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I. BEICEYTSEE

1.

2

FRFEDEE
AANE, BEAZ v DA VNERME 2 HRS & DR N EANMERILEATH 5,

(718 A7— MEE 100 1E, HETHRASHNERERKML E LTS Z A L, HKLOREBRTILEE
BRE. BEMRER, AWEREEERER 2 FEE L, 1996 4F 2 H 26 BIZAREZ RS, 1996 4 10 A 1
HICHRFE 2 Bsh L=, CGBRRE 698 5 (WHFn 5545 H 30 H) [THSE&GRHE)

1999 4 10 H 7 B, bl (SE B OfEER, HFESE 14 &£5F 2 HA 5 KRBIEGFH) on
FIUTH LY Lo & OFmHE R 2157,

2001 4 3 H 6 H., [t dfiiitERIER ] ORI RN BN E iz,

201247 H 12 H, EFEFEEL LD, Rieshx [HEAT— ME100) 26 [HERASZ v R A
JVEEHEEE 100mg THIE T ) ICZEHEOREZFT 20124 12 H 14 B bIRFEZRRIG LT,

A0 aRFEE

(1) AANT, BEAZ v b AV Z ARG &4 Dk 0 E AN MEERILERTH 5,
(2) EBRBRBMEHE LT, Yav 2y, 774 7% — W/MREA, ITHEEERESE, &E, s ) UL

3.

MIEAHRE STV D, (VL 8. (DEKRZREIEN & AMIER ] OEBH)

WA O SF FHFHE

(1) PTP v — MIE v Far ba—L &7\, 1T LS4, 68, Bea2ErRLT,

4. BEGAICELTEOT S5
T B 5 b
T B
B T | 74 b, Bl
RMP 4t
BIO Y A B MEEBE LT |
IR STV B B b
S R T 5o o "
(RIS T L 0 T FE A "
5. REEHRUTE - BALOHREE

(1) RB&EH

LR

(2) #E - EALOFHRER

LR

. RMP Ot &

FARANA




I. &WICEYTSER

1. B5EA
(1) M4
HAEAL b ATVEEESE 100mg [HET )
(2) ¥4
Camostat Mesilate Tablets
(3) &/FMDHARE
—RA LY

2. —i4
(1) M& (WwAE)
HEAHK v N A VERME (JAN)
(2) #4 (WaE)
Camostat Mesilate (JAN)
(3) RT L (stem)
B H BRI E S - -mostat

3. EEXANETRERX
e

+ Hs=C—50:H

4. HFRRUDFE
4313 C20H22eN4Os « CH403S

7B 494.52

5. 24 (M) XITEE
Dimethylcarbamoylmethyl 4-(4-guanidinobenzoyloxy)phenylacetate

monomethanesulfonate (IUPAC)

5&S

6. {BER4A. fla. BE.
ez L



. HHEP BT SHER

1. MELEMEE
(1) MR - K
FEOREF IR REOBM R TH 5, (TR WIER < BRITFEWD,)
(2) BT
AKIZRREETFITLS K, =& 7= (95) IZHETIZK LK, YZF Ao —FMZIT & A LT R,
(3) WiEtE
YERR L
(4) AR (SRR, K. BER
Bl A 194~198C
(5) BIEEMMEN
MUERR L
(6) HEFRHK
AR L
(7) TOMDOELTRIEE
MUERR L

2. HHRAOEMEHTIH T EREN
LR L

3. AYVRSOREREERE. EEE
(1) fesdaBRiE
1) BEKE
AREOKFRIZ 1 - F 7 b= ARBE OV T v FAVRIEEMA, KBTS & &, RIRGaE 2T 5,
2) EA TR E VA
AR DKEFRIZ D EWIXA T FVERIE L, RO AT ML ERBDOBIAT SV T E A
Z o B A VVEBEEREER I OWTRBRIZEME L TR LN AT A ZHERT D L&, MIBEDANY
ML =R D & Z AIZFERRDOFRE DWIN 256 %
3) EMESUS
flE A SOVERHE O EME G (D) E T D,
(2) EB&EEL
Wk a~ 777 4—
FRER © SN EE G
BEME : A X )= 1-~TZAVKRCEET N ULAER, 70 VVEEET N D LK, B
IR



V. RAICEIYSIEE

1. #Ifg
(1) #HRORH

T AN —TF ¢ T

(2) RHDONHER UtER

AR7e44 HEAH v N A TIVERMEEE 100mg [ H[E L
I T4V a—T ¢ TR
£4 5 A
.
i =
E£ (mm) 6.6
EX (mm) 3.5
H& (mg) 115
NN=El N " 207
fE o R @207

(3) #Aa—F

(Mv. 1. (2) WAIOHE KL OPER ] OIEBR)

(4) RFEOYE

(Mv. 6. "WAIOKFEREM TR 2LEN] DHESM)

(5) Z0fth
A Lz

2. RAEDOHER

(1) APRS (EERD) OFERUVFMNA

HR5E44 HEAL v b AT VEREEEE 100mg [HIE T )
. 1 FEH
HEhE sy NP
HEAHL v b A TVEEN 100mg
—— JOaABNAT—RAF RN TA, RERNY, ATT VUV~ XL, X
. LI e TrAan—R w/ad—L 6000, BibFXL, HAFTAay

(2) EREEZEORE
MER R L

(3) BE
MR L




3. BRtERRADHERRUVERE

AR/

4. Ff
Y LR

5. BAT DHREIED % S XMW

B R L

6. REDEEEHRTICETEIREKRY

(1) Imdats
AR E H ;- 2013/5/17

Ohn#EzER  40°C » 75%RH [E#&miEEie (PTP &%) ]

HIEE B =R PRAFHART
< HHE > FHe BH A 1% A 3% A 6% A
PER CI23A1
<HGBOT 4 Vha—F 4 | CI23B1 ik ik WA ke
T BE> CI23C1
B CI23A1
(EMOG, IR EERI| CI23B1 ik — — A
Ek) CI23C1
MR R CI23A1
(B~ o7 4—) CI23B1 ik A A WA
<¥1> CI23C1
; CI23A1 89.9~94.5 88.6~94.0 92.2~94.3 90.8~94.7
NN | 0,
- SﬁEH @80(0//2&> CI23B1 88.3~93.5 92.2~95.3 91.4~95.3 88.7~93.9
7 ? CI23C1 91.2~93.5 91.7~93.8 90.9~94.5 91.8~94.9
. CI23A1 98.1 99.4 99.6 99.6
PN =N 0, X9
- 92 ?)'i(lf;; 0% > CI23B1 97.8 98.8 99.6 99.4
' e CI23C1 98.0 98.2 99.7 98.7

*1:

K2 REITHT 2EAER (%)

(2) BoIRRIEOLENE

SRR FE IR - 2006/11/1~2007/2/28

AREHAR N GFTeEAR v FUAD XKy M, FEEEPO/ONT ARy b Ly an

Ot 40°C Y, [ A ]
ERIE H =RV PRAFHIA
<> & B AhIRE 2 i 14 A4 25 A 3% H
PO e v it Bt
- v ha—h | )vha— k| )bha—k|)vbha— k| bbha— |
<HBEDT 4 Lba— R EE> - - - - -
FEEFABR n=2
(Hgrsa~ 777 4—) | GO06B2 ke ST ke ke pERey
<H1>
EHE (%) n=6 GO06B2 101.1~ 98.4~ 95.2~ 91.6~ 92.1~
<304y, 80%LL > 102.9 103.7 97.5 95.0 94.3
a8 (%) *2n=3 c00eB2 | 1017~ 101.0~ 102.1~ 101.1~ 100.1~
<93.0~107.0% > 103.2 102.8 102.7 101.7 101.0
€ == 80.8~ 102.3~ 72.3~ 112.9~ 119.5~
fEE (N) n=10 GO06B2 95.3 113.4 78.7 124.7 128.6

*1:

K2 FREITHTDEAR (%)

AREBHAR N R EAR v PUAD XKy M, FEREPO/ONT ARy b Ly an




OMadE  25°C - T5%RH G, B
RERTEH =N PRA7 I
< HHE > FHe B A6 2 1 1#%A 2% A 35 A
PEgE HBO7 4 | ABRO7 4 | ABROTY 4 | HEDOT 4 | HAD T 4
CEHGBOT 4 AT — NS GO06B2 WAi~b WAi—b WAi—b WAi—b WAi—F
7 7 7 7 7
HEEEER n=2
(#fgrn~r~r774—) | GO0O6B2 SNy A A A A
<H1>
e (%) n=6 GO0BR2 101.1~ 98.7~ 94.7~ 90.9~ 92.2~
<30 %y, 80%LL E> 102.9 103.9 96.0 93.9 92.9
G (%) *2n=3 GO06B2 101.7~ 101.9~ 101.4~ 99.9~ 100.2~
<93.0~107.0% > 103.2 102.6 103.4 101.9 100.9
(25 1i) 80.8~ 76.8~ 72.3~ 109.6~ 112.1~
HE (N) n=10 GO06B2 95.3 83.9 89.4 117.8 123.3
K1 AEHARO OB ARy NUAND ARy ME, BERBNOEONZ ARy F LD EL 2
X2 KRBT EIEEE (%)
OfEmAE  =|IE (K 25°C) - BREH 120 5 Lx-hr [D65 i, KBRS
FRERIE H =N KRG
<JHH > Ha BH AR 40 5 Lx-hr 80 5 Lx-hr | 120 /7 Lx-hr
PR GO0GR2 DT 4 IVANABEO T LIV AABD T 4 IV AARD T 4V
<HAHBDT 4NV a— ME> o— BE o— b o— b EE o— M
R n=2
(g7 au~ 777 4—) | GO06B2 ke ke A ke
<H1>
e (%) n=6
<304y, 80%LLE> GO06B2 | 101.1~102.9 | 94.2~102.8 | 98.9~100.9 96.9~98.9
i (%) *2n=3
<93.0~107.0% > GO06B2 | 101.7~103.2 | 100.6~102.9 | 99.0~102.9 | 102.5~103.1
(ZEE)
FE (N) n=10 GO06B2 | 80.8~95.3 79.8~99.5 81.5~91.3 87.3~94.9
K1 BHR N DRI EAR Yy PSSO ARy MI, FEEREP OGO AR Yy PR R v
X2 RREICHTLHEEE (%)
7. RRERUVBRBEORES
A% L7g
8. thFEIEDEEELL (MEIELFENEIL)
(TVIL11. @ FoirE) oEBR)
9. Bt

(1) ¥EHIBRE
HEAL >y N AV VERIESE 100mg [HIE T 1%, AARIERGIMNEELHFHEE 3 MICED LN VERL
v N A SUVIBESEDOVR B ICEA LT D Z E R SN TV D,
BRI /K 900mL Z FVY, 7S K/WEIZ LY, 50rpm Tkl &179)

T S
TR R E R TR H =R
100mg 30 4y 80%24 L




(2) FEHIRER 2

RIS DALY FERIRENMRR T A BT A VHEO—HUIEICSOWT (PR 18411 A 24 H KR

FAFEE 1124004 )

R S

iE  BARIERS  BWHRERE S RE
(IR K OB IE © 50rpm (pH1.2, pH4.0, pH6.8, 7K)
CHE]

- pH1.2 (50rpm) Ti&, FEAHERGIKROARMITE HIC
- pH4.0 (50rpm) Ti&, FEAERGIK AR GIT L HIC
- pH6.8 (50rpm) Tk, FRERA L OAMIT L bIT
< /K (50rpm) TiX, HEHERAF|L ORI E HIZ 15 23 LINIZ ) 85%LL FIgH L=,

15 43 LANIZ S 85% LA FisH L 7=,
15 43 LANIZ S 85% L FisH L 7=,
15 43 LAPNIZ YY) 85% 8L i Lz,

LA AL DOV 2558 2 AR VERLS) (7 A A /X 8E 100mg) & Fefie U725 R 2 CoRBikiZ s\ T 1%

FEE IS DA AR FEERER AT A R T A ) OHEEEITES LT,

(P HH )
BHE (%) pH1.2 (50rpm) BHE (%) pH4.0 (50rpm)
100 | 100 }
80 | 80
60 r g 60 - Ll e—HERGY LAY
40 ¢ o) —e—NEREYFAVLE 40 | , JLEAESE100mg
1548100mg TBETI ] ’ THET]
20 = & = 744 /8U4£100mg 20 s - & = JAAXUER
______ 100mg
0 = L | 0 ===
0 5 10 15 0 5 10 15
B (9 B (59)
AHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 | 100 |
80 F _ 80 |
A 4
60 —e— HERH Y FAY 60 ) —e—HnERBYFAY
JLER1E££100mg | 4 JVERIE$2100mg
40 rBET) 40 e rBET)
20 -t = JAAINUER 20 4 -t = JF AR
100mg - - 100mg
0 f===== 0 === ‘ ‘
0 5 10 15 0 5 10 15
BER (93 B (53)
(n=6)
B - A%

10,
(1) FRMIRELGER - BF. NEIFRKRLER - AEICEHATLHER
L7
(2) aE
100 &£ [10 £ X 10 ; PTP]
500 &£ [10 & X 50 ; PTP]
(3) PREE
LR
(4) BHROME
PTP ARV E= LT 4V A, TILI =L
to—: R 7L 7 LA
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12,

AR SN2 EME
BRI L

ZFOh
MR L



V. ARICEYSEE

1. PEERIIHR
OBMEERICH T 5 EERDER
Offf kMR E R

2. PREXEIDRICEHETIIE

5.REERITHRICEET HEE

(BIEERICH T 5 EERDERR)

51 BiEWsl, #e, EREORFHIRE LELE T HBMERROEIELZ ARG LT &,
(FRFERERER)

5.2 HIROMRIZ X D W RSFIERERITIT, AFODRPIF TSRO THEA LN &,

(i)

5.1 1B VEIES O BHAE B CIIMEIN IR RE 2 L L 72\ & OFLEN S, BIRWS], Hif, MRS LA
RFRE SN TEY, BOFOEGIIRAT 5 Z & AERPHERRIL & 72> T, BERO W Z et
ZRREMEDN B D T DR E LT,

5.2 Mtk it E R, BRMEIOZ: L THEMHIICE N THL T H U O LIE ORI LY
250, < — 0 HURGYHIERER TIXHROUGN ERRE & 72> TV D ATREtEDR & 5
DTRRIE LT,

Ul
oIK

3. AERUVHE
(1) BERUVAEOHES
(BHEELICH T 52 EKROFRAE)
WH 1 HEDEAZ v b AVVEERE L LT 600mg % 3 B2/ CROKET 5, JERICK v EE
BT %,
(R RERER)
WH 1HEIEAX v b AIIUEREE L LT 300mg % 3 [BIZ/3 T CTRRICRN&FE S35,
(2) RZERUVHAEORERE - B
MG R R L

4. AERUARICEET 5EE
RESI TV

5. ERERALAE

(1) BET—aNn\wFr—o
ZUERR L

(2) EREKZEEFER
MG R R L

(3) AERGERFERR
MUERR L

(4) BEEMEER

1) AREREERER
U ERR L

2) REHER
ZYERR L



(5) BF - WBAFR
MR L
(6) ammER
1) EARERE (—REARKRAE. FECEARERE. SARGELRAE). RiER
—RRE. RERFTRBRAROAR
MR L
2) RBRFHELTEREFEONBRIIREL-AE - RROBE
LR
(7) =0ttt
(IBIERER (S E 11 5 SEER DB
17.1.1 BER-_EEREESER
PBMERES & x5 E R IERGRBR 21T\ BERER O FRER TH B 10, JRT X 7 —EfE, Eil
WM, S OSBRI T, et IREE & i L CHB O 2GR Hiv, ARAERHE STV D 9,
17.1.2 ENERKRER
PBYERESR A xb g & LTz ZE B RGEER & & OB AR ARBRIC I\ T L R R, G X T — B,
JRT 27 —BEHEDIEROUGENTRD i, TOHARHEIL 48.9% (155/317 ) Th 5 319,
(iR PREREL)
17.1.3 ERBRKEER
i RIER 2R E L “HEBERLERR 2 50RO T, AHREICE VOB A,
MM EOSERBD DAL, Ho, Mo, ML, MRS o B iERdENIRO B, £0
BhERIL 82.0% (132/161 ) T 5 1919,

m

BT — 8~

<
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VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
ENEpAy SIS
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. ¥BEER
(1) {ERERL - VEFBFF

HEAL v N A IVERHIFRR OG- T T ER DO = U ARGR, BIRR. BEMER M OMfIA R

TEH L., ZOBRERIEMZ T A0 HE URETTEZ If] 200 2092 2 L1220 | BIERER O RIEE

WK EFEIG OB N T 2 7 —BEOKFEICHENIRBDENTND, Fio, itk RENICHFT 5

LF D N 7o U ERE 2T 52 LIk IRBRTRERIEROWEIZHRENRBDO N TN D,

(2) EDZERMIT SRR

18.2 ZIHEEH

18.2.1 EHNREREEER

DRV T, mfEHYV 7L Ay, TTAIL, hrr By, Cir, Cl =AT 7 —FIoxt LT
FEVEM AT (nvitro) 28, —Ji, X7 VT F o, WA Y 7 A AR HHFEERIZEE <,
a—FF RV TV, TV TurTLy, BITAH) FaTT—8, BT FAITFH—
Bloxt L CIiEEA 2R S 72 (in vitro) 29,

F7-. BROBGHEOMPIEEREY 47T = ) ROV A NVFF)T7 = = VL, 1RIEDE
A By N A VVIBRIEIZILECT D IREEE 2B 5 (in vitro) 29,

@7 v MZ 50~500mg/kg Z &N 2 & HEEEMEICFOR ) 7o v 577 A U5k
DT HRMe EADBHED D 29,

F 7o, BEREECALZ 200, 600mg A% #5325 & HEEFMEIC P HT U 7 LA AEED ER R
B bis 27,

18.2.2 ¥ =V ERRICHT HEEEHA
46 COIRAKPITIR L= T v AR ORETRIEBRICEB VT 25, 100mg/kg #0535 &, =4
W DWEREE Z N Eh 32~41%. T0~8T%H|9 % 20,

18.2.3 HE - RBRICNT HHEEEH
RS TCHEIRRBIC & 5 7 12 50~200mg/kg Z#% M #5925 & Clot lysis, FDP EA KT b
v U O IER A B AR L, i A S8 5 20,

18.2.4 EEREXITHIT SR

@WAFHEC IR & N U 7o s RS NICTEA L CIERR L 72 EBRIELR 5~ M 25~100mg/kg %%
O#54 258, ARIKFIEICHEREZKT S S 29,

@+ RGN —TIC L VB L2 FERIKER T » & (bmg/kg) MO/ X (10mg/kg) 12+ 6%
WG 2 &, REGOHBLZMKET 25 & &b, M & ANMEERIEIED R Z20H L, BT
REKTIHES 29,

@2V REZATHE LYV AL TF A= OBHIZEVER L= F 4= FERIC 20~
300mg/kg # 1 H 2 B A& 5925 & HIHAN DR AN MEERIEED A ZME L, BEEEET
e A4 30)0

18.2.5 fiikMMERERETIVICHT H4EH

D7 v Mg AEERAET BT, 100mg/kg 2 1 B 2[E#i#% 2 A HS 5 AR OKRES4
DL RIERERIEI A A Il 2 22,

@1 AW RIER T T /BT, 50mg 2 1 A 3[4 14 AH D 14 AMROEG T 5 L,
FEOV DL A KO MLEONRERIFT L2 8E L, IR AR 5 30,
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®7 v M IHMEAERTT LICEB VT, 100mgkg 2R O#%K 5425 &, 7050 EE LML
WHO R 7y R E 81.8% T 5 22,
(3) {EARBNGME - ks
MR L
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VI

1.

EVBEICEYSEE

meREDOHR
(1) AERLAEVWGOLPRE
MR L
(2) BERERTHERESL-ODRE
16.1.1 BEEHE
fRRERA 5 BlZ 200mg # ZEMERFIC AR N 532 & IEEREW TH L 4-4-7 7= ) Xy
AN X)) T = = VEEIE O MAFE PR T84 5% 40 3 TREICEL, £ OREEIL 84ng/mL T, I
BEHCEEENIR 78 5 TH B 20,
16.1.2 £YF MR F1EHER
AW A SRR I B AR BR AL E (WEFD 5545 5 A 30 H KSR 718 &)

TEAH v N ATOVEEEESE 100mg [HET ] KOV7 A A /S8 100mg &, 7 8 A4 — S—ikiZ &
DZNEN 28 (WEAX v b AT IUIREE L LT 200mg) R A IS H R B mlfe 0 &% 5- L Cif
BERIEMEREM (4-4-7 T =2 ) ROV A NF X)) T = = VEE) BEAZIIE L, 557Ky
RE/XT A —% (AUC, Cmax) (ZDOWTHFHIENT 21T o 7o fE R, M4 O A W21 A S 3 s S

7= 32),

HYERE T A —F

HE/NT A—H BENRTG A —H
AUCOﬂS Cmax Tmax tue
(ng * hr/mL) (ng/mL) (hr) (hr)
HEARL > A VIR EE
85.39147.42 46.06+28.95 0.85+0.24 1.10+0.46
100mg HET
7 A /X8 100mg 85.94+58.45 51.34+36.08 0.79£0.20 1.08+0.41

(2 $2# 5., Mean+S.D., n=16)

(ng/mL)

80 1 o HEZXZ vy MAYIVEEESE100mg [HETL]
i T -t- 7 A4 7% $E100mg
% 604
S 28T 5, Mean*S.D., n=16

8
BFfE (hr)

HL[E$ 5-1% 0 i e 3L e FEHERS

MR NS AUC, Cmax 5 0/37 A — & (3, #ERE ORI OEREIAHL + B[ 55 DRk
R K> TRRDAREMENRH D,
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(3) =i
B R L

(4) BE - fftHEOREE
AN -2/

2. EYEERB/INTA—S
(1) fBAE
MUERR L
(2) BALERETEH
U ERR L
(3) HEEETEH
MR L
(4) UYFS32R
MU ERR L
(5) HHEE
MR L
(6) Tttt
MR L

3. B&H (REaL—>av) #H
(1) A&

B E R L

(2) RS A= EBHER
B R L

4. R
BRI L

5. 9%

(1) itk -FeiBE P& @ tE
Pl v/
(2) Imi&k-fadkEaFE &
(TVIl. 6. (5) iftm) OIEZH)
(3) Ait~oBiTiE
Pl v/
(4) HE~DOBITHE
MER R L
(5) ZofioBm~DBITHE
MMERR L
(6) MBFEAKSE
TEMERE 4-4- 7 T =2 ) R ANF X T = AF i L . TR EICREZ T p- /7 =
JRBAFBRIL, M T 20% 03 % LRI FEAE LT D 29,
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6. fti

(1) REEPEIR SR BHRER
HAEAHL b A IVERHIE T VR B AT VISR S TR 4-(4- 7 7 =2 ) X
VIANEFR )T = S VEERRICIR Y BRI 47T =V ) RREFBRICE TR RSN D 39,
(2) REICEAET 8% (CYPE) OHFHE. F5F
BRI L

(3) VEEBEHROEERUVZDEIS

MR L
(4) REPOFHOERERVEEL, FELE

(TVIL. 1. (2) FGRABR CHER I N ML P IRE ] OIEBIR)
7. BEitt

TERERA 5 B2 600mg ™ Z ZEERFIC R O 592 &, RPEIZIZEA N 47T =2 )%
BEBTHY., VED 4U-TT7 = ) RV A NNFAR)T = = VEFEN RO bz, #5#% 5~6
REH ClE & A CHRt & v, #5-1% 24 Rl CORFP~OPE=RIZZ I 20%, 0.8% Th o7z 27,
E) AAlowEE 1A HEE 100mg XX 200mg TH 5,

8. FSVARR—A—IZBHT S1EH
MR L

9. BNHEICKEKRERE
MR L

10. BENDERZETH8F
MR L

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

1. EERREZTOERE
EIN TN

5

2. ERHABLTDER

2.BE (ROBEIZIFBELLZIN &)
AHN DAy (%t LidioE OBEERE O & 5 B

3. MREXIHRICEET SR EEDEH
(TV. 2. ZEESUINRICEET SR 224052 L.)

4. AiERUHAEBICHAET 5EELZDER
BRES N TV

5. BEEREXRMNITEL ZTOERA

SEELEXNIERE

(ZhekiE)

81 EELEN U VLAMIERH LONDZ ENHLHDT, MIFBEMEMELTTO Z &, [11.1.4 ]
(R RERER)

8.2 JERDUEN AL NR WA, BHIChlzo TEBAREEE LN &,

(fiF75)

8.2 WL WM RICAHK 2 G- LIz a . ERIZIE UGk F k2 13 5,

Ul
oIK

6. BHEDEREAITIBEICEHTIIERE
(1) AfHE - BIEEFOHIBHE

9.1 AHHE - IEEFOHLHBHE
911 BHEEZRT SHBE
RIERNRH LS 2D,

(2) BREEESRE
BEIN TN
(3) HHEEESRE
BE STV
(4) £HERREHT HE
BE STV
(5) Hhw
9.5 ITiE
Iha AT L TN 5 ATREME D & 2 Ze PRI i, 169 EOFEIENERIEE LA 5 Ll S 256
OB DH L, £, KERGEZBTHZ L, b hOBEED 40 % (400mg/kg/H) Ll E%
B LB ER (7> 8 TREAEEOHEMOMEINHRE ST 5D 39,
(fi#sh)
T ERICB W T, JRIEBATIEIRS . amrE, TRIEBSEERITRD oo 7o hy, BT v b
(2 400mg/kg/ H 5 L72B8, MR IBIRE O MOIH 23580 b2 72 0% E Lz,
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(6) RELiw

RE STV

(7)) MNR%E

9.7 MNR%E
AN et G & U T2 B ER R BRI I LT 2R,
(fi#EL)

AN (15 BeA) ~DOARFNOHEIEGNI D72 < REMEDPHESL S TORN I ENBERE LT,

(8) EinE

7.

FEEIN TR

HEER

(1) tRERELZTDER

BEEIN TR

(2) ERAFEEETDER

(1

BEEIN TV

. Bl{EA

1.8/
ROBWER DR B oD ZENRHLHOT, BlEZ 7TV, RENRBO b HEICi3&kE 2T
B 57, WUIRLEZITO 2 &,

) EXLEIER & AR

1.1 EXGEMER

114 23wy, 7F7453F%9— (WTHBHEERP)

MR T, MR REE, 2 9 FRERH b b HA TG 2R IE L, @ORLELZITY Z &,
11.1.2 f/MRED OB AET)

11.1.3 FABBEREE. BE (Wb HEEARY)

AST, ALT. y-GTP, AI'P OF L\ A4 ME 5 IR E, SERAH b Z Lnid D,
1.1.4 BAVUDLME BEHEARH)

HEERGAN) D LAMENS LONDZ EBH D, [8.1 BE]

(fiA0)

11.1.1 AFNC LDV 3 v 7V FEORAEZHERICTHMTE 5 HFEITEANO T, FRNCBEERESE (RRCARA
WZEDT LILF—JE) IZONWTHoRMZ 2T, 2O XD RIER - FTRBEO b6, A
OEHEFILEL, FEH - AT A REEZEET LR EV a v 7Sk 2R 0AEEZTH 2 L,

11.1.2 AREIF G BT IS O FECEER SO M/ M D LB D338 BT 5 A I AR O 5-
Zuk U, D OFE EE G U C iR I 2 5 79 5 72 b e AL iE 24T 5 2 &,

11.1.3 AFKIE 5%, FHEREOE LW RENRD SNEHEITIIAR O 5 2 F ik L CEFRC L, FFE
R AT 5 e EHE IR ALE AT Z L,

11.1.4 AFFEEGHZIT@EFOEHBRETE D ) U MEOEEIERE L, RENRD bNEGEICETERE
IR L, BA AL SRR CRIR A O .. 3 — R — A R EIEEOE ) 72 1T O
&,
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(2) Z0iDEI{ER

10.

1.

1.2 ZOHDEIER
0.1~0.5% AT 0.1%A BB

i & FImERIEA . AR MERND |G ERERIE 2
W EET 2 W, TS
THAb#R M5, MESESAPRE, S| AR, W, ng. M

TR TR R0F, M. (K
I i AST « ALT o 5%
& BUN, 7 v 7F =D L5
D VR, ARImobE
A1) REBUBEEE A H ARG A & 3 T,
HE2)  BE LGS KRG ETIET A Z L,

. BRRERRICKIZTRE

BEEIN TR

BERE
BRE I TV

HALOZXE

148RALDOEE
14.1 EFIFRARFOIE

KENE AN AP NH o AR INVBBE L0 —a biZdET b 2 &, —eb L THEIEZRSEM T
ICCRIE LTS A, ARIDREATHZEND D,
14.2 ERIZMHFBOIE

PTP tl2EDFEANT PTP o — b2V L CTIRIT 2 K 5#5E T 5 2 &, PTP v — FOFAREKIC K
0. RS RIEREARIA L, I E B 2 U CHERRIAR SO BERAIHEL IR T 5
ZEWBH D,

12. ZOHDEE
(1) BREFERICE I HEH

BE I TV

(2) FEEREREERICE D <H#H

BE I TV
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. HEX5
W HERHL v b A VEEESE L7 S [ IR T
100mg [H[ET ] ) EE-EMSEONTEICLIVERTDZ &
BHRRS | HEAZ v b AT LERE 2L
2. B
34
3. AERETOFFE
EiR AT
4. BHEVELDIER
BEEN TV
5. BARITEM

BEMERLTA K B
<FvoLky : A
Z OO EE T ER - B

6. F—m%5 - ABE
[{—psy © 7 A A /3 BE 100mg

7. ERR4EERR
A<HH
8. WERFTRABEABRVERRES. EMELNEHEEAL., REMKBREAR
U AR 5E KRR . A, HE I A IR BA LA
RERiRS AR e RS
" e £ A REH S A 1A
i ond 1 1 1
b 7 AT — M E 100 996 4F 20800AMZ00158000 996 4F 996 ¢
BH 2 A 26 A 7TH5H 10H 1H
7U F A Ny N
W 7e 4 ' 5;/ hA 2012 4F 2012 4= 2012 4F
JVIRYESE 100mg 22400AMX00752000
B 7H 12 A 12 4 14 A 12 H 14 A
[HETL]
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9. PRENTIHREM. AERUVABREHENEOEAARUTZOARE
<FhREXUTZN R, FHiE KR O =Ein >
BAAEA A : 200143 H 6 H
Wi5E4 © 718 25— FE 100

SENIIES IBINET
% 1B MERER I Té%ﬁﬁh®ﬁﬁ TBPEFER 23T 2 AR IR DFRfE
fE Zﬁ%@ﬁiﬁ
X
X
%
7
i 1LISMERICH T2 EERDBREIC WE 1 HEAVVEBAEAX v FEL
o BEH 1 HEA VIV EAX v FELT| T 600mg % 3 ENZ/HT CROKET
% 600mg % 3 [FIZ43 1 TRRAK G35, %
0 FERIC & 0 B EEET D, FERIC & 0 B EEET D,
4 2. iy E RIS
oy W 1 HEAVABAEARAZ v FE LT
= 300mg % 3 [FlZ/ T CRBICKERNEST 5,

(_: ZhRESUZNAR, AR OB NS F 5 4 H f& Al

10. HEEHRE. BiERRAREAEBRUVETORE
< FFREAMAS SR (S A >
FEEANEH 1999410 H T H
WR524 © 7 A7 — ME 100
FEAL C BEEVESS 14 &R 2 A S OKBIEG FH) OWVTIUTHEEYE L,

1. BEEHM
LR

12. BFEHREIRICRET 518
ARENL, HBERYBICET2HIRIZED S0 TW 70,

13. £ —F
JRAE T8 ALY | EBE S = — R ; L7 R AR
5 HOT (9 z
o WHERH2—F | (YJ2—F) S P IN: P
AEAL  hAY
JUBEHESE 100mg | 3999003F1017 | 3999003F1335 108822923 620882223
HET]

14. REHRTLOIE
RANIZ IR L OB REIRNLTH 5,
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XI.

AR

. SIFAX#E

1) #ENEE - 2EE AR
2) HWNEE R
3) ARk BIfRCEER. 1984 ; 16 : 844-854

4) FLFER b BUREERE. 1980 ; 12 (Ef) : 253-260
5) AR fil : BUREESEE. 1980 ; 12 (Ff) : 261-278
6) ‘Filisak fl : BARERE. 1980 ; 12 () : 245-252
) RJIHER fl BUREERE. 1980 ; 12 () : 239-244
8) WO b : BUREEE. 1980 ; 12 (Ef) : 227-231

9) AfRHFRIL Mt BUREEHR. 1980 ; 12 (FR) : 211-214

10) BREYE  fth - BUREEHE. 1980 ; 12 (1) : 104-107

11) ZERoREA fth - BUREER. 1980 ; 12 (FR) : 233-238

12) HHfs  fth: BRI, 1980 ; 12 (HF) : 223-226

13) JRBFRAT - BUREESE. 1980 ; 12 (ER) : 215-218

14) K% fth : BUREERE. 1980 ; 12 (1) : 108-114

15) VeiEdFmE b BRIRIZEIE. 1992 5 8 (8) : 1877-1891

16) PEpEFFIE M : FEARESR. 1992 ; 8 (8) : 1893-1908

17) BIUE o BACERE. 1993 ;12 (BY11) : 1835-1843

18) fhtiAME fth - BIRERE. 1992 ; 24 (FEIV) : 3567-3574
19) JENIER fh - BRERE. 1992 ; 24 (B IV) : 3575-3582
20) /NEFER  fil : BURER. 1980 5 12 (E) : 19-25

21) /NEFER il BUREHR. 1980 ; 12 (ER) : 27-33

22) JIMEFn—+  fth o FEEL L JHHE. 1992 ;5 20 : 3517-3525

23) Tamura Y., et al. : Biochim. Biophys. Acta. 1977 ; 484 : 417-422 (PMID
24) IMLEZ fh  BUREHE. 1980 ; 12 (Ef) : 1-10

25) H+/\SUE B AR g E BR)IEE 2021 ; C1355-C1359
26) MNLEZ il BULERE. 1980 5 12 () @ 11-18

27) FLadE  fho: EIELMFIE. 1982 ; 18 : 756765

28) B)IIEIE il : BUREHE. 1980 5 12 (Ff) : 35-40

29) Takasugi S., et al. : Digestion. 1982 ; 24 : 36-41 (PMID : 6182046)
30) fRJIER  fil : BUREEHE. 1980 ; 12 (Ff) : 41-49

31) PN b BUREENR. 1994 ; 26 (BE1I) : 2983-2988

32) tENEEL : AR RSB

33) RABIRR il : BUREEHE. 1980 ; 12 (FR) : 71-82

34) M= b BUREEHE. 1980 ; 12 (Ff) : 127-152

. DD S EH

RUER R L
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XI. 3£8H
1. ELNETORFTRR
L

2. BIMZBITHBEIZEER
mL
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XI. {F&E

1. BA - IREZIRICER L TERKRHIEZEITS IS
AEOERICEAT 3R

H=>THEEER

RIAIFARE &2 32 1 Tuan

b B

' EIZET AN E END,

R ITEENHELL T RVHAEDETENTEY, HLETHRMIN TV LRBITIETH LN RER
EHEFELLTHRRLTND,

EREFE D RREN 2 RET 2 L TOZEERTH Y MLHFEOHEZRTH DO TIER,

(1) ¥8

BEMORELEER
HDERZ Y FADLEEESE 100mg THET ]

W DL EME % 25°C « T5%RH ORIFEMFTRET LIRS, HRIZAaOm R TH Y . & EITHHK
NTHo7,

FRIRVERK

ABRG 2 FLEA T LT,

@ ikt 25°C - T5%RH [EE, BEAY]

(B /M~ f5e KA
HErRTE B [SESVRIN PRAFHAR
< B> s B AL 138 2 1% H 2% H 3% H
) M SRR SRR M M M
PRk n=10 | HI2905| . . . . .
[z [HEN [ e [z [HEN WA
i (%) ¥ n=3
HI2905 | 97.7~98.3 | 98.9~99.0 | 97.9~99.3 | 98.1~99.6 |{100.7~101.1| 100.8~100.9
<93.0~107.0% >
(B510) HI2905 0.5 0.9 1.1 1.2 0.7
mat (%) ’ ' ' ’ ’
X RTREBICKHTHAEAEE (%)
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(2) HiE - BEMRUBREREF 1 —TEB1HHER

HERZ Y A D LEEESE 100mg THET ]

1) BBAE

[ B e v 5k
R 1825 55°CDIRES 20mL DA - = REICAIVTHEE L, 5 43 RIHE 4 1 8 O R I 4 8152
L7ze FEO7RAREEDGRD BV WIGEIL, T 5 o MkE %A ERE ORI 2 B2 LT,
FRROBMETH DI AERE DGR DN WA T, BIE TEEZS0E L, B S A CEEE < ilv
THRIRZBE L, FEOBEEITV., EREO RN Z B LT,

[t 1 7k ]

WRBIE DN S T2T 4 AR — 2R F 2 — 718 L, K 2~3mL/B ORE TIHEA L, Fa—7
TARPNER LG D) 8 00D 2 Z2KFEAZ L, AN Z Z DR 30cm Lo SIZEE L7z, M@l a2 EA
BRICHEEDH K ZEAL TF 2 —THEES L& Fa—T7AITRFED RO b e ddiE ks
72L& LTz,

HERFEMEH : 2005/6/13
v &5 : DPOSC1

2) HERER
AR B R e EE e R
HEAL A VR GE .
7 I LU - N L7 SFr.F = — 7 %38 L7,
100mg (HET |

AR, THIRE BERG NPTy 7 ((R) ClE9) ) &M L THEM L E L7,

2. FothoBEEE R
B R L
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