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x5 =)b38A57—712.6meHBA,
217 =ZIL38A7—716.8mgBH4,
FENTANYL Tapes for 3days

i o SRR 2.1mg 4.2mg 8.4mg 12.6mg 16.8mg
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(. HEBEEADEM,. RUEETOAASERT D AT DHBAICRD.)
TE. RBBICIEEBEOREETHICHEEL, BEROR TEED SEEDEREZH STEREICHIIDERE
SIETBTE, [8.10. 9.1.5 B8 ot e e 2
RICERISCE. [8.10. 9.1.5 5] 5. MEERIEHRICASET DR
0. BE(ROEEICIFIZS LENTE) AFNE, MBOF EF 4 FEERAS—E R RH%G S, AR
2.1 AFOHA K LBEED & 5 B RSN BE T, ok U A PRSI O 2355 % 2
2.2 FV AT = v ERRHEAKAIY & 5 5 o 0 B LA 5 1 RETBNAEROBERIOAMT B 2 Lo
BIAMDNOEZ[10.1 =] 6. EERUES
o KL, A A FERERD S0 2 CHAT 5.
8. #Ak - 1 AL B LIH, . ERGE. KBRS B L. 3
8.1 "ﬁﬂ’ﬁmﬁ e SR 48 (RO 7205 0) LB 0 5 2 RS 2
AL E O, GEO 7 4 T L OFEE RN OF MNEIB R AR S B Lot € 4 A0

LD %%, ARSI OREWIILRF TH 5. KHZ

: e \ B HEABELC. 2.1mg(12.5ug/hr) . 4.2mg (25 u g/
X, BEORLL58F DY . BALHE D 72 ) O fihEE X

hr). 8.4mg(50 u g/hr). 12.6mg(75 u g/hr) DWW h o HE

WENRL—Tdh 5%, BT D
it e Kt el I A Z OB RN EE ORI & )BTRS 2.
Wiges 3HR7—73HRT—73HB7— 7307 - 73HBT -7
2. 1mgl WG] 4. 2mgl A3 | |8 . 4mgl BRI | |12.6mgl iG] |16.8mgl lif ) 7. BERUHECEET 3R
K LG g K 1THCH 7.1 YIEBsTRE
R R A AVESE A WESE A W EDE Y I W ED =y FEBEA AR & LTy A#F116.8mg (100 1 g/hr) (&HELE S L7 v
21mg |4.2mg |8.4mg |12.6mg |16.8mg (RFRI2BWT, FIEESA R E L T12.6mg(75 u g/hr) %8 2
(BHR)OAFLVY - AV Ty - AFLryTuy r74E B EHEERIE 22 ) o
G TUNRCEE, REBYT 74 YTFVE R WG % IR 2 TR gaid, L ¢ 3 %90me/
fp— 0¥y MLVLy, ZOM3 A H (Al oB5E45me/ B EFOBE30meg/H) . I+ ¥ 3
(TR R ZF L FL 78 L— N/ TF L iR K E60mg/H, #3574 v &270mg/HP L, 7% =
L e U R W MU B (1 H B A B 1. 7Tmg (7 = ¥ % = b
(GAFI)R)ZF L FLTI L= heSL—% 0.6mg/H) 2K L TAHKI4 2mg(25 ug/hr : 7= > % = )b
3.2 WHIDMR 0.6mg/H)NIYHZBbDE LTHEL TV,
VEDZ S EDZ =V R A=Y b RS A=y Al R =y B, PEGA A EIRIRERICES (M) 2 HEr #/IRL, &
W% 3HBT— 71307 =7|3HAT - 7307 - 7307 -7 BRGICELRVWE I EET L &,
2. 1mg[ iG] |4.2mg[ BiA ] |8. 4mgl iR ) |12.6mgl Hiifi ]| 16.8mgl i b5 g2 (F © 4 4 N8RRI H =350 < HESRIEA H &)
(7‘3 f‘) 20.5 28.6 41.6 51.4 68.4 AAI3H B R 2. 1mg| 4.2mg | 8.4mg | 12.6mg
MixBmm) | x26.0 | x37.2 | x51.0 | x61.9 | x61.9 EEREIC B eI
o @Egﬁ;gf ij’f%‘g s » | 0 |
. 5.25 10.5 21.0 31.5 42.0 VAP A L g/r)
(cm?) ERARE B 2T
sl IES (mg/H) 0.3 0.6 bz L8
o | MSO5L | MS052 | MS053 | MS054 | MS055 : : ; :
A5 E)L b A FEHH] (mg/H) <45 |45~134|135~224|225~314
T I (B EV b A AH (mg/H) <30 | 30~69 | 70~112|113~157
GEA WA A GRSk 54 F— E)b b AR (mg/H) <15 | 15~44 | 45~74 | 75~104
¥ Vi . FF 20 FUEH# (mg/H) | <30 | 30~89 |90~149 |150~209
. | L LT TL LTS 1 . 7 x 8 Z VI (mg/H) | <0.3[0.3~0.8/0.9~1.4|1.5~2.0
T VB ZOVHE R R )
(TH B RIB5E)  B FEme) | 0.84 | 1.7 3.4 5
LRI B A2 | [0.3] | [0.6] | [1.2] | [1.8]
W (mg/H) ]




T 2 ry =)y T2 FRIRE N I B 2 & 3 7 o

1) AH#16.8mg (100 1 g/hr) 1, FIEIAGT AR & LT3R s n
WA ERIRIEIZ B A HEE IR 2 4mg/ HIZH1Y
SRR

7.2 #CIBh{HS

Mo+ €A A FERHD O AAND T ) B2 7258, FIE
AR 24IE I E T 7 = v 4 VO IEE R 4 12 L5 5 72
O, FRAMEIEOND I THMEES 5, TD720, Pild
[MERTTE 12 ZE12, UYBAFCMERAL Tzt Er A F
PR ORG24T) T ENET L,

[ FA 7090

1%23%;J§£¢Z;g§; S L
1H 1S f?l2ﬂ#mﬂfﬁ61$%U@Eﬁ1¢%F'aﬂizém“
1H2~ 35 ii?%ﬁ%%t@%n@gg&%
1 H4~6E 5 ﬁ%@%ﬁgﬁi = ; I T N~ 6l 72
PR 5. z;z;igiﬁzﬂfmﬁﬁﬂv EESS EANS

AR R IR 1 % B < o
BEICL ) FRAERO[HRTTERITIE, T2 EMAIRIH S
NHEWEED DD, BEOIREZBIZ L. REOSEFREI
5B FE T, @A U A FEUFHIOBIIFS (L AF 2 —) 12
LVEIFEEND L, IROBIEGREE LT, RFOTY
B Z AN LT/t ¥ A RER AT AR A U AL H] o 3
GURIHESGRO/68Z ., FEHAOWEII/128% HLE LT
BT AL, ZORA, BMEOF EA A FERA L HHT
LI ENLEFT L,

7.3 AR M

7.3.1 EREEERICOIHUNE
AFIMGA I A28 L 72 A R E S L Tw b B
TR (— 2 S DN LTV A) 2S5 BL L 72856121,
EHIH 4 A4 FEFFEHI 0BG (L AF 2 —) 12X 0 #F %
205 2 ks IROEMFEGEE LT, REOY ) B2 il
H LTz B A FEFFHIDSREOH UK 0B & X1 H i
HGaol/6z, EHoRE /128 HEe LTRSS
Z ko ZOWE, HREDO T EF A FEREH EZHTT A2 Lt
ZE L,

7.3.2 #E8
SRRSO NS T CEBEWICHENELIT) 2 &, HH
RS ES NaWIEE L, BIHES (L AF 2 —) szt
YA A FEBEHAOIHEG B R OEHBEEYZE L, 2.1mg
(12.5ug/hr) 754 .2mg (25 u g/hr) ~NO¥EEOEA k&, B
THED25~50%% HZe & LTl B2 IR IS E T 5, 2B,
AHN O 1E O BEAS 250 . 4mg (300 1 g/hr) 8 2 5 5414,
DT EEEZET LI L,

7.3.3 HE
FEHAFIZBU 2 80 EEIE. BEERID SLNDL Z WD
LOTITbR W Ly BMEHSIC L VEET 2541, T
BIETITO R SHEEICHET S &,

7.4 ®¥5OHIE

7.41 KOG 2 LFE L o 72861008, BEERE DS
Babi<ClodlBma =T a2 &,

7.4.2 AKF oS IR L, o+ EF 4 FEFHNICEE S 5
Arld. REIFEROIMA 7 = v & = ViEEEA50%I12 KT 5 D
WZATHERI A B0 % 2 &2 6 i+ ¥t A FEFHI O 514
BHE2 S L. BEOIREZBIZE L 2A%5 @Y 2 S s
PIEHLNLFETEHMT LI L,

8. EELEAREE

8.1 AH & PEREED B LD DS AT OB L 22 &

8.2 AR OMHBIIAIC Sz o Tld. EEEH. B4R =M
L BHEEOTER N, WETES 2 BFF IO L T8
L. B2z BT 2G5 2 &o BRI, Bk

BEELEDFERD A S N A IGER 2 FIREICHER T 5 X
VIRET LT L, Fo RAEVEHAPIIARFIDME I AE L v
IO BEEIIREST L L, [14.1.3. 14.1.6, 14.2.1-14.2.9,
14.3.1-14.3.3 ]

8.3 TR IFIIHIAFRD & N2 a1, AK 2 R L . 0L
BHALT ) o FPUADHENII L CRBRSERPH (Fuxy v, L
NTIVT 7 YE)VDERNTH DAY FREEREDUH OV FI iR [
EARK & D FECOT, Bl E T IAT CIREER LA O D L
BhrxEETAI L, [11.1.2 BH)

8.4 MDA ¥d A FEIHHID O ARFNOY Y B2\ %I, b
Wi, @R, FEED ORISR bd Z L
BB, PR BEIIBIE L 51 T, BEICRS TS
Lo By NS OBRWEHIIRENI AT B IER A SIS,

8.5 Mo+ YA A FESaHIA O AFNY ) Bz 7288 121E, B
WXk oTid, BV, L, EH, TR, A%, IR, Bl
OBIIEED D HbND LN HLOT, BEDIRELHLE L
LA LEIIG DB 2 LB 24T T &, [11.1.1 2]

8.6 AF#MET ALAICIE, BIEHICHEE T2 &,

8.7 HMIZX VIEMKGFEZLE LD EDHHDT, BEZ I
T, MEICHS T2 28, T2, SUERRIC & b #EEds
RWCICELARELNH LD T, ZNSERILT 5 -0fg%
+45479 2 &o [9.1.6, 11.1.1 ]

8.8 WHWICBIF A5 BOZH A ME L, BIFEELDH 5 b
LI ENHLDTITOEWT &, [11.1.1 ]

8.9 MELBIEMARH LABL IO VTR, AERHERD 7 «
VHZNVOMHEIRER ERE L. RHIFIFEAD S AT b 241 [ 8l
g S T

8.10 AHIHEAS A IZ ZE B L V&SI & Y RIS ER L 7223
G REIRGAEBALOWE D LA L7 = v & = VIR A3
L7z, HERGIIh), FBICELBENEHLDOT, BED
REBIHEET S L, F7o. AFIMAFE, IS EL Sy
N, BEAEA MY +— 8 =Xy N RVT, 9002 H
Wit oI BIAIFFEORFICEL 2L IITH I L,
RENZ WIS D881, BOAEEECO AR LB S8
HEHIZTHZE, [1.. 9.1.5 2]

8.1T IRF. DTV A2 E0H L DT, KEFGHoBE
(213 B BYE O IR S b & A O M OBRIEICIERE S v X9
HEETAHI L,

9. HEDERZEI 2EEICHAT IR
9.1 BHE - MEREEDHDEE
9.1.1 BMMEBEDTIREEEREEDH HEE
IR % B 2 BE B b, [11.1.2 ]
9.1.2 MEE&E
RETIE RSB END D B,
9.1.3 RIRMETREIRD G 2 EBE
HEIRZBESELBZNDND 5,
9.1.4 BBEAEDE. EHEE - BiE. NMEBEOMKICEEEN
BEEDHDEE
MR A 2§ B2 h0d b, [11.1.2 2]
9.1.5 A0CLIEDFEEANRDSNHEE
KBRS DT = v ZOVEUREOBIN £ ) . SEHEEH AR
TLBENN DA, [1.. 8.10 ZHE]
9.1.6 EMIKEDEHEREDS DEE
AR LR, [8.7, 11.1.1 ]
9.2 BikielEERE
R - PEHASEIE L. BIEHIDS S 5 b b BENNDH
5o B, BHRERERE LR E L TEIMR O R M2 IR
e L2z R BRI FE G L TV,
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9.5 1@
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etk Lz LM SN A GEEIIOAFESTHE, T
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9.7 INEE
NS A G e L2 BEINERRBIIER L T v,

9.8 SE
BIEHOFIIEE L, MEIHEG T8, 7225200
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10.1 HAER(HALRZEWLI L)
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TUWHRE. WK
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P . EIE

1) FEBUHE (3R A 2 5 &

13. BEKRS

*13.1 fER
7 x vy ZVOBBEHEGEORERE LT, IR OBRIC X
DEELRAET2RY, /2, 7227 2 VoBEHRSI2X
D FVEINAEDSZRD H T B,

13.2 A&

WERGREIZ I T OWEHEEIT) S EPEE L,
AT E 25, EHICARKIZFEEL. BEEZ W) B
L7z, Gl 2072 LCHZSF S THEL,
CRRERERFI (FuX vy, LNaL T 7 VE) RS ET) .
BRI B U IRIERE BRI O BIE A BLL v & ) 48
BICHRGT 5. B, FRIEREHUA OE RGN AH o
M & 0 BT, BEOEZY ) v 7 %2479 hTES
OB UCy G- Bl i3 A HEE % 30T L 722 A% & 50
HET %,

- FERIICLET R R T H UL, BEORE MR L. M
FWA L. WA I BT 2, LELFHIVIIWEHE L 7
A ERENF 2= 7 & FHT 5, ZNHI2L ), @Y
BIFIRE A1) o

< Y 2 ARIROMERE & KGR T 6

- LA ORI Z AR MLE A T, FEBR I A o W] e
b7z, WY R EEE 1T .

14. ERALDFE

14.1 ERZMABFOER

14.1.1 FEF A FERHIIHESG ST 72BETH L L 2hf
AL ETERAZZMNT 52 &,

14.1.2 @R E2HPITITRMNT LI L,

14.1.3 RHA OIS 72> Tl BEZIH L TEAN L
R, RAREOERS, REHEEL BH T OHHEL
HW2EORFEICL>TIRET A2 L, [8.2, 14.1.6.
14.2.1-14.2.9, 14.3.1-14.3.3 ]

14.1.4 BESICH LT, RFERRRSNZHHPAMNIHER LT
35V LR IREST L b,

14.1.5 BESICH LT, RAEMANEEL TR b2 &
IRET L L,

14.1.6 AH 2 THO T OB 2\, BRI % S 2 Wt IC RS+
52k, [8.2, 14.1.3 3]

14.2 ERBAMAIEFOER

14.2.1 RED R IR 32 2 EWLFE LW, KEDODH
LIALICARE T 234, AL v X I I 2 VTR
ET 5L, FAOWIPUHEE L RITT 20, 713V ) RRE
HISIHRA L 22 ko [8.2, 14.1.3 1]

14.2.2 BEAHERAL O R RS & 4R BRI L T B ARH 2 i3 2
Z il BRICT AR, RAOWNIHEE RITT 720,
g, 7Va—)b, U—a YEFFERHLZWI &, 720 85
FHBALOARGFIEF I B 2 &o [8.2, 14.1.3 ]

14.2.3 FE iz 8 % 7200, RS A 22 5 2 LT
FLv, [8.2, 14.1.3 2]

14.2.4 (GRS AR BV ISR A3 A & L % FRAL K O UG
ST 0 TR A5 2 &, [8.2, 14.1.3 ]

14.2.5 RHZMH$ 2 F Tl3BEL2HEET, FHEGZIEESR
M A2k, (8.2, 14.1.3 2]

14.2.6 WHESITCHYME L, AFZIY BT L, TTH
5 EHREERY AL, N IETUEEOMmIZE Y AR A

N ZTIHALFTHIAAZMY T2 &, [8.2, 14.1.3 &
1]

14.2.7 RF 2 IS T THEALZWZ &, E720 fiow
AR L 2w E &, [8.2, 14.1.3 ]

14.2.8 KH AT 21213, 94 F—2#P L THAT A Z
Lo [8.2. 14.1.3 ]

14.2.9 WMifd &, #30BMFOUOSLTLoA DR, AFHDiFHD
IS E AT L1074, (8.2, 14.1.3
2]

14.3 ERIBASHIREROER

14.3.1 AFIHPMUEICHE L 2 WX HEET L2 L. AHOMBE
ANOMAFIE V2L SE EHICHEEL . AL 2R TH
Wit Ly BEDPROSNIGEIIIZHT L2 L I B v
T, A A FIEHI 2 HH LT B3 Ll G/ 28
[ CERCHIES 4 7% & RH M L 7282, #o THE 124
ELAEREMPEBL L oWENDH 5, [8.2, 14.1.3 2]

14.3.2 RFN DBz JE 2 6 —RBE L 229513, HETTML 20T
THIBERS & B2 5 725, KA IG5 < 7% - 7236 34K 2 2k
L. ESICFAHEEOH 72 2AFNIHE ) B2 T3HMMY 32 2
Lo [8.2. 14.1.3 ]

14.3.3 HEHFEARANIHE T2 NEIZ LT bd/ik, %
NG B 2 & REMBFNLREEIISERIRAT 5 2 &
(8.2, 14.1.3 ]

16. ZEYEIHEE
16.1 MEEE
16.1.1 EYFHEIE SR
Ty H = VIHMT—72. 1mg[WHiE I T2057 v 7MT
Xy F2. Imgk, 7 UAF —/N—{EIZ XY ENENI(T =~
y =k LTC2. 1mg) RS A T T2 T2 B LA BE A L. i
H7 vy VIBERHIE L. SO NZIEYERE T 2 — ¥
(AUC, Cuax) (2D TI0%IE ALK 212 CHERTHAT 24T o 724
B 1og(0.80) ~log(1.25) OFPANTH 1) . THFK] O 4 W11y
[FISEEDHERR S 722

(ng/mL)
06 - —e— 71 A= L3AAT—T21me A
0 TAATFYIMTAYF21mg

05 |
Jiir}
& T+ R, n=34
W04 |
2
I
>
Ed
L
&
-3
: 4

48 72 96 120

0 24

Rafd
BT BASE AND DI BEFRE (hr)

HEINTG A =5 | BEINT =%
AUC: Crnax Tmax tiz
(ng * hr/mL) | (ng/mL) | (hr) (hr)

T r¥ Z)W3HMT—7| 20.67 0.38 32.4 | 19.3

2. 1mg[ WA +5.38 +0.14 | £13.0| *5.4
T a7y TMT/8y 7| 18.90 0.35 314 | 21.1
2.1lmg +5.67 +0.16 | *11.3| *£7.6

(P9l + FRE(R A, n=34)
MEHREIE ICAUC, CondE D787 A — 513, HERE OFIR,
R DOFRINEIL, - RS ORRERGAHZ & > THRZ W HENA D %o

18. EERHEIP

18.1 {ERRE
ZHREEERBOKE, 7oy =i b - za— 1Mty
(R2—)FE¥F A F2EMEIH L TKi=1.02nmol/L. § (FV
Z)FEF A R2ERIR L TKi=1530nmol/L & Ok (F1 » 7%)
FEF A FEZEMAEIIR L TKi=1080nmol /LOFAIMEZE /R L 720
T2 BVEY MERMBEHEE HWRETIE, Ty =L
iy EF A FZFERIR L TKi=2. 1lnmol/L. d A ¥4 1 ¥



ZHEARIH L TKi=109nmol /LR Ok + ¥4 4 FRZFEFIH L
TKi=308nmol/LO A% 71~ L 7232 (in vitro)
INSOFRREDPS, 7oy Vidut ¥ A PSRRI L
TEIRMICE OB Z R L. L2225 T 7204 = )hid
UFEFA FZREENALTCTIZAME LTER L, ®%
BRERZRTODEELLNTVS,

18.2 #ERE{EA

18.2.1 BB ERHED—>TH L~ 7 ARREDO L > F 12

YA LT. 77 =V (B TIH5) 28 EH 2 R~ L.

EDs0lZ0.07mg/kg Td - 720 E IV & A GRERIE KA (% F+%5-)
DEDsl39mg/kgTH - 727,

18.2.2 ILFMBEMHBED—DOTHL Ty bDT IV F U5
FEICBWC, 7 v ¥ VI TG0 IR AR 2R
L. ZDED:30.010mg/kgTH >720 7 = ¥ ¥ = IVOFEFEE
PEIE. BV A RERE AR (B R #5-1%30~6053 | ZEDso 52~
3mg/kg) IZHT, #2008 R &R L7z,

18.2.3 AR E ML 0 7 W 35 H B Ui 56 A ke B 7 e iR
BRIZBWTC, 7 x v & Z VRN S5 (3 H AR, 1)
B —/N—%1) 2 5mg (25 u g/hr) 1Z1[E O BEf; TI~728E /] £ CTFF
Her) R BRIER 2 R L 725

18.2.4 MRBEBREFETNVO—DOTh b AT 2 I OB
MERHEGET VIZBWT, 72 ¥ % =)Vid0.04mg/kgbh ED Rz
THETHIIT OTF 4 =7 B A EIHEE L7227,

19. B ICEIT HIBLFHIFR
—#%% 1 7 =~ % =) (fentanyl)
1t % © N-(1-phenethylpiperidin-4-yl)-N-phenylpropanamide
533 CoHasN2O
Gy 1 336.47
X

¢©“©
>

PR RO SUIR RO B R TH B,
I A% 2 — )b, T8 — V(9B ICBD THEITRT (. K
I EAEBET R\,

22. R

(Zx & Z)L3HAT—T2.1mglBFal)
S (LH/ %8 < 54%)

(Zx 5 Z)L3HAT—74.2mglBFal)
SAC(LH/ %8 < 54%)

(Zx 5 Z)L3HAT—78.4mglBFal)
SAC(LH/ %8 < 54%)

Tz Z)LsHRAT—712.6mglBFa1)
SAC(LH/ %8 < 54%)

(TJxr%Z)LsHRAT—716.8mglBFE1)
SAC(LH/ %8 < 54%)
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1) Bentley JB, et al. : Anesth Analg. 1982 ; 61 : 968-971
2) WESHHEE, b FEPRIEEE. 2013 ; 44(4) : 307-312
) TxyFZNDFEF A FZEBITHT HHME(T 21
7 v 78y F 0 20014F10 H 2 H KRR HE a2 A-1T-1)
4) Maguire P, et al. : Eur J Pharmacol. 1992 ; 213 : 219-225
5 7x Y8 VO REBREH (Fa0 7y 78y 5 1 20014F
10 2H KGR, HEEERMES-1-1)
6) MEIEFEETD, M BB L EHE. 2001 5 29 ¢ 849-854
7) Vissers K, et al. : Anesth Analg. 2005 ; 101 : 457-464
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