202311 AT (BIIR) EEREENEHR BAGREERIEES
D7 EINLER 871124

B % EERE #1
T REL AP I\DsE 15mg TMNPI

1] (o]
- A3\ s 20mg TMNP]
B ERRT P
L5 5 B s ) Quazepam Tablets 15mg - 20mg “MNP

15mg 20mg

e o AEREES | 21900AMX00536 | 21900AMX00539
VED) V- TiEES Y =
1$2) ‘E%‘\—Eﬁﬁ%m&ﬁ%t:; DFERTHZL AR5E Rt 2007TE7H

2. 2 CROFBECIIRELRVNCE)
2.1 BEIDRR X UIBBEDEERERED H 5 BE
2.2 AMHERARNEOSEE RE2 LEYXEIBTIhDD
5, ]
2.3 EEMHENEDERE (EEGENEDVEREEBLLIETIEZ
nndHsd, ]
2.4 MEIRESEIEEERORE [(PREEL2 B IEE8200
»5, ]
2.5 U hFELEHERORE [10.1 2E]
3. fARK - MR
3.1 8%
HR54 | 2 7E¥/88E15ng TMNP) | 27 7¥ /S 18820mg TMNP)
o 1§z 14z
RIS L INET 7 ¥ % B20ng
FEAAIY., hUEOaYFY Y, EREIO—2Z,
I SOVNEEEF N YA B ROFY oo —
”“ A, FrFvZ)a—=LEEF U T LA EEBSS, R
7. ATT V) VBRI I A
3.2 HEHFEIDMHIR
fRze4 | 2 78 SA8k15ng TMNP) | 2 7 /X A5E20mg TMNP)
R KREBDEFRA Y DRI
| ®O O
MW — S =3
S 2 7. Omm $EE 1 7. 5mm
REX $EE ¢ 2.3mm #£E : 3. 2mm
EE : 120mg EE : 180mg
Al
i MN 113 MN 114
4, RHEEXIISHER
OFHRAE
ORERRIIREE
6. AERUEE
(FHRSE)

BE, RAICRZ 7EN AL UTIERINg 2 BRI AR ST 5,
BE. Fp, ER REICLVEEEET 5. I HEEE(330ng
£93%,
FREARTIRER)

FARIR BE. RAILEZ 7€/ AL UTIEILS~30ng & HERT
IZROKRET 5,

BB, Fip, ER REICLVEEEET 5. [ HREEI330ng
&35,

1. BERUCHEICEET DEE

(ZhaEtE)

7.1 A¥ 28575548, RIGIEAEZENH B D ENSHRE%
Fhd5 2L, RUERETHETIHAIER L FOITFVAEN
SEEIZITHZ L, /220, 30mgEBIRVwI L, ERDOW
B\ TREIZEDEZ L,

(T HRSE)

7.2 MEOERNIZRAIES 2L, £/-, RALTHEL /-, &
RRFIZBVT—RICERL THEES 2 TSN H L L X
FRAX RN L,

8. EEGEFNIER

8.1 BRDORAEZEITSZ L, [10.1 B8]

8.2 AKIOHFENEHURIIRY, RR. EES - 97 - KEHE
FRANEDRTMEID LN HEDT, BHEDERZEFBRE
S BB IR IR RIS ERTH L,

8.3 ERICLYEMKEZEL LI LNHLDT, BRE Uik
BEICLORIREZ#IT S L, AHDRE 2T 25510
3 BEEOLERESIRETTS 2, [11L1.1 2]

9. HENDERZEIIEEICHIDIIR

9.1 SHHE - HEEENHZEE

9.1.1 FtED. HRE. REXREBRUNNEREED IS TIE
BEEEDBEICET LTV EE
BEERL 2BV EHINBIEAEE2RE, BELRWVI L,
REEHAFIN A=Y AZRBILPTV, [11.1.3 BE]

9.1.2 B5EH
FERMRL H5bNBEEETNIH B,

9.1.3 DEZEDHDEE
DEENELNTEIEZIANDH S,

9.1.4 HICSHRENEENHZEE
R HS5ONEEThDH 5,

9.2 BisEEEE
BYOFASEIC I PEWERAOREBRICER TS L, —fRizHER
AEIE S B IEAND B,

9.3 FFacE=Es
BYOEASEIZ I PEWERAOREBRICER TS &, —fRizHER
MNEIE S BB DH B,

9.5 ¥iF
IR SUTIER U TS AEEM D H 2 LML, R EDBERMEN
fafRtE % A5 L HB X NDBEIIOAEETEI L,

9.5.1 IHIEHFIZHDORY Y VTRV REX DR E 52 2T -E2ED
FICERE2E TS REDEERE HE L 20N EEE L s LT
BEIZZ OV DEZNRABRENH 5,

9.5.2 RV YT YV RERTHAIRICHILEE, B, EEME
T, HERIET. BEEER, REHR. MEER. MRORING] - HAER, F7
J—¥, ZRIEME, R, R, BRE. EREEREIT
EMREINT VD, 2B, INSDMERIL, BEBERD 5\
FHERRIEL UTREINDHEEH D, £, RVYITYYE
VREHTHERICEEDEREZRITIEMREINT V3,

9.5.3 DIRENERA LU 254, HESREIRICEBERY?H S bh
BIEM, RYVUTFEEYVREATHEINT VS,

9.6 I
B EBITIXIEEZ L, AFmg% BERNIRORS L =
BEEDH0. IS BITABITTLLORENH DY , FAERIC
IR, AEBAZE#BITILIMUORY YU T7EL Y REH (D
TENRL) THREINTEY, FA-HELERT L THEENDH S,

9.7 IMNZ
INREEXR L UABRRBRIIERL TR,
9.8 SEE

DENSREERIAT SR CEEIIRE TS I L, BEERFAFD
BERDPHEB LT,



10. HHE(FA

AFNE, & UTHRBEEERCYP209, CYPIMTREIND,

10.1 HEZER (4t

L&)

EHI%E BREREER - $EB Ak B - BRET
=X BEDOFERCIPRINH % | HIEMEEY TH 5 KA
[8.1 2] BITBZTNDH 5, . BREMOREIC &
S TIRINE»R EL, %
ZEAE RO DRE D
MEE IR E AR D2
~IBFILEE B Z LR
E3h T3,

U b U hFELVOF hIO—

=7 LPAS0IT AT BB A IR

[2.55H] EEAICEY. BALL
Ba. A DM REE
KIBIZEF T enF
HXhs,

10.2 HRER (HAICERIBCX)

FHE BRPREEIR - #EB AR #rr - falRET
TN A=l FEELIZ APAR AR RIE A | & & 12 AR R4
(BRIE) RIS ENDH L, | EHT S,

AR AR A
T ) FTIVEE
&
NVEY — VS
&
MAORE 41
YRFIY FHIDERAPERINDG | Y AFIVVDF hru—
ZenHB, LP450IZ 04 BB EME A
2V, REIORFHE
EXNBEBTIID S,
1. BWfeR

ROBWEADH 6DONE I ENHLHDT, BEELTDITV, &
EPRBOONZGEIIREEHR LT R EEDNLLEEZTS Z

L,

1.1 EXLEWER

11.1.1 k7= GEETRE)
FEAIZEIVEYMRERZELCDZ R HDDT, BEETDITT,
FAERUCHREHMICEEUERIRE TS, /-, BEAHIC
BIIHBREEDRE B RO URERIRIZ XY, EERE, #
=, iR IR, A&, OX. SREOMBERNH 5hhd Z
EDHBDT, HEE2FIETIHEIZIE, RLAEETIRLE
HIIfFH5 2k, [8.3 ]

11.1.2 REKERE, $8E (WThEEERR)

11.1.3 MERM&E, REEA XTI I—V R (W THESEETRH)
MRERENEEIE T U TV EBEIZKREL 254, REEH AT
WA=V RAERITIENHEDT, ZDLIRGEEIZIIRER
TERL, BRERZ R EHERWNBELZE TSI, [9.1.1 2]

11.1.4 FBFiER (8. =8%). BAEE. BEEE. EEE.
HE, EECR. EEEEET. B, RARE. SEEE. ik
B (WTHEEETH)

11.1.5 —BRTIRATRS. ©535RE (WIThEEETH)
AEE 5T IHEIIIDENSHBT IR Y, EEIZTH Z L,
BB, THICEELRWEE, HOEE, BEEZTV., TOH
REEZZELTORVEDRENDH S,

1.2 ZDMOEWER

- BE| sk | 1~sukig 1%k SRR
BE - R |5 5-0%, |HF\. BEE. |50, HEE
WEE | IEAVUE |6 M. FE
B, DB,
RA HiTE
‘ B )V R—i
HHhfRER B, BESUR.
. S
K, EHES.
MHBE, ki
BI85, P
AST. ALT. LDHOD | FFHeREIE . &
iR e i
098, B, &|B& - BE. K
Wik BRI, B, |ILRE. TH.
B FR. N2
B 5

- BE sur | 1~suki kit W R
wEE | TRERE. &
B BB %5 00 5 B
& TR
" TREE (%) | ROE%. 87
oy
H =
) o
S ®h. BN B
€. PR
Toft REA. 1ETY.
T

13. BEERS

13.1 &
AFKIDBEHRESEDNHEIRDONEEDNEL LT 7R
N (RUVIVT7YEVZREETRD) 28BET5510F &5
BIZ7 VR EZIDER EOEREZLTHEZ L,

14, BRLDFR

14.1 RERZMAFOER
PTPREEDEEA|FZPTPY — b NSHMYU L TIRAT 2 58T 2
2k, PTPY— hODFEERIZL Y| BEOSAT AR EREAR AL,
BIZ3FA S I UTHIRAREDEE RAMELHE TSI L
BH 5,

15. ZDMDER

15.1 BRERERICE D15
BEUAERPREINLZVEETIEZL (RVYITEY
URBHETA) 25 INLEET, HEIKHERET S5
A BRI OHES - FUEBERANE(L, BRETL2EThNH 5,

16. ZYEHRE

16.1 MmAEE

16.1.1 £EYFHIEFEER

(O 7EINLER15mg TMNPL)
27 7ENLEEL5mg MNP & RS —IUEElS %, ZOALF—N—3EIZ&) Zh
ZThifg (F7ENRLL U TIomg) BEMARTFICHERBEEROKS LT
MR REEEEZBEL. Boh/-EWENRE/NS A —4& (AUC, Cmax)
IZ DWW T IONETERE EEI T THEFHARIT 24T - 72 #E R, 10g (0. 8) ~log (1. 25)
DHERTH Y . TEHIOEYFHRSEDNER X WY,

HIENTA—& SENTA—4
AUCo-7 Cmax Tmax Tie
(ng - hr/mL) (ng/mL) (hr) (hr)
g
FTENDRING | iy 5a0.3 | 20,8256 | 27211 | 19.040.6
MNP |
KS —IVEELS 251.8%95.1 22.4+8.7 2.8+x1.4 | 18.9%+11.9
(Mean=£S$.D., n=20)
(ng/mL)
30
25
—8— 7B/ LEE15mg MNP
—O—KF7—/LEELS
20
J:ﬁl _ Mean=+S.D., n=20
i
015
=
,;*F 10
5
0

0 6 12 18 24 30 36 42 48 54 60 66 72
WRERH (hr)

MEEAFIRENG CNCAUC, (maxZBD/NT A — &%, HEREDREIR, AEDOHER
E - KFHEEORBEMHITE > TERDAREMENDH 5,

(O 7EINLER20mg TMNPL)
277N L8E20mg MNP & RS —IUEE20%, 7O AA—N—3EIZ& ) Zh
ZThilfg (Z7ENRLL LU T20meg) BEMABTFICHEERBEEROKS LT
MEERREEEEZBEL. Boh/-EWENRE/NS A —4& (AUC, Cmax)
IZ DWW T IOMETERE EEI T THEFHARIT 24T - 72#E R, 10g (0. 8) ~log (1. 25)
DHERTH Y, TEHIOEYFHRSENER I WY,



HIEINT A—& BENTA—4& 8) IWAFER (FA B LI 1991 19 (12) : 4957-73.
9) lorio LC,et al. : Life Sciences 1984 ; 35 (1) : 105-13.

AL Cnax Tnax e 10) Wansley JK, et al. : Clin. Neuropharmacol 19855 8 (Suppl. 1) : $26-540
. amsley JK, et al. : Clin. Neuropharmaco ; uppl. 1) : $26-540.
= (ng - hr/ml) |  (ng/nL) (hr) (hr) 11) EFHRER (Eh : BEREFZE 1990 5 67 (2) : 561-70.
77 t/\L\ﬁzomg 299.1+113.9 26.1+13.2 2.4+1.2 24.0+8.5 12) Kales A, et al. :J Clin Pharmacol 1980 ; 20 : 184-92.
[MNP ) 13) Mamelak M,et al. :J Clin Pharmacol 1984 ; 24 : 65-75.
K Z—)LEE20 323.4+132.9| 27.5+12.5 2.8+x1.3 | 20.6%+7.9 - .
24. MERSERERUREVWEDESE

(Mean£$.D., n=28) HFEGASE Z2EEDN
(ng/mL) T994-0069 ILEXREMHFEMER_THIELS
40 TEL 023-655-2131 FAX 023-655-3419
E-mail : d-info@yg-nissin. co. jp
35
20 b = 7S L E20mg MNP 25. fRERHG(T LOER
—o—FF— 1520 25.1 EHARMBIRERRICET 5158
125 + Mean5.D., n=28 AFIOHEFEEIFIEBIHAEZREL INTVET,

26. BISARFCREE
26.1 SGERRZETT

S amuEkNei

WERREREHUR_-_TE3IE 1S

0 6 12 18 24 30 36 42 48 54 60 66 72
REfH Chr)

MEEFREM CIAUC, (naxBED/NT A — &%, HEREDBIR, AIEOFER
5 - BREEOFEBRRMIC L > TRRDTREMND D,

17. ERPRRKE

17.1 BERUVRLMEICEY 28

17.1.1 EREEREER
THRE & ORERRTIR SR (FARIR) &R e U EEREEREBRIZB T
27 ENRADERUHRD 5,
RE, FREAHEE (FNR) a2 U2 E5REBRBRTOENICS
FBERIILUTDEEY TH -7,

SES FEAIEK iRIE )

FRE R 15 (FARTRIR) 131/18941 69.3

18. ZkphsiE

18.1 1R
THREERERE T MIREAME N U TERATS 28 RV Y Y TEY
RBEIIATHBEMENB N NS, ZORERENT SREERDOM
L AR IC B L MR RORIBICEE TR L E X 5N e Y,

18.2 HEERR')IS5T 14
REBERAB T2 7 /N A 15ng KR U 30mg DFE (1% 5- CRABEIR K DI RAH M
PRD SNz, Fz, IREF LR O KBEERIR R OREMEEIRD KB A4 5 e

11-13
W

19. B2 ICET DIBMEFRIER
—fREILHE © 2 7€/ (Quazepam)
{b%4 : T-chloro-5-(2-fluorophenyl)-1, 3-dihydro-1-(2, 2, 2-
trifluoroethyl)-24-1,4-benzodiazepine-2-thione
AFI 1 CrlliCIFN.S
HFE :386.79
g

% R BE~KEEORBRXIIEEEOMETH S, FKEFRRITEITCT
v AR —=IVROTE I =) (99.5) IZ0PEITFPTL. KTk
IFLALET R,

Bh s 148~151C

22. a%

(O 7EICLER15mg TMNPI)
1008 (108 (PTP) x10]
50088 [NF]

(O 7EINLEE20mg TMNPL)
10082 [1088 (PTP) x10]

23. FEXM
1) Hilbert JM,et al. :J Clin Pharmacol 1984 ;24 (10) : 457-62.
2) HHER  EMERNRESEERER (5El15ng)
3) HNER  EMERREEERER (5820mg)
4) FHKEF (3H EERESRE 1992; 8 (1) : 31-53.
5) fEHERE 1IH  BEREZE 19928 (2) : 335-56.
6) fEIFHEKREF 13h : BERERE 19928 (2) @ 357-74.
7) WRFER (EH  FEELEER 199353 (9) £ 1575-90.

—3— 113014



