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Mesalazine Tablets 250mg+500mg “Chemiphar”

E)ER-EMSEOMSBICIVERTLZ L

2. B2 (ROBECEFZRELENTE)

2.1 EELEEEOHSEE [9.2.1 ZE]

2.0 EELTEEDOH HEE [9.3.1 2E]

2.3 KEIOFIN LBBIEORTEROH 5 8E (8.1 BHE]

2.4 Y FIBI AT IVEXIZT Y FILEBREHEICNT 58
BIEOMFEREOH 2 EEH [RXT7 VLT —%2HBT S

BENDH 5]
3. #8RE - K
3.1 #Em
HRFed | AY T DU $E50mg[ I 7 7 || AU TP U$E500mg[ 37 7 |
kSRl %an (HR) 295> (HR) 295>
(18E+) 250.0mg 500.0mg
RERY, TFLELO—R, BAFHEIOEL, HEEE
WAL | La—A, HLATA—=ZABNT T L, VT ATTYIY
B~ 73T h, BBKBRIET LI =Y L5
3.2 SFIDOMIR
7S [TV 48250mel 7 37 7 [ A5V 4E500mg[ 7 3 7 7
gk JREE~RIKEEOREAD DR &~ EEDRIET,
EMEET %o
ES NCP|||500 )
4t
4k am,
P FZ17. lmm
B 9.5mm %Eé 7.3mm
Es 4.8mm 5.5mm
HE 375mg 750mg
Ao — K NCP 239 NCP 500
4. MMREXIFZHR
BEEMXER (EEZR<). 70—-2K
6. FBENURE
GERMEXER)

WE. KAICIEAY S Y& LTIAL,500mg% 3[E 255
TEBREOKRET 25, ERHICIE. KBS CTIHLE
ODEEETBHZENTE S, B, Fih, ERICEKDEER
BT 545, 1H2,250mg#% LIRET 5, 72720, EEHIC
3. REIZIE U TIHS,000mg 22 I3 THRET A &
WTZ 5,
WE. PNRICE AT S Y2 & LTIH30~60mg/kg % 3[E]IC
ST TERBRORET %5, B, Ei#f, ERICKDEEE
BT A7, 1H2,250mg% FRET %,

(70—
WH. BAIIEAY S Y& LTIHL,500mg~3,000mg %
BENCA Y TREROKRST %, &8, Eff. ERICKDE
HFET %,
WE. NEICIEAT T Y2 & LTIHA0~60mg/kg % 3[E1C
SUTERBRORET 5, kB, Fi#f, ERICKDEEE
BT 5,

7. BERUHEICEET %EFR

7.1 1H4,000mg~DEEIX, HREMECHEEDEBEXR
BEE (BEBRARZKBL) ITHLTITY>LH>»EET S
L, [17.1.2 2E]

7.2 1H4,000mg#% . SEREIZEBA TRE L EoBL 3R
LTwizWwizd, BEOREEZ +F7EZEL. BARLIH
4,000mgDFE & L\ &,

7.3 BEIZ ATV VEBHIII LA E T HHEICIE. X
PSSV ELTORBREENPEIMNT S5 E2ER L., HIC
FIIBHAEEDE T L TLABEL P ICEREEADRE
WL CTIEERET A4 E, +HICERT S &, HH
RICEENRED S NBAICE. BEIFIET 250
Y E1T5 2 &0 [9.2.2, 9.3.2, 9.8 ]

8. EEREANEER

8.1 XY TV IBENER (FED, B0, TR, IF
BB %) PRI HIENDHO. T2, BEELRE
K 7a—VIRDVEARD TEHENDH DD, BENIR
OONFIBEITIE. HEXIZREZ T 57k St
BEITH>T &, [2.3 2]

8.2 MIEMB R SfESNTVELD, BEFRIZIZLT
FoUEOBRERESY —T 5%, BEORELZFHIC
BRI HE, [9.2.2. 11.1.3 &HE]

8.3 HAARRMEMD, FMEREAY, EEREIE. MM
DRES0 BB S5bNBE T ENDHBHOT, BESHEFILMm
BHEZITO 2. [11.1.4 8]

8.4 FF#2-2, FrieEfRE. BMESRESNTWVWALD. &5
FUIAST. ALTEOHHEEEZ ET=_Y -9 5%, BEOR
EE+DICBET S, [9.3.2, 11.1.5 &fE]

8.5 ERXD BHH5bNBH I ENHAHD T, BEHARFIZMIE
TIT—VYOREZITHZ L. [11.1.6 2]

9. BENDEREFI2EEICAT IR

9.1 S - BIEEEDHDEE

9.1.1 YSYRILT7EVUIVICHT DBHEDNH 3 EE
KA ZEFSIANLT 7Y I TT LILEF—ERDSHS
NEBHEICRS L&A, BNOEKRE T396$3
B (7.7%) 1252 FLENC 3B TA36F20] (4.7%)2 12
BHEOT LILF —ERDRO 5Nz FDO. TV
ZNT 7Y I TT ULF—ERDPASN-BEICK
BlZH59 555 13EET 5T &

9.2 BikgEEEEE

9.2.1 ERREREDHDEE
BE LW E BRENSSICENT Z2BEINDIDH 5.
[2.1 BHE]

9.2.2 BEEDET LTV EE (EELBEZENH2EE%E
<)
PRt ABIE LEHWER D 5N a2 BENNH 5. [7.3.
8.2 ]

3 FikaeEEEE

9.3.1 EERIEEDHZEE
BE LW E FEESSSICENT BTNV H 5,
[2.2 B8]



9.3.2 [HEEEDET LTV EE (EERIFEZENH5EEE
BR<)
REHBELEWERDN H 5 bNEBEZNNH 5o [7.3
8.4 %]
9.5 i1¥im
IEIRE SRR L C W BRI EEE D & 5 M IIZInE L OB
MW a2 EE S EHE SN BBEEICORBRET ST
Lo BAMCBWTHERICIEESR (HIMERFANE. /)
WRAE, Blll) ARELIEPRESN TS, LB,
XTI UOFMER (Fv ) TREFEEIRO N
TV B,

9.6 EILIR
BELEOEREROCRIRBEOESEE 2 EZE L. FAOMK
EEFIEEBET A&, b NRAFABTT A LS
HEENTWDE GHEATF—2)20, £7-. ERKROIES
WKWBWTHRICTRIPREE S EFMRESN TN S,

9.7 INR
HEOEH N Lt s R0 aSE2EE B L LTA
HlalHT 5 &, NEER MR E U-EERRERITFEN L
T,

9.8 &

BHE (Blx13750mg/H) » o5 25iET 54 CEE
ICHRET 5 &, —iRICETIMBE (BHEE. FFHRES) o
ERLTWS, [7.3 2]

10. 18E{EA
10.2 HAEER (HACERT S L)

HAH2% BRRER - IEE A% W - fEERET
FRA HRGEE (RE. \BYER (SV8) T A¥T
Jat 3R R~ UL, BV ORERS (300mg/kg)
AT 7 M|\ T LRCIERA A |ICKD. RERTINS A T
N ZTLAFT|Y) OEBERT | > OFHEINS A 5153,
T NE %o
AT uA RA
FLR=vuar
RY RG>
FEH AL %
THFE ) BEINFI D D Sb | AFNL, FA4T) Y AF )Lk
ANATNTVY |B2BENNHZ?, |TVAT 2T —EEEEZT
T HRE, INEDEHD
R#ZEET 2 EOMED
@%133'34)0
1. ElfER

WOBWERMH 65bNBHZENHBDT. BEE 71T
WV, BESRO SNIBEICEREEFIET 50 S E 4
WEZEITH T &,
1.1 EXZEER
11.1.1 HERE GEERH)
MIEERIRE (FREERIER A, Fhfgseen, Fhigse®.
R 26 H0-9) PRESNTNDDT, FE
. MRS, MEXREEENH 5 bNIE/RITIE.
BEERIELEYZAEEZITS &,
11.1.2 DERRS (0. 19%KR1) ™ . (DB =% (SHEEARA) .
BRpEs T (SHEERER)
M7k, Mg, DENBEED S 5 bNIBEIE,
G5 aHRIT 57 SHEL L ABEITS &,
11.1.3 BEMER, RT7O0—EEREY. SEEET. 2
BREES (WINnbHEEARH)
(8.2 ]
11.1.4 BETRMEAEM. AMEELD. SEENIRE (VI
SEEERE) . IVIVRIEAME (0. 19%Ai)
(8.3 ZHE]
11.1.5 FFR(0.1%R) %, FFHEEERRE (SR E) J&E (0.1%
ES
JF%¢. AST. ALT. v-GTP®D LR %% £ FFikae
EEHEPHLDNAZENDH D, (8.4 ]
11.1.6 E&BR (0. 1%RH) ™
(8.5 ZHE]
11.1.7 PEHM4REIRISERIAFAE (Toxic Epidermal Necrolysis :
TEN) (BEEAREH). BIRSHERRARAEIRE (Stevens-Johnson
FEIREY) (BEAH)

11.1.8 EEIMBEUEEIREE SAEAH)

WHIER & U THE ., RN A SN, FBICHEERE.,
U UONEIERR. HMERIEAN, fFERBKIEZ. EA) DN
HRERSE 2> BREOEELBEIERPHSbN S
CEBDHDH, 7B, B IALRATA A6 (HHV-6)
ZOTANVAOHEELZES ZENFEL, BEFIE
BLFE. R FRERESZOERIERS 20V
BT B ENHHDTEETSH &,

*%11.1.9 FUFPERIRESE (ANCA) BHEMER (BHERH)

FEN BEE. BEVE. HESO2FERP. KA (L
PEOERFE). B O(m). B (R, EAR) FOEE

ERPHEDLNDEZENDH 5,
1.2 ZOtDEIER
1%L E 0.1~ 1%k 0. 1% SHEANEA
d] ?E\%ﬁﬁﬁ\ﬁm\§W§w%w
kSR | THF e INME, NI, | KARE, B S - OFER - 8§
73I7—¥ LR, NEY) - D
UESONI-E AT 1N e (REF)
BACR. (EF.
OR%
JiFlE |AST - ALT -
v-GTP -+ Al-
P-EYLE
O ERED
JFRERTE
& JLT7F= - RIREE
FINAG - R 3
ryazazyro
L5 - REAED
EHREET
ks HIMEKEA, 475
2N Vil
Z DAt FeEN, TRV, FAED| M. BR[O < A SRR
. 28R |CKEA REED, HE
W, fgERE. 28
. L— T A
RRAE (R B2 |
CRPL#H
i) BIEFOFRBEE I, ENOBEKRBE X BERFTRRATOBRE

AbETEH L,

14. BRALOER

14.1 FERIZMFOER
PTPAIEDEHHIZIPTPY — bSO H L TR % &
HEBFICIEET S L, PTPY— FOEMKICED, BV
AP EBEREARA L, BICIZFEILE B LTHEE
HAREOEEROMHEEZHRET LI EDDH 5,

14.2 EEPRSEFOFR
AENGZDE L CIRAEETH 205, KA EATH
HZEXD, PETICIRAT AL, T/, AL S
BEMTIIRIT S &,

14.3 EFIRSEROER

14.3.1 RFOI—T 4 > THIOZF L)L a — ZIEKITRNE

D7D, EEFICHWLDDBAONEZ ENDH 5,

*14.3.2 XY VR oREY 2 ETRIE, REERRE

EERTAHERAICEM TSI EICKVRBEICER
TH5IENDH 5

16. ZEMENRE

16.1 MAEE

16.1.1 XU SIYVEREERU XA TS IV REOBEOROZS
R AICAY T T2 &L TLL000mg (XYY VR
A EE250mg 48E) XiF A ¥ Y VR, 000mg % 228
BEICHERO®RSG L L&, EMHHR/CT X — 5 13R]
DEBYTH 7=,

£l AYTIUREEII AT T Y VRS, 000mg % Z2RERC
HEREORE L & EORBIEOEYERE/ ST 2 —¥
ATV UBKEE (n=5) | AV I I UVFEE (n=5)
Crmax (ng/mL) 1,448.6+586.4 20,733.7+2,744
Tmax (hr) 2.3+0.5 0.8+0.1
Ty, (hr) 6.4+0.7 4.5+0.4
PR
16.1.2 XY S I VEKEE1E,000mg. 1B3E7HERERO
B5

BEERAIC A5 Y2 & LTL,000mg (A5 Y%
BegE2s0mg 48%) #1H3ME. 7THRERERRE Lz &



16.1.

ZMBFFROREAERORED THAN-7 L F L XY
SVV (TEFIE) BEIZEDICAEBLANICEREIR
REIGEL. (ANEREMERZRD sNED 525,

3 XU S Y VHEREE1E2,000mg. 1H2E6HERERDO
Bs
BEERLAIC A YT Y0 & LT2,000mg% 1 H2ME., 65 R
RERZROFTSG Uz &L EOEYEREINT A -5 1EFR2D &
BOTHo7,

K2 AV TV URMEEIE2,000mg % 1 H2E6 H
RERORS LI EEOEMFHEITA—%

RE(LfE 7 F Ik
HIERH |IHE (n=6)|6HE (n=6) |1HH (n=6) |6HE (n=6)
Crnax 7,189.5 7,242.0 7,676.0 7,385.3
(ng/mL) +5,093.1 | +3,334.5 | +4,671.4 | +3,142.5

Tumax (hr) 2.8+0.8 3.0+0.9 3.0+0.9 2.8+0.8

Tin

(hr) 6.0+3.8 5.3+1.4 7.942.7 5.8+1.4

AUC 23,065.7 30,563.7 44,063.7 56,552.5

(ng-hr/mL) | £12,961.4%! | +£10,722.4* | £18,400.0"' | +14,999.3*

P EHRERE
#1 : AUCou #2: AUCon

16.1.

(1

4 EYFHIEF R
ATV UEES0mg [ 27 7 | &RV F B EE2S0mg E
JURAF—N—IEICL D ZNEN2E (XAFTT &L
T500mg) RBERMASBFICHRERCEZERREORS
UCIEEFRREEREZRE L, BonEYEHE
8T A =% (AUC. Cmax) DWW THEHRIT 21T > 72
fER. WAIOAEMZRIRSE SR S i,

) HERIRS

HENTA=% HEINT A —4

AUCo-2 Cinax Tmax T2*
(ng-hr/mL) | (ng/mL) (hr) (hr)

X5 Y 5250mg
[ri77]

984+496 378+226 |2.7+1.3]2.12£1.92

B Y

250mg 946486 3324213 |3.1£1.7| 3.99£10.07

FHELFERZE, n=32
#:n=28

(ng/mL)

500
400
300
#® 200

100

(2

—— AHTIUEE50mg [ 37 7]
<. O-- Y FYEE250mg
P+ MRS, n=32

0 4 8 12 16 20 24 (hr)

B
) BERS

HENRTA=% SENRT A4
AUCo2 Crnax Tmax Tin
(ng-hr/mL) | (ng/mL) (hr) (hr)

AHT Y U5E250mg|  4,459.1 2,041.9
[r377] +2,233.6 | £1,278.8

4.0£0.8| 2.1£3.3

R 4,347.8 1,854.2

4.0+£0.7| 3.3%£5.7

250mg +1,826.7 | £1,140.2

FEMELFERZE, n=30

(ng/mL)

3,000
2,500

%

& 2000

*

x

£ 1,500

%

i

B 1,000

500

0

—o— ATV UEE250mg [ 37 7]
[ --0-- RUFF5E250mg
L PHE+EERE, n=30
: .
0 4 8 12 16 20 24 (hr)

i

EﬂﬂﬁEP(%JﬁﬂﬁUlCAUC\ Cmax%d)/\ei)l ’_yli\ *&%ﬁ
EHORR, R ORMEEL - FefEFORBEFICE -
TRZLWREEPH .

16.2 DRIX
16.2.1 REDE
BEEFRAIC A5 Y2 LT1,000mg (45 Y2k
MEE250mg 48E) A BBBEEORS Lz &, 2
BRI HEARREA LA T O 7 & FI)UE O I8 fh i EEHERS Y
BERT 2MERAZR LIz, BE5HEHE TCORFTR
UEAAADOFERICET 2D - 7259,
16.4 {Xz8
AP T I VEBRHIIHHEITAN-TELF LT AT x
T =LK o TEERNTT £ FIEICRBI SN 2%,
16.5 HEtt
ERRAIC AT S Y& LTL,000mg (X959 Ui
$E250mg 48%) EEBBEREOKRSG Lz & &, JoRf %
DORFHEMERIL, 28.4% (7 FIEE LT27.7%) T
HY. FERHREFRIZ50.0% (7TEF AL LT23.5%) T
Ho 7=,
A AT Z Y& L T2,000mg (XY T T VIR
#E250mg 8%E) #1H2ME. 6HBIKEROKE LizL &,
REHREREEE TORBRAPEMEIL34.9% (71
FIARE LT25.8%) Tdh 7%,
16.8 ZDfth
AH TV UEE00mg [ 37 7] & [EEPER SO
ETEBAI O ENFNREERBE T A R A V[ ITEDE,
AT T Y UEES0mg [ 37 7] 2 REEAE Lz L&,
BHEF LV RS EHB SN, EMENICES LA SN

7250,

17. BRIRBEHE
17.1 BMERURESEICRIT 555
17.1.1 BALEEERZ S ORREER
WO EBRE CEE S /- —E B R %
GUHEKRBE T, AV TV UVRBEEOMRSHES N
72189l DFRERIER OB R IO E BV TH B>,
#1 EERBER

_ 58" n FEE D EodiER
RV gl | BRI wams
g | 70~ | AERLLE | Sk 70.3%
B i 2,250 B3 (78/111)
KEG7 B 750~ 61 A LN BRER 1 91.9%
i 2,250 | Xix12n A (34/37)
: 1,500~ | 4BELLE | CXEmE : 54.8%
o TP | 000 | 100 (17/31)
1,500~ BIE : 90.0%
BR300 125 A (9/10)

# 5 HEIRH3ERS
EEEABEAICN LTI, —E SRR S
WTAY TV URBBEDERMENRD 5,

17.1.2 BRENEASHERER (184,000mgik5 &2,250mg
B5EDHE)
HBE @A ch%E (UC-DAIR I 7* 6L E8LLTR)
DEBUEREAEE (ERREZR) 1236205%E
LTy A5 Y U@HEE21H3ME2,250mg 11 H2[E
4,000mg % M RKEH S L. UC-DAIRI T DUEE
12D W T1H4,000mg# 5 D 1H2,250mg#k 51259 2
B2 R T 5 BEA(L - EE BRI TRM R
ZER LIz, ZOfEE, UC-DAIR 27 D% 5HIED
WEEICB VT, 1H4,000mg 5 01H2,250mgi 5
2T B ERESHIE S Nz (R2).
BIVE R FEBUERE 132, 250mg i 57T 25.4% (16/6301)
4,000mgi% 58 T21.7% (13/60f) TH -7z E72H]
PERE. 2,250mgi 58T RF B-NT £ F LDI L
aY I =4 —F (NAG) #i16.6% (4/6141). 4,000mg
BB TIIRHBNAGEML0.0% (6/606]), MmHE )
LB HEA5.0% (3/60f1) TH -7z, [7.1 2E]

# BEERE. ME. NESREIC K2 HEFRR. Efick?
LHFHE O FIEE 20~ 304 TA I 7T L. ARTL
722a7 (0~12).



#2 HARHEHEICBEI2UC-DAIRITONEE

N oy BERIZD
w5 | BR5SER | BEHRO |0
BER | mmes | wamiee| oz (FEEEDA
2,250mg -0.8
(n=so)#i | T0+0.8 | 6.1£3.6 |1 glo )] e
4,000mg 3.0 |1-3.4~-1.0]
Goome | 7.050.8 | 40229 (520 o

#1 1 HBEFEIXIHIERS #2 D HBEFFEIXIH2EERS

#3: PAEEERE  #4: FHE. [95%(EEXMH]

¥ tHE P<0.001

17.1.3 BN IERAZLKERER (1E1DRSE 1835 L
DLHE)
BREEE KB REENIF Z2HRELTAT TV
#HHgERIELE (1E],500mgXi32,250mg) XIE1H3
[\ (1E500mgi3750mg) #52AMKERE L. EiE
MERRICOWTIHIERSOIH3EHR SIS 58S
ALY 2 BERC ZEE BRI TR LB i % =
MEL7=e ZOFER. UC-DAIR I 7 TEHli L 7- EiEHE
BRIZBWT., 1HIEESOIE3EHR S ICHT 39S
WrEIEE N (F£3),
B FBESEE X1 H 1% 58 T5.9% (9/152f1). 1
H3[E[#% 58 T4.0% (6/14961) TdH -7z,

R3  EREERER

n FRAERE U7z | BARAERER 9
HERE BERER | Typpe g ()72 | BEEIZE (%)%
1H1[E 141 112 79.4 7.8
1H3[E 141 101 71.6 [-2.2~17.8]

#1055 SR IERE E TICHR L 20 - 72 HERE 5
#2 D BREERR (%) = (B Lo HBRE - #EREE) x<100
#3: 1%&@&5%—153@&5% [S%EFEX ] FELHE~Y—T >
18. EFNEIR
18.1 {ERERF
XY TV OFERERKEE L CEEBRREEERY.,
43 bY By (LTBs) EARBINFEHD. AAKRY
PN—TDEE(LER? . ~ILF F Y — L BEREETIE AL
F=&y (PPAR-y) {EE(LIEAY . #NEFkB (NF-«B)
EEECISIERS, AR S O 2 3 BEEEHIFIE
RS, M IMEEER T (PAF) £ABENFIER®, 1 >
y—uAF -1 (IL-18) EAEMFIERT &2 6N T
W5,
SEMEERICH T B1ER
In vitrolZBWT7 ) —FY ) (DPPHL) ZETl/ER.
BEELKRIEEEA. REERBR A+ VIEEEH. B
{LREEIEIER (n vitro. in vivo) HERH &N7z60,
LTB:Cxdd B 1EF
Ty MFRBERTOLTBLSEKZMEI L7 (n vitro)®,
18.4 BMPEFTIVICH T DEEHIHIZIR
18.4.1 BEMUXEBNIELIESIV

M v FEEBZEREFTVICB VLT A YT Y 2 ERS0,
100mg/kgDRFOHE TCHER ZBEENHIHREISZD 5N
7:68)0
T XADEN TS VERETIVICBWTIAT T Y
> EERI150mg/ kg DR 5 CHBE R BEMFIZIR IR
HHNTY,
J0—-VREHEFIV
Z v NTNBFFEET BT ATV ER50mg/kg
ORFOHBE THER G REWHIZNR I EBD 5175,

19. B2 ICAT 2EEENAR

—fRIEZHN 0 A5V (Mesalazine)

{b%42 : 5-Amino-2-hydroxybenzoic acid

372 1 C/HINO3

SFE :153.14

R ARIEAAE, WREXIHERABOM S
DHRERETH 5,
REIEKICHED THEFIT L. T4 /=)L (99.5)
IIEEAEBT 200,
A FIERIE T 5,

18.2

18.3

2

18.4.2

13 AR

20.

22.

23.

ezt
HoN CO:H
OH
BBV EDER

RANIREFRD T NICEET D &N D 2P NICENIF
AT

=Es
(APSIVEEB0Mg =771
1008 [108% (PTP) Xx10. BZEAIA D]
5008 [108% (PTP) x50, HZEAIAV]
(AYSIVES0mg (5T 7])
1008% [10%8 (PTP) X10. BI@AIAD]
5008 [108E (PTP) Xx50. #ZJEAIAD]
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S2607-S2624
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