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Bi. IMEILASRE 2B ENDH B, [131 BH]

(3

FFT77AbE 3

14.2 BHIZMEBDEE

14.2.1 BAKBY 22 4% 5050, &G HOEEN, S TEE 201
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X 16-2 Fikik TGO EHFIREICHBIT S
MAEPRE & i 5B OB
16.1. 2 2uRB EERAIE ST
HA NS AR EE 7P F ¥ a F v EBIEESE 2mg 2 4
HERAZGEL 2L EDOFF VAR YR/ VFTFIAR YD
MR E DR % X 16-3 12, EWEHE/ ST 2 —F 2F16-1 12
AT AFTIAIFVIEHTEEIFVENVT + D Cmax KL
AUCq1ast DIFMED T ENZIN 1%AKTTH > 72 D,
(H%TL)

—o— AFaR>
—0— /I)VFFTaR>

1541 7 4
SEHE + R

(hr)

T T T T T
0 1 2 3 1 5 6
(S

X 16-3 2UEFEIRNES Qng) KEDQAF2 0 R K/
JIIVAF T a R ol EEHES
#16-1 AFEFRNZSHEEOFF O P RO/ VEFF YTl
Y OREYHREINT A —F

P Bl Cmax AUCoushr AUCo.nt Tz
T (ng/mL) |(ng - hr/mL)|(ng - hr/mL)| (hr)
. R 185 37.11 54.38 3.26
FFEEEL L | si0es | +2510 | s0rma
2mg | 7T* -
JVvAEFa 1.69 8.928 33.02 12.1
rF¥ +0.528 +£2.772 +1847 +581
¥ WA FTa R r®D AUCoints Ti2 D 4 61
(5E: : LC/MS/MS) (¥ + fEikfR7%)

(4)
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16.3 9

16. 3. 1 BN DBIT
[BH] A F >3 F/EREKRMYE T v MSROKS Lz L &,
FRPICEFIIHA Ly 1ZE A E ORI TG/ 1 BHZICRS
BEERL, ZOBESLPIET L. R TH 2 MAICH
F L. MOMBICHRTER P TH o BB, 5 72
BRI TR TOMMICB W TRET 52 L3k ho729,

16.3.2 BEHADEIT
FEIANVEBREETENT I 7 2 Y OEHK] BRI 6 6112
BOKG L2 &, BANOBITHFRDOON, TOL E0S
025~12 BFRI2IC BT 54 F 23 F o HEMEEE O AT/ ek
BEOFHHRIZ 34 TH o723 GBHEAT—5),

16. 4 {3

16.4.1 L MIBIF A F T a FroERFEEIE. N-BAF VL
FISIZEB /v FF v a Fy~oR#FTHY ., O-BxAF VLK
IS LA XV BN T 4 VANORBROTNV 7 v vt REH %
ZUFHIENAMSLN TS Y,

16.4.2 A ¥ a FryoR#IZTOVTE MFIZuy—2 %2 HWT
BEF LR, /A3y a Fr~oRHFIZOVTIE CYP3AL
A FFTVENT F Y ADORHICOVTIE CYP2D6 25 EICH S
LTwb 2 RSN Y (in vitro). [10.ZH]

16.5 HEitt
ERERN 9 BIIC A F ¥ a F VR 0.28mg/kg Z R 1¥%5- L7z
xR, 5% 24BE T TORPICKRSED 55+25% (Pl
R A) PRERE LT, F/2, 23£55%0FF>a by
DRERE LTHEE Sz F20 BPE/ vEFRyab vk
X VENT F AAAEERLPERS N HHEAT—5),

16.6 HEDERERTHEE

16.6.1 BREEE
BREEF 126 (ZLT7F=r 2 ) 7T YA 60mL/min AKiil)
W2 ¥ v a F U EERRSE 20mg & ZeIE R IR S Lz &
%, AUC #. I Cmax I ZFNZFNEHER A DK 1.6 5K 08 14 1%
Tholzo BRSO BER IR A A TR 2 7R
L7289 BEATF—%), [92 B]]

16.6.2 FFREEH
FEEEE 12 B F ¥ 3 F o BRI IEE 20mg % 2215 By B ]
OG- L& &, AUC NI Cmax & F N Z R A DK
2REROK ISR EAERICE . BNFEMNTEEE Z2Hms ¢
ARSIz D FHEANT— %), [93 ]

16.6.3 =ihE
fERE S (65~79 %) I EEEE (21~45 %) & 14 Bl
F %3 N U 20mg & 2R IR IR G- Lz &
&, EWEREICE L CIIERE LIRS L oMIcEZRoO
Lholz® BEATFT—%),

16.7 EYIBE(ER

16.7.1 XY a2+ v —)L (100~200mg/H. #I1#%Y5) &+ Fv 2
F UM (24~48mg/H. FRHi TH#S) % 4 HEGEA L 72E
Bl (16) OBHIREECB IS4 F ¥ a3 F o olEhigigid,
WoE LRI OTFH D 357 1 TH - 729 (FEWICBT KRR
BRI o
Ty AV I3F V=)L (400mg/H (2 HHDA600mg/H)) @
OG- F 2 a FUERIE (10mg) % BEIEROHRYS- L7
Y. %23 FY® Cmax A8 1724 AUC 3361 5 LA L7z
LOWENDH B0 HEANT—5). [102 ]

16.7.2 U FFENV (600mg/H) OFLOFESHIZEH v a F ok
i (10mg) #HEREOHS L2%E. £%23 F YO Cmax 2%
174 f%. AUC 2295 LR L7z i aid s 1) JHEATF—
¥)o [102 2]

16.7.3 75y 2u~4 ¥ (1000mg/H : AFESVIE) OO



Gzt F 2 a FEmRIE (10mg) ZHEHREORS L6,

LAEHERE (19~25%) OFF 33 F O Cmax 25145 5. AUC

202 EAL. £, mEERE (70~77W) oFFTalbr

® Cmax H°1.68 . AUC 23231 5 LA L7z omEHH 5 12
HEATF—2%)o [102 2]

16.7.4 V77 Y E¥ ¥ (600mg/H) OfEAKGHICEHF T a R
HRMRIE % HInE RN S (0.1mg/kg) L723& T AUC #%1/2.2
Wy BEEORS (15mg) L7e%aTAUCH 1/7.1 WA L7
LOHENDH L BHEAT—25). [102 58]

17. ERPRRRIE
17.1 BHERVCRLHEICET SR
17.1.1 BRENEEER (F—7"> S XNIVEER)
KRB BU 5 —RIRERBR TOMSE D S S EON ALK 2 A
T 5 BEICH T 2 BR R OME % LT ICRT 9%,
(M Ew/a> bO—JLERE
FEF A FREUHANC X 2 BATHEED B WEER O RATHRO D %
Bo, RALGICE2EFI Y b —VERRIIRIT-IOLS
N THoo
F 171 EiF I v bu—)LER R

IR 5 s
Y& 5-BAAAHT DI i SERBIEY  DERCE| ERBIEY [ERCE
S SRR | (%) | BT SBIEL | (%)
¥ A FREEEAIIERE A B 10/12 833 1/2 -
;;;4F%ﬁﬁm#b@@ 47/58 81.0 13/17 765
it 57/70 814 14/19 737

R (%) =03~ b a— VRS IR R A5 < 100
(2) EREEEREER
AFN e G- BHIAT R O G- TR OERRED [ L] id T
1 TdHh o FBOFH LB I T 58 E1%, £17-20L
BY)Tho,
£17-2 FEIHREEYGE R

IR

B TBS

B [ smms Wik WHAB | G

BRIESEIIE (%) A S8 (%)

e 5-BGwT |31/70 <34/75> (443 <453>(10/19 <14/23> (526 <60.9>

G T |61/68 <57/65> (89.7 <87.7>(15/19 <17/20>|789 <850>

WHEH (%) = ORNWMEED [ L] + [HEE] OB /A% RE1E X
100
<> kR G RER % D 22

(3) EBEEMEE (LRF 21— F—X) FIEORBREREE
ARDOV A F 2 — F— XFiEOERMED [ L] T [HE ]
TH o 7O LB T 25 A1, K1730E 8D
Tho7z

F173 VAFz2— F—AFikOERMRELER

RIS - BT 5
B WER, | YEER Beis v gt
A R | (%) BRLESE iR (%)
VAF 22— F— X 69/383 180 21/105 20.0
LAF2— =Xtk 288/382 754 73/105 69.5

%{%1 (%) = (BgmEEDS [ L) + [HREE] O /FFHlik G4k 5 x
18. ZERHZER
18.1 EFRAH&RF
E A LRI u A EA A FZEEEN L CTEREHZRT D
DEEZBND,
18.2 EEER
BURTEHICOWTEV b AR 2 R & L CHGT L 72,
~ 7 ZA® Hot plate {#. Tail pressure . FEiET 1 ¥ v 7%
07 v b Tail flick i (WFhbKROHKS) 2 HWTRE L7z
R, ¥ Y0 FUEBREIZE L AR X ) EDso i T 3~6

()

FF+77AbiE 5

R BT 3~5 R ERIEH 2R L7 1,
F 181 SHIH1EH

o EDso (95%f5#EHRS) mg/kg

ABRE i S A
Hot plate i <A | 32 (09-53) 156 (86-219)
Tail pressure i <A 35 (27-45) 89 (48-127)
WA Y v 7k | <7 A 2.3 (16-40) 70 (46-156)
Tail flick 5 b 38 (18-55) 216 (192-242)

19. BWERDICET 2E{FHMR
—MEBHR - o4 ¥ v a N U EERERY

(Oxycodone Hydrochloride Hydrate) (JAN)
[HR]

(bR )-4,5-Epoxy-14-hydroxy-3-methoxy-17-

methylmorphinan-6-one monohydrochloride trihydrate

5 F 3 ¢ CigH21NOy4 - HCI - 3H20

5 40587

PR BEOKSEOBERTH %,
K AZ 7 —VUEEEEE (100) ISHETR$L, =8/ —
W (95) 2RI K MRAERRICEITIZ S v
1.0g %K 10mL (275 L 723 ® pH iX 38~58 TH 5,
KT & - TEALT %,

Lo

Lo -

« HCl * 3H,0

20. BRIFVEDEE
SR BITER L THRAF T 2 2 &0
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