3I05NC

20235 1 BgE] (581 hR)

B A BERE
BHHAR - 34

H 2SS HA]

7 7 ®F I VORENIELE

B REEmO EES
872325
10mg 20mg
ARES | 22400AMX00889000 | 22400AMX00890000
ARFEREsE 2005%7H 2005%7H

TPEFIVYO0D®10mgror=77
F7EFI0D&E20mero=77

Famotidine OD Tablets 10mg+20mg “Chemiphar”

2. 2% (ROBBICFRELEBVI L)
2.1 RAEIORGT 0 ULBBUEDOBERED & 5 E#F
3. 48RS - MR
3.1 48
B 7 7EF Y OD#EL0mg | 7 7 €F Y > OD#E20mg
(r:77] [(r277]
B |(BE) 777> (HE) 7757V
(1%g#) | 10mg 20mg
D-v Y= b=y XZTABTIVIVEBY TR
Th, B-¥7OTHFANY Y, BT AT - R,
K7 A, AFLELa—A, FV3A/)-6-F7 b
- v R -AY =, ZJURKRE RNV 7TI)IVER
IFIN - XY TYLVBEXFILIAR)Z—, RULF
SIFLY )NV T )NV IT—TFT), T AN
F—u (L-7z=V7 5= t&W). TR ¥
Iy ATTI VBT AT T L
3.2 HEIDMIR
B 77 EF Y ODEEIOME | 7 7 EF ¥ > ODEE20mg
(ri77] (ri77]
PR HE&~MEaEOHRE
= ® &
e | & Q Q
I — I
[=RES 7.5 mm 8.5 mm
Ex 3.4 mm 4.0 mm
HE 150 mg 230 mg
HAla—R Fl11 F22

4. MREX FFHR
OB&ESR. TERES. YathEs. LEEEEHm CEt
MER. S MURER. BIOESRICELD). ERER
&%, Zollinger-EllisonfiE{Ra¥
OTREDSHIERE (FSh. Hll. R, 2E) ONE
SUEBR. BEERORIEIESEH

6. HiENURE
BEE. TTEREES. USHES. ENHLEHm G
BEE. X MURES. BIEERICLD). ERERIER.
Zollinger-EllisonfiE{®g$
BEE. BAICIEZT7 7EF Y& LTLER20mgx 1 H2[E (8

BR, YRBRIIIHER) BOKRST 5. £/ 1M
40mgz 1 H1E (BB BOKRSEITLHIEBTE 2,
%P, FEfe - SERICKVBEEERT 5, 22 L. LEHELE
HIMOBE I BEE RS CIaE 2 e L. NIRITEEICZ -
7BIEROBSICY0 P2 5,
TEERBOBHIERE (USh. L. K. FE) ONE
SIHBEX. EBUEEROIIIEER
WE. BRAIKIE T 7EF V> & LTIEIOMgZ1H2E (8]
BR, YRBRIIIHER) BOKRST 5. £/ 10
20mg#z1H1[E (FER) BOKRETHIEHTEZ S,
B, Ef - ERICK D EEEET 5.

7. BENURZICEEYT 238
7.1 BEEERTEENDIESE
T7EFVVREELTCEREY SREMETHES N,
BHERTERZIC 7 7 EF YV 2HRE5T 5L BEHREDK
TEEBICMHAREMERES LA L. REHETE A EAD 9
BOT. RO &> REE5FEEZBRET A, [9.220]
1[E20mgl H2EH 52 BHE LT 555

7V A A §
TF=r }77/ e
(mL/min)
Ccrz60 1E20mg 1H2[E
1E20mg 1H1E
> >
60>Cer>30 1E10mg 1H2ME
1[\20mg 2~3HIZ1[H
>
so=ca 1E10mg 1H1E
1[E20mg &g 1[a]
BTRE 1E10mg 1H1E

8. ERLERIER
Mm%, FFHEAE. BRAESICERT 52 &,

9. HENERZRIIEEICHT IR
9.1 GIHE - BHEEEDH D FE
9.1.1 DREBDH D EE
DIEROBIERAZREISBTNHH 5. [11.1.63H]
9.1.2 YBHIEDEHIED S 5 BE
9.2 BiEERERE
MHREDFR S 2D T, 5B 2RT 2R E5HRz H
ITHEAT AL, (7.1, 11.1.75H]
9.3 fFieERERE
ERPET B2 BENHH 5,
9.5 1@
R IIEIR L T A RN D H 2 1tk idin R LoA R
A fEliE e EE s CH SN BB/RICOARET 5 L
9.6 %7
PR ELOARERURARBEOAREZEE L. RAOH



BT AT 52 & BAFICHITT 52 EPHE
SNTW5,

9.7 INR
NREFEEZWRE LIZBEMEROREEEZ RS LERR
BRIZSERE L TWds Ly,

9.8 EiinE
AR EZEHET PR EMELAERT 22 SEREICKST 5
ZE. KANZEE LTEREY SHtE N 2D, SiE T,
BHESERTLTWA I ENZ0OMFBENFRET 5
BENTDH 5,

10. fHE{ER
10.2 (HAEER (HAISERIT B L)
HH2E EERTEIR - HEEHE
7V IVRIEEE | AR O A O M
A NTaAFV—) | EMERT S,

W - R T
KA D F B oy
il F 7 72 L EE A
DfEO MR 2 &
g 323,

11. BWEA
WROBWERD H 6bN5Z ENH 5D T EBEETFITITL,
REFPRDSNIHEIEIREEZFIET 20 SHY) S 0B %
o2&,

11.1 EXBEIER

1111 Yavd, 7FIT45FV— (£0.1%KiH)
vavr, TH74 5%y~ (RREE. 25, Mm
EiFE (EmEE. WEFES). EREE) PH6D
N5 ENH 5,

11.1.2 BEFRMEEM, MRS . SEBNERE. BMMEEM
(WFNBHEEEARH), MIMRRE (0.1%45E)
BARRMEM. PLMERED. EERIKE BntE
M. mRED (REER & LTaaBam. R, &
TR RHI, BEE) PHobNETENHDHDT,
EHRICMEREZER L. BEIROSNLEAICE
EbicErRiE L, BYLABZITY 2 &,

11.1.3 PEMRRIRFEFHFRE (Toxic Epidermal Necrolysis:
TEN). RZSHSRRERAEIREY (Stevens-JohnsonfE(RES)
(WFNHIHEARH)

11.1.4 FH&REREE. BB (W9 L HEEREH)

AST - ALTEDO LR, BEVPHODLDNDI ENH 5,

11.1.5 1&IARRIARAE (SEEANEH)
EAYYLAMGE,. 34708 VR, ME®BEE D
% LR, BARSESRONEAICIIES ICEREZH
IEL. ERMEZTY &,

11.1.6 QTER (FHEAH)

FRIODER (DANIFEZE, ABE. ODHES) 25358
FHIZBWTHOEDONRT VDT, HEBLDEEDIREIC
+oRET B E. [9.1.158]

11.1.7 BHEEE, B2 (L3 LHEARH)

BERRE 2588 (REE. ER%E. I 470-32
") BHobNHIENDH D, BICBHRERELZET S
BEICBVWTHODONPTVOT, EETAHI &, [9.2
2]

11.1.8 HEMEBR. 2UEREE (VI N LHEEARER)

W E UCHA. K2, BHEmEEEY (BUN-
VT FZV ERE) EXROONTGEICIES I
Saxqik L, #ZABZTO &

11.1.9 EEEMRR (BEEARHA)

FEEN. LMK, PEIRIRIEE, MOERXHREE S &0 S M M
RBHOEDONDBZZENHEZDT. TOXKDIIERNDH S
bhigaickksezhib L. BIBRERLE VH DR
S5%put)m B Z1TH 2 &,

11.1.10 F=2UX@

11.2 ZDitDEIER

0.1 ~ 5%k

0.1 %

SR

ESER AN
k2 (KL3E).
PRI 8

B ekl

IFERERIE 2

TR

TR - BRfE. O
8. Bl - NEht.

BRI, &
AR, OA%E

MmEESF. HE
AL BIS

iR, SR, B
A/

JFF s

AST EFA. ALT
+F. ALPER

wevier b
%. LDHER

iR N
B

FEHAER

2HEER. &
RARE. A,
AR, ANHR

AL O SEELR
FE. D DIREE.
R B E
DHE WV

W%

ARERIE. 2t
L3

FLIT R HE

Z DAl

CKEH. K&
BEE. AR,
H

FHIFSEE L, ARRE COBMRABRK O HRABEREERICE
SWNWTWb,

14. BRLDER
14.1 ERIZZEDER
14.1.1 PTPEZEOEAIPTPY — b2 6BOH L TARAT 5 &

SEETHZ L, PTPY— FORREIC KD, WAL
WEERMBEARIA L, BIZZZEL 2B U CHBRASE

DEELAGMWELHET LI ENH 5,

1412 KEZEDO LICOETEEZBRBSE 5 EAET 572
O, K7 LCIRAFRETH 5. F/z. KTIRHTZZ &
LTE %,
14.1.3 KANZEL-LFTORETIZ, KaLTRASEZWI &

15. ZOfDES
15.1 EEAREAICED 1B
FEOBREG VBRI L PERZRKT 5 VP HHDT,
BHETLWI 2RO AKRETHI L.

16. ZEENEE

16.1 MOEE

16.1.1 & M7 7 £ F YV OENEESE (DSE) 20mgi3 7 7
EFYUOBENEEE (OD#E) 20mgzEN#kE L7k
BE. BEBRSKEICRESMPIBEIGET 5, MATHE
SR, FIBRRITH B, ZNEOFTECINHE
EoHBIZIZFIFECTH .. EMENICA%ETHBY,

BERABTDIST A —%

& | Tmax Chmax Tz AUC

(mg) | (hr) | (ng/mL) | (hr) | (ng-hr/mL)
D#E 20 3.1 63.4 3.06 363.3
OD## 20 2.9 67.1 2.85 374.9

16.1.2 EMZFHIEFEHER

(I7EFYVODEIOME [T 7])
7 7%EF Y OD#EIOmME [ I 7 7] &HAY —DiE
10mg#z., ZHAF—N—jEICLDTNZENIEE (77 E
FIrELTI0mg) BEMRASFICHEERKS D R
K7z UBEREO#S U MR RE LR £ JIE L.
BoNTHEMERE/NT X —4 (AUC, Cmax) IKDWVT
0% SR EEIC CTRETI#T 21T > 7 ER. log (0.80) ~
log (1.25) OHENTH V. WA OEYFHFREEH
s N,



(kHphigs)

HENRTA—F BEINTA—F
AUC0424 Cmax Tmax T
(ng - hr/mL) | (ng/mL)| (hr) (hr)
77 EF T ODEE 277.3 40.7
2.7+0.8(3.6%1.1
10mgl7r3I77] £845 +10.9 7£0.8)36
7R % —DiiE 262.3 38.8
26+0.7(39+1.1
10mg +65.7 +9.9 6£0.713
(*F51E +SD, n=10)
(ng/mL)
60 r
(F5{E£SD,n=10)
i 50 -~ 7 7EF Y OD#E10mg[ 7 37 7]
@E --0-- ] A% —D#E10mg
- 40
7
€30
; 201
§§ 10
O L L L n
0 3 6 9 12 15 18 21 24(hr)
i
(OK7ZLIRS)
HEINTGA—=% BEINTA—F
AUCO*ZAI Cmax Tmax T2
(ng - hr/mL) | (ng/mL)| (hr) (hr)
77 EF T ODiE 289.3 42.3
+ +
10mg [ 37 7] +43.0 +7.9 2.9£0.6/4.0x1.2
7T A% —Dii 282.0 37.8
+ +
10mg +54.7 +8.1 3.3+0.7)3.7%0.9
(‘F5{E£SD, n=9)
(ng/mL)
60 r
(*F-#5{E + SD,n=9)
i 50 f -~ 77 EFYODEEIOMg[ 7 37 7]
% --0-- JJ A% —D#E10mg
a0t
7 O-_ ;
E300 o f ¢
; 20 1
%10
O L L L L N
0 3 6 9 1215 18 21  24(hr)
e[

(I 7EFIVODE20mMg [5=T7])

77 E®F Y ODFE20mg [ 37 7] &A% —DiE
20mg#x. ZURT—N—FEICLD ZNENIE (7 7E
F Ty ELT20mg) ERMASFICHERRKD D KT
K7e LS U R RZECFRREZR/IE L.
BoN-EMEE/INT A—% (AUC, Cmax) IZDWNT
0% (ERAK LIS TIRETE#T 21T > 72fE5%. log (0.80) ~
log (1.25) O&EANTH . FAIOEYZEHFRFHE
fERRs NI,

(k& #5)
HEISTRA—=% BENRTA—F
AUCo-24 Cmax Tmax T2
(ng - hr/mL) | (ng/mL)| (hr) (hr)
7 7EF T OD§E 492.4 69.2
+ +
20mg[7r3I77]| %1165 +14.4 26+0.5/4.6+0.5
7 A5 —DiE 466.0 66.6
+ +
20mg +113.7 +14.7 2:5+0514.2x07

(‘P9 +SD, n=10)

(ng/mL)
100
(*F45{E+SD,n=10)
i gyt -7 7 EF Y OD$E20mg[ 737 7 |
% --0-- JJ A% —D#$E20mg
7
> 60 - Q
£
7 40t
v
> 20 1
O ! ! ! ! ! ! L
0 3 6 9 12 15 18 21  24(hn)
S
(K LIS)
HIEIST A —% BEINT A=Y
AUCo-24 Cmax Tmax Tz
(ng - hr/mL) | (ng/mL)| (hr) (hr)
77EF Y ODSE 540.2 73.8
+ +
20mg [ 37 7] +122.7 +20.6 30£1.2144+06
A% —D5E 553.9 74.6
+ +
20mg +127.7 +194 3.2£0.9144£06
(FHfE+SD, n=10)
(ng/mL)
100
(F5E+SD,n=10)
ﬁmSO— H -— 7 7 EF Y ODSE20mg[ 7 27 7 |
x -0 7 2 4 —D##20mg
7
760 f
£
7 40t
v
% 20 i
0¢ ‘ ‘ ‘ ‘ ‘ ‘
0 3 6 9 12 15 18 21 24(hr)
RFfE

IMEEFEEN NICAUC, CoaBED /YT X — 713, #iE
FHOBEIR, ARORMEL - FEFORBEHFICE->T
R ReENH 5.

16.6 HEDERZEIBEE

16.6.1 BiHEREESEE

7 7 EF V2 20mgIRAIERE Lz & E0/85 A — 4D

FHCrfE Ti2g AUC Ctot
(mL/min/1.48m?) (hr) | (ng - hr/mL) | (mL/min)
98.9 n=7 2.59 857 412
73.8 n=9 2.92 909 381
49.2 n=5 4.72 1424 242
10.3 n=10 12.07 4503 84

17. ERREHE

17.1 BERUREECET 555

(BiER. THEEES. WEESs. LiPHEERm CHbit

BE. R MUVRBEE. HMEERICKD). EREREX.

Zollinger-EllisonfEf=E$)

17.1.1 ENERREER
77 E®F YU BKRUODSETEEER U+ IE5E
BEICOWT_EHERHERBR 2 & CHERABITD
n. ARHEATED 5701,

e | TRERHIMT

i | 2RdEE Egig% BER

a GG E

1.E®E) | 20mgx | 95.2% 95.1% 84.1%
2/8 | (1L174/1,233) | (1,105/1,162) | (1,037/1,233)

40mgx | 98.2% 95.4% 80.1%

1/H | (449/457) | (412/432) | (366/457)




v | PRSI
i | e Egigﬁ eyl
a RiFeER
248 | 20mgx | 95.7% 95.4% 86.4%

BB 2/H | (645/674) | (600/629) | (582/674)

40mgx | 95.8% 95.2% 86.0%
1/H | (343/358) | (320/336) | (308/358)

3.8 +=|20mgx | 951% 100.0% 92.7%
EBtE| 2/ (39/41) | (41/41) | (38/41)
BE5 40mgx | 100.0% 100.0% 100.0%

1/H (5/5) (5/5) (5/5)

4 & EE | 20mgx | 95.7% 100.0% 87.0%

5 2/H (22/23) | (21/21) | (20/23)
40mgx | 75.0% 66.7% 75.0%

1/H (3/4) (2/3) (3/4)
S A | 20mgX | 90.5% 90.0% 90.5%

DS 2/H (19/21) | (18/20) | (19/21)

40mgx | 87.5% 87.0% 83.3%
1/H (21/24) | (20/23) | (20/24)
6. #RE AL | LEMFHR -

EHIN | BIRANE S & B IEmhEIZ91.2% (165/181)
ZRL. —EEBEEHBRICE - TTrETF IV
OERENRD Nz, HERFHBENRU_ET
R IC B 5 1E120mg. 1 H2[E &R N #%
S5ToIEIEEIZ91.0% (91/100) T, %536
BRI 0 LR I 3R 1366.0% (66/100). 3HELH®
1kIMRIZ84.0% (84/100) Td - /2.
LEIMAERFEHER
BIRAH S TOEIMEBEORS (20mgx2/H)
12k B IR DRI RIFTH > 100

7.Zollinger- | — R RFBEOFIF (RO ESH]. BEIRN&ES 1

EllisonfE | ). 51 (FOHGA%1. BEIRNZS16) B

fER¥ HThH-o7,

1) —EEMREERE (40mg/H. SEREEE) Ic&k-T7 7
EF VL OBERBENRD 5Nz,

H2) —EEMRLEHE (40mg/H. 6BREEKRE) Ic&k-T7 7
EF VL OBERBENRD SNz,

(BHER. BEBROIMEEHOBEKERE (USHA. H

M. R, FHE) DiE)

17.1.2 EIREGAREER
77 EF YU BUKRUODIETE - BB RO B
REICDOW T ZEERIEHBR 2 & CHEREBRPITD
. BRESED 571722,

RE
m | e | DR |
- XidEER
ey | 10mEX | B41% | 844% | 8L8%
; @X% 5 2/H (333/396) | (335/397) | (320/391)
gtz | 20mgx | 8LO% | 840% | 803%
1/7H (141/174) | (142/169) | (139/173)

#3) 20mgXx 1/H#E5FEE10mgx 2/ AR5 HEED_EEHT
BHRB TR BMEERSEE. NREFTRNEE. 2%
WEBERVCEREOWTNICBLTLHEMICEREIIR
HHNEN T,

18. FEhEIE
18.1 {EFAE
BRREEM a0 HoR Bk 2 il L. BRaw 2y 22
clLky. B - +ZEBEE. BAZEORENRERT.
18.2 £ FTOEA
18.2.1 BEERURT Y U 5iiiHItER
(1) BRENUSERRD W
BRI SULH BB REIC BT 5. AR ORI

A GROEHBBEVORT Y V3iBEIE, 20mgR O
BIc&k0enen71.6~99.6%. 29.5~96.9%HI =N %,

Eliioanl) RT3
fmEl=R (%) | fHEER (%)
ERES W) 98.0 71.0
TEIHANY Y (4ugrkeg.
N 4. 1
BHE) IS 947 75
R& YV =) (Img/kg. BHE)
S g 99.6 96.9
4> 22U (0.2IU/kg. #&iE)
BN 716 295

7o, 20mgElRMIRE CEBSW. T RIHAA MY > RS

) — VRIS 1 % 1 % 200270,

(2) %5

TR A S TH L BB B E O F BB » 5 FRI6E £ T

DO7TEBEBEUORTY o AuEIE. 20mgROf5I1ckD

ZN#No1.8%. 71.8%iMH s 52,

248585345 « EApH

BERADOE®RYWEIL. 20mgEIRE5I1c XD, %8

5 1 20FE L Eich 7z DI S, 12850 B B 43 i i 3

1393.8%TdHh 5. BApHIZ &5 1RE%ZICIZ4 EE2 D,

12B5fE#% % T5~6DHF THR T 52,

MEE & SEDwiNGIER

A R & R W R & ORI IZIEDOHBIBGR A A 5

N, BESMWEZS0%MEH T 2 & EomPiEEI$13ng/mL

TH50,

18.2.2 BHRIIREICRIF T HE
0.1~0.2mg/kgDFEMIRN %5 T IR AL O B AGRIL G
BERENS S5 ETAI RO 5530,

18.2.3 BiRD Wb ICRIF T &

T+ EREEEEOBRTERERE ICHEE TS
7:;?1/332)0

18.2.4 EATHHHEEICRIF T HE
BiEE. TTEBBESEEE I20mgRO/RS L HA.
BHHHEEICER RITS 210,

18.2.5 FFIM{TENREIC Rz I3 o &
20mgEIRMNIZ 518, BFREA O LRE. PRI
1B R RITS 503,

18.2.6 MhHR MU NEICKIF T RE
BB, +TIEBEEREIC20mgl H2ME. 1~20 A%
[R5 U 5E, MFH A ) MEICHER RITE 20,

18.2.7 Mh’OS I FUEICRIFTHE
20mg# RIS, 20mgl A2E4ERHEORE 1. HE
B EtEEEEEOmMF IO 7 F o, IR
LEY, HERIVE MEICHER RIS 21030,

18.3 BMITOIER

18.3.1 H2ZB{KEIIER
In vitrollBF % EILEY MEHDEDO DAL O T v
MERTFEOIET . SO A Xin vivoD BB 5 w3
IS LI He S B ARETERIE. Y2 F Y gkl
10~ 148f53 /1 CTH %,

18.3.2 BESWINHIER
4RO AT I VRO BB MINEIIRIL. v AF
DV UCH LR E THRI40M5 < . B T3~
L5fER 340,

18.3.3 BiRD M IC R IF T &

Ty MDAV RICKZBHREFEEARORD 2GR
im0,

18.3.4 REREBICX T B1EH
Sy rDAL Y RAY YV, TAYY Y, FLR=ZVO
Ve ANVARUHPEERICK2BEBERIALY Y —
MCE B+ HBBEEOREICHLTIAF I EDY
BRVMEIRN R 2R 442, £z, EERESIC X D EERRIC
EBBEERUOALY YV —)UIC K 5+ HEBEEORE

(3

(4)



EIBEL, I A F VU K DN,

18.3.5 BHMIcxd s 31EHA

RIIKZR O 2% 2 V51085 5y b B HImIZx L
HIEAZRT,

18.3.6 R BHIRHREICH T 21EA

19.

20.

22.

Ty O IOI—=)EE-L 2% I, Yo ad— )Lk
tu b=y, BE-7AECY UERUER-T¥ ) — LIk
HEBHBRER2FHTH20AE6T, I—F7E 7
I RICK A ERBEREDR Z(EET 5,

BRI ICE T IBEFMER

—RMIBTE - 7 7 €F V> (Famotidine)

{£% : N-Aminosulfonyl-3-{[2-(diaminomethyleneamino)-
1,3-thiazol-4-yllmethylsulfanyl} propanimidamide

PFI - CsHisN7O2S3

PFE 33745

B R T77EFOVRAA~-HHABOBRETH S, Bk
(100) IZEITRTL. T4 ) —)b (95) ITHEITIC
< <L KIS THEITFIZ < Lo 0.5mol/LIEEE K
KT 5. STk THRAICEEBT 5.

{EZEE -

NH:2

A %/ZJASM

B R 164C (D)

RV EDER
FERISBR 2B CRET S &,

=ES

(I7EFJVODEEI0ME [F=T7])

100%¢  [10%E (PTP)X10. H/EFIAD]
5008 [KUIZFL UM, NT. EEAIAD]
1,000%% [10%E (PTP) X100, HZ/&AIAD]

(J7EFJODEE20mMg [F=T7])

N
W

2LE2R

U

100%¢  [10%E (PTP)X10. H/EAIAD]
5008 [KUIZFL UM, NT. EEAIAD]
1,000%% [10%E (PTP) X100, HZ/&FIAD]
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