CN 104398496 B

(19)thfe A B HFEE R IR =G

(12) P& #

(1O)FFRL NS CN 104398496 B
(45) &5 H 2018. 03. 20

(21)EiES 201410557858.8
(22)EiEH 2008.10.15

(65)[E]—EBERIC ARk =
HIEAF S CN 104398496 A

(43)BIFAFHH 2015.03.11

(30) Lt EHE
60/979911 2007.10.15 US

(62) 57 RIFHIEHE
200880122166.3 2008.10.15

(73) FFIA [l 7KL 2 ]

(74) EFRIENAD P E LRI (FB) AR
7 72001

REA B2 FNE

(51)Int.Cl.

A61K 9,/70(2006.01)
A61K 31,/4468(2006.01)

(56) xfEk ST

CN 1535142 A,2004.10.06, BFIER17,
19.22.24.25.,29.30, Ui B 5 55 0T 3 B, H8 T
1B, T LB, 13 T3, 12 7 554
B .

ik 3% E AR B M HEA ST
(7)) %BAA S.S.E R.M.FE/R
BRI ESRA54TT YA 4529T0 P& 1451
(54) % BRZFR
ZF R JERY — R 54— IR 3% K it ]
(57) % 1~ )

A B Je P 325 B W 771 R e FH 24 4 14 3K 77
& A S (a) HI Tl ad Rkt FH 25 K Je i 32 K¢
W57, LA e B E S T B A B B A
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1. F3% R W ki 25l ), AL

(a) FH-T-3dack 57 kit FH 25 A JE 1 328 B2 I 791 LA, 5

KR

ﬁﬂﬁfﬁé):’iﬂ’]ﬁﬁ%): 2 /b FT R A7 2 1 B P M 3R T 2 A A PR 1 s BT IR A7 2

SREWA LD HFrRE 20035 K B A £ 20, 14310, 3mg/cm”, 25 K B & = 2 LA
mﬁ%ﬁfﬂli,,ﬁiquﬁﬂiiitaﬁii?ﬁwﬁﬁﬁ NGRS A R TR RS MR A
DA%

(b) Wt B 5 BRI , FoE0 465G TR H S 4 iR i35 5 WG 7100 U6 8 5

Horp R /268 Z 0 H— 25 KB & 480.04-0.08mg/ (ug/h) H k7 EH A IH—
% T —Ri$3%0. 2-0. dem”/ng/h 35 K I 771 6 5 55 11 1 X

2R E SR LR il R &, K e — R A, W:E FIH 25 R 208 & D
30wt % o

3 BRI R 2 ik il ) &, Horh Bk 25472 55 KT, Frik 471 /= WAL & 7 R & B
i FR RS A AR A WA - R AR B2 ik, BAE H— K2 S5, W5 (9 25 4 1) 22
NED3BwWt% .

4 BUREE R 3P IR Rl 7 &, He b Bk G A AEF2 &S T 27~ 15ng/ml / (mg/h) $]60ng/m1/
(mg/h) B H— 4K CoaxF110ng/m1/ (mg/h) F|55ng/m1/ (mg/h) FJUH—4K Cino

5. AR ZLRAFTAR BT & Hoh B I 7 5 0R0. 1 8120ng/ e h RS A M) E & .

6 . A ELK 3 Pk (R 70 &, e B I 75 AE RS A TR 7R 15ng—h/m1 3 200ng—h/m1 1]
AUCinfo

7 AR ELR6 BT B &, Forh B G 57 0. 18120ug/ (em’h) MRS ZY)E S .

8. BURIEE R 1 BT IA i) & Ho b BT IR A7 i J2 A0 75 25 K Je B v i 5l Twt %6 2125wt %
IR G, H I ik A7 6 B AE— R AT B DT 70wt %6 AR B 5 K Je il

9 UM ZR LIk (Rl 1) &, e b i 474 J2 it — A A B 3 i)

10 UR SR 3T A il R &, Herh 7833 R W R A7 AE — ARG & R R B B )= B
AT JE A B9 7)o

L1 BUCRESR TR R &, A BT 2B SR U T 2D —FEEY: BE
B R ORI BRI LG R O RN R IR & B ls (PET) (PET-SRE M 2 )2 R A4
BIFERX2R —HR T Bl

12 BRI 2R 3P iR &, o is i DL 7 AE— R W 3R1F 15ng/ml/ (mg/h) 3|
60ng/ml/ (mg/h) FIF2ASH— 4 Cuax M1 10ng/m1/ (mg/h) 255ng/ml/ (mg/h) I IH—ACuin: FE5E
— Rt FHP N 770, ELBE 5 B BB i — R A — N 77

13 BRI R 3BT Ik B30 &, Herbadd PA R 77 sUAE3 R N 3K 153 15ng/m1/ (mg/h) £|60ng/
ml/ (mng/h) (] VH—H.CuaxF110ng/m1/ (mg/h) 255ng/ml/ (mg/h) [ V4 —4 Cuin: 7E 5 — K it F
— NG, B SRR S — %E@ﬁﬁﬁ/\hﬂ‘?‘ﬂ

14 BUREE R 13 Firad (9 550 &, e o Bk I 77 32750 . 5ng /m1/ (mg/h) $2ng/m1/ (mg/h)
RS (H— 4k Cuax—VT— 44 Cain) %ﬁ

15 BRI R 1A BT IR B ) &, e A A8 5 it PG 770 2 5 5 BTk I 57 2.7~ 0 . 01 210 . 2ng/
m1—cm’f¥) V44 Cuaxo
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16. BRI EER 14 TR R, B o iR G 712 78 1-10ng/ em*h AR S 2908 £

L7 AR ZER 3P ik i) &, Ho v Bk 474 2 2 B SR T M BR IR 2t o ) 2L A7 2
BT i 58 TR BR B 55— 10wt % TR IR 2— 2 £ R ERAA L 20-40wt % £ PR 2 A BE 5575wt % A
WR2- O

18 AR EL R 3 Fr ik i) &, Ho b Bk 474 2 2 B A SR T M R I 2k o 1) 2L A7t 2
BTk S T s BR G L J3 feNational Starch DUROQ-TAK®S7-4287TH: 470

19 AR ZER AR G0 &, Horp Bridk 47248 )2 28 H & 0 IA B9 I =R 5 55 1 55
KIER &R —FBE SR E

20 . BURNE R LTIR BGR&, Ferb ik A7 6 25 4-8mg ) 25 K JE

21. T 35 R Je 13 R W), HoAL & 7E A 42 BRI & 0055 KB 748 = ik 474
A RAGRERR G RIMNT % R12% HER 55 K)E, ATk F#E 2N 5 R eBAE 2
0.14%10.3mg/cm’, 25 K JB# 4 & 2 LIS SRR, Hoop 78 7 ik B4 H T8 i 3RS
15ng/ml/ (mg/h) £|60ng/ml/ (mg/h) FIF2ZSVH—4CuaxF12ng/m1/ (mg/h) F60ng/m1/ (mg/h)
(KU — A Cuin, FeHp FTIA 471 B A50.0125mm (0. 525 H-) 20.0375mm (1. 5% H) ())& JE, B
R FAEAE FH— R Ja BA 2 /035wt %6 1957 K e HIZE, Frid 2 2 H—sr K & &
N0.04-0.08mg/ (ug/h) HLATIAE )2 HA IH— W E T —K#i%0.2-0.4cm”/ug/h 35 K Jé
1) 7)o P R T AR

22 55 K JE WAL il & FH T 55 K Je Wit FH T 75 22 0 i N9 B8 1 3 B I el o i o, £
FEAE R P bk B e — B 325 e G R A 49 S s 1 08 0T 4 RR AR A 28, e b I ok I 1) 49,
FErr I E N 2, Bk 7662 2450, 0125mm (0. 5% H) £0.0375mm (1. 5% H) 18 E H AL
5 R IRERNT %6 £12% B &5 K e R EMAEY, B35 Kesz&E20. 14
F0.3mg/cm’, 35 K B Z = L LIS BRI K, FridZ )20 — 35 KB & &80 .04~
0.08mg/ (ug/h) HFTiAA7 2 H A H— L E AT —Ki#i%0.2-0. 4cm”®/ug/h 35 K I &
SRS TR -

23 BRI ELR 22 v ik 1) s, Herp AE A H B e, AR B — R S, MR b i 25 7 )
ZRE 35wt % .

24 BN EER 22 B ik (1) FH i , HofE— DA FR 1 2 BTk N 2R 7 Bk $552 3, 1 56 A0
FH—AN 770, B H S — N7

25 BRI EESR 22 Bk (1) FH i , Fo it — D B FR i Bk N 2R Rk 52 3, 8 it
— AN R, FHRE E i PR I 5 DA SE e A — R I I 7R 5 DA B0 2R A 25 KB K AE TR R Y Ak
TS .

26 . BUR LR 22 Fir ik (1) 3k, e 3 — 2040 455 78 it PG 70 %) 35 — R 1 5 e A2 B A S i
523 S0 FH N U 750 5 A SR R R e L e P BT U 79 LA B 46 P — R B U 5510 A
W RS- T — RN B

27 U EE SR 22 Fir ik (1) g, e — 2D A0 456 78 55 — IRt U 50 g 48 40 e i 160 9 1 14
SE 1% N R v 2RI 52 3, 4 it FH PR S W 790 MBS R R A 1 it PR U 59 DA B 46 Ao —
KA, PAEUIL K 25 K Je KA 2T — R N IR

28 UR R 22 ik 1) s , Herb BIrak WG 1) AE RS 28 S 7R 15ng/ml/ (mg/h) $60ng/m1/
(mg/h) IV —4tCaax F110ng/m1/ (mg/h) E|55ng/m1/ (mg/h) I IH—4Cuino

3
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29 BURIELR 22 TR 1 Hig , ot TR I I 0. 1-20ug/ (em’h) RS YE S .

30 A RIEE R 22 ik (19 A 3& , o Bk W 551042 70 . Bng /m1 / (mg/h) #|2ng/m1/ (mg/h) I
Fa2s 00—k Coax—IT— 4k Cuin) Z1H

31 BURIEL R 22T ) A& , o op Brd W 77 52 7R0 . 1-20ug/ (em’h) (IS Y)E S, OB
ARA7AE)Z R A0.0125mm (0. 5% H) $0.0375mm (1. 5% H) )5 fZ

32 MUREER 22 BTk 18y FH ik , Hoop B A7 /280 & IR B 9 20mg / gm 1 200mg / gm = 1) 5 il
e =

33 BURIEE SR 22 Bk 1 e , FEwp BTl A7 il 2 A0 5 55 K SR TRl R B o Lwt %6 B 25wt %6 1
RE5W.

34 BUREE SR 22 Fr ik 1) i , He o Bk 47 % )2 B 70,01 25mm (0. 5% H-) #]0.0375mm (1.5
EH) MR

35 BUREE R 22 Fr ik 1 Al , Herp 728 — R Ja , I A2 i /2 B A 2 T-30wt % B 5k B 5%
KBk

36 . BRI ZE R 22 Fir ik (1) 3%, oo BT IR A2 i 25 A L2 AT 9 0 = R 1 s 7 R 1) 25
KR EMN B RS K e

37 ABURIEESR 22 BTk (¥ i , e o BT i A7 i )20 B 4-8mg ) 57 K JE

38. ﬁiﬁ)ﬁﬁ)ﬁf%ﬂ%ﬁﬁ?ﬁﬁiﬁ)ﬁﬁﬁﬁﬁ?%?&ﬁﬁﬁku%ﬁfﬂﬁﬁﬁmﬁ FH g g,
IR 37 B W SR B AR AT R BRI SS R e AR =, IR 2 2 A5 S A & ﬂ\i}%ﬁﬁaﬁa%n?/
212% HES KGR EWHAEY, HArd 7621 ﬁiﬁ)ﬁiﬂi%%z‘%o 1430 3mg/cm”,
Z5 K e 25 & R DL SRR IR, Hidp /8 J Bk B RE H B 4 i 3R 45 15ng/ml/ (mg/h) 2|
60ng/ml/ (mg/h) FIFa &4 Cuax A1 10ng/m1/ (mg/h) 2|55ng/ml/ (mg/h) V34 Cuin, ik
7 ZHA0.0125mm (0.5% H) £0.0375mm (1. 5% B [ )8 & AEAF FH— KR 2 &, Frifk s 7
H 25 R JETR I FI 28 3 /035wt % , iR 2 i 23— 35 K e & & 80.04-0.08mg/ (ug/
h) H R 72 BA H— L E HT—Ri#i%0. 2-0. 4em®/ug/h 25 K JE 1) 77 & 5 2 1 T AR

39. FH-T-adah 5z Pk it FH 25 A JE 1A 328 B2 I 771, LA, 5

o2

B EAEAT I Z ERAEE)E 20 BT 47 2 0 B 2 i % 0 2 4G A PR s BT ik 47 i )=
B 5B AMA Y B A6 2R 25 KR #8258 /20, 1430, 3mg/em®, 25 K e #H25 & 2 UL
V5 PR LR, Hor e B Ik b H 8 0 it FH — N W AR5 8O TR B RS A IR K,
B iR A7 2 BV — 40 25 K B & 880.04-0.08mg/ (ug/h) H Tk 24 2 B A H— 10 & T
—Ri$1%0.2-0. 4cm”/ng/h 35 K R I 7 3 BE A THT A o

40 BUR)EE SR 39 Pk (1) 3% J W 77, Herh Brid 7t 2 0 5 A RN IR R BRI R 5 WA S
Yo

A1 AUREE SR A0 Pk 1433 B2 W5 751, Bk 8 PRI R R L A3 510wt %6 TR BR 2 F4 L IR A4k
20-40wt % 2. TR 2 BE FN55-T5wt % TR R 2- 2 kUi .

A2 BURNVE R 3O BT IR (1733 RS 771), Forp 474 202 B AT 58 TR O B s 228 o I 228 A7 1 )2 BT

R REER U ENational StarchDURO-TAK®87-4287Hi &7

43 U EE SR 39 Pk 1) 325 Bz W 77, e o ik 47 )2 A0 01 25mm (0. 5% H-) #0.0375mm
(1.5%H) HETE.
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A4 BUR) £ R 39 BT R (19 128 B2 W5 571, Fo v BT ok 47 il 2 A 55 R JE IS R FE N Twt % 2|
12wt %

45 BRI EER 39 BTk )37 B2 WG 77, He v B 474 240 5 4-8mg 1 257 K JE o

46 BRI EE R 39 BT i 16 7 Bz W 77, F b BT i A7 A4 J2 2 A 2 N B 1 I = R 16 i 551
155 R e EZ I —FBCE DR %5 KJE.
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FRER—RER—IRIERK i H

[0001]  ACHITE 2 HiE H 920085 10 H 16 H &k B AR “I5 K — RS e IR 3% 2 i
HI” VHAE 5 9200880122166 . 34 A B 2 H AT I 70 S IR

B GuE
[0002] A FFES I HI 38 S 125 IR T3 i A s 28 | o i, ik 7 - a8 gy 2
I I BRI CA K T3 K e P Fr 2R 25 T

BRREAR

[0003] ]y S 2540 5 N, I HLAL 2 76 25 Mg i b o 910, 25 K J8 e LS AB A (491 2
SFRJE R RS GBS K8 i 45 K JE V87 5 K8l 55 K 8 55) A2 3 800 & b 3, & &
WE T HAE NGRS R sE PR AE NG, C 87 I xRt R 255 K8 V55 K8 VHii 55
KJCFIET K Je FIE I FRRIER 2 o 75 1 R R A AR I HE o 248 i WOKE I B ite A 25 K e Je
KA TI697 S YEAE PEAR (B2 032 [ £ FNos . 4,466,95354,470,962; 4,588,
58034 ,626,539:5,006,342;5,186,939:5,310,559;5,474,783:5,656,286:5,762,952;5,
948,433:5,985,317;5,958,446;5,993,849:6,024,976:6,063, 399416, 139,866 ; LA A 3£ [H
H1 & Nos . 2003002682.,20050208117.2002119187F120040234584) . 4N, & A 35 K eI Fe
i ARG S 55 R JE IR R R, O BT, TR MR I G 7 AT R

[0004] 375 7 s 751) A 3k F) S 451 60, 6 B F (monolithic) A1 J2 48 B o 26 B R A o) fiaf 20
1, A RAE A & 775 - (adhesive monolith) , HALE L B AL 4 4 (backing) L& 29
K474 )2 (reservoir) o I B P (1) 5 20 W0 47 i /2 LB b A 285 5 b mT 4252 1) e lOkS &
TG AE— LG BT, B 2 A7 2 PTIE B 3 ARG A PR, B IR R i 1 Al
(RVRG A R 2 o FH T N5 R0 R P B 5 5 IR Ay B 1) A8 B R 25 1) K05 33 PR U7 T A7 A 1E
WO ZE A, BT LA X BN A A AR FHE AW E R LB . £ Z (multilayer or
multilaminate) ¢ & 7] DLALE 4 — B2 A R 20 1) 2k L 2 W A7k /2= BROBUAR A i )2 - 191
W, 752 J2 WG 55, A 24 R SO 28 4% i RS TG B 7 245 0 A7 1 J2 R 422 ek 5z JER R R 5751 2 T
TR T 1 24 0 MU 70 P )RR TSR 28, 12 TS 2 4 o S 38 il /N e Ik 1 1 A A 5 AR ) A
H.

[00058] [ 1 B R0 2 R vE LA AN, 3 B2 WG SR & 29 M ) A7 48 2 7] B SE VR R AE A7 1 2
(2454 CIERL AN 771, 2 W48 40128 [ 4 FNos . , 4,704,282 4,725,439:4,867,982:4,908,
027:5,004,610;5,152,997;5,164,190;5,342,623;5,344,656:5,364,630;5,462,745;5,
633,008F16,165,497) B3 A & A k8 ik v AR B 3 & R VA 259 (O ZE NS 77 (depot
patches)) o K Jyid B2 W 71 22 b Al I B2 SR AT R i 15 22540 , Fr A 25 47 AN 70w ) defs s el 28—
M2 3E i B (Fick’s law) SZIC, I HIEH 547466 2 0 25 AT SR IELE

[0006] AT AR FHIZE B2 W) 2 BRAF I 25 0K 8 7 it DURAGESIC® 71 25 W45 1
7E45| WIPhysicians Desk Reference®i58f, 2004, 451751-1755 5T H Rk 120 71 A e g
(RIBR2E o Hooh 35 X Je v T IR BOR & 7718 5 — P25 KB I 71, DUROGESIC® DTRANS® (8%

6
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DURQGESIC® SMAT) 3 5T IU 7] , 8 3 26 [ 8 Al /E 8 A& W 3k 15, 2 0L “
DUROGESIC® DTRANS” 1% B 1 7 i R AE LR RA B Al s BB http: //
emc.medicines.org. ukRAHDUROGESIC® DTRANSYE L7 “ ¥ (5 B 17,
DUROGESIC* DTRANS®IZE NS JBIA3 R FEiE - TR g M&mE
AR T AR B A SRR Bl 5 AT A A = KA 25 DUROGESIC® DTRANS®
LGS A JE M IR 25 5 FF Rt T8 0% S D3t 7 %) 38 e i 77 25 48, DA 4 (R 18 i 9 g 119 2%
fige, I+ ELTUHH , PT &E Bl A 8] (K HERS 38 IR0 &, DA S mT B8 [R] 8 A HL A BB R 24 SR b 2 S i M 9K
9 (breakthrough pain) .

b4 B

[0007]  ARNFFHRAE T F T35 R IR0 Fr R 2 W10 25 B R 7 v o, 78 BAR S =
RNFHRAL T — R3] (once—a—day patch) (W5—RKEIEH] (1-day patch)) , HTLA
E b 2200 2 AAERF 82 40— R BVETT SHN U5 5 4 R M I ok 13 R 3 3607 R 2 - 7E
WSSt J7 S, AL B TS 70 Hh 3 B U 038828 R BT A 2T DU 25 R B B K JE -4
BITNRT 25 K JB R4 R 8 S IE 2R KB i 45 KB §7 47 R « i 258 K Je 2 b (1) — Pk £ Fi 72
AN 77 R, A RL A& QAR SCRT R 32 B2 W 7], DA A S8 B8 25 i

[0008] [ T iFE K MEFILAAL , A A FF SR AL T F Tt FHRA A 2R 25010 71 o AR 8 S i 7 %6
A SCHTIA B 77 A0 4 it O B 25 R JE BT OK Je AU (B ki 25 K Jé R 55 K i 55
KJE i K e 8725 K J 35 K8 i —Fhal 2 Bl (IR 28 o AE ML 2R St 77 10— A
S BrId 5 i A ERE T T IR 2 R B B AU () — PR P A D — N 7
it T B3, S8 JE Pl A = R T A b (451 G b A 9 R B A0 B b)) B3 R o 2 9 S e i ik &2
AN A DA

Bff 15 BA

[0009]  sd sk £ S 75 58 F AT S48 A R B P w4 = B ) 2SI 43 o) A A FF AT 2848 A, I
H7E BT B B, SEABLE B AR IR R R T (element) o Fridk B B2 AT #2 L 9] 4 7
(not shown to scale) ,FRIAESCH A ULEH /LB P, 5 8085 fUA % 1 18 B 28 R R bt i
%

[0010] K 17K TIERIGIT RGN — AL MR B .

[0011] B 27RHH TIE R IRIT RGM 7— AL 7 MR B .

[0012] B3/ T — R — it G — R 33 B 25 R Je W 77 -5 4 = R — it FH G = R 1 1%
B2 35K SR ARSI ES (simulation) ZEFAZS N B MLV Z5 M0k P LL 352

[0013]  EJ47R T — R — it G — R 325 B 25 A Ja I 77 ) A5 40056 1 TR 25 0k S
Jite PG =R 140 328 157 25 R R 771 = K (1) 52 o S 36 200 1 L

[0014]  EI57R H T — R — it G — R 325 B 25 A Ja W 77 ) A 40056 1) TR 25 0k JE
Jite P =R 1A 25 O SR U 5751 = K 1) SE o S B0 B 14 o5 — EL 2

[0015] &6 7 B e 1) SR A 140 48 FHAS [ 750 58 B 0 I =R B9 I 79 (3—day  partches) [#5E
PR LI 55 K JE WL
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[0016] P& 77 1 it FHIUS =R 4 25 A 8 325 e Ut 791 L A5 I FH 39 10 00 ) AT B 48 (1) 1L 375 25 K
JeH LI EE R .

[0017]  EI87R T X T AN[A JE B B 2 R 25 2 » R G M H 25 K JE i B P S50 85 Gt xof
AN G BB 184

[0018] PRl 97 HY T J it B A5 it P — 1 DU 7] 5 s = 1% W 7) B 2 3 36 /0N 1 3R A5 55
K JEH B IR A

[0019] 107~ tH 7 h— R A WG 741 5 0 = R I FAIAE L, A BB 21678 21 55 288 /N 4 52
Hh 375 25 K JE MR JE 1A T S B0 GBI 22 AN % T 3 8008 1 45

[0020] P& 117t 1 B LOFRIG =R B G 7 () B2 25 2 5 M B 9 B dm 42 b 1 46 T (scaled)
(R0 =R ARG 7 R A SRR A R (1 Lh 3

[0021] B 127t 1 B L0 IS — R R0 77 ) A s 504 -5 MNP O 0 42 L 49 48 s g s — R
(RIS AR A BE 1 L

[0022] K13/~ T R T AN A S &= 9 & (dose strength) B — R 45 K JE I 71— R
(1) M35 25 A JE v P 3R

[0023] &[T 47 HE 77 it PO — R %0 D 70 55 s == R 16 DU 7510 7 2 it 77 2 1 5 G I v 25 K )@
FRASIR EZ R~ 25 CEFE 2 A R 25803 1 B4 .

[0024] P& 157 H Y it U — R 1 A 770 -5 0 == % %0 s 7R 4D 5 — St o R 1R 0 % L3 v AR
AR JCI R F R 5 Bt 2 A R~ F 2550 a4 .

[0025] &1 1629 S 7~ a3 I — R 1) WU 5510 e FH 25 B I — AN 0 G 55 K e B AR ) 2= B
25K Je A e B I

BRI R

[0026]  ASCHEAR T T I8IER0 Fr 20 B2 WG 7R o 3RS 1 BT b i R
2, H BLAE HARSEIE 7 v, AR 5 A AR a0 AR SCRT IR (1) — AN B2 AN 35 R W it T
SRR AR RS T R, AR AR T TR B H SIS — R (IR T 5 {8
PR “QD”) B 25 R JE WG 75 o 75 BAR St 77 Z8 v 5 QAR SR 76 56 38 00 B bk b 1 o 460 it
FH— A5 7] BAIRISAEVR T A ROE F N AR AS T AP o DR, 4 3 52 bk AN AR — AN
FR, DS ) ek 1 S o i L AE VR T A TS Y AR A LK 73 AT (steady state plasma
profile) o 83k AR TR 1 I 70058 326 1 7 48] T ATy SIS0 468 25 K8 B %5 K JR IR S48k , 461l
BT 25K JE R R JE i 55 K Je I s K Je B 57 8 25 K Je S R i) — FhEl 2 Bl o AT BLAE
QAR ST I P U 7] HH 368328 1) 35 K 8 1R 7 48] 1 X 25 K R B B X

[0027] LI, W ALK F T30 55 e B 22 R (1)3% R 7] (multi-day transdermal
patches) (FIHTDUROGESIC® DTRANS™ 5 5l 1) BARER 8 #e— ik (fidE =K 5
— ) it L, W55 K Je i L R FE 22 S5 = 5f] (over the first three doses) PREEIEN,
SEHY ML AT LT =R — R B e [R FENS I BT R AR S 2 b A2 R B it
PR B2 3R, AR, SEBIZ PR R A2 R R 7E SE 2 11, ORI 25 i A FH IR G 751 1T ) A
TG FRAS [F B A7 AE T B2 Bk b AED SR TH WS AR — 8 S i 25 A% B8 7E A48 5 AL 23, 0
L MAATE FH 54 P 37 B 7 A S A 7], S B P RN o A 0, LR R IR, I R A 2K
JR A2 3 1 EH T 25 1 R AT 5 ik PR e PR (0 25 R J ) 2 T R A K

8
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[0028] St T4 A4k == R B A U B 490 4 s 791 e o I 3 A JE AR 38 SR L) O 2 8t ] g
FER AN G5 SR T, BV R B, 24 A4 1 8 07 3 0R I = R (A 30 P T s I, BT A5 30 1
2 e 25 AT s T = R B Y R it R G = % £ U 7 e 5 280 ) o 2 25 4 7K o TR b
LRI, AL TG 22 K G 771 (il = K s 700 LA F S 07 X006 D T S i 4 2 )
% R AT AR /AN, L/ B A AR B B 250 » (R I T3R5 I 2k 0 7 8 2 25 0 1
KT o, BAR I, A T i B S B 1 A 2 K 153 B WS RIRORT 25251 (035K J8)
(1) B bR B, v LA A EE B A AT 3R 10 G 22 R 77 (0 B BT AT 3RS IS =R 193 K2
FEARJENMGF) TN 77 R G o 45— oSl T G o, A W RO — % B WU ) 05 TR A s =
MG 70— B D324 B, SR 704 T 5 it AR T BB T3k 48 HL /BB B bR A
7 A RIRT 2525 3 K ST o BE A SR R TR 3 e 5 1 e P L S 5 Ak S Bk g A
i3 B MG 70T LA3RAS B/ B4k 4 B ARG T A RO P SR 2 M K o 24 R, B, BT Y
45 1 e FHEL 58 45 (5L B AN I 700, 0 7T B A S o st — AN S 700 SR T e i — e 7
0], 9] B0 7E 5 a5 p R R TLAD BB L 2 T4 b, A2 S EUTR IS 2 ) R 2
(00291 AANFFHRAL T SUVFAE FI 2 0 325 34 RRIA T AT IR 2K 25 T AN R AL B AT Caax
3 B WSR2 o S A0, 25 ST SR £ 38 B WG R0 R 4R 7 ] 1 2 25 M i R AEL ) R 2 2%
TE T35 IR 28 Caax A1 Conin 2 1) LA 52 (K1 50 o 5 AR ST TSR W 790 17 925 o 388306 1Y 25 40 )
Cuax 1 i3 B PRI 425 1 FH TS5 25 DI VT RSN P 1 B o 7 ST 358 5 I 7
i 7 & v, A2 1 3 1T K2 M I — TR A W 79 845 R A — % PO WU 750 BT 4 ) Co
FCuin 22 1) B9 22 /N T R BT F T 338305 A IRIBAT 5 225 M U 22 K 0 I 70 PP R A 22 18
[0030] 7 HAKSL it 7 2 v , A ST A I 70 5 % R T T WUt 22 R g Wl 790 S8 v g wet % 250 )
FAZR /T oAU, 75— A LSS 5 22, 5 A ST 3R (54 G 70T, #1358, PR Sl S5 2 2%
WLL et 5 &AM E 259 (B2 K JET (fentanyl base)) BN £ K B IL 575 (a0
DUROGESIC® DTRANS® & 5 7)) AHLL 5 &5 (Kiwt % 25 R FI 22/ K A —Be 52 il )7
o, 2 SCI AR O AT A5 A B R TSRS A 7 BN 2 R PRI R S 0 S AR B 2 2%
Wy AR B ST T G of, AR TFRRAE T W — R K7 L3RI — R R F 25251 i F
FHTT 43 Z&IEAL T FR G 2 % (0 AR 75 P 2 R 2 SR 4R AL BT 2525 i R T 4 28 o AE— A
szt b A T R SR A, H TR AR — R AE R 55K B A A
H A ZE AT B W = R 35 K 8 28 oG 770 A8 = R 2 JE BT R 2 R B R B 73 %
2SR I R S 75 2 T B A A R B AR P 0 24 B A w2 25 ) ] 2 Rk 5 S 304
Ji W 790 ) 4% (B B 2 5 20>, I A T LA 9k 2 MR 40 0 2SI il 5 R ) I 7 T e A2
Bl A5 P DU

[0031] AT ik 1A Wi — R (K0 W 70038 AT A g PRI 4R (68 A (), 9F LS80 s 2 10
WG o — A5 LT, T BB HER AR (K A2, 4 L 223 Bz W 701, %2 /0 e sl S I 300 49, 0 8
b 22 R FRIR i S IR, W] BB AR 2 , 75 6 I8 O I (BB 223X PG 70, TR AR 2 82 T K
EIK B S8 E BN H kA, N8R SIPEENY (habit aminal) , 4 [
W RS B % LU A = R B DY AT S T IR S A,

[0032] 48 A U5t B F0328 Bz W 790 7 AL 2 Ao 488 2 FRC B AE A 28 2 R I 25 A A 22 o 0 B
ST R AR R A R T T DR A R b i A R A S R A MA ST,
R AMASYEH UL B P DI IR A — KA BB 2 AR SRS i Ty
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L % B A7k S ] DA AT BURT AAS S A R T S B 2R 2540 R , E— S8 SE T R
GZEWAFE R A S RIE R R 2K, HARRAEZSWAF ik IR RS G m th AR & RIEAE A
Blo B, A8 H A SEt 7 S 5 QUIAS SO IR 1R 328 B 770 (0 24 WA i /= ml AR RV AR B

X

[0033] W[ DAAE FH G0 4R SC BT i (49 W 770 326 P 7 461 PR e A4 55 B ASS K Je 28 AU47)
BIERT 25 K Je R AR 8 VI 2R KB i 45 K e f7 4 R « i 25 K Je S b 1) — Rk £ B 72
AN T R, AT DL A SR A I 774G e R T 1, T 0 NS i o

[0034]  FE—ANSKHETT S, A FEHR AL AT A 2 4 i B 10 Sl 2 4 1 5 R I ) JE
e R T 4 770 T DA 8175 5 5 41 5 BRUJR 1) 45 200K 38 K038 B 338 28 o AE — AN I 2R S it
T7 R Z AT LA SRR Bl R R BRI 38 (FFAE T4 2 T 45 K B HE S 11k
T o AEHAR LSS T7 R p LW AT LSS 55 K JE [ AU , BNk 55 K Je R % K e -
1SR JB i 5F R 875 K e S il 25 K Je S HR ) — PhEL S Bl o 7E— AN ISR SR 7 R h L i
FIE E T Z I E TAEZ LY Z 28 2 0 B ke ful 3 i m] AR &
Y, HZ 762 LA AR A RIEBAMREMAEY, ZREMAEMEE
B CAAE N5 S IR 4R B — RN ERIBT Fr 28, 400 25 R Je i Ik 2R 5t 77 Sl LA T —
BT Hod LA H 5 48 (% 77 X0 FH SR AN BESE I 550, I HERAS V87 A RGE H A i Fe s 1
WK

[0035] A/ FFER ALK Fr S 25 Wit T 75 EE R R J7 I8 AR — N SER T R, AL
BT (9 T3 A R AR G 57 Ik e FHOE 88 5 B H BB 4 — AN B 51, LGRS ARV T E R W
(M FRAS ML 53 AT o AE— AN IS ST 2270, BT A8 A WG 57 3w 32 LB &0 25254
MR A MA SN AR AL D IEIESLHETT b, B W E R 22 55 K e, &
ALL GEE 40 B8 XAEAE T A7 2 38 TR IR BRBRAL & ) o AR SR Le S 7 S, m]
PAAFAEARIE R 55 K8 o A5 A I S St 77 52 b, e ok I ) 226 (9 25 ] LA 55 KB I 26
AL, BIIIRAT 25 K8 R 25 K BI85 R JE Vi 20 KB f7 45 K e it 2 K e S5 b (i — fsi 2
Blto 7340 AERE— AN SRS T 2, 75 B R AT R (subject) AT LA AKX R
[0036]  7£ 5y —ANSEita Ty S, AR A FFRR A i LR O SRR SR 25 it FH T 7R B A
BT BRI S — Rt FH AN BRCSE 22 AN R0, B S SR R R B E it FH — 1 38 e 77
DA 8 — A~ T3 — R B 5751 A BSCAE — R N RIS AE VR ST Y8 B Y (R B] S 2 W i) T 43 A
FEIESE R T7 R % AN B 2N R ) — SR DR S — R H B 2, 3F HAS
BEAT A, AR AT, £E45 58 I [A) A — AN UG 55 OR B8 i FH 720 i) e ik b P TR o A —
AN MIESERE T o, B A WG )& A R R E B R G MA S 2 AF =, ik 5%
EMAEY AT KL AL A ISR SE T Z8 T W 7 2 1 25 P2 25 K Je , HemT
P GBS 1) BIE RAFAE T A6 0 I8 T R I ERBR A & 75 o AE R LL S 7 S8, AT A
FFAERIBE MR 55 K JE o £E HAh b S8 S it 77 22 v, T8 5 Wt 700 325 ) 24 T DA 2 55 K Je 1 648
W, BIANRA 55 K JE R 5 K8 I8 55 K i 47 K8 87 50 8 il 25 R e S i — ME 2
WAk, FEARF— N IR Sl g S8, 75 2B A A R LR N AT 5.

[0037] 7RI e S 77 S, A B 5 1 AT DA A HE 16 S A TS D R SRIRAT 2K 52 A4
SRR AR WK 8252 3 (opioinmaive) (AN D B8 . IS (5 B4 0] DA T B8 35 (1) 9
PIoRIRAS 88 I AT LA T 5 w4 7 -T2 A 10 57 B0 FH 5 58 o 91, B SR 26 3 i 2 e
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T3, 9 T R R R R R, AT R TR SR BROd R I R K 2K T
H A AT AL BRI DL N 5 s AR PN BCE 22N W50 it A4 1) B 5 B i 2 1 Jk
ENEFIRIEE S 3R] DAPREH AR R F KA BNE T PERR A A B, A R W T R ]
P RANIRAESE 3 5 T3S 5 n] LA LR B A AR A IR S5 52 2 o Bl Py SR 52 2
5 DR AT LM s AT A P B I 57D B R SE ) 5 VP 52 i o £ERR] R SRTIR R AZ
F RGO, AT RERE AL 2-3 R N 3RTSG H b A IR S5 o e 2 AR o e WA AE 5 —
KA FH— U R0 T S Se vV B 25 3 T, LR 583 BB Py AT B2 32 1k it 5k
3R] 352 B BRUR R Ao AR SO A RIS 0] Py SRR 35527 58 3 R B0 R 0 Sz 25 i 7= A
X% BB AEART ] S (R i 52 (4 283 o A SCRIe A F R B 7 2K 327 18 38 1 4R © e iz 254
IS O AR 1Z 2 I L B X (it 32 PR RE S 8 3

[0038]  f£ 5 SNSRI T S, AR OB T 55 AT T B B Py S RS () U P 5 B A 4
FR o 2 S BRI m] DA 9 B SR O TR s e b, HOWAE FAE SR 43 A UL B o 91
A, UL P BRI A AT LI G e FE A — W 00, A W ) e P 38 R B TR, LR
2 ANERR BB DGR FHIUG 770 5 42

[0039] L

[0040]  ZEFIR AR I EORM R A ARTE , IF BT Prak#i4T 5 SCo AUt B A5 A By
BRI EESR A3 TR BB 2 AN L S B R G B R, BR AR SCh S A TR R AUE
(00411 AR S A FH AR A T8 388 g 5 45 158 HT S IR R BEERT / B3 1A 2R A 25 il N 1
(portal) , xS H R ak it i 29V NARTEE o

[0042] A SCRAE I ATE “29 W7 R 4547 B AL — AR A0 A s 1 VR YT PR B At Y
HIRCER (BN A PR ER) » (E ML 32 A P AN 3 i B33 FLAt AR 3 Pk ) (a7 771))
(K325 77 (B2 & 34 5 ) AT 5t .

[0043] AP I ARGE VR AR e AR e T S R T s N A R 2
[0044] AT HI ARTE 1B B MY 2 fa AHLL T AT AEIZ B 3850 T 169 S R 29 M
BB, fEB BB RIAT AL K SR 25 S IE TR N 12 B R A B E i
et AN ZI AR R IE T, IR ROE SR 3 IE 2B B AN & .

[0045]  ASCHAE IR “PUGIRBE  “SR UG IREE" B TUMIRE S W” , £ 52 LA TR & 71
BRI A 7557 (proadhesive) [ 5 S WIS, 52 48 DM IR - PR R R - PR AR I o B8 7R 4 s 11 2R 15
MBI BRAE AT U, e R LR SR SR B R WA BRI 3R o
[0046]  ASCHIAE IR ARG “Z5 K JE RIS (T SRR “SRANM™) A& 48 58 7147 2 1)
2, BB 55 K JE R 55K Je % 55 K Hi 53 A8 VP25 e i 25 K Je 5 ol PR 2
5 KRB SR BT 5

(00471 A fat P A 3 S VA AR 1) A 416 v 25 FRO R P AR T L T At PEE AR B PO A 51«
VLRI 717 e T AEA7 i J2 b 2 A R B e T AR AR B 73 B2 ) (81 o o R Je ) [ A B
AR 8751 o

[0048] AT AR TE “S AR WAL W7 R 45— R a4, Horh 29 AT A Hefh 41
R TREDH I HUA R T GIIRT) HAEAF 82 0 R BRI A7 AL, LB R
M 2R A ZA S AFAERE RN A 7 Kb e Al SR GBIk 5

11
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o

[0049] AT Frfd AR TS “H 57 2 e 29706 12 A B RS AR EANIR T b BB e X
(T2 I 077 B0 SRR AR ) Uk B 7R 3G 0] SR R Ok A b PR IERL
FOEATR R ) S BB 70) 70 S5 LB 4 771 5%

[0050] A SC T 1) 3 2 4 1l L™ 2 i FiC B &5 2 W 1) A7k 2 RVA R 2 TR IR 245 1) 2
P i, HAE R AE T B 2 MWAFE 2 B AR R I 2R, “HE R 3 51107 25 K Je I 771
F& TR A 2 4 T R ) s 77

[0051] “DURAGESIC® 25 & Je Ik 77 ” &2 45 b By 8 10 25 K Je i 7 (i & W
Physicians Desk Reference, 55587 ,2004, %1751-1755T0) « “DUROQGESIC® SMATH: i
N5 1 “DUROGESIC® DTRANSP & I 4 546 B Janssen—Ci lag 8 B 1 fE 1%
AL [E AT ERAT I 25 K J8 A 5 TR M R T 5 o v 1 3 R R SR U ), 2 LA AR AT 3RAF 1 ¢
DUROGESIC® DTRANS®E B2 M 717 1 7 b BRAE MR A X DUROGESIC® DTRANS®
i R R R (s B R

[0052] R “AUC” & F I8 ik 5 0 G v A7 2 24 77019 ML V75 R o) T I i) AT 2 FE1 i 76 %) R
AT 28 T AR, I FF U6 8 525 24 I B 1) 0 & B 75 06 58 S 20 24 2 S B TR) 67 o AUCine A2
FEAK 2 T PR KR [ (4 i 2 TR o 4T R A SR U, AUCss & 2% T it FH 771 5 31 50 R KR [ (1) 45
ZjfH (dose period) IR AR o A DA 23 M >k B 8535 10 ML FE A SR ZRAFAUC, %) T-1H
b T M SEIRFRAS I 25 A RSB A 1 IS 25 K JE ik Sl 28, BT LAZRAZAUC 4 Z)5))
157 5 BT, FTHAUCss MTAUC ng A2 AH [F] K] o XF T35 B2 55 K J8 7 it » L& E B AUCss Al
AUCinsA2: E WXL (Sathyan5 A, “76 BRI 42 i FH 2 S5 YRR P RS i 45 K Je REei 4k

Wk (Bvaluation of the bioequivalence of two transdermal fentanyl systems

following single and repeat applications)”Current Medical Research and
Opinion 21 (12) 1961-1968,2005) .

[0053] AT fd IR ARTE “Coax” S R 254 (110155 K SR B SRABIAY)) HUUEAE (peak) MLV EL
MR E

[0054] RSP fd FHIG ARTE “Cuin” J2 48 25 (00135 K JB B SR I AHE (valley) ML
IR A7

[0055]  ASCAfE I ARIE “U9—4k (normal ized) Cuax (ng/ml/ (mg/h) ) ” & 45 Cuax (ng/m1) B
LA 52 250t FHIEE (mg/h) o [FIRE S UH 4 Cain A AL T A BT Cin o 801 52 25 40 6 FH R 26 A2
2yt PR 200 28 A2 A AR BT AR A T IIAIA) 3326 Ay DA™ i bR 25 Hh Tk T 22
[0056] A SCHTAE A A TE “A= R HIZ2” A& 45 25177 ity P MR AT P Rl 23 BT 28 465 A
a3 FF BLAEAE FH AL AR 15 0T ) 16 28 RO B o it 25 1R300 242 S 50 (U 2540 (v W AF it vk
BRI JE (Cuar) R IR B H 22 P00 FEE —IF (7] it 2 (AUC) T I AR) KRB 58 1R 22 AR
[00571  f3escd 21T SCVE AR 1) LA A AAA &0 T3 B aE W 1) 2 S AN [] 16 7 i £
FABN SR 025 AF ST AR B AR BB T RO WA N e A1 “2y B A SR A o IR
JYRCR BT 8 B R 2R B 25 W00 38077 25 A7 2 vh IR 2P0 S 2078 1 JEk v ) i
JEER TR | SR J 52 R Tt FH TS 5 P P 28 P P 58, T T SCSE PREREAR 1 o — e
A P it 26 S AR (AUC) - R0 I & DI Ik 1) 24 78 2 S 2 ko

[0058]  AUC. CuaxM1Cninse: 55 W 7RI HE MEAT SC O S50 1 0 25 Wit PR 2R HEAT IH— AL I 254

12
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WS A I B L e R (R, 01 SCRT e S T — A Cua) A2 S G FRIRI R A RIS HL

[0059] >4 bl 0 ELA AH [F) 25 40 B PR P AN [) 7 I, AT DA 4 B 80 14 (191 FDA) AR ) 5 2%
PEFE T , 3 1 2L T AUCH Cunax B SR ST AR M S5 55 P

[0060] 33 57 U 71l

[0061] Rk B2 25 3% 5% Za 00 5k I 1 AT 2 b B o AG) S i 98 Sk 2451 6 B 2] 1 A2
B » 375 5 B W S0 — AN i 7 R B A4 322 L B AR 2 2 R AW A7AE )2 3R]
FE R ES AL LA — N EHIAE 6 23, 20 7 PR il 3R 04 20 & M o Z A48 )2
SEE AT H T E R IR RN A7) LAY IR @R RIS BnATEE RN, 5
R A RN HA B HAt A Az ) I BAE M R 7 — AN SEE T S, B 2R Atk
TR B o I AN B B LA BT 5 MG A MR BRI M KL o /748 2 31T DL AR S A e 3
ZHEAMAED ALBHES DA ST, BRI ITE A 5 DA s T (LERT) &
AAEAT i J2 3 R I AN IR B IR FE AR AE X RE 7= AR — P &4, Horb B 41 43w Vs i (BD L £
AR R ARG A ) o NIRAR, 78 A S 7 R0, %4748 )2 1T UL &5 291 A4 5k
AR I H i T LR AT 25 2% Ll 52 3R S M BLE lUAEAE )23 %R A R
A SR AL T b TR R A T B2 R B 1 AE Z AR S 5, 20— Rl 4 (B s
7 254) LA AN BE ) S ATAE o AE— BESEE T R, il — M (Bl 2 Fnis %
R IECR A A ED DL T AR B E A AR B LB R B SEHE T P 24 A 74E 4
FEEIF HEEAY.

[0062]  FEEI 27N 52 77 o rh , 47 il JE AT Bz JB 2 A 3 1 mT LA FH S O R 5 70 2 6 T
F o A7 )2 37T LA a0 B TR (1 SR A SR S A S B 2 MR A A A 2R A AR JZ T BA
T H 2 RS B 3G A DA B HAh R Ay

[0063]  Fof 4 JZ2R] LLTE 1 B 38 A T il % 025 2 3683 028 WU 79 PR AT AT A 48] 4 i A<M ) B PA] 2E
A KL, ARG R AR TR RIRE LR O R AT RS O If- R TS EVA) -
BXR IR, RS RN R R R T R ER IR AR 4G B R SR B A AL
(KB M o AE—SE S 7 e b, AT I E A FER S TR 20 (LDPE) MR v 2 5 2.
(MDPE) # R}k =% 5 58 2.4% (HDPE) #4K} , 4] fISARANEX (Dow Chemical ,Midland,Mich.) %}
BTN B R R A S T B W R Z R 2 5, RS R4 IELDPEZ /2%
LDPEJZ/AE 2R JELDPE /2 o 1% 4 #8221 SR FE AT LA 290,01 2mm (0. 5% H-) 20, 125mm (5% H) 5 4l
W1£30.018mm (0. 75% H-) 0. Imm (425 H) 5 B £70.025mm (1% H) $]0.0875mm (3. 5% H) .
[0064] K& FRI4Ffif S22 3L R B S S 6 T LATE B 1 AR S50 2 R A i SEORG 5 771) o s
R A RS2 FE R AR T 58 TR R G R AR B 7 T PIB) SRR T
W5 IR CIRARBOIR G5 BT IR S i B L TR B RG  70  SE ) B R AR AR T 28 24—
IR IR AR BAL R Y (SIS) IO IR LR B IL Y (SBS) VR L -2 -
T IR IR BIL I (SEBS) Be H ik BE AU .

[0065]  BX ST M4 S B B (HMW) PIBRIE 4> F& (LMW) PIBIITR &4 M 2KIRE 1)
TEIA H A 035 [E % FNo . 5508038 1 ffiidk . HMW PIBK 4 &3l i J& 7E£9700,000312,
000, 000Daf¥ & [l P , MILMW PIBRY 4518 % & 7E35 , 000260, 0001 Y [ P o 4% 34 S (1)
NFERENSTEZHESHIT I PIBSLMW PIBRE & @ S 1:151: 10.PIBKY
A 7R3 AR BRI, B R TSR Te K = R R IR (B an ] M Exxon
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ChemicalZR3JESCOREZ™PHIE) . BB T IHE -SR] AVISTANEX ™K 7 5 4 M Exxon
Chemical 13 2] . fLIZ AL A FIFEPIBRS & A A4 , T N ]l i BRI 5 K e & =2k sEB E
PRI , 1X 2 RN 25 R JEAEPTBH 1 Al FE A, R T B AIG Y 1E (diversion) A HI
FE AR NI TR FRZF RS AT R AT A R oAt 25 i Fo A FH RS A5 7084
BHEFEREA LA A, Bl s o F 25 R AR P A R A T TR
2 WG 7)) Tk S e R A R A Al 77U AE 28 [ 6 FNos L5, 232, 70244, 906, 169114 ,951, 6220 45 4
[0066] 4 b Fivik , i 25470k = 3 B AE AT ERZ 2 |, H & A7 J2 30 B IR A2 A 2 1 A2 K
A PERT BRI i Z 1 AT LA ELA RS S ) S B A o SR T, BEAN AR S 3] LA AR
FHEAMFE R E R, A R B2 A T PRI R Z5 7468 =37 LUE K H
ARG R 251 BCEDTE TR A48 ZHRE B0 Z 25 AF s 2RI LU A RSV
Bl AEZRE YR, 29 B G BV AR, UAEIZ 25 Y078 B /5 (0 96 B N 18, 911 3 2R
AER I/ CBR CIFERILIRY) EVA) NGRS R O M ik B R S AR — e ST T &,
2082 3T 2455 BT 852 BORG & 57, 1 a0 T DA SE TR LRRIA I PTB B A 445 R R 3L 5%
Yo Horp JE NZG AU 1 HoAth 37 i 25 VA7 At 2 AT 0 BERORGE & PE RE , DR % B2 I ) Ok
FRAE R IR b R S 18 N 3 X 2 W) AF A 2 BUEE B JZ 1 JE RE AT LA 200 285 B (0. 005mm) 2|
AINTF43H (0. 1mm) , B 71£90.5-1.5% H (0.0125-0.0375mm) , BLE £)0.5-1.25% H
(0.0125-0.03mm) , BLE£J0.8-1.2% H (0.02-0.03mm) , B, & £]0.9-1. 1% H (0.023-
0.028mm) o — Mt , %)% B2/ T 1 8 RSB 2 W 7], J5 35 R 292 H

[0067]  RFFAFAEJZ ISR, A FH— R CR25:24/NNF) BE 4 — IR 1977 2200 W 7511 3R 43
B i 2 (lug/em’hi# % 254) - %8 & B T4 80 B8O Sk 5 7268 12 2 [k 5
Ze [ BRI o B — N R 25 M TR 2R (ug/h) B ER T A7 i 25 R0 57 ke 2 i) () 42 e T AR
I, R FRAFAE 2 B RST (S AR NS BE) DA A B 75 i s A 254 i ik il 22

[0068]  fE1% F A7 it J2 I ST IS) AT LA BRI oy — A DR 30 e 92D B BRL Ll A o B SR 9 A ) il
FH 2RI, , T I B — I 73R4 A AN A 6 2 B i 258, W2z 7 1 il FH 25 e A ] B il FH 12 s
7o BRI, ELA AN /N (A7 2 2 AR 380 24 5 I U 5 AT T 92D BRREL L3 FH o 72— 5K e
J7 & fR AL T AL HEAE P IBA RHE B A7 6 J2 B WG 7)o A58 FHP IBAT RN B 47 it J2 7] e A2
FRAER , D NS5 K JB AEP IBH RV M B2 BAIG . T A7 2 ] AE R AR 25 K JE & & T 1R 1 AH
)RR E .

[0069]  wL A S PR 17T &, T R 3 AR A 5 98020 U SR 2 T AR, DR I 2D A7 i J2 () 3R T AR
FE—BE STt 77 29, W IR SR AR (BL A7 6 2 R AR B 2 /NT- 30k TG 2 % A& 1)
s 70 %) 2 AR o 8 2, £E— AN RSt 7 G2 v, AR ST 1 G 790 ) 26 AR 2/ T T
1683326 A () BT S 24 T s = R (R0 A 1) 1 2 T AR T TR AR UG SR R i AR, B, A7 2 3R
HAH

[0070] £y /P Lk FH 7 1, 1 m] DAZE R s 245 5 (491 S i 28 0 51 v 1) 22 40 1 R S A/
B E) o AERARSE T ZH, F T AR S 254 (B % K8 W5y K Je i, 855 K e 1)
AW 5 R 25 K8 R EF R JE IS R Ei 45 K8 S 87 25 e M 25 K Je 55 v 1) — ik
Z ) 1B WA S A )E , R 3T 100ug /h S5 2, IR T 24 aAEEF 2
V)8 B LS K L) /0 T 1 2mg s B A0 56T 100ug /h i) & 58 T, K Z)/0 T 8mg ; B & X T 100ug/h
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FIE MR, RAT . 5mg B AR AT AHF A BHME ST AS [R5 Ho A 55 & 58 2 (AS[R]T-100mg/h)
(126 B W R 2 & & 0] 4% 5 R (WA B e b A7 YT, BT, 55 e — (149 22 ) 2 1 A
CEFEFR AR S M4 i b 1) 5 AR (BERST) i b - 2, 50ug /hifl & FH T H A 100w
g/hiIE SR EE ) — A, DRI 50ng /hifl & 9 FE IR R 259 & & 2 100ug /hif &= 5 L K 2547
TER—F.
[0071]  7E /B FH 13 7 1 AT LA G 55— A R 25 2 78 R I i I 5 v 5 A I AR B 24
Wy (UR B8 7EA8 S i 70 9 254 19 = 90, on SR B4 n 770 9 25 M dwt %6 R 2R (%1%
W S5 AE A8 R Fa bR ), sk 2D A2 458 FS 7)< fa mT AL e I 25 W&, 9% B n] DAk /b
W FHIX e B 7 AR o AE ELARSEE 7 2R, AR STl B W 7)ol DA 5 29 W42 0 2 e
FORST BLIRAS X T-1001g /hf1) & i Bk il K 29 20T 6mg B B /D) 2R B8 B 28 (B9l a5 K e
A5 K e, B e A, R 25 K8 R 55 K JB 645 K8 Iiiss K Je &7 45 K Je - it
53R JEFE —PhELZ R 1) & AR N ISSETE T S, TR B S 2 o2 K2 mg B BE D,
[0072] SRS, LA ESEOE B ICEE , E F DB 820 VIR 802 &, FEARRT 28254
(R JE LA B9/ INFAd T2 0 RS (RIS i i 87 s 9 o 25 P irwee %6 L FH 28, DL A et pe % LA
P8 B TR R VR ST A T 2N A I 75 I [) P 18 328 0] S 24 M1 I 771, 3 A A& 1 e BRI
WIAR ST VEIR I, A8 FHER AL 1 IG5 SE 7 22, AHA T 2 R4k &, HoAa S 8D Bk
K2, 3 BRI b S A BB S 2 WA A R R/ B 2 SR AN Bl -
[0073]  ArAR S Ffv ks 114 W 751 b v 5 B RY 65 70047 £k V2 S EORE 5 77 U J2 6 AT AR AU 2 S )
PRt BEORY 5 70T 1 o 38 FH T AR ST I 38 1T S 70 40 S Tt 7 58 B0 R SRS 4 791 6 <2497 A0, B AELAS FR
RIRIRER R Eb KR T PIB) KR M BT A AL BER A s &
FH T 25 S s (5 W 77 1) S it 77 58 08 28 TR 4 ek B L SR W IR0 R A 77 8 S8 9 FE AN RR T
RO =50 IR R CIR R B LR (SIS) RO —T - IR LR L5 (SBS) VIR Ji—
CGi=T IR ORI (SEBS) BA A ST i Bt A4
[0074]  JRUGITERG A FIEFE R NGRS APIBES, JLHE N MR G RN MR EE S (H
TR 5K A0 Al LLEEE &7 2 D PR ECE 2 BRIt 2 3L SR = e R Y, Pk A
43308 F R IR S TR B bt A1 T PP S TR BRI P AL SR IR IR 2 A& (secondary monomers) BY,
BAE e Ak AR L B FAE AR T 20 2 M1 AR B SE T M IR T A 1R
AR G IR P BE M IR O B8 TR R T e R TG IR T R T R LR R L TR 0
TR LR TN IR 2- £ A T lie s FF JE A I IR 2— £ 2 T B TR I - = B PR B TR G v R iR TR
WHIR2- R COBE PR IR 2- L OB TN M IR 23 18  FF R T A TR 22 1 S TRUM IR 1 — e
B B B R e BRI PR R T = e R R R B IR = e R A B AR T
IR TR TR IBE NG . — R R eI TR I S TR IR — R R R Ol R AR —
FRE TR AR BRAUT R IE ClE  FIEPAIRA T B AR IR R E R O R
TR IR AL 2 B FF L T IR 4 /K Bl s (glycidal methacrylate) %o 3d 4 TR A IR
Fih A IR HoAh e HE R AESatas, “Acrylic Adhesives, ”Handbook of pressure-
Sensitive Adhesive Technology, 552k%, #396-456 1 (D.SatasZmis) ,Van Nostrand
Reinhold,New York (1989) H, A EL KL & 7P LA (National Starch and Chemical
Corporation,Bridgewater,NJ:Solutia,MA) o BT 5 PR B2 TR ()RG5 790 000 LAt S 491 e
. B R S R HNational Starchiili (7% 5 A %5, 2000, DURO- TAK® &
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National Starch¥i&FIKITAR) :87-4098.87-2287.87-4287.87-5216.87-2051.87-2052.
87-2054.87-2196.87-9259.87-9261.87-2979.87-2510.87-2353.87-2100.87-2852.,87-
2074.87-2258.87-9085.87-9301 M187-5298 . DURO-TAK®87-2287H87-4287 — & 1K
M EADL AR ZH B BR B SR ARG A 7 15 . 2wt % TR R 2-F2 2, T8 K 2920-40wt % 2. BR 2.
BEFIK £955-Towt % iR 2- LB O B s IX I Ph SR A MRS A 7RI A R £940-50wt %6 [ [ 1A 5 &
BT LR TS DURO- TAK®87T-2287TH: & 7l FH 28 % TR I R 67 % TR R 2- 2. A
B 4.9% N IRFE LB A0 . 1 % B B A A R 4 7K H i BB ) SR AR H 5 W3R AT . 2 W38 [ & 4
55,693,335,

[0075]  3& FH-T- A STk 19 I 571) () S it T S8 ) A IR 2R A W) ol LA 5 A AC B B A B AR AL
BRERAWE & i O RNE SRR B, R R R &Y AL 7 2, %
R A A B AL AR R (Te) IR T -10°C , BEALIE T A £-20 'C R 2-30 C 1) 5 TR J5 B T Al
Bl FEATARI S IR S B 2 W, 58 PR PR BE RS 5 711 3+ B (R N EE2E) (MW) ) — 25,000
10,000,000, %1150 ,000F] 3,000,000, B % 100,000%1,000,000, — HATE , MWEEIR T
FROK, SR A Ak s Ao AH OGN B 2 AN

[0076] Y& HLAKSZii /7 b, 7EPIBRY A A & Wb SR OLPIBAL & 7 7E BL RS T =R
PIBZH A m] DAL S AR AN 51 43 F P IBAL 4 3R 770 HE 38 28 3 o 55 4, AR SCR 8 A i1
AT DUAT R SAUBE R 5 7)o

[0077] 40 B Fristi i, AT DAfSE S8 B 0240 & W00 4R SR 3k B G 77 (K A7 )2 (481 €] 1
K 2008 J23) - 2K A M SV A A S 8BS A RIEME A 5 o AE BARSEHE 7 S, 1
KL% BIAEAE 2 05 R UAE N7 T 4 Fr B0 — R EM R R4 A — Ik
SEH T S AW R 5 K8 o AE HAR I S SE Tt T S, iAW) L 55 K R IR AU, 15t
SR JEREFRJE VI SF K JE i sr KJE &7 55 K Je « M 35 K Jé S (1) — FhEs 22 i £ — 285K
W7 & A% 25 290 0581 291 75mg/em [ 2540 s B U120 0T RIZ)1 . 50mg/ cm” (1)
234 B 290 . 08FN £ 1. 25mg /em” [ 254 B £90. 14310 . 3mg /cm” o 7E HL LU L 7 R, i%
29N 5 R SR BRE 20, Horh 55 K8 it O BARIE A B 70 5. A8 AR SE i 7 22 b, %%
V) 5E ARGV o

[0078]  FE4FE SLHE T S, TE AR R B I R A7 6 S 0 A B LA I 25 T A B B R A
ML 210 . 5wt % B Z125wt % 5 Bl TN Z 1wt % B2 15wt % , BLE B A WA AR £
2wt % BN 212wt %6 o QAR SCFk (G 77) b A B0 474t J2 A B A IR 26, 7T LR £0.2-10
% H (0.005-0.25mm) , B WI£]0.5-1.5% H (0.0125-0.0375mm) B & £]0.5-1.25% H
(0.0125-0.03mm) B & £10.8-1.2% H (0.02-0.03mm) , i 41£50.9-1. 1% H (0.023-
0.028mm) [ )5 & o 7E— BL ISt Ty S, 29 AR NI 25 0K 8 , i R A7 i )= 3B
BEE A 55 K JE VA N e A A A I 290 . bwt % B 2926wt % s Bl S R S MA &Y
I 2 1wt % B 4115wt % ; BLE 212wt % B 212wt % 5 BLH Zldwt % RN 4110wt % o 2 29 W) 40 R
A A (R A R ) — BT A2 W AN R 25 W B ) ik R WAFAE )2 /2 BRVE (cast) B4 #4464
Bl E Bz e R E 2 00 T A7 — B 18], FE 00 5 25400 & A2 16 HE I o G0 SR R AR 7 s TR
NAEEAFE— A HZ G I, VAT A 92 B A2 245 W 7 5 JBORG G 5751 o 40 3 il R AR o i AR B
VB BN B AFAE AT DL L 5 e ARl 3 XES 2R AT B 20 BT R A 5 o

[0079] A SCRTIA B 551 B 69, &5 IR A7 )2 3] DT B HoAth 4l 4, B anids i) L 32 &
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R A R Gk RRRE R B E ) IR ) IR A PRIERL PO AR ) BB B
SRV o I VAT 4 79 R e 0028 N ) He At A L, S5 A 2 IR e i B LIS T ARk JE A7 72 T
EEE

[0080] G ALTHE L, B FE G oA W] T340 — FhEl 2 M A M) B & M 8 B LORIT A
R ZE T8I o W25 7 IG5 R P DA JE 1o b #E B 5 29 R B (9 i FE A7 R ) e
FHT B Wk o 1533 38 9t 70 S HL AT 38 i — P Es 22 P 25 1) B30 Ay A P03 PR R B iz i R I R
774 FIB B G55 7K LR 9 A /NI (1 in2)2-25em” , (H e 7] LSEK) 3R A33h
I THE ML R A P2 () 3 22 3 i T 5 29 ) B D P SR K i 1 o — B IR I T R B A 3R
B AR MG ) s — PhE 2 AT e [ - ARG 5 R H R 5 R R S | R R I K
FUBE TS =y H B AN SRR AR AR S TR EE PRI AT HE T LA R R
(1AW 250 1-30wt %6 [l 44 o 1237 38 i 57 S 490 F AR AR T B (BB H- v 1906 D B
(BN ZE TR  F IR T e iR Tl R) B s 5 LU 24 EE (sosorbide) FEME IR & —EEH g DT R IR 5
OBt AL BEFLIR s HHE A I 0 (2) TE s HHE IR 0% (2) BEC TR ER s HEE IR A L6
(2) TER PR BR s HEEEE IR A &0 (3) BRR IR s H IR A Ol (D) Tk s HEE LR A 0% (5) Tk
TR s WAL R 20 (2) T s BRI T I H Ve B 5 Y PR H Ve s N—- AR BRIV BR s N- PR 55
B2 R s N—-37 B -2 ML g e i s AR 2L IR s SR e —-4- AR A M (2) BE s R —
BE-4- HEERL R A O (5) Bk —F i -1- HEEB i s H B G — B2k (DEA) o 376 1 38 56 771)
AFEEAIR T AR A RER (LP) 5 H AR H s (GML) B 37 e Hr v s | FR 28 Ie Hh
BE - By R H S (GMO) VR N- HEERE NI R AF R .6 - AR 4 0% (2) Bk AtE
SRR @) BRI K L ALETE B HFEFR T o A 18 175 1 1 5 75 1 Ay S5 48] 0 7 491 T 3
[ 4 FNos.5,785,991.5,843,468.5,882, 67616 ,004 , 5781 , SR} , 78 FELLSL i )7 & rp , A
i B IG5 7)o

[0081]  FERLLLST )y Serh, A7 2 SRR PR AR DU R ME (quick tack) GRS AT/ L
158 35 Jo 5 A R ) ) AR R SRR L, 491 0 2R FR RS PR A R Tl (ELVACITE, FHICT Acrylicsfili,
#IAIELVACITE 1010.ELVACITEL020.ELVACITE 20) . &% F &R HERES, I FY S FEANE
3500, 0001 TR 475 B 16 55 o a0 ST FH IR U, bR K 3+ = TR G R R A4 BB AELVACT TEAS 5
ARG TR G, MR/ Rk, F TR A 7R A AR AR PPELVACI TESE
B Ky FERMERE GO0+ BAR T R ERER) o

[0082]  7FJELL St Ty G2, K BG BE S BOERG R I ARG G RIS, LSRG A R
A I8 ) HERG FRI SL R R AN R T HE R A2 s 5 IR I s AL RIS s Tl M 28 s A AR B
JIE s SARGM T 5 1 WIESCOREZ , & 42 FH A v A6 2% IR BH B 58 & Bl i AL 22 R R R R &
FEB 5 S AT T A& B IR IR AR G » A B R IR ) 5 s 0 i S L 5

[0083] 4 A% A& , BT A0 FHRG 3ERL IR 5 58 S M BUR G IR I 0, 2% 2 M ik
BAL TR W] 58 A 25 T SRS A I o i P %) A S MR AR TR (o 5 R B OR 20 4) B3 2 7
COry i) — AP i o 78 FELL S 7 S HP , WA SCHT IR B 550 AT A 25 3 SR A P d L L 3
R FARIR 0 3G BE R A7 =, Fep R A SR A R A YR 295-50 % , JEAL 1
SREA T AP 2130-85% , DL W03 R A RN A £2-40% .

[0084]  GA SCHTIA I WG 7RI AT A — 2D & ml s B AR 37 )25 o AR 47 25 7] DA ER (9 1 R 5 4
R, Z R AV R AT DAT R & R R A A BB SEB 35 R A B R IR LI
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FMALN RN RWRRES ROR GBI BN R R R B RN K - HF R
T RS AREELL S AR A AR ST R, AR B A AL RS Pk

[0085] W DA FH 45 Pl 8 AR A R oK i3 0 i B2 i IR NG U B A2 I AR A E T
1 FHRR 7 AR SCEAR A TR HBES A RL LA AN RE AL HE AT R B AT (0 BT 75 Zh e i H e 4
o

[0086]  fE—ANSEHET e, WIAS SCHTAR G ) B A B 1A B i &5 44, ez g A A R
H=)ZERD, FF 2 BT A 0T A Y JRR IR AR 24 1Y B AH A7 i 2 R R RUBE AT R
(release liner) .fEMESEHETT S , 47 % /2 J 5 m] LA FHIP TBAY £ 7)1l 7135 5% 74 04 R
R AR AN — PR 2R 254 (25 K Je i) KIE o 7E— A RS 77 9, AFAER] i
BB IE IG5 R RS R SRR S AR AR ST T R, Hop AR IR B AR B AT BA
FATAE , X 2N I8 15 AT S RS A o £E IS S 77 28 H 8 A B 3R TR A BR BB RS 5 771 T DA EH B
— LR 2 SR B, B A0 AR 28R 2 IS S TR R 2- £ 3 LR AT M BR 2 L BRI L 5
1, B = e R Y DURO-TAK® 87-428TH & B R ¥ DURO-TAK® 87-2287Hi &
7.

[0087] [ 1A% FH2E A NARAEAIMIRI AT 2 LA A, A8 2R SC BTl i s 751 1) SE it g 28wl A
i P47 2 0 — P B AR 2R B B0 P 25 2 AL B 0 /N A8 (B B il R - TR B -2
(form—filled seal) , HAf7hE)= L 5 E L FINo. 4,588,580 BTk AU 77 R TE L) o
XA 2 AT UGB 25 AL A A R NS T SR B IR /NS B ANIS I M A R 4%
1] 245 ) 3 125 T 2R 1 R R A I S FIT T i o 12 285 B ] DL B T 28 BB 2 ik B2
okl 45 J2 CE T LA R 1) AR BT R Bk b 2 R PoRG 4 700 0 7] 08 (47372

[0088]  AIFE/NAS S FR FHEGMAE ik IEAL A, B KTE RGAAEKIE RGFE . T &L
T HIT R A R G — R, S BRI R R 2 R A R R AR AR R R
TR 2 Y e T 4 2 B H At L R0 ) B 771 o

[0089] %1
[0090]  BEHCAFfiE 2 A W/W %)
[0091]

MR T, Y0 1] PR Y
Z.1595% 0-47 20-35

i B 77 1-10 1-5

Bl X258 0.1-10 0.1-2%
H20 RE RE

[0092] %4 ki & 5 i 6t (IG5 2 38 2045 (LDPE) ) 20— 2,18 24 B (BVA) JLB ¥ (0-
40 % A 518 % VA) T At 50 15 AR i 1k A 58 G ik B L 2R 4 (461 51 T Y DuPon t 9 HL7E 3%
[ £ FiNo. 4,127, 127G H#ERIHYTREL™ME A-4) LA 18 IR, BiR/K-2. 8 R4 H A Kk
URR () 47 P o T R s 1| B 0T 55 A JE R T 22 g AT ST o MR i, i A B SR R e 2 B R RO R
XREFE AT S AR, He b e % RGN, 2B AT A7k 2 Fp ARG R B AR B K R 25 4 )
FEXTHR BE I AR AN o 7025 R 8 B EATAE IR IE DL RN EATE B P LUK h P AR TR K
DA, G T PR 16, 242 M R G b R, AR A R T I 2 I R A TR S AR
5| D 24 8 1o 3 R g o S B8 1 B Bl 0 5 1% 25 ATV R PR IR A SR T T AR LA I

18



CN 104398496 B w Bg B 14/29 T

DRI I, S BRGE ) 20 B Y FE 51 29 A0 K A7 A 2 P B P R FEE B A1 o JE 1o 3 2 T 5 Z B A
ZIWN N R G IR [ IR ZE , ZIR TG PR AT LR IE S8 , B HL 2 A8 1% R G i AT FH 25 i R 1)
GIESSCIR

[0093] iR i i (n SRAL & k) AT A 290, 5-5% H- (0.0127-0. 1270mm) J5, %1 41
291-3%H (0.025-0.076mm) J& o F4L, 7ENGFIE &/ NRAEAB R, 4768 2 B R E 7 DLE
K#110-50mg/cm”, FRAFKL10. 01-5mg/cm” ) T2 & RT3 FA7 1% )2 , NS 5 17 ik
JEHE AT w1 ERTIA BB IE 3550 IR 57 3R R) SRR R HAh 258

[0094]  Z5HI it i

[0095]  — Hjiti 1T Sk 3 K M 7R LI 25 W0 A76i S 3 R I 250 9 BB B2 kb, 721 40 25 )
B R S B g S A A B R R BRI LR B T S R R 2R B W R 77 25
TE 7 PR HP B A FE RO B IR %) JE P A S Ik it P S A7 N I 25 R L 2D A = R 1)
R ESE

[0096]  fE-—/NSEjE T R, N T YERFRF SRR, R E — R A R E AR D &R E
T RYIE (RE A ) 6 7], o 38 S 1 G 7Rt P T 5 bk b, AR i T8 6 L b o ol £
MR ZMAKECEIABNGTT K2 S5, Bl J5 7045 29 BRSS SR Bk 2505 770, 1 FH BT 16 0 551 5
e, DA UL PR (1 22 A o PLade b, SRy Y it FH 77 (6 AN A B ] I A AR 45 2R, 1R (D A
(47) WG SRR NG A RIS B T Bk b, 80 B & B AR (insignificantly) 45 (@11
SRR STERRASTR , oF BT EEI 7R 04 24 403 N T i FH DX S RN A 1 B b (g R i DA B T — T 75
Jite AT PN TR B8 5 0P UAC » AKEA) SIS 28 40 40 L I S 4 e A T 42 52 1) S ] PR IR 2R
%

[0097] Sy Y BEPUEERAF G YT ML IBK T, (i R4 R N 51 B8R 3 AT DA R B e FH — N U
FIEE 2 MR, 72— K (REK L9247 2 5, 78 57 Bk AR B8 #0450 B s 77, 491 /e iz ke 1
UL N AR, A H ED, KL RE24/N) B

[0098]  fE3% K JE ARFIIEMZGYINT , BRI, £90. 02841 10ng/m1 [ 25 A JE 1L 3 ik i 38
WY AR AEZ TGN, T LAY E Z90. 35 Z3ng /m 1K) L2 A A VG Y L 4
K Z LGV T H 15 GUIBRE , B I 1) 5 38 2D 9 B Ll 3 22 e s BRARL, DRI g B N 1) T 6 im— X
()R AR R 5 MLV 2 R JE T e D W B A DG

(00991 AHXS Tk 22 R F I 7] G =R IO 7)) FH 25 2577 8, A8 AR AR A Rk BRI — R —1Ik
SRR JEMG I, SR AR H B 7 ST AF AL 20 B B Bl /NS 2 o TR, 7E— AN SE i 7 &
H AR ST ) W 1) AN 25 25 77 15 T AT A B 751 B G B R PR AR S G LA S FRAS T Ciax
I Cuin 1) B 3/ ZE 4B (5 1R 368 325 AH 1R 245 W 1 W 22 R I U5 7 R 2 25 7 S8 BT 3R A9 1 22 (A
EE) o fE— AN HARSEE 7 2, AN FFRRAIL 1 A H S 450 X WG FRR 7 7% 5 0 = R 69 U 591 AR
JE = R BRI s FH 77 S AHEE , FEIRAFEAR A B2 58 Cuax s B R AR S Cuin LA S FRAS T Caax
CuinZ [A) B /INZEAH

[0100]  FEHFE ST S, QAR SCHTIA I I 7R W — R I G 77, FLBR At 1 BT SR 25
BFRE A0 (profile) (BP, i FELANUE ), SR J5 7E 24 /NN 25 RN 25, AN EE ) , Hod 78 DA
100wg/h 1) 40 58 3 5 TH R it — R 25 5 Cuax /2 290 45 B 295. 5ng/m1 , B 41250 9B 252 Tng/
ml, BE#E 291, 250412 . 5ng/ml o X T AS[F] T 100ug /hE 52 155326 15 22 11 75 B R 5 Cuan Y0 [ 3 1
T AR 22 5 171 A S 42 EL A 4 T (scaled) o fE—NILSRSEiE T b, 2910 45 K Je o 78 HoAth k2
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S 7T B, 23V A5 R e I SAUA  BAnRe 25 K8 L R KBS KB IS K 8T 5
KJE- %57 KIS i — PhEl 2 Bl o 78 5228 IR ST 7 9 902 55 K e iR 2, Horp
5 NI 2T H A VA ek o B 72 HAhSE i T b, 29 e VA

[0101]  AE—ANBARSLE T Erp , WA SCHTIR I G 71 A2 100mg/h 1) & B 1 2 B2 s 551, H
TRHIFAZS Coax N 210 TEIZ) 1 2ng/m] , B WIZT1 .58 Z16ng/ml , B Z123 215 . 5ng/m1 , ILAMZ3
B 215ng/ml o MK SR FITT S/ B R 290 .53 4110ng/m , B3 2918415 5ng/ml B3 £
18] Z)4ng/mlBK & 2918 21 3ng/m1 {8 75 Cuin o X TR SRS 15 770 5 5 I G 77, 8 285 Can V2
Pl A RS2t 4% LU 46 T (scaled) , BN T AR 22 5 o A2 AE T b2 52 77 & 9 35 K Je mT bA
FESF R JR BRI 2, Horb 357 K8 0T X 4V i B B A0 Ho A e 2R S i 7 S, 23V
SEAVER .

[0102]  GnASC T 24 FF B G 738 AT LA 65 45 58 551 2 56 2 110 i 4L Cuax P Cuvin 7] () H AR 24
Bt , 7E 52 HE100ng/hifI & 50 FE R WA SCHTIR BIS I — AN S 77 225 Cuax P Cuin 2 [H) ) 55
H B2 270,025 4113, Ong/ml, F 1450 255 £)2ng/ml , BiE £10. 38 %) 1 . 6ng/ml , BLFH
20. 430290 . 8ng/ml /E— NS EH , VIS5 K8 AL H A R ST 77 4, 25
FE 3R JERI A, BIHAnR 25 K B~ R3F KB 828 KB B 2F KB &7 25 K Je « i 25 K e %
W ) — PP 2 B 7E SRS ISR S T R, 290 25 R SR MBI 2, Ferp 35 K Je R sor A H.
B VA R B R AR AR S T S P, 29 SE AV R

[0103]  J3 4k, Bt Bkt %F 100wg /hifi) & o B 4 T AR A8 R 1A ST 2 JF 16 N 79149, 7] DA e
Al/NT100% , Bl n/NT90 % , B E /N80 % , B BE AN INT 70 % , B 2930 % 2165 % (1 254
Bz GE LN (Crax—Cuin) /Cave) o fE— MR TT B H , 52 55 K e o 78 HoAt It 2R 5Lt Ty
FrH R IE KRR, BB 25 K JE K25 R B I 2F K JE VH A5 K B VBT R JE i
SR JESE ) — FhE 2 o AE R SR ST Ty S, AW S KB RIBIE R, b 55K e
TRl T 20 EL AV A B0 o AE FL A SR T 7 R, 2548 5 VA

[0104] ST 55 & 558 AN [F] T 100ng /h (1) 25 B, Cuax 1 Cuindts FE 2 (8] () 553 H 3 37T DA AH R HE
F2 LU AF A8 T80 o VA — A1) Cuax FH G Z ) (1) 5 H 2 BN 2 2928 2)100ng/m1 (mg/h) , B w124 5|
#150ng/ml (mg/h) , 8L £153]4120ng/ml (ng/h) , B E £155]£)15ng/ml (mg/h) - %f T 5
R EANE T 100ug/h (B xt-T250g/h50ug/h 75ng /hF112. 5ug/hif| &k J5) (K25 & , 1
— A Coax A — A0 1) i Y8 ] 22 1) 1 B3 H 38 30 7] DAAH R S LE B 4 8. 8 T 5
DURAGESIC® DTRANS® 25K JEi f RGEM30, B A 45 DURAGESIC® DTRANS®
R FEAS Cuax L ZEAT90 % B A5 X 7] R AES0 % F 125 % 2 N o [F ke, 1% |2 R4 5 M 7 &
B B2 (X DURAGESIC® DTRANS® R4 [MAUCssEL ZE K190 % 8 15X ) S AE80 % F125% 2.
W o R, A T AR AE SR A S T T 306 35 K R B I R 41N %2 IR DURAGESIC®
DTRANS® 240K, YL SR ZH 24 5 DURAGESIC® DTRANS® 24iM Fikzy
Rzh 712 H b 2090 % BAE X A1 /E80 % $1125% 2 N

[0105]  DL100wg/hil g 14528 38 22 , B 5] & it FH 1A SCRTIR 1 — R — IR 25 K Je i A AUCine
(B, 355 & 2 5 B TR KR TR AUC) mT DA AR Z1521£200ng—h/m1 , 41 7 & H it F 40 52 i
£ Z N 100ug /i iE 235 K RS2 JG 21308 £1140ng-h/m1 . X TiF 35 KB 7o, &
ZEUE B AUCss FIAUCine A2 A WD RL (3 WSathyanSE N, “PFRZE K 55 K J8 2 40 B (O H il
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H 2 TG Z I YR (Evaluation of the bioequivalence of two transdermal
fentanyl systems following single and repeat applications)” ,Current Medical
Research and Opinion 21 (12) 1961-1968,2005) % T HAREL AL & 7 & BRI NG 71, Fa s
AUCins Y 505 77V AR (5 RN ST) ARAE L o 76— S8 B 2R S 5 &b, 259 m] L2 25 K 8 » 76 K
6 S 7 SR, 29 R S K R BRI 2, A 25 K e RO 2, B VA R B . £
fhsSEHE T 9, 254 56 A VE AR -

[0106]  fE-—RL S Ty S, ARSI A FF B 703 5 25 R S 771, % T i ik 1) 254, e 3
T ATRNZ)120ng/ml (mg/h) I ANZ)15%]2)60ng,/ml (mg/h) B & 21203 %)55ng/m1 (ng/h)
By & 41305 4150ng/m1 (mg/h) B I — A0 FE 25 Cuax o — BLAE S i T, 2 S BT ik g G 751 ]
PAFRAELZ0. 18]%)200g/ (cm’h) s BIWIZI0. 758 Z)10ug/ (em’h) 5 B L)1 51%)8ug/ (cm’h) ;5%
HY1. 53| 4150g/ (em’h) ; B Z123Z4130g/ (em’h) (RS Z5Y)EE R IEAR AT IREHF4
AR A0, 18]29500ug /h; 171291 2| 2)3000g /h s BUE 2923 2)2500g /h s BLE £)5 %
#1200ug/h. i EREASL TR LLEBIN12. 5ug/h 25ug/h . 500g/h. 75ug/h. 100ug/hF11250g/
hf 5 o AE— L S 7 S, 29 mT LA 25 K Jd o AE S e M 25 77 S vh , 290 R 55
KIERIBIE 2, Horh 25 K e B 20 B AR VA Al B 2 Bl 78 oAl SE Tt 7 22 b, 2990 58 e v
fitt o

[0107] £ HAth St 77 Z2 v, A SCRT A FF RS 70203 B 25 R Je W 7], 7R 1 #9531 44
100ng/ml (mg/h) B a1£110%]2)55ng/ml (ng/h) B £110E]%740ng/ml (mg/h) BLFH £110F )
30ng/ml (mg/h) VT FaACmin. i%3% F MG FEZ9 1B £ 100em”, 4 10291 FZ)40em”; Bk
153 £)38cm”; B £ 105 Z135em”, B L1103 2)35em” . — HUjilE F1 T J2 ik b, s 76 T I 7]
HH ) 25 R R I SR ST & 5 %08 7 35 K JE 57— T LA R 290 131]201g/ (em®h) 5 41101
Z)1EZ110ug/ (cm’h) s £91.5F|%)8ug/ (cm’h) ; £12. 8% Z)5ug/ (cm*h) 5 B & L13FIZ)3. 6ug/
(em’h) (IR Z9WiB & o AF — L PhRER i )y S b, 9T DL 35K S8 o 70 R 2 I 2K S ife Ty 6
W, 23N 55 R e BT X, Herb 25 OK e B X H A I A B o B AE A SE it T R, 2
V) 5E ARGV o

[0108]  7E S AN St 77 S5, T4 SCRI 2 10 G 7702 0 — R 19 25 K J@ I 7] 5 JH: DA AL
= Xt DURAGESIC® DTRANS® % % it 77 30 (41 1 BL A 4 25 20 T = K (19
DURAGESIC® DTRANS® 241075 30) #3% %5 K Je . fE— b Rseii oy &b, st
s = R (140 0 751 s — R 40 0 7510 6 2 1) PR JEE 38 30 /) o 481, 7R b SIS St 7 e, i — R (1)
I 3P 5 K e ik T AR R T DA A = R BT FRIR 2490 . 5210 . 85 4% , B 120 6 20 . 8£% , B 0.7
07765, B £0. 71210, 7665 b, AEM RS T e, W — R I 55 K JeA7 i 2 ) FE ]
DA s = R B0 70 P BT L5 (R A7 i 2 R R 200 . 25310 . 76 6% , Bl 1290 . 4310 . 665 , BLE £
0. 575 AERF— M ILIESLHtE 77 A, Bl WG 771 m] DA, 25 58 TR M R T 25 X J8 2 5 o

[0109] B AR N — I 1% U 551 2 i3 325 T == R 1 W 77 BT 368 325 1) 25 R JB T =1 249 1/3, {HLFRAT)
TV ER R I, W — R PR 7] iy 5L A7 (540 s 2 i AR AT DA T R [0 70 8 2 PR 40 O =R %) I 79 )
P R A AR 1/ 3 5 DRI AE I = R B W S50 R R Ik ke L AR K 1/ 3310 9 2 17 o 9 1 EL B
TR 751) %) 2 T AR, 285 gk a8 Tk X WU 77 285 DA 2 T AR o AR 229 5, 9 Bk DA R B SO 57105
— AR T AR S 12 W 7k T 306 259 (BRI, S 0 =R AR s 90 5 05— o T A 3ok 5 4 2em® Bk A
100ug/hFFELA3=0. 14cm™Fug/hfF K =5 . 8cm®/mg & 8 i 1% B k34 AL E , ME—K
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(I I VT — AT RLK T0. 14em™Sfug/hEER (BD, KF5. 8em’/mg Bl #i% &) , 0. 14cm”
Fehug /hAE R AR I = R B0 750 A 05— T A BD A 24 05— K B W R 0 25 W47 J2 (Bt 26
W2 50D 1 5 /0N T D0 =R 1 25 S U 7R ) J BT, A% et 2 ke

[0110] AR HE L T4 52 71 & 5 FE 0 U — Ak i A, B g DL AURE 710 58 T 1 B Ak ik % 1) AR
(41 2L 42em K MR I 100wg /h i 12 58 2 75 258 FE IS R 5 — AL I A M0 . 42em”/ug /h)
X T IE AR PR AUE S 50 T B — R 25 K8 WA SCRT 28 R I — R B G 5510 7 <
i )7 AT UL A 250 . 230 . dem’ g /hEE R (BI8. 5316 . 5em”/mg) , 40410 . 250 . 36 cm®4F
ug/hfFK (BI10.5%15cm*/mg) B K10, 28%0. 32em*FFug/hfEK (HI11.5%]13.5cm”/mg)
IV — AL AR .

01111 FE—/NSLja 7 S, MR HE AR U BH 0% I — R 1) 25 K B I 77 o e T AR 25 K Je #10
/T = R0 235K e 5 B 5 o R R AR 2R K B8 & &, BT 490 4mg /em”, [ A
DURAGESIC® DTRANS®# KJEiE K #4084 40, dmg/cn’ SR1TT L, BAIC LRI, A
T 5DURAGESIC® DTRANS® 3 K Je Ml 5RG0 A4 W52, W — R A W 7710 ) 3 25 Bk
REE = R MEFIEIRIGE1/3, BIEEERL0. 13mg/em® o IR b, 750 — R K 25 K SR I 7 — A k2
SEHE T 2, R E AN R B R &L KZ0. 1430, 3mg/em®, B 1K Z10. 1630 25mg/
em”, BUE K70, 1830 22mg/cm”,

[0112] AR 55 N % A & B9 254 LA B2 A 1 W 790w (40 9 B8 25470 T DA 4 A b B
BEL - 25703 P AL s o 25 AR H5 A% U0 BH 59 05 — R 35 K JR W S50 1 S it 77 42+, 4T 1001g /hii
5E 7B R S 551 B — G I 25 K e 5 & R BAJE K294 -8mg, 491 W15-Tmg , B 5. 5-6. 5mg.
RN T #4878 (scal ing) NASFI & 3 E W125ug/h . 50ung/h 125ug /hEE i v & 1) 1
—fE, H— 35 K e & & RUGHIEIRER ZF KB &) & K290.042]0.08mg. h/ug , i 40
0.05%0.07mg.h/ug, B #0.055%0.065mg . h/ng. ORI, HAT X P 24 & 1 05— K ) Ik 77
RAT 5 =R DUROGESIC DTRANS® AL v MR BR 1E H o T ELEL U =
K I¥IDUROGESTICD TR ANS®100ug/hIls 43 & K201 Tmg 25 K 8 , IX A& £70. 17mg . h/ug.

[0113] A AR S P 1% Wl 751 ] LA B U v e (i i =5 O 25 0 R 28 (6 I 28) o9, 4 —
AN T S 7 S, AR SCRIT IR B I R R DA R I — R B ) LR R KT 2930 % , 9 fn & /b
35% , B & /040 % BR40-50 %6 R 29I FHZE AE— AN ISR T7 S8 v, iU R 25K Je
I, HARMERTZ130% , Bl 15 /035 % , B 22 /040 % , BLE 40-50 % 1) 25 K Je Rl FH 26 7 3
SO SRSt T R W 5 R BB X, e o 25 K8 B =X HL s v i Bl 0 . A
SR TT R LAY e R T AR B, MR R G S S 7 S vt 0 W R4 T T Rl a2 55K
JERI A, 9 IR 25 R JE R 55 K8 i 57 K JE i or K Je 8745 K Je i 57 K Je 45 .

(01141 W5y it FH — AR R AN I =R, BN R, B — R o SR, B T AR A FF, I 559)
Wi BT B, B B ATAAT /NS B (812403648 T2/ NI L SR J5 BE 4 o AR T, £E — AN SE il 7 22 s
KRICHT N FE 5 257715 Bk AR H S H (— RAE R o [FVRE AN 525 2 2210 24 SRR i, 504
N AR ZE RGN, G SR AE 58— Rt FH AN — N 751 HL A H S 48, DU I 24 285 W 7K S 32 3
I, T REAE 2 PR BUE 2 RIS B TR 7 R RRAS AL S — A7 T, R AT fe i i
DA 77 2 LG 25 R JE B R JE ) AU (BT 55 K J8 R 5 K8 i 55 K Iy K e
PR e 25 K JE 5 IR A R0 7775« BeAIAE 58— R ite AN BCE 2 AN 77, B Jo A ER
TORFFU S RS N I R DA S e B — R IR I R S DA SR 2R 25 K AR — AN R R
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B (Bl K 2—R) WAEIRITIERIN . A BCHE 2 ISR R ) — 5 r] DLAE S — R G H -+
2 ATARERES T , 70 B B A U — AN s 77 T80 o

(01161 R, 7E—ANSEHETT R, 7005 35K Je et S8 P T 800, 9F i T R 5
AERS 1 I 55K JE ML e B (4ot -T-B0] = 2 52 55 35) DR IR VG731 , fE 58— R Al LA
B RFNER SRS WA =AECE 2 /M) i T 83, DUERIRE S — RIS
KJEHEIT A B KK o AESE R, AT A e — A a2 AN, 9 HAES =R, AT BARR &
B W 771, B it P A — AN 38 W 77 mT DA A IR BB P AR A, B e S — R e 3
P AAL — NG 7N /B 2 AN [R5 B A ek (9 s 571 o e R4 FH 22 AN 371, IX R liE & T AN 2
VIR B2 % 23 O 4 B — e LS 52 P 10 3 o B Ad R AN B 2 AN 571 HLIZ D Rk
/b Kz Bk R 705 B R DA PO A VR 25 WK SIS BIAR S KT o O TS R R T R TR
AL A %ISR AT LS R .

[0116] A5 S —NJ5 1, A] LA (B a0 2 T 995 b)) e S8 38 WOk e 52 F) v SR 259 (191 %5 K
J&) » M i3 g M LU AR S IR K P AR 85 — R A 1) (1) IV 25 P07k~ A 52 25 o 2 T e
Jite A AN — A~ 358 R B MG 57, 4 H (BE24/NIE) R4 58 e, DASC— R AN FH— MG 775k
LAY ACFLAGF OO, AT DA 2 , AR R AE2-3 R W RIS R4S B bR ML K 25k i, 91t
T HIR 52 %5 O e ) i3 o B AT ik A8 85 — it F AU — AN R 4R 19 77 24 e vt
ATIXPNIZ G0, BT B IR B2 254, 15 mT LASRAS Pl 42252 IR B

(01171 B AFFIYFE B2 2% Bl A& 78R &b, Irid uR) & & A 22 B B AR UL el
Fal 49, 46 g o1 B AR 4 I BRI AE 5 Ui B S BRI de R — AN WS SR T i 2 K
[F) H. 22 A0 B 25120 77 5 FH 3807 UG 7510 58 8 1) 150 BH o A P U BH 004 4 b B R 10 0 790 e FH 7
Z,EREE LA UL « ST — AN IR E S, B S e A PR R H — R R
S AN FRAE S 3NN — A, B HAR AT (e #6005 42 48 A Ui B P n] LB R 254 )
A E R AL 294880 7155 B A A B (B 55 K J8) B4E B AN i 1R 2L
i

[0118]  filli& 5%

(01191 R4 C 50757241 fn 35 B R A HNo . 20030026829 It 1 11 IR £ 77 v Sk | e 375 B 2%
B MR S 2, 7] LU L PR 77 2R il 8415 7 259 10 1558 5 - 74T B RE B & 2 AL R
[PIRG& R 2 2 W AR I RC B A 2L A7 i = L IR0, OB R A 75 R R 2% 8 . n] LLid
I PL R 7 AR BT S 29 2 o AE R R 2 RBTE WK B RV O AV R 28 K
FIMZGH /KA e, AT T R Bl 75 B R A2 0k B 1 5 250 2L ot

[0120]  EEHLIALE

(01211 PATR @& — KRR35 K JE G I B AR S it 77 221 S 491«

[0122]  AEHIATE 1 BRSO — I I 70 s = R 1 D 5

[0123] W37/ HY 7RSS I B ML 25 K JE 7K~ AR 400 B, G e AU — R [0 328 52 55 K Je
Ik 79) 548 P = K 19 3% B2 B ) ( DUROGESIC® DTRANS® J: 57 14 77, M 255 [ 11
Janssen—Cilag#i13) BEAT L3 o AT FHIAE J 0 b it FH =%, AR e 25 iy AS B8 36 (19 T = % F) Iy
P S2 R B 1 A Fa A5 45 2411 3% 2 50 R R S v o O = R 1) U 791 7 sz s 5040 5 B 4 RN 11 5 0 i
7~ B R LK B AH [F]

[0124] i FH 235 L DTRANS® 2 K JE 100ug/h 3 it R 48 =K 2 J5 100 S2 bR Ak L35 25
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K JE W Al T B GAIR 10 B 1Y o ¢ T 5 kit I B2 55 K Jé &R 4, 48 2 G0 1 W Bt
(wearing) HHIE]ZERT 8] tAb B MLIE 25 R JE IR EEC (4) PABT R B4 F 2kl . 3% 17 55 K e R4
B 25 J5 [0 Y5 55 R J& ik P2 dd ok A PR T — A A 4 1) 1 B ookt 22 5 B30k ) — i 352 gk o) 3
(first-order decay function) RIFATHE , 1% REAEM H24/ N 2 JE 45 BR 1), BOE
T B A AR — RAFFRIN R EE — Ra L G, WIEETSINERK TRy
FERRAA ¢ /N Ak (1 175 55 K SRR FEEC (6) ™

[0125]  C(t)™=C(t)+C (1) e ™"

[0126] Mot & en Z5 MR , Bl At SR AR 24/ NI S5 R bR B B — RG S R4, WA
247N 5 C () A2 B . — R G Jia , 7E U WL B IILIF IR B C (v) B AETE S — RSt
ZJG S AET/NI I LTE W 5 B Jeksd R (apparent) — B 980 22 25, HF IR 7E T/ IR
£ RA TG WILTE 25 K JEIR B A0 FH BN RS2 Ja B LG 55 K e i FE AR DL T 7 R oK
AL C (1) e N VA DR T 76 vt FET A TE U 70 0 T8 R0 B 5 TR 4R 24 1A B, 2480 72/ 258, T ¢
S Mt FH s J — N W 55 B # (¥ I 18] (elapsed time) o

— 6."3{{ Nl

[0127] (*(f }mﬂ‘é = (f{ f) &+ {:‘{ r}ewér w

1g™
(0128]  7ERAAS T CHNBETTEIRAT) , ML 4035 K Je v BE R LA Ry Aok
1291 C(O)™ =C)+Clr)e™ lw
g

[0130] X375 it A G BRIk it FH G = R 1140 TAT e T il 22 Jo 55 A JE I 1) 2 i ) LG 55 K e
IS PV RERUNS = R RGN — R R . R~ N DUROGESIC® DTRANS®
Z BRI 100ng /Wit K 21— (52%) , H A AH 7] 2H 18 1 W 751) P A/ A 00 PR DN — R 1 s 51 A
1, FH T s 2 T == R 1 U 1) ) 58 R AR R A A (R A L 25 ) GRIETARBR Z8) B I — R 1)
RGNS EEL IR+ (scaling factor) N0.52. i8I FI AN — K [R5 = R 10 TR i 18
B B K JE I 7 (DUROGESIC® DTRANS®™ 5 T 1) 1 Cave CFI83 ) B LA FH
RIS =R P TR R T A 5 45 A JE U R P Cav e R BRAF52 %6 HAEL o PRI 9 I = K 1T U RS A
=R, 8% H 58— R IR i R 3 = R 25 30T 05 = R A M 573 0% = R & o A
JIDUROGESIC® DTRANS® A G771 Gil- B3 % 100ug/h) 15 Ik = KB 771 R 3
W — K EE A S DUROGESIC® DTRANS® H6 7 0 771 AH [7] (1) e 5 5 3 R 2 ik
JEAHS EH A2 em?, M HE42em®  £E AR BRI REE L 5t A = R BN, B = K (T2/8Ni) B8 4
— IR, TEATATT 45 S W) 8] A — AN WS FUAE B K b o B — R P MG SR S d B R (247N B 46
— R 77 2 F , AEATAR] 45 s I 1) A — N U AE S Bk |

[0131] B EIR T HEABERARAS CYRF R T e R KR 72/ 3 7 B 4 o o 1 5 (8
WL, AEBEI 3T, s /N B S R T A TR AEO /NI R UA R T2 /N FIRE TR (HI, il 2 8 i B2, 76
O/NEF 2 BT A7 2/ 2 JG B R) AEE 3, B A HFE L E P &5 (open circle data
points) B REL (————) 1143 7% W = IR B I 770 B A S0 375 25 R Je iR B AL, LA 38T 2004
(%) i 28 il 2 22 7R WG — R B0 I SR AR A UM EL o AE ARARE LA o, EARI A B HE 75 B 3 s I 4 55
AR — R FITE 28 K 293K RIS BIFEAR FARAS AT  AEL PR (TR BIFRAS 2 H/D) »
MUK JE T I, 24N 2 5 R FE AN A AR S CoandR I £ — 2, T 48/INI 2 J R A JEE AUAYL

kt
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HIRAZS Coax R SEHIZ1T0 % , AT 5 T3 A8 PG — % ERO G 750 A7 198 o T = K 9 100 /h
b 794 == R T 4 YK o REVE 7, 0 T 100ng /I 7], S 25 Cuax S K294 . Tng/m1 5 HF 2 Cuindee K
292, Ing/ml o X F MG — R EINE ], P2 Coaxi K213 . 5ng/ml, H V12 Cuinse K292, 9ng/ml o [H]
B T — R P T A1) o fE T T 5K 4 T 750 0 o o SR T 05— 10 T 390 ) Conin 5 T 05 = K14
I 9 Cavi » AN T 5 T 2 T 0 0 T Cona P Cavin 22 1) LA B /NFRT SR o

[0132]  MEHLATE2 05 — KA 771 FH =K, X% (double) WK FI =

[0133] [ 4SR T FEAS 3% B2 35 K JE 77 it T ST 1 M 25 K JE 7K T Bl B, Hoie A ]
b — T 0 3 % 35 A JE TR 77 5 5 FE WG = K 14 3% 2L 71 (DUROGESIC® DTRANS®
I G 10) R T AN S 50 1 52 o B AT L 52 o A P 5 0 a6 LA 170 1 B e I 700 3 5
[0134]  {# iR~ ADUROGESIC® DTRANS®™ 5 5 75— , HLE A AH[H 41 B
It A A T AR BE AR T8 (1 s — R 7). DUROGESIC® DTRANS® 5 Bl 74 14
A42em?(K1100ug /G BRIk, W — R I F1E A S DUROGESIC® DTRANS®E il
M IR 4 25 57 52 P AR 2 0 P L AEL 5% 1 SR K 202 L em® o ST I = T 571, 76 52 o S B v, 75
0/ e T FE AU — 1 DUROGESIC® DTRANS® 8 5k 77 , (R FF 76 JR AL , B BI7ET 2
NI} 2 I 2 o B 24 /NI R I TR R U 790 5 4 o ZE R PR B o, 72O /N it TN — R
M 7)o 7524 /N, 5% 22 AN BRI FC I 70 5 ASUAS P — AN O s — R PO U 347 B 4800 B i, R R
FH— N5 W 790 R B9 W 750 5 o o T T PR 400, 727 2/ NI 55k 25 B 2 PR3 (O 7)o 2
PRIR A F B A5 U =R G U 790 ) S5 ) B 24/ N B AR T 8RR ZE TR R L F
FE 3K 24 /N 35 1B A8 FEAR [0 B G 7R AT B o ZE P 4, B 0B T 55000 5 0 R 2 (————)
B R = R WG IR B , oA = AR SO S 28 i 2 3 7R — R B G 770 i it 2% .
[0135] SRR SEEGELHE W 1 W = R UG 7R & H 32 30, M P 25 K Je ik B e Ak i bae
1% AZAE B R I, 28 H A DUROGESIC® DTRANS® 2 77 RS 1 — 21
M PRI, VB35 A JE Y FEE T A2 5 70 M 55 24 /N TSR 1 & BRI A 72 7 7K o s |, 4
W EN LIS = R B 7 ME

[0136] SR 63 K — R R =K, 854 (single) ¥R &

[0137]  [E6RH T35 F 25 B 7 I FR A 1 L 375 25 A JE K P AT 0L PR, oA P — R
(19355 2 25 A JB BBV 771 5 13 I = % 14 3 R B 790 (DUROGESICPDTRANS S /7
FA0) FT SR B AT L A o A7 5 1 A T £ I == 0 I 70 54 S Bt o A5 P 540 56 1A
R 254050 S 35

[0138] £ HI RS A DUROGESIC® DTRANS® 5 T 71— , H LA A [F 4L )
Il 7504 Ry T A B0 I — R (K 0 77 - DUROGESIC® DTRANS® 2 5 7 # 11 4y
42em? {1 100ug /ns 7)o KL, W — K 15 7 B SDUROGESIC® DTRANS P4 it 71
TR 0 5L 0 U2 3 R 2 Wk 3 5 AEL %% 19 N K 2402 1 eom® o A 8138 B 2 BT 42 1 AL ) S2 B A 288 52 56
B T 05 ==K P W 790 o 5 AR B o, 220 /NI (At P — T — R 6 T 7] 76 24 /NS
(BN 24/ N J5) B 22 A2 BE R W 370 FH— AN B O — R K I 700347 5 o o 48K T B
FOHE U — R [0 I 70 4 o oF T 122 T R 00, 77 2 /N % 2 25 24 R F0 s 351 o A B 807 A= [0
3 A0 /NI RO AL 5 Y, LA TR T B8 s i 2k (———) Bh 28 2RI = K I 77U A
$H , ELA ZE I 5 S 2 i 2 2 TR M — T ) U 70 P PO o A UL S, — TR
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A H— A RS A DUROGESIC® DTRANS® JE 57 I 71 (16— 2 16 W 701, 193 45 K J8
JENG BN, 72 =R G I8 BNEIT KT o M — R 1 W 7746 B 29338 31 5458 F W — R 1) s
FUR ARG 1 1 R A 2 A AN AR WA S5 o AR R, MIRIE T+ iR, 24/0BF 2 )5
(19 94 5 AN AN R WA AR Conan K FEE 1) 40— 28, T A8 /N 2 J5 1 R AN AN A2 0B CananR FE IR 075 %
75 S 3B ZI LR 25 K JE KT 1 T B A2 JE /N1, DRA IR 25 R e o i 4 sz 1) B33 30y, 3 3
Fas KT,
[0139] 3%
[0140] DA AHE A S it 7 S 16 St 491 o (1t S e 4915 FH - T 28 481 5 I 1 B 18, T DAAE:
] 7 2QPR il A 2 TRV o A AT DAAE FH 7S 3 25 1K 474k )2 5 (HAE DL SE B A FF 7RG
H R EMR, L Z AR A S RIEBA SN RAHR SMA S, ik H 50
A ST BT WA A BB 55 K Je - /£ LA SEt ol o, BRaAE A U, G B b i E =
TF o BREVE R, 0T LA St ], A% il 28 05 =R (0 W 77 FH TS0 36, 2 m] DA 65 e 6 EE 3R 43
DUROGESIC®DTRANSE DUROGESIC®SMAT L 7E 45 #5520 T DUROGESIC®
DTRANS) W5 7], 35 HAF AT E1 0 S 58 Fr i (R)0& 24 R AR
[0141]  SEREH] L W5 = REIE 7], — RIS =K
[0142] i #& A AR 4 P L) o 33 R U 7], L LA 5 8 298wt %6 25 K Je B i T T
DUROGESIC® DTRANS® Wi 7l A4 [F ) £5 #4 . 2 Bkl & 7 /& National Starch
DURO-TAK® 8742875 P IR BE AL 4 77 o B 52 e K229 H (0. 05mm) J& o 45 Frik s
F A& AR ST R 295, 5em? 1 lem?. 21em?. 32em? 14 2em?, 6 W -T-12. 5ug/h+ 25ug /h . 500g /h 75
g/ h AN 100wg/hA R T 25 K J6 7515 7 5 368 105 3ol 8. o 70 T 48 I ) Jek R e ) 8% 5 TR PR T T
B FVEWR (98. 35kgl KZ139wt % [E /A INational Starch 87-4287, H18.3kg MR L BEF
FE) RT3, 35kgZF AR AN N B 5 TR A R B RS 2 FRVA R (L& DA AR AERG B RV
WP EH2. 8wt % 55 KJBIIR GV , IF S AT IR LAVE AR 25 M) o R VB TR TE I I R 8 K
RAF2% H (0. 05mm) JE R AEGE )22 o AR ERE 7 WG 066 2 2R 205/ R A6/ K
LT E (0. 04mm) JE AT 2 E IR B A 2T ZZ L S AE54.4.8.5.13
F17Tmg 2R K JE I 11em?. 21em®. 32em®F142em® R~ MAZ 2 B AR T] H B AN 1), A=A 45
290 Amg/ em” 255 K SRR B35 R G 7
[0143] X RBEHL A ECIRITFET (treatment sequence) , 3% BRBA AL A G 0F 52 R G000 b
(wear) 7E_FAME . BB 13 AF7E I NETT B o B B0 GO AR 28 o 7E45 0 97 4
1), £E X B BE AL 2 C 2 10 e F X 3 (4N | B sk B 75) 138 e FH B Bk 3 07 b I B 20T 52
RGUT 2/ T — 20 G, LEBEAN I 5 A5 A [R] A B34 [X 3o A2 19T 2 TR A 2 /b
6K HA I 14 R BAGIERR M (washout period) « —& [k £ RG, FFUGTHE R
[0144]  E67R 7 IH— Ak (B, 3 3k R 5 A 20 5 7 i i 33 30 s 2R (1 bl 2R R 7 (ratio
factor) )55 X JEI FERR LA 25ug /h A E 77| & 0 i I8 28, 4 %8048 0 — 46 31| 25ug /hifi| =
Z (dose rate) (RIFFIEIRIE) ) BIXT G UMLK o 55 K Sk B 1~V 38045 (1) Ja 45« R TG, 4100w
g/h S 2R M EHERE LA4, 561 25ug/hi) it 28 HAT LA ARl 6+, BAT ZE TR 040 s ) K
25 ith 2 3R 261g /1) 28 1 s o HLAT R % B A i 28 28 7R 50ug /hifI & 2 1 4L
W A B S0 R il 26 3R OR Tone /M BRI B . B RSB S R/ SR
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2 _ )i F R 1000ng/ W BRI R . B 6 BoR, AR F ERAS KB E FAA
K LA ) LE A A B AR 10 ) A8 4k o BATE S8 — AT R, 5577 2 30 10 i 28 2 R AR (FE sk
BREN,, WA REZNGITZER) I, A LSS KGR R PA Cave 1 15— H— B
i, JLH Cave e PRI 45 R BB, AN IR SRS 2 1 it 28 (PR I B P A o D) JLT A2
FHIFI o B0, 76 S 487N P B8 — 71 & 2 1) Cua/ Cavg F1Cuin/ Cave e K2 FHIFI T

[0145]  sEZjfafs)2: W = K\ M7, B H S 30, FREE3K

[0146] P& 7R A% A A 24/ IN B 4 — YR (I =R I 77 (LA 5 8 K 208wt % 25 K Je i
T A DURAGESIC® 70k 2 W 77 AHTR] f) 45 F) Bt s 1) 1 SR (4 S B ML375 25 K JE R
NEDUROGESIC®DTRANSHE GG 71 H14 1 5 DURAGESTIC® A it 2 W 77 AL W12 4%
DR A5 3 S i 550) ) ATART — oot 3R A3 AL ML 75 45 K JB IR I o 1 LA 75ng /h R =5 FE 1Y
Wi 751 o AEAHI 78 (e P 11 44 45 - EL I TR B8 38w, FRAR AE0 /NI e FH & — A 7T5mg /h Il
I (FE5 R 2 BU R 292/N0]) o — e BRI FH 2—-4mg / kg T i 22 A B K 7 & 24001g ) 3-5ug/
kg25 R Je RHILFITE T - I )5, BE24/N BEHZ NG 7 727 2/N) (2 J3) 5 B2z 55) (B, 35 =
M7 o

(01471 KqHER 0 , (775 R 2 B8 A& Rk — B 551 e FH 1 32020 38 o 245 S -7 =ORH, TR A
A8 5 Tk 22 R 114 G 5104 DA 5 %5 0K 8 AL F Ik P e A — 35 3 77 27 36 2 o DRURIAEATART
o 5 I 1) UACRE— AN 770t T Bz 0k T GRAUL T4 s v A 20 Fg 45 000) I35 25 K Jé 7K
W AL T B AN G = 1 I 700 FEAE B Bk b = RS 0, 2325 00 R, LT 25 K R Mk B
F i 2 IR R 24/ JE3RAF I R EUREASIR FE T o SR 1T, 7EB i RBRIRZG (125K J8) (1) 3
e ORI, R H T RAREN T BUMLTE 2K AR 2 R N BT (0% D) s .

[0148]  SEJf]3: WG — R HINE ) (587-2287k & 7)) , FF H B #k, 43 KB £k

[0149]  DAXFRF (0. 52/ L 1 K1) 25ug/h.50ug/h.100ug/h.150ug/hF1200ug/hiK]
AL 2 Twt % 35 K JETRAI5 1121, 31 A4 2em® R ~J ] 4 13 45 1 1 B0 38 R WU 7)o

[0150] JE A&7 ENational StarchpDURO-TAK®S7-2287 5 74 4 MR Ba Kl 4 71
DURO-TAK®87 228745 & 75 & W) 2 28 % . TR 2. /i 8 .67 % T M B 2- 20 5 T g
4.9% PRIRFE ZBEAN0 . 1 %6 FF R TR AR R 4 /K HH i s (2 WLUSPNG, 693, 335) ZEA IR & 711 o
il %4 K 2943wt % B TR G BR R RS & VAT (L BR L BEH ¥ National Starch 87-2287) . DA
PAF= A AERG A IR 5 203 Awt % 55 K e FITR A P &, 4 25 K Je B N 381 58 79 445 1R
BERG A RV, JEBCRE , LB AR Z 25 K Z VR B e BIAEAE 2 2 P I TE I8 R, 3R 15 1
H(0.025mm) JE I EE)Z ARVE AR R Z G 8 FARAEERERE 7, W B AR L JELDPE /2 / 4%
JELDPEJZ/AE£R JELDPE 2 1) 2 2 45 0 1) 3% B JE 4 8 2 2 IR BURG & FI 274k 2 )2 . LA
11321 3URI42em™ [ RSF iz J2 A RE BT B AN G 7, 7955 1 B 4 Twt % I35 K
e, T T 543 200 . 2mg / em?® 25 K JERRITK) B F i e U 771 o

[0151] b 7K Bt T W0k 4252 B v S0 i, e b e A At A — AN 7, 9 L
B 247N B B o 25 R FTE A W — R B FRIAE 2 K I3 RIS B AR ERRAS KA 247N J5 1Y)
I AN A A A5 S T K 2050 % 31160 % 5 HLAS/INI Ji5 R AN AN S B 25 G IR FEE 1T K 24
70% 280 % o T HEHLRLE, Tk = RIE RRUUT B H R mg ], AE RN =R G
FANT TR AR A T 16 B 310 &5 L o 3 R ] ] DA T R~ 22 ) i BRI 5 o P 904 e b 491 4
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J, 3F FARYE A E 08T L 2o AR &

[0152]  7E 55— A6 rp , 38 1 B AT AE O /A it FE TP A I 730) 1 6 s 2K 0 750 e P - G i 7 o
FEAR A RN AE 247N 5 SRR BT 1 TN W 38 25, 9 BRI — AN
— RGBT B3, 5 B 247N AT TSE 4 o TIUT 465 R < I — R 9 7L 3% 201 K I8 B
AR PRSI o AE < 24/ N8 BT 25 K JE IR JE Coaxiee K#93ng/ml o 85 R FIEE =K
P45 R TR T B4 (B AeaS) s g 2, E R T B3I 4 R AL R L3R Z G, 57
KJCIR R IR BIFALS o 1K B {E ] DA FE T R~ 22 55 42 BEGR 5 5 4T 2 bL A0 48 780, 5 ELAR 4
FIE TR AT — L 2R A FEE

[0153]  SZjfafs)d: W — K NG 7 (5 87-428THN A7) EHE#H , e = KB HE £ K

[0154] S FISEHEWH] LI 5 1%, b & B A5 K Z18wt % 25 K JERdiiI5. 11,2131 F142cm” R <
114 HR 0 T 1 B 5 R W 751 43 Ik R - 250g /h . 50mg /h . 1001g/h . 1501g/hA12001g/h 7]
R

[0155] M EAMGEREER A 7 (National StarchDURQ-TAK®87-4287,100g) I fFAEVA
FI (2B 2.1 ,160m1) H o PR BAF= AR 7ERG & FRIVE R & 292, 8wt % 45 KB TR &I &
W 35 R JEFRANN B TR IR BR Bkl & AR, FEBEHE , LB R AW T i e B A7
B2 OB IERIZR RIS 12 H (0.025mm) & 1372 AEVE IR K 2 5, F bRk e
PR A8 R )6/ B ABRZ N 2 24/ L. 75 BRI 2 2 R B A FI 28 Mg 22
EoBAS 1121 314 2em® [f) )RSF A iZ 2 FE A4 RE STt B AN U 5], A 4545 AL 5 408wt %
(K258 » M T A A — I 71U FED 245 290 . 2mg / em® 35 A SRR B8 1328 12 G 771
[0156] (7] & 119 LG S o 2 it FH T W0 32 52 B P 2y i3, o v S AU At F — ATy
I, I HARE24 /N 3EAT 5 30 o IR OG0 40, A S S 252 100mg /h ) S50 28 B, 6T 2
()¢5 24 AR R 5 560 2 9 A 250 /h R S5 JE T 4R 1A b3 i o T 45 S0 < U — R I 7 4
PR LI3RIE BN FEAR AR KA o 247N J5 1 Coax I AUZ FEAS Cuax 1 K 2950 %6 21160 %6 , H.487)N
A 5 ) Cnax I AN A2 F2 25 Cuax I K 2170 % 2180 % o FHl T 3k = R 45 BAE TR B2 T &5 By
IRIEE R TER A =R Z G T BT RAS TR EBI IR, b T A e K T 1000g/
DRI i P o A S ] DA S T RO 22 i) 4 ) i AT e L 49 448 735, I ELAR A 7 &5 P 1
H— b g F A L EE

(01571 7E 55— A58 , 38 3k A5 I AE O /IR Tt FE TP A D0 7300 1 6 s K 0 750 e P - G i v o
B A AN o AE 247N 25 SRR B AT TN W R 38 B 25, 9 B AU — AN i
— RGBT B3, S5 R 247N AT TE 4 o FIUT 465 R A < I — R B L 3% 201 RIS B
FAR FRASFKAR MK o 88 R A = R4 R AR F AT B4R GEiEf
) 5 AT B BRI TR o 1% B m] DA T R~ 22 1) ) i kAT 4 L 4 7, F L
RIEF SRR T 2 AR LS.

[0158] it {5« =R it FH « I — IR 4D R8s i = R I i 741) (50mg/h)

(01591 i &3 45 P& LI 55 1o R W 77, LA B A T-50mg/h Rl & 5 ¥ National Starch
DURO-TAK®87-428THi &7 , 4£ AT S 11 712 mp 5IN K Z18wt % [ 35 K Je i i
ZREMEFIR IR 21em”, HL3F KB FUZ 2 2022 5 (0.05mm=50um) £ .4 7 LA, 38 i
H 5L VHERTIGE /N () 16 e D 7510 P 468 T — 2R K0 0 7)o %o T 30 S0 3 60 U5 711, 583 25 K JE VA VL
PATE B0 . 038mm (38um) 10 . 025mm (25um) ()3 i & 5 (FEE FIZ& R 2 J5) » T % 16.cm® It
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o 1% 235 HL 4 W = R BB TR I 70 B 0 . Amg/ om™ I 45 K JE I o 12 135 - (1 I — K [ B 1
BRSO, 2mg/ em™ ) 25 K STl

[0160] & b K0 5 F TRk B 200 219 B8 o A — X G 2 52 U — R I 71 R =
TG 75 = AR — 52 o P B0 GO TR 288 o 6 18 44 46 G M U 7], AS [
JEE 55 40 N 750458 A R B 8] o 7 — ANV 7 BH (0D, 705 FH DX 385 6 807 e FH Bz I 3500457 0l B A 2 %
25 R S 58 WIS I) o 6 T8 — 440 G, 7E AN 50 b 436 A TR] 6 B A4 [X 3 o 76 516897 2 1)
A FE D6 K AL 14K BARTERR B — &0 %0 R% R4, U8R B B M =K1
N 7 (5Owm) W7 2/N 5 2R J5 Bk 2% o 4 250m: 715 24 /N, 76 55 24 /N8 R S5 487N A Ay — A~
TG 7R o 3 8umlls S 24 /N8 , 75 55 247N FH S5 A8 /INI AR 4 Sy — AN i 77 o A3 B (7] , 4251
ml TG 24 /N B 25 B U IV 55 R JB IR BE , EL R B8 727N 45 SR

(01611 PRI H 77 B tof 4% ol 2 ot JB2 2 P 6 40 I 948 45 K JR e 8 ()~ 30 B4 O BT A 5 N
= |8HUF M) 11 e 45  Z2 TR wi SRR = R IR s 550t FH = R I 2 « R 25 i Rom
G — R 19 38um: 771 ite FH =K HL&k H 3#E47 B B (W 508 o 7y T i (FERITE S SR ) &
K I — K (1) 250l 77 =% B A H AT SE e 8 - = A TS SRR M — K 250m
WA B, Hop A — R 2 e IR 2 A AT S 8 45 R R, =R 2 )5, 38u
Il 7R AT B8 S B U =R F U 7R B R R AR A 45 R R MR & & 7R = K 2 » 12 25um Il 73R 15
T RAZET = R WEFIR S MRS B RS R R L & . 16em” [ 25uml 711 A H
AME =R BT 250K Jé & 2138 %6 , AT FH BA FARFUARES 1T Filvt K152 %6 o 1X £ 25um i 5]
HA K0, dmg/em” 35 K JE AT B RER I 1A I L8 I 77 B % 355 A2 BibE o i ASE 40 1 56 1 i 7R
TH 25 K Je i 2

[0162] iR FraiE it MAEORT (t=0) (1% R HTUE T K125 K Je & ik 2= T 385 8 245 K
Je i BT R IRIT ISR K e i &

[0163]  “PHJifiEE (ng) =HIMHT & (mg) —FHIMRE & & (ng)

[0164]  EHER M M— R RGN 55 KB 1R 20 TQD 38umHR St 21 . 59mg, X T-QD
25um R Gt 1.39-1. 54mg . W = K [50ug/h RGL 1K) T2k 1% & A3 . 85mg. A 1 5, W46
K125 K& (=00 [1% RG KT SKFR %55 K85 &) %5 TQD 38um. QD25um A1 = K[ (501m)
50ug/h R i 73 5 N5 . 4Tmg 3. 42mg K18, 01mg o 7E F 40 Jite FH 4 8] (1) 1~ 24356 326 & 49 59115 QD38
QD25um A =K (50um) 501g/h F 45 H ) 25 K JE I K 2929 % 43 % F148% o PRI, i (1) s
— RIIQDIE 7 (251m) BE % BLAT B I =K (50um) [ R4 155 K J6 % B 22, A0 T4 S5 1) s
— R (38um) QD R4t .

[0165] 5% FIASCHL R I8 1 IRIASEA0L 7 925 , {8 FH 50mmIL = K (1% I 701 (560 5 488 AR 25 um s — K 167 i 7]
(149 5 s S A FOL A8 P G =R A s 551 EL R = R 3R AT 8 48 DA R A AU — R I s 7) EL B H 3R AT R
B RS DA 254880 128 0 A o 9N HE T BLEE 336 /N AR B LB o I = R 1 I ) (5
28) (1) 5 Jr AR R AR AE SR 216 /N o 5 — RIS 551 (R 4%) 1) B J 8 R A 75 35 26 4/ 1N o A1
K 2o, W5 = KA 50um . 2 Lem® I 771 B A 50— A 250m . 18em” I FIAHBL ) Fa &5 2 A o X T
B 1 50ug/h A AR 1) 7 &5 5, AT DA # bl 48 802 504 15 2. BA F T PRA5 o 491 0, 100ng /h A% 4
H nT L I 50ug /W BUHE 1 55 K e JE IR k3R 43

[0166] St 51| 6A : 1 2K Jita FH + Il — R 19 I 710 I — R F¥ 05 751 (100wg /h)

[0167] il &M 4 B L B o e M 77, A3 BT 100ug /h 57 & 58 E fNational Starch
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DURO-TAK® 874287454 71, FHSAL TS 511 19 7532 51N K 218wt % 45 K Je Bl Il = K
FO I 700 B TR A A2em®, 35K Je 3 B2 K Z1285 0 (0. 05mm="50um) 5 . 9 7 ELEL, 1 4 58
T P 250 J5E £ 5 5T . 36 ok 751 FET A58 P — R RO U 750 o 05— R PO 0 70 R I LA O == s 741
35 A JE B 2043 % o 3% BEI — K [ 25um Il 71 E A 290 . 2mg /e

[0168] 4 I K K 77t FH T A0 4k 3252 ) S ) H 385 o T 30 B 60 0 AN R AT 2K o 317 44
SO G5 TG 70, AN [ JEE B Wl 068 P £ S [ 380 o 76 05— A VR 7 S IW) , 26 7 X 35 1 37 7
B IR AL IR IR 5T 2R G » 2468 U 72 AR ) o 0 T4 — 44005 42, A5 3 ANIF 9 op 4 AR ) 5 4
X 45 o 75 %5 VA7 2 [0 B AT 28 /D6 K HLAS S 14 (K i ARSI 30 o — 80 2 0 AL R 5, FRIA
TR S0 o I = K R 50um I SR T 2/, SR S 25 3T P G 70 B 8 (R AAM G 7D o B —
TR 25umil 7 24 /N, SR JE R 25 5 I BTG 700 5 45 (s L2 D o 4 NI, PR R
SFRO S5 F 3 (N=17) 35K JE 3 S8 B 5 70 451 44/ NE 22 5 S5 38 in Gk B I epr s A o HH 8
216/ Z RTFI S o /B H216/NH B BTIEE] T FazS o I 10TR ) T M 5216 /N B 5288/
st Sof 52 LY P 25 A JE T B 1) ST 0 B (N= 17) [ b s o LA S5 004 1) i 2R R = R
FEY I 7)o LA T8 R T S0 5 228 0 s U — R U 71 o S50 2 1, W0 — % g W 790 g Ly o
IR S A S IR o T Gt 1. 2548) W = R K 77«

[01691 [ 1 17t T B 1Of I = K (I 7RI PO A 25 B0 5 AN PR O ) S0 2 L 481 45 B8 1 00/
DA 70 BRI B Y T = K P U 790 P A 00 25 S0 1 b 25 o A AL ol 2 2L A 25 T 508 5 11
25 1% A il 2R AR DO T . 127 T B LMK G — [ s 700 B R A BHE (LA S TR 508 A5
TR 1 28) 5 M FE1 9 1 R 422 Y 9405 28 100w /4 s 701 8 FF [ U — % 1y s 4 A L
ABE OB B 28) (0 BB . SEFR AR A B (TH78 it 22) B A o R DR A 0000 v K 2929 % (1
AUCavgo PR It , RIS AL BRI 78 43 TR B = % R IG R F 45 5L, ZE AR o b, BN R RE 78 4
s FFIUIG — K I 700 ) 5

[0170]  SZjtfsl6B : L2 Jita FH < I — K[ s 71

(01711 MR STHEI6A ] 4 B F WG — T (35 K MG 77 o (3 = AN 7B (12,550 F11000g/
h) .

(01721 ZEAHFSE AP — K (FIFRAHOD) 25K JE JE 5 (25umbh & 75 ) R4 5
K12, 5ug/h.50ug/hFI100ng/hi¥ 45 #1058 2 ALK R4 T AR~ (49594 5em’,
18cm’ MI36cm?) (&5 R, DUEA 261%™ 5h i BN IRV - % BB ML TR R, LA XUy
2, 0 ST LR =TT AT A: (B3 FIZE TR R R IBUE £, 0 Sin=16) 25 K JE I
JRQD12.5ug/h, 4. 5em” RG AL, B T ¥4 7B : (B 13 FIFF IR 27 i B8 5, 0
n=16) 25 KJEF QD 50ug/h, 18cm® RGE ML, BVt . A7 C: (B 13 A I = fI &
TRIHAE A, 4 Sin = 17) 25K JE 3L FQD1001g /h 36em” R I B, B Uit i o+ = 4406 % 5%
FT AR AT o W % D 0 70 FR] I A = % P O 700 4 35 A JE B K 24138 %6 o 7 1k S 771 i
FHT AR 52 0] 1 200 53 T % AR 06 G ASHERURAT 2K o ot G R s 7] AS 7] J52 P ) s
FRSE P AS ) 0 o 72 AN U7 SU31A) L 72638 P DX S5 14 397 38 P 5 e 3 5 WUl RS 0T 2. R 45 5 4
BEE (KN 1) o 0 T4 440 51, 28 AR 72 rp 8 FHRE ) 0 5 X 03 £ 4808 T 2 ) LA 2 /b
6K HAS A 14K (1 S AR TS R 3 o — 8065 22 T 5 R G0, FRUBTE IR 0o 45— 7 1O 7 24 ML 35
SERJE e P 7E B 1 3rh Bt o T 1 S B 2 B, LA S R R R ) R B e
FY AL 375 35 O JE VAR 85 2 7 PR 45 K 8 ML ROV 8, 244 30 it o LA L824 71 68 9 2 ok DH — A N, S 7%
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TAEFLIRANEUE A% AR5 B i ih 2%

[0173]  ¥J4s-F3%5 K e & (FEt =0/ 12.5ug/h.50ug/hF11001g/h RS & %5 K JE &
) 73 /&0.97mg . 3. 5mg N7 . Img . KN AT A = Fhsfl &R Z (12. 5ug/h.50ug/hA11001g/h) HH
M B JE ISR R3S, BTl e AR B A % Tmg/ em’ T A H) 25 K JE 4 & (0. 20mg/cm®, fE A
ZHBBUERIEIME) SR JE 27 T 12.5ug/h . 50ug/h R 100ug/h REL T UH % K B
THHEE0.91mg. 3. 64mg AT . 29mg K1 25 KB ik & R R, HTAUE 12. 5ug/h 500
g/hAI100ng/hFIE 58 % RGN T35 25 K2 1% 2 4 20 38mg 1. 24mg F12. 92mg . 7E R Gt
Jiti Fi (%6 ) I 28) A TR] A7 38 235 R Je i 2 /6 12 5ug/h . 50ug /h F100ug /h R EGE 1 43 AL«
£)42% .34% M40 % 35 K Je . HILL 1 = , DUROGESIC® DTRANS® %5 K Je 71y % F
IR G ZEA KA DUROGESIC® DTRANS®ZF K e IR a7, -+ — bt
S48 1 T2 DUROGESIC® DTRANS®Z: K JE100ug/hA12.5ug/h (B£8R 45t)
2GSRBS KBS BN RS A2 100ug /b3 K B2 G EARE S K e & &
729 34mg  E 52 B 281 2. 5ug/h 35 K Je W .2 J& 1 F 555 88 45 K Jé & 241 . 05mg.
[0174]  100ug/hF112.5ug/hDUROGESIC® DTRANS®# K JE KRG E GG 2E (lot
clearance) FHIEHZ KBS ES H 216, 3mg 2. 0mg. K, X T 100ng/hA112.5ug/h
DTRANS®%F K& R %, 2 T 5% B 25 K Je & & 10 25 K2 7 3 W Uk & 48 4 v 2 5 R
6.96mgF10.95mg. % T 100ng/hFI12. Sug/hil &M &, | 24 3 943 % F48% . 45K,
DUROGESIC® DTRANS® %% K B R4 109 % A I = & H = K J& i 18 -
DUROGESIC® DTRANS® 25 K J& 2t 1 4 F 10735 % A 3 AU % = KAl
(K51/3, 3F Hog 5 5 100ug /hATL2 . Sug /bl Eas ML M K L112.5% F116% o

[0175] S {97 - 12 it I« U — R H 32cm” Il 7506} I = K ) I 751 (100ug/h)

[0176] il & M3 1T L o2 33 B WG 77, 48 A A T 100ng /h H| & 58 JE fINational Starch
DURO-TAK®87-428THi &7, FIZEALT SL ] 1 19 77 15 51N K Z18wt % 35 A Je i I =K
(T 700 3 T A 4 2em?, 25 K JE 22 5 2 2 R 29285, (0. 05mm=50um) J5 . T LA, i il 4% 5
149 250m , 32em” i 771 T A58 T — R PO i 791 o T — % X0 s 750 D1 30 L A 0 == PR s 7100 35 K e
=NZ138% .

(01771 L 2S00 550 it FH T Rk B2 52 B0 1 2R 1) R 3 o e BRI 0 G AS (R 2 X 17 44
Stof G ARG 751, AS [ 52 2 60 s 7958 T B0 A TR0 A 38 o 72— AN 7 U100 , 76 it FH X 338 1 39 it P
Bz IR A W B 7 R G0, R4 150 5 (KU T) o T — 4406 B, 76 2 ANBIE 72 o {38 FHAH I 1) B 44
X3k o 7E 5697 2 10 B A /b6 R AR 14 R IR ARIERR . — &5 %W 7 R4, i
T o9 1 o K U = R (K 5 0um 7 727188, SR FE R 2% 5 T PRI 71 58 e (24N G 7D o B —
TR 25mils NG 24 /NBF, 98 B 25, I FH IS 770 B8 45 G312 7910) o SRAEZ0E 31 5536070
I o P ARSI G738 (N=17) 25 K Je ik B L 28 71 55 144/ NI 2 SRR AR 3G N o 7E 55216 /)8 if
B RTE B T RS E1R T B 216/N 21 55 288N (19 4 G LR 25 K JE IR 5 (1) ~F- 35
i (N=17) (8 &5 o B 105 TR 05 510 1 28R 7RG — R (A W 771 o LA 22 TR 250405 o517 il
2R 3R IR = R 1 W 771 o B S5 71 U — R P U 790 4 XL P B AS AUCE S K JB IR JE At v T =
RICNMGE 7 o

[0178]  FL2IR T M = R AW 5 M — RIS 2948 8h 4 SRt e o TR 4404
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2 e M 5216 /N B 55288 /NI 72N B 3 K B o AUCs s BUEAE Sy JLATT - S48 0 57 48
(% CV) $2 M o CVIZ B4 DL B IR AE IR 22 o Coax I Cain /B IME (%6 CV) $2 41

[0179] I — RG] (Trt ©) MIAUCss A2 = R IMEF (Trt A) FIAUCssHI K291, 0765 . I
= WG 7 ) ConaoA e I = % 49 I S0P Conax FKT RS 2490 . 9455 o I — R 1) I3 751) ) Conin A2 I = R P I
SRR Cuin R R L1 . 265 o PRI, T — SR P U 55105 0 =R B IO 790 L AR D S R Pk o AR 2, — N I
Z X MW BN) GE XA (Crax~Cuin) /Cavg) » HeFHFEZAB LN Cave= AUCss/ 72 o £ B2 ML ST K
Je iR ARSI (LB ENERIR) Wah 2 DT n AL = RIS FIFE BT 5 Coax A
CuinZ [B] (K3 BN JLF 5 P 350 3R JE Cave— FE K 7RG — R IG MG R 0T, B2 3 KE)
64% , I S/ T I =K (R AU B o DR I, W — R RS S0 A4t 77 SRR 1 IR B

[0180] 2 P (CV%) Z54K5h 153
[0181]
i AUCss Cmax, ss Cmin, ss &)
(ng.h/mL) {(ng/mL) (ng/mL) (%)
Trt A 171(15) 3.6(23) 1.5(15) 90.2(28)
S
Trt C 184(20) 3.4(22) 1.8(16) 63.8(22)
RE— R
[0182]  R3/NHH TIE=RIINEF] (Trt A) S5lE—RKEINER (Trt O EHES
[0183] 723
[0184]
4 %tk o R | P/ 90% K4
(%) T LR
AUC(216-288) Trt C/TrtA | 106 0.215 97.81 115.94
Cmin Trt C/Trt A | 120 <0.001 112.85 128.77
Cmax Trt C/Trt A | 94 0.319 85.38 103.58
[0185]  [Ali, GeitZ#E M, I — R K F S DUROGESIC® DTRANS® ) Cuax JLAUCs s

Pb 190 % B A5 X AES0 % A1 125 % & W o A Ik, W — K 19 105 77 5 05 = K %) I 551
DUROGESIC® DTRANS® 100ug/h B A £ W5 M . 32em I — R IG5 46 Tmg
3 KB DUROGESIC® DTRANS® 100ug/hl #4745 16 . Smg2r A J8 o (AL, 16 2% =AMk
— R (83520 . Img 25 A2 , BAE3% K 354716 Smg 33 A B I IV = % (R i 751140 A 40 2%
R ZF RS, K2918.5% Z25]) « N % FIFHZRE , & MA3% T FE 2I35% o SR 1T, I — R
I 1)) 33K Aol %6 ) P 2R P B A A 10, 3 R 3 5 = R B IR B S UAE B I =R 11
I 7R3 1/ SR 160 A PO 7510 ) 35 A JE o AR (1 % R FH 260 Wl — R XD U 71K %6 1) FH 26
EE I = % PR G 791 i 5 2 o 5% S 0 S 6 WO 70, D — 2R (0 0 750 e (4 s — M 50 10 5 B 25 K JE B
SAC T = R A 7 o

[0186]  SZEfl8 : 1 2K FH « 0 — K KD 28 cm™ i 716 I = KA 5 751 (100wg/h)

(01871 il 4 M4 180 1 1y B0 375 B2 I 790, LAt P T T 100mg /) B3 (fNational Starch
DURO-TAK®87-4287TKi 577, FIZEALT Ll 11 75925 51 N K 218wt % 55 K Je il I =K
(9 I 790 P TR AR R 420m”, 25K JE 4 7 2 2 K 202285 (0. 05mm=50um) J5 A T HL 85, i il 4 5
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Y 1K) 250, 28 em?” I 771 FH 68 FH — R RO I 7)o T — % P60 i 700 R0 sb L 0 = R R O 9 6 35 K S8
=MZ133% .
[0188] K LS 77 it FH T W0 R e 52 B F S R o BT B 110 X G AN AT 288 0 X 19-20
2555 G DI 73] 5 AS [ JE P2 040 WOk 7500458 FH 4 AS [) A 30 o 74— ANR 97 R TRD , 76 8 FH DX 5k i 9 it
FH B¢ e MG B I 5T R 45, 7 40 8 IR T) o T4 — 42 5 B, E 38N 9 oh fa T HHTA] 1K) B
WX 3k AE S IR YT 2 [ H A 26K A 14 KM SARERIH. — &k 2 1Z AR /4%, 7
EVB R B o HE U = R IK 50um 7RI T 2 /N8, SR S5 Bk 25, I BRI 77 8 45 (i FE4AN UG 7)) 4 0
— R 25mm 7RG 247N, SR 5 BR 25, 9F FBTUS 75 4 (R 3L 124N 7)) o SRAR U 31 55260
JINEF o P RS 0 G S 38 25 R JE I P B B AR S 144/ NI 2 R FR 3N AE 55 216 /N B 2.
HIIAR] T AR B 1678 T MEE216/Ni) 21| 55 288 /NI 1 4 G I H 25 A JEI B 1~ 2405 i
(1) 845 B R, W — RIS 771 (n=20) 50 = RG] (n=19) [ MK F FEA&AUCs s K
JE IR FEAE 1 o 20 4405 G A I — 44 AN UG =R (A9 U 5510 32E A7 IR o 358 0 3R 738 W = R 16 DU 7] 1)
I8 05 R IACIE FE 2 7m I — R G 700 B B0 5 o AE TR 15, B AR TR b 228 f I 7R A AUC s J2530T
{EAFEAE DY AN A (BN E 55242, 243,245 252/ ) AEAME XS G 2 Hp 22 SR K, PR b 5
RG22 = Lo
[0189]  FRAAFNKABIRN H T = R I 7715 W — R I I 2580 7325 S e 0 T 72
AR, B BN FE216 /N B 55 288N 197 2/)NI) B JH I B A o AUCs B AE SR JLART - 35 (B AN
SEIME (%6 CV) $ A o CVAZ R LA P IME AR HE IR ZE o Coax P Cuin (P 38E (%6 CV) $24HE
[0190] e 4 A% AH I N7 i Tl FH I — SR 0 It 7510 s =R B U 5501 19 24 00 5 (N=19) I %45
AT I 5 KA AS it PR — R A9 A 771 ({38 A7 b s i IS =R R I 77D 9 % SRR
[0191]  4A P (CV%) 25450 1122 351

[0192]
B AUCss Cmax, ss Cmin, ss B
(ng.h/mL) (ng/mL) (ng/mL) %)
Trt A 147(30) 3.0(35) 1.3(24) 79.3(30)
=R
Trt C 149(62) 6.1(186) 1.3(31) 158(164)
W—X

[0193] 19440 % 195 44 HL AT BRI i (BP B AN R T AH AR S AU 08 50 758216
/NI FIEE 288 /N 2 [A] SR AR I AR AR o (1) 25 K Je AR 25 1 25 K Je M e iir i 7, B S AR
PE I A 5 44 X0 SR A DI FE = A 5 1, R EH 5 440 G B B HE AN A IR T33 B 55 K Je i
1 1Z K B BN AT BE VA DA T B 23 A7 1 5 44 65 G 1) B B i h iy G o o, BT 16 R 1 2L
R AR 1 7 ] PR G S5 R e N 2 B 55K B LIS VR B LA SR TR A8 s i i ZRFR R
W — R B PR S5 R JE B4 5 i A S 18 5 T 2540 s 110 il ZRNOR R 73 AH [ W 7] s 1% [ 25 R
53R JEEHE - 240/Nf 2 5 (1) — e E0 R UAE 5 R JE e B2 B B AT B8 6 R I A8 Ak, T A 1R iy 51
AU 22 B 55 K e IR FE 2 R e 1 o 1 I 33 R s 18, MLV 55 K 8 MR U B itk X HL stk ekt
TE SR FoRULE AT BERY o (R L, 7E 1A 1, 25 R 25 K JR R B 2 BT 1k 1) 35 K B = AR B
TEAEFRAR - RABR T HERR SR B B A B BFEUE A SR B0E 2 5 R 4AR B s - R 4B I
STREE 14 N=14) ,
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[0194] 4B “F3 (V%) ZiiRBh F1e 55

[0195]
bl AUCss Cmax, ss Cmin, ss EEh
(ng.h/mL) (ng/ml.) (ng/mL) (%)
Trt A 147(33) 3.0(39) 1.3(25) 75(33)
1=
Trt C 132(30) 2.6(33) 1.3(32) 70(38)
BE—x

[0196]  FKABE IR, 2T JLATFHHE T W— R M IS FIRIAUCss (FHA 5216/ B 55218/
it I AUC (216-288) o) AT =K FH) I 7 (K AUCs K1 K 20 . OF o W — K [0 15 79 £ o 19 JLART
IS I = R O 79 Caax K TUART T BB R 2400 . 9485 o I — T (I ) TUART S 35 Cuvin 2
M5 =R ) 0 0 5 AT S 38 BRI 201 O35 o T — TR I I 700D 0 3 B (%) S22 K470, T I =
TG FUIK B B R (%) K K LAITH U0 AN AL FE R AB, PR A 782 ABH I — K (K9 W 77 ATl =
TR F I 79 2 1) 6K AUCss » Conax 1 i BT 5 7 LA TIT DA SR I — K 0 0 715 0 = R s 70 A A 528
M ABEHE T LA Y, W — K 9 28 em’ I 7700 & 14 5204 5 DUROGESIC® DTRANS®
100ng /WA TR0 25 KB o« B 28em ™Il 71 h [ 25 K JE B K215 9mg o [k, U — R (1
WA 3517 . Tmg (3X5.9) 25 K JE 5 DUROGESIC® DTRANS® 100ug/hl 7] (1)
16 . 8mg 45 K & 38 126 1 1R) B 1) 35 A J8 o 1 FH A PO I — TR P9 28 e 790 ) ) P 28 408 A 239 %
AU T DUROGESIC® DTRANS® 1001 /hIlh #1114 43 % 1 F) F 22 SR T, i — K
FY 0 71 6 4 M) T 2 ) O o

(01971 [RAE B4 UM, R AR I AR N G268 F738 9 (0257 5 oh B T 6 A0 8 6 47
TERSE A BH o IS HARAE STk H 453 21 7893 iR

[0198] L3 Rtk S e 1 e AT T AE BT A5 7 100 258 051 I A 0 Y, T AR BRE AR 2 1 PR e, A
R B B8 7E 2 411 S 77 T i E VP 22 78 Ak, 336 e A A0, T EH AR TR AR A SR M AR ST 8 1
B 53 o BT L 220 A B DS A g A 7 A R 6 b RS T Y
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