET 2.

fe2AEt : HoN \CICOZH
N
OH
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PTP : 568 (8%Ex7). 2245E (8% 28)
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