20244 1 HEgET (B8 1)

BTE  |IERA
B - 34

HAZEEm D EES
871124, 871139
AiRES HRFERasG
#E 5 mg | 22300AMX00925000 | 20114F11H
#E10mg | 22300AMX00926000 | 20114F11H

FRARSESAI. PR
ZhSENLEE
—_ |~5‘IZ‘:I \ WAL TAN e
“Fo ) NLs10me UG

Nitrazepam Tablets

mAEERE (B=0E), TEEERM, LT EEER
EDEE-BEESHD
E2)EE - EMSEONTEICLVERTL L

2. 2 (ROBEICIFRSLEWVNT L)

2.1 RRIDOF IR UBBIEDOBEED » 5 B

2.2 2HFAEBARNROERE o) VERICXVREY L
FL., ERZ2ESELIEDND D]

2.3 HIEMEEORE [HEHETEOERZELLSESE

ENDH %]

3. fHRE - R
3.1 #8R%

ARG

e (1 584)

feyilivall

FUEAKF. FYEOaTTF YTy, (REHRE
b roFyFuiltia—RA, &K_ELr
ES RN SESTIA

ZFIERLSEIHE = bTERL
5mg [JGJ 5.0mg

BN VL7 N R s e B Ay NI <l N =
ZhSENRLEEIAE ZhIERL|IYFuLb Lo —R, EE#EEE RFuxs S
10mg [JGI 10.0mg ol u—R, EKZBILTAER ATT
VYR TR YL EEBAE (LTI Y)

3.2 EFEIOMEIK

WR7E & - Al HVE - K& - 2R Al — K

RIH HH e
= b SESLE| i~ EE A0 CmD | ccn
5mg [JGJ FRA D OFEA| — -

RBE FEE =83 H=E
9.0mm 5.4mm 3.4mm 150mg

FH HEH HIE
= F T L R EOEIRA D Qﬂ) G oot
10mg ]G [2F 73] —

BIE RE EE =i
9.0mm 5.4mm 3.7mm 160mg

4. FEEXIFFIE
OFBEAE
ORISR
OEBY\FIESE
(SEEChD . SHTORXARE. KIUFRERE)
HERERIE
(RS RE. BHESRE. BREGRRELRL)

6. RiENURZ

(RERIE)

BWE. A= N IE8L & LT 1 ES ~10mg# BERT I
ROBET 5. b, Fip - FERICK DBEEERT 5.
(PRBRATIREE)

BE. BRAICIEZ R SESLE LT 1ES ~10mg% 5 Y
ERMENICRO®RET 5, LB, Fih - Bk - BRICKVEE
HHT 5.

(REUNFEERE. EMERIE)

BHEBRA - NEREH=MFENLELTIHS ~15mg#k
HAEHET 5. 2B, F - FERICK D BEEHET 5.

7. BERUBEICEET FE

(FHEFE)
REOBERICIRASEAZE, 72, IRALTHE L%, B
BREFICBWT—RICER L CTHESEZ T 206E»"H 5 &
ZIRASE RN &,

8. EEREAIIE

8.1 KXHIOEENSBHLIBIC KD, BR. TES - £ - K&
EERENEOERTPECAZ EAHHDT. BEEDEILSE
% S MM OIBIEICRRE SR VWE D ICEET S &,

8.2 HHICKVEMIKEZELDIENHHDT. WTADPAFA
ELTHWAEAEDIME, BRE LR REIC L 2 EHFEH
BT B &, REDOEREEGET 25EICIE. BELOMLE
HETDICHETT S &, [11.1.2 3]

9. HENDHREZEITEEICHTIER

9.1 SHHE - BEREDH I EE

(GhgesE)

9.1.1 fitED. FIKE. [REXHERUKNEEZEDSMHET
FREREDNSEICIETLTVWS EE
BELSXOCZBLVEHSNAEBEZBE. BE LAV &,
REEHNAFNI—T AZEI LT, [11.1.1 ]

9.1.2 RBEE
fERD B HHbN D,

9.1.3 DEEDHDEE
DEEFBET Z2BZNDDH 5,

9.1.4 BNICBHEBHEEDH 2 EE
TERP @R H5HN S,

(EBUNFIERE, EERE

9.1.5 BHICEFEHZELDH B EE
ERBBS HE5bN 5B,

9.2 BikitEESEE
HEYMOENERBICLAEWEHORRICEET S &, —RICH
WASEET AEAE DD 5.

9.3 FH&aElE=EEE
EYMOENERBICK2EWEHORERICERT A & —fRICHE
WASBIES B EA D 5.

9.5 1¥®
R SUTIER L C W A R[RE D & B ki3, B EoaRH
HiafEitz B s EHEFS N AIBEICOAFET ST &

9.5.1 HRFICHMDONRY VDT Y ZEANOBE 2 Z\F - BE
OFICHEZET 2 REQORERZHE L7 H 0t B & ok
LTERBIIZVWEDBRENRAERE P H 5.

9.5.2 Ry VT7 XY REAITHER ALK, B, EF
B, AFRET, @R, R, (@R, R - Mg,
F7 =Y. BREE. WRE. RE. BARE. SRS 2
CTEFRMESNTNABY, B, IN5DMERIE. BELE
Kb D WVIFHERRIEE LTHESNL25H50H D, Fio. N
VIV URERITHERICEEOEREZE T &R
EINTW3,



9.5.3 DIRENHER UzGa . HERIERICEERY H 5 b
NBZEN, RUVIVTEEUREHITRESN TN S,

9.5.4 5 v FTOREE (50, 100, 200mg/kgia#liZ %5, TR
8 ~14H (7 HRE)) IcBWVT, 50mg/kgik 5B THIEER (K
MIKBIES) OFKRROMMAHA SN, 100mg/kgtk 58 Tob
FEE OKEE. /NRE. NEE. BOEFESE) RUEKER
(BEHBSEEE) ORAROEMI A SNz, 72, 100KV
200mg/kgit 5B CHRIBFETROBEMA 4 51722,

9.6 {EZLIR
BHAEZBISEALT L, b NRAFAOBASRES AT
539, HERICEE, AERVEZERLIT LSO Y
VTEEVRER] (Y TENRL) THRESNTBYD., -8B
Y SRR D S,
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9.7.1 NREEMRE LERRABRITERL TRV,

(EBUNFAERE. SERMERIE)

9.7.2 AR, HRXI/NETIF, KEHWBEZ, HTEE (0.1%
Kiff) ZEZ T EAFHHDT, BEZ DTV, DL
BRERD 6 N HE IR EEFIET 5% CHEt) 2 0E %
Fr2 &,
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1. BIfEA
WOBMWERDBH 6bNBI ENHBD T, BEEZHTITITVL,
BEDPRDONTBEIIEREE2FRIET 5 4% Y] 2 08 %17
ATk,

1.1 EXZEIEA

11.1.1 FRORIME (0.1%K0) . REEHZAFIVI—I R BEEAR)
WIRHERENBEIE R L TWABEICHRE LEAE. REH A
FLA=—VAZRITIENDHEDT. ZDEIBHEEHITIER
EEHERL, BRENL 2 WY 2 NEEZITH> 2L, [9.1.1&
H]

11.1.2 &k=FH
HAIC X DEMKRE 0.1% K 2ELC2ZEDPH5DT,
B2 +71T0, HEACEASMICERLERICRSTS
&, Fio, HAPIIBUIAREBORB B RV LESD
bz kD, EERME (0.1%KH) . B, BE. R, RZ.
SIHE, ZEZEOEERER (0.1~ 5%k PHobns &
BHHDOT, HE5E2FIETHHEEICIE. KA ICEET 25 EE
FITHT &, [8.2 58]

11.1.3 FEERE, §88 (LWIFNLHEERH)

11.1.4 FFEREREE. B8 (WIS HEEREH)

AST. ALT. y-GTP® LR %S FFEEERE. BENH 5
OB ENDH B,

11.1.5 —BEFIEEES. B33 5RKE (WINHEEEREH)
AEZBRET HESICIDEPSHBT AR E, BEIITH
Lo B, THICERELEWE ., HoEEE, BESZTV.
FOHREZILBELTVWEVWEDREDSH D,

1.2 Z0fthDEIER

(GhgeHE@)
0.1~ 5 %FH 0. 1%%E FEAT
T R, 2 RS
R - G 5 - B 5o, HEEN.
‘ B 0E L, F%. R R
PR e sg. pme, At
B SRS
EREY [BEOMEETR R
WieE s, B B TRE|E RED RO, B
" BRI OHERE R
BEH TS
R SEARED
AR SR ORI
ol R BR. 50 HEREER

HF1) BEMRTREE LTHWGE

¥2) MTAPARIE LTRVEGE

F3) MTCANPARIE LTEEMEEDH 2 BEICHWGE
H4) FLCAPARIE LTREETAPAZES BEICAVWIZES
1E5) HBHE IR, HiHlio®RE&T.

13. BEKRS

13.1 g
AEIOBEREVHAEAIEDLON-BEOMEBEE LTI LY
= (R ITEE U SEEERAD) 257 2581013,
FEHANC 7 LY VOER LOFEEZ L TR I &,

14. BRALODFER

14.1 EFIRXHEHOER
PTPEZEDEAFIPTPY — b6 MO H L TIRAYT 2 X H5EE
T5H5Z &, PTPY— FOBREUTE D, BEWHAE D BEREEA
FIAU, BICIFEEfL2 B L CHERIARFOEE 2 aHHEZ Hf
HITHIEND 5.

15. ZOMDFR

15.1 ERIREARICE D 1B

(GhEEE)

1511 BELAEAPBESNREVWEZICTILIEZ L (RY
VIVT YU REEERA) 2RESNIEE T Hil KA
=HRE59 556, ARIOEE - TUREIERPZL, BET 55
FNDDH 5.

(EBUNFIERE, EERIE)

15.1.2 EfRRN Y VY 7YYL REH (Fut¥vn) 285
ENTVBTAPABREIZ, 7ILvEZL (RUUITEL Y
ZHMEIETA) 2BE LU TCRBERELZFR LI LOREDPH 5.

15.1.3 BN CEEINIZEBOMTADPAZEICE TS, TAD
A FEEEBSEZNRE L2190 75 & At IRER R R E O M
FHERICBLWT, BRSENRVEHREROFEBDY 2755, #it
TADPAEDORABTT S ARBEHELTH2EEL (T
ADAEIRARE:0.43%. 75 REE:0.24%). L TADA
HORABETIE, T RBEEENI0ADHZD]1IOANZNE
HEINL (BS%EEXM :0.6-3.9), /2. TAPABRED
PTIN—=TTlE. T RBEEEHEANI00AHZ D242 00
CETEESN TV,

16. EYE)RE
16.1 MoGEE
16.1.1 BEEES
BERAIC= NI ¥/ L85 mg% BIERBEEFORS L&
ZDOZ N TEISLOEYEREINT XA —F 2FRI6-1ITRTY,
F16-1 EMBIE/ 5 A — 5

w58 Cmax Tmax AUCo-2 Tiz
(mg) n (ng/mL) (hr) (ng-hr/mL) (hr)
5 8 75.8+28.9 1.6+1.2 929.3+263.6 27.1%6.1
(HI7E¥% : HPLC) (mean#S.D.)
16.3 9
MEEEFEEE 1 86~87% (HEAT—5)?
16.4 X3

Z P IENNLOEARBRERIE, = ruBEo&ET (-7 3/ 14)
EENKELS T EF UL (T-TE M7 I FK) ThB, 7z,
EERNTORBELOKE DR TH 20, —EHIIHEEET
EMRBERICLDARF SN LY,




16.5 HEttt
BERMAIC= P T8 A10mg 2 ROHE Ui & & D RPER
REWE Lo RPICEEICREOT-TE b7 I RIEET-T7
I/ MR E UCHRIE S L, B 524115 0 B 3R 13 13~20% T
Ho17,

18. EERPEIE
18.1 {ERERF
BNORY D7 Xy 2B %N L TGABAZ BAMEHEZ TT
S HRREIEIEICB &, REEORRE & 7 B4R RE AR E R
e NERRRE A Z D& T AMIERICHA L. BITIEM2kic
RD 5 T\ D& IIEIT 2.9,
18.2 ZEIB{EMA
Z M ERLOEERMER GERFBEER) 3. £ENLBERIC
FEWERZD-6FTESNTWBEY,

#18-1 = b T UL OFEERHY (v 7 A, Tv )

EHER O A
J 0L TaF % € R 10.2
SRR 5y R R 1.9
e YT TV VERER 5.8
RERR | rmmanem 0.7
. a2 707 MR 4.2
AARIER e rem 2.9
ELRErS 3.3
P R 8.6
E) YT EALOERE L E LA
19. BN ICET 2EEENAR
—#4 1 = b 5¥/%4 (Nitrazepam)
{bZ4 : 7-Nitro-5-phenyl-1,3-dihydro-2/7-1,4-
benzodiazepin-2-one
F= - CisHuN:Os
SFE 281.27
B R BE~RECORBRXIGEREOM KT, [TBWVIEZR
Vo
FefE (100) 1T I <. T MU X7 oakiv
LIZRRBETR T XY =), %) —)L (95)
XIFTH ) =) (99.5) IBEFII<L, YT F LT —
TITHD TEFIT KL IKITIBEA EBIT 20,
H O
N\é
O:N O __N

»

AR A9227C (53R

20. BBV EDER
T I¥u—fE%R, BREETCGEELTRET S L.

22. @&

(ZhSEINLEESmg
1008% [108% (PTP)
5008 [108E (PTP)

(Z S EINLER10Mg
1008E [108% (PTP)
5008 [108E (PTP)
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