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Flunitrazepam Tablets

FEEEE (B AEmE ). BEEERRY, ATEEERY
EDER-BEEHD
FE2)ER-EMFOLTZICLVHERT L&

2 (ROFJBEICIFHFS LBV E)
AN DT UIRBUE DBEERED & % BE
SHEMERARNED BE
oy AERICKVIREFS ER L. EREZELSEL L
BH 5]
2.3 EEHEITEORE
[(EEFHETEDIER B SEL2 BTN H5.]

2.
2.1
2.2

[

3. #8RE - MR

3.1 #8R%
. AR :
Wi s VA

FURE KA. Rt lo— 2, [KEBERE
e RroFyFuoitilo—2z, HEl
5. BRI AR VT ATT
DINY a7 Sy NN v/ u 58 = Bl N
<7 uI—)L6000. BiLF s>, HILTF
vNa

FLREKA, BRELO—Z, KBRE
v roFr7uoiltio—2z, &l
B BKZBRILT AR ILT. RATT
YYBYS AT A e a0 —R,
~ 7 uI—Le000. B{LFs . HLT
Nary

P12 A FAVA
$E 1 mg ]G]

HE 7)L=btF¥84
1.0mg

TL= b FEIRL
#€2mg ]G]

HE 7)L=t5E/824
2.0mg

3.2 SFIOMR

R7e4 & - e HE - k&S - EHR Bala—F
e =R A&

B 2 T VN AT
e T, @ = |
£ me F 4 2T

[=EXES Ex EoRE
7.1lmm 2.7mm 104mg
e HE AE

oo, [EEEEOIEA| (60
;’;;"55’“ 7 nna-| Cag) @ — JG C33
! & T4 v THED

=X Ex HE
8.1mm 4.0mm 206mg

¥) T4V Aa—F 1 Y TRER (FEE) 3EE

4. FPRENIFINR
NEEAE
FRERRIIREE

6. AERURE
WERA LR, 7L=btFE/)8LELT0.5~ 2mgZ BRI X
EFRENCREORST 5,
sB. Fig - ERICKOBEEERT 528 &miEEICE1E 1 mg
FTET 5,

7. BENUREICREET R
AREICIE. MBOBERNICRASE 22 &0 /20 IRALTHE
BLR, BREPICBVWT—RWIGER L CTHEEZJ 57
MNP H D ESIRASER NI &

8. EERELRNEE

8.1 KXHIOEEASTHLIBICKY, BR. TE - £ - k&
EHRENSEOERTSRIAZENHHDT. BBHDEETSED
fEEZ I OBEICREBESE R VLD ICERT ST &,
8.2 HEICKX VEMIKERZELHIENDHHDT, BRE LK
WREICLAEMER 285 &, KFO®RS 2GS 515
HITE, BELOXNEE A+ ICHEFT AL, [11.1.1 2]

9. B¥ENDEREEIDEBICAHTI IR

1 SHE - BEREDHZEE

9.1.1 B, MKE. fREXMENRVURHOEEEDRMHET
FIREREN SEICET LTV S EE
BELEPOLEZELVWEHTSNABAZRE, 5 LAV,
BET258I10E, PEPSEREERIBT A EFERT ST &,
REBHAFILI— AZEI LT . [11.1.35H]

9.1.2 =BHEHE
DENOHBRERBIRT AR EFRT S L,

9.1.3 DEZEDNHZEE
VLENPOREZMBT AL EFET AL, BRI SH S5
nedn,

9.1.4 BICBHEMEZEDH 2 EE
LEPORERHBT AR ETET AL, FHIBIH6D
ne9 i,

9.2 BikgeEEEE
VEDPOHREEIBT ARETET ST &,

9.3 FHi&EEE=EEE
DLEDPOREEMIET AR EFERT AT &,

9.5 1¥®
IR IR L C W AR D & 5 I3, B EoF RN
Maktt % EE S EHIT SN ABAICOARET ST &,

9.5.1 WHIRHY (T v b) 1E LA-FEERT. 50mg kgD H&E
TEFEERAFRDONT VNS,

9.5.2 IR ORI T U R(LEW (P T7EISA, ¥
LY 7ERFYRE) ZRALTCWZEBEPHE LZHER
IZBWT, OB, NFUEI MBI BLTERICZVE
DEFNABREDS D 5.

9.5.3 RV VI TEE U RILAW THARICHARE., B, 1§
BN, ARRETN., MERIE, R, MER, PEIE] - ZEIE.
F7/—Y., BHEE. SR, B, EAR. SRS 2L
CTTEPRMESNT VS, LB, INSOERIE. BEFER
HHVEHERRIEE L THESNSEELDH 5,

Flo. RV ITEE U REAM THARICEBEOHEREI
FTEPRESNT VS,

9.5.4 SMGENICER L5, HERYTAERICENERYH 5 b
NBEN, RUIVIDTPEEURMEAMTHRESN TV A,

9.6 =T
BAEABEISES I &,

9.6.1 b NEFAFABITT A ENRESNTBY., /2. it
BOEE BT 2 HEELDH 5.
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9.6.2 & NEAHFABITL, HIERICER, fERI S2RIT
ZEBMORY I TRV RILEY (D7 ERL) THRES
NTWns,

9.7 INR
NRE R E UT-ERRABRIIER L TWhan,
9.8 EHE

LENPOHBREEMNT S TR ST L. EHKRH, BRE
FELEOFMREIHIER P H 5 b NI Ve [11.1.7 2]

10. 1BE{EA
10.2 HAER HAICERITZIE)
HHIEE ERARIEIR - 1B %

T a—)L AR AR EIE R AR S

(K3 nNaBEnsH5,.
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fEUEE S
REE &
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YAFVY A O AN ER AT & X F 9 > HRFEm A BEEE
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1. 8ER
WOBHWERNHSbNBZ ENHHDT, BELZTDITITV,
BEDPREDOSNBEIIRE L2 RIET 5 74% @Y 2 08 %217
3 &,

1.1 EXZEIER

1.1.1 &= GEERER)
BRICKDEYREZELAI EFDAHD T, BEZTDITT
W, HEERCHEASMICER LVERICRET AL, /2, #
AHICBII2BEEBORE LD LV LEGHIEIc KD, B
e, HAZ. EH. REE. AL, 8. ZRESOBERERD
HobNBHIENHAHDT, HEE2FIETZHBEICIE. BLIC
HET AR SEEITH I L. [8.220E]

11.1.2 FIBERE, $858 (LWIFNLHEARH)

11.1.3 FRORIME (0.1%FK5m) . REEARFILI— X BHEREH)
MREENBEICE T L TV A BEHICRE LZEE, KRBT A
FLA—VAZRITIENDHEDT. ZDEIBHEEITIER
BEEERL, BE2 P24 EEYBNER#ET S L. [9.1.1
28]

11.1.4 FFESRERES. &E (WINLHEELH)
AST. ALT. y-GTP® LF %% £ fTHEEfEE
ONBZEDDH B,

11.1.5 1EIEARIARAE (S RNER)

M. B CKER. MARUORFPIF 7oy ER%
B ET HABNGRBEN D ODNE I END B, iz, B
RRIEIC X 2 B EBEREOREICERT S 2 &,

11.1.6 BMEREE (Syndrome malin) (5EREH)
MOFRERES - OMFHICK D BHRERBES SO DN ED
WMED DD, B BilEES. SEOHEE. REEES. 7
T SEIRENR D S5 DONDEENHEHDT. DX RBEITIE,
BEIOFHES IR, FFH KOG, FREES OB 2 0LE
BITHZ &,

11.1.7 BRES GEEAH)

H L&D LRED S BREZEORHBEENSHEDONIZIENFHIHD
T FETAI L, BICEHREICBVWTHEDNPT VDT,
HEEICHRET A&, [9.8 3]

11.1.8 —BHFIAMES. ©53351KE8E (I N HEERE)
KEZHBET A5 ICIDEYPSRBT A4 E, EEIITS S
Lo 2B, THICEELZWE . HOEE, BEEL2T0,
ZFOHREEZTBL TV EWEDRENH S,

11.2 Z0fthDEHER

EEPSH S

1 %Ik | 0.1~ 1 %k 0. 1%

55DE. M. OF . FHN|KRRIEST. ARG BB AL,

R | IRK R—v &9 5, EH| LUK BB, BEREE. BREIE.
K, BHE R WEEE LEOOET

il AST., ALT® b5 |Al-P, LDHO L7
2 BUN®_EF
iR B MEkisd . mvMEEd . Eifl
TEBRE g, MEET

1%DLE | 0.1~ 1 %Ki 0.1%Kii
[mp] BHCRR, BARE. TR (ER. 8
LR . B, Fodi. T, TR,
KO
IBBUE RE
zom |BEE [BAB.REE [T LUE. EEWML. R,
SR HRR A

) FEBEEIRERTEGRAEE &,

13. BERS
13.1 fER

S5 &S LAREED S BRSO PRSI ER I E D EIR
13.2 &

KR OBEHRESPHEAIIEDN I HEOMNEE LTI LYY
= RV ITEEUZREERAD) 2#%59 285481013,
FRENC 7 LYY VOFR EOFEE2 R T Hr I &

14. ERALEDFER

14.1 FRIRMAEOER
PTPEEDEANIPTPY — b 5BV L TR 2 & D158
T2 L, PTPY— FOBRKICE D BOSHAT A BEREA
FAL. BIZIIZEFLZ B U THERAREOEE = & HHEZ §f
HKILHZENDH B,

15. ZDMDFER

15.1 BRIRERICE D 1B
BELEZEHBAPBESNEVWEZICTILIEZIL (RVVDT
YU ZAEERA) 2BE5SNEBET. it ICKF 2 &S5
9556 KElOEE - FURRERAIEL. BET L2821
H5o

16. EYENRE
16.1 MAEE
16.1.1 RiEHKRS
BEMABETFSRICTZL= T84 2mg% 1 B 117 HREK
BEROBEG L&, 5% 3H» 5 5SHTERRBIEL,
ZOmEMHAREEERSROMN].IETH > 720,
16.1.2 E£MFHEIZF R
TN= b FENRLEE I mg [JG] &9 A LV—R$E 1lmgz, 70
AFA—=N=FRICKDZNZN28E (TL=FTENRLELT
2mg) BRMABFICEEREREORS U T MEFRRE(LIKR
EEHEL. Bon/i-EMEHE/INT A -4 (AUC, Cnax) IZD
W T95% 15 BE X B IS CHREETERAT 21T - 7o B3R, +20% D i
NTH D WAEIOEYZEEEPHERS N2,

(ng/mL)
20
18
m .
%16 -~ 7)L= h5¥/848Elmg [JG)
7 14 o ¥4 L—2$Elmg
20
,]‘: Mean®=S.D., n=16
7
v 8
s L
L 6
b3
i 4
2 |
O 11 1 1 1 1 1 1
12 4 6 810 24 32 48
#E54% DRER (hr)
EEEIST A — 5
HENNT A= BEINTGA—H
AUCo 4 Cunax Tomax Ty (hr)
(ng-hr/mL) | (ng/mL) (hr) atf B
TN=PTESNARE (51 90337 | 17.045.7 |1.34£1.11| 4.551.5 |19.3£14.5
1 mg ]G]
Y4 L—25 lmg | 160.4+37.6 | 16.0£4.0 |1.08+0.60| 5.0+1.7 |15.3%7.1

(Mean+S.D., n=16)
MEEFRENL FICAUC, CuaFED /8T X — 513, HEaE DEIR,
AR OIRENEE - BRI EOREBRMGIC L > TR 2 FREENH
2o




16.5 ittt
16.5.1 FRopHE

ERABTSRICT7IL= b IE/84 4mgh % BERO®RS

%, 2R E TORFISRITLARE LTIRERDS8.6%. FhEER

KB bfA & L T4. 7% rgklt s nizb,

F) AROABSNHERCHER DEERA LR, 7L=
FFEINLELTO.5~ 2 mgEBRERT UL FMENICREOR
595, o5, - BERICKVEEHEET S0, ShE
W 1E I mgETET S]] TH5Bo

16.8 ZDfth

TV b TE8L8E 2mg (]G] & [EEP R4k 2R OEEH

ROEMZENRSERBE T N T4 > (FRI2E2 A4E B

WEHECAD) | ICESE, 7= FSE8L5 L mg [JG] %1

HERFE & LA HRBOBR. BHEHIIASE s, £

MERNICEF & A nizd,

17. BRPRAE
17.1 BERUREECRT B

(FERIE)
17.1.1 BNERRGEER (CESREBEER)

R SUIABHER CARZ R A S BE 2R E L ZE
ERMBLTO. 7LD b I U SAOERENRD 5Nz,
(RREMATIRES)
17.1.2 ERERRGEER (CESREEEER)

FAEOBE 2N RICHIREL LTO-EERRBETL.
TN TS LDERENRD 51,

18. ERPEIE

18.1 {ERR
MEMEDGABA= 2 —0 > DY F T ABBIEET AR VY
TEYEUZBEMRIIT T A MELTHEWHMETHEA L. GABA
BHAMEERZEASESZEICLD, GABAZ 2 —ua > OER %2
BERICHERT 2 EZIONTVRSY,

18.2 EEAR{ER
ABIREHMRSE (v A, Ty b, 23, HZTAF))
ICBWT, ORI T7EYE L R LEY & BREDOZEEBRH] 2
N7 ML (FEE - Bk, BEERGHIEC - MEARIESR. PUREEE. bt
FBERSE) 2R ULCH, BICSEHEIC X2 2 I EER S
HEIICHIH U, 50 2 BRIERA RO 5Nz, FAREIEAH
ZIOAYINLERVWEREBICBWTHERER RO 578,

18.3 b MERHANEER
BERABTIC7 L= N IE8L I mgh (' 2 mgZEO#S5 L
7o & E OREMIERERICB W T ARBEOEHE & 2mRIRER
DIERENFED 5N,

19. BIASICET SELFHHR
—#4 1 7)L="1+ 584 (Flunitrazepam)
{b24 : 5-(2-Fluorophenyl)-1-methyl-7-nitro-1,3-dihydro-
2H-1,4-benzodiazepin-2-one
Ci6H12FN3Os
313.28
HE~BEEOEREEOMRTH 5,
EeEe (100) ISR < . BOKEERIIT £ b oic®
PHEFRTL, TF =) (9.5) XY TF LT —
TIZEFIZS LKL KIZIFEA LB T 20,

HFR:
DT
Ok

Al 5 168~172T

2. af
(FIW=FSBISLEE 1 mg [JG])
1008% (1088 (PTP) x10]
5008 [108% (PTP) x50]
5008 (79 AF v rEE, NT]
(W= FSEINLEE 2mg [IG])
1008% [108% (PTP) x10]
5008 [108% (PTP) x50]
50088 [F5 AF v rEE, N

23. EE=XH

1) FRBEE il o BRRZERE 1978 59 (3) © 251-265
PR AP ERREEERER (58 1 mg)
HAER AR (52 mg)
At ERPRETE 19819 (3) & 733-767
ANEE A BEEOHWAH 1982 5 120 (6) : 702-719
IAFF5R o BEAR S BFFE 1981 ; 58 (8) : 2677-2686
e B — @ PRERE SRR 19805 2 (1) 1 5-16
KEE A ISAFEM 1981521 (1) :123-142
NSEE A BARREHES 198059 (5) 1 621-628

24. WEEERERUEVEDESE
HAYz ) v k&t BESIHEHRE
T100-6739 EHEHLTRAXION—THIE 1=
TEL 0120-893-170 FAX 0120-893-172

25. (RiRfaT EDER

25.1 REHEFIRERRICREY 3158
RANGEET B EERETSS (CFR4FE3 A5 BfY) 1ICEDE,
BHERII 1 EB0HDZREESNTNET,

2. BERAEES
2.1 BLERT
@ BARYIRUvOKRA SR

RRPLPFABEANOR—TBEBIHB1S

2)
3)
4)
5)
6)
7)
8)
9)
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