2024F 1 HET (BB1H)

BPE  HIRARTE
BIWHA - 34

s EERE R

BAFERM D HES

876219
RS HR7eRala
$£250mg 22600AMX00888000 201249H
$£500mg 22600AMX 00889000 2001478

RUDIFH

Y3V T 7 EVU I UGB

YSVRIT7EU I VEBHE250mg [CHI

$S5YRILT 7 EU I VEEEEE500mg [CH]
Salazosulfapyridine Enteric Tablets
F) FE—EMEOASTBICIVERTSL

2.2 (ROFBHEICBIFESLBEVWIE)
2.1 U7 7RIS FOVERBIANC N UBBYEDBHERED &

Yoty
2.2 (EHIAEFERUIHAER [9.7.1 2]
3.4ERE - IR
3.1 #8RK

FIIANT YT

FISIANLT YT

i FEA$£250mg [CH) BEA$E500mg [CH)J
1§EH 1§E+
BRES |BR PSVALT YV [ HE SV ALT YV
250mg 500mg
FURARI. ) VERKSR AL | SRR, ) VBRKES L
2 LOKHI, BELIH. RY | S Lok, B, K
Ry AAVAOQ—=2, ZAF7 | Ry FoF o 7)) a— Vi
- UYBTT RV A T F R L AFT Y VR

AO—AT ¥ VEI AT,
Javrrysya—i, ¥
1%

TR L BEEKTA
B, 7o xu—27 5 )Lk
IATN, JITVBEN)ITF
Uy FLFoNay

3.2 HE| DMK

IV ALT 7Y T

PFIIANLT YT

B W i5£250mg [CH) W 14E500mg [CH)
3 - FE BHE~EBEHEMAEOREE |#HEa~BEaBrEoBREE
: DY N B s T4 NAT—F 1 T
w | @0= | @O=
EE 9.7mm —
BEF — 18.3mm
rEs FEE — 9.8mm
B 5.0mm 5.2mm
=+ 340.5mg 655mg
AT — R CHT CHL
4. FHREX IFFHR
BEEIU O F
6. BiERUAZ

KANL HRBREA R ETTHaRPE SN WEEITER
THIEL, BHE YIVALT ) TV ELTHRALHES
BlgzHARUYERO2EIITEROKRS T 5.

7. ERUHEICHET 5ER
7.1 FFNE BEL~20 ARIHERPE SN S DT, HBRMRD
FIRT HE T EREDHFE LTV HIHAEIEANIHE LT

it Exepe
7.2 mE T

EPEFH L,

A& (0.5g. 1H1[EL

SE%) h o5 ekn

TOREBEOREERE L aHFS, HEIIRET S &,

8. EEREANER
8.1 &AL, BEEIY vV~ F OB+ RBRERFOEMOL &
TEATAZ &,

8.2 FERFRERICBWVWT., 1HEEE2g T3 1 gl LEIERFIR
PERBICEDP 722D 6, RAIOKREICEL IR - HE
EESFI AT &,

8.3 AEMRSRARNICIZ. T MEEIBEE (MRS E 2 &
MEAR) « FFHEEERE R OBHEEME 2 ElT 5 2 &, &5
IZAST. ALTOZE LW ERSER 4SR5, FeEEE, 25D
HoONBHZZENDHD., AR, BUERRICESZBEF N H 5
DT, BREREZ FOBET 2010, EHNIC (BE5HHA
Bw O35 ARNI2ERENIC1IE, RDO3 1 BEIE4ERIC1E,
ZFO®HII3H AT EICIE) | MKEEE R OISR E 21T
ATk, T, BAEEEE, 70— UERR. BEEERS
HOEONBZENHHOT, BREBREICOWVLWTHEHNICT
5T &, [9.1.1. 9.2, 9.3, 11.1.5, 11.1.11 &HE]

BEDNDESZEIT2EEICHTIER

J SHHE - BEBREDSH S EE

O MFEEBEDSHZEE [8.3 B

N2 REZMEDHDES

BHURENRDBEINT DS,

9.1.3 2MRERMERILT « U VEDEE
EMREPERILBEND D 5,

9.1.4 Z')VO—R-6-U VEEEiKkZFES (G-6-PD) RZEE
BIAHEIA2BENDDH 5,

9.1.5 fthDEH 3t UiBHAEDEHEEDH % BE

9.2 BREEEZEE
[8.3. 11.1.5 Z&]

9.3 FFikEEEEEE
[8.3. 11.1.11 &M&]

9.5 /Fi®

R UIIEIR L C W ATREE D H 2 2 I 3R E LW &
EE L,

AEIOBHES TIIESEAERIZED SN TLWRWA, D
L7 7FH (AT 7 A NS T UE) CIMEFAERADIZRD 5
NTWb, FAFOREMOKEERICED., FIERIIEY
VLV IMERRIT I ENH 5.

9.6 1ZFLIF

W ABTSESL L,

BA AT L. AIRICMEIZIE RS D 5 bhiz & O
E0H %,

9.7 INB

9.7.1 BHERKRERIEIHHER

BELLWIE, BEYILEVIMEREIT I EPDH S,
]

9.7.2 R, $HEXIF/NR

S R e B 1 X M LT WL,

9.8 BEmE

FEREERIC B L TERE ICHLEE R HERKUBEROEIE

FOFBHERNEWVEADZED 515,

O O OV O

(2.2



10. #HE{EH

102 HAZER BHRICERTI L)

HHIZE BRRAER - IEE A W7 - fabRE T
ZARZNT I RF | RIBEZFIET 2 B20 | RBEHIHESUIEAEED
AR RE PRI A BHHOT, INHOE | BRICK D, (ER R
AWARZNT LT %R | HIOHELHREET 5L | snb,.

AR IRE PRI F A FETL &
TYRY 7T IR
TV 5Y R
7)) A R
7<) v RENA | PO MREES LR | HREORBSIIFIS
JLV7r Ay | Ly Farar e U | %,
N PIEETHBENIH S
DT INHDEHIDR
BERAET S0 R
5T &,
R HEROMIAE R L. K | BFARE
FRIMBRAE LB %
RIERREIEZLT
BENDDHBHDT, E
REFENVEDNBIHE
. BEBERGT S
&
VaFxv v TaF T OIAETR | AR
TEBENDH 5o
THFFT) HIMEREAD SO B H#IH | AR NS OFERIOR
ANHT Ty | BHODNEBEINND | #BEETHHFA T
%6 AFINRT VAT 2T—
YAEEET S EOHED
H5o
1. BIfER

ROBWERD S 6bNBZ ENHHDT, BEETTITIT,
EEDRD 5NTAGE IS 2 HIET B 72 SHEY) 0B E1T
5T &,
1.1 EXBEIER
11.1.1 BETEMEEM (0.03%) .« FMMEKHEAME (0.06%) .
EIENIEREE (BEEAH)  MIMRRES (0.3%) « &l (Bl
HEm. ERFREEM EHERZ) %) GEERH) | B
HMENLREREREE (DIC) (0.03%)
11.1.2 hEB4REIZRFERAHE (Toxic Epidermal Necrolysis :

TEN) (BEEAREH) . REMIRIRIEREE (Stevens-Johnson
fEIREE) (0.03%) . IRZERIEEZ (0.08%)

11.1.3 \BEEAEIRES ., (GRMEEMIRERER (W N L HEERIA)
WMHERER E LTHZ., HE. BEBERSALGN, 612U ¥
JNEREAR. FPRSRERRE. FFIE. HMBkeEin. (FEaEkiE 2. EA
U DSBS A LS EE BEIERIEREICH S b5
Al BEEFREL, BUALBZITH>Z L BB, Ihb
OIERIE, FEFEZFLELTHLERDZVIBELT S E&0H
HOTEERTHI &

11.1.4 BAE MR (0.03%) . EFIERBR (0.06%) . PIEFE(R
B (BHEAHH) . fRMEMERMEIN (BEERHH)

FE MR, R, WILREESOFLEERY H 6 b/ 5HE
WIEEEEdIE L. R PICHERXAREE. IRRES % £
L. #MYIRMEE{TH 2 &

11.1.5 2MEEE, XT70—CEREE. BEUER (WIThoiE
EREE)  [8.3. 9.2 &H]

11.1.6 BEEES (B, FAEFESZENHD) . SIREBZE
L (WFNBIEEARH)

11.1.7 BRE (BEEREA)

BHEE, BRSNS S DNEAICIIRESETIEL, WYk
WMEBE#ITH L.

11.1.8 SEEMRER (Bx) X (BHEREH)

TEER (THER) BEE. FE. FEE. 2O, BHH L VIEREE
EDPHOEONBIENDHHDOT, BIEELDTITHL. DL
TRERAH 5 b GEI s 2HIE L., B2 ABEETTS
Zé&s

11.1.9 DER, BER (W h b SEEREA)

MR RS, IR, KSR D S bnEA RS2 Ik
L. #HR2IODBEREE., BEXERESE 2 EmL. EY)au
BETH T &,

11.1.10 SLERRAEIR  (SEFEREH)

11111 BIERFR CHEERED) . FFR (0.03%) . FTHEEERRE
(2.0%) . &E (HEARH)
AST. ALTOZE L\ EREZ 4S5, FFIRERE. BEV D
EPNDIEN DD Ty A&, BIEFRICESBZND
Hd. [8.3. 9.3 2]

MA11223vd, PFIT45FY— (WTNBIHEERH)

B2, MEET. FRRESEOREDIRD o NG EICI3RkE
ZHIEL, #URNEERITS &,
11.2 ZDftDEIER
TS B 1~ 10%A 1%
ik — — HiEkiEA, aE s a
TV VRS FRERE
D BAEDN) 2 SERHEIR.
RIS Z
iy — — AST. ALTDO L5
i PREEFEA TEIE EHR. BUNLESR, 1M
PR, MERR. BEIR
ar ] — — JizES
b BESS . CIREMR | O - @M, B8 | (E5h. PSSR, T
GIERE B OW%. B[R, OB%R. e,
AR, B | ER OB
NS
BBRE HARBBUE, I | B, 2 SRR | EEEAL, K13, FRZ
bl
BHEER (5o — TS . SRR R. ©
F, D& EIRRE
Hig
Z DA BFERORET | FE Be. KEEE. 0ZF
B O R TUHE. AP 9.
7D ED BAfE. REEE

ELD) 2~3» ADKREICLVENET 5 EOREDVH 5.

12. EFRREHZRICRIEFIHE

KA EGHDOBEEICB VLT, ALT. AST. CK-MB. GLDH.
M7 rE=7, MhFaFy v ROMmp 7L a—2E0HEE
EH AT EEINIIED T2 DB 520, TNoDOHE
EROMBFIZEERICTOIZE. YTV RLT 7Y VU
REMS-7 I ) FIULBERTAILT 7 EY 2 2id. NAD (H)
UZNADP (H) Z{#HHA U 7=340nm{3r 0 S48 IR E R I 12
THT AR H D, MEHEICL OBEBRICRIITEE
BREEDZEPRESN TS,

13. BERS
13.1 fEIK
B BN, EBPE, MR, RARRERER (ER, Ees)
13.2 I
FERICIE U, 0, B, BT, ROT LA UL, BRI
R (BRESEREHE) . MIGEHISET.

4. BRLDER

14.1 BHRIZMHEOIEE

1411 RANBBERAICTH O PAZD, Bz DETICRA
THEIIHEETH &,

14.1.2 PTPEEDOEANIPTPY — b 25D LTIRAT 5 &
SIEETHI L, PTPY — FORBREIC KD, BOHIAKRIEE
RERARIA L, BICIZERFLZ B L CHERIARZEOEE 2 &0
TEZHRTHIENDH S,

15. ZDEDEFER

15.1 ERARERICE D < B

15.1.1 KFIOBR I E VEB. MR - FEOERBRSEE ~H
FREIIBEORTHEN DD, /20 YT MIAVIY T RLYAN
EOTHENDH D,

15.2 JEERFRAERICE D < 15k

15.2.1 #MER (T v &) THRIRER O FIRIEEEERE 2 C
FTENREESN TS,

16. EYENRE

16.1 MoUEE

16.1.1 BEEIZSEHER
BERABEICY SV ZLT 7 €Y Y U BIE#R500mg 1§, 2
FEE/I48E (BT VALT 7Y YV ELTO5, 121X
2g) EEFNZNZEERHICHEERORES LZHE . NE»s
s, miEFEEEREGEHREZICREE (19~
17 pg/mL) 1EL, FEHIEARETH o721,




16.1.2 RiEHR5HER
BFEMABEICT SV 2L T 7 ¥ VU BEHS00mg28E (
FYZNLT 7YY ELTIH]g) =8HMEGREOARS L
TBEH2, IV AL T 7Y Y UOMEFEEIZAHE, S
EFREBICAD , IR E72R %I IEF D 513 FHEA L
=0,

16.1.3 £EMFHREIE SR
PIVANT 7 ) VUBEHES00mg [CHl &7 L7+ Y
VENSES00mg#, 7 U RAA—N—EIckDZFnZN 1§ (V
FYZNT 7 ) V& LT500mg) BERAS T-IC AR
EREO#HE LTRSSV AL T 7 DV EEERIE L,
Bon-EyEE/N5 X —% (AUC, Cmax) IZ2WT90%
FHEXEEICTHRETET 2T 24 8R. log (0.80) ~log
(1.25) O#HFENTH Y. WAIOEMENESEEPHEZ SN
722,

(ug/mL)
16 -
'ml —_ 0 Y ke,
£ 14F —e— ¥5 VN7 7 ¥ Y VEERS00mg [CHI
?; 12t —o0— 7HIN 7 1 ¥ 2 EN$E500mg
5 Mean+ S.D.,, n=18
/ 10 L
A
L |
- 8
coo6)
U
v 4r
v
Bo2r
i3
0 ¢

0 2 4 6 8 10 12 14 16 18 20 22 24
B 5% D (hr)

ST A —% BEITA—H
AUCq 24 Cmax Tmax ti
(pg-hr/mL) | (pg/mL) (hr) (hr)
PSIALT7EYY
+ + + +
> BA%E500mg CH) 64.5+50.4 83+6.1 |6.1£1.3]|6.2+2.1
TYVTA VBN | 1 04490 | 7.8+56 |55+1.2]6.1+23
500mg

(Mean £S.D., n=18)

MAFFREEI ICAUC, CmaxZEn/ST X —4 1%, HEE DR
R R OBREEE - RS OREBEEMIC X > TEL 25
Bh 5.
16.2 IRYY
16.2.1 REDEE
BERABEICY TV 2T 7Y D VEGHESES00mg 188 (3
FYALT 7Y Ve LT0.5g) 2EBEE LIZGA. 22
RPE B L ¢ B BEREHE TER (AUC)-w) ICHER
Z3 L FIVALT 7YYV OMPNBICIIBEIC K5
BIIROONE P72,
16.3 910

b b MEEEEICHT B REAKR
723,
16.4 X3

YTV ZNT 7Y VUG BROBSICB L TP RE A
ELTUMETIRRE N, REBDFIIRBICBWTCALT 7YY
VESTI)FYFLBIIORESNS EEESNSY,
16.5 Pttt

BFERABEICY IV 2T 7 Y YV BIEHES00mg 1 §E. 2
BEE /A8 (MU ALT 7YV ELTO05g, 1gEizid
2g) ®FNFNEEREERORS LIZGE ., &5721H
% E TORTEMIEERIIHZ~8%TH o7,

%1 AROARSIN-FABERCHABIEY IV AL 7EY Y
YELTHRAIBEESRIgZFARTY BB O 2 ERED
BETH 5.

%2 REHBSHBEISHMELTHEL, SHICEHZEERE
1,000mg B EE OS5 . 82 ~7H13500mgl H2[E (8. 20
i) BORSLEZbDTH 5.

(in vitro) &, 99% Ll ETaH -

16.8 ZDfth

YIVRLT 7Y D VIGESE250mg [CHI 3. [&8,SR
72 HREOETEA O EMHHREERABRAT A N T4 2 (P2
FE2A14H. EHEFFAS K UFRISEI A24H, HAHFE
FEE1124004%) | IKEDE, YTV ALT 7 Y Y VIGESE
500mg [CH] #iEH#esig|e Uk, S IR D S £y
MICEZE AR SN,

17. BRIRERHE

7.1 BMERVRLEICEY 555

17.1.1 BA% I1EERAREER (CEEIRILESEIER)
TI R EBE L S B SR EG A ) v~ T
BE19961 (771K 1006, 1g8f : 99fl) TEHES 1,
ZDIRBEEBIRDEB Y TH %,

RIESRNUEE FHENRER)

£ I T =
gt | OF | | T | g | B | g | B

HEE

;—l—-'\,)
(%) || ®E"

7FS5ER | 9| 7 | 14|31 8|1 |1 ]|71
#5277 ¢
VVRESESOmg | 151 20 | 16 | 12| 3 0 0 | 66
(1g#¥)

22.5

<
53.0 P<0.001

1¥) H#MUE. ScheffédZ&EHEE « SR &l DLk
(KAEIORE - HETH 5 1g/BOBED A L)

lgBECORIEMIE. 96621641 (21.9%) IZ304FH L7z,
FEWER . BEYR - LEEE - BR7E. BEAHRE - B
HESH. RS - B - EBAGETH 70,
17.1.2 B D AHERAREER (REAIRSEHER)

i) v FBELLIFIZNREL, YT ALT 7Y DY
FRASESOOMg L H28E (W IV ALT 7Y Vv &LTlg) %
FAOL-EBBRSEREBICB VLT, RIFSREH 1165 o445

(81.0%) M24:HL EFEREETH D . 80f1 (69.0%) »552
BEEO®BEE27T L. BNZEEENREO N, TV AN
U —DOIEBHEERII RS 4R% L O R GHGRTICE LR 2
EZRL, SZABICBLWTLROFRIED 5Nz,
BWEAIZ. 1126193460 (30.4%) IZ55MFFIR L7z, ELEIE
Fl. 355 - 5 - BZ14F, BER - »OHAME. OThDOE
3fF. BROME3ME. BBIE - Eh - S A3MEETH -7,

18. EMEE
18.1 {fER&F

TH#ifEg. v 7077 —=JIHEAL. #hoofiflarsov 1
14> (IL-1. 2Kk 06) EAEZMEI L. B v~ FBEDR
WRTUAEEZIET 5, S 510, BEAEOIEEL MR
MRORESEEZME L. 2 OZEMAMBROEEBRRES S I
B9 5, ChoD—#EOMERICK Y., B v~ FBEDME
ICBIBEERAEIFIL, ) Vv FEREZRTDDEEZ
5N5,
18.2 ;Y <Y F{EMA

TV anNy NEER (S N) I LTIRTIREE. BEL
BlaS—47 UFEESAISN LT TR (w7 R) ROBESD
B (Svb) Z2RLEY, £/, BAREACHEEREEETT L
THAHMRL/1T 7 AICBWT, BEMBEERL. BE SR
MEE. 70 7 U RO REEMEOZEE O EERZE O
EITZIHI LY. 610, AEEICEET 5 2EZAIMmER
DOVEHEEZRREA 2 MH L7210 (in vitro) » —75. EEEME

(v b)) BEEREETIL (Sv ) ICHEET. ERE
B (w9 R) AL NG, 12)
18.3 RERICH T BEH

< 7 AR B 1 A THBMR TR 129 2 B s %= A
BRI U, THRIHRTEEIUR IO 5 REnE %13
EAEMEI L7213 (in vitro) . BEETY < FBERN
MfHEEMRE D & DIL-1 R OIL-6EE A ZIMEH L 7219 (in vitro) »
Fiz. 7 AEHIRIC B A THREOIL-2EAICN LTL HE
IRFFER R MEER 2R L7219 (in vitro) o

19. B ICRET 2EBLZHNR
—MRENRIR: TV ALT YD
(Salazosulfapyridine)
{E24 : 2-Hydroxy-5-[4-(pyridin-2-ylsulfamoyl)phenylazo]
benzoic acid
AF : C1gH14N4O5S8
PFE: 398.39



M R EE~BEBEOMMAHET. ICBVWRUERIE R D,
BY I UICRRBEITICS L, ¥ /=)L (95) I3E
FicK <, K, Z7aaR VATV IFLI T
ITIFEAEB TR0,
KB F b U LARIKICET B,

~ "N OO

‘ \Y4

A N~
H //N CO2H
N

OH
A m:240~249C (9f#)

22. @&

(BS5YZILT 7 EU I VIEEE250mg [CH] )
100 [10%¢ (PTP) x10]

(USYRILT7EVU I VIGAE#E500mg [CH] )
100%¢ [10%% (PTP) x10]
5008 [108E (PTP) x50]

23. FENHEK

1)ANHEZE fth: BEREIE 1990 ; 21 (2) :377-389

VAR @ AR SRR (500mg)

)Sjoquist. B. et al. : EHEHRE, 1991 ;6 (3) :439-456

)Schroéder. H. et al. : Clin Pharmacol Ther. 1972 ; 13
(4) :539-551

VIEER} @ EYEREEEREE (250mg)

JPRAER fth: Uy <F 1991 ;31 (3) :327-345

VHARTE R fh C FEEEEHEER 1991 ;25 (6) : 1749-1765

Vi fth : SFZEE 1991 5 41 (6) :563-574

)

)

2
3
4

Abe. C. et al.: Int J Immunotherapy. 1991;7 (1) :9-14
Carlin. G. et al. : Pharmacol & Toxicol. 1989 ; 65 :
121-127

11)Bjork. J. et al.: BEBREEEER 1991 ;25 (7) :2263-2270
12)&FE fth: JoFZEE 1988 ; 36 (4) :329-339
13)Fujiwara. M. et al.: Immunopharmacol. 1990;19:15-21
14)

15)

5
6
7
8
9
0

1

BAMF At EE 1991 11 (3) :279-286
Fujiwara. M. et al. : Japan J Pharmacol. 1990 ; 54 :
121-131
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HAY ) v 7St BESSHEHHKE
T100-6739 WHETHRHERKALON—THIELS
TEL 0120-893-170 FAX 0120-893-172

26. RERFTRESF
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