XOK20234810 H EET (B8 7 WO
X20214E 7 AET

IR SO

R
[k, s ]
BAZESA IFVSLE
IFVS
IFVS Liz0.5n8 NP
IFYVSLizlng INP)

I5:0.25mg NP

| AAkEEm ) EES | 871179 |

ETIZOLAM TABLETS §i0. 25mg §i£0. 5mg §i 1 ng
. L KR & B | 22400AMX00201 | 22300AMX00916 | 22300AMX00917
Bkl IR :
{;H;]gmlxﬂ . ﬁ%’%b:%ﬂ% A | 20134E6 A 20114111 20114E11H
FOZ (BRWLEORE] B Wi 78 B #h | 20134E6 A 20114E11A 20114E11A
. (%hAE - 3R]

22 (ROEBHICIFESLENWI L)

I SEHEBARNEOEE Hay ERICKDIRE
MEFRL, ERZELIBDLIEND D, ]

2. BYEMIED R [HitiRERIC K 0, ERZEE(L
IR/LIZBENNDH D, ]

(4R - 144K]

1. $ERK
o= % IFVITLE | TFVITLE | TFV T LEE
0.25mg [NP] | 0.5mg [NP] 1mg [NP]
GE %A HAERG TFV/I06
(188 0. 25mg [ 0. 5mg [ 1 mg
rrEOaTF> T, AMEKFIY., K&t
a—A, Z)L7, e Foxo—RA, BILF
B
w o | ~xrod—)l. e RoF OO —
HbE, =8| X, 70XR)A0—ZF b
bk, HILF | UDA ATTYUCEIT X
) Narvy DA
2 WRIDIR
EEVEIN IETAVEIN IETAVEIN
0.25mg [NP] |0.5mg [NP] | 1mg [NP]
®
b4 A
= =
WMAREED 7 «
2 RV AI—FT 1 22037“1/
T8
KB an)| 6.6 6.6 6.6
Z|EX (mm) 3.4 3.7 3.8
) 112 112.5 124
Hpa— R NP-547 NP-557 NP-577

OMFEICRIT 2 A% - Bk - 15D - Wik =gPEIR - MER
=

O2DRIZBT BA% - BiE - HEIRMEE

OLERE EIUERE. B - + 3558 1B 2 ke
WAL - 845K - M5 D - MEIRMEE

OB = TE I BV B IEIREE
OTRERICBUIT DRE - B - MO OB L UFRE

SHMESE, FERE. A0 DUHE M BE

(A& - AE]
OMFIE. D DRDBE
mWHE, BRAIEZFYSAL4ELTLH3ngZ 3ENIZHTT
BO%KGT 5,
OLEE, SEMERE. MYRAE. BHIGHEMEER OS5 S
B, RAIEZFY S 4ELT1HLSngZ 3ENZHV
TRO¥ET 2,
OMEIREEIZ WS BE
WHE, BRAIEZFYSALAELTLIHL~ 3ngZEERIC
1 EREO#%ET 5,
BB, WTNOHEbFER, ERICKDEEERET 22, &
EEICIE, TFYVSALAELTLIHLMEETET S,

(ERLDFEE]
1.EERE (ROEBEBICIFEEICERETSZL)

DOEEDOH ZEE (MERTRDSOLNE2BZTNNH D,
DEEDDH 5 EBFTIIEROEIC DN ZBENLD
%,]

) ffEE, BEEOHDEE EANHIbEONIBZE
NnH s,

MIKICERENEEDH B BE HEHNBRHSDONDBT
Nnd 5,1

HNE ([T NBEADERE] OIESHR)

5 EnE ([5. mEENDOEG] DIES)

6) ZFEE HEANHI DL OLNEIBENND 5. ]

T) P EIEREE S EERIEREE (FRAE) OhD
B RGN EEICER T L T2 EFICRG LG
B, KEBBHAFIN I AZEITIEND D, ]

2L EELRERANEE

DIRG. EES - B - REEDRENZFOE TR S
ZENDHDHDT, AFREGHFOEZIEHEDEGLS
BREES EHOREICREBSHEANVIDITEETSZ
&Eo

ED EE-EMEOUSEIIVHEHT LI L



DEAICROEMKGEEL DI ENHZDT, ERE
Lt 5ic L2 RUEAEMIT2 2 & AAIO%
ke 255103, B8 EORENEZ o0 ITkRE

I &, (M4 RIEM DERGEIER] OESH)

3. HHE%HA

AHENL, HREHERCYP2CIRUCYP3AITRIAMEI NS,
HREE HAICEESSZL)

FHBE

BRAREER - 1BERE

e - ERET

FRAR RN A
T /) FTIr
FZEC20N

s NVEY — )L
20N

&

R MEAR T,
HEEIHT, B
HaEeRITH
TNDD B,

PR FHRE AR &
DHF TNy 75
HERERNE A S
N5,

() B 14 A 2%

MEMMRND 5 b ZE0H DD T, FEL WM.
IR R, OB (RE2E) SRR sNEE
IE G2 U, #Hen IR XRE OmA = J
L. BIBRERIVEHOHKGEDMYSILEZTT
Z&,

(6)FTHEREREE. ®E

e SE (AST (GOT). ALT (GPT). r-GTP.
LDH, Al-P, BUJJLE>Y LRE), EEND S5HN
52 ENHBHDT, BREZ2THITTN,. BRENEDS
NEYAICEREEZD TSR EREYBUEZTTD
&

) EDHRDOEER

R A

MAOREZEH]

AR, B, K
BFEME, HESE
BITBENNDH
2,

MAOR EHI A
KO ToMRH %
MHEL., iz
WEL, M
LRG0
TERMN RIS
ZENBZLHEN
5,

BEEER| IR S5D&, OEWV, HITRH, HH-
HE, SFEMEE. AR, MANE EE,
BEE REE MUER (B, PEES).
B, R, SHEL

WOk B | I R

B B & BF U554

TIRFHIUT
LA UG

AHIO L &
rEREELZ R
BHDT, KA
PR 5 72
EEELTRYS
T3,

TIARFHIT
LA DR IAH
DOIF o2
=L, MHEEz
FREE-DK
FIDEFH R
N5 EMH 5,

Ao & 0iE RS - ES. B F o B
AP, MM, IR, RS TR

BB RETY | BB, HARE. ZORERL ALK

| W Bh|BER BN BRETR. MistiEE D
AR ARAC N AEIR

Z O | FEF PHURMEE, 2. S 0w
ZHALAE. m 7057 F 2 iiE. IRig
;F;'? ,’@&3)

7 )b a—)b (FkiE)

¥R RE. A
HEEIREDIRT &
BITBENNDH
2.

T4 =)L EXRHK
VARG 7 AR
HERZRT Z &
MWEZLND,

H2) ZOXSBERDD SONHE

G2k
5L,

3) AFlOKRGHRBERE TN, BEBS, &

Wi, IR DIRERAFE® 5 N2 H &3

4. BI¥ER
AFNE, BV FEBISARE A R & 72 B IE 2 F2ht L Ty,
NEXZLEIER (BEEAE)
(I H&7E

(2

(3

(4

AT KD EMEEZECDZENDHDDT, BEE
Ty, AEROMERMICER LUERICRST
52 &, £, HAPRIIBT 2E5BOEE 7
WL OFIRIZL D, EBREE A%, R R
R, A2, I8, 2ESOBBERSS 5bnsd &
NHBDT, HEZPETEHEIE. RAICEET
LI EHEEITTY T &,

JERINE]. REEHRFINa— R

IEIEIN D SbNDZEND D, Fi-. THEEN
BEICETLTWSIEFITEELEGA, KBS
NA—I ABRITIENDDHDT, TOXIRLHE
WIREEZERE L, R 2 305k EMYRILE 21T
52 &,

JEEREIRBE

AR ORG, ISR ESE DA, HD WA
Kl OB IR E - IR K 0 EBMEREN S 5 b
ZENDH D, FEEL TREOMTRM, wWeTRE, SR
MEDES), Fit. HIMEROEM, 1MiECK (CPK)
D LEREND SONLHETIE. KGAL KIS
DEFEMELDITHYBUEZTI L, £, &
REMIFFIERFICIE I A 7 0 E VIR ZEPE D BHEEOIET
NHLOND I END D,

A B BARRAE

v, BAEE. MmiECK (CPK) L&F., MR OR
mIA/oEr EREREET DMBITREN D 5
bNEIEMBHDDT, ZOXKIBIBEITT. &bz
FiEU, BEOBAEZITD 2 &,

YR EETS T &
5. SMEANDIRE
ERE Tl EEERSORIERANREHLSTVWOT, b
BN EMBT AR EHEBEICHRETSI L,
6. iTi®. EEMR. IRIAWEADIIRES

D#Ess (3 WALURA) XI3ERL TWh S aFErE 0 & S A
i3, BE EOBRENEBMEZE LIRS S HET TN S5
BICOBREET 22 &, [BRBRICK DEFRERN
WEINTHOD, T2 FREFICHOR Y PTEE S
REH] (THENL) OEGEZIEZBEEORICHRE
BT 5% OREE 2 HPEL -6 HERE & i L CF
BIZZWEOBFRERE NS 5. ]

2) IEIRB I O NITIE, R EOBFRENGEBRM 2 LE S
LHBENZGEICOAZRETLHIE, (NP THE
Y REHITHAE VIR EE, g, JEEEKT. SR
RIRT, @R, wER. fEAR. PRORE - IR, F 7
J—Y. SRk, e, R (ARE. SRS 2
BT ZENPHEIN TS, B, IS ORERIE.
BEER B 2 WIRFTEREIELE L THE SN2 G606 H
B, Flr. NV VT EE U REFTHAEITHEE O
WMERITZENMWESIN TS, 1h. EEBICA
FlaezHEHAL TWwEzEELSHALZHARICmECK
(CPK) EEMRHSONDZENDH S, ]

3) S MRETICHE U 72350, HBERH A VR ICEETER 1N b &
bNBZEN, NV PTEE UREAITHEINTW
%,

DEAMFAOEEITH T D I ENEE L WA, RDEET
BE5T2HEE. RAE#TEIES &, [ MRS
ABTL. FERICREBINREDN S 5N 2 ENbD
b, £m, ORI TOTEE CRER (T EIL)



THEIR, (RERMADEZEITIEMRMEINTHD, £
T- B & PR B aREE N B B ]
1. INREADERE
INBITHRT 222N L Ty (BB D s
W),
8. BERES

DR S X 0ES R, (KInE, R, HiEE
EMHSONDEND D,

) AFIOBERG NP AIELON B EONEE L TY
NWREZI RNV PTVE USEEETAD) 257
AR, FARMC VRV O Lo 3
= EEREL, HAEERS 240THOIE, BB, %
BLUEEANEESINRWERIc7IIxEo)V 2RES
NEET, HiZlcA R 2R 5T 258, RFOHE -
FUSBER N, BIET 2BTNNH 5,

9. BRLDEE

SRR B

PTPEMDHEANL, PTP>— S WOHE LU TIRAT 2

5T 5L, [PTPY— FOMERKICKD, WA

ERASEEREIEATIA L, FICIIZAL 2 2 U CHEFRIA RS

DEERAIMEZMHFET DI ENPMESINT NS, ]

[F ¥ &) RE]
1. EME R E R ER
NIFYVS A0, 25mg [NP]
IF 5 A5E0.25mg [NPJ 2§ & EEuesIF 1 §¢ (TF
VI AELTO5mg) 2, JORXA—/N—EIZX 0 #EE
RAB FICHBREEROES L TIEh 7Y o L RE
ZHPE LTz, BoNEMBEE/INT A—% (AUCo-2nr,
Cmax) IZDWTI0%[FHERXENEIC THEHEIT 217> 72
. log (0.80) ~log (1.25) O#HPHNTH D, Wi
Bl D EY F E SR I Nz, Y
HTINT A—F BEINT A—F
AUCp-2nr | Cmax | Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)

I?“]?L\ﬁ@?ﬁmg 176+ " 94 +() ¢ 149
NPl (28%) 09.476£19.850{7. 922£1. 518{ 1. 00 0. 471 6. 04+2. 27

RIS ‘ , |
@0, 5ng, 1 88) 60. 75321, 220{8. 462+ 1. 6471 0. 79£0. 39 6. 25+2. 38

(Mean#S.D., n=19)

(ng/mL)
9 -

—— I FJ 5 L§E0.25ng [NP] (2§%)
——fRAERA (5EF]. 05mg. 18E)
Mean=*S. D., n=19

RRRE S NI W H BB

0 3 6 9 12 15 18 21 24
R (hr)
MAEFEENICAUC, Cmax®D)NT A—#13, #HERHE OZR, KikOR
HuEgy - RS ORI & > TRRZ WREED H 5.,
) TF VS A$g0. 5mg [NP]
IFYV T L0, 5mg [NP]EREERIFI O ZNE 4 52 (T
FISAELT2mE) %, ZOXF—/)N—iEIZ & D @R
RABFICHAREROREG L TR T 7Y o L%
ZHEE LTz, BoNEMBEINT A—% (AUCi-1snr
Cmax) IZDWTHEHENT 21T o 285 H. WA OEYsE
RIS DR S N2

HENT A= BENTA—F

AUC-shr Cmax Tmax

(ng+hr/mL) (ng/mL) (hr)
IFY T LG omg| . 4 94 +
N 305. 30+16.55]27.32+1.52| 3.42%0.19

FRIERIA

+ + +
(B541.0. 5mg, 45 296.39+13.95]28.18£1.44| 3.50%0.19

(Mean%S.E., n=12)

(ng/mL)
30 1
JI[l
Tl e TFU5 L5H05ng [NP] (45%)
T ——ZHERF) (885, 0.5mg. 48%)
7 Mean+S. E., n=12
5
Lot
=
)i
02 ‘ ‘ ‘ a
0 12 24 36 48

B (hr)
MG NZAUC, CmaxZ0/85 A—% 13, HBEOHR, KEDOR
WRIEE - WA ORBA T & > TR B RN B B,

NIFYVSALfE1mg [NP]

IFYV I L8 1ng [NP]EERBEIOZNZN 2 6 (T

FVUITLELT20g) &, ZORAF—/)N—EICX D fE

FRABFICHBHEBREORE L TR TF Y I LRE

ZHE LTz, BoNEYBREINT A—% (AUCo-1shr,

Cmax) IZDWTHEHRENT 21T fER, Wm0 £y
MRS RS N

HEINT A= BEINT A—F

AUCo-4snr Cmax Tmax
(ng+hr/mL) (ng/mL) (hr)
IFJ T L5ELng _ _
5. 21 +6. L8314 . 25%0.
NPl (28%) 285.21+6.79 | 27.83+1.45| 3.25%0.22
A

+ + +
A Lng, 22) 299.50+10. 14| 28. 10+£1. 49| 3.33%0. 26

(Mean+S.E., n=12)

(ng/mL)
30
o
2;; o | —— I FJ S5 LiEing [NP] (28F)
I ——1ZAERE] (§EFI. 1mg. 288)
_); MeanxS. E.,, n=12
Z
L0t
=
B
0 " " e
0 12 24 36 48
B (hr)
AN TICAUC, CmaxZa /85 A—4 13, HERE ORR, Kk %
el - RS OB IC & > TRIZZ AIfelr 5 5.,
2. BEH

IFV5 L4820, 25mg [NP], TFY 5 A0 5mg [NP] K&
CIFV S A8 1ng [NPJIZ, AAERHERLZRIC
EDOLNFZIFY T AEORERHBRBICHEE L TNWD Z &N

WENTVWD,Y




(E 2 & E] o [XHFERE - HRFEREMVSHEE]

(EPMBRRIE S, N>/ 27 LE AGEHLICHERL T EECRIM RO NN DZ £ L Ch TRz SiR< 2,
FIARERDPEIRIER 2319, T2 5. GABAAZERDY — IO PRk

Ty NIFIET ARV D7 EE G E T 5 T566-8510 A B IEFIE T T B LA 326 5

Z X0, MHIE R EYEGABA D Z B E N 2 50, TEL 0120-226-898

Cl™ F v VBRI VE R 2 B8R U C it b eI VE ] 2 (e 5 FAX  050-3535-8939

5,

(B3R ICET 2 EB{F5R]

—f%4% : TF /5 L (Etizolam)

{tZ4 : 4- (2-Chlorophenyl) -2-ethyl-9-methyl-6H-
thieno[3, 2-f1 [1, 2, 4] triazolo[4, 3-a] [1, 4]
diazepine

77 0 CrrHisCINGS

FE  342.85

B 147 ~ 151°C

FEL HC-
\f \N

H.C s N Y
|
\ N

Cl

PR - AAE~EB GO BEOMKRTH 5,
I =)L (99.5) IZRREITRTL. TEhZ
N UV X3 BOKEERE IR TIc< <, KiZiF&
A EBT RN,

(Eik W EDEE]

TEMEHER

1. TF V'S AgE0. 25mg [NP]
I R B 2 W2 IR (40°C, HIHEETH %, 6
HIA) OREE. TFV T LE0. 25mg [NPIZEF O
WE TICBNW T 3EMLE TH D I EMNHERIES N

2. TFYV'S5 A%E0. 5mg [NP]
I R B 2 W2 IR (40°C. HIRHEETH %, 6
AR OFEFR. TFV T L0, 5mg [NPHIEW O H 55
WRICBNWTIEMLETH D I EAHERIE NP

3. IFVS AR Tmg [NP]
B e B 2 W2 IR (40°C. HIHEETH %, 6
FIR) OFER. TFV T LG Lng [NPHIEE OISR
WRICBNWTIEMBLETH D I EAHERIE N/

[ )
MIF VT L0, 25mg [NP] : 1005 (PTP)
TFV 5 L0, 5ng [NP] : 1005 (PTP)
IFV T4k 1ng [NP] 1004 (PTP)

(£ = X #k]
1) =70 (k) : thNERE R e R SRR
2) =70 (W) - HNER CEYFR RS ER)
3) =70 (W) - ANER CEYFR RS
4) =71 ) - HNER GEHEBD)
5) BT LBIEAAEKRTMHE
6) =70 (K : NER (ZE ki)
7) =70 (KK ENER CREMERR)

8) =70 (K @ tNEE (ZEMRR) XX& NIP0

RUEERE OB
KIRFFEEHTEOHEI3E26S



