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Tagamet Tablets

2. ER(RDEBEICIEBSLEWVW &)
TRF Y VTR LIBEE O WEIRE D H 5 BH

3. HERL - R
3.1 #8k

W5e4 | # A v b §E200mg

ARG | 15Eh HIF S X 52 > 200mg

ErFoFyr7nileile—2, fihkkro—2, 702
wmg | AAR—AF PV T RFTY YR SRS T A, L
o 7Faxu—Rx, w27aI—L6000. BlLFF. ALF
oNa vy

3.2 HFI DR

WFe4 | # A v b §E200mg

- G| At~ Ao 7 4 L s a— i

v ®0=
CE

1% X
K& X (mm) (mm) (mg)
#48.7 4.1 #4231

Wl a—F © 424

4. BHEEXIFFIR
OBEE. +-1EEE%E. WEERER. Zollinger-EllisonfiE{®
B, URERERX. LREHCEHDCELEES. XML
ZER. HOMEBERICEKS)
OTHEBOBHERE (FS5A. HI. Fk, ZE)OHS
SHFR. BEEXOIMIETEH

6. RIERUVAE

(BER. T-kEE%)

HHL, BRAICIE Y X F Y v L L TIHS00mg % 20] (5 &% X Ot
AN B LRS- 5, £, THEZ 4R (FEat L O
BHNICaES LR GREIN KE5 T2 2L TES, Ak,
AEWY - REIRIC & D E BT 5,

(MAEEREE. Zollinger-EllisonfE®EE., HRERER., LIRH
{eEHmCHEEES. BERANLRER, HOEEXICLS))
WE, AICIEY A F P v & LT1IHB00mg% 2m] (] £ J Ok
BN E L TR G T 2, £, 1HEZ40 (A% RO
BEDIcoE L CRE5T22LHTED, BB, F - BRI
Y B EENT %,
7L, LIS I o B A E, W E A TR 2 B
L. WHRTTHE & 72 2288 I3 G I h D2 2 B,

(TREEDBHERE (USA. I, Fik. ZE)DKE

AMER, BEEROIMIEES)
WE, EAICIES X F 2 v & LTIH400mg% 200 (5] & 5 5 05
B L CROKE T2, £, THRZ 1A GE ) &5
T2ILHTES, Lk, Al - ERICK DB T 5,

1. ERUCAZEICEEYT %R

7.1 BReREERE T, MPERESRERT 20T, XOEES%
WL CEERZMT 2 0% 52 H T CHliHT2 2L, [9.2,
16.6. 12:04]

Zg;;i; YA Ry R

0~4mL/min 1[51200mg 1 F 1[0 (245 R R6E )
5~29mL/min 118]200mg 1 H 2[A] (121 R 56 )
30~49mL,/min 1171200mg 1 F1 3[A] (SR HITR)
50mL/minb 1171200mg 1 1410 (6 7TRE)

7.2 MEENT 2321 T 2 BFIRE T 25618, BiRIcksS T
5C &, [13.2, 16.6.2%H]

8. EELEFNER
Mg, IFHRE, BRSO E T 5 2 &,

9. NEDERZEIDEEICAITIER

9.1 &HHE - MEEZDHZEE

9.1.1 EVBBECREEDH S EE

9.2 BHEEEEEE
KA, FE LB S PRt S N2 720, BEkREREEE T
MR RS %, [7.1, 9.8, 11.1.7, 16.6. 1Z:#]

9.3 FFgHEESEE

9.5 7
AR S HENR LT v 2 WIREME D & % ok 13 3R05 Lo A sErs G
Fetkz B2 S SN 2G50k b5 452 L,

9.6 2R
B LRI ORIFLREO A Z B8 L, ROk X
iz T 5 2 &, BAHICBITT 2 2 LRGBS Tw 3,
[16.3.1%H]

9.7 INRE
NG G & L 7 AR TERE L T2,

9.8 SHEfE
T 20 GRFEEZERE T 2 2 EEHEICKREG T 52 L, SE
TIHERBEME T LT3 2 &% iz, M IRESRHET 2
Brhhb s, [9.281H]

10. BE{ERA
AN, MG FEP-450% fHE T %, FFIcCYP3A4 L CYP2D6
I3t L CHRGLESIR 2 AT 2 2 L MG S Tw 30 (AHEA
T—=%),



10.2 SRR (BRICEET 3 L)

HEH 4455 REAREIR - $5IE 71| W)y - a1
R P-450| Z 41 & D BEIE T O I AH 3 34 A
DIGEEET I X DA PIREZ SO 5 2 & [FEP-450(CYP1A2,
B HEMASEIE T 5 | 23S S T w3 0| CYP2CY, CYP2D6,
FEH T, 205 DEEK NG| CYPIALSE) 2 fHE L

IR T 2R EHEE|T, s DERMN
F 72 A k5352 L, DG, PRz A
7 =) v R ImAl XE 3,
INT 7Y
RNy TEEY R
HEHI
D VAU
FUTYV I L
RPN
PLTADAHAI
Jrz=hA Vv
bW VPA Sl iV
i) oAl
SBURYL) DAl
AI77Iv%
NuaxkeFv
B — Wl
a7/ ua—)\n
X F7uu—n
SRy T — )%
H V7 LI
7PV
PUARENRA
VR4 5
XY v F v REEA
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Fah4 vy 7 IR AFN DAL RANGE 1<
BIFs7ahL 7
3 F Ok % HEH
L. 7V 79V A
R S
TYZAReA TV - 3a L]

11. BHER
ROBWERADH 6 b5 2 03B 5D T, BlEEH3ITir0,
HWORD 6N I G2 ik d % 7 S R B E 1T 9
Eo

1.1 EXLREHER

.11 ¥avy, P+74FF2— (0. 1%A)

Yav 7y, 774 7%y — (REFR, WIRRES)3H 5 b
LTLENDHB,

11.1.2 BERRMEED, RMIIKRED . TEEREREE, MVMRRL (%
0. 19%Ai)

WHHREIR & L CRBB . Wi, BON - REBCN L, FEEERE D A
N5, ZORMTIIRREZ KL . BEPRD o khé
IC3ES IcEkGE2RIET5 2L,

11.1.3 HEMEX. [SRBEE (0. 1%KH)

WIHIREIR & L TR, B mAM RS (BUN, 7L 7 F =

FE)VENTED s NG EICIZES IG5 2RI T 52k,

11. 1. 4 RFEHEERARAE(REE (Stevens-JohnsonfEZEE) . HhEER
RIEFERLARE (Toxic Epidermal Necrolysis : TEN) (%50. 1%
Ai)

11.1.5 FFEEE (JHEAD)

HH, F7-, AST, ALTO ERERH 5 OND T EWHDDT,
TEMIIC IR A 21T 2 &,

11.1.6 BE7OvI7ZF0070Y 7 (0. 1%AKH)

11.1.7 SHEE. B8 (KHEAY])
FRICEHREEERF BV THobNPLT VO T, HET S
&, [9.221]
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1.2 Z0tDE1ER

0. 1~5%Ajifi 0. 1%

Bl BUN R&., —@MorL7F=v k7

M ECE iR KA P s )

N5 ZYEALILES (LIS, A RN, EhkkEE

TR W o SEELIRRE, RS U, ©
Fu, UL 2ThIFh K
IR, ERa v FY =Rk, R
J1E, 9 OIRFE, XIH

[ SR, TRIR, BhiE

ekl kY JE A &,

ZDft FEEN, RHEUE, PEIRINEE, WA,
4. BTG

) MRBE AT 581D C R E SRS ST w5,
FEBUSAIE (3 (AL 2 B e

13. BERS
13.1 fER

AENZBWT, ¥ X F 2 2080 540g% 554 12 ke 5 D
BRI 20 AR R DS B L 2, R OM40gbl oy X 532 v
ZBEFE IR U 22 A COIECHES oM 23H 5, HATIZI
[[508E (10g) . #FETIZ1005E (20g) ¥ TOMEBLEDREDH %
A3, RRICE K% BALNZLD> T,
13.2 g

PRAF Y VIFIMEGENTIC K DERES NS, [7.2, 16.6.221]

14. BALDZEE

14.1 BHARMNROER
PTPOEEDFEANIPTPY — b S IO 1L TR % & 9 15T
% Z &, PTPY — b DRRARIC X O | BEGBUA TS B R~ A
L. BIi2i3Zfle s 2 U CHtIA R E O EE 2 G 0HE 2 01585 2
EnH s,

15. ZDDER

15. 1 ERER{ERAICE D < 53R

ARADEGDE AN & BHERZ G T 2 2 L 3b s 0T, Bk
THRVIEERERD ) 25T L,

15. 2 JEERPREABRICE D < 1BIR

15. 2.1 B o #EERBE TP 7 v Fa P = U IEHICIE-D Rz
BRI O D 9 EROWAPRE SN TV 5,

15.2.2 5 v bic24n HE G U 72 ki< B oo b S oo [l e e
DFAEDRIL 72 & DREDD 5,

16. ZEYEHEE
16.1 IR

TR SRR 5 U 22854, B G B2 i o i i A i
ET 5, M o ORI F2RE R TH o 7Y, F . iR
G LT IR 88 — e i s o T, S/ 516
FEERD BN h oY,
16. 2 MRUX

R SRR 5. L 72854, L&D & RIFICIRIE 7z,
16.3 2%
16. 3.1 Zi 81T

BEE I 1E400mgfE 1145 45 U 72 5l CHEIT T~ O BAT 25580 6 1
7Y MHE AT —%), [9.62H]
16.5 HEtt

TRERER SRR G U 2856, RS0 0324IRF R DA I R rp i P
N2,

Elg g
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16.6 BFEDEREHITZIEE
1661“&??%%%
BIERE R E 2 B 2 BE IS X F 2 Y 2200mghE %5 L 7=
é\m%7v7%%/@ﬁﬁzamef\Mﬁﬁawﬁ%+
W DGR LIl HRED ERsA - (HHEAT—5), [7.1,
9.2/ ]
16.6.2 FEiTEH

S RAF Y VRMBGENTIC & ) BRE SN, EEGENTIC X 2
BERIEIDTHTH - 70 GHEACHIRN#E S LT —5),
(7.2, 13.2&4]

) ARKI DO AR S BRI ETH %,

17. BRPRERAE

17lﬁwE&U§éﬁtﬁ?éﬂﬁ

(BdE. +-EBEE. WaiER)

17. 1. 1 ER—ARERREIER

— B R B 2 B o TAHIT H800mg D # F14% 5. 13 4 il i 35 1
91.5%(1,320/1, 443%) . A S0 G 278, 5% (1, 048/1, 3354)
EEOVRIIRERL 72,

(TREBOBREREONE
SHBXR., BEEXOIMIETR)

17.1. 2 ERN—RZERRABR RO EN _E5KRLBRR

AEE R Y RO BRI 2 R L L 7 MRER ARG
B VT, AATHA0mgD#E M 5.1320% 0 | - hEAERR A
U182, 0% (146/17861) . RIS FAR A B HET75. 4% (135/179
Bl) LB E D EBHIRE R L7, F7 EEREEERBR (S A
Ay FEIC ko TARRDHE RS &l 12,

(EERHILEHIm)

17.1. 3 EIN—AERPREER

(1) lEm%h R

F & L CLHAIR (200mg/1E]) §#IRA RS 1 & D 3H LA o 1k 1L
H(356. 5% (35/62651) . THLAIZTL. 0% (44/6260) TH b . HEkD
HHN OB A AR LA 2 IRmEhHR 27 L7,

(2) LM fgERFEHR

1k 1% D A1 H800mg D% 4% 5 (8 47 2 v b $E) I (kI #ERE
91. 8% (67/73%1) & RAFZZhHHFRD & s 1D 19

(3) L& DR RFEHMR

Z Ay M ERALE B JEE & 7% 5 7028 GYALEERES.
A b L ARSI 20) 1k LT b lE oM & 3
FFIFEE DRI R 2 R L7 W,

GERERER)

17.1. 4 ER—AERFREER

— MR I 35\ TR H800mg DS I #e 513 H - B RERR
AR ERT. 5% (63/7251) . PNABTAT IR &SGR EET1. 2% (47/6661)
EROEIER AR U2, BIETNES. 3% (3/9161) I25R 8 & 71917,

(Zollinger-EllisonfE{&&E)

17. 1.5 ER—RRERERAER

% X v b Zollinger-EllisonfiE R io o LT, [« Sk
DK BT LIS B W TH DD 5 h i,

) ARKI DO AR S IR G TH %,

18. ZEhEE

18.1 fEFtRF
BRI IL O & 2 & 3 Y HAZ A 28l L, Rifeiic 5oy
WY 5,

18.2 BEES i MEIVER

18.2.1 EfED
R 12 200me R TR S L - By
R Sy WA 1391, 2% & 417219,

18.2.2 FRZHRRNY Y, RYVJ=ILRTA VR Y VRIS
+ RS R I200meRR R G5 L Ga, TR I ALY
vapg/kg, X% —)LImg/kg, A >~ A Y »0.1U/keffiiE# 512
X 2 R W3 A% 5 1~ SIRE ] D 2IRF 143 WA L C 2 1L #4179, 1%,
67.8%. 79.5%MH X, ., FEORERIC B\ T400mg
I 5132200mgfE % 5 - LK D 7 b 7 A B vl %
L 7220,

18. 2. 3 REERIHS
TRENE AR X 2 flE5 W 1E200mgfE 1% 512 & D iR o1
IRF[E T o b = H385. 7%, K D 1R[] T64. 3% X 417z, {dHERR
ANDA00mgit O 5 IZFI B K B RIS § 5200 7' 1 3~
IO X 20/ LT WSS Bl L, 2 O%hREs
Beld e < L B8R TH - 7227,

18. 2. 4 WA
T RS B IC B L TR L LI ~ P 6 £ RN R
12200mgf 188 5. T71. 7%, 300mght 1 #¢ 5. 94, 0% il & 4,
T8 53 WA 7 i o0 3465 5 1 13 200mg THIAIE]. 300mg T #I6HE 1]
TH-o1?,

18. 2.5 24B§RI4 i
T IR RIS B VT, 24 0 B D AKREA 4
JE£ 1%, 800mg (200mgx4[a] ) #% [ 4% 5. TE%HN il & n, F 72,
800mg (400mg=2[a]) D& O£ 5T & KR 1< 2415 [ 4 96 13 KL 4T
ICavbtr—LEnk?, wIFRoAEICBWLTHER X D &N
DRV ETH - 72,

18.3 R7 Y V4 iiMEIER
T oEEREEETDOTF FIFARY Y, R =L, A VR
RSN B TR 7Y v Ariki3200meRe MR 512 & D #9565~
679%6HIT X 71, AR R G T ORI BT 2 Pl
12200mg#E I 4% 5--C53. 5%, 300mgiél 1 5-C81. 4% Tdh > 722,

18. 4 REAIRSICHES L5 i RRED ZEY
HEE. IR, WA TR R O AR 1, 800~
1,600mg/H. #1~8.5% Hof# b ¢, FE5Hi#%IcETH
MuZERo oo k®, i, i, +IEEEEE
FHIZBWTY XA F P G dkICfE ) acid rebound i85 1
Lho ),

18.5 MAHRARNYVICRIFTHE

18.5.1 HiE, + IBIAiEEs. o TRiEss B o 2GR 4 A

UVLM%W%OmmyHVAﬁH@ﬁD&ﬁf&ﬁmﬁﬁk

WTHBELRZIZRD 5N isdpo 72028

18.5. 2 fHHIRA R O RIS T O RS Db 27 2 b
V) T IUETHEEIC O W T ED BRI S N dp o 722080

18.6 AR MY Vil DZEL
RIS R I BT, 1,000mg/ H 2458, B 12400mg/
H % 208 f#E 1 5., #5001, BGHmRaER. 128k
24T DTS A A B ) B IE B E R 23R o 5k
o1z,

18.7 BRBHIEICH T 2 E
+ AR EEZ;@SO()mg%XD&%f&lﬂ%ﬁrf‘ﬂ&(ﬁﬂﬁlﬂaﬂo) HINEE
HIZIE, WINSARAZIZED S kdo 7,

18.8 Hﬁﬂﬁwmﬁ“kﬁ?%ms
HEE, FoRBEE B FoRREEERE N T 2
800mg/ H19~42 H [ D & 114 5T R R 0 B/ o I B AR 12 13
AEREFED SN h oY),

. RE#1~3H D



18.9 BHEEMZICHT S1EH
R AICE T, 7AEY VI & 2 BB OE T 2 JIH
T2 22k, BERIMBIMI e % B & RiRR S 2 BIE L 72%,
18. 10 BH#EPGEAGRKEEICH T 2RE
T RGNS B s BT, 1,000me/ H AR 0 T # 5T
FORGIE D PGEoA: AR 3 Gt i e L 3dn L 729,

19. BWRSICEY BEB{EENAR

—fRN 4T © > £ F 2 v~ (Cimetidine)

ft2#44 1 2-Cyano-1-methyl-3-{2-[ (5-methyl-1H-imidazol-4-
yl) methylsulfanyl]ethyl}guanidine

732 ¢ CuHisNeS

TFE 252.34

PER © BEEORSEEDMR T, ITBWIFZR (L WIZH WL,
AL =V IFWER (100) 1ISHE TR <, =8/ — )L (95) I29%
Ay RN {1 (AL PIFNI—=FTNITIEEAERT
AR
THRIZIET 2,
M ko THRAICEMT %,

praiyane

{Lepigs N /\/E E\
</ rs T CHjs
ﬂ CHs N\CN
Bl 2 140~144°C
DRI (-A 2 & 7 — /KR -
pH 3.5 0.0 pH 5.0 0.1 pH 7.0 1.5
pH 9.5 2.7 pHIL.0 2.6

x20. IRV EDER
25°CHANNEE (RH) 75%., S AEOE T (4001x) D LRSI T2 B W»
T, DILREOTIZ I PR N0, 7V I EHHEERD
PREICHERET S 2 &,

22. A%
1005E[108E (PTP) x10]
5008108 (PTP) x50]
1, 0005£[ 108 (PTP) x100]
1,0008E 0, ~~7 ] GZEEHIA D)
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