20264 6 ATER (B51RR)

Bk SR IRAT
FREIE - 34

HS2 R A
BAERS 77EFD 8

BAEEEAPEES
872325
10mg 20mg
AERES |30300AMX00143000 | 30800AMX 00144000
BRFeRAtA

77EFY 8E10mg [HETL]
J7EFY 8g20mg [HEIL]

Famotidine Tablets

2. B2 (ROBEICEBELEWVNI L)

210 AN OBIR LBBHE ORI D & % B

3. fER - MR
3.1 #mk

W4 7 7 EF Y Y$E10mg 7 7 EF Y Y $E20mg
e [HET] [HET]

BRI (18 77 EF Yy 10mg |1kt 77 EF Y 20mg

FUBEKA . Mo — A, K) SERKEH LT T A
ERFOEFysallbila—2A, AVAT—AB LT A,
AFT) VBRI AY T A, b Taxa— A, BLF S .
<7 1 I—)L6000

TR

3.2 HA DMK

B4 7 7 EF Y U $El0mg 7 7 EF Y U §E20mg
e THET] [HET]
i, - FE P~ B 7 4 VAT —F 4 ¥ 7§

FMT @ FMT Q
20 @
® Ik @ >/
Hs &R

[ERES [EXES JE & i
66mm  3lmm  115mg | 76mm 38mm  185mg

) = — K {FMT 10mg {FMT 20mg

(PTP)

4. FHEEX IR
OFE&E. T=HEEE. WEihEE. LEEtEEn CHbH
EBE. SMX ML REE, ENMBERICED). HRMEEER.
Zollinger-EllisonfE{&EF
OTREBRODERERE (UFsA. Hl. iF. FE) 0%z
2MER. BEBROSMEES

6. BERUA=E

(Bi&gE. t-RBEE. WALREE. EEFEEEm CYbME
B. aMXAMLZEE. HOHERICLS), UHRMEER.
Zollinger-EllisonfE &)

W ACIET 7 EF Y Y E LClE20mg® 1 H2ME (#lfak, &
Bt F 72 I3mER) BORST 5. 72, 1E40megE1H 1A (5%
) ROEG T2 TED,
BB FE - ERICE D EERT 5. 72720 RERIEALE di
DI ENNLBEFERGH THBELZFGE L. WIRTTEEIC 72 o 7272134
#5280 2 5,

(FTRERBOBRIERET (U5 A, BN, Fif. FHE) OXE
AMER. BMBROSMHEEDR)

WA 7 7 EF Y > L LC1EI0mgx 1 H2 (#iffk, 4
A E 7 3END) RS 3 5. 72,0 1A20mgZ 1H 1 (it
BT RIS TAIE L TE D,
B AR - ERICK D EEBEKT 5,

7. BERUVHAEICEET 2=

71 BEEEKTEREEANDREE
77 EFVFEE LTEED S RELETHEES LS, EHkhE
BFEHICT 7 EF YV v 2348, BEEOKT L &b 12m
PRZAURIRE D EA L. JRPPEEDSHA T 20T, kD L9 7%
Behgkx B L350, [92 BH]

10120mg 1 H2[al$5- % 36 & 5 2 556

T %&E/inz; 7 Gk
Cer=60 11r120mg  1H2[A]
60>Cer>30 }fgﬁg } g%
30=Cer i?gﬁi ?;ignzl
BB }?gii iﬁﬁl

8. ERLEFRNIE
M5, FRkRE. BB IIER T A 2 Lo

9. BENHERZEIHBEICHTIEE

9.1 AHIE - REEEZEDH 2 8H

911 DERBEDH HHEE
LMERORWEHZR T BZWEH 5. [11.16 BHE]

91.2 EYWBEBEOHREEDSH 5 EBE

9.2 EREEEERE
MRS A2 DT, HGm2 T 525 MR % 51 T
M5z &, [71. 1117 2]

9.3 HikEEEERE
SERDEAL ST 2 BEFNDDH 5o

9.5 itiF
TR SOZIEIR LT 2 WTEEVE O & 2 Lok 12 I3 iBIE OB e
[tk % Blal s S SN AIGEICOARKGTHT &,

9.6 ®ILIB
HBR OB OHILREO A ZME L. BILO#kE L
FIER GRS 2 2 Lo BILFICRATT 2 2 L ME SN T b,

9.7 WNRE
INBEER TG & LRI R O e A TR & L R SRR L%
i LTy,

9.8 EEE
KA % WET 505 MEYERT 2% LEEICHSG T2 L,
AFNTFEE UTEED SHEl SN DA%, meE Tl BEE R
TLTWAZEDL VDML T A BENDNH 5,

10. fHE{EH
10.2 GrRAEE (BHRICEET S &)
S 2 BEAAEIR - 35 T B - felRE T
T VRERE | Je i o EA o ok | A o B s 0 R
A N7ar— KT %, FH 25 72 50 385K o0 R 1 W%
AT &4 52 3,
11. BEl{EH

ROBIWED S HbN D Z N LT, BEH5ITw, 2
TR SN E 3% G2 Pk 2 2 S BT R LEET)
to

11.1 EXEEIEA

111 Yav o, PF7147% 32— (K01%A)
av oy, TF74 7% — (RS, &k, meEE
(EHTHZIE . WHRIESS) . EREE) 2o b b2 End b,

1112 BEFRRMEM. AMBKD . EFRBRE. A& m
(WS HHEEARH) . MR (0.1%A:)
FRARBMEAI, PUNERED ., EEAEGE. EmeER, VL
W COEIEIR & L CagBad, B, KT - fE T i, 38
BE) RHS5DLNDE I ENDHLOT, MM ML % FE i
L. BP0 NHEIIEE B IS 2 ik L, @) 2 L
EITH T &

Y]
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11.1.3 hEMRKIBIEBMABIE (Toxic Epidermal Necrolysis :

(7 7EFT ##10mg [AETL])

TEN). REFLIEIRAEEE (Stevens-JohnsonfEEE) (Wi d H5EINT A — 4 BENGA—F
&EEK%) AUCo24 Cmax Tmax Tz
1HA-H%%§§\§E(Wfﬂ%ﬁEK%> (ng-h/mL) | (ng/mL) (h) (h)
AST - ALTE D L5, #IEAEHSbNE LD D, TrEFV
1115 (RS OR8] lomg [HEEL] | 2226722 | 324%104 | 28206 30£03
AT AMAE,. I 4708 UIR, MERNEROFERZ EA WA Y —5 N N . .
ARG SN A IIE B IS 2k L, w2 g 10mg 2441633 | 34485 30+06 31%04
2A7H &, (P + 127, n=12)
11.1.6 QTEER HEAH) 50 1
BRI O COMBZE, JPIRE. (LHES) AT A 8E BV
ThHhoLbNRTVOT, BGHBEOEFEDOKRBIZTHERET L 10+ —e— 77 %F Y 5ilomg  HIET ]
o [911 BIE] 3 1l oL
1117 BHBEE, m8 (0L HIERE) s wl RS TR
Rk gRost (REEME, HEM. I A u—x M) 2D = N
LbdZENH D, FHICERERELX AT LEZTIIBVTHD = ool T
PR VDT, HEETH I L, [92 BH] &
11.1.8 MEMER. aMBEE (W3FNnLHEERY) 2 ol
OBEIR & L Cosh, B, BimmAmes BuN- 2Ly /L T
F= v EREE) SRRSO LN AIGE S ISR eIk L, 0 ) ) = s .
YIRILEZFTH 2 & 0 4 8 12 16 20 2
11.1.9 BEEMRR (BEAH) P 5O (h)
S, R, PR R S, BOSRXARE A R O WA RS 5
DNDZEWDHEDT, TDL) IR D bbb /BE 113K (7 7EFT > 820mg [HETL])
?%¢¢L‘@%&E$w%yﬂ®&5%®ﬁ@&%ﬁ%ﬁ5: T A—F LHENT A=Y
° AUCo24 Cmax Tmax T
11.1.10 Z‘ﬁlﬁlﬁﬁ (ng - h/mL) (ng/mL) (h) (h)
11.2 ZOMOEER 77 EFY U5 R . . +
e e AT g [HEL] | 55611487 717£193 | 30%06 | 32%07
SEBUE 9% - BB, FIK HAY —5E L N N "
5 R . m 536.1+160.1 731+133 | 3006 | 3308
A (F = (R, n=6)
I 1 IER R IfERERIE % 100 -
Ak X7 R |
g ol - MEE, 80 | —— 77 EF Y $i20mg[HET]
JE R i J& . £T K = -0 HAY ~§i 20mg
R, A% \i wl ]; X T = B 2, n=6
figiens ME E5- EEmE | SR. SR, = ﬁ ;
L. B A= 2 W0l /
[ AST R4, ALT[E U Vv U v L |Irkeress, & 3
5, ALPFR  |H. LDHER =
R SOk, M| 0§ ALK 0
JR&, . MR|RE, HoMREE R o I
S AR g, OEEEE, » 0 : : : : -
F 0 4 8 ) 12 16 20 24
PS5 HREAIE. AL | Pk e o B ROW b -
e HLSE G OS2 AUC, Crax 085 A — 4 13, B O®
oM CKER. RER I RO B - B ORGRA: & o TR 8 et
. AR, T o
¥ 16.6 FHENERZE I HEE

FEBBEIL, TGRS $ T ORI O R AR R I IED VT b,

14. EHEDEE

141 EFZMHFEOZE

14.1.1 PTPUEOFHFIIPTPY — b H 5B L CTIRHET 2 L9
88352 L, PTPY — FORAAKIZ L 0 L Rl S 505 2 R
~HIA L, HIZI329L%E B 2 L THERRE 485 0 B8 20 A0 2 1F
BEHI LD D,

15. ZOMODEE
15.1 ERPR{ER ICED  1E#

AHI OB EHN X DR E RIS 2 2L HH 20T, EBUT
B ERMERRD ) AHGTH L

16. EYENRE
16.1 MiEE
16.1.1 E£YFHEEMRER
77 EF Y UEIOmg [HET] 37 7 €F Y v $20mg [ HIE
T & H A —5E10mg I3 H A ¥ —§820mgk 7 1 A % — /38—
&Y, BEBRABTICERENLE (77 EFY 2 L Tl0mg
NE20mg) il f B IRE P65 L C e i R 2 LRI B 4 52
L. BN/ 8YFEE/ ST A — % (AUC. Cmax) (22T90%
FEIEIX RIS TREEHIRIT %2 17 - 7245 3. log (0.80) ~log (1.25)
DOHPANTH O . TH] O EYF RIS EDHER S 129,

16.6.1 BiEEEEE
7 7 EF TV 20mgiRNIES Lz L ED/8F 2 =4

F3Cerfi Tiszp AUC Ctot
(mL/min/148m?) (h) (ng - h/mL) (mL/min)
989 n=7 259 857 412
738 n=9 292 909 381
492 n=5 472 1424 242
10.3 n=10 12.07 4503 84

18. FupFIP
18.1 {EFA#FE

PO O 2 50 N L P Ml & S 5 = 212 &
UNE R NPt SRS S

18.2 £ F TOEH

18.2.1 MBRUNT S > sl

() ERROEEIML

HEHE A LGP S\ 517 | SRR O R S
FRO2IEH B 0N 7S > S, 20meiE LTI ) 2
Z71.6~99.6%. 295~96.9% M S5,

HERGTW | T Vo

i (%) | FIRIE (%)
HETE WY 980 710
TEIHAN) v (Aug/kg, fit) WD 94.7 75.1
~NE V=V (Img/kg. Fik) s w? 99.6 96.9
A > A1) ¥ (021U/kg. #HE) HIH W 716 295

F 720 20mgiF RN G- CHEBESW, T RIHT ALY v Y
= VI B B9 10,

(2) ®ED®
fa B S N ST AL 5 B O P2 L1 & PTG £ T O TR
B ORT Y v awmaEid, 20mgk&E Gk Fneh
91.8%. 71.8%¥iill L 510,




(3) 24B5E5i - BMpH

9> 35 DN 55 )75 = E N ZOmg‘fiD;fx'ﬁ 0. A8 512
DL b2 D IRl S s, BWpHIZ. 12 %  T4.2~6.0

@%ﬁf‘\é‘fﬁ%’,ﬁ“%l?)o

(4) MmARE & BB wIEIER
MRS & BB NI & OFNIZIEO MBI A S, B
B % 50034 5 & & oA i X13ng/mLTHh 519,

18.2.2 BHMEMREICRIFTHE
0.1~0.2mg/ kgD EHIRPIFE G- T I3 R A o B BRI & % 300
SHLEMATRD LD W,

18.2.3 BMBEDMICRIFT
S BE O B PR BRI B A T E v,

18.2.4 BARBHEREICRIFTHE
BiEs . T IRIBEE RS 1220meiR S L -8 A . Bk
(B R LT E 216,

18.2.5 RFIMFTENREIC RIF T Ro&
20mgiflk % G- 1%, fREEE R A oo FE I . PRI & 12 B %
& Egra 7:¢l,x17)

18.2.6 MHAAHRX MY AMEICRIFTHE
B, RS B 1220me 1H2M, 1~2% HE3%5- L
YA, MR A R /FE IR AT E VB,

1827 M 7OV F L EICRIFTHE
20mgErIRINFES-. 20mg 1 H 2[4 B BTG, EEER A,
1KI§¢R%$%®m1EP7 agrF o PR VE > R IVE
UABIZESEE R T T S 19,

18.3 ﬁ%’(@ﬁfﬁﬁ

18.3.1 H211’§-1$'1"5’ﬁ1'15}5ﬁ
In vitro (28T 5 E)NE Y MMEaHOEO AL DT v MEH T
E@Wﬁ‘ﬁiw SN A Rin vivo O BEES Y FREEIC L 72 He
TR ERIZ, Y AF Y I L1I0~ 14815 T 5 o

18.3.2 BERSMINFI{ER
4 XD AY I VRO BRI R L. ¥ AF Y Ik
UAEH s CRU40R5 08 < o FRBlE TR1.3~ 155Kk 2,

18.3.3 BMBDMICRIFTH
5%b®xbvxu;%%ﬁﬁW%%E%mﬁ&%ﬁ%KWW¢
%23 o

18.3.4 EERBEICXHT 31EH
7 M)(/l\)lé’// TAEY) Y, FLF=vary, AhL
2P OISR IS L A HEEH D WVIEA ) V= )Lic X 5+ 48
1 & 5 D 5 ﬁLf/x%/zib%%wW#w%%r
g4 .25, it\ G- K D WERRIC & 2 BB LN A YY)
VI J: AT IR EE D6 F%ﬁl’it ML A 5T vk
V) B\25) 26)

18.3.5 %tﬁmc:iﬁ'éﬁfﬁﬁ
R e A% I V#5125 55 v boS ik LEER %
#TZS)

18.3.6 M BHERZE I T 51EH
Ty by Oa—)VEE-CAY Iy, yyaa—)VEE-to =
VLMEEE-T A VR ONERE-T 8 ) — VI K D45 RS
FHTAORRLT, = K71 M7 3 FIZL D BHBFEREZEDE
A RS 520,

19. AR ICBET 3 IE{LERIFR

—f%% 1 7 7 EF Y~ (Famotidine)

b4 @ N-Aminosulfonyl-3-2-(diaminomethyleneamino)-1,3-
thiazol-4-yllmethylsulfanylipropanimidamide

3 CsHisN702Ss

G 1 33745

R B~ A0S TH S, BEEE (100) BT T
o TF 7 =)V (95) IZHEITICC L, ARITH® THEITIC
Vo 05mol/LIREEFIEIIET 50 T2 X o TR~ 1258

B35,
Mz
NH Qe
\
/&2 N S/\/KN)SLNH
HaN N—</ le :
S
22, A%

(7 7EFTV 2 810mg THEL])
100%¢ [10%2 (PTP) x10]

(7 7EFT >8E20mg [AETL])
1008 [108€ (PTP) x10]

23. EEXH
1) f4IEJ i Prog. Med. 1996 : 16 : 2897-2903
2) ZARFF N : Today's Therapy. 1994 : 18 : 42-45
3) Lim S.G. et al. : Aliment. Pharmacol. Ther. 1993 : 7 : 317-
321
4) HNEEL - AR RS R

5) £ /\EIE H ARSE S 5 i . )11 « 2021 © C4521-C-
4524

6) KILBEWG i PYRFE R, 1983 5 30 : 365-378

7) KITEEG A V\]ﬂ}fk— 1984 ;31 1 11-24

8) PEEBEE M : FERE &R, 1983 5 11 ¢ 3637-3650

9) ZUFRKES i : 2EEE & BRIR. 1983 5 17 1 2909-2916

10) ZhFRkES i - 256 & FRAR. 1983 5 17 & 2917-2927

11) KRITEEG b - AT, 1984 ; 31 : 5162

12) dhigsaede M 0 H ARSI 23RS 1983 5 80 (Suppl.)
694

13) Miwa M. et al. : Int. J. Clin. Pharmacol. Ther. Toxicol.
1984 ; 22 : 214-217

14) EARTHR il : 3EFEE & 959, 1983 5 11 ¢ 3651-3658

15) #% AEF HARERR. 1984 5 42 © 150-157

16) JFOR % i 759 & B 1983 5 20 ¢ 1859-1864

17) KVEALZZ o : 380 2. 1983 ¢ 11 © 43014304

18) ZhFRKEE Ml - sk & AR, 1983 5 32 1 1383-1395

19) HJII 5 A c BRRBCAGR. 1984 5 14 © 571577

20) PrHIERA A %ﬁ*"‘kﬁmﬁ?ﬁ 1983 ; 17 : 2878-2882

21) Takeda M. et al : Eur. J. Pharmacol. 1983 ; 91 : 371-376

22) Takagi T. et al : Arch. Int. Pharmacodyn. Ther. 1982 :
256 1 49-58

23) FriHIERA il o LR & BRAR. 1984 5 18 : 6125-6134

24) Takeda M. et al. : Arzneimittel-Forschung. 1982 ; 32 :
734-737

25) [ A SRR 1984 5 27 : 563-569

26) Ishihara Y. et al : Digestion. 1983 ; 27 : 29-35

27) B HIEET] Al FREE & ERAR. 1987 5 21 : 6063-6073
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20264F 8 HLLET (520K)
2023411 HEET (1R

Bk SR IRAT
FREIE - 34

HS2 R A
BAERS 77EFD 8

BAEEERIEES
872325
$£10mg $£20mg
AERES | 22300AMX00803000| 22300AMX 00804000
BRFERANG 20114F11H 20114E11H

77EFY 8E10mg [HETL]
J7EFY 8g20mg [HEIL]

Famotidine Tablets

2. B2 (ROBEICEBELEWVNI L)
2.1 KA OB LB OREAED & 5 B

3. #ERk - MR
3.1 fHmk
W4 7 7 EF T $E10mg 7 7 EF Y Y$E20mg
e [HET] [HET]
15t 1§
BRI TrETFT TrEFT
10mg 20mg
FUBEKRIY ., MK Y ERREA VT T AL KL O — 2
A e RoFryue -2, REREe Fu ks oa
o bl u—A, BHERTAM. ATT) VBT A
TAL FNT L BT v
3.2 WEIDOMIK
B4 7 7 EF Y $E10mg 7 7 EF Y Y $E20mg
e [HET] [HET]
JilbiZ TANLKT—T 4 VT
o34 =)
- n
A 468
V| 2 O Q
T = =
B (mm) 76 8.1
JE& (mm) 37 38
i (mg) 160 195
Kfka—F 71 468 7 469
ST —F 468 @469

4. FHEEX IR
OB EE. THEmFEE. WEEhES. LEEEHm GEbM
EE. SMX ML REE. HMPEBERICE D). EHRMEER.
Zollinger-EllisonfE{&REf
OTREBRODERERE (UsA. Hl. . FE) OX%=E
AMER. BEBROSMMES

6. AERUHA=E
(BiEE. T-HBEE. UASHES. ESEtERm CYbME
B. aMAMLZEE, HOEERICL?). UHRMEER.
Zollinger-EllisonfE{ZE)
WEEANICIE 7 7EF Y & LTCLIR20mgx 1H 2 (Fifk, &
B F 3N BO%S 35, 72,0 140mgZE 1H1E (it
$Ea) ROEGTHZELTED,
%B. AER - ERIC K D EERRT 5, 22720, REE L Hin
DA NNLBEE RS H THEE L B L. WIRWTEEIC 72 o 7272135
#5280 2 5,
(TREBDBHBIRE (b A, BN, R, FE) OXE
SHBEX. BHEBROSMEELE)
EEEAICIE 7 7 EF Y & LTCLANOmgx 1 H2M (&R, ¥
BB EIREN) OS5, 72, 1A20mgZ1H1A (i
D RS T AL L TE B,
B, AER - ERICK ) EEHEKT S,

7. BERUHEICEET 3EE

7.1 BHEERKTEEADEREE
77 EFVFELE LTHEED S RELETHEES LS, EHRE
BFEHIC 77 EF YV rafhb3 s e, BREORKTE &L 2m
PRGBS B L L IRPHREDSEA T 20T, kD L9 7%
BHEr HRE 350, [92 5]

11M20mgl [ 2[a1#% 5% JEUE & § B34

= 1 A N
VT T /7‘)77/Z Py 5.
(mL/min)
Cer=60 1[0120mg 1 H2[H]
1A120mg 1 H 1\
60>Cer>30 1AI10mg 112l
1n20mg  2~301 L[
=
30=Cer 1H10mg 1H 1/
e 118120mg &A1
AT
BB 110mg  1H L[l

8. ERLEFNIEE
M5, HERkRE. ERRESEICIER T A 2 Lo

9. HENERZEIHBEICHTIEE

9.1 A - REEEZEDH 2 8F

911 DRBEDHZEE
LIMEROBIEM AR $TBENNH 5, [11.16 2]

912 EWEBEDHREEDSH 3 EBE

9.2 BipeEERE

M EEASFHRST 2 DT, HG5EEWT 2 25 MR H 1 T
AT 5Z &, [71, 1117 BIE]

9.3 FrikgefE=aE

SERDEAL T 2 BENDDH 5o

9.5 1147

TEIR SR ITR L T B W REME O & 5 I3 G # L OB HIEAE
Btk a B2 &SN A GEIC0RFESTH I L,

9.6 ®RILiB

B EOFIEME R O REOG L EE L. BRI O LIL
ke 2L BILFICBIT T2 2 LG SN Tw 5,

9.7 INRE

INBEE R R E LRI O e R e L R AR 5
i LTy,

9.8 &

RH %2 BET 0% G MHEYEET L2 L EEICHT T2 L,
AFNTFEE U CTEED SRS N DA%, EE Tl BEE R
TLTWA I DBV o MiREA T 2 BZ b D 5.

10. HHEAEA
102 HtREE BARICEE TS L)

A4S FRARIEIR - $5 87 Wy - faRE T

T = VR PUE  5E 7o o SEF o 1 A
4 Farv— PMET T %,

ARFN O B W5 ws A0 1
F A FE R A 0 7% 110,
PWEET S5 9,

11. BElfEH

WORIWERD S 5D 2 D DHDT, BEEE 5T, 2
HEOFRO LN AT AP IET 5% EEY) R E AT O
s

11.1 EXEEER

111 Zavy, PF7147% 32— (K01%AKiH)
vav s, TF 7495y — (PR, 45 miAl, mEFE
(EEM AR . WHEERAESE) . FRRES) dobNb 2 ehd b,

|[HA-06



1112 BERBMEM., AMmMEKS. EFERERE. B
(WFNBBEEARH) . MR (0.1%A:)
FARBEAN, JUNEREA . SEREGE, EmERm. VR
WA CEIEIR & U CagBai&, By, BF - BT i, 38
BE) BhHSbNE I ENHLHDT, EMMIC MHE % £
L. BEPROSNEIIFE SIS % ik L, @) 2 i
2119 2k,

11.1.3 hEMRRIBIEFMMBAE (Toxic Epidermal Necrolysis :
TEN). BEILERIERE (Stevens-JohnsonfEMEEE) (Wi d
HHEEANHT)

11.1.4 FHERERS. JE (W3O HERY)

AST - ALT# 0D EFL, WHEHBEHHDNDLZ ENDH D,

11.1.5 HEBBRE (BEAH)

EAY) Yy AMGE. IS4 7O R, GRS OEW 2 A
AR DT SN AR B IS 2 Pk L, ) 2 gLE
frH 2k,

11.1.6 QTER CHEAH)

Rz COAIZE, FRIBUE. OES) 2 AT 58 IIBW
THoLbLNRTVOT, HEHDOBEDIREICHMEETH S
o (911 =)

11.1.7 BEEE. BE (I OHERH)

EEEREE . AR REEME. AN, IS4z o— XA A
LMD H L, FICEHERELGTL2EBZIBRTHS
ONRLTVOT, FETHI L, [92 2]

11.1.8 HEMER. SHBEE (W INbHEARH)

MIAREIR & L CH, KB, Bk ERs (BUN- 2 L7
F =V LR EPEOONLELAICIFE LIRS eIk L, @
WARE 4T 2 &,
11.1.9 BEMRX HERH)
SEB DL, PR ORIEE . BER XGRS AR A R O RN RN B
PNDLZEDRHDLDT, DL RIERDD S b E 12138
Gk L, BIRE RV E Y HIOFRGL5 @Y 2 LUE & 179 2
s
11.1.10 RLYNE
1.2 ZOORIERA

0.1~5%A i 0.19% A BB
BIUE Ei NS
% (KLBE) . B
IR
kg3 Bk A T RER I %
HALR: feE T RfEL

. L - M
MEERI R, ARk
AR, LI %

TEBR %R MUE B I | AR, AR, P
FL. HUE A
JFF e AST LS. ALT[# Y )V E ¥ I | IFt&iess,

b5, APER A LDHER

HEAAE R GBS Tl 1k o 8 EL R
T, B RR|RE, ) OIREE, &
S AR B, EHEE ©
EA%
[SEIRlEN AREANE, ZMEAL | FLIT 8 AR
L
Z D1t CKLEH. WWER
WLOWAE. HHD
i

FEBUHEE L, KRR & C O RRIRABR N OV A GRGR A S 2D W T v b,

14. BHEDEE

141 ERZFEOZE

1411 PTPAEOHFIIPTPY — b2 bMWY L TIRETA L)
68T 52 Lo PTPY — FOREEKIZ LD . WA T AR
~HIA L, FICIEZILE B 2 L CHEFRIR 24 0 TS 7 & BHE % BF
BT B ENH D,

15. ZD/DEE

15.1 EER{ERICE D 1B
AHIOPGHERNC L AERZ BT 5 2 L BH L DT, BT
HTWI LR ERRD ) 25T 52 L,

16. EYE)E

16.1 MiEE

16.1.1 E£MFFRSEMHER
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(152445, mean+SD. n=24)
(ng/mL)
120,
%10@ o 77 EF Y §20mg [HETL]
ch -A- H X2 —§E20mg
z, 80 1
£ 188#%5, mean£S.D., n=24
T 601 y
> / \
=z
P 401 |
|
20!
l)
0 - . . - . !
0 4 8 12 16 20 24

BEfE (hr)
e SR R EEHERS

MAEFEEENE IZAUC, Cmax®0/38T X — F1d, Wl o

g;‘ R OFRILAE, - BEHSFE ORI & o TR B WHEMEAT
%O

166 HEDEREZHT 5 BE
16.6.1 BREEEERE

7 7 EF T 20mgiiRNixG Lzt D87 A =4

S Cerfli ti2g AUC Ctot
(mL/min/1.48m?2) (h) (ng - h/mL) (mL/min)
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10.3 n=10 12.07 4503 84
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22. 9%

(7 7EFT UfE10mg [HEL])
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100%% [10%E x 10 ; PTP]

23. B
1) #EIEJ B : Prog. Med. 1996 ; 16 (11) : 2897-2903
2) ZARF N Today's Therapy. 1994 : 18 (2) : 4245
3) Lim S. G, et al : Aliment. Pharmacol. Ther. 1993 ; 7 :
317-321
BRI SR ($810mg)
TEPERL - AR E SR ($820mg)
1 NDE H AR st & B )E 2021 © C4521-C4524
KiLBEG b MEFERL. 1983 530 (11) : 365-378
KITEEWE Al NEFEER. 19845 31 (1) : 1124
TEEAE = A SR X HHR 1983 5 11 (9)  : 3637-3650
SRS At SRR X BRAR. 1983 5 17 (9) ¢ 2909-2916
SOFRRE M A REIR. 1983 5 17 (9) 1 2917-2927
KILEEG A ARFERL. 1984 5 31 (2) 5162
MR A HARTHALER N aHEES. 1983 1 80
(Suppl.) 694
Miwa M., et al. : Int. J. Clin. Pharmacol. Ther. Toxicol.
1984 ;22 (4) : 214217
FEORTHE b c SRR XA 19831 11 (9)
FRIAM - HARERAR. 1984 542 (1) : 150-157
ORI A B2 & HT3E 1983520 (9) : 1859-1864
KWEALZ b 3L X (R 1983 5 11 (10) : 4301-4304
SRS A HTEE R 1983 5 32 (9) ¢ 1383-1395
NG b BRIREC AN, 1984 5 14 (4) 571577
PrHIER At SRR & RPR. 1983 5 17 (9) : 2878-2882
Takeda M., et al. : Eur. J. Pharmacol. 1983 ; 91 (4) :
371-376
Takagi T. et al. : Arch. Int. Pharmacodyn. Ther. 1982 ;
256 (1) : 4958
PrHIERT i o R & ERAR. 1984 5 18 (12) : 6125-6134
Takeda M. et al. : Arzneimittel-Forschung. 1982 ; 32
(7) :734-737
B Al ho R SEIE 1984 5 27 (3)
27) Ishihara Y. et al. : Digestion. 1983 : 27 (1)
28) EHHAER] A JEEE & ERIR. 1987 121 (16)

24. XEFEKRERVEVEDESR
HETHRASHE BRI A- s —
T930-8583 LML T H 6721
TEL (0120) 517215
FAX (076) 442-8948

26. HERTTEESE
26.1 SGEARFETT

4)
5)
6)
7)
8)
9)
10)
11)
12)
13)

14)

15)
16)
17)
18)
19)
20)
21)
22)

- 3651-3658

23)

24)

25)

26) : 563-569
1 29-35

: 6063-6073

NichHiiko = LU 7 %5 #f & 1



	530169_2325003F1261_3_01
	530169_2325003F1261_2_05

