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16. EMENRE

16.1 MOEE

16.1.1 BERA
R AOBIC VIV T LA EATEIESE2.5~ 10mg®) % 22§
BRICHEROBE LA, VILETFTLIEESR 2 IZTRIN
S, #B51%0.7~ 0.9k I B s R (Cmax) 10
U7z, THSEHA (t12) 1.78 ~ 2,301 [ T 0 > 12 R



U7zo Cmax B O'H#fEH i - e i iR N R (AUC) 133%

SRIcflLcEmLizY, £z, BEBRAHICLET

LEAEESE 1 Omg % | F 1 [E7 H R &5 I RO 5 L7

LA, MERBEHRIIIHEE7THECIRIER CTh > 720,

B[l C1H5e 50 O SR EERREY/ ST A —

#E58 Tmax Cmax tie AUCo-e
(mg) (hr) (ng/mL) (hr) (ng - hr/mL)
2.5 0.7+£0.3 | 32.6+£9.6 | 1.78+0.48 96+58
5.0 0.8£0.3 |76.2£29.712.06%£1.18| 259£218
7.5 0.9+0.6 102+42 | 1.86%£0.47| 330%x163
10.0 0.8%£0.3 120£73 |2.30+1.48| 491+474
(mean+SD)
16.1.2 £EYZHEEMHER

VILET AEAERESESmg[DSEP]. VLY T Al AREE
$E10mg[DSEP|& ¥ A AV —3E5mg. ¥ AV —3$E10mg
. JURAF—N—FEICLDENTNIE(VLET LEAR
RIS E LTZhZNn5mg. 10mg) @BERAE FIcHakE
EROBE L CIigER LT A EELHE L. Boh
T-EEYIERE/) S5 X — & (AUC. Cmax) 22\ T0%EHEX
B CTIREHA#IT 217 - 72753, 1og(0.80) ~log(1.25) D
HHETH D, WAOEMFNEEESHER SN2,

VIET LBEGEEETRESMEDSEP])

MEEFIVET LIREOHER

(ng/mL)
120

—e— VIV E T LA SE 5 ngl DSEP |
—— <4 A —§E5ng
mean = SD, n=20

2 4 8 12 24
P51 (hr)

ML/ ST A -5

AUCo-24nr Cmax Tmax ti2
(ng - hr/mL) | (ng/mL) | (hr) (hr)
SN T 310 851 | 069 | 2.00
#3t5mg[DSEP) | +£137 +31.6 | £031 | £0.39
290 778 | 098 | 2.10
YAZ)—gvmg | g, +294 | £044 | +036

(mean=SD, n=20)

VIVET LEGEEHE10mg[DSEP])

MR LT LIRBE OHERE
(ng/mL)
240 1 .
290 - —e— V)V E T A A R §E10mg[ DSEP ]
200 - —o— <4 A —$¢10mg
180 - mean =SD, n=20
160
140 g
rf 120
100 H
E{ 80 H
60 H
40
20

0

2 4 8 12 24
B ] (hr)

EMBRENT A —5

AUCo-24nr Cmax | Tmax ti2
(ng - hr/mL) | (ng/mL) | (hr) (hr)
VIV T LA 530 141.6 1.23 1.86
$E#E10mg[DSEP ] +265 +44.2 | £1.08 | £0.56
577 158.4 1.09 1.92
VARVSERIOME | 509 | 1752 | +0.85 | £0.66

(mean=SD, n=20)
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BHATEEED D 5o
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VT LBEGBEESMg % RN ST UTRDINA 47
RAFTEY T 41366.6%TH->723HNEATFT—%),
16.2.2 BEDFE
RO VL E T LB AERIESE]1 Omg % S A% R O#%
595 &, EERHESIC A T RS I i R 252 R
(Tmax)1x0.8+0.3K (mean+SD) 2 5 1.8+ 1. 2K/
(mean+SD)IZBHET AHMICH > 724 Cmax. AUCE
HICKERZ I R o7V,
16.3 29
16.3.1 A~ DBIT
B OLHESHNIC VL E T L EABIESE20mgE) & RO
B Lz &, REMMGOAITFHRER IR EE00.004~
0.019%TH > 7. 5% E O I/ MmIEPEE LT
130.11~0.18TH > 7Y (HEANT—%). [9.6 B3]
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HTH 7207, Fio. RENIAFEMHBEZECYP3A4D
1IANCYP2CO. CYPIA2 EEROFREICK Y REIsh
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A HIC VL E T LB ABESE2.5~ 10mg™ % 225 I
ICHERORE L & 25, 55248 & T o R I HE
SNTREEZ, WTNOBRESERBICBLWTHEREED0.5%
URESK DT TH-720, £z, BERAGHNI LET
LWAEEESE10mgZ 1 H 7 HHARICROKRS L& 2
A, BEWIH. 4% 07 HB 552485 O R R 2 LR HRH
RIFHAF SR E AR, HE5BO0.5%UTTH -7,
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VBT LEAREE10mg %2 20 MEIRNEFIEA® Lz &
23, BERAICHARBHETONHER(Vds) DHHERIC
KEDPSIZVOHNEAT—5),
. BEZT TV 2BEERERZIMFICILET L
EARESE1OmgZ IH1E13~ 18HEEO#RS L& &0
Mg EE I RO GRS IZERLCTHY ., MPTOER
RO NLh o IO EAT—4). [9.2 2]
16.6.2 FHHEpEfEEEE
FFEEBESHNIC VL ET LB ABREFE20mg™ 2RO 5
L7-& 22, FAEROBERANICERXTCmaxid2.065.,
AUCIHS3fERE o W (HNEAT—%). [2.2. 9.3.1.

9.3.2 ]
A BE BT 2 HYRE RN/ T X —%
o Tmax Cmax ti2 AUCo-
(hr) (ng/mL) (hr) (ng - hr/mL)
A BE | 0.69£0.54 | 499+215 |9.91+7.57%| 4203+3773
R A | 0.72+£0.42| 250457 | 2.15+£0.25 | 788+279

(mean®SD. ¥®O#&Hn=7)
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BERBETH (67 ~805%. FHH75) IV ILE T LEARRIE
$ESmMEEROKE L& 25, BlERE O PREERAIC
HATCmaxT2.14%. TmaxT1.8f%. AUCTS.1E. tie
T2UERE D722, [7.3, 9.8 K]
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16.7.1 U770V Y
BERASHICY 7 7 > €Y 600mgiE 7 IR+ 1H1
ESHERO®RS L. BH, VLT LEAEE20mg? %
BOBGLE-EE, V77 Y UHARKRICBITFS LY
FLADCmax. AUCK O3 7 I R ICHRT#E
NZN58. 7T3RVI3NDEELMBEIRD 5713,
[10.2 ZHE]

B)ARFOERSN-HERCHRIEGER. BRAIKIZYILETLAEAREE LT1ES5~

10mgZ MBERNICREOKRSG T 5, 2B, EREICIX1ESmgr 5HE2MBT 2. F
i ER, REBICKDEEERT 505, 1HIOMgEZBARWIEET2.]TH S,
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17.1 BMERUREEICET R

17.1.1 EBNEERSE [ ERSERR_EERERL BRI

REZEFE L. BREBEREORS 2 HELE T 2BERER
ERZEEZNRIC, VLT ABEAEESR (5mg. 10mg.
15mg®) Xid 7 It AR %21 HIMKBEERICI4HEES L
7oo FIREDFHENIC & 2 MIRAER 2R IGEE O [HE
EZIDEOWBEBRIET T ARBET27.8%(1041/3641) .
Smgh¥T52.6% (204l/3841) . 10mg#ET60.0% (244l/40
Bil) . 15mghE® T55.3% (214/386l) TH > 7z. WHELRD
BET10mgRE, 15mgl A 7S L RBICERICED (0
THhsp<0.05). EMMMEETIE5mg. 10mg.
15mglY DI RTA T T RBICERICE T2 (WFhd
p<0.01),
BIfEHFERRIE, 7T REETL4.6%(7H1/4861) . HERIE
56D0&, ., HER EE BRE&2H4LE. Smg
BET12.2%(661/4961) . WNERIFIRZ3ME. BRI, BRE
DEAL. FHBEOBE2MH2 L, 10mghET14.9%(7
Bl/A7H) . WERIZEER. BREE3M. 550, HER,
WEHREAS 27 £ 15mgEEE T16.0% (8%1/5041) . MR
FIRR2H R ETH 7219,
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WHIEREOR G 2 BE LT 2 RBERE 2 0RIC, VL
YT A A #ESE1Omg X iENitrazepam 5mg# 1 H 1[5t
BEANCI4EMBES Lz, BEREEREBRSEEOPEE
WE D EOWEBRIIVILE T LEABIER T65.6% (42
Bil/64%1) . Nitrazepam# T52.2% (3541/67%1) TH 1 .
UME TY L ET LBEABIER S ERICE - 72 (p<0.05).
BIfEFRERIZ. VL ET LEABIERT16.5%(13/41/79
Bl WARIEESSDE, BREESME, RA. FRIRESAE,
HDEWVW3IH., BREEE, HEE2H2ETHD .,
Nitrazepam# T18.8% (1561/80%1) . HERIEA5 5D &5,
RS, OF v, B HE. BO&2M04% ETHEED
ICZIEERD s 7219,

17.1.3 BENE ME_SEERBELLEEER (Triazolam3$iR)
HHEREORG 2 VB E T3 ARERE ZRRIC, YL
Y5 Al ARRESE 1 0mg X Triazolam 0.25mgZ 1 H 1[8]
HREERNICI4HBEES Uk, BIEEREBNEEO[HE
ek DL EOMERII VLY F L AIRIER T63.5% (40
B1/6361) TriazolamBET75.0% (5141/68%1) TdH D . i
HEICERRZEIROON G, o7z, iz, WERDOED
0% EHEXEIX-26.2%~3.2%THD. A=10%& L7-Kf
DOEZEMHERTIZ. VLT LB ABIER O TriazolamBf
IS 2 FSEE (FESME) B S Mk - 7.
BIERRERIZ. VLT ABEARIERT.7%(761/72
Bl) . PIERIZEER 21 7% & Triazolam#B T4.1% (341/74
Bl) T, WEBICERZERD NG 57210,

17VAEBRETIH _E5RBHEALERAR (BFHERIEHR)
(Zopiclonexd8g)

HEEL EOREZE T 5 EEARELEE (ICD-1025%
E LT3 2RI, VILE T AEAEES 1 Omg X id
Zopiclone 7.5mg# 1 HI1EIMEERICI4HEKRE L7,
MEERAER 2R BFEEOHEEYE L LoyERZ VLY
T LEABIERT67.9% (14261/20941) . Zopiclone#T
61.6%(13561/21961) TH > 7z. Fiz. WEEROZDIO%
BREXEIZ-1.7%~14.3%TH V. BIKWICEFRTES L
BEAONDZWEBRDOEA=10%E L7-BORIFEMEHER T

—4—

VILVE T WEAEER O Zopiclone BN T 2 R (FES
) PIREE S N7z
BIEAFEHRRIE, YIVEFABABERT31.3%(66
Bl/21160) . WFRIZER1SH. R34, 55D 94,
Bh. B&SMH. ko, FRIRESMH742 &, Zopiclone
B T45.3% (10241/22561) « HFRIZEROOM:. FRERER12
. RR. EESOE. 5608k EDoff. HER.
BRBESMH L2 LT, ZopicloneHAERICE M - 72
(p<0.01)17)‘ 18)
H)ARFOKR S N AEROCHRIEGERE, RAICEYLVETAEA#REE LTLES~
10mgz MBERNISREOHRE S 2. 2B, &iHEICIX1ESmghr 552N 2. &
B R, BRI & D EERET 54 1HI0mgEBARVC LET 5. THE,

18. EWEIR

18.1 {EFE®
VIVEF ABEAEEIX. 01 (BZD1)ZBKICH L CRIRN %
BREZTR L. GABAAROMFIHEZEET 20D EE X
5519,

18.2 RAEREIRICKRIFX T &

UV ET A AEIESEOmg 2 BN ICHREBRICRST 2
& HERRVERG 2 4EME L0, MEFRTZ IIREMBERRICEE T 2 L
o RIGHERZ BN S & BHAOFESBUE. KHRHER
XA BN D 7220-24)

18.3 ECIBHEEEIC T B 1ER
RIS VT A AEIESE10mg % 5 L7z LRI
XS DR EIRIEASASND, BEHOELBHRE TIIHE
ZAENTE D5 722528

18.4 EMDRGKICH T B1ER
VIVETFABEARBREIX. YL, 2T RTT Y MIBWT, X
O EIRAICRIRIEIR 2 8N S 1722930, 2 aRkU'sy hOHE
EE-FRER S Y — T BB IID R 5723233, S MC
BWT, MEHARRIGES > T BHidE» - 71230,

18.5 ZDthDDHR{ER
VIVETFABEABEIR, w7 2B\ T, EEEHOMIC,
PUORRER. BiMEERELRT Y, EHEERI I RODET
HobNI=, -, Ty MIBWT, HIARIERZR LD

18.6 RIEE®RSDRE
VIVEFLABABIEIX, 7 2BV T, REKRSLTHH
HEDFERNEXFE A - 7230,

19. B3RS ICRIT BB LEHIAR

—fg& : VYT LEAREE (Zolpidem Tartrate)

{24 : N,N,6-Trimethyl-2-(4-methylphenyl)imidazo[1,2-
al-pyridine-3-acetamide hemi-(2R,3R)-tartrate
(C19H21N30)2 + C4HsOs
764.87

DT
PDFE:
s

Clls H_ OH

{__COH

H OH

]2

CHEBEORERMEOMEKTH S, EEEE(100)I1CETPT <.
NN-DAFVELVLT I RRIEAY ) — VIR RET
gL, KIZRRBEFITKLK, T =)L (99.5) i
HEKFERR ICTEIFIC< Ve 0.1mol/LIERERIRICIE T %,
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