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I. BEICEYTSEE

1. FAROEE
AFNE, VTS ANVT 7Y D EFEHRD ETDRY U~FHITH D,

[V 7 LY UE 250mg ) 13, BHT 77—~ RSt (IHRPE G TEERASH) BB ER &
L TR 2l L, B L OBBRTEZ R E, ZEMERER, £ E SRR 2 350 L, 2001 4 3
A 15 HIZARZ IS, 200147 H 6 HICHRIEABIA LT, (EEHEIEE 481 %5 (CERK 1144 H 8 H)
IZHED X KFEHEE)

Z DR, LTORGEALEZIT o1,

AGRHEA B Wz 5e 44 IH k5844
BT ZNT 7 Y DB .
2013 4E 7 A 30 H 7 7 V7 LUk 250mg
250mg 7 /3]
YT RNT 7 U VGRS YIF RN T 7Y T UIGREE
202047 H 9 H T .
250mg [T /3] 250mg 7 /3]

W7 210770 DU EeE 500mg TRET /N X, RET AT 7 — < BRESH2 % =K
ELTHR AR L, HERORBRGELRE., ZEERER, AW 7FrEEERERZ i L, 2020
8 A 17 HIZARZTAS, 2020 412 A 11 BICRIE& B Uiz, (A% 1121 5 2 5 PRk 26 4F
11 A 21 B) 12D XIKGRPFE

2022 12 A 1 A, BTV 2AVT 7 UGS 250mg [IHT ] KOY IV 217 78 ¥
U EEEE 500mg [T 3] 13, RET A7 7 — <RS0 6 B & Tl R TSRS I S e
EKRPEM S, ZOBRICRGEA DR S [RET /) 276 INIG) ICE®E Lz,

2022 £ 12 A 9 RIZHEMINE S 4L, B E LRSS R 2 BMG LT,

2. BROAERFHRETE

(1) BANX, Y7V 2ALT7 7Y D2/ ET 2500 U~FHTH D,

(2) EBRZEWEHE LT, BAEASRMEE M, PLiERECE, BERERE, /I Mgid, il (kg
i, EARIFERMEE M OEfE R Z) %) | BEFEVE M S NEEEDEMRRE (DIC) | Hhragthk i sER e (Toxic
Epidermal Necrolysis : TEN) ., BJERIEARIEBHE (Stevens - Johnson SEMERE) | HLEZAER K2
WBBUESE R, ARG B BRI IR . IV MERG R BERIMEMT 25, PIE JSEMERE, SMEMEMfaZ. &
MBS, * 7 —BEfERE, FEEER, WrEEE (Wi, 2245 20835 5) . SRR
ZEfl, E. BERPERENE () K. IR, MalEZk. SLE RRIEIR, BUENTR. MR, IFsaemmss.
WIH, va vy, T 7 0 7% — JurhERMRE SR (ANCA) BIEME RAME STV 5D,

(Tvir. 8. (1) EKRZREIWEM & WIHYER] DESM)

3. HRORFFHRHN
(1) PTP >— bifjmic 9LV v~FHl) 2Rid LT,
(2) PTP > — NIy Far bu— a7V, 18I LIIRN4. GEERr LT,



4, BEEFERAICEAL CTRMT NS4

WEIEE AN BT 2 B4,

R A K5 | b IR
RMP b

BNOY A7 MRS E LT |

R ST B

R A 54 > I

RO Lo R BT "

5. RBFHERUVRE - EALOKIRER

(1) RE&EH
LR

(2) FdE - ERLOHIREE
% LR

6. RMP O#IE
A L




I. &WICEYTSER

1. B5EA
(1) M4
BTV ANVT 7 U UGEREE 250mg INIG)
TV ANVT 7Y U URGEEE 500mg NG
(2) *4
Salazosulfapyridine Enteric coated Tablets
(3) BAMOHEE
—fRA LD

2. —i4

(1) M4 (WMAE)
I AT 7YV (JAN)

(2) #4 (@aE)
Salazosulfapyridine (JAN)
Sulfasalazine (INN)

(8) RT L (stem)
PUFMEA VA>T R KA -sulfa-

3. EEXANETRERX
et =

AN CO:H
:: ;m

4. PFXRUVHFE
4373 0 C1s8H14N4O5S
& 1 398.39

5. {E%¥4 (fifiE) XIEXE
2-Hydroxy-5-[4-(pyridin-2-ylsulfamoyl) phenylazo] benzoic acid (IUPAC)

6. {EER4A. 4. KBS, B5ES
Bk AT 7TV



. HHEP BT SHER

1. YE{LFHER

(1) 9 - 1R
WA~ RO R T, ([ZBWRUBRIEZR,
(2) Bfafk

Y DAZRREITICS L, =& /=L (95) I, K, Zre R ATV F LT —T
JNZIE E A EBET v, KT R Y D AERIRICET 5,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
Al 0 240~249°C (43 fiR)
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
MERR L

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HesBaBRIE
1) BEKE
ARtz FKBEALT MY U LABRICHED LRI EE 2L, ZHICHESTFAUEBT M) UL E iRk
WMz % & &, ROFBEITHRAIROAT S, ZOREUT2) ~4) ORBRIZHNWS,
2) RIS
1) THEEKICK, HBERIEL ORI s (D) RiKz2Nz 5 & &, WTReEz2 L, EREE#EMmL
TV L& ROAIEIPIDEGAIZEDY . RIZBERT D,
3) EMESUS
1) CHEERITSERE 7 v OEMEKGE 2T 5,
4) BEAG
1) THELERICE Y DU RO () B2z TR EE, WITKEORZ7eafRL A2z T
BIRE-%, METLEE, ZaaRLABITRAaE 2T 5,
5) SRAN AR B E U
FKERALT B U 7 DERIBIRIRIZ O X RN A7 ML ZRIE L, REEDART bV ERFDSARY
M ERHET D EE, MEDANT FMUVTE—KED & ZAIZFRBEDTRE DRI 238D 5,
(2) E&iE
FasR 7 7 A Rk
Kbz HL R U, O TR bR R 2 RIK & L, BER 7 T A A RBEE O O E | FIEIC L v R
BR2AT 9,



V. RAICEIYSIEE

1. #Ifg
(1) #HRORH

JEIRME T 4 Vb a—F ¢ v T RE
(2) HAIONERUHER

ey YIS AT YD PSS AL T EY D
. W¥sE 250mg [NIG) ¥k 500mg [NIG
@ - # T~ HRE 0. D R TA T~ TR G B O I EA
4 T AN NT—F 4 TR T 4NN a—T Tk
“ | C -
N N
~——_—~ éi,,;
££ 18.3mm
RS 9.8
s mm % 9.8mm
JERSY 5.7mm 5.2mm
gy 390mg 655mg
W= —
£404 [250mg] TTH
(PTP) =k

(3) #Aa—F
(fv. 1.
(4) HH DY

(2) HIOHMB K OPEIR ) DIHSH)

(M. 6. WAIOF/FEM FIZBIT 2LZEN] DHESM)

(5) 0t
LR

2. HFIOHER

(1) APRS (EERD) OFERUVFMNA

W 724

VI A NT Y T
IEASE 250mg TNIG

VIV AN T Y D
fiaEE 500mg [NIG)

GRS

18EH : 5V 2177V 2 250mg

18EF : 7 2L 7 7 U ¥ 500mg

A

BRI A FR, s BN =T,
JaRAHNAr—AF hU UL fEREL
n—A BLFL L ATT Y VB~ TR
VAN 9 7%/ b= I 3 = B S R =
AV —AFER T AT )V aA/NT R AT )L
AE Ry, w7 nma—)L 6000, 7L
Wifg >~ U oA A= Rk

vt onsay g U RN =T
BEEAKS A, Bk, 277V U2
TRV L, T Y a—L g
INURZANEEW - S IL7/ N R = =SS
THNRT ATV RE Ry, U UK
FHIN T BIKFIY

(2) BREEORE
M E R L




(3) B#E
M E R L

3. BNBEREOHBRRUVERE
AR ANA

4. Hff
LR

5. BAT 5RO H B
B R L

6. HEOBERHTICHITEIREKRY

(1) hnifskER

O F Y 2NT7 7 8D P UIGESE 260mg INIG)  IdEER  40°C - 75%RH [Hf&cl2EERE : PTP+
i) = el P |

AR IE H PRAT
<Kk > PR frafiy 6 »H
EERN
B~ B O RTEE ST ST
T ANV a—T T EE>
TlERR AR
SEBABOE, EVERUS, FA BRI A~ iy i
~ L >
BB A 11 (%) 0 0
" <120 53, 5%LL >
. VAR 21 (%) 07109 08108
<9045, 85%LLL>
AR 6 % 99-+0%2 98+ 1%2

<95~105% >
K1 FOREISHTOEAR (%) K2 PIEIEERFZE (SD.)

(2) EWIRAFRER
OV F Y ANT 7 B Y UUBESE 500mg INIG)  EHIGRGFRB =B REEEPRE  PTP @)

REATEH =N PRAFHIH
< Bk > & BH 4 1RE 34
[ETN
<P~ O RGEETE A E ey
T4 a—T ¢ T RE>
AR
< BB, EMERIL. AR A BTk ke

WU A~ kL >
BEN)—E (%) (H&mZERR)

— A
<15.0%LL F > A e
RHRBRE 11 (%)

i b <1203, 5% > A 0.0 0.0
RHRBRE 21 (%) A 99.9 97.8
<90 4y, T0%LL b > ' :
4B (o P
S (%)

950~ 105.0%> A 98.8 98.3

X FREICKHTIEAER (%) — : RABRAFEM



(3) BoILRIEOLIENE

OV TV 2NT 7 U VS 250mg INIG)  EA%E  40°C [, KR
ABRIE B o b RAFHART
< HIKS > &5 BH AR R 34 H
PEIR - .
; A D IBTAME B D TR
<O~ FER . D R 598701 > . # R
. 1% — : o 1% —_ M ¥
TN AT S T AN T—T 4 T EE T AN TA—T 4 T
RHRBRE 118 (%)
. 2120 4. B%LLE > 598701 0.0~0.0 0.0~0.1
TEHREBRE 21 (%)
<904y, 85%LI L > 598701 103.5~104.9 100.9~102.4
Eiie 598701 100 99.2
(%)
(BE1H)
598701 25.2 29.2
W (kg)
OV TV 2NT 7 vV VU 250meg INIG)  MEAEE  25°C - 75%RH LG, Bk
ABRIE B =I5 RAFHART
< HE > &5 BH AR IRE 34 H
PEIR e .
- 5 @ YN = 0) N
<FHEA~ TR GO IGTETE 598701 | _, ;%%Eé_if{f% e | o 4;%2%3_1%?% -
T AN TA—T T RE> ‘
RHRBRE 118 (%)
. 2120 4. %L > 598701 0.0~0.0 0.0~0.1
TEHREBRE 21 (%)
2904y, 85%L L > 598701 103.5~104.9 99.6~101.5
FElFR
(%) 598701 100 98.9
(2%E1#H)
598701 25.2 21.0
W (kg)
OV TV 2NT 7 vV P UBEEE 250meg INIG) AL B (KA
HRERIAH =3 N A
< HE > Ha B AR HF 60 7 Lx-hr
PR . -
" 5 0) By 5 0) HyoR
< FE O~ R D AGTR M 598701 | p ;%%E/f_i’f{f% o . 4%%%_’;”7{?% -
TANDTA—T T RE> ‘
EHREBRE 1| (%)
. 2120 4%, B%LLF > 598701 0.0~0.0 0.0~0.0
RHRBREE 2718 (%)
<904y, 85%L L > 598701 103.5~104.9 103.5~105.2
FElFR
%) 598701 100 100.1
(2%E1#H)
598701 25.2 25.3
i (kg)




O¥ I Y AT 7 BV P UMGESE 500mg NIG)  #Ef%E  40°C i, K%
BRI RAE I
< K> B A5 39 7
TERIN e R
y = 7@ /N 3 ;0) NS
TA4NhA—T 4 TEE> : ,
AREERRBR 1R
VS Ye Y Fodno 7o
pps | <120 DT L 220> 120 ST L 2ot | 120 3BT L 2o 7
HREEEREREE 2 1 CH7RD) o . — -
<60 4y LA > 14’36”~16’30 16°06"~1806
AR 11 (%)
Vis <120 4y, B%LLTF > 0.0 0.0~0.0
i FRHEORIE 21 (%) 97.1 96.6~100.0
<90 4y, 85%LL > : . .
i (%) ¥
<95.0~105.0% > 100.1 99
(2%1H)
HE (N) 171.7 176.8
¥ BTRBRICHTIEREER (%)

OV TV 2NT 7 vV VU 500mg [NIG

AL 30°C - T5%RH [HE¥:. Bk

AERTE TRAT I
< S > B A 3 5]
Ptk R I
< 60 LW > 14’36”~16'30” 1700°~19'12”
_ :g%gzzg%;%% 0.0 0.0~0.2
<90 4. 85%LL 1> 97.1 92.8~97.3
LB (o) ¥
<9?§iég§0%>> 100.1 98.6
65%%?E§ 171.7 183.7
X FREICHTIEER (%)




OB TV 2NVT 7 BV VUG IARE 500mg INIG) @i gt (KBRS
BRI H HaR O &
< Hitk > PR AAIF 120 /7 Lx-hr
[E7N

<P~ TGRS B O G TATE
T ANV a—T T EE>

site i M O RETE
T4 aA—TF 4 VT EE

e ks T O RREENE
T4V a—T 4 U TEE

AAEEEEREE 1R
VS Ye Y 2o T
e | 120 DRI THIEL 20> 120 2 THBE L2 p o7 | 120 S5 CHIBEL 2o
JERABRES 2 1 (7 F) e -
<60 4y LAN > 14’36”~16’30 14’36”~15’36
EWHRBRE 117 (%)
Vi M <120 %3, 5%LL > 0.0 0.0~0.1
. R 2 1 (%) o NP
<90 %y, 85%LL 1> : . ,
AR (%) *
<95.0~105.0% > 100.1 99.1
(Z%1H)
171.7 191.9
A (N)

X FRBISHTOEAER (%)

7. BARNERUVEBRRORESE
ERAA

8. AL NEAELL (MEBILEHEIL)

FARANA

9. K
(1)

VIV 2ANT 7 B Ve 260mg INIG) O, AARSR A EESBKRE 3 HIZED

ONTHBICHEA L TND Z ERHER SN TN D,
NEMEIZL Y, 50rpm TRERZTT O ,)
(pH6.8 : pH6.8 U v EAHE R E IR 2 F .,

(pH1.2 : AgaliRiES 1A MV,

SRERWVEIZE Y, 50rpm CTREREZ1T 5 ,)

s AU
FORE pH HiE F ] B R
1.2 120 43 5%LL T
250mg
6.8 90 7> 85%LL I




(2) FEHIEER 2

<HBSYRLIT7EYDUEEE 250mg NIG] >

BREIR S O FRRERER T A R T A EO—EIEIZ DWW T CE 1345 H 31 A [E3K%E

TR 786 &)

BRI

HWE - AARKRT EHRERE N PVE

[ElE O, ORERTE : 50rpm (pH1.2, pH6.0, pH6.8, /K)

e ]

- pH1.2 (50rpm) TiX. 1205371281} HEHFRIZE% LT TH - 7=,
- pH6.0 (50rpm) TIE. 120531081 A ERIZ8E%LL L TH - 7=,
- pH6.8 (50rpm) Ti. 3032 B T HEHFRII8BE%LL ETH -7,
- K (50rpm) TiX, 360728 1F DIRHEITE%U FTH- 7=,

ATREETMCBIT S (7207 70 D UBEE 88X

250mg| DIEUERIKITH 5,

(P HH )
BHE (%) pH1.2 (50rpm} EHE (%) pH6.0 (50rpm)
100 | 100 } ) - -
— S T T REIERE
80 r 80 r 250mg [NIG]
60 60
40 | 40
—_— T UL T T ) U ERIEI250mg
20 ¢ INIG) 20
0 ooe® & L g L L 3 0 . . .
0 30 60 90 120 0 30 60 90 120
B () B ()
SEHE (%) pH6.8 (50rpm! SEHHEE (%) 7K (50rpm)
100 | ) ) 100 }
—_— T LT T IBEFE250mg
80 TNIG 80
60 60
40 40
—— T LT T E U LRSS #T250mg
20 20 r TNIGI
0 . 0 oo e—0—9 L *——» .
0 30 0 90 180 270 360
B () B ()
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<HBSYRNLI7EYTUEER 500mg 'NIG] >
BIEIE S O EWFRIE SRR T A RF A L EDO—EIEIZOWT CERR 184E 5 H 831 H  EIEEK
TR 786 )

B S
HEiE AARERS BEHRBRE SR
[al#n%E K OFABRIE : 50rpm (pH1.2. pH6.0. pH6.8. 7K)

CHIE]

- pH1.2 (50rpm) TliE, EHERAN120501231F 2 VRO 120 F-EE 2 R 3718 24 70 B
K OM2043 128\ T mu@ﬁ’ﬂmﬁjﬁei*ﬁﬁiﬁ@ﬁ’ﬂmﬂjgﬁ%@ W IZ 8o 72,

- pH6.0 (50rpm) Ti%, HEHERFIN36057 12331 2 VA D 1200 )i HH =28 % 7= 37 X4 72 IRF AL
B OB607IZ I T, A g OIS SR ITAEE RG] D SRS HH R £ 12% OFIPHIC & > Tz,

- pH6.8 (50rpm) TiE. HEUERIHFI DA HZR340% K N85% A IT D 2HF I BT, AL DA
HH SR AT YRR D PR IR £ 15% DO FEPHIZ & o 72,

7K (50rpm) “Tl&, 3604712331 2 A fh O SEHJER HH SR I AR ERLA O SRR HH = £ 9% OFLPHIC & o 72,

Lk RSO 28 & R ERLA] (717 ¢ 20 EN $E 500mg) & bl U7 5 5R ., & CoRBRikic
BT MREEERSOEY AN RFENRBRT A T4 ) OHEREIEE LI,

(VA H )
BHE (%) pH1.2 (50rpm) BHE (%) pHB6.0 (50rpm)
100 F 100 F
—_—— S LT 7 S RS EEIS00mg TNIGY —_—— S 2L B D ISEETS00mg TNIGY
80 F & — 74 )L 7« VENET500mg 80 I = & = PHIL T U VENEE500mg
60 | 60 I
40 | 40
20 | 20
0 &Wﬁ#ﬁ%&:& 0
0 30 60 90 120 0 90 180 270 360
BFfE (7 BFfE (7
HHE (%) pHB.8 (50rpm) SEHE (%) 7k (50rpm)
100 } 100 |
_____ —— 3 AL T 7 EY U ISIEFES00mg TNIG)
80 r 80 ' — & — 7H)L 7Y VENEE500mg
60 I 60 I
40 BS5 YR T E Y L ESE§500mg 40 -
20 INIG) ) 20
- & = PH L7 VENEFS00mg
0 : : : 0 M:ﬁ:g——* Fﬂ n
0 30 60 90 90 27 360
BFfE () H%Fﬁ (’\)
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10. B -aF

(1) FENRELESR - AF. NE/RKRLESR - ABICHT51EH
LR

(2) A%

<HBSVRILI7EYTURELK 250mg INIG] >
100 & [10 82 (PTP) X 10]

<HSYRILT77EYTUEBEEE 500mg INIG] >
100 # [10 &£ (PTP) x10]

(3) PHEBE
Y LR

(4) BHROME

Wk 7e4 PTP 3

HI V2T 7Y |PTP

ARV E = LT gV A TAI =L
Wivihi 250mg [NIG) |Eo—

N R = ol Ay A 0 PN

YTV ANLTFEY D
. PTP : RVUtHfke =7 4L b, TILI=U L
JEVREE 500mg [NIG )

1. BRI ShEEHME
MM ER e L

12. ZDh
MG ST L

12



V. ARICEYSEE

1. DEXIEHE
BV v~F

2. PDEEXEHRICEHET HFE
FEEIN TR

3. HERUHAE

(1) RZERUVHAEOHEH
AENT, HRERA: & THORIEDBFBONBRWEEIERT L2 &, @F, Y7V ALT7 7Y
VrELTHRAL B E 1g ZHIBR LAY BEO 2 BN ERR OS5 5,

(2) RZERUVHAEORERE - B
BRI L

4. REBRUHARICEET SR

7T.RZEBRUVARICEET R

7.4 KFNL, @HE 1~2 » ABRICHENESNL DT, BRDENRERT L ETIE, ERE VG L
T DR AN TG L COERT 2 2 E R EE LUy,

7.2 minE TIL, & (0.5g. 1 H 1, &%) No&EEZFGT 272 EBEOREZBIE L7220
b, MEICEETLZ L,

7.3 250mg $E & 500mg HEDEMFEHFRIEMEIR RSN TV RN, BEfRFEHZ{ThRn &,
(fi#sh)

7.1 A#liZ DMARDs |ZJ& 3 %, DMARDs [32) OB BUCKEM A2 Z L, W% 1~2 » A% HKEIC
HENBENTL DOB—TH D, - T, AFOHERIE TOR, EIROER, PLoEERO
TOICHAERAIZ AT 2 ENEE LW LDt L,

72 VENOREGERGETH L L Lok, Mk ROEWERITARKFEE DL B2 b, F
7oA CIIE LSRR ORIE B O 7= DIk A2 L > TnD 2D Th Y | YREBEE L Lok
&) v~TFOHERDO—>THD THIOZDIE | #ZE LD THD,

5. ERERALAE

(1) BRT—a21\vH5—o
BRI L

(2) BEEEFR
MR L

(3) HERBERHER
MR L

13




(4) BIEMEER

1) ENEREERR
17.1.1 BN THEEBRERR (CEFREERHRR)
TR AR E LSk —H B RGBS Y v~ T BE 199 ] (77 ' REE : 100 B,
1g B : 99 fBI) THEM S, TOWBWFEMBIIRO LB TH D,
BB GRM R AES])

el S S ELL . R N
U RE HAE &t FE™
i U Bk Bk (%)
7R 9 7 14 31 8 1 1 71 22.5
B2 Ty
v U VU BTREE P<0.001
15 20 16 12 3 0 0 66 53.0
500mg
(1g #F)

) HE. Scheffé O BEILEMRIE  diERIT TkE Dbk
(ARANOHEROCHETH D 1g/B ORE D A i)
1g BECORIEAIL, 96 Bl 21 6 (21.9%) (2 30 3 L=, E2BIEMAIL, B - LR -
B T, B - HEES R, 38 - 2 - B4 FEThH o729,
2) REMHR
17.1.2 BN THRBRER (RPREHR)
) v~FHE 116l axtg e L, 5 207 7 B DU IBEEE 500mgl A 2 88 (5 Y 2L
77EUVV&UTQ)%%wkﬁ%&ﬁﬁﬁmﬁwf\%&ﬁﬁmlm@MW4w(&n%)ﬁ
4 L. EEERTRETH Y | 80 ] (69.0%) 78 52 M DOF G258 T L, ENI-ARFENFES b,
7 AN Y —OIEEIWWEREEIT G 4 8% X0 B EBGRTC I LA ERGE A R L, 52 BHEIZE N T
LR OFHED RO b,
BITEAIE, 112 Bl 34 ] (30.4%) 12 55 3B L7, EREIERIT, %95 - B - B 14 F, %
DFERE - DDA 4, e E 34, BECNR 3 4F, AR - L - < A 3HETH -T2 Y,
(5) #BFE - WBHFAR
MR L
(6) AEMER
1) EARERE (—REARKRE. HECARKRE. CARKLRAE), REFRFRT—4A
—RARE. RERFTREBRAROAR
U ERR L
2) RBRFH L L TEREPEOABRNITEIE L-AE - HROBME
% L7
(7) =0ttt
Y LR

14



VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
LY U~ F A (e RREH)
EE  BEHO S DG M OMRENTHNRFIL, B OEFIRL 2SR5 &,

2. RBER
(1) {EFAEREL - {EFRBF
THIlE, ~7u 77— IHEH L, TROOHENL DOV A b4 > (L1, 2 KON 6) PEAZ i
L. BV v~ FBEORERPUREAZIHT 5, S 512, BRI OIEMELCIAENE /L 01214
AR L, OB A MEKOTEEBREA LM T 5, Znbo—#oEMIcXY, B v~
FERFOBEICBIT 2 RIESBEIHEI L, i) v~FT1EHEZRT O EEZ XN D,
(2) EDHERMITLEBRRE
18.2 fn) o2 FIEMA
TYany MR (T ) S LTI A BREDN = T — 7 R BRI L TR
T (w7 R) ROVEESE (T b) 2Rl 9, £/, HABREACRERBRET L THS
MRL/1 ~ U AZEBWT, B EE L, W TECTHARIZE, 7« 7 U U R O AE
DIFHLEDOREIRE OMETZ I Lz 0, S 512, MfkmE IR G35 2% A mEROTEERRSE i
AxIH L2 D (invitro), —J7, EBRABME (T v ), HAMRKIETT LV (T v 8 IZEEET,
BRIEH (v R) bARLRRo T 99,
18.3 RFERICHT S51EH
~ U ABRIZ 1T D T A KAFHEURI 53 5 e i d 2 BRI s U, T Ml
FURITH T D IG A 21 E & A Il L7 2y > 7219 (in vitro), B Y 7~ F B KRS M) 25 40 i
SO IL-1 J O IL-6 BEAZHH L7~ D (in vitro), $£7-. ~ 7 APz % T filao 1L-2
PEAITKRE LT R MENER 2~ L7 12 (dn vitro) .
(3) eSS - B
MR L
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VI

1.

EVBEICEYSEE

meREDOHR
(1) ARLEDGOSRE
MR L
(2) BREBRTHRBSA-OPRE
16.1.1 HEHFERER
BN B T Y AT 7 BV VU GEEEE 500mgl $E, 28EFEIT 48 (BT ALT Y
YL LTO05, 1 FE 2g) AENENEMERFICHERR N5 L2871, /MEs bW S 4,
M7 PRSI 550 6 B IS i@ iE () 9~17 ug/mL) 123 L, R 4 Bl Th - 7= 19,
K1 AR OKREINT-HELOHETIV 7Y AL T 7Y D L LT 1 HREGE 1g 2F8 &
DY EH%D 2 BN pERAELETH D,
16.1.2 REHFEHRER
fEFER N BIEC YT 207 7 B D UBAERE 500mg2 §E (VT Y ALT7 yEU YL LT 1 H
1g) % 8 HRbEFROKE L-d ™2, IV AL 7 7 U P OMmETEEIL 4 A B S &
REICA D | Fef&iR 5 72 BRI IZ Mg 2 S FIEW I L7z 19,
W2 I EB G ABRIT 8 B E LTH 1, 8 AICHFIZEER 1,000mg HEIRE O &G, 5 2~7 B
500mgl A 2 [A] (8 Bf, 20 Ff) EOKEEL7=bDTH D,
16.1.3 EYF MR F1EHER
<HSYRILT77EYTUEBRE 250mg INIG] >
BIRIEI LD EWFIRI SRR A R T4 > (CERR 94 12 4 22 B [EIRFEFE 487 SHIH)

PT AT 7 B Y D UIGTERE 250mg INIG) 2 $E& 7 ¥ L7 Y EN € 500mgl #& (7
ANT7 7YV LTHTILE 500mg) &, 7 7 AF—/ N—EIC K0 RS IR R
OB Ui R CRREZ R IE L, GO EWERE T 2 —% (AUC, Cmax) (ZD\
T 90%[E R HITEIC THERHIRNT 21T - 7o fi . log (0.80) ~log (1.25) D#HPHNTH V. MiAlD
W ERIRI S PE D RS S Te 19,

12 r O HIFIANT T )RR

T 250mg [NIG ]

& FAINT 4L EN BEDO0me
i + PR, n=30

10

M B | g g/mlL)

0 3 6 9 12 15 18 21 24
%5 OBFMH (hr)
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YR NT A =4

Bh5 & AUCo-24 Cmax Tmax T2
(mg) | (ug* hr/mL) (u g/mL) (hr) (hr)
YTV ALTFEY D
- 500 51.6+=38.0 6.21t4.2 7.0+1.5 6.2+3.2
IGFEEE 250mg TNIG
7Y NT7 4 EN
500 55.41t41.4 6.7t4.8 6.5*t1.1 5.8+t1.8
500mg

(P E=FEAERZE, n=30)

Mg R N TNE AUC, Cmax 5 00/37 A — &3, #ERE ORI OEREEH + I 55 O 3R
KL > TERRD AR D D,

<HBSYRNLI7EYDUEER 500mg 'NIG] >
BIREIR L DAY PR SRR T A RT A4 CERR 912 A 22 H  [EIRSEE 487 2RIWR)

H7ANT 7 BV UGS 500mg [NIG) & 77 ¢ 2 EN 8 500mg %, 7 7 AA4—
—EIZEDENEN LEE (BT AL T 7D P b LT 500mg) BEEERA B ISR H a1
Behi U TP R L ARIR I 2 7E U 153 S - 3 Ehie 17 2 — % (AUC, Cmax) 22\ T 90%
(EHE X REC CTHEGHIENT 21T o 725 R, log (0.80) ~log (1.25) DO#FHNTH Y | WAIDOEYT:
HO IR M DS RS S ATz 1),

16

14 |

12

10 F

ISR REE (g g/ml)
[+ 2]

—— 5 A AT 7 UL R 500me [ NIG
e THOT 4 3 BN EESDOmg

T+ R, n=18

6 L
4 L
2_ IR I A N A I IR it Dt
0e A S N
0 2 4 6 8 w 122 14 16 18 20 22 M
¥r 5 B (hr)
SRMENHE N T A — X
58 AUCo-24 Cmax Tmax Tie
(mg) | (ug - hr/mL) (1 g/mL) (hr) (hr)
YTV ANLTFEY D
- 500 64.51t50.4 8.3*t6.1 6.11.3 6.21t2.1
fvasE 500mg [NIG)
7Y NT7 4 EN
500 61.0+=49.0 7.8+5.6 5.5+1.2 6.1+2.3
500mg

17

() HEHERZE, n=18)
MR AUC, Cmax 5500/37 A — &3, #ERHE ORI OEREAH + B 55 O #ER
R L > TERRDLAREMEND D,




(3) shmiE
ZUERR L
(4) BE - SfRAEOEE
1) BFEOFE
16.2.1 BEOEE
TR N BAEIC Y T ) AV 7 7 BV O U GTREE 500mgl §E (T AT 7 B U P& LT 0.5g)
REGRE Uca . 2EiEke & i LTy g iR B R R AR T irifE (AUCo-o) ICHEZIE <
BTV ANT ) ORINEITIIREFIC R DT D bR o7 13,
2) PFHIEDZE
(IVIl. 7. #HAEAEH] OEZH)

2. RMEERH/ 5 X —5
(1) BT
B L
(2) BUREETEH
LR L
(3) HEBEEH
A B L
(4) 7YFFVR
KB L
(5) A
LR L
(6) EDHt
R B L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
MUER e L

5. &%

(1) mi&-iEEIFTEEYE
MR L
(2) miE-RIEEIFEEYE
(VL. 6. (5) Fhs) DOIESER)
(3) Ait~0BiTHE
(IVIl. 6. (6) #ZLiw) DOEER)
(4) BEBE~NOBITHE
MR L
(5) ZotinB#~DBITHE
MER R L
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(6) MPEAHEEE
b MIUEE AT AHEER (In vitro) 1X. 99%LL ETH - 7= 19,

6. R

(1) KREBLLRUCRBERE
I 2ANVT 7 B UL, BRARGIZEBWTE A REMAR L U TN TR S du, KE 3R G
WCBWCTALTZ 7y BV Db 5T I B FARCHEISND LHEEINLD 19,
(2) REICEAE5T 58K (CYPHE) OHFE. 5=
CNEE R L
(3) PEEEMNROEERUVTOEE
MU ERR L
(4) REVOFEEOFTERVFEEL. FHELE
ZUERR L

7. EEit
FFRRABMICY T AT 7 U U UGESE 500mgl 8, 28EE/-15 488 (BT ALT Y Y
& LT O05g, 1g £721% 28) XN ETNEMERFH AR O G LizGA7, 5 72 Ktk £ TOJR
R B HEI R I 3~8% T o 7= 19,

ML AR OEKBENTZHAELOCHREI Y 7 VAL 7 7 P8 LTORA 1L BRGE 1g 2FI8 LD
Y RBED 2PN ERARETH D,

8. FSVARR—A—IZBHT S1EH
MR L

9. BNHEICKEKRERE
(Mvl. 10. WERE ] OHEEM)

10. BEDNDEEZETH8F
MR L

1. EDik
REER e L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2.BE (ROBEIZIFBELLZIN &)
21 Y7 7 AT U FOVEERANC 5 L isBuE OBEEIE O & 5 BE
2.2 IR AERE IR TIE AR [9.7.1 =]

(fi#E)

21 P77 Hl Y FARMAILEOTEFHTH L.

AFNIAENT 57 2 /% U FEE (5-ASA) EALT7 7y DYy (SP) IZhfREns, - T,
P77 FHIATY U FOLERRAN B EE OB O & 2 BE AR 2R G595 & BB E R
BENRHDLOT, ZNHLORFITITEG Lianz b,

2.2 7 7 HILBEOIFEFHTH 5,

FrAER, RHARER CIX, FERENSRA T, 7V v BRAGN TETIFEoE ) L e ViR
ERERT S, P77 EIL, EFDRETIIT AT I VMBS LTV AIERAR Y LE v
EFEL . EREL 72 E Y L EUBMNABAT L OEE. (L XBE, RIS, Ammon £, #
DM OTAZNIK VEIZ B ARILE K OEERENA DN L FAREOEFER) #2352 &n
bD, o T, FrAER, REARERIZITIRSG LN &,

3. PDEEXIHRICEET 5B L ZDER
BIE STV

4. AERUVAEICEET 3IEELZTDOER
(IV. 4. AEXOHEIZBEET IERE] 228 T52L8,)

5. EEGEFNIE L ZDER

SEELEXMIE

8.1 AANE, BHHEIY v ~TF OIFEICHneRRz R oEAO S & THEHT 5 Z &,

8.2 [HEABRICHE T, 1 B G & 2g TIT 1g [ LEWERRBRENAEICE -T2 b, KA
OEHIZE L TUIHEROCHEZ ST T 5 2 &,

8.3 AABHBAMARIICIX, M MEFORE (HMERDE 2 & Tefikl) . FFEEMRE K OB EER
BEFEMTDHZ L, HHEFIT AST, ALT OF L ERZEZ20E95 TR, IFERERESE, BE/H LD
NHZERBHY ., A2, BUEFRICELBZNNH DT, BHRIERE 0BT 5 L &b,
ERIC (BERBHBEYO 3 » AT 2 BENZ1E, kO 3 » ABNIX4BENZ 1E, Z0%IE3
H AT LI 1 D), MRFRE R OHEERAELZITO 2 &, £, aEEESE, x 70 —BiERE
. MEMEBRRO DN ZERHDHD T, BHEMREICOWTHEMMIITY 2L, [9.1.1,
9.2, 9.3, 11.1.5, 11.1.11 &H]

(fi#)

8.1 BV v~ (RA) 1%, BEBIEORIEZ ELTH52HMOBMERIEL M E L, HORERR
D—DL INTWD, AANL, HRERAIO L 5 ZHiERIETITZR <, RA ORERFTITHENT S
A L VIR TH D, £, — RIS RA BEOH Y 7~ FHN T 5 FRISHEITZEE T,
BRARSE RO A E ) DR GHNIRR IR 2 HET D MNENH D, E- T, +or7efkBri FFOEAh
Db ETHUNEHASNAZ ENVELINDSZ EbRLE LT,
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8.2 RA BBH 299 4 A RIRIZAKID 1 H 1g KN 2g 7 TR Zx R E LT 16 A& 5 L ERRGTT L
7ok —EEMILEGRBRICB VT, 7T AR, 1g B, 2g HOREHREBRITEAEN 19.4%
(19/98 #1l) . 21.9% (21/96 i) KX 48.0% (47/98 %) TH v, HAEMKIFHRFENWERAEHRD k
ANRRDBNT-, 2g BEOBRWEARBERIIMOBEL LB L CHEICHEL ., 1IgHTIX7T 78R it D
FICHEBZITRD N o72 3,

U EDZ EnbAANIT 1 ARG 2g TIXANEHARBENE 2D L L b, HEEORWEMANRE
THZENTRHRINDZ EbREHE LT,
8.3 AFIDEIWEM & L Tkl FiEE, BEENRE SN THY R - InENEETHDH =

EmbRi#E LT,
<BE>NERRE
L e b
L I ~6 # 6 7 A LA
IR SN
(M BRI & & e igts) | ©9 Eh 2 EMIZ 1 (8] 4B |3 AT 1E
JIFHSRERR A
R RE IR A AR TE W S e

6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBHE

9.1 AHHE - IEESDHLEE
9.1.1 MEEEDHLBE
(8.3 ZH]
9.1.2 [EXGEDHLBHE
BMERENEZ 2BENNRH D,
9.1.3 AMMEKERLI 4 ) VEOEE
BMERIENEZ 2BENNRH D,
9.1.4 )L a0—X-6-1) VEEBIKRER (G-6-PD) RZBH
AR 2BENEH D,
9.1.5 fhDEFIZx LBBEOREROHDEE

(fiA)

9.1.1 Y7 7 HHLBOREFHTH D, o, AFORWEN L LT, BAERRERR, ek
iE ., MR ERIESE O B R MEFEENRE SN TW5D, - T, MIKEEDH 5 HEEIAF Z2 %G
T5 EIERDEET ABENNH D LN BRLHE LT,

9.1.2 Y17 7 HIEDIEEFHTH D, K& MM EDBH IV LT 7 FNEHETH 2 FREMEN & D,
Wo T, REXMGEDDH HBHICAREELET 2 L AMERIEZETEZNRH D Z Enbid L
77

9.1.3 Y7 7 ANITBMEMBYER L 7 ¢ U VIEDIRIEZFHERT D Z LR HNTND, [ TR
BIERNL 7 4 U AEDBEFICAR R G T 5 EAMRERRZ2BZARH L bR LT
17)

9.1.4 7 a—2x-6-Y UgBKEESE (G-6-PD) KZIAEDFERITAEMMER M TH D, G-6-PD 23K
ZTBEBEBUUUINE T A OERTICE D RMEKNER EFFIZ~EZ BB Y) BRI VIR
RBIZR D, ZOX )RR THALT Al EOBIMIER O L 2 Az kb5 5 L, ~EZrE D
RE RIS K DA Y IMETE R & AL NE TRl &l Shvp alfetEnd 5 = &
M HFLH L7,

9.1.5 MDY EBUEDBAEIED &b 5 BE A Z 5 Lcha . A K 23 /RetEnd %
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bRt LTz,
(2) BHREREERAE

9.2 BEHEEETEE
[8.3. 11.1.5 M)

(fiE)
Y7 7ABLEOREEHTH D, £z, AFORWER & LT, BMEEE, *7 o —BERFEFO
HELRBEREENBRE SN TWD, o T, BEEDOD 2 BE AR LKL T 5 LIERNEES 2BZ
DD Z ENbRiH L,

(3) FritREpEERE

9.3 HigsEEEE
[8.3. 11.1.11 &MH]

(figsn)
A7 7 HEBOTEEFHTH D, o, AFORWER L LT, IR, IFHERERE, mEENRE S
NTW5D, o T, MEFEDD L EHIIAANZKGT 2 LIERPHEST2BEN R H 5 2 L bit#l
L7z,

(4) £HERREHT HE
BRE ST R

(5) Hhw

9.5 ITiE

A SUFEEIR L CW D RTRBME D & A eI G- L2 N Z EREE LU,

AHN OB ER CTIIETEAERIRD 5N TWHZRNR OV LT 7Bl (ALT 7 A NET V%)
TIIEFAEADRRBD LTS, EAFORFY O @EIC LY FrAaRICEE Y e
EARZTZENnH D,

(fi#s)
L7 FHIBBOREEEETH D,
KRN OB EBR TIIEATTAETIIRD BN TRV, AT 7 A MET V%MoY L7 7# Tl
BFEERANBDO LN TWEZ L, 2, 3TV AL T 7T DU KRR T 7 BV U0 (G0
PER OREAA~OBATHERRE SN TN D Z L IV Fdi L7z,
(6) =il

9.6 1ZELIF
I RS EDH I L,
BEFLAICBAT L, SURICIE ULt TRID D Dbz L OREN D 2.,

(figsn)
P77 FBOEEFEHTH S,
PIZIANT BV R RALT 7 BV D ORAAS~OBITERREINTWSZ L B F2
FYANT ) VOB GHEOBA AN LIRS T Y AV T 7 B Y D URERIC L D M
FINFEBL LTz & OWSNRE R DD Z L bRt LTz,
(BEZNLRETOETHNRE LXK
Branski D. et al. : Pediatr Gastroenterol Nutr. 1986 ; 5 (2) : 316-317 (PMID : 2870147)
<BHE>
KEVNERF RS IR A~OBITICE LT TIdE TH (1 6) o®ENH Y, —HMOARITITE
HHE2DHZENHLOT, BAFTORNBA~OEGITITEETEEH (TR THL FLIRO M
HIREZRET D) ) L TWD 19,
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(7) INRZF

9.7 INR%E
9.7.1 BEHAKRERNITHER
BHLenwZ s, BEUVALVIMEZEZTIE8H5, (2.2 B2HR]
9.7.2 RLIR. $HRXIE/NR
B PR AR 1 320 L T,
(fia5)
9.7.1 7 7 FIHBOEEFHTH D,
AW, KHARER TR, FFBRERRARIZD, Zv7 a  BREANTETEHOE Y L e L j#
ERERT S, Y7 7EIL, EFDRETIITAT IV EmIES L TWAIERAR Y LE v
AL, WEEL7-E U LB UMM AT U CREERIE AR Z T RTREE R B D T E DRk L7z,
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Ar7e 44 AZULFIDINE EN-TABS- sulfasalazine tablet, delayed release
HIF - Bik | Tablet, 500mg

INDICATIONS AND USAGE

AZULFIDINE EN-tabs Tablets are indicated:

-in the treatment of mild to moderate ulcerative colitis, and as adjunctive therapy in severe
ulcerative colitis;

-for the prolongation of the remission period between acute attacks of ulcerative colitis;

-in the treatment of patients with rheumatoid arthritis who have responded inadequately to
salicylates or other nonsteroidal anti-inflammatory drugs (e.g., an insufficient therapeutic
response to, or intolerance of, an adequate trial of full doses of one or more nonsteroidal
anti-inflammatory drugs); and

-in the treatment of pediatric patients with polyarticular-coursel juvenile rheumatoid arthritis
who have responded inadequately to salicylates or other nonsteroidal anti-inflammatory drugs.

AZULFIDINE EN-tabs is particularly indicated in patients with ulcerative colitis who cannot take
uncoated sulfasalazine tablets because of gastrointestinal intolerance, and in whom there is
evidence that this intolerance is not primarily the result of high blood levels of sulfapyridine and its
metabolites, e.g., patients experiencing nausea and vomiting with the first few doses of the drug, or
patients in whom a reduction in dosage does not alleviate the adverse gastrointestinal effects.

In patients with rheumatoid arthritis or juvenile rheumatoid arthritis, rest and physiotherapy as
indicated should be continued. Unlike anti-inflammatory drugs, AZULFIDINE EN-tabs does not
produce an immediate response. Concurrent treatment with analgesics and/or nonsteroidal
anti-inflammatory drugs is recommended at least until the effect of AZULFIDINE EN-tabs is
apparent.

DOSAGE AND ADMINISTRATION
The dosage of AZULFIDINE EN-tabs Tablets should be adjusted to each individual's response and
tolerance.

Patients should be instructed to take AZULFIDINE EN-tabs in evenly divided doses, preferably
after meals, and to swallow the tablets whole.

Ulcerative Colitis

Initial Therapy

Adults: 3 to 4 g daily in evenly divided doses with dosage intervals not exceeding eight hours. It
may be advisable to initiate therapy with a lower dosage, e.g., 1 to 2 g daily, to reduce possible
gastrointestinal intolerance. If daily doses exceeding 4 g are required to achieve the desired
therapeutic effect, the increased risk of toxicity should be kept in mind.

Children, six years of age and older: 40 to 60 mg/kg of body weight in each 24-hour period, divided

into 3 to 6 doses.
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Maintenance Therapy
Adults: 2 g daily.

Children, six years of age and older: 30 mg/kg of body weight in each 24-hour period, divided into 4
doses. The response of acute ulcerative colitis to AZULFIDINE EN-tabs can be evaluated by clinical
criteria, including the presence of fever, weight changes, and degree and frequency of diarrhea and
bleeding, as well as by sigmoidoscopy and the evaluation of biopsy samples. It is often necessary to
continue medication even when clinical symptoms, including diarrhea, have been controlled. When
endoscopic examination confirms satisfactory improvement, dosage of AZULFIDINE EN-tabs
should be reduced to a maintenance level. If diarrhea recurs, dosage should be increased to
previously effective levels.

AZULFIDINE EN-tabs is particularly indicated in patients who cannot take uncoated
sulfasalazine tablets because of gastrointestinal intolerance (e.g., anorexia, nausea). If symptoms of
gastric intolerance (anorexia, nausea, vomiting, etc.) occur after the first few doses of AZULFIDINE
EN-tabs, they are probably due to increased serum levels of total sulfapyridine, and may be
alleviated by halving the daily dose of AZULFIDINE EN-tabs and subsequently increasing it
gradually over several days. If gastric intolerance continues, the drug should be stopped for 5 to 7
days, then reintroduced at a lower daily dose.

Adult Rheumatoid Arthritis

2 g daily in two evenly divided doses. It is advisable to initiate therapy with a lower dosage of
AZULFIDINE EN-tabs, e.g., 0.5 to 1.0 g daily, to reduce possible gastrointestinal intolerance. A
suggested dosing schedule is given below.

In rheumatoid arthritis, the effect of AZULFIDINE EN-tabs can be assessed by the degree of
improvement in the number and extent of actively inflamed joints. A therapeutic response has been
observed as early as 4 weeks after starting treatment with AZULFIDINE EN-tabs, but treatment
for 12 weeks may be required in some patients before clinical benefit is noted. Consideration can be
given to increasing the daily dose of AZULFIDINE EN-tabs to 3 g if the clinical response after 12
weeks is inadequate. Careful monitoring is recommended for doses over 2 g per day.

Suggested Dosing Schedule for Adult Rheumatoid Arthritis:

Juvenile Rheumatoid Arthritis - polyarticular course

Children, six years of age and older: 30 to 50 mg/kg of body weight daily in two evenly divided
doses. Typically, the maximum dose is 2 g per day. To reduce possible gastrointestinal intolerance,
begin with a quarter to a third of the planned maintenance dose and increase weekly until reaching
the maintenance dose at one month.

Some patients may be sensitive to treatment with sulfasalazine. Various desensitization-like
regimens have been reported to be effective in 34 of 53 patients,8 7 of 8 patients,9 and 19 of 20
patients.10 These regimens suggest starting with a total daily dose of 50 to 250 mg sulfasalazine
initially, and doubling it every 4 to 7 days until the desired therapeutic level is achieved. If the
symptoms of sensitivity recur, AZULFIDINE EN-tabs should be discontinued. Desensitization
should not be attempted in patients who have a history of agranulocytosis, or who have experienced
an anaphylactoid reaction while previously receiving sulfasalazine.
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Drug Name Category
A —ANZ7 VT DA sulfasalazine A
(2021 4F 4 A #5R)
2% O

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)
Category A :

Drugs which have been taken by a large number of pregnant women and women of

childbearing age without any proven increase in the frequency of malformations or other
direct or indirect harmful effects on the fetus having been observed.
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