5LO6NC

2023F1HE] (EB1hR)

87 R BiERAE
BIHAE - 35

H 2 E{FSHA]

77 ®F I VORARRIRR

B REERI EES

872325

10mg 20mg

HERES | 22400AMX00889000 | 22400AMX00890000

BRFThHEIE 2005%7H 2005%7H

77EFV Y 0ODs10mgro=77)
TPEFI0D#20mgro=77

Famotidine OD Tablets 10mg+20mg“Chemiphar”

2. 22 (ROBHEICIEFBRSLRBENTE)
2.1 KA IR UBEIEDBFED & 5 B

3. #ER% - MR
3.1 #88%
iz 77%F Y OD#E 10mg | 7 7 €F ¥~ OD $E 20mg
e [r377] [r3177]
GREsy |(HRE) 778FY> (HR) 77®FYv
(188%) |10mg 20mg

D-YY=Z b= AT TABT VI VEBEY TR T AL, B-
P7UFFAM) Y, AT —R, KT A, AF )Lt
Na—RA, ZIA/)-6-FT7h2, L -AYb—=)b, ZJTOX
WAl | BE RS, PZULEBEBIFIL - XY T Y LEBAFILIAEY
v— RUFFVIFLY /LTI —F), TR
ISVF—2b (L-7 227 5= b&M). BRL L7,
AFTU VBT TR A

3.2 SEIDHEIR
Wiz 4 77%FY > OD#E 10mg | 7 7 €F ¥ OD $E 20mg
. [r377] [r:77]

20N B~ M A D HRE

o | @
[ O | C

I — —

BE 7.5mm 8.5mm

Ex 3.4mm 4.0mm

HE 150mg 230mg
Al — K F11 F 22

4. WEERIFHR
OBER. TTiEEEE. USIEE. FEKEEERm Y
tEEE. A NUREE. HIMESERITELD) . 7
HRiERN. Zollinger-Ellison fEREF
O;Eﬂﬁ%@%*ﬁﬂﬁﬁﬁ (U'Sh. HBI0. iR, ZE) OX

SUEBR. BUEROZIEEER

6. FiERUHE

(BiEB. TERSES. YatkaEs. tINHESWm Gk
BE. 2R NURBE. HMESRICKD). ERERE
. Zollinger-Ellison fEIREE)
BEE. RAICIEZ77EF YL T 1E20mg % 1 H2[H
(BAER. YRR IIHER) BOKET 2. £/, 1H
40mg # 1 B 1H (BB RHRE5922E6TE D,
B, Fil - ERICK D EEERET 5. 72720, EERELE
HMOBFE B E ESEI AR Z G L. PARATEEIC 2 -
7BRIIREOREITO A Z 5,

(TEREBEDBHIRE (U'ShA. HIN. Fik FiE) O%E

SEBER, BEEROILIEES)
EE. RAICE77EFYELTLEIOmMg % 1 H2H
(FER. YRR IIHEN) BO®RET 2. £/, 1H
20mg = 1 H 1 [\ (BREH) EOKRETZEIEHTE S,
B, F - ERICK D EEEET 5,

7. RERURZICEET R

7.1 BHEEETERENORSE
T77EFVVEEELTCBREL? S REMMAETIEE NS,
BREETEZICY 7EF VU259 5 &, BREORK
TEeEBITMpRE(CRRED LA U, RPFEMAED
BDT. MOEDREFELXEHRZET S, [9.2 BH]

18 20mgl H 2 B2 EEL T 255

Cerz60 1[E20mg 1 H2IE
60>Cer>30 i %’fggg e

8. EELGEAIIR
M. FFHERE. BEESICERT 2 2 &,

9. HEDERZBIIREICHT IR

9.1 GHHE - BHEEEDHZEHE

9.1.1 MREDHDEE
DIMEROEWERZECIBZENDIH 5, [11.1.6 &
]

9.1.2 EMBRIEDEIEEDNH 2 EE

9.2 BHEEREEE
MAREDFET 50T, REEZHT 2 - HEHEE H
JTHERT S & [7.10 11.1.7 ZHE]

9.3 FFikaEREERE
AERPEBILT 2B TNDH 5.

9.5 im
TR A IEIR U C W B FIREE D a5 5 M IC XA E L0 B
hfEktte BRI CHITS N2 BEICOAEZRET 5T

s,

9.6 ZILIF
BELOERERUVBIREOAEREEZZR L. IO
FUIFRIEZET T 52 & BAFICBITT 52 EPHE
SNTWb,

9.7 INR
NREZWRE Lo BWHROLRLEE RS U ERA
BRIZSERE L T,

9.8 EE
KHxBHET HPEEHEEAERET 20 EERICKET S
& AR EE L TEEY SHEtS N2 M, BE T,
BREEDBE R L TWA I EAZ WO MABE NS 5
BENDDH 5,

10. HHEEH
10.2 fHAEE HAICERTZIL)
RS B - ST W - falRE T

7V —I)VRITEEE | 7250 O A o M EE | AH 0 B B O I E
£ FaFI—) | PMETT 5. FA 2372 SR EE A D % TR
N2 ETsE529,

1. ElEA
WROBWERAH5bN B ENHAHDT, BEE+DITIT
W, BEPRDOSNTEEICITEREZRIET 574 @)%
WBZITH T &,



1.

1 EXZEIER
1.1

A vavd, 7F7453FY— (% 0. 1%KimH)

Yav s, TFT4 5%y — (IR, L5, 1Mm
ErplE (EERE,. WIHZES) . ERE%) Phobh
BIENDHB.

2 BEARMEN, AMmEEL . S\FERERE. /SMmEEm
(W HEEEARE), MAMRES (0.1%KH)
HARBRMEMm, JLMBRED. BEBERIE. B4E
M. M/MVRED (FERER & LTI BaER. K. K
T METHI., BHAE) BPHobhbdIEnH50
T, EHMICMBEREEER L. BESRO 5NI5E
WCIEESICREEZFRIEL., BUZABETY 2 &,

SHEMREEIFERMEBEE (Toxic Epidermal
Necrolysis : TEN). RESRIRIEIREF (Stevens-
Johnson fE(REE) (W N SEEREA)

A FTEREEREE. & (W9 L SERE)

AST - ALTEDO LR, BEFSHODNDH I ENH 5.

.5 1ERENRIARAE (SHEEAER)

BEAHUYAIME. 3470 VR, MiEEHESOZH

e PR HAEENREO SNIEEIIIES IREE2F

L. Y RMBEZITS &,

QT &R (GEEARH)

FIODER (DHEE, FEE. DIES) 26958

FHIZBVWTHEDLNRT VDT, HERDBEDIREIC

+o9EET A&, [9.1.1 ]

BfEE. B2 (LWINLEERE)

BEEE 258 (EEE. MY IA70-322

W) BHEDNBEIEND D, FHICBHREREZET S

BEIIBVWTHOEDODNRLTVOT, FEIT S L, (9.2

28]

.8 FHEMER. SNEEE (WINLEEREH)
AR & UCHE, BB, BREREEREY (BUN-
JLT7FZr ERE) ENROONTEEIEES I
SxadilU, B2 LEXITS &,

.9 RHEEMERmA (BHEARER)

FE WK, PEIRAEE, MR X AREES A LS ME
RDBHEDLNEIERDHEDT, DX RERIH
SbNHEICIESEHIEL, BIEEERILE VH O
BE5HEOBY 2 MEBERITH T &,

11.1.10 A2UNHE

11.2 ZDtDEHER

0.1~5%ki

11.1

1.1

1.1
1.1

11.1.6

11.1.7

1.1

11.1

0. 1%
% (hist). #m
TEHE
IFERERIEZ
TR - BR{E. O
By ED - R,
PR R AR
AR, OW%
ME_E5- B
AL, Hg
Bryurerk
5. LDH E&
TR BEIE. HR
S AR

SRR

=itz
{ERD

IR, SR B=E
Javy s
JFHRERE . BE

JFFH AST B, ALT

LR, AP ER

TR R al M O $E ELR
f&, S DIRKE, B
B EEEE. D
FWn

FLIT R HAE

AREARIE. 1L
FLE

Z DAt CK L&, KER
w.OBHAR. B

ki

FIASEE L AR £ CORRRRAER R O A BHE R &SR
ICEDVWT W5,

14. ERAEDER

14.1 FRIZAEOER

14.1.1 PTP AL OFEANZ PTP ¥ — F 2 S5WMD H L CRAT
H5EHEHETSHT L, PTP ¥ — FPOEMKICEYD ., BWW
HAERPEBREEARIA U EICI3ZEFL2 B L THER
MREOEELAELHET LI ENDH 2.

14.1.2 RANZED EICOETHRZRESE 5 CHEET 72
O, K UCIRAFRETH 5. 72, KTIRAET S &
LTE 5%,

14.1.3 RANIR-FFORETIE, KaLTRAESEZW T
&

15. ZOM0DER

15.1 BRERFEAICE D < 1E%R
KB ORGP ERICLHERCRMHT S5 EAFHLHDT,
BHETEWCEZHERDOIARET S L,

16. ZEYIENRE

16.1 MRE

16.1.1 &EAPFHIEEFHEHER

(D7EFYVODEE10ME [T=ZT7])
T77EFYODSEIOmE [FI77] &EHAY—D
56 10mg &, Z R AF—N—HElIc kD zhEn 1§ (7
7EF Y& LT 10mg) BEKRABFICHERKD D
K UUK7s UBEREO#RS LT MR RECRRE = 8l
E L. Bon-EYEE/T XA —% (AUC. Cmax) I
DT 0% FREXIEIC TRHREHENT 21T - 72 /&R log
(0.80) ~log (1.25) O#EHHENTH . WAEIDOENF

MEZSE SRS Nz,
(KCHRA)
HEINT A =% SENRTA—=4
AUCo-24 Crax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
T7EFIV
OD $ 277.3+84.5 |40.7+10.9/2.7+0.8| 3.6+1.1
10mglr3I77]
ﬁxl%”mg 262.3+65.7 |38.849.9/2.6+0.7| 3.9+1.1
mg
(‘F#5{E+SD, n=10)
(ng/mL)
60
(SE#54# + SD,n=10)
msor -7 7 €5 Y OD§EIO0mg[7 37 7|
th -0 /7 A% —D#E10mg
Taop | A
7
£ 30 =
v L
20
% 10}
O L L L L L L T
0 3 6 9 12 15 18 21 24
R
(K7& U THRA)
HEIST A — 5 BEINTA—F
AUCo-24 Crax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
T7EFIV
OD $ 289.3+43.0 |42.3£7.9/2.940.6| 4.0+1.2
10mglr3I77]
ﬁxfg“Dﬁ 282.0+54.7 |37.8+8.1|3.3£0.7| 3.7£0.9
mg
(Et3fE£SD, n=9)
(ng/mL)
60 r

(‘5 fE +SD,n=9)
—— 77 EF YV ODSEIOmg[ 7 7 7
0= # A% —D§E10mg

w
(@}
T

N
o
T

REEE L R BESE
w
S

201
10
O I I I I I I N
0 3 6 9 12 15 18 21 24(hr)
R

(J7EFIYVODEE20mg [T=ZT7])
77EFYODEE20mg [FI77] EHAY—D
$E20mg =, 7 a2 —N—FEIZ KD ENETN 1 $E (7
7 EF D& LT 20mg) BERMASBFICHERKD D
FKOK% LBEREORS LT SRR b REE %
EL. Bon-3EyEhE /85 X —4% (AUC, Cmax) I
DT 0% FEREXENEIC THREHRIT 21T - 72#E2R. log
(0.80) ~log (1.25) OHENTH V. WAIDENY
RIS THER S N,



(K THRA)

HEIST R — 4 BEISTA—F
AUCo-24 Cmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
TrEFIV
oD $ 492.4+116.5 |69.2+£14.4/2.6+0.5| 4.6+0.5
20mg [ 37 7]
ﬁxz%“mﬁ 466.0113.7 |66.6£14.7|2.50.5| 4.2£0.7
mg
(*Ft5ME £SD, n=10)
(ng/mL)
100
(F9fE +SD,n=10)
gﬁlSO, —-o— 7 7 EF YV OD#20mgl 7 37 7]
2 -0~ 7 2 # —D§#20mg
7
7 60t
£
T a0t
v
#
220
O L L L L L L I
0 3 6 9 12 15 18 21  24(hr)
Ry
(k7% U CERA)
HENT A =4 BEINT A—H
AUCO%M Cmax Tmax T1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)
Tr7EFIV
oD 8 540.2+122.7 |73.8£20.6/3.0+1.2| 4.4£0.6
20mg 737 7]
7”2%*]3% 553.9+127.7 |74.6£19.4|3.2£0.9| 4.4+0.6
mg
(F#E+SD, n=10)
(ng/mL)
100 ¢
(0 +SD,n=10)
EﬂSOf T -7 7 EF Y OD§E20mg[ 717 7]
;f 0= H A & —D§E20mg
7
760t
£
a0t
v
&
220
od

0 3 6 9 12 15 18 21 24(hr)
]
IMEEFEEW NI AUC, Cnax FED/)ST X —F 13,
H ORI, FRORINEE - RS OHBSREICE > T
R HA R H 5.
16.6 FEDERZHI DEE
16.6.1 BirEREEE

77 EF VY 20mg BARNIES Lic L ED)ST A =41

44 Cer fE Ti28 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
18. FEHFIE
18.1 {EFt&R

BARVEEEAA D Ho RAE2 W7 L, BB W2 MG 2
CEICE D VB TEREE B REOWBENRETR T,
18.2 £ FTOEA
18.2.1 BEENURTY V53 iEIER
(1) BRRUSERBD W
B ASUIHEERERE I BT 5, Bl OSBRI
A 5EED 2 BEEB R OT Y v iEid. 20mg &0
BEICKDZNENT71.6~99.6%. 29.5~96.9%HH| =
No,

=l pl RT3
HHE (%) M= (%)
LRSS 98.0 71.0
FRIHAN) Y (dug/kg. B5E)
AR 94.7 75.1
A& =)V (1mg/kg. A5E) HIEsS
wzﬂ /K8 99.6 96.9
A > A1) > (0.21U/kg. &9E) H#
e 71.6 29.5

F7z. 20mg #IRN S TERSW. T I HAA MY >,
Ry — VRS W% H T 59 10,
(2) "W
R ASUIHELEEBEREOF% 11 B 6 481 6 B
TO 7 REBREURTY VaWEIR. 20mg AR5
LFDEFNZENOL.8%. 71.8%MHI B,
(3) 24 B§RE5 - BA pH
BEHRADBERIWEIL. 20mg BOFSITED. F14 8
B2o 12BN Eichbzoiliflans, N pH X &5
12 BRI ET4.2~6.0 DEFETHERL T 212,
(4) MoRE & SEE7wNGEIER
MAERE & EEE D WNHIR & ORNICIZEOHEBBEZRA A S
. BESWEZ S50%MH 2 & oMb EER
13ng/mL Td 513,
18.2.2 BHERMTREICKIFTHE
0.1~0.2mg/kg O EMRAE S TIZBRERA O B A5
MRE %NS 2 EAFRD 5N,
18.2.3 BRI MICRIFTRE
BEREOBRPNRERE I CHEL RIS RN,
18.2.4 BABHIHEEICRIFTRE
BEE. +EBEEEEIC 20mg BOBRS LB,
BHFHEEICHE R TS 2o,
18.2.5 FFM{TENEEICRIF T RE
20mg BEARME 5% R A O FFIE. PRI S
ICHEL TS 7\,
18.2.6 MhHR bU NEICKRIFITHE
BiEE. +TEREEREIC 20mgl H2E., 1~2 7
H?ﬁ%%&% L7z E A A M) MEICEER RITS
7(211)1 o
18.2.7 Mh2’OS I F VEICRIFTHE
20mg BRI S, 20mgl A 2 [ 4 BERREOERS .
R HtEEEEEomh7Ta S 7 5 >, i
BALEY, BARILVEMEICHER RITSHWVY,
18.3 EMITDIEA
18.3.1 H SHXEHIIEA
In vitro 2B 5 EILEY MEHDOEOLMABKE S
v MEHFEOIFED ., X NTA R in vivo D BB
W2 A FEAEIC LT Ho BBRIETERIZ. YA F VI
HL 10~148 &1 cd %,
18.3.2 BERSHINGHIER
A XD AL I VFEEEO BB IBINEIIR L. ¥ X F
VU LIEFBRE T/ 40 155 < . T 1.3
~1.5FBEVW2. B,
18.3.3 BHRDBICRIF T HE
FY POAMLVRICE S BHEFEEOREORD 2 F
BEIHfs 52,
18.3.4 EEREBICHT S1EA
Sy MDAV RAYY Y, TAYY Y, FLURZVO
VAR VAR OMPEIRICK D BEEH S VNIE ALY
V= VICE AT RBBBOREICH LTI AF YV
L0 LERWINFEIRI R 2RI ), £z, EFERSICX
DEERRICE A BEBERVOALY YV —LICX 5+ 1B
BEOBRBZMEEL. HIET ATV KD
18.3.5 BHIMICxd 31EH
RIMER O A% I 0510855y hOBHIMMICH L
WHEIER %2 RT 2,
18.3.6 RN BHIERZEICHT S1EA
Ty hOF¥ AT )VEE-L A I, ¥ 70 d—)LE-
to b= EBR-7 A U ROER-TY ) —I)LIck
AR EREREZFHT DA ELT.I—R7E T
I Rk BRBREDRBZEET 52,

19. BRI ICEET ZELZHNAR

—%H : 7 7 €F Y (Famotidine)

{bZ4 : N-~Aminosulfonyl-3- {[2-
(diaminomethyleneamino) -1,3-thiazol-4-yl]
methylsulfanyl} propanimidamide

773 - CeHisN702S3

F&E : 337.45




B R 7 7EFYVIHB~FEAROER TH S, R
(100) ICBEFRT L. T4 ) —)L (95) IZIBEIFIZL
< IKICHRSD THEIFIT< Ve 0.5mol/L K IC
BT 5. HITE>THAICERT 5,

{b#EE NH20 o
NH2 \ 7/

HzN/gN—(Nj/\S/\/&N/S\NHz
s

B A9 164C (DFR)

20. BRVLEDER
FER BRI TREFET 22 &,

22. @R

(D7EFIJVODEgEI10Mg =T 7))
10088 [10%E (PTP) x10, #Z@AIAD]
50088 [RVIZFL UM NT. EERAIAD]
1,000 $& [10%E (PTP) x100. #@HIAD]

(F7EFIYVODE20mg [T=T7])
10088 [10%E (PTP) x10. #EHIAD]
50088 [RUZFLIH. NS, GEHIAD]
1,000 $ [10%E (PTP) %100, ¥Z@EHIAD]

23. FEXHL
1) J&ITUSR, fth : Prog Med. 1996 ; 16 (11) : 2897-2903
2) ZAF A : Today’s Therapy. 1994 ; 18 (2) : 42-45
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