KN
202347 T (BE1AR)

B K =iRRA H ASEHE 7 i 0 R
HxhEAR 3674 H 878219
EERIRE R E G ER

o 7 1232 ZIVEE R IRIR B RIK]

ﬁ%ﬁ&%ﬁ* DD?JD?\JT 0.84 mg
D-J;-JD?\JT 1 .7mg
9720).-3.4mg
927120,.55mg
2°710,.6.7mg

OneDuro® Patch 0.84mg 1.7mg 34mg 5mg 6.7mg
N fhe ke K # 3 5 | 22200AMX00950000 | 22200AMX00951000 | 22200AMX00952000 | 22200AMX00953000 | 22200AMX 00954000
XE_E“—@EW%‘:@@%%KJZ k) 1%)%?%): k ﬂ&f%ﬂﬁ 201151__2}%
| me 5. MEER IR ICENET 532E
el RIS IEN ok A LA A — s .
AR B ORES LRT 57 12 5 =L ORI Rt A AN
L B e ) BEIE A b BAEMAMR SN BET, DOF Ed A FHERH O
RryAmL. ERE5EY . FEEEIBINTDHD. eI 25 % B & F 2 B8 AER T D MBI 0 L1
AEFBETR IS, HEBEIFEANDEH. HOVEETOAR OBMGHT L&,
R T BREOREE T 5.2 WO & % 5 S EIAE, LAY - A%
- 8 TR o ce B 51T . KA ) R 2 % G AN R BT R AT RH O3
SOMEEBEIHT 5 &,
2. BR(ADBEICEBELEVNI &) o
2.1 RANDHSH BT D B 5 BH 6. RARUAE -
2.2 FV AT x Y SERHAHIY % #2 5 o B a5 AN, LA A FEGEAA LU ) BT 5o
- LB R LA 00 832 (10 152 58] HH E}Z}\Lﬂkﬁfﬁlufi\ N, L BRI L
1H (Ry24B5R0) FRA B 0 85 2 CHREF 2
3'1’@5& FHRIOME: - HEEWZEL T, 0.84mg. 1.7mg. 3.4mg.
s - . . SmgD VT IADHEZEIRT %,
AFNE, 7252 VET I ) IVEE2-TFVAF VL - FERRY = . g e ) - s p
Vo T ) VEE2-L R :/l_f.)]f; R v — . A i‘ b %@{ﬁ@,ﬁ.lﬁﬁ')ﬂici‘%\%‘@ﬁ*m%'{t‘%ﬁL-J: V) ﬁﬂiﬁ(ﬁkﬁéo
T L72E B CADPANEF RO A TH 5o BHNZIE, 3 N = (- BE> 3=
GRORADSWANS ) . MHTHD ) ORHEE TR ;-1T£’éﬁzgg‘“ﬁa’§T5'*'m'
[[f—Tdh % . AAfY
s R iy s e SR B BB L LT, A6, TmaldHESE S 2w (Rl
M A A KA KAl KA fHHER 2 L Comg# B A 2 HHREBRIZ 20
T o8mg | Lmg |34mg |smg |6.7me W R IR 5 TRBARE, BOELE &
o PP SR E e #90mg/ H CEHI DY &45mg/H) . O F a Fra
T | o L g | 3 A | % ome % | n67mee 60mg/H . #1137 4 > 5270mg/HYLE. b~ k-
(1#H) &ﬁﬁ% ﬁ\ﬁ ﬁ\;ﬁ et Aﬁxyﬂg WG/ 72 v 73 ) 72 VEAHE(6~8%E), 7y =

VAR R WX TR (3 H A4 T 954)) 4. 2mg (25 u g/hr + 7

72 I NVEE T FNAR LN BREZ - T2 x> % =)00.6mg/H) I L CAAIL Tmg g1 ) B2 5

VEE2-E PO ¥ v a8 < — (HEH)

A Ry 227 0/ Tr L B =L (EFEE) {’wtbf%&%tfl’%ok o .
BYIFLYFLTIIL— XL —%(54F—) 7B, ARG S IR TR D R 2 = A IR

=N N S s A AN G ey~ el
3.2 BIFIDPER L, #BERGFIIebWnwEITEETLI L,

o e O
en o e ovsan Tos BT £ 1 N EERRICED I AR)
W54 | 7Sy F Iy F 75y F 75y F I8y F PARBICET3EUEZ
0.84mg |1.7mg 3.4mg 5mg 6.7mg ARFA = 0.84mg 1.7mg 34mg | 5mg
EHIRFEIZ BT B HEE T
(%%if;fm) 20.5%20.0 | 25.5x31.8 | 45.5%36.9 | 45.5%x54.5 | 45.5x72.1 W8 mgl) 0.3 0.6 1z | 18
— t t t t
Eﬁ) 4 g 16 o4 2 0 AEH (mg/F) <45 | 45134 |135~224] 225314
o VA AH (mg/ H) <30 | 30~69 | 70~112|113~157
12 %V F vl (mg/H <30 | 30~89 | 90~149 | 150~209
Vi @iﬁ)ﬁﬁt& ENESCRERBHTER 71;57215;4%?&?5@%”
i El =3 (SHEEIEL) : B fiEmg) | 2.1 4.2 8.4 | 12.6
: v ! [EHIKEICBTLEETY|  [0.3] [0.6] [1.2] | [1.8]
............... T e
SAF—

4. RHBEIIZHR
FEFEAA FERBHIRVE A EF  NEFER TRERE
BTRICBIZERE (AL, ROFEF A NEERDLS
PUEBZTHERT Z5EICRS,)
OEEHLSEEDOEREF S &XIER
OHhEEL S EEDEMER




BER(FEF/ NEBHIBERARICE D HREMNAR):

BMRBEICB TR YEL
KA H & 0.84mg 1.7mg | 3.4mg | 5mg
ERAREIZB D HEE TR
WE - (mg/H) 0.3 0.6 1.2 1.8
t i t i
E Wk AEOH (mg/H) <45 45~134  [135~224|225~314
974 VEO# (mg/H) <270 270~ - -
FIXR=N/TENTI/ 7 45 6~3
~ Afoh) (Bor = - _ _
e s 7 |na~1s7.5) | 25~300
T 1.V =R R TR B
(SHESH RIS ; B HEme) 2.1 4.2 8.4 12.6
EFREICBY 242y [0.3] [0.6] [1.2] | [1.8]

W (mg/H) ]

) AKI6. Tmgld, MRS L3RI w), EHIREICBITS
e THEWILE L2, dmg/ HIZH4 T 5.
b) 1§ b 7~ N—VEERIE37 Smg kU7 b7 3 ) 7 2 v 325mgk T Bo
7.2 #EBL{TRF
ARFNDEREAF A7 C & Q2 MM EZITh RV &
AFNO MR EFEIREIET 212 %S5 2
EMS, CORETOHEEIIRERT LR AR D
5[16.1.1-16.1.3&1],
Mo F ¥ A4 FESFH D S ARFNCD T 0 B2 7284,
Ty FZVOMHEEIEAIZERET A0, #ERER
EPEOLNDL T TRHMEZET 2, 20720, TREO[fEH
FiEG 2 sE IS, WOBEZAIZHEH L CwitEr a4 R®
FREAORG2IT) TENEFE LV,
RED::pap3 ]

FEA A PR O

FEL T B4 A K
URAI ¥ Sl

1H 1A% 5 PG 1285 I T2\ AH OB 2 Fila 5 % o
1H2~ 35 ARHNOBEHFBE & ARl 2 355 %,
1H4~6la% 5 AF) DU il dg & [ IRg ) 04~ 6IRE [ 212

LA ZH59 %

) 400 FE MR B 2 e € o
Bk ERREoMEHITER Tk, +0 % 8EmahE
PEOSNEVEND D, BEOREZBEL, AH O
SRR RS SN D T, WA Y 4 FEERHI OB
G (VAF 2 =) ICLV#EFE I 5 2 Lo 1 oBINH
Hgs LT, BAOYWHY FHZANHEHL vzt A
FEURHI 2SR I LH 0B S X1 HR G 8D /68 %
Ad LTHE5d22 8, COBE, #kor ¥t 4
FERRZHHETL 2 EHET Ly,
7.3 FAER%EL#F
7.3.1 RIBHEBEICE (T BLE
ARFNAEAS T 2 A S B0 L 72 A R RSB E LT v
BB TR (—ENIZH S5 bR ATRVEA) DIFH L
TeHAIE, EhICAH ¥t 4 FEJEHIoBEIES- (L A%
2K VR EIEL 2 &, laoEhxS =L LT,
KFIOE) Y B ZHAEH LTt ¥ 4 FEUFHI A
CHIIABEF OB I HZRGEDL/68 % . EHH 0%
Flkl/ 12 HEE LTG5, Zogba. &%)
HDF LA FEFHZHHTLIENLET L,
7.3.2 #EE
ARFO) N BEAS 15 O 20 70
BWZ b, HHOMEEZITH 2
BHIL2E023H 5,
PRGSO NS T CTHEREBIIHEREEZTH) 2 L,
SRR AL N WAL, B S (LA 2 —)
ENT2F EF A FERAIOLH P55 K ORI 2 8
L. 0.84mgH 5 1. Tmg\DOMEO &%k &, I H&E
D25~50%% HZt L L CHE D B AR ICHET %,
B, AFOLE OB HES20. Imgx B2 5 5a1E.
D HExEEETH L,
7.3.3 HE
FHPICBIT 58 E . BIEERSS SDbNDL 2
ENBDLDOTITb RV ko BMEMEIZL VIRET 5
Bl TSR ITO RS EEISRET L 2 &,
7.3.4 HBE5 O
1SR EE BT, REE G PG R4 & LT
b7 BEET 2B G s N wiaiE, thodEy) b
WANOLEEZRETH & T2, ERIICIERE %)
WAL, B OMBEOLEICOWTHET S 2 L,

L L2HMIZMETDH
L2 X o THEEIE] 2358

7.4 {5 OHRIE

7.4.1 RFN OG- 2 0IEE kL o l2a121,
BEOFRBEE DI A IHET A2 &,

7.4.2 REOFEGEAPIEL, ot ¥t 4 FEFHICAT
T A, AFHEESE oMY 7 © v 7 Z VEEEA50%
AT 5 DIZITRI L L2 b 2 6, o+ ¥4
4 FERA O GIHEAE2SME L. BB OIRELE
BN S EY R EIESNDL T THE T L 2 &,

8. EELEXNER

8.1 AH % &R & B DAY AR B MK DAk
BHIHEH L 2w &,

8.2 AHKIOMHBMKICH72o T, TLEIEH. BEN%
M), EHEOEE S, RS RS2 BESICH L
THAICHH L., FRE 52 L CHHE2BTLIZ L, 5
VPRI R E S OIEIRD A S N YA IS
PICERRISHERRT D L ET L2 8, F7o, REEM
TN P AN o DR B3, & AN it = o a Sl
[14.1.3. 14.1.6, 14.2.1-14.2.9, 14.3.1-14.3.3%:H4]

8.3 T L IPIRINHIASTRD & N7 A1 IE. AHK] % #EE L .
WP 2 47 9 o IPIRINHENZoF U CIRRMSEIEHH] (o %
VUL LNa VT VEYRERITH B DS HREREPAIO
VR IZAFK X D o T, BIEE2 0124V
EPHI OBV R LG 2 EZEET L2 &, [11.1.220H]

8.4 oD+ ¥ A FEEFEH D O ARA~NDOY) Y B2 I,
G, MEH, IR, FEE S T WS ORIEH S K D
LN LB D7D, YN BRZEICIIBIE L 551217
W, BHEICEGT L2, By IS ORITERIZREE
B DR AR SN D,

8.5 MDA YA 1 FEEFEHIA S AFNIYI Y B 2 72341213,
BEICI > T, H O, Bl WE, TH., A%, IR
i, BELZOBFIEEDHSDONDLIEDNHLDOT, &
FHOREAFEL 200 LB UEY 2 0LE %479 2
Lo [11.1. 18]

8.6 AH &b+ AHA I, BIERICTHESET A2 &

8.7 BIICL WEMIKIF AL LD ENHLDOT, HE%
ForcAT e, BEICKRST A2 E, T2, GLHREITIC
I BEEGRPHRCICELRESH LT, ZNEE
Bilkd % 7z088 % +5179 2 & [9.1.6, 11.1.151H]

8.8 MHMIZBIT A EOAMAWE L., BIEELD
LbNLZENHDLDTITbRnWI &, [11.1.12H]

8.9 EELEWENAHKE L EZIZOoWTIE, AR
DTz NVOMPEIREZ ZE L. AFHEED S R
T 2URBIE 2 M52 &,

8.10 AFIBEAH IZFEHOUT B L VBRI X ) AAEA EH L
7eE . RAEIBN I ORER LA L 7 = v % = VIR
BAWEINT 5720, WERSICRD, BICELBZNN
HHOT, BEDIREBIEET L2 Lo T2, RAR .
AR ISR A/ Sy Ky BAEM. iR Y +— % — X
L RN s HBIE. T, B AIEED
BOEICH L 2 WE I IcT 5 2. AF AT ABT
HYAE. BOCRETOARII#HITSEL L9127 562
Lo [1.. 9.1.5&H]

8.11 R, HFWVISEI LI EAHLDT, KEIFRGHD
HBE I AT O RE G R % 0 ) B O RIEICHES &
WL HIEET L &,

8.12 SEJHHIIC & A I RRRE Tl AR . HEBETH
LI EIHETAZ L,

9. HENE=2EIT5BHICHTIEE
9.1 A - BIEEEDH 2 BE
9.1.1 BMMERBEOHIREEEEDH 28E

N % B8 3 5 BE DD 5o [11.1.28K]
9.1.2 lgREE

RETEEARETBENDEH S,
9.1.3 RIRHEAREIRD & 2 BE
TIRZESELBENDED 5,
9.1.4 EEERNEOE. BEEET - BiE. RHESZEORIC
HENEEDHIEE

MG RS BZNAH 5, [11.1.250]
9.1.5 0CLUEDORE#HSDRHSN 2 BEH
BEIPODT = v Z Vi EOHEMZ LY.,
MHERT L2 BEFNNDH L. [1.. 8.10&2MK]

SRS

FEHUEH



9.1.6 EMKEFEOERETEDH 5 HBE
A ZE LR, [8.7, 11.1.12H]
9.2 BREEEERE
RF - FEEAEIE L, BEADZH b3 hbBZ
NWrdhsd, 2B, BREREEELEZNSRE L THMER
O feE e L2 R BRI E i L T,
9.3 FipEE=RE
R - FEEAEIE L, BERDZH bR T hbBZ
nWhd s, [16.1.5%0]
9.5 1T4®
AR AT IR L C W BT REME D B 5 iz ik, Lo
HisWr etz EE A B SN EEICOAEL T
HZlke 7y )T I VEREIEGEICBWT, ik
BEOHG-12 X 0 Hr AR RIS, o iR % & T AR
DFEGIZE N BRICERDY D 5 bl L OHEzH b,
IR OARFN TG &) . HAERIGRIERESA SIS
CENDH D, BIWER(T v NEIRNEE S RER) TIEEE
TG SN TWwW5D, [11.1.1, 16.3.25H]

9.6 ®ilw
BEz#FS €52 L, & PTHIFABITT L2808
s nCwb, [16.3.32H]

9.7 MNEF
NREE R E L ENERRRERIIZEG L Tz,

9.8 Sl

BIERHORINIEEL, BEIES T2, 7204
ZNVDT )T T Y ADMETY L. M EE T 2 O It
EDALI, HEEIHREZEIEH N EDTRE S
Twhb, V[16.1.45H]

10. HEAER

ARFNEEICCYPIALTHRB SN D, [16.45]]
10.1 SEAZRBGALEWI &)

RN FRAEIR - fET | T - fElRE T
TR 7 = VIR ERERTEZ S|yt ¥4 A4 F%
KA N bo F7z. HIRIEHBEENOBEM

tyrsn RIS BTN 5, |BHEIZL D,

[2.22]

FIV X 7 v IRERE KA
Wy & P G- o B 3
Gk LA LN o B
IG5 Lewnwz &

10.2 GERAEE (BHRICEET S L)

WA 755 FRAAEIR - $5i8 )7 | BT - ek T
AR SRR 7 NP A L B ITILFE L o> 3w | R I 6 L2 e K
Tz ) F T T v |\ OSSR e S O R AR
FIEH EEAR B DD L |HT 5,
Ny VT EYIOT, BiET LR EEE
Y Sl 5352k,

NIV E Y — )V Bk
RIEH)
4 B IR IR
S AVERNIME. ¥14: 3
FRIHEH]
=BARPL) O
R 3 A )
FEE TP A ¥ 3
v H
T a—)v
F ¥ A FRIEH
o b= RS

v b= VEERCRZ, (M a b

B o b= R B, SR BEG | = U EH AR
CEHUY A A BH| BT, HR. IRE. I 4| TAEABEINND
2] (SSRI) 70— XA H S bIN| b,

tar=r -
V7 KLy v
FEHLY JA & B
#1] (SNRI)
/7 3 VAL
P S = ) 25

BTN Db,

FHN 455 BRAAEIR - FHED R | - e
CYP3AAMHENER % | AR FKI O AUCOIEN, 1M FFCYP3A4IZ%T
A9 % HH| PR ORER TR S 2 & EH

DR EDHEND Do MRNIZLD ., KA D

A MF7aFV—u
TIaF =)
R aF =
Tty uar
VANV S e
MRS
TNVFTEA
AR N S N

S5

IS o BIE I 3 e 8L
5BLNDHBHDT, Bl
2 FTIAT, HEIZ
B5THZ L

RHAHE S
Z.)O

CYP3A4FFENEH =

B 5 HEH]
V77T
I
T/ IN)VEY =)L
TJr= b A V&

ARF O A EE AT L
BIEN R T 5B
NrdHsb, LEIZKLT
KEORmFAEZITH
Eo CYP3A4ATHENEH %
BHYHEROPLEH, A
F O M AR LA L
T 70 I ) 45 o B AR
AR L BEZNDH
HDT, g% 51247
W, HEIIEGTLHI L,

JFCYP3A4IZ%}
3 5 EEH
&, KHo
A e S
%o

1. BEA

WOEWER DR H 5 bND I ENHLDT, BlEs 1412
TV, BEPRO N3G L HIET 5% &
YRMEITH 2 L,
1.1 EXEEIEA
111 &M AR

HEHICE VEYIKGEZELLZ ERH LT, BlEL+
ATV, EEICKERSTAZ L, EAPICES RO
REZWVLHIEIC K DV BEEFERSHLDNL Z DD
5o F7o, GLHAREAICL D BEH SR TICE S HE
3d B, [8.5. 8.7, 8.8, 9.1.6, 9.5%H]
11.1.2 FEORHNE] (0.9% ™)

SENPE PR RS, RS IR B 22 I
WAL SR H S bNDEZ END b, B, FENC LS
FRAPHNC 1, BRERPLR (v v, Lxav 7 7 v
EVDERTH D, [8.3, 9.1.1, 9.1.45H]
11.1.3 EHEE GHEA)

BFLANVOMKT, BEREAFEoEREENH S DA
ZENBH D,
N4 a3y, PFr747%5—(WFRLHEEAR)
11.1.5 & GHEEA)

MR, KBRS DR S HbND 2 EWH b,
s EE 2R L L7 EINERRRERC B 5 FBUREE
1.2 ZOMOEIER

(B AERE
5%LLE | 0. 1~5%Ad A
B I | AR | SRR FR AR
§ F7 -, B
R - IR ARG, BUF A R oF v wh
5 WHIK, KT, BEEE. i
Pl WL, R, EERE . I
it SRR, [fED £, MK
T RS, R,
RLUERRE SRR
Wit S0 2 D HE, 9 |395. ALBE. K28 75 (A
D Z P PEEM 4. 7 LIV ¥ —1hRE
BeRE [ B HREGG) . B, M5
AL D AL ARG (B85 WE. K
Bt J8 95, /IKIE)
g, & i, HEAUR, A
WHALEE | M, B ALy A, 8. B,
T A%
JHEIER e SR
W R A HEBR PR
HR o filE, L KEEgE, BE
s %”Eﬂ%\ BB g% i IRIE




5%LL L

0. 1~5%A i

BAEEA

T

F 1 ER 2 A
me 1) w7 A

/}\

MR A ALTHIN.
HIPR, ASTHIN, ffip e
YOV R A
WEEBRD . REBL, H
MEREEE I, i ALPES,
MR EE R b5

Z oAt

FEB IRBLEK

PEREE. JIT. Leo<h,
AR, TEbEREA 4, 2
ARG T AR 957
KIVEITIE, A 7V
R, I, R IR ZZEIE,
SEAVHE B e . F I, &
MIERHENE, FRRER, B,
. A, TUBORE.
AIEFE L, JRAEL,
Hafs, T, BHER

(8RR

5%LL L

0. 1~5%ii

A

TTRas

R

L. IR, RIR. T
J -, BiE

A

IR, &
Fw, R
NRSE

B PROLSEH

S KR, e, 5L
9O AN, Bk, IR,
PRI, T STRR, MR
DF W, G, FEEE
& GEIEREE A R
A, FAE, WHWVLIK

BBSE
<A
A B
SRE

595, B % (B

E\PE R E 25, 7

LoV ¥ — s
KEEL) B,
Bl BB 52 R 4%
AR O KT BE

STHE. R ILROE (5695
(,‘IEllfl}j/’/:\ /J\ﬂ(@)\ (?'F///:

H1bar

Loy M
il

W, L. L
P2

A&, WALARE, A
LA, B

JH B

HEFRRESE

HEPR

R

R e

B

il g, FH

[

LEEPS

Wik, HNIEs

ALTHIM. AST
B, ARE A
M ALPES I

AR, E) L E B,
RAED T, B EREEA, |
MERAEA . H MBS
MRS TR L5, M/
B, M) o KA

Z DAl

V| BEFIBEBUEBRE

AR VE IR, g8
TR A
i ISR My
EANELE, N9

FEER, FRANIR, TERRRE AN 4,
A A, WREEHR, 9T, A
VIR I
R ZEBYE, £, FHIMEREY
TIAE, B, PO, ANIET-
B, LeoLh, HEE

13. BERE

13.1 fER
7z VolERGROREIRE LT, FEEEH O
BRI &) EELREIE T 2R

13.2 BE

WEPGEE LT OE#E

s -

T

EWEFE L,

RS TR E S, EHICAAZRHEEL, BET

DEPL7ZY

a LT 72D

LTHZ3ESETHL,

CRREERERURI (Fu Xy v boxav T 7 Y8 ofkhb &
119 o B IR B ST RREERE TR O BIVEH A3 56 31
LawE ) EEIKRG S 2. B, REFBHOMEH
FR s I AF OE R & ) o T BFOE=
5) 27 AT ) XALEE O PROSIZIE LT, MRS
TN TEAEE & PHET L 2228 & FRbtiE s %o

- FRRAALE T RE 2RI T H AR, B O &E T EfR
L. MEWA L, M2 UI SRS 5, LEPFD

AUSTHEE 7 7 = 1 3|

SAENT 2— T E AT B

=

CINBIZE Y, EY R AR AT .
- ) R OHERF & KT E AT ) o
- FREE ORI 2 AR A5 PR R ML i A
WHREMED B B 728D EE) L EHREE AT o
14, BRALOZEE
141 EHZMNEFOEE
1411 FEF A FEIFAIPRG SN CWBETHL L
EMERE L7 ETHRA NS A Lo

14.1.2 QEEEFREETRMNTH 2 &,

14.1.3 FHIOMHHBGIZH 7> TlE, BHEE L THE
RO 7, RO S, RETESE L BEN
FOHHELH VL EOFFICL > TIHRET L2 L,
[8.2. 14.1.6. 14.2.1-14.2.9, 14.3.1-14.3.3&H®]

14.1.4 BES LT ARFE TR & v B RISH i
LCiabhnl bafglids b,

14.1.5 BEFIIF LT, AR MANGEEL TER 500w
CEERIEETL L,

14.1.6 AH % T-HOFOREH A, Bl % 5 2 WETIC MR
Byanz k. [8.2, 14.1.3%MH]

14.2 ZEFIAEFEOEE

14.2.1 REBOLVEMZICHIT 52 2 EPEF Lwds, KE
DB DHEAAN AT T A, A L2V E )12 3
PHWCTHET S o RAOWIUI R RITT 720,
713V RBEEHEIHEH L 2w &, [8.2.14.1.35 1]

14.2.2 BEAFERAL O K FE % 0 HERIC LT S ARH & BT
THI L, WRBICTAEAIIE. AR ORI HELE K
70, FAlf. TV a—)b, O—3 3 YEHH LA
W2k, F72, BEEM ORGSR RS,
[8.2. 14.1.3%:H4]

14.2.3 JZJEHEZE BT 5 720, RSN E 2R 5 2 &
HEF L, [8.2, 14.1.32/]

14.2.4 1HEYERZ B BB A S 1 A BRI OS L
PR GHERAT IR CHET 5 2 ko 8.2, 14.1.35 ]
14.2.5 AHZHHT 5 T TIZEESZHEET, iR

LI ET A 2 &, [8.2. 14.1.32/]

14.2.6 WERIFTHOBEB L, AAZWY T &, F
THD Z LW R AL N IETEELSORIZY)
NihHE AN, FIPSTTHRAFZY) B2 &,
[8.2, 14.1.3&M]

14.2.7 B 2N IS s THERLAVW &, 720 15
DNy TR L w2 b, [8.2. 14.1.388]
14.2.8 AFZMHHTHEI21Z. 94 F—2#HA2 L TS

L2k, [8.2, 14.1.3%2MH]

14.2.9 Hifita. F3OMETFOUOSTLoA )iz, &H
DO E B EET L LI TH I L,
[8.2, 14.1.3&M]

14.3 EFAEMTHBEBOEE

14.3.1 AHIDPME B L 2V HEETLZ L, AHO
MFE~NDMH IR Eid, EHICHEE L. 1 EE
MEKTHVITR L, BEIRBDSNEICIEZHT A
Cl, WINIBWT, FEF A FEMIHIZMEH L T3
B i (IR 25F UE R TRIE T 5 7 & 5 1ks
Bl L 7-BRIC, o TIF IS LEEHELKSREBLL 72
EOBENH D, [8.2, 14.1.38 K]

14.3.2 KHIDSHLJEH H—FIME L 72881k, HEFCHL
DU CHEERRZ EE T DA, MBI L o 7261
Ny FEFEEL, EBICEBEOR 28y FIH ) B
2T, FADBNZHA O B2 FETH - 72FEH F Tl
NEHZl &b, B BEZBIMED 7 = v & = ViksE
=B AT B rOTEETSH L, [8.2,
14.1.3%M1]

14.3.3 MG AHANIRAE T A2 ENIC L CTHE Y b7z
oy BAEGTH 2 b R AN LSRG
WEHIT Lk, [8.2, 14.1.381]

16. EMEE

16.1 MeiRE

16.1.1 BEKS
TEHEBC I ARANS . Amg & BUBIIER L7z & &0 i h 7 = > 5 = )b
L2V A PG 18 . ORI 212 Conax 2 L 720 FUBERR 00 T 222301
1321 3R TH - 720 2 [7.251H]

Crnax Tonax 2V 122 AUCe
HEAS b3
WRE ) (hr) (hr) (ng - hr/mL)
3.4mg 0.71%£0.25 | 18.0(8.0~26.0) 21.3+4.8 26.5+8.7
S + R

PED) gl (FER) . E2) Bk il



(ng/mL)

1.0
0.8 q
o
&
7 064
o
Ed
= 0.4+
= 0.2
0.0 T T T T T T T T T T T
0 6 12 18 24 30 36 42 48 54 60 66 72
S HARE
BRthnD
AH3.4mg & BERL RO HIBER O ME HIRE S
(FHyfE+ELERE)

16.1.2 KBRS
TR A AHKI6. Tme % 1 BB 120 I RAEREN L7z & & i
7oV F ZOVEE IR B AA6~OH BRI ERIRAEICE L. B
B OWEAHENL2]1 SE I TH o 2% AR I D Craxld . HLJH]
BiF L2 E02. 265 THhH o 720
HY AT B CAH & AR L 72 & & ORI RHEE oHnEh 7
VYD ST T HEEE WIREEA L& Z 1 LT, 2,565 (f
JHH) TH - 720
RHF) % R N CH R L7z & 07— 206 REMMAEO
MEH 7 2 ZVilsER2 S 32— a > LR, B Bts
1HHKO2H HOCmastd. BFIRERICILL T, 22N K T
79%Td o720 [7.25H]

I Chnax, 216-288hr Chnin,216-288hr tre® AUCu16-2880r
' - (ng/mL) (ng/mL) (hr) (ng * hr/mL)
6.7mg 3.43+0.76 1.78+0.29 21.5+5.9 183.6+36.4
ST = R
) R OE
(ng/mL) (ng/mL)
5 5
g
&
&
25
P
:
&
=
B 14
0 T T 7 0 T T T T T T
0 72 144 216 216 240 264 288 312 336 360
RS AR REITHRRS
S{lGle) g5 hn

A#6.7mg % 1 HEIC12HERER TR R URBE O MEHREHT
(FiofE+BERE. £X : 0~2168B/ (b T 7iBE). AKX : 216
~36085)
16.1.3 A= L MMAFRE & DR
fREEE R A ZAHAIO.95mg. 3.8mg MK O7.6mg™ & Halliff L7 & &
DCras X PAUC=ITHRILBIEZ R L 72Y F 72, DA EEIC
AH#0.84mg~8. dmgx EMfT L7z L Eolliih 7 = > ¥ = v o
b T 7L AEICIAIT 2 A SN0 [7.280]
) EBRAE VL RBETH L 00, AR EZEEENEL D,
16.1.4 SiEICH (T 2 MpHEE
HEHE 2 i (65~81) I2 7205 v 7MT/Y v 516.8mg
(100 u g/hr) IKCE 720 BLRIAR A L 72 & &, 120334 4EH T 1) |
FEERL A (18~33/) 12 L L T 10 DIER 380 5177, (4F
EANT—%, FT2a7y 7MT/Ny FIZBIT57—%) [9.8&0E]
16.1.5 FIEERE(CH T 2 MPEIRE
IR 28 4 B il 4 g | (39~667%) 127" 2 10 7 v 7 /%y F5mg
(50 u g/hr) IKCE 72 BRI BE A L 72 & &, AP IR (30~65/%) 12kt
LTy Crmaxtd1.350%, AUCo144131. 73655 v Trax XL Tt12121T 8 A
EHBEIIFRO SN oY WHEATF =%, Faury 78y F
2B A7—%) [9.3&54]
16.3 9%
16.3.1 HEE~DOI %
Ty MIH-7 2 v ¥ 2 VERTHRG LzE & BERAELO/N
W (+ Z38155) WP @ T REDSTRD S 7z Ml TR, R
TN, R, BRI, ZRGEER N VBB &% < OMERICETREDS
oz, ¥ (5 )
16.3.2 RRIRHITH
AR v MPH-7 = v % = VR THRS Lz &, BRIBATETEE
TP REBYY O I B AE L E ORI 5~2. 0fE s < HERE L 7210,
(7 v M) [9.52H]
16.3.3 ZLiT#iTiE
FMIFIC 7 = v ¥ =V T BIEAFIRNE S Lo & 7 v
5 =V OIABITHER SN Y, JHEAT—%) [9.658]
16.3.4 MFFHEAE
84.4%(in vitro. “VE#HENTE:. 10ng/mL)?

16.4 X35
7 yy ViR TEICRB S, FoERBWO—2IF LR
)Y VBROBALMN-TLT VXL E VAL v T2 vy =
VTHb, e MFIzay—aZ2HuBEIcEy, 7 v72 v
5 ZUAORFHITIECYP3AAN G- L T b Z eI s hTn
bo 0B (59 b vitro) [10. 28]

16.5 BEtt
EHERNIZPH-7 = v 7 = VR BIRNEES L7z & &, 728 E ©
WG ROT6£3% DR ICHEE S I, 2013 A LRI TH
0. REAEIIHGED6.4=1.2%THh o> 720 FHIZIIHGED
1.220.3%05RZ LR E LT, 7.8+1.0%25EW & L it s
n7ze W HEAT—%)

17. ERRREIE

17.1 BHERORLMICET 258

< HAKE>

17.1.1 EIRNE IR

—SEROT U A FEIEH (Ve A BH ¥ a3 FURORFL
T x v ZOVEED) B EG E R TW S HARAD AIKIE B 666 %
R, RF OGBS AT Y B2 10H BT L& 2 A,
FEEHMIHE T 2 10 H BRGAHE TSI IEREIZ 310 2 980 2
¥ b a— VR 1381 .8% (54/6611) Td - 727

VRV T > b T — VRS (%) = LT 04tk & 7 L7 B/ SEI 5
%5 100

- RBREEAR AT (PR RIS H B BT 5 VASTIME & B EREE
BEARHIBAMETRIS H 12 BT 2 VASFIE D & D2 LE A +15mm
UTFTh5,

CEBREEAE NI T (R ) BISH M O H O L A % 2 —# 5 ml %%
WF2MPLT & Ly (AERESEBEA T (k) iiISH B O L A *
2 — PG L BRI AARISH BB 510 B 72
DL A 2 — 350 & D7 FEIMG) L0 T TH 5,

HH 1% (%)

I > b O — LER R
95%CT

54/66(81.8%)
[70.4~90.2%]

VASFHEDZALE AT+ 15mm LT 61/66(92.4%)
FHL A ¥ 2 —FH G HBOENT.0LT 56/66(84.8%)

EIVE 8B 1L. 81.8% (54/6661) TH - 720 T 7 RIVERILFH S
(47.0%)  MEIR (47 .0%) B0 (25.8%) L M (21.2%) 45 TH - 720
17.1.2 EINE I+ 5 M AHER R BR
H 7R A8 AR F 15501 % %) RACAFI THEHE L 721, AHIE
X7 aa 7y 7MT/Sy FEIZE D AT I0H R L7z & 2 A,
FERRMIE H T & 5 10 H BRGAHE T SUE P IEREIC B 5 VASTF
WEEDOEN SARKED T 207 v TMT/Sy FEIZ8 3 5 3E
LVEDHGRE S 720

A FauFy TMT/Sy T3
BI%K 54 60
S 7 I AT RT3 H R o .
VASTH (i + e 26 18.4+9.05 20.6+8.58
TEEHERYHT (k) #iI3H .
B>V ASTH (i + f e 17.2+16.41 18.0+12.60
VASPIHZ A = Rk R 2 -1.1+14.82 -2.5+11.32
VASYHZAL RO 1.4
95%CI [-3.50~6.23]

HATL : pl%x &, mm
JH R A O B/ H Z6 B 51384 .5% (131/15501) Tdh > 72, £ 8l
VE RN MENR (57.4%) « 8L (49.7%)  HE.0(41.3%) . MEH: (23.9%)
EThHho7,
P FAEI R ORIEHZEBLER1286.0% (49/5761) T - 720 T4 REIE
FEAER (56.1%) « 4L (49.19%) Tl (43.9%) . M- (21.1%) %
THo7,
<fBHE&E>
17.1.3 EREE M AHERFREER (NO4EHER)
—EREOT YA A FEFRA (B FEO#, 271 YROHFL, 7
U SOV EE] . S < K=/ TR T I 7 VR
GBfE. TV VT 4 RRBIINELESA]) OF 512 X o TR
WAy P O— ) ENTW D BARNEEREETTE 2RI, K
Fll A0 [ WE A A~ 0 e 2 5230 (T 1~438, T3 : 5~52
B L7l 2B, FEFFIEH CH 2 4BBEOERH T b o —
VHEREEE™ 1392.69% (63/681) Tdb o 7217
H)ERE T ¥ b u— UHEREE (%) = LT O 4% i 72 L 726150/ 53 i 5
B x 100
- s EEFHRINT7 H B OHBRER G 2R —ETh o
- R EEFFMINT OB OVASEEON— 2 T 1 ¥ GRESENMA
BAAARTT H M O VASYFEIE) 7> 5 OZALE D +15mmL T T 5.
- HEFEEFATHE O L H O L A F 2 —F5:- B2 LUF
220 G E R 7 H H OFIE L A F 2 — 5 [H o < — A
T A v GREREMA BT 7 H RIS B 23 L A % 2 —$ 5
B DENS+L 0BT TH L &,

HH BI% (%)
PR T ¥ b O — VR 63/68(92.6%)
95%CI [86.4~98.9]

BB G S —
VASTIHEDOZALRED + 15mm LT
LA F 2 =GO+ 1.0l LT

66/68(97.1%)
65/68(95.6%)
67/68(98.5%)




F 7o, FHEA IO VASTIMIE, A5 05 FAART7 H A
30.1mm. 42529, 7mm. 52:8%5%29.9mmTdH V) . ARHIL;
T2 5 52 % F T4sE L CHERS L 72,

VAS{E (mm)
i

1 4 8 12 24 36 48 52
658 (G8)
TEL - VABRSERE A BIAARIT H I, V52 ¢ IR, 23 © Rk T
EIVERZEBERIL, 79.2% (61/7761) Td - 720 F 72 BIVEANL L
(35.19%) . #.(2(29.9%) . IR (26.0%) % Tdh - 72,
17.1.4 ERNE I AERFRFER (N03FHER)
—SEROF YA A FEFEA (L e 2 8AL o741 2 8H) oS
T RN RDE S LT 2 v H AR A8 M B8 36151 & 1f
AT, ARA ORI HEAY) Y B 2 5208 1 (IO © 1~434,
N HI®  5~52) B L7z & 2 A AFNE T O VASTFIIE
&, BB T RISH 2576, 2mm T - 2D 2xk L, 48513
57.2mm. 52:87%1345.9mm ¥ T T L7219,

VAS{E (mm:
g
g 8 3
)

1 4 RE 2 36 B 52
SN CED)
L BTG TRISH ML 2 ¢ AR IO TRISH L 13 - B @
SCHERTAIRE . R4 ¢ IRAS Al
BITERFEBIaR 1L, 94.4%(34/36f1) Tdo o 720 F 72 BIVE I MEIR
(58.3%) « A (50.0%)  fHHA(38.9%) % TH - 7z,

18. EENEIE

18.1 1ER#F
SHRMIEARROWR, Jovy=nide s - su— by (32
—)FEF A FZEMEIC L TKi=1.02nmol/L, § (FL &)+ ¥
F A FZEEIH L TKi=1530nmol/LE Uk (v 7))+ EF A F
ZEHIZH L TKi=1080nmol/LOBAMEZ /R L7ze 72, EILE
v N VAR TIE, T2y S vidu A A AR
ZERICH L CKi=2.1lnmol/L. 6 + ¥4 4 FZEMEIIH L TKi
=109nmol/LK O k + ¥4 4 F2R12% L CKi=308nmol/L®
BAMZ R L SNLOHENS, 72 F Vi3 ud LA
FZAARITR L CGRIMICE B2 R L7279, (n vitro)
L2 oT, 722V utEd A F2athkE L Cra=
AMELTHERL, MAORERBEHNZRTODOEEZLNTVD,

18.2 $ERE{ER

18.2.1 MR ERBED—>TH b~y ARBKREOE v FI12 &
BRI LT, 72y 2V THRG) REmIEHZR L.
EDs0l30.07mg/kgThH - 720 N & RRERIEKAY (2 TH5) ©
EDs0l39mg/kgTd - 720 9

18.2.2 {LFMBEEMBED—2THH Ty bOT IV F = V5
FICBWT, 720 Z)VIEE TS5 HICRKIER 2R L.
Z#®ED#»iZ0.010mg/kg TH o720 7 © ¥ ¥ =V ORI EIE,
E)V b AR AR (R T #5-1%30~6043 IZEDso%"2~3mg/kg)
WZHATL 200655 D A R L7z,

18.2.3 AR ERIWE O 7V B B RS F8 Ik R S FR R
IZBWTC, T2u7 vy 78y F(2.5mg (25 u g/hr) ) IZ1E DB C
3~T2M5RT F TR 2 BRI &R L7227,

18.2.4 W EWEFET L DO—2TH b AT F X I ORI
FEBEFVICBWT, 72 2% = )0id0.04mg/ kgl LD T
OB 7T ar 1 =7 2 A B L 72,

19. BERSICBET (LA

— % 0 7 =~ % =) (fentanyl)

1b2£44 - N-(1-phenethylpiperidin-4-yl) -~V-phenylpropanamide
73§30 CaeHasN:0

Grf 1 336.47

IR BRoE I STEOREKETH S,

(L&A

D
w 3

Al 85~87T

AR logP=2.96(1-% 7 % / — )V /pH7 . A3 i)

BIRE S A5 =)V, ¥ 7 — (D) ITBDTHEITRT (. 7 b=
FUNMZETRF <, 0. Imol/LIERREE 2 R T 12 < <,
0.01mol/LETEERFUZ T IS <L KIZIFE A LET RV,

21, REBEMH
PR OB, BRI L 72 ER I L 5> CoRMI; - S
NBHEEBIT, BFID) R 7 EIZONTH 4FICEH - 3T
BIER - EHREER - SBEHHOVEEROL L TOHHVS
. FISHERIC B CTIEFHFINI YL - ERR 2 L
2 ETHHD R END LD WIENGE I d 7o TR ILE % 3
LBz,

22. Ak
Ty aassy F0.84mg - TR (1K X 7)
7 a8y F1.7mg | TR (IEL X 7)
7Y a a8y 53 4mg - THCAM X T7)
7 V72T y Fomg TR X T7)
Y218y F6.7mg ¢ TR X T7)
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6) FLAEEL : INS020QD D 25 AFI ISR 3 % 45 11/ AHFER (2010
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