*% 2024 4 11 HET (35 37
#2024 4F 5 HEGT (58 2 10

S S S (e
BWHEAE - 5 4

iE) ER - EMSEONTEIZL Y ENT A L

DS AR RE R BB
F ¥ a R ERE KIS
FE NS Ny 17 ST

A =L 82 5mg
**‘J-A@ 815mg

AE =L 510me
A =L 520me

(:>X|P4()Rﬁx%owder

H AR B i 50 B
878119
25mg 5mg
JKiEFE S |22200AMX00346000 | 22200 AMX 00347000
WoE R 2007 42 H 2007 42 H
10mg 20mg
FKEEFE T |22200AMX00348000 | 22500 AMX 01539000
W 5E B A 2009 4E9 H 201441 H
@) sHionoa

ZQ)O]

M

]

2. B2 (ROBHICIIFZESLAENWI L)
2.1 EELWIHIOH 2 BE. EELEEAEERIREDR
& [ H &2 3R 5 %] [11.1.3 BH]
2.2 REXWGBIEh o BE (IR E 6 L. SaE5W % Ui

2.3 B PENIE RIS HETE S B DA ED BHE PRI R 96 BRAN &
WIS 50] [9.12 ]
2.4 SEBURTE (TADAEBE. SR, X b)Y F=—%h
#) BB [(FHOMEH RS S5DN L] [9114F

2.5 WA Ly 20 8% LEER) 2 MHl5 5] (1116 %

2.6 ATV a—vhEoBER IFRIH 2 HR3 %,]
2.7 TAYTIVATA RIS LsfoED B
2.8 iR ROBEH HERLERERE (0157 4) LA
WEOBEZMBELE TR O 2 BE T EIROE(L, HFE
MMOEREZ K TBZEh M H 5.] (911 5]
2.9 FIV A7 BRI % PG h i 5 il £ 1 E R
Do B# (101 3]

3. #HRE - MR
3.1 #88X
Wi, FXR =D | AF = 2H | AF =2 X — LK
25mg 5mg 10mg 20mg
R 0.5% 1% 2%
14 (05g) #|1@ (1g) |1& (Ig) |1a (1g W
F¥ryafrrviFFraryirFrarrsirFrarys
Ty i W M K R W | SR X A R W | 3R M K RN W | 35 R K K RN 4
2.88mg 577mg 11.54mg 23.07mg
(ke LT (Wkme LT (ke LT (AELT
25mg IZ#H2Y) [5mg I2AHY)  |10mg IZHHY)  |20mg (2AHY)
g [PREICISERDRT A, Dv v = bk, e ROy Tay
v —2, EAKIELT A %
3.2 HAIDOMIK
Bise s, EE AN I AN | I AN | I RPN ¢
25mg 5mg 10mg 20mg
Ve - #IE SRENON: & IINQIERENDN S| NQIEKEND)- ¢ Q= KiNDX:/ §:§
bH5bo b5 H5bo b5

4. ZhEE - MR
PEENSEBEOERBEMNS RIEECEITHHER
6. A% - g
WHE AR A F 2T W UIRERIE
80mg % 4 W /FHIREIRE-T %,
B, RIS U TEEIIRT 5.

(#EKk¥) £ LT1H 10~

7. Bt - AEICEET S EE
(EEEMES (LRF21—FEDORE) LLTHAHEERT 515
a)

7.1 IO L 72 A R R A ST 2 BB TR D
PRHTEIR L GA1E,. B ICAH O BRSBTS 247V e %
M2Z &, AAO 1 MEd @S motrF a8 EmERa
HHID 1 HED 1/8~1/4 #RIKGT 52 &,

(E R 5B

7.2 KHO 1 AREZ 45E L CTHHAT2HE812E, 6RHITEDE
RRCREO#S 52 &,

7.2.1 YiEES
RENOPG-FIMETT O 4 4 4 FERERIC L 2EBOGHE ZE L
THEHEGRZRET LI L E L, BICHERISN TV LHEAICIE
ZO¥h-E R OSBRI OF A R L CREHORBBUER L
BAELEERGEERAS T L,

(1) FEF A FEHHEZFH LTV ARWEZIE, EHOREIS
LCAHF VI F/ERREE L TI0~20mg # 1 H¥xG58ET 52
EDEFE Ly

(2) BNV ABHNOROKG 2 AFNCEE T LE121E, Bk A
WH 1 G RO 238 1 HEGEOHRET L EETE L
Vo

(3) |7 = v & VI HI D O RANET T 25121, B
7z vy ZVIRRIHEER IS T = v & SV DI EE DS 509% 029K,
P5BHETITRBMUEL2»E 2 25, FEEEZORA OM
BT AFOMHZ BT A ETIC, 7Y 7V olfiEE
AL R IREEIIKT 32 T TCOMRMED T E L DI, RADK
JHEPOHREGTHILEEETHI L,

7.2.2 B8
RANEG BRI EZORBLBE L, EU ARSI H LN
FIER DS IR/NE e B X ) HIREMEEZITH 2 Lo 25mg 75 bmg
NOWBOLEEZBRERNBEOH . RO 25~50%H & 3
5o [84 ]

7.2.3 @HE
SR BUT L AR EEIE. BEEERIDHSDNLI LD S
DTIDbHEVT & BRI X VRS 254613, BEoIRE
EBBRLANSEEICT) 2L, (724, 1112 5]

7.2.4 #5091k
KRNI OR G2 BEE UL o 2Ba10i3, BEEREOIRBZ
CTDIFEAICHET A &, (723, 1112 2]

8. BEERLREXWIE

8.1 M X VEYMUAFZE LB ENHBHDT, BIEL I
VW, MEIRST 528, (1112 B8]

8.2 IRA, A LI ENHBHDT, AFKGTOEFIITH
B ORI % 0 ) M OBMEICHEF SRV E ) ITEET



F¥/—L8 (2)

52k,

8.3 A 25§ H LA, I T B E LTRTHL T
o RS T 2 e LCHMFI O 2. 72, SRR
BONTV D EECHE LIZRR L BCIRAD D 561213, #
BIRGOWREMLEZ SHICBWTAHOREZZEE T 5% L AH
HEROBIERICTTERT A 2 & [131, 132 5]

8.4 AFzIET HHEI1IE. BIEAICHMERT A2 Lo [722
2]

8.5 AR DEHHWIMER Z 519 57260, @Y 200 Z47v, R
FICHET LD, BEFICH L CHEYIZIRERZITH) 2 L,
(1411, 1412 &H]

9. BEDERZEITHEEICHTIEE
9.1 BHHE - BEBEZEDHSEE
9.1.1 HEMTHOHZEE
BEERLOGERZVENNSNILAZHRE, 5 Law L,
HEHMOEREEZ RTBENNDH 5, [28 ]
9.1.2 MEREREEH 5 W\IEMEDH S EE

EERAEZ MRS 2 BTN Db, [23 5]
9.1.3 FHIREEIEZEDH D EE

I % B3R 3 2 B2 A D 5. [11.1.3 BH]
9.1.4 BICRENBEDH SEE

IR EENEO LA FZRITBENDEDH 5,
9.1.5 a3y REEICHZEE

TEBRA RPN %2 B R 2 BEh2d 5, [11.11 ]
9.1.6 RBMHET P R— RDH2EH

PR Z R L2 &7V F—V A2 WMESELBEZNDTH
%o
9.1.7 ERERHHEEIETAE (WhiRkiES) DEE

IR IHI R SR 2§ BFhhd 5,
9.1.8 BIBEKREEERTIE (FVUHEE DEE
IR SR Ly B2 o T b,
9.1.9 Y - TN A—-IVKEXIZZDOEREEDOH 5 EE

A A A LT v, [9.1.10 BIE]
9.1.10 #Y). FINA-IIFICLD2BEMEZEDOHDEE
SERPHEST 2 B2 H 5. (919 2]
9.1.11 =55&

IR ER S Ly BZUAREL o T a,
9.1.12 FIIBRIEKIC K B HEPREE, RERE. REFHTROE
&

PR ELZBEST LI 0D 5,
9.1.13 FHEMWPPREX FREHILEFNEToES

ML EE) % B3 % .
9.1.14 EEOEEDOH 2 EE

R FHRTLBEINDGD D, (24 BH]
9.1.15 HEREE. BAEXIIEROES

T D& G S ERDSMET 2 2 2D b,
9.1.16 EELSREMHEEOHDEE

HWH L7238, EREBELZREITBENIH 5,
9.2 BHEERERE

PEMASRIE LRIWER 2SS 5 b b BEZNAH 5. [166.1 BH]
9.3 e ESRSE
HABIE LRWER 2SS 5 b b BENAH 5. [166.2 2]
5 §E4%
5.1 G IR L C W ARt 0 & 5 iz, W LEoA R
PEASfEBrtt 2 BB LB SN A GEEICOAESTHI L, * %
2 a Ry TIEGEEHERED LN TW R, HEOELL £
oMW (v A, Ty ) CTHRFBEHIMESNL TV,
9.5.2 SRS L7 a, WEA R AR IR (S8, i
R, AR, RES) 2Hobhb T edd b,
9.5.3 SRR OHEGICL D ARSI A Sbh s 2 &2t

© ©

bHbo
9.6 RAWT

AHIBGHIRAE TS EDT 8, & MREAFABITTLZ L

PEE I N TV D,
9.7 INRE

INREE IR L LRRABIIER L Tz,

9.8 EiE

BHEOREZBIHE L 200, HEIHRG TS o —#ITEHR
REAMET LTH D FRSIPINH 0 BAZPEA R o

10. HHE{EHA

AHENE, F & L TERWAHEESR CYP3A4 KU —E CYP2D6 Tft
#HEhs, [164.2 BH]
10.1 HAZZE BRALAZWNZ &)

B SEA AR - H5 18 7 8 B - fabi+
TR T 2 Y EBRIEK | AR OGN 2 RES S | u A ¥ A A FREE
gilk7] BTN HBH. Fro, BE | HPEMILD, K

tyrsu RERZRI T DD D, | HOTERIBEARI
[29 /] FEEND,.

10.2 ftRER (HRAICESTH L)

il 2%

FRARIEIR - 51 77

B - fabi

FRR AR )

T )FTYUHLE
K, NIV E Y — Vg
IR
W A SRR )
MAO BHEH#
ZBARI ) OF

B AW
T a—

PR AE IR ¢ P A, R I
JE T OV BH 70 SHFH A F iR
PRI DLZEDVH D,
BEHE D WRET 2 L
BIIHGTH5Z .

HIBII S AR
LR (AR L -
%o

7= ¥ RbusE A
INVT 7)) AT
A

7 =) v Rbugtm A o fEH
VR EINDLZ EDH LD
THEGRERZMET 2% L4
WG58,

I TH %,

ay AMEHELET S
FH)

T ) FTYURE
#, ZBRIH OF

A

o

FERAEIR © FRPEA Ly R
22 % A e AL SR I
MR LI END D,

GED SN = RN
MZHRIE D,

TTVLINT 4 v, X
YETY

AH OGIFIEN 2 WGy S &
AIENDHBH, Tz, BE

TTVLINVT 4,
RYZIY VIR

K)arvy—n, 4
FFaFV—, 7
VaFy—)iv, J b
FEN, 750

HHOT, BgE 54T
v, BERCESGTA L,

EBEERCTZEDDH L. |HOERT 5 uZsh
KOG 7 T=A b
Thb,
CYP3A4 EMRM %A | KA O EEDS EH L. |[CYP3A4 243 %
3 % JEH FEIVERASSEBLT 5 BZ A | AH OB A E &

na,

<A T
[167.1-16.7.3 ]
CYP3A4 FHHEMM 24 | AA DM #EEAET L, |CYP3A4 ZAT 5
ERE S PEMIASIRES 3 % W BeVEAS D | RAN DOACH e S
VI 7YY, N B, B, INHOHEHD | D,
WNTEE v, 7 x| HkBIC, ARH ol
=M & LA L. EBIERE BT
[16.74 ZH] LBENNRDHLDOT, HE
ATV, EEICHRS
FT5I L,
1. BlER

ROBWERDH bbNBZ EHNHDHDT, BIEE I TV,
WARRD NI E 3G 2L 5 R EEW R REEZT) 2

ko
1.1 EXAEIER

%

M1 Yavd. 7HF745F0— (WINLHHERY)
BEA H. MEAT. MRS, SR, £5%KR, 8 7E =
WRIBEDIERY D S b3S 2k L, @) 2 E %

(2)



k%
*

*

*%

19 2 &, [915 5]
1.1, 2 (KM (HEEAW)

WHICE VEMIRGERE L DD B, T2, HHTICBITS
BHEOAMER BV LESORIICEY, BV, (L
A TEIR. ST EGL, MR, TR ME. BORE. BUW. AR,
g, PR R, IRk, S5O - BEE. RIGE, BiiE
SEOBIIEBED D 5bNB I ENHEDT, H52PILT 54
ik 1 HARZBACRET 4L, BEORELZBEL 2Nt
5ATH T &, [723. 724, 81 BH]
11.1.3 FRIRINEl GBHEEAH)

By, 0PGRS, AERN I, IPIRSR R SES D S b
i3, S EPIET 5 7% Y BRI S L,

B, RHNC X BIFEAMENC I, BRIEREPH (FuaFy v, L
L7 7 ) AR A, (21, 91.3. 132 BR]
1.1, 4 $83L CHEERH). BE (2%AKm)
1M.1.5 ERA. REXER. BEZE (WINLHERD)
11.1.6 BEMA LD R, PEMERER (WIS HEERH)
SAEEG R B O BB G L2 E . hHEEE L D Sbh
L DOHEND B, [25 5]
11.1.7 FAEEEREE (HEAT)

AST. ALT. AP ZH0E L\ EHZME) TR ERD Sbh
BIENDH B,

1.2 ZOHOEIER

R UE | 5%ULE 5%kl WA

i 5. B

. TEE MR, IEZT. Rtk
Pt PEIE. H

R (16.9%)
(VN A

F - O A
IR

FI. KR, BMREEE, L
U, i AfE, B A
T RP. B, g,
PRI IR, AR R A
R RE, R, IR, A
BIRITE, B, W) o,
RE. MAERE. WEA
WY, yuFs=7

. BLO, Bl W
R BAPE, R, WTRE 4y U
113 O S

Z )R FE|EE, HEWEOILE, B
B BRI M| W, YRR BE
ek (W . R, Bk, AR,
ALy B . IR EERORGR., EhEREE. FIE.

HiFimiRER

TER (26.8%) .
e 5 (16.9%)
g -

. ABRA
Hkar

Z 0t

W I BEH He kR
i) BRI X VAT S,

13. BERS

13.1 fER

WPIRHDH], ERRAHE, S NEL. MEMRT. EELRIE. &
BlE, BIR, DB, MikBik. A%, fhE EES
BEERITZLDDH D, [83 8]

13.2 LB

FREEFETUAIE S 24T\, B B SR B U R R HUH O BIVE
PRBLAWEHIEEICHSG T 5, 2B, KERHH OV Ft
B A F I FrOZERLYVECOT, BEOE=F) V7%
179 AL BE O OS2I U OIS 5 7 AP 2 i L 72
AOEREHET 5, (83, 11.1.3 ]

14. BRALEDEE

14.1 ERIZMBEDER

14.1.1 BAKB 22 IRA 58, IRAE O F S A, RS TS 2 01
AL, AR O HYPUANO[HH B 5 VIZMMANDFHEEE L
IOBETLELBI, AR EFROFOIEA LV E ZAHITRE
THEHIKET B L, [853H]

14.1.2 RADBREL o 23E120E WWEIUIEFB~NEWT 5 %

(3

FF+/—LE 3)
EOMBEIZOWTHYIIIRET L 2 L, [85BH]

16. EHBHHE

16.1 MAFBE

16.1.1 BEI%E
DBAEREBZE NI, FF 3 F UHEBIEHK 25mg. dmg &
BHEREORS L2 &0, FF VI FVRT /I VvEFTa Ry
DIMHETIEREZX 16-1. 16-2 12, BYBEE/NS X — ¥ % £ 16-1
WZRT D,

(ng‘/lpL)
20 o AFaky
—0— JIIVAFTaR>
fn 15
Wl 184
§ S fiE + R
Fo10
b3
B
J
& ! P .
0 1 2 3 4 5 6 (hr)
IR [
X16-1 AF 0 R HEEEIE 2. dng B H AR 5RO
I3 R
(ng/mL) —O—FFTaAR>

20 —o— /) FFTaR >

168 (1. 5HFfEI D 2 1544)
S fiE 4 REE R 22

RS E
=

o

& T O B B SR N
0 1 2 3 4 5 6 (hr)
RE i
16-2 A F> 0 R B HOng &% R 0% 5RO
I A% R
F#16-1 FEYBRENT A -5
Eiasn s i Cmax Tmax AUCos T2
(mg) (ng/mL) (hr) (ng * hr/mL) (hr)
?; j ¥4 680+1.89 | 19+14 283+64 6.0+39
25 I VvEF 18
. R 232+118 | 2114 9.59 +5.26 -
varv
if’j 137448 | 17+13 | 532200 |45+23
5 J Vvt ¥ 16%
. . 528+191 | 1.8+1.2 238+95 -
vakv

¥ 15 B oA 15 61
(M2 - ALEFEt HPLC) (Pl + REiEfR )

16.2 WRUR
16.2.1 NA AT RALASEYF«

¥ a FVEBIEORERANIBTONL F TR, T 74
135K 60%TH o722, F72. BABE 2B TONL FTXRAL T
Y54 13 8T% ThH o723 WEATF—%),
16.2.2 REDXE

TR 22 BB WTA ¥ a F VEMIE A 20mg % H
PR G L72 L EORBOFBIOVWTHH Lz 2 A, 2l
BRI e~ RGBT Cmax 1349 80%IZEF L. AUC 13#
12 fHicR Lz EAT—% ),
16.3 9%
16.3. 1 KB DT

[(BH] -4 ¥ a FU/EEBEKYE 7 v MG Lz &, #
RPICAEYIHA L, 1T L AL ORI TSR 1 BRI IR i



F¥+/—L8 4)

EERL, ZOHBERLTIUET Lize MMM TH 2P HB1r
HHKIE. OB TRER L TH o2, BB, &5 728
BERTRTOMBICBOTEETLI L3 h o7z,

16.3.2 BEAFADOBIT
FEVARVEBRIELE TN T I 72 v OEH B RILE 6 B
OG- L & BANOBITFRDOLN, ZOL EDOHRE
0.25~12 BFRIRIC BT B4 F 23 ¥ SRR o 2/ b
BEONFHHTIZ 34 TH o729 GHEAT—%),

16. 4 {35t

16.4.1 L MZBIF A2 FF T a FroERHEEE. N-BAF VL
K2 & 2 /7 vAFya Fov~ofR#ETH. O-FixF VLK
WZEBFFTVENT + Y ANORB RO TV 7 v sz
ZUFHIENMLNTVS D,

16.4.2 A Fva FrofR#icovwTe MNFI Z7uy—2&2HWT
MEL7z#E, I vFF v a Fr~ofR#ITOWTIZ CYP3A4
M FFTENT A IADRFIZOWTIZ CYP2D6 25 E 1B 5
LCTWAZ DR END (in vitro)o [10.518]

16.5 HEittt
TERBERCA 9 B A & > 3 F U3 0.28mg/kg % X 1#5- L7z
L&, B 24 WM E CORPICERGED 55+25% (CF#fE +
R ) PREARE LT, F/2, 23£55%0°FF v a b
DRAERE LCHE SN F20 RAPZIZ 2 vrFvabrk
FXFVENVT F AAAERLIPERS N2 HEAT—5),

16.6 BWEDEREFTDEE

16.6.1 BEEH
BRiEH 126 (FLTF=2 2T 5 YA 60mL/min Kiil)
WA F v a N U ERIRRSE 20me & 2R IR IS Lz &
&, AUC . NC Cmax i3 ZNZFN B A 0Ky 1.6 5K 08 14 1%
Thotzo BEES OEER TR THINE N % 5
L7289 (BHEAT—%), [92 BH]

16.6.2 FFREEE
FBEE 12 B A 5 ¥ 3 F o SRR ISE 20mg % 2215 By B ]
FEORE- L7728 &, AUC . NIC Cmax I ZF N ZENEHER A 0
2REROH ISR EARICE . BNENFGEE 2 M2
A AR SN FHEAT— %), [9.3 BH]

16.6.3 EihE
EREE S (65~79 %) fEHEIEE IS (21~457%) 4 14 HliC
FEF TP MG 20mg % 22 R O S Lz &
&, EUERBICE L CIdEEE LIERRE L oMICETRD LN
Lholz 10 HEATF—5),

16.6.4 BiE
e AT L4 14 B F 5 ¥ a F o BRI 20mg % 228
RER MRS Lz &, ZWETid. Cmax N2 AUC 28, w
FTRLBERL VB LA BEE»-7210 BHEAT—%),

16.7 EYIHE(ER

16.7.1 XY a3+ v —)L (100~200mg/H. #I1¥%5) ¢+ Fva
ko3 (24~48mg/H. FEbik FH5) % 4 HEGEH L724E
Bl (1B OEFIRERICBI 24523 F o,
W L7z &R OFE O 357 f5Th o710 (BNICBIFA4F
23 R U EGH o B RBRER) o
T2y AV 3F V=)L (400mg/H (2HHDA600mg/H)) @
ROHG A F 23 FUBmE (10mg) %2 HERORS L7:
Y. A% Y3 FY® Cmax A 172 14%. AUC H3361 5 LA L7
LOWENDH L 12 HEAT—5). [102 ]

16.7.2 U b FEL (600mg/H) OFOFEEHIZEF 2 3 F vk
i (10mg) Z WS L2E. £33 KO Cmax A%
174 15, AUC 23295 5 LR L7 L 0iEDH 5 13 (BHEAF—
¥). [102 ZMH]

16.7.3 759y 2a<4 ¥~ (1000mg/H : KA HE) ORI
Hoztd v a P oEBE (10mg) 2 HERELHRS LA,

(4)

LAEHERE (19~251%) OFF 33 F ¥ @ Cmax %145 5. AUC

202 ERHL, 72, mEER (70~775%) oFFarr

® Cmax A 1.68 . AUC 23231 F5 LA Lz ofENH 2 19
FHEANT—%)o [102 1]

16.7.4 V77 Y E¥ ¥ (600mg/H) OfEOKGHICEHF T a >y
HRRIE % IR NS (0.1mg/kg) L723& T AUC #81/22
o BEEORS (15mg) L7a T AUC A 1/7.1 WA L7
LOWEDDH B GHEAT—5). [102 28]

17. ESERRRE
17.1 BERVCRLHECET SR
KRB BU 5 —RIERBR TOHEE D S S EONAKT 2 A
T2 BE TR T 2 R AB A OB % LT ISR T,
17.1.1 BENENERER (F—7 > SNIVERER)
(1) &/ bO—JLERE
ARG EER Ty ba— VERRIREFMI L8 25,
90%LL LD > b a— VERENE SN D,
F17-1 EF I v bu— LERER

BRI OF EF 4 KR Eiia v ra—v R v ra—
S DA AR FE BB/ AT S50 8K FEREE (%)
H0 39/43 90.7

L 22/23 95.7

it 61/66 924

(2) EEARETS
ARHFN PG BlG 24 WE 1 B OARFI B 58 TR OE TR EEIE . AH]
BeHANCRTE RIS ®HE LTz, 2B, EWMEEOFMIZR
FHHBICL S A BB GF0=%2L R vl 1=%E
(B ULFEW] 2=5EE el 3=mE [FEFITHE]) Tfio
720,
F 172 FEIFHET M

ARSI S <$§Ef§;%é> p fi
P 66 14+08 -
Y& 5-BAhh 24 WeI 14 65 1.0+0.7 <0.0001
PG T 61 08+04 <0.0001

¥ BRGNS B Wilcoxon FF 5 S MARIMRGEIC & 2 p e Bel5-Bidh 24
I e S UM% 588 T IRg TR BREE DS [ Blid R 720

(3) BIEMZEBIENE L 634% (45/71 BI) Th o720 LHREWEMIZ.
fHH 26.8% (19/71B1). IRAL WES 4% 16.9% (12/7161) TH -
72 D,

17.1.2 EINENEEER (BREHEMRE)

F ¥ ¥ a ¥ EBE RIS O R 5 R B 5 285k
PRI LT ARA 2 RSB IS L2 L 2 A, &5 1%
EFEHRE (CAT) BAFIIZRGANCHANTHEICERK L 72, T 72,
5 1 K% OSBRI OV T S FRIREL L 80% TH - 720
FURRI R OFIE2 135 15 5 LN » 5380 S, 30 45 LANIC
85% D BBV TR DD N7z,

BIVEH S BB 13 83.7% (41/49 B1) Th o720 EREITEHIZ,
fHRL 40.8% (20/49 Bl) . WA 36.7% (18/49 Bi). R4 24.5% (12
/49 B) . WEI: 204% (10749 B1) . BRI 14.3% (7/49 Bl). &
M 12.2% (6/49 B1). D F > 102% (5/49 ) Td o 72 16),

1) BEEHSICEZARFRS 1 REREOSMETM (1: TER
Wizl 20 [Fhwe/zl, 30 A Lahwrl 40 (ko

72D @b, [ELFw7z) THviz] oo sEE
1E2) BEDVHEIARDD S bk 7z & & U7k

18. FEZhFE

18.1 {ER#&RF

BN A LRI u F EF A FEREEA L TERENZ2RT D
DEEZLND,



18.2 FEEH

FURTEHICOWTE I b MR % W IRSE & L TET L 72,
<% A® Hot plate . Tail pressure ¥, BT 4 ¥ ¥ 7K
07 v b Tail flick # (WTFRBKEIIHES) AV TR L
R, FFR VO FUEBIEIZE LV ABERIE L ) EDso T 3~6
B BT 3~5 s BURE 2 /R L7z 17,

# 181 SHFEIEH

o EDso (95%f5HHR %) mg/kg

R TR s F ot | T e AR
Hot plate WA 32 (09-53) 156 (86-219)
Tail pressure #: <~ A 35 (27-45) 89 (48-127)
oAy v 78 | <2 2.3 (1.6-40) 70 (46-156)
Tail flick 5 b 38 (18-55) 216 (192-242)

19. BT ICET SEZHMR

— MM ARR 3 N USRI KA
(Oxycodone Hydrochloride Hydrate) (JAN)
[H)R]
(5R )-4,5-Epoxy-14-hydroxy-3-methoxy-17-
methylmorphinan-6-one monohydrochloride trihydrate
43 F3 ¢ CigHaiNOy4 - HCI - 3H20
S5 40587
IR BEORREORETH 5,
K AZ 7 —VIEHEEE (100) ICHETRTL, =8/ —
W (95) ITRREIFITS K MAKFERIZEITIZ v
1.0g %7K 10mL (22> L 723 pH 1% 3.8~58 TH %,
KT &> TEALT 5,
1L E R

b4

« HCI + 3H,0

20. EiRWEDEFE
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