20234F12 HELET

Bk SR IRAT
FREIE - 34

ABRE]

AR EE (=), HIEMRESERED | R a2

BAERH

(551050

JIVET LERERIE

i

BAEZEFADEES
871129
$£5mg $£10mg
HAEREE | 22400AMX00569000 | 22400AMX00570000
BR5EREA | 20124E6H 20124E6 H

VIVET LBEARRE ESmg [HET)
JIVET LEREEEHE10mg [HEL]
Zolpidem Tartrate Tablets

D) EE-BEED Y
12) R -BEMFEORLRICL )M AZ L

1. BE
- 5 A

FEDORAZIC. 655 DIREE.
BPHOEOND_EDPH D, £oo ARETOD., H3VVIEhE
BEFOHREZLEL TVWEVWCEFHBDTEETSC

&, (710 7.2, 11.1.3 BE]

EEIRPEFHER (BWAERE)

2. 2R (ROBEICRIE/EELLEWVWIE)

210 AN OBIR LBBHEOBALEE D & % B H

22 EELZIFREDS L EE (931, 1662 ]

2.3 HIEMMIEOBE [FibflF e L D ERz s e 5
BENDD o]

2.4 SEPAZERSARkNEE O BE [RED LA L, SR B S
ELBENDDH D]

25 AHNZ L) MEMRBEAER (FEERE) & L TRIEITE 2
R Ld’d b EH [EE2AWN - M7, FHEEIC
E L TR E ST 2 B LMD 5 o]

3. #HR - K
3.1 #Emk
5554 VIVE T AEAERESE | OV E T A A RS
I S5mg [HET] 10mg [HEET]
15EH 1FEH
BRI VIV YT LA R VOV E T LA R
5mg 10mg

FLHERFIY ., fEEtro
VEEF P A, v

— A, TyTrr) a—
AU—=RA, FNT AT

R T YRR AT A, w70 T—)L6000, BRI
Ty v, EEE TR, ZEEE. AT
ANy
3.2 RE|IOMIR
B 4% VIVE T AEAERESE | VYT A A R S
e 5mg [HIET 10mg [HET ]
ki AN DT 4 VA T—T 1 ¥ 7§k
il RS
& (%)
ﬁ e
® NI
AV | S Q %
A =V —
B (mm) 6.6 71
JE (mm) 27 32
B2 (mg) 93 124
AEa—F 7174 n175
ST — ) @174 @175

4. FEERIIFHR
TIRAE (& KRRAERVE S DR ICH > RIRAE 3R <)
5. MAEIIZIRICEET 5FFE
AHN DL, NREDFREZHEE L THHIT) T & &b,
LA SRIE & & VM ZHEE ) DIHIZHE D ANIRE (2 AR O A ) 113

FTEwv,

6. AERUVHAE

WE L AV E T AEAEEN & L CLR5~10mg% FiFiE
BSOS 5. B, EEEICIZ1A5meh 5 %5 % IG5
Bo AEWG. REIR. EIC X D EEIET A2 1H10mg% 82 7%
Wzt Egb,

7. BERUAEICEET 3 EE

7.1 RFNIHT BSOS AZED B ). £z, b9 A IRE, [E
ARBEREGEIR (BEBEIEIREE) (IHEERENIZH 5bNE DT, KA
G HEEICIIAE (1Ab5mg) oG ERBT LI L,
LUEETHETLGARBEE Y oIVl S EEICH S
HThko 2720, 10mgE#A RV &k L, EROLEIE-
THEICHDDLZ L, [1. 72, 1113 BE]

7.2 KH G4 LA, MEOEIIRHESELZ &, 72, Ik
AL CHE L2tk BEISER L OBz BT 2 Clctos
MEIREER 25 E N h o 72854, UIIRIR B2 BV CT— Ry |2k
RL THFEZT -G8 EICBWTEREDLD b bzt O
BB D OT, FMAWEIT L ENEE 2 BIE T 2 W EEMEA D 5
EERIRAEERVWT L, [, 71, 1113 2]

7.3 EEEICHES T A, L& (1ASmg) 205 B, 1
F10mg# B2 2 & [98. 1663 ZH]

8. EEREXWIE

8.1 BAHICL VEMIKEAEL LI ENHDLDT, BIKE L7k
BEIZ X b B EZ T L 2 b, AR DL S kT 2810
. EEOVESEY FICRET AL, (1111 S

8.2 AHIDENBEA LRI O, IR, 15 - )y - BUghHE
B EORTARI 22 EDHHDT, HEEDEE L X
B bk ) B O IRMEICE R SRV E D IIEETH 2 &,

9. HENERZEIIREICHTIEE

9.1 AHHE - BMERZENH 585

9.1.1 FtD. MKIE. REXHERVBNEEEDAMELEET
RSEE P BEICET LTV 3 EE
HERERGEELZVEHEI SN LIGEERE, &5 Lkv, K
WHNZ L Y BT AF IV a—3 2RI LT, [11.14 2]

9.1.2 =FHEEF
FIOVERDEL H S b, FEHERAPEI LTV,

913 LEEDHIEE
MERTADHSbNEBENND Y, JEROEALIZO LS BZ
NhdH b,

9.1.4 BICHBENEENH28F
TERDTR HEDONEBENDDH 5,

9.2 BipelEERE
PEMASRIE L. (ERDSR B O bNLEBENDNDH L. [1661 S
]

9.3 FFipera=mE

931 EELHEENH 8L
TG Lawnwa b, KRBT ICE P R L, 75
MR HHDbNBEBENDDH B, [22. 1662 ]

932 HEZENH2HEE EELTERENDH2BEEKR])
RAPBEDOBE T IC L DA EEDS LA L, B S 5bih s
BENHDH 5L, (1662 ZE]

9.5 1tiF
TR SRR L T AT REE D & A 2ok, B Lo i)
fablEd L2 LIS N A HAICORESTH 2 &, Riide
b O EMT 5 2 LS SN THB Y RGN AR &5
HENBE L) MA L2 RIS, R, SR, g
M. WFLEEESE OBEBIEIRDS S bbb b, B, I
SORERIZ, FrERMILE L TG SNL5E63H 5,



9.6 RIB
BAEHFSEL L, BIAPFABITT 22 EPHESNTS
D, FAERICEREE . TBEMEH 5, [1631 2]

9.7 INRZE
INBER R G & LR L O e R TR & L 2R R
it LTV Zeva,

9.8 EipE
EHIRFHZ ) TV, T2, BEAPEHR LS TV, [7.3,
166.3 ZH]

10. #HEEA

AANZ, T & L CHEDRHBEECYPIA4K ' —H#CYP2CY,
CYPIA2TH# SN 2. [164 SHH]
10.2 HfREE BIRICEE TS L)

HH 45 BRAEIR - fEE L | B - T

JREZEH I W 361 208 3 & Ao AL | ARG L2 -1 A% B )

DD DT | SNLUREEND S,
HEIRGTH2 L,

PR f R ) AHEAZ AR AR | AR e Y S s o3
T FT Y UHIEROE R T A & | A& A R R
R WHHOT, HEIZHEET %,
INVEY — VI ST AT L,

%W
Ta—)v (FKIE) (R - e - &7 v a0 — v g
T REE DT 258 | GABAA HERIME
MY LI ENHLIDIHTHIEEIZLY
Ty T &2 720 #AE | AR A
AR SELT L, RTO. BFRHICX
0 HLLZ AR R
HER 2 #5R 3 5 2
ENH B,
V77 Yy RA O MApGEESKZE W R B B =
[1671 =] T U, ER DN 9 | CYP3A4DSTHE X,
LBENDD D, ARFHN O A A S X
N5,

11. EMER
ROBWEHDH S5bND I ENHHDT, BEE 51TV,
WA SNGA IS 2 Ik 5 % L) R LE F 1T
tO

1.1 EXEEER

1111 &7EME. BEBRAEIR
BN & YIRS BEARW) 2EL52E0H50T, HE
AT, HE R ORI RS LEEICRS T2 k.
T, BB 25RO LIS oIk &
D KRR, v 5 S EEEOBEFLEIR (0.1~5%Ki) 233
LbNbZENHLOT, HhGxPIET 241213, Ha iR
T EEEICIT) 2L, [81 K]

11.1.2 FBHEER, BlES
AR CEEART) . 560 (0.1~5%AK0) . )5, B ]
(B01%AT) . ik L NNV OMT (BEHEARH) SRS HER &L o
EHEERH LDNLI EDRDH 5,

11.1.3 —BEMFIEERS (0.1~5%Ki) . &5 55 RE GEEAR
W), ERRRREMEAEIR (BHEERE) (BUEARH)

MREFRITIE CkgE S8, HBIRTICEZ E2WE ) ITEET A2
o B, THICHEELAZWE I, HoER, AFS2ITv, £
DOHRFZEBL TRV EORERDH L, T2, KT 2E0LE
BRAE - BT h. FEoMmEbH 5. (1. 71, 72 2]

11.1.4 FEIRIME] CBHEEASEH)

IPIEARREATE R IR T LT B B ISR S LG E, KBy A+
VA=Y AEBRITIEDRHLDT, 2D L) REEICITEES

MR L. A2 % BT R LEEZIT) 2 k. [911 BE]

11.1.5 FFifgEREE, BE
AST. ALT. y - GTP. Al- P b5R4: %0k FHepEREsE,
(WFNBHEEARH) B 5bNDLI LD 5,

11.2 ZOOREA
0.1~5%:i
AbDE| R
LR N 3T AN
FHEE, ©F v,
N, BE R

Gyt

HIMERBE L . |

Ik

ALTEH. y -

GTPLESH-. AST

5. LDHESH

AR

LA
35
Z

HE

0.1%Aif
FER

IR
LU, JRi

EREELEEF

I

s

ik

0.1~5% i 01941 AT
e o, TEM, & T OO, &
WAIE, N Wi
TEERAR EolflEs
S HE 395, O FEIK
B BRI, K. e A
R K
[ B BREE, B
Zoft T1B. A P A
D
TED) BN LD EBEASEITT A PAHE S Tw 5,
13. BEKRE
13.1 fER
KA HEIRO B EPL STl WIS B F T oSk £ WS
MTWBAS, S5 IPRCIFEIMEIREDR, MR IR,
IR S5 DT FE A FER A S b NDB BENNH 5.
13.2 i@

KA OB =R G AHA T b N HEOREE LTV~ E =
Vo (R T7 Y S EEREH) 25T 2% E .
BIC7 VP Vol EoEEZLTHE I L. 2B, KFlIL
MFENT Tl SN,

14. BWRAEDEE

141 EZIFANSOEE
SER BRI T 5 2 &

14.2 FEHXMFEFOEE
PTPAZEDHANIPTPY — s 225 MY L TR % £ 9 g4
52k, PTPY — MORRERIC X ) . TS E AT A E R~ A
L. BI2EZEILE B L CHBARSOEELRAIEL 58T 2
ZENH DL,

15. ZD/DEE
151 ERRR{ERICED <18

B LEFEADPHEINZWEFICTIVED )L Ry YT E
V2 RRRTH) 2% G5 SN BE T IR R 2 &S 5
Yt AR o, PUEEER»ZI, BET 28T H 5,

16. EYF)E

16.1 M+igE

16.1.1 fEFERA
TERER GBI VOV ¥ T A AR FE25~10mg!?) % Z2IERE MR OG- Lz & 2 A,
VIV E T AEER WL S A, 5207~ 0 9M R 2 S A iR (Cmax) 1 2EL
7oty ISR (te) 1.78~2.30MF M TR 124 L 720 Cmax e O HILSE i i —
FERT AR TR (AUC) &5t bl LCin L 72V, F 72, R A6HIZ vV E
T A EESE10mgx L H A7 H Wi AEBR ISR S L2 2 2 A, AR EEHER I
HHETHHTIZIZR L TH - 720,

HEIHE B G- DS EERR /¥ T X — &

Pk Tmax Cmax tie AUCo-w
(mg) (h) (ng/mL) (h) (ng - h/mL)
25 0.7+03 326*96 1.78+048 96 +58
50 08+0.3 76.2%29.7 206+1.18 259+218
75 09+06 102+42 1.86+047 330+163
10.0 08+0.3 120%73 230+148 491 =474
(Mean+SD.)

16.1.2 E£YFHESEEHE

(1) VIVET LERMESRSmg [AET]
VIV T AEAEEYESES me [HET] RO~ A A1) —§ibmgk . 7 WAL —/N—EIl &
D FNERISE (VIVEFAEAME L L Tomg) BT AP T I2HE S iR %5 L
TIHEF VIV EF AR ME L. 5538 BhiE/ 9 x — % (AUC. Cmax) 122
W T909% 15 TEIX B 02 CRERHIFAT % 4T - 7245 5. log (0.8) ~log (1.25) OEiHNTdH
U WE ORI RS DR S 72D,

HYEEI ST A —%

HEINT A —F BHEING A—4
AUCo-12 Cmax Tmax tiz
(ng - hr/mL) | (ng/mL) (hr) (hr)
VYT LA ERESESmg [HEETL] | 2766+1155| 873239 | 073030 | 1.84+048
~ A A1) —§Edmg 259.7+1022| 818+242 | 073028 | 1.90+0.59

(18E#% -, Mean+S.D., n=20)

(ng/mL)
125 4
100 —o— VI EF LEGEEESESN [AETL)
m --N- A 1) —§E5mg
% 1$£#%5, Mean+S.D., n=20
‘L’ 75

L 4
—

=4
7 N
7. 50+
i R
B
25
0 : : ‘ : : ®
0 2 4 6 8 10 12
B (hr)

I3 v SR RS



MHEAREEENE ONIZAUC, Cmax®:0 /85 X — &1, HBE OB IR, RIE ORI EL -
%5 DS & > TR DML D % o
(2) VIVET LEARIEE10mg [HET]
VIVE T AEAEEESOmg [HET] RO~ A A1) —§El0mgs . 27 0 AF ==k
L EnEnlgE (Vv EF AAREE S LTl0me) MRS T2 H A Rl S
LTI v © 5 AR 2 W5E L. 55 738 BhiE/ 5 x — 4 (AUC. Cmax) (2
DV TY0% IS HEIX [ 512 CRERTIAT 2 1T - 724545 log (0.8) ~log (1.25) D#EPHNT
B0 WFE OEFER RS HER S 722,

KB NT A =S
HEINT A —F BEINT A—F
AUCo-2 Cmax Tmax tiz
(ng * hr/mL) | (ng/mL) (hr) (hr)
VVET AEAERESOmg [HET] | 5608+2737 | 1271499 | 140+0.94 2.28+040
~A A1) —$¢10mg 52172530 | 1215582 | 125*0.82 221+052
(1%#%5-, Mean*SD., n=10)

(ng/mL)
200

—o— VIV E T LiERRIEE1og [AET]
- XA X1 —$E10mg
1§t4%5, Mean£S.D., n=10

150

LT B
g

0 4 8 12 16 20 2-4
B$R (hr)
AE S RS

IMAEREENG NI AUC, CmaxZ20/85 & — & 13, B IR, R ORI m %L - 1
D RERG N L > TR B RENA D 5o

16.2 DR4R

1621 NAFTPRLFEYF 1
FERER AN VOV €T AR BRI SE10mg & L% 5 30 VOV € 7 A A iR 8 mg % ik
P55 L TRO 728 F T RA T E ) T 1 13666%Tdh 7299 FHEIAF—%),

16.22 REORE
FEHE NGBS L 7 A A R $E 1 0me & W BB AE IR G-3 % & BRI G-I
CTI S M B EE R ER R (Tmax) 130.8 0.3 (Mean+S.D.) #*51.8+ 1.2/
(Mean+SD.) |ZIEHET 2 MA1I2d - 7275, Cmax, AUCE bIZKEREE LD 5720,

16.3 94

16.3.1 FLithADHKIT
AR OLYESHI OV €7 LA ERESE20me &G Lok & REUEOFL
TSR S P 5 0.004~0.019% T - 720 55301 B OFLF i/ M fi s e
12011~0.18CTdh - 729 FEAT— %), [96 S]]

16.3.2 EAMKEE
HEHER NS VL ¥ 7 A AT R 10mg & R 185 L 72 B2 00 I 8 1 4 521496.0~96.3%
TH Y. MHFEFHEES0 N 0500ng/mLTDin vitro EIIFEAF L OBIZETRD Sk
»o7d,

16.4 1R
VIV E T AEABIROKRBSEFCRB SN, 20 EA L OEFHFRO 2 F VLI
SNTHNELFRE %% o 73BT H LA WRBI TH 7208, F/o, VIVET A
AR ST A BE R CYP3A4D 12 CYP2CY. CYPLA27%: L #IE0 5T-HEIZ L b
s 5910, [10. ZE]

16.5 HEitt
FEHES GBIV ¥ A A BRI $E25~10mg®) % ZEJEF I IR 3% G- L7z & 2 A,
T G- 524K F TORPICHRIE S N2 RZELRIE, WTFhofGmicBw T 50
05%T & T bFNTH o720 Tz, BEIKAGHIZ IV E T LA E10mg % 1
H1E7H B3I ERICREIRG L L 2h, H5MH ., 4R UTH BI5- 524 O Rk
ZACAHEIE I B 50 & Ak, 55 D05% LT Th o 720,

16.6 BHENEREHTHEHE

16.6.1 BipERERE
R E R A 2 BE166] (Cor 1 0~47mL/min) 12V ¥ 7 A AEE10mg % 20
SrIERIRN RS AL L7z & 2 A M AICHA BHTOMMI%E R (Vds) ORE
%L:ké Aol (FHEANT— %),

7oy BT R T T B BB E BB VOV YT A AR SE10mg % 1 H 113~
18El F'H»%El?x’a‘— Lz & mmli;‘irmﬁla IXHAE G & ZIEA CTH Y . P TOERIX
BoOLNL o7V (HEAT—%), [92 BHE]

16.6.2 R ERE
PR BB 8HINC VV ¥ 7 A A R $E20me'™ & REH% G- L7z & 2 A, FAERO /R
BN AT CmaxiE2.06%, AUCHS3MA & 2207212 (JHEIATF—4), [22, 931,
932 Z#]

A B B 2 SRR/ X 2 — %
oy Tmax Cmax ti2 AUCo-
(h) (ng/mL) (h) (ng - h/mL)
RIS e 069054 499+215 991 +757% 4203 +3773
(13- 39N 0.72+042 250 =57 215+0.25 788279
(Mean+SD., ¥DAkn=7)
16.6.3 =ipE

EHGE BT (67~80M%. FITEHE) 12 VIV ¥ T A AR $ESmg & h I I AT LR T
L7282, @EEHEO TR LR TCmax T216%, TmaxTL8f%, AUCT
510, te TR E o 7219, [7.3. 98 BIE]

16.7 EMHEEIER

1671 U772 EY >
HEHERASHIZY) 7 7 ¥ EY v600mg it 79 LR & 1 HIRSH D% L, B#H, v
JVE T AEABRE20mg RIS Lz &, V77 Y EY VR B ALY
7 5 DOCmax, AUCK Utield 77 2 R TZ 2158, 73R UB3% DA 7%
TR SN2, [102 BE]

it

) AHI DK éﬂtﬂl&‘&()ﬂlgli [ B YOV €7 A E AR & L C L5

~10mg% »ﬁI’H Eﬁf%o u‘o A 115 me A S B & G
RIS N XD EEME ST 525, 1H1I0mgZ @A R L &5 5.

THhbo

17. ERPRECIR
171 HHMRUCREM T 3558
17.1.1 EIREESE I HABRIRR - E TR LR

AHRE EFRE L WHEEIRIEOF G % B & 4 2 BEEARIRE B FH 2RI, U VETA
AR (5mg. 10mg. 15mg®) X375 A2 1HEBFEERT 14 H M5 L7z
FURBE O & 2 BEIRAEIR AR [ D EotERiz 77 v R T
27.8% (1061/36%1) . 5mghtT52.6% (2061/3861) . 10mghT60.0% (24%1/4061)
15mght) T55.3% (2161/38061) Td o720 WEROBIETIOmghE, 15mghtd) 2375

REICEEICED (W dp<005). JEMAIETIE5me, 10mg. 15mght® O F
«fﬁ>7‘7t+zfﬂ HEIHES 72 (W dp<o0l) ),

FITRIISEBIEIL, 7T LR TL46% (TH1/4881) . PIAR 35 5O X, UG, HE
#BEEAE R & SmglET122% (661/4961) . WFIEIRGSIE, MR,
EAL, R OEALL2ME A L. 10mglET14.9% (TH1/4761) . PFRIEERE. % 3
e »50 %, BHER, KA L 15mglE® T16.0% (861/5061) . NFRILHR
R & TH 729,

17.1.2 EINENH-EERFHEILEFER (Nitrazepam$ig)

HREIRE O G 2 LE L T 5 ARERE L RIC, VIV E T AEAMEEL0mg X iE
Nitrazepam 5mg% 1 H 1EIgE3E S RTIZ14 H M5 L 7zo BEIRGEIR SARUGEE o [
i ] P oaEsIE v T AT ERYE R T65.6% (4261/64%1) . Nitrazepamif: T

52.2% (3561/671)) TdH Y., UETY VYT AEARBRERSAZEICES 72 (p
<0.05) 1,
EIMER BB, VOV ¥ AR T16.5% (13{5“/79@“) Wiz 5620, B2

AL, RA . BRIRESAE, & F 03, RLEES, EWR&2EL2ETHY .,
Nitrazepam#T18.8% (1561/80%1) . WiliLs 5 0 &5k, IRESBME. © F v, BRI,
B U2 TR OMIZEILGR0 S N o 72100,

17.1.3 EIRFENHE-ESRIFHELBHER (TriazolamxiHE)
FWRIERIEOPE S & LF L T 5 AIREBE 2RI, VIV E T AFEARREL0mg X id
Triazolam 0.25mg#% 1 H IFFEELELRT (214 H B4 L 7zo MEMRAEIR G o> [
JEas | Dl ogisid v v €7 A A B T635% (4061/63%1) . Triazolam#: T
750% (5161/6861) T V) . MEEMIAE R EIRD SN L0727, o, WHEED
FEDIWBIETHX [12-262%~32%TdH . A=10%& L 7zBo %R T, Y VvEF
LA BRIERE O TriazolamBE 20§ 5 W45 GE%M) ZFE S Nz h o7z,
BITEH R, VYT AEABRERTI.7% (7T61/7261) . WIRILER20: 7% &
Triazolam# T4.1% (31/7461) T, WM ICAHEEIIRD SN0 57217,

17.1.4 ENFENHE_ESHRFALEAR (FFMHREERR) (ZopiclonextiR)
JA3M L, EORRE A3 5 @A RGESRE (ICD-10% 2% & LTl xRz, v
Y7 A R 10mg X (3 Zopiclone 7.5mg# 1 H 1AL AT I214 H 3% 5- L 720 BEIRSAE
IREMEED ThaEEdaE] D EotERI v E 7 A AR T67.9% (14261/
209%1) . ZopicloneBET61.6% (13561/21961) Tdy 57218 19, F 7z, LHEFDEDI%
EIEXMIE-1.7%~143%TdH V. BERGICHRETEL LEZONLWERDEA=10%
L LR RS Tld, VOV €T A A BRER O Zopiclone B (k9 5 M4 (Jk
HE) DHGRES Nz
IR ZEHIE, VOV E T A A RRIERET31.3% (6661/21161) . PIFRIZEEIFISM:. IR
1314 &%Oé‘%’ G, DEESIE, WIR6E, SRIREESME 74 & Zopiclonel# T453%
(10201/22501) . PIFRIE EDROOT FRIREEI2AT, HE;x FEIME. 55D &8k, L6
. BHER, BE "??f’rST’l 7 &C. ZopicloneBENE EIZHE 2o 72 (p<001) 18,

) AHOAKGE S N FER AR EE, JAIE )V E T AEARRE & LClEb5
~10mgx® BB EAICROHEG T 5. 2B, BEE 1L 15med & #5 & FiG T
Bo AEE AER, A XD BEERIKRT 525, 1H1I0mgx BRI L3 25.]
THhhbo

18. EERNFIE

18.1 1EFAHFE
VOVE T AEABRE L. w1 (BZD1) ZAEICK L ORI 28 E R L. GABAA
FOWHIERE L RRT 2 b0 LHZ BN 520, 20,

18.2 HHERICRIT§HE
VOV E T A EA BRI 0mg & EHEB S BLE RN G B & BEARIE IR A A L2 |
TR 2 (AREMBEHR (2223 5 & & 2 SRR 2 B S &, HEH~OR LB LAHR,
BB ST A S g Hr o 7222 29,

18.3 SRIEMEEICH T 51ER
BERERL NS VOV €7 A B A ERIESE10mg % $55- L 7 IR R 621213 & 20 2 fRR IR AR A5 &
7D, B OLERE CTIEEE A SN hr o 7220 30,

18.4 EVORK I T 51ER
VOVEFAREAEEIX, V. AT ROT MIBWT, X0 SRR P MR & 1N
B 3 AT RUT v b OEEE - BRI NS — KT 2 I e hr o 7239, )
7 MIBWT, MEHREBULHER T, B35 723,

18.5 ZDLOHIEIER
VIVE T AR, v AZBW T, EEER M, T
ZARTA BEEHERD RO DR TH DN, T2 T M
RL7D,

18.6 RE/SDHE
VOV T ABAEEX. v AZBWT

MR AR AR
W, BRI %

- BB L C O RO TS - 7230,

19. BRI ICET 2B{EFMER

— M HR 0 IV E T AEAERYE (Zolpidem Tartrate)

124 © NN 6-Trimethyl-2-(4-methylphenyl)imidazo[1,2-a ]pyridine-3-acetamide hemi-
(2R 3R )-tartrate

4 F3 1 (CroH2iN30)2 - CaHOs

fa 764.87

oK AaofREomRRETh L,
BEfE (100) TR < NN - VAFIVALLT I FLUEA Y ) —)VIZR
RETRT L KRBT, 28 7 =)0 (995) USBAKFERRIZ
[MEQA
0.1mol/LEGREFIRIZ T % o
Flz ko> THA B E 2 D,

fbptisa
- /N H
C\N/ o H'IOHCOH
Hs . HO.C ‘ 2
o -
H OH
N
HsC”~ ~CHs
2

a%E

(JIVET LiERRESRESmg [AETL])
1008 [10%£x 10 ; PTP]

(JIVET LiERBESR10mg [HETI])
10082 [10%£x 10 ; PTP]



23. I%Iﬁf
7 it - BfIR 1990 : 6 (4) :651-675

ol FE & HTEE 20125 49 (3) : 288-296

3) tﬁiﬁM’éfﬁﬁﬁi/& INAFTRAZE) T4 3B (A4 2 —$ 0 20004£9 7 22H &
. WEFEEEA33) (2))

4) NAFTNRAFTZEY T4 (AR —§E 1 20004F9H 22 HAKRGE, HIET G RN A
%)

5) Pons G, et al :

6) AfEtiG b

7) MRIMERRA W
~23) (D, ~23) (2)

8) 1 NBE HARSE R 5 il IS 2021 5 C3033-C3038

9) Pichard L. et al. : Drug Metab. Dispos. 1995 : 23 (11) : 1253-1262

10) Moltke L. L. et al : Br. J. Clin. Pharmacol. 1999 ; 48 (1) :89-97

11) ipFMBPEE R EER - BB (4 20 —§E © 20004E9 1 22 KR, WG EORHR
A32) (3)

12) iﬁ’ﬂﬁ;‘ﬂ(l%;é;%\%‘ - SEMEEE (%A A —§E 0 20004F9H 22 HARGE, HEE TR SR
~32) (2

13) %ﬁ%ﬁ;ﬂ%iﬂi;ﬁ% - EWERE (%A A —§E 1 20004°9H 22 H KRR, A B R
~32) (1

14) Villikka K, et al. : Clin. Pharmacol. Ther. 1997 ; 62 (6) : 629634

15) TLiEselt b BRRESE 1993 19 (Suppl2) :57-79

16) LiEsEHE b : BRR 1993:9 (1) :79-105

17) kRS b R 1993:9 (2) : 387413

18) fidkAkA b BR 2000 : 16 (5) : 649-669

19) ZopicloneZ &M & L 723tB% (<A ) —$E : 20004£9H 22 H KGR, HI G5 G R

Eur. J. Clin. Pharmacol. 1989 ; 37 (3) : 245-248
i 199318 (4) : 445455
(%A A1) —§E : 20004F9H 22 H KGR, WA R 2

k.14) (3))

20) 7 v MRBIEE - SRR (4 2 —$E 0 2000429 H 22 H KGR, HES R SE
#13) (D, &13) (2))

21) 7v ])‘/J‘Hl).lﬁﬁ FEPIER (A A —$E 1 200049 F 22 H KGR, HIGH AORHIE
£.13) (1)

22) MEJEAET. Ml AREERTAREERL 1992 14 (2) 137144

23) HEE b AR 1993 : 15 (9) : 589-602

24) HOARIEE Al ARREAEREEEER 1993015 (9) : 603615

25) Nakajima T. et al. : Psychiatry Clin. Neurosci. 2000 : 54 (1) : 37-40

26) Nakajima T, et al @ Life Sci. 2000 ; 67 (1) : 8190

27) SWARMOZ Al AREERTAISERL 1993 515 (6) : 375-389

28) WEGET Al c A 199416 (1) : 4556

29) Isawa S, et al. : HAHIFERE RE 20005 20 (2) 6169

30) Uchiumi M, et al : H AWK »’%ﬁuf 200020 (3) :123-130

31) filEE M 7LAYH AT A 199455 (3) : 309320

32) AT - FEEMER (%A AV —§E 0 20004E9 H 22 H KGR, HIESEORHEEEAR.LD (D) i)

33) T b HHEEH (%A A —§E 0 2000459 H 22 H KRR, HEEEEMZE AL (1)
iii)

34) A3 - SEEEM (%A A —8 : 200049 H 22 H KR, HIEEEAHRERLD (2) 1)

35) T v b EEER (%A A —§E 0 200049 H 22 HAKRE, HIREEREZE A1) (2)
i)

36) A - HEER (A R —E HIRE ORI R 1.2) (1))
37) 7 b HEBEH (v A R —E IR ORI R 1.2) (2))
38) YA - HBYEH (A A —§E : 20004E9H 22 H KGR, YRS R12) (5))

24, XEEERERVHEWEDESE
HETHASE BRI R— b5 —
T930-8583 W ILAS M1 T H6ZE21
TEL (0120) 517215
FAX (076) 442-8948

25. {RE&fET LDEE
AL 8 TR BOT5 (P20 19H (. FRLLSAEILE S 4 (577 451075
—HIE) 1365, 1E0H £ R A EIEETD HRT R,

SUERTRES

26 1 BLERTETT

= EI@K%*

NicHiko = LU 7 #8 Bl & B6&E21

i3

0321512-15



