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6. AERUVHAE

GEEMKEX)
WE. RAIZIE AT P8 L CT1IHL,500mg % 3R 12451 F
TEBRO®RGT 205, BREMIIE, LZEIZL CTLHLE
DFHETDHLZENTE DL, B, FEE, FEIRICK ) EE
B 4 2%, 1H2,250mg%x FIRE T 5,
72720, WEEEAICIE. SIS U TLH4,000mg % 2[E12 55
FTHGTHIENTE B,
W NI AT Y e L TLH30~60mg/kg% 3012
T TTEBRIES T 5, B, El, EIRICE ) EE
WS 525, 1H2,250mg% FIRE 35,

(7 a—>9%)
WHE. RAZE AT Y8 LT1IHL,500mg~3,000mg
23N CEEEDHRG T 5. B, FHe. EIRIC X
D EERET 5o
B, ANBIZIE AT Y 8 L TIH40~60mg/kg % 3B 55
FCEBRIIG T 5.4 BEERJERIC X D #EERT 5,

7. BERUVHZICEET 28

7.1 1H4,000mg~ D& 1x, FIREHE TP SE O i
KipgesEs (EHERZEO) IS LTIT) L) EET S
Z ko [17.1.2501]

7.2 1H4,000mg% . SHRM %82 TG L 7z ik 13
L TWaRWwzo, BEOFREEZ oL, BRE1LH
4,000mgDF G- % fkfe L v 2 &y

7.3 KH % X T Y AEEHIDUTBHE & O A 5E 121,
ATV E L TCORESEAHINT 52 L2 EB L, §F
VRSB RBE DAL T LT 2 B NI s A0
BB L TREERET AR E, HociEET s L. B
FHERIC BB D530 S N2 A1, s ah ik d 2580
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RO SN HEIIE, R RS2 IR B 7 L) 72
WEX4TH 2 L, [2.380]

8.2 MEME RO WML shTwnblzo, HF5hmiis L
TF o VEOB R Ty — T 55, BEOREE T
g+ 52 &, [9.2.2, 11.1.38H]

8.3 FAREMAEIM . JLIMERFEAY, MERIERAE., /MK
FED 0058 5 b s 2 L DT, PG
MEHELT) 2 Lo [11.1.458]

8.4 P42V~ ITHRBEREE, EHEAME SN TV 5L 720,
B G 3AST, ALTE O ERE» =% — 3 5%, B
OWREER BT 2 22, [9.3.2. 11.1.55H1]

8.5 a2 DA 5 b b 2 LAH DT, HEHM I
ME7 I 7 —EoMmExiTH) 2 Lo [11.1.62H]

9. HENEREZEIBREICET I IR

9.1 AfHE - IEEEDH D BE

9.1.1 Y5V R T 7EUI UICHT DEBEDH 5 HE

RYIHEEZRFTTISANT 7)Y U TT LIVE—FERD
KON BE TG L-E A, ERNOBRKRRERT394)H
361 (7.7%) V292 HLENZ BT3B 26 (4.7%) 2
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xR <)

HPEBIE LEIER 2SS bbb BENDH 5, [7.3. 8.4
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TR SR L LA TR D & A LI ZIGIE F oA 7 1k
Mkt z L2 S HE SN A EICORETT LI L, i
AHZ B TH AR R I B (BRI AME . LN AE
) ARELZEDFHEINTNDL, BB, AFFT 0D
BiERR (T ) TIHMESEIEIIRZD ST n®),

9.6 RILIF
ERLEOBEIER AR EOGRET ZE L. ZILOHE
B IE R RE T A2 8, MREILBABITT S 2 L8
MEINTVEDO (HEANTF—%), 72, BN
FHZBOWTHIBICTHISHRE 5 2 &G SN TW D,

9.7 /B

BHMEOEE T CRE L IHEOR LY ZEE L/ L TR
Flaf$ s, NEEESFRE LFBRRERIZFER L
VC\/‘CCK/\O

9.8 EiE

AR (B 21X750mg/H) 2585 % Bia+ % 7% SHE
5352 b, —ikICABERRE (BHERE. ITEERESE) A%
KFLTw5, [7.3%H]
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1.1 EXLHEMER

1.1.1 EEMRHERSR EEARH)

MR PERG e (OFERERIERG 4%, iR 280 97 | Milifisi 4%
BRI 22 554042 SRS STV A 0T, 388 1K,
WP R 8, B XARREED D S b e Icid, #5 %
IR L) 2@ AT 2 &,
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EHIEY A % S R ALEEIT) 2 &,

11.1.3 MEMBR. 2 70— CEREY. BHERT. &
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11.1.4 BERBMEN., AMBRHED. EFERIKE (VT
DHEA) . MR AAE (0. 1%AK40)

[8.3%8]

11.1.5 FF% (0.1%FKim) ™. FrisgeES HEARH), &
H (0.1%3) ®
JE4%. AST. ALT. p-GTP® 55 % k5 JFHkhgk s,
HHEEH HLDNDLZ ENDH L, [8 48]

11.1.6 &R (0.1%Kq8)

[8.5% 1]

11.1.7 hEMREIESERAELE (Toxic Epidermal Necrolysis :
TEN) (AW, RSHGERERAE(REE (Stevens-JohnsonfiE
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TEHER SR> & B BER94% 13 > & §8250mg (i) 3E X 45
> & 1LC1,000mg) % ZEREIREC HLER I 5 L7z & & g k2 b
EOPEEEHER I, SEMEIRE/ SS A= 3RO LB TH 72,
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L LCL,000mg) # ZEfgiEIC IARR P G- L 72 & & ol
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73I7—¥Y kR, WNEW) - EE 0D
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Chnax Tmax tie AUC:
(ng/mL) (hr) (hr) (ng * hr/mL)
AT AE A 1,333.2 2.6 2.0 4,316.6
94% +815.7 +1.5 +1.4 +1,913.4
YA 1,341.0 2.2 2.0 4,113.9
250mg +767.8 +1.3 +1.6 +1,964.8
S+ FRER A n=30
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BEHER A A5 Y v & LT1,000mg (<> ¥ 4$8250mg 45E)
ZAGEAROS L7z e & BIEFIC ANREE R O E
THAN-TLTF VATV (7HFIAK) Ok EiEs)s
BT 2% R L7205, #5596 F TORP K OER~D
PEMERIC 2L o 729,

16.3 27
EHMARIZAY T D 2 THT0%. 71 F WA THIZ%TH - 72 (in
Vitro) o

16.4 X3
AT IR EFIIGATAN-TEFNVENT VAT 2T -
X o THEMAENTT B F IVRICR#EN S,

16.5 HEtit
BEHER A A5 Y v & LT1,000mg (<> ¥ ¥4$8250mg 45¢)
AR RS L 72 & X 96MER (2 o0 R th i ER1d L 28 4% (7
Y FVARE LT27.7%) Th Y. FPHPEIEE1350.0% (72 FIVE
£ L T23.5%) TH-72%,

TEHER A A5 Y & LC2,000mg (> % H4§E250mg 8%E) #1
H2MEl, 6H B AERII3% G- Lz & & iR 33 5-Baa 4 H I DL
P ER KRB E L. ARNEREIERRD SN T, 144z EC
O BRRAPEME1234.7% (72 FVARE L T25.6%) T o729,
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171 FIMURURLMICET 255
Ry F OB LT IR,

17.1.1 ERLERERE & O BRRRER
[P O [ S5 B B C F2 0 & AL 72 IR OBE B LGB & & SR R
BRC, RYZ A EEORIEAHIE & 7218961 0 FkBRAE B OBEE L3R
1DEBY THHY D0,

F1 FRRHERA R
o Gt . AR L L oogEER
R —= s i
3 AT =7 (me/H) G- LIHRE
I w 4581 S 70.5%
A 250 (78/111)
A 5 : T
sty 750~ 129 FRE 1 91.9%
’ 2,250 (34/37)
o 1,500~ GHAMDE | S 54 8%
y o I 3,000 123818 (17/31)
1,500~ HAE : 90.0%
T R 3.000 127 H 9/10)
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SEDH FAMEADTRD 5Nz,
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EDRE)
TRPRE R Crh&5E (UC-DAIR 2 796LLESUUT) it Ay
g (EBRRMZR) 1238255 e LT, Ry 7 ¥§Ex1H3
12, 250mg X131 [ 2[014,000mg % SiE M K 4E+% 5 L. UC-DAIA 2
7 DYFEIZDOVTLHA,000mgd 5- 0 1H 2, 250megfe 5- 123t 3 2 Bk
% Wl 2 SR AL I E B AT R R LA 2 G L 2. 7
OFER, UC-DAIA 2 7 OF 5-RiAOUEEFEIZB VT, 1H4,000mg
#5-O1H2,250mgfe 5- 12k 3 2 EBPEARGE S L7z (322),
FIVE 38 B E 132, 250m etk 5-7ET25.4% (16/6361). 4,000mg
P HEC21.7% (13/606) Tho7:o FHEIWEMIE, 2,250metx
BEETIIRFB-NT LF LD 7V aH I =5 —+ (NAG) ¥16.6%
(4/61%1) . MU/ . 9% (3/6161) . WFREEK 4244004 . 8%
(3/63%1) . B AP K OSASTHIINS. 2% (2/6361) . 4,000mgk5-
FETIZRPNAGENL0.0% (6/6051), I &) v E »EN5.0%
(3/60%1) . 1 ¥ 7NERE 4 i A3.3% (2/60B1) T - 72, [7.151R]
# PR R, I, PIBLEERA IS K 2RI R R & 24

PERI O %I H 2 0~304B BT A 7T L, AdtL72a7
(O"’12> o
2 EILEEERZ BT 5 UC-DAIA I 7 OUGEE
. L B RIO
ot 5 wasEE | hwko | T
B BEEEHS | ke we | HEET
2,250mg N o -0.8
(n=50)" 7.0%0.8 6.1+3.6 [1.8~0.1] g o
4,000mg N N -3.0 [-3.4~-1.0]
(=50 7.0=0.8 4.0%2.9 (3.8~-2.3]

#1 B G H LY ¥ HgER 1 H 30 S

#2 0 e HSIEE NS F V5% LH 20 S

#3 T EIEE #4 0 TIOME. [95%IEHEIX R

¥ t-HE t=-3.705, p<0.001

17.1.3 ENE IHAEEERER (1B 1ERS5 £ 183ERE & D)
BTSSRI B E301 B 2 R L LTy ¥ HgEx 1H LA (1
[6]1,500mg X (%2, 250mg) X ix1H3ME (11a500mg X 13750mg) %
525_JFEJEL?’E&5LL B IZ O W CLH LA S 01 H 3[E#% 5

W9 % ISR RGRET A IAE L (L Ea%mﬁﬂ'ﬂtrﬂﬁ%

FEfiL 720 FDREE, UC-DALA 2 7 TRl L 72 g
WO TH LRS- 01 H 3R G- 12k 5 RS AT ff@t&éht(zt >
BRI ZEBAE 131 H 1% 57 C5.9% (9/152%1) . 1 H 3lul#% 5-#
T4.0% (6/14961) Td-7z0 EEIERIZ. 1H3A&ZEFHEN T
%1.3% (2/14961) TH -7z,

B L7 | ERER

PR BEER | e o BERIZEC
1H 1 141 112 79.4 7.8
1H 3l 141 101 71.6 [-2.2~17.8]

#1 1 55208 1% A kR FCUZEHR L 72 70 o 7o HBRE R
#2 0 TEMRMERRER (%) = CEMRMERF L 7o Hlel B+ 1EBRE 1) < 100
#3 0 LH1AEGHE - TH 3 55 [95% BT, JEHtE~—2 > 1 -10%
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18.1 1EA#F
KHENO T Ve & U OREBREHZER™, uA a2 b)) 2By
(LTB1) A BINHEIERT, & AR 78— EDIEHALIEN®, ~)L
F ¥y — AN TR LAYy (PPAR-y) WEHEALIER™., #%
NRFKkB (NF-«B) {EHEALEIHIEAC . BRI 2 S0 A4 3
> EEBEIEIE Y . MRS LI T (PAF) A= Gl e
A vy —ufFr-1p (IL-18) EABFWERY R E 2 5hTwb,

18.2 JEMERRICXT 21EA
In vitrolZBWT71) —5 %) (DPPHL) s#iclEMH. WER LK
FHEER. WIEERREA + VAR SRR LAREIHIER (n
vitro, in vivo) iR 57z,
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18.3 LTBaCX 9 B21EH

T v MIHECTOLTBAS K Z I L7257 (n vitro) o
18.4 B ETIVICH T 2 EEIMHEIHHE
18.4.1 BEMXBRELET IV

(1) 5y MEERFREETIVIZBWT AT TV Y HR50, 100mg/kg?
R 5 Cf 2 BEEIHIRD 580 & 7z,

(2) IHFXI-GMH T X5 =VFRETIVICBWT AT TV v ik
150mg/ kg D&% 5 T 7 S PIHIR R 37850 6 729,
18.4.2 70— wEMET IV

F v FTNBFRETFIVIZBWT AT T YV JHR50mg/ kgD 1%
5 CH B BEIHIZN R TR 5 8,

19. B ICEAY 2B EERIAE
—fk% - AT (Mesalazine) [JAN]
1b4:4 © 5-Amino-2-hydroxybenzoic acid
-3 CZHINOs
53fa 0 153.14
T
Hz2N : COzH
OH
PR ARRIZE R, RIKE U AR B O #E LR R o8k
Thb,
AR D THEIFIC K, =8 7 =) (99.5) 1213 L
A ETET 2\,
R RIRRIE T %0

A 270~275C  (40fR)
SARCEREL 1 0.03 (pH3~9, 7K

20. BURWVEDEE
FHNSBA DT RIA T 2 2 L2 2D RINEIE L,

22. A
250mg?%; E 0.265g %100 [108 x10]
500mg5 © 0.53g x 1008 [10% % 10]
1,000mg% ﬁl 1.06g x100& [10% % 10]
2,000mgsr e 1 2.12g X100 [108 % 10]
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