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2. ZER(ROEEICIFRSLENTE)

2.1 RHN O KR U EBE O BEARE O b 5 B E

2.2 W) FOURREEEIC A UBBUEOBEEEO D 5 BH [T
VIVF— %5 L BENDH 5]

2.3 HELEEEDDH L EE[9.2.151]

2.4 EEELFREDD L HHE[9.3.12 1]

3. fHRL - MR
3.1 #8mk

AR

(14200 ] HRAH T 400mg

HFoNay, 7T UEEN) T, =Lk, AT
7)) Mg, FNV, FrS /) a—)VEENa, b FaF
WKl |y TaErkra— A, BY EZ LTIV a— )b GR5T AL
W), ~Z7 0 T— 6000, D-¥ ¥ = k=)L, A7) Ea
K1)~ —S

3.2 BFIOMERK

#l B pHIRE M E 7 4 Vs a—F 1 » 7k
IR ket~

H4% (mm) 15.3%x7.0

J2 & (mm) 5.3

i (mg) #3502

Akl T — SW M400

4. FHRENIFFNR
BEEXEX (BEZERL)

6. AERUHE
W BAZIE AT F Y& LTLH2,400mg % 3253017 T
ARGS9 A%, TAHINZIE, SEITE U TLHLE2,400mg
BRENHEG LTI LTS o HEIHICIE, 1H3,600mg
%3N CEBRIRT T 5.
B, BEOREIZL ) EERET 5,

7. HEMUHEICREET R

7.1 1H3,600mg% . S % #8 2 TG L 2B O AR PEIEHET L
TWwiawico, BRegGEd, BEFomEL +ofisL, &
FERE, WAEDIEA Y FIG U CTHAREZ ZET 52 L.

7.2 KR Z XY T T CERBHIE T 2881203, AT YL
L CORFG=EDHIMNT 5 2 &2 FR L. FFIF UL E#ED
T LT 2 B O Sl S5 OG- 1B L TR
TARE, TOICERTAI L FHRICRENRRO 5Nz
BaZid, WMEXIIHIE T 5 % EOBY R RiEETT) 2 Lo
[9.2.2, 9.3.2, 9.83&M]

8. EEUEARNIER

8.1 & 7 u— Ve, WEMEBED 2GS Twb 20,
BB RS 52 & BEOREL T BIgT 2
Z kL [11.1.58H]

8.2 HF4P Y, FFHEREREE, MEDSHE STV 2o, 5
IZAST. ALTS O s =y —T 54 L. BEOREY
TA BT A 2 L [11.1.65H]

8.3 WAEARMAEIM . PLIMERFAME., HEEHERIE S ARE S
TWh 7o, FSHRMEREL17) 2 & BEOREL T4
WCBIEST 52 L [11.1.1201]

8.4 BERDIRE SN TV L7720, FGHIZINET I 7 — okt
ET) L, BEOIREL THICBIET 2 2 L [11.1.451H]
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8.5 XH T T X D EBUER (GER, 8RR, TR, FRREKIE S
SINEBRT LI END Y T BWEERBRSEAT S 2
EWH DI, FEDRRO L NIHEITE, WEIIHEG &
L9 2 7% EOMY R NEEZITH) 2 Lo

9. BFEDEREFIHEEICHATIER
9.1 &I - BIEEEDH D EE
9.1.1 SV RILT7EVUIVICH LiBBEDEIEED & 5 EE
KA G T HEHEIE, HEICES 529, Bilowr
PR, FE. EIE R UIRE O L9 %20 BEUED
SERDSH b -ga121k, &2k d 52 &,
9.2 BikiEEEEE
9.2.1 EELBEEDHIEE
G LanZ b, BEENSSIEALT L BENNH 5.[2.35H]
9.2.2 BiEEDETU TV EE(EELBIEZDHHEEZIR)
PElASEIE L, BITEHSSH b A BZN0H 5. [7.25H]
9.3 FFikpElEEEE
9.3.1 EELEEDSHHEE
B LanwZ b, FEENSSICEALTL2BENDDH H.[2.42H]
9.3.2 FFEEEDIET LTV EE (EELIFEZDHHEEZIR)
REPBIEL ., BIERADRHD 5 b BENDD 5. [7.22H]
9.5 1%
TR IR LTV B RETED & B iz, B E oA 5
MaktE LS LR SN A OREG T2, B
RERZBWT, AT Y VX BMEFMIEED SN TW i,
9.6 1ZZLIm
B EOBERNE R ORISR BOLEN & Z 8 L, 2L o#ksE L
kAR A 28, v NIRRT A 2 Sl s
VC\/\%7)*9)O
9.7 INB
AR AR R E L2 BRBERIL I L T e v,
9.8 SHnE
TABEL RN OMEEIEG T 52 & RIS (B
HE. FFRERESE) VT L T %, [7.228]

10. HHE{EA
10.2 HAFRWHAICERT DI L)

RN PR PRREIR - 1T W - falNr
THFAT) Y | EHEHRISS S DN | AT T IHRF AT X

ANHTNTY V| BENDDH DL, FIVKNT AT 25— ¥k
WEWH T2, s
HHORBPEZHEST 2 LD

i 5 12,

11. EIfER
WROBEWER D H 5N ENHLHDT, Bl 1551247\,
FLEAFRD NG A3 G 2 kT 5 7 L) R Al & 4T
Tk,

1.1 EXFEIER

11.1.1 BEFTRMEIM. NMERFEAME. S|IHEE. BMmBkH
DEE. IPHPEREIAME. MUIVRRIAMEE (V37 AN )
[8.3%:M]

11.7.2 DERR. DIER. BIRER (V3 b SHEEA)
M. LR, MKEDRO SN EIE, 5%k
192 7% L) 2 LiE 2 479 2 LB



11.1.3 RAEMAERE (0.1%)

WLV e i (R 28, WFRBRIERT 55 b b b 2 &
W DHOT, MR, FE. HWAd S b eIz,
Laibd % % L R B ITH 2 LW 1

11.1.4 BER HERH)

SWMIELEN D SPNDEZ LD D 5 [8.48H]

11.1.5 BEEMER. RT7O0—CERE. B2 (W INLHEAR
B
[8.15M]

11.1.6 FFR. FFEEERRE. &E (3 SHEARH)

JF4 0 AST. ALT. y-GTPO LA %0k Fripems, &
JEDRHHLbILDLZ EDH 5H,[8.220K]
HED WM BT 2 1ERESE L Lo,

11.1.7 hEMREIEFERIARIE (Toxic Epidermal Necrolysis :
TEN) GHEEAHT) . B SHHERARAEIRE (Stevens-JohnsonifiE
{RE$) HHEEAHA)

11.1.8 EEIMEMIEEIREF CHEAH)

WHASEIR & LT85, SR B AL, BRI E, ) »oX
HIEIR. CImEREIN, IFEEERME L. FAD) LONERHBISEZ A
EEEOEE LR BEIERVH S5 OIS ENH L. BB, &b
NIRRT AV A6(HAV-6) 550 7 A )V A OTFEEALEZ 1 2
ENL L, B IER DB, S TR HEE O SEIR DS
WD VITEBEALT S EDHLOTEET LI L,
*%11.1.9 FIFhERMAIREA(ANCA) BhEMERN CHEAIT)

SEE BRI, BETRE. MRS oIk, BE GG, %
BE) L Ml (i) BN (MR B IR S OEZHER D S & bt

16. FEWEHRE

16.1 MARE

16.1.1 BEEES
BTN A Z 2 2 5iase & 22 B INRE 1 L 72 B oo e
TRZACAIEE DLW BREF 17X T A — 519

P&55 (mg) Trmas (hr) Crmax (ng/mL) tiz(hr)
400 14.7+ 9.0 58.8+ 68.4 14.3%£11.6
1,200 12.3% 6.3 550.6+636.0 33.9+28.5
2,400 14.0+ 5.9 719.6+566.1 24.7+21.6
4,800 18.0£11.0 1723.6+625.6 9.1+ 8.2

(Mean=S. D.. n=6)

) HE G 0 AR RIS, IS 51 51E2,400me T B .

16.1.2 RiE&RS
TR N B (661) 12 245 2 piase (X5 2 » & LC1AlL, 200mg.
1A3ME) %270 B AR O S L 72 & & ol REE OB EHER 132
HHE XD ERIREISEL, HREGEE LR LRERESTRVwE o
LEZHENY,

16.1.3 E£YFHEIE MR
AT D VB EEEA00mel T A | & T T — L $8400mg % R EE R\ BT
VR e G- (7 0 A g —on =) L, 50 L ) Mg 2 45
DU RNE Lz (h B, EmERIIHE GOV TEE D 72 1) 35 (X
5 Y& LT1,200mg) Z1H3MEL 6H BAT - 720) 5 & L 72 SEW Bl g
7835 X —% (AUC, Cmax) 22\ THEHARIT 217 o 7285 B, AUC A3 52
BE DI D2 D0 % (EHEIX [ 75-0.20~+0. 200 FHNTH O . &
72, AUCB & OCmax 5 $fil O FF) i ) 2 310g (0.90) ~log (1.11)
FEANTH Y. 2o, BHABRCTHELZHAEUL L2 LEhn,
W] O WA RS HERR S 27

BRI DR BE ST 2 —

Cmax AUC.* AUCH Tz
(ng/mL) (ng-hr/mL) (ng-hr/mL) (hr)

AT YU EsE

400mel 7 1 | 1377+ 942 7663 + 5482 25801+20205 | 19.0+27.9

72— )V §E400mg| 1477 1100 8191 £6171 26071+18884 | 13.5+ 8.9

HIZEDNDH D,
11.2 ZOfDEI{ER
1%L F 0.1~1%A i SHEEAN
I TEE . HNE. €O
M |BFERERESHN | BBk, HERESN | &
i3 BE . TR JE B RN, ) X — B,
Wi ol WALA R, |MfE, T
g, mhrIo—+¥
Hm
I ik Y )V ¥ s | ASTHENN. ALTHEN.
T y-GTP# . Al-PH§
hn. LDHE I
Bl | R NAGH: [ BUNBS D m 7 LyF=>i
il me zvryF=ros
75 Zi};&/}\iﬂ)
ZOftt  |CRPESHN (B . © F o, BHET|IEE. HE. A A,
i, SEIRE (LU |[fRE S AT BEAE.
V— T ARIEGERE, AR
IR A e 9 EE B

E2) MM B 2 A SH L Lz,

14. BALEDEE

14.1 FERIZAFOER
PTPAHDIEHNIPTPY — S BY HLTIRAT A £ 98
WL E, PTPY — b OEAKIC L Y, S AL A G AL
AL, BICIEZESLE B L CHERRIN &5 0 EE R A UHE %
BEs$ 52 LD B

14.2 ERRESIOER
RENIBORFFH A TH L L, 2ETIRATL &,
F7o. FUERIC X DR B 2k

14.3 ERPESERDER

14.3.1 EHIZEERIDNASNDGEDH Do

14.3.2 2452 0 2o % & 4Rk, KRR %
AT HEAK E OFMIC L) FEEICELT LI ENDH L,

#AUC. = AUCo-shr. AUCt= AUCo-1shr (Mean#8S. D.)

2500 - —e— AH TP UG GEA N T A
---0-- 74 3—)L$£400mg
H Mean£S. D. (n=58)

M 2000

“H

1500

1000

P ACACINIISS

=

(ng/nL) 500

T N R |
8§ 10121416 24 36 48

51 O] (hr)

HHE PR 72 5 ONZAUC, CmaxEm/3 5 X — %1%, WERE oI, 1§
ORI EL - BEESF O MRS K > TR 2 WML H 5.

16.2 MRUY

16.2.1 BREDOXE
REHER AT 1 (660) 12 A T 2 v i §E2, 400mg % BRI 5 L 7B
DO ERFHE G- & BRI 512 X D REAUMROIEY LRI/ ST A — 5 &1
LA, EBREIOEGHOSEYMERN /ST A — &1k, Hifk;
RGN BT 2785 A — 8 LREIFENE B R EE A SN0 57219,

16.3 £ff

16.3.1 #EfEE1T
4 Z(661) 12 A T ¥~ PASE400mg & #E G- L, $%5-22: B 212/
B - KBS BU D RMEPRE 2 5 L7z T ORHR, #5220 %0
PR EE XKD e b < /N B3R - FEOM10fG 2 R L7219,

16.5 Pkttt
BHERABEIC AT T Y VGG BEEIHG (25722 LT
400mg. 1,200mg. 2,400mg. 4,800mg) L 7z & & O 514965 £ T
DEFEGTNHT T D REUE O SR HEIE10.3~1.2%, 7 F ViED
PR HERERIZ17.1~23.6%Tdh > 720 720 AHF Y2 & LT2,400mg
Je 0 800mg % H R 3 5 L 72 & X OF 559681 F T 0 K2k
DOEPPEIHIZ40. 1R UB1.7%TH > 720 720 T2 F VAED Ik
KI5 INUV2. 1% TH o720 /2. ATV VIGESEOR T HEM & 5%
PR A R O G ORI A S N o 7219,
) MG 0 AR RE, AN B 5 1H12,400me T b .

17. ERPRRGE

17.1 BERUREMICRET S8R

17.1.1 ERSBIIEHESER
A CFEEI U R OB IR £ EH E T RICEB L EF
Mol M LB BR O KGR 2T 2 v R §E 01 H 3 5- 0 5 1 KM
RAK S %A DT 721972,

|
0 246
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() EENADBEBEXRERBE T DHR

BN OBBER SEF TS 2R

gnge | UCDAIZT70
o ' WA R | A
BN e ) G ) *)
[95% 2 I 1)
2,400 1.5(n=58) 30.3(20/66) | 45.5(30/66)
. [0.7-2.3]
S 2.9(n=62)
3,600 o 45.3(20/61) | 64.1(41/64)
TN OB E RN 9 B8 x5 2 A (FERERER)
A B N
@ HAE UC-DAIR I 7 Db EEED
B yepALaay) | e/t (R
3L 2.400 1.7(0=23)
N 5B 3,600 1 8(n=2)
S 6ULE 2,400 3(n=35)
8B 3,600 7(n=35)
TEEI O BRI B BRI RZE DR A Y BI))
B .
BEME | R (mg/B) | VODALZZ 7 OHAE
me 11 (g
o 2.400 1.8(n=22)
o s
- L 3,600 1.7(a=23)
= - 2,400 1.3(n=36)
3,600 3.6(n=39)

1 UC-DAIA = 7« HEfE I, iffE, K P#EH
WRHI 4R H & s b L 72 &5t
IR = (HGHT OUC-DAIA 2 7) - (&) £ OUC-DAIA 2 7)
TE2) TR IRACHERFIZ BT SUC-DAIA I 792U F .\ 2 2IfEA 3 7 25012 7% -
SEG & S S LTHM L7,
AN © FEFIZZE S Lo 7RI 5 HUC-DAIR I 7 DA EEA2U L Td - 72
Bzt LT, SR Eas sz e LTI L7,
HIVE o SE BB 13, 2,400mghE T40.9%(27/6661) . 3,600mgiht T
48.4%(31/6481) Tdh > 720 EREINEMIE. 2,400mght TRINAGHN
13.6%(9/6651) . CRPHIJI, AFEREREEIN #49.1% (6/6661) . 3,600mg
HECIRANAGHN12.5% (8/6461) i &)L € >~ Bfll, CRPH %
7.8%(5/64%1) T - 720
(Q)ERPDEBEXBREBEICHT %R

T OWBANE R S EE T DR

(2 & BT L R A 0> 4

B v e
. MR D IEFBH (%) e
5 (mg/H) fot -
- [95% 2 A1 ] (%)
- 76.9(50/65)
48;H [ 2,400 [64.9-86.4] 80.0(52/65)

FE4) JEFER ¢ IE A T 7 180, 2OUC-DALA I 7 A53LL_EC 7 o 72 Bl & Tk & 5
FL. FRE 25 o 7RO E A L LCEI L 72,

SM’EHJ@%%IR%EM;( 44.6%(29/6561) Td - 720 EREIWEHIZ, R
NAGHE . YOV E B M e ) OV E B, S ERER R N
4}9.2%(6/651%) THo7

17.1.2 FEEMEER( B1ERS S THIERS EDHE)
TR B R S B E 2RI, A5 Y VB iESE2,400mg/ H %48
SB[ AR G- L 72 0 EFRMERRE RIS D W T, FEFIRER 2 RS
H & L CLHLEHS 01 H #5100 3 2 A A MGE L 72, Z Ok
B FEMTCIRS D RE S 2P

TR (%) FERTZE™ (%)

s AR [95% 5 1< 1) [95% 5 1% 1]
88.4
LHIE 301 [84.3-01.7] 13
- 89.6 [-6.2-3.7]
1H3M 299 [85.7-92.8)

FES)JEFR - MM A T 7 1L, 2 OUC-DAIA I 7 H33L AT 7 o 724 Bl & Bk & 52
Bl FRE 25 o 7B OE & L L TR L 72,

6) 1 F 1% 5-26-1 1 314 5-BE (059 EHEE 1], FE%51E DI < ~10%

TET) Hf I E R O TR O G WA & 7 > 72200 % Brhk L7z,
R VEFE o 58 B 23, 1H LI B T4.3%(13/302% ) . 1H 3 #5.3%
(16/30161) TH o 72o E4EITEMIE. 1HLIE B CRHPNAGE L. 7%
(5/302f1) . 1H 3ME#E TR PINAGE L. 7% (5/301%1) . [ #R1 1.0%
(3/301) TdH > 720

18. EZHEIE

18.1 {EFER
WAL RN ZAEH, —BEBRNEEEH, 1,1-Y 7= 1-2-¥ 27
Ve FI VT T HIVEEThE. IREEBLIEER RO 4 2 by =
U BuEEIGIWER % A L7z (n vitro)™ s

18.2 RERMABRETIVICHIF D3R
3%TFA LT UHEEES M) T ATHERENZKBRETVIZBWNT,
AT D 100me/kgDRE G2 X 0 o IMEOLEE, FRIMERE O
< b7y MEOBIIE O E MEREL O A D580 6722,

18.3 E4EHIEIE R
37O ) S b aNYE Y AR UEE-T Y ) — VESSE R
ZETN(0=6) %A\, X4 TV U EEF400me I A & 7 a—
IV EEA00mME D 5 T K 4 1R 4 B R RS RI RN SRS D W TR L 72
ZOREF, WH L LISHIRICH L CABICEBE R R EE L, W
F O FSFEARERR S 7z,

19. BXRSICREY DIBEZEHAER
—f%%% : AT ¥~ (Mesalazine)

{E5¥%% : 5- Amino-2-hydroxybenzoic acid
SF - CHNOs

SFE : 153.14

EsE

H2N©:C02H
OH
M R B BIKE U RA RO REOR K TH S KIZ

T THEIFIZL L l&?/—w(99.5> WIZEAEBET v, iR
BRI 5o

20. HURL EDER

20.1 Yo —WEHEGIGRA R TRET S 2 L.

20.2 WGiitZ X 0 IS HIEICEEE RITT Z L 0D B2, IRATERTICPTP
PR 7= k3 [N S

22. gk
PTP : 100§ (108 x 10)
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