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B BERE
ALB albumin: 7L 73
AL-P alkaline phosphatase: 7 /L WA 74—
ALT L-alanine:2 -oxoglutarateaminotransferase: 77 =+ 7 /h 7L AT 27—
AST L-aspartate:2 -oxoglutarateaminotransferase: 7 A/ XTXUET I N T AT 2T —F
ATC Anatomical Therapeutic Chemical classification system: fifiliG A b =20 FE 1k
AUC area under the blood concentration-time curve : Ifil. FF 5 FE — B[ AR T TRifd
BIL bilirubin: U L
BMI body mass index : i 54X
BUN blood urea nitrogen : IfiL {7 )& 35 25 3%
CL IVT T A
Crnax maximum blood concentration : # i Ifi. 12
CTz chemoreceptor trigger zone : {b. 7752 2K 25 5| 417
CcVv Coefficient of Variation : ZZEh{# %
CYP cytochrome P450: 71— P450
equiv. equivalent: %5 &
F FEXTBY A B9 =
FAS full analysis set: it KO AT xS AL
FPS Faces Pain Scale-Revised: 7 = A A A — LELET IR
GABA y-aminobutyric acid:y-7"3 /& Fk
GMR geometric mean ratio: £{r - b
T N AT — T (T e BN U S DT — T Fl)
HFT-290 | HFT-290 72 1 27— 0.5mg. Img. 2mg. 4mg. 6mg. 8mg:
| # (5. 5. 10, 20, 30, 40cm?) FIZ7 = H =)L 7 T Ui aFNE 05,1, 2, 4, 6, 8mg &4
INN International Nonproprietary Name : [= 3 fif [E] B —fi% 44 Fr
JAN Japanese Accepted Names for Pharmaceuticals : H A< 38 5 — i 4 4
LBP low back pain : 18 fEH
NOS not otherwise specified : fth i ZHF E S 1720
OA osteoarthritis : 25 JE2 1k B i
OATPs Organic-anion-transporting polypeptides : F 17 =4 ik R <7 F R
P.S. Performance Status: /7 +—~ AR T —H A
P-gp P-glycoprotein: P § 4> /X7 &
pH potential of hydrogen: /KA A4 F5%k
PHN post-herpetic neuralgia : 7RI 5 14 1hikE i
PPS per protocol set: VAR I & i E | 2 5 L 7ok A
PT preferred term: JEAGE
QOL quality of life: £ D'E
RH relative humidity : £ 5% i &
RMP Risk Management Plan: [%= 3£ U A7 & BRG]
soC system organ class: & B Bl K5y %8
ti2 elimination half-time :log i /% « REf HAR I 351 HRERFHOBEE (Kep) 755 HH U721 2 0804
tmax time to reach maximum concentration : f & IfiL H & B 281322 1R £
VAS VAS visual analog scale : {57 a2/ 27— /1
VC vomiting center : & i H AKX
WHO WHO World Health Organization : T f 4R 14 RS
y-GTP y-glutamyl transpeptidase : -7 VLT AT 25—
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LRI = | AaT — 7 HIEHE T TP 11O IERTHTEN WEB 9 176 HE8 LT < 20,
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( mzEonmenn |
I
HY) l &L
<FEREOFIvI> y
BETY TS WHEMCHBEELEDES
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( BAIT 3 ) #HEmOeloaring
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ZHLEV I - |
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6. RMP D=

EESG Y A7 FHEEHEE (RMP) O

LM R
[BEERfsEEINTY 2 7] [EEREENY 2 7] [EERARNHR]
o PR cvav s, T4 T%y— <L
- ERkRE - o b= AR X
- RAFME Yo b= fEERE
- R
- A
BB D AT
L
| ERRICHES S RO T2 O H) | BEFRICIS Y 27 B/MED T2 DIEE)

P 38 i 22 R R AR A ] OB 2R

U 2 7 g/ MERT I OB

T ORI Sz R AR TS B
H

%) i%ﬂé@ BB DAL
CEIERL, SCHK « SR O E S E 5 5
DYLEE ﬁm'“ﬁmﬁd<£éﬂ%®ﬁﬁ
(K O347)

WHE DY R 7 e/ METEE)

WH DU A7 e/ METEB) OB

* AL S NTCIRAT SRS K D IR e it e OE

MR

- BEMEIRSLTA NI XD H R OEER
WA EL

BN & 5t 22 MR R AR TS B

BIND Y A7 /M

- RrEFEHAERE (NR)

ARNMEIZBE S 2 A4 - SRBRO G O

L

c ERIEFEERTEM GEIEFERTA R) OFF
Bl O (187 9m)
CEBFTEM (7 ReT —FOfEWE,
E@fﬁ Txv b ReT — T HEMEHINDEE
k& ZHEBEDO ST ~) OVERK O (18K
Jid)
< T TEAd HEYE 0D 7= 6D D A PR O R 5
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0. &FICEYT SHIEH

1. BR5E4

(1) #n4
7z b ARe7 —7 0.5mg
7z hRe7T —7 1mg
7z hReT —7 2mg
7 x Y N Re7T —7 4mg
7z hAReT —7 6mg
7z hReT —7 8mg

(2) %4
FENTOSe Tapes 0.5mg
FENTOSe Tapes 1mg
FENTOSe Tapes 2mg
FENTOSe Tapes 4mg
FENTOSe Tapes 6mg
FENTOSe Tapes 8mg

(3) BFRDHE
Briz7a L

2. —fk4
(M #& (&%)
T H = (JAN)

(2) %% (fdi%)
fentanyl citrate (JAN, INN)

B) AT Ls
IR B 4 - -fentanil

3. BEXXFTHER

HO_  CO ,H

*HO ,C CO ,H
| "
o

4. A FRRUADFE
7317 0 CaaHagNLO + CeHsO7
4y f-&: : 528.59

5. t24 (GdiE) XITKRE
{b5244 © N-(1-Phenethylpiperidin-4-yl)-N-phenylpropanamide monocitrate (IUPAC)

LEE&ES

onj

6. ER%. Ala. &S,
A = — I - HFT-290



M. AMESICRET HIEE

1. YEEZHMTE
(1) 58 - 11K
A E DK TR REOM R TH 5, Y

(2) BfRM
A B ) — VI EEER(LOONZIR T3 < L AKXT=H ) — 1 (9B)ICRRETIC K, Y2 F )Lz —T/LZ
D TIRIFIZ < W, Y

3 BB
TR L
DR (R, B, HEA

B 150~154°C D

b)) BIEEMBHTEH
pKa : 8.43 2

(6) PECHREL
FU B =K 8162

(1) Z DHth D E 1R EE
pH3.0~5.0Y (7 = % =)L 7 = i 0.10g % /K 10mL |Z¥ D> L 72i#K)

2. BERRAOEBERTIZH T ZREN
U L

3. BV DERHRE. EEE

WERRERE  AARR S (T oo XLy ootk 12k, Y

(1) A550.059% 0.1mol/LIEEEFRIE10mL } (R &% / — /L (95)ZIR 7> L, 100mL & L7-iRic o &, R4 AT
WS RIEIRIZ K ORI AR Y R AVERIE L, RO AT RV ERDSIARY h V% s
HLE, MBFEDODARY MVIEE—EED & 2 AIZFRRROEE OWINZ 7D 5.,

Q) RdbxEFE L, I AT MAPEEORAL T U 7 AEERNEIC L D RBREZITV, KD A~
MLERBDBIRARY M EEGET 5 & & TFHE DAY FVIEFE— D & 2 AIZRER DR E
DOWINZ=FRD 5,

(3) Ak DKIRIK(1—100)1% 7 = R O EVERIG (1) 2 23 5,

TE B

HASRS (7o = i) ok b, D

ASh7omgZEHIC &Y | FEEE(100)50mLIZEE 2> L, 0.02mol/Li i fE CME T 5 (BALEREIE) .
[FIER D HETERBR 21TV, fiET 5,

0.02mol/LifE# R 1mL = 10.57mg C22H2sN20 + CéHsO7



IV. BXI(CBH9 5I18H

1. Fif
(1) #FI#z DX B
T — 7 #l

(2) BF|DHER K DK
NI
o 1 1]

BiE GEMEfE) :
E —\ V. BEEEIN

G4F—
NAIR
%
0.5mg lmg. 2mg, 4mg, 6mg., 8mg
Wi 4, T2V hRe| 7z M Re| 72 P Re| 72 MR | 72 b Re| 7= b Re
- F—705mg|7—71mg |7 —72mg |F—74mg |F—76mg |7 —78mg
o | BRI ORAE 7 — 7 AT, BiREIL, EHO T A F—CEbhT
s - MR o~
o X 1.59cm 2.24cm 3.17cm 4.48cm 5.48cm 6.33cm
X 3.16cm X 2.24cm X 3.17cm X 4.48cm X 5.48cm X6.33cm
i 5cm? 5cm? 10cm? 20cm? 30cm? 40cm?
S I
n:%_%}j HP3160T HP3161T HP3162T HP3164T HP3166T HP3168T
QFEAa—F

FRENL « LR

TR

7z N ARe7 — 0.5mg : HP3160T

7z h AT —7 1mg : HP3161T
Tz b ReT7T—72mg : HP3162T
Tz b ReT—74mg  : HP3164T
Tz NARe7—6mg : HP3166T
Tz NRe7T—78mg : HP3168T

(4) BFI Dt
M LR

(5) Z Dt
L7



2. HF O
WA CEMRS) DEERVFHME

e Tz PR | T2 b Re| 72 MR | T2 M Re| 72 M Re | 7 b Re
AR5 7—705mg |7 —71mg |7—72mg |7 —74mg |7 —76mg |7 —78mg
B T B =T T TR

IR

ég}?ﬁ;};) 0.5mg 1mg 2mg 4mg 6mg 8mg
Tz K =)
ELTOERE 0.32mg 0.64mg 1.27mg 2.55mg 3.82mg 5.09mg
(1A )
BT AT VI =0 b5 JRERBERMRAKFEBIE, 7 Fre Frfy bz
AN YOAFLU oAV T Ly AF LTy JHEAK, RNV A Y TTF L B
T T v, FOMKSEEAT D,

2) BREFORE
A L

Q) #E
L

3. RMTBRROMERRVEE
L

4. Hif
R L7

5. IBAT HAIEEMED &5 RHMY

Y
e

N-(1-phenethyl-4-piperidyl) anilide



6. WHEDEREHTIZETIREN
RO EVERBRFE R (KAl Img, 2mg, 4mg, 6mg. 8mg)

B IE =S Al B e FHA R it
RERTE B PRAFSA1F AT PRAF IR ES
3, 6, 9, 12,
EHRAERE | 25°C/60%RH LB 18, 24, 30, 36
7 H ©)
FREAYERER | 30°C,65%RH TEELY 6. 9. 127 H
JI[IBEEEN 40°C / 75%RH ALY 3. 6 7 H
50°C,/ 75%RH ALY 1. 2. 34 H @
60°C,/ 75%RH ALY 1. 24 1 ®
-15°C (R 2. 43 O)
%‘ e 4°CE&40°CHE 3) 2
vk 7 aLEELR ®
A B | -100censec 3H
. 25°C,/90%RH A HETES) 3. 7
W £/ 90% REFE H ®
25°C,/ 30%RH ik 1, 2, 43
" A R g PSS 2 3H @
120 J7 Ix « BFELL 1 AL 2 A

HIETHE < MR, mERdalBr, MEERRBR, K& 7. Mok, SIS —k, ERIE

W) WS TAI =T L ER—RE LIZEE T 4 VA DOEEER,

£ 2) 1mg & 8mg THEi L7z,

HE3) 4CHh5 40CET L2 FEINT C LR S, 2DH% 40CHL 4CETLR2FEHMNTCTHRTSE, 14
AT nE LT,

1 4) -10°C 5 25°CE T 12 BT T EH S8, 25°C% 6 BEfEIfREF L 722, 25°C)>5-10°C £ T 6 FEfH
MT TS, 1Ao7 0E L,

1 5) RAME AT 4 N LDABERIN LT LR EE,

[R5 2]

OWTNDORAFERMEICTIE N T, 2 TORBIEBIIHENTH -T2,

@E&TORBRIEBIIHEANTH - 12,

@1mg IZ2WTIE, 2 1 A ORISR W T EIE BICHE A OIR T R OSEG B B S O B3 58
S, TOMORERER IZHHEANTH -72, 2mg, 4mg, 6mg LT 8mg (2 DWW ik, 2 7 H OREIC
BWTE2THEBATH T,

@ETORBRIEBIIHENTH - 12,

OWVTNORFEEIZEB N TS, 2 TORBREBIIHBENTH -7,

OWTNORGESEEIZEB N TS, 2 TORBREBIIHBENTH -7,

ORCETITEERERRO RN KDL, ITBWHE b LTz, £70, MHEEOEY S EITBKIMNART
L. HEGRWEIIRBIA ORI Z R Uiz, B LRETIE, £ ToRRER IIHEBENTH- T,



B ORGSR (AF) 0.5mg)

o PRAFZRA fRfr (B3%%)
‘itm N N A= 7 ;:
R T T % THE FRA7 IR it S
0. 3. 6,
9, 12, 18,
EWIR TR 25°C+2°C 60%RH +5%RH [E AELY Q) 24 (K& @
RF)
36 7
N R 40°C+2C | 75%RH*+5%RH s T AR D %‘t;g @
60°C+2C | 75%RH=E5%RH 5 T LS 0. 1. 24 H ®
R
-15C+2C %0 AT B & it EELR 0, 2, 4 @
+ 25°C+2C | 90%RH+5%RH T Ha%E 0, 135@5 >
i i 01 2 ®
% 25°C £2°C 30%RH +5%RH W5 AT PR ‘4E‘
HHEE S
¥ | c=2c | eowRH=wRH | 2. XU 0.6HY | ®
ITERA O (A
S

AETE « MR, MERlRBR, MUEERRBR, KA ). MotivE, BRI —E, EEIE

a) TNWI=gLER—AL LIZEAET 0 V2O HELRE,
b) FAHRJEE 120 77 Ix » KEEILL B K OYRITSRAMST = K L 5 —200W - h/im2 DL E & 72 2 HifH,

[ 5]

D36 # AIZEB T, HHMER NERMEO LT RS TR bz, 2 TORBRIEHICBE WD
THEANTH -T2,

@6 1 HIZBWTETORBREHIZRBNTH -7,

@i & OVE BB ORRFH 22K F358 0 b a2y, BN Th o7z,

@ETORBRIE B IIHENTH -T2,

O WE OEENME R RO D=, T OMORBRIEH ITHBANTH -T2,

ORI S TITEGWE DB O EZ R Uz, £70, MHHELVEEMEITIKT Lz, ook
HHITHBN T2, HE 7 L 288N TIIETORBREH IZHBENTH - 72,

. REERVBRRROREL
L

. fFl e DEREELE (MEEFEL)
L

. A
A% L

. B a2%

() ERABEGHSE - AR, HNEVFREEE - BRICHT 215K
M L

10



(2) @&
(7= b Re7T—7 0.5mg)
LFEICTHRAD [ B8 X7 48]
(7 =¥ F ReT —7 1mg)
LHEICTHAD [ R4 X7 4]
(7= F Re7 —7 2mg)
LHICTHAD [ R4 X7 4]
(7= b ReT—7 4mg)
LI THAD [ R4 X7 4]
(7= Re7 —7 6mg)
LHEICTHAD AR X7 4]
(7 x> b ReT—7 8mg)
LHICTHAD [(AHL4R) X7 4]

Q) FlREE
M L

A BRIBZOME
TILI=ZT LE_R—R L LEFEST 4V A

11. ARt Sh D EME
FrizZaL

12. ZOft
KPR L

11



V. ARICEY S1EHE

1. PEXITHE
A :
EFEFA FERFIRVEAEA A FERFITABERBLTRICE(T58ER (2L, BHERIItD
TEAA FERERIHNGUYEZ THERT SEEICES.)
OFEENLEEDEREMES BENA
OhFEEMNLEEDIEMERE
INE
EFEF A FERFITHRERHELTRICHS TS8R (L. oA EA 1 FERFHNLUIVEZ THE
Y 558ICR5.)
OREENLESEDEBEHIBENA

2. PHREXIIHRICEET HFE
5. BEEXIEHRICEET HFE
(Gheeta@E)
5.1 AANIA A4 NEEFFHI ORI 728 5% M FE & 5 28 AJENRE M OB ML TR O & H1Z 0D 2 )
THI L,
5.2 A EMDOA A A FESRAINHYY BEZ THAT 2HEE. oA 41 REFRAIN —TH
MG S, BEENHRESNIZEE AR M+ 2 &,
(BAERE)
5.3 BADGA . AFIMFTRNCA B A A REFEAIZ M L TR W S AR BF ISR L Cid, &0
FEHA FEIEANCIEA_RABNC L DRENFRTH D EEZONDLHE (RBOKG NN R
F, BROFNCEZ2RIERARAOBZNN S D BHE, ZHRIFHZICL Y AMNAIORENEEND
BERO)VICOIMERT 5 Z & AFNTR O A A A REYRFNC L~ 20855 O I FP i B 23k &
W ERT 570, BEAEAZRET S E TICHMAET SRR H 5, [16.1.1-16.1.38 1]
(&R
5.4 BMEEIEORIN & 72 D e E A, DEE « #ESMEIR, (KTE Y A7 28 - afEM e s %
1TV, AREN O O 2 HEI 5 2 &,

3. AZERUVAE
M HERUVHEDHER

BA

W BN URES, IEES, B, RERERSEICARGT L, 1R (R24FF[) IR0 B2 TEHT 2,

WIEN S RV IARAREA AT O A A4 A FERAIOIRRAEICLY . TR0 LBV iERT 5,

Z D% DORGA HEITBF OIERIRAEIZ L 0 B EHEET 5,

(BAERE)

ARG A A A FESFEAIZEH L T2 0a, 0.5mgdk VBt T 5,

LA A A FEIFAID HARFNCE D B2 THEHT 256, AFRMRICHEHR L oA vt 4 R
JAIOHEROHEEZBZE LT, 05mg. 1mg. 2mg. 4mg. 6mgd W\ hio H&E42RIRT 5,
(EMER)

oA A REFAID S ARFNY) 0 B2 CTHERT 5,

AANBEA R LT\ e A B4 1 FEYFHIO FELR O EEZBZ LT, 05mg, 1mg, 2mg, 4mg,
MO N T N D HEEZRINT 5,

INR

(D AER

DA A A FEFRAID HAFNZEI D B2 THEHT 2.

HEL R QL) Tk U, BEES, BREES., RERESSEICHEAT L. 10 (RU24F8f) 4ICHE 0 3%
ZTHERT 5,

wIlE BE A B ARFIAS A AT L T4 v RERAIOHELOCHEZBRL T, 6 Lo
Y&, 0.5mg, 1mg, 2mg. 4mg. 6mgd T D & A B R L | 2% UL L6k Rl o8 41%. 0.5mg,
img. 2mgDOWF DO HEZBRIRT 5,

Z D% DU R ITEE OFERDIREEIZ L 0 B EIEHT 5.

12



2) AERUVAEDXTERRE - Bl
(V.5 .Q)MERISTRRRER] DHSM

4. RERUVHECEEYT IR

1. BERUVRAEICEET 5EE
1.1, #IEBATAE

1.1.1 A EA 1 FERFINSAFICUYEZ 55E
(DSAER)
RN DOTE . AR S & LT, AH 8mg I THELE X duZevy (WIRIGFFHE S LT 6mg 2 %
B RARBIT A0,
6 Ll ED/NEOSA ., BRI HE S LT 8mg IR S, 4mg XL 6mg & BEAIC
I, BEOREEZBE LN, EEICEET D2 L (6 Ll Eo/NNRicxk4 2 0E ahA & &
LT, FRRERClE 2mg &8 2 2 I EOM IR 2N o 2 5% LA B 6 A O/ NROGE . #)
[ BGA R IR R &2 B 2RI 528, 2mg 282 2 ARIIHESE S 9, BE ORIEZ IS
CCTHAERLY IROVHE~OY YV EZ BBET L2 L (2 5%l L 6 mekifio/hNETid, A
WA 7 = 2 & = VPR EE O SR QAR O BLEE OINNRBD L TR Y | E-fIEEE
&L LT, BARRER Tl 2mg 2 2 2 HEOEHRERA 220 [9.7.1, 16.6.1 2]
AE b B2 SR T A E R, ROE/L b & 60mg/H (ZLAIDOSEE 30mg/ B, EH OEE
20mg/H) . O AF o R 40mg/H., 7 = > % = /URRFR I RIS (3 1 AGAHRELA]) 4.2mg
(25pg/hr ; 7= Z =L 0.6mg/H) . #&0 =27 A L5 180mg/ H B E1Zxt LCARF 2mg ~B) v &
ZHHbDOE LTHELTND,
728, HIEIELA A EFBRERICE S @Y HEEZRINL, BERGICRLRVWEIERTD

Nl
BE xR
(F EA A FEFRFINSARFINY B Z HEO#HERFAE)
(DNAER)
AHIL B BT & 0.5mg img 2mg 4mg 6mg
ERIRIEICR T A HEE LRI E (T X =
ii%ﬁf) ) HET AR ( g 0.15mg/H | 0.3mg/H 0.6mg/H 1.2mg/ H 1.8mg/H
7 7 7 7 7
£ | #&OAl (mg/H) <15 16~29 30~89 90~149 | 150~209
’g A:F| (mg/H) <10 20~40 50~70 80~100
AFUER | % [ s - ~ ~ ~
AN i | EHAL FARN S (mg/B) <5 6~9 10~29 30~49 50~69
il FFa Fogr#l (mg/H) =10 11~19 20~59 60~99 100~139
T x> H =R R R R -
(3 FIRG IR ; B+ Hem) 21 42 8.4 126

Z =)Lt LC4mg/ BIZFY T 5,

1) AFI8mgiL. MR E L LTI SRV, EFIRIEICR T A HEE I &1L, 7 =

13




(BHER)
FIEHEAT & & LT, AFIBmgIEHELE S e vy (WIEIHEAT & & L Cemg# 8 1 5 i FIfRER 1T 720,
WIEI AL &2 @ IR A R FRIE, ROE/L e 2 &E60mg/H (AEAIDGE30mg/ B, 5 D854 20mg/
H), 7= & =R LA (3H BEAHHEIHK]) 4.2mg (25ug/hr ; 7 = > % =/L0.6mg/H) . #& 1
a7 A E180mg/ B LA Bk L TARARMg~EIV B 25D L LTHREL TV,

7ok, IR A EIFMERICESHEUZHEZRINL, BERGIIRL2VWEHIEET L L,

mEXR
(FEF A FERFINOARFIND Y B Z HEOHEMTRAE)

(BHERE)
AFILH BT & 0.5mg 1mg 2mg 4mg 6mg
FERANBIC B0 DHETHMIE (72 =1 6 gt | 03mg/n | 06mg/dl | 12mg/A | 1.8mg/A
nELT)

T 1 1 7 T
A ,
# | B EREAA] (mg/H) =15 16~29 30~89 90~149 | 150~209
fifi
B 5 oo s = g IR R
| (SHEGARA ; BT Emg) - 21 42 84 126
b
g 2T A EOH (mglH) <90 91~179 180~ - —

1) AAIBmgiL, #MIEIREA AR L L CIEHER SN2V, ERIREEICB I D HEE I &1L, 7 =
Z =)Lt LC4mg/ BIZFY T 5,

7.2. ¥EBE{TEF

1.2.1 OAEA 4 FEFRFINSEKFICYEZ 2558 (BDAER. BIEER)
AAEBET D7 & D 2 BRI EZIThRWZ &, oA 41 RESFAID S ARZFNZA4)
DTEV R IGE, 7o XV OMPRENMRAICERT 5120, SERIRNELND F
THEM AT 5, TD=, Fied MERAGTER) 22512, YD EIRNEHAL W4
A A FETRAI OG5 %21T75 Z ENLEE LV, [16.1.1-16.1.3 ],

ERAED
AL T\ =Ad e REURH* O 5 ml%k A A N ER A O 5 EE
1A 1H B 5 12 KR IS AR HI DO RBT &2 BRI T 5,
1 H 2~3q] AFN DR BR A & RIRFIC 1 B R Z2 & 535,
1 H 4~61a] KRENO AT B LG & RN R O 4~6 BRI 1 R E2 #5545,
et 5 AEIOREHBALAH 6 BER) E Tilklee L TR 595,

% % BRI R B A 2 3k <

BFICEY ERERO ERFEE) TiE. Ho28mRB G o nwGandb s, BEOIR
REZHIE L, AAIOERIEN/EOLND E T, A4 A FEFREAIOBMNES (LAF
=) WK VERAE NS Z L, 1HOBNESGEE LT, AFOY Y BEZRNIHER L WA
v A A RETRAIDREOA TS FOLEIT 1 BR5EO 16 &%, EHAIOLAIT 112 &% 8
e L THEETHZ L, ZOBREA, BMOF A A RERAIZEHT 2L E LUy,
1.2.2 RFBEFRIICA EX 4 FERFIZERALTLVRWNEE (BAER)

AFIIEREA D72 < L 2 BRI EEZ{ThARWVWZ &, 72 F =DM g R4 I
AT H0, BERIENEOND ETRMAET 5, BFEOREEZBIZ L, AF OERIFEN
BONDET, @mREAEA A RERAIOBEMNES (LAF2—) ICXVEREEND 2 &, 11H
OEMELSEE LT, BROAOH AT L HEGED 16 &%, ENFOHEIT U2 &% B L
LTHEETEZE, 2O, HIMEOFT A A FEFEAIZERT 2 EREE LV, B,
AF 0.5mg Lk HE/L B & 16mg/H (EHAIOEE 5mg/H) . #1042 2 R & 10mg/ B 12
R N

14




1.3. AERE L

1.3.1 ERFEERBFICHEITHLE
AFIREAT I AR L2 AR RNV E B SN TV D BE TR (—Fch bbh b
BRVVRAR) BRI LIZEAICIE. BEBIcA A FERAIOBMNES (LAX2—) 2k
WA IImHZ L,

MDA ELF 1 FERRINSARIZUIYEZ Z5E (BDAER. EBHER)
1 [\OBEMEEEEE LT, AFOY B RN LA B REESFEAIDEE DA XA
FOLEIT 1 ARGED 16 &%, HERAIOHGAIXI VR &% BLE L TERGTHI L, 208
G WO A A A FERAIZEAT LI ENEE LV,

Q) REIBEMAATICA EA 4 FEFBEFIZERA L TULEMES (DAER)
1 EOEMEGEE LT, ROFOHEEIT 1 BREED 1/6 &%, HEHFIOLAEIT 112 &% 8
e LTRETDHZ L, ZOBA. MO F A A FERAIZERT L ENEE LY, &
B. AF05mg 1T O E 2 & 15mg/H GEHFIOEA 5mg/H) . 04 %2 2 K& 10mg/
HIZFY 5 5,

7.3.2 a2
RANFIEIRF S RO ER D2 S 2 AR ELZTThRWVWZ &, HADHEEZITH Z &1
Ko TSI NBHTDHZEND D,
BURSENEOND E CRERBICHARTEREZIT) 2 L, #EROEN LG LNRVEGEAIL. B
s (LAF 2—) SN7-8FEAIO 1 ARG EROERREELZEB L, FitomEET 5,
ek, AR 1O HED 24mg (7.2mg/H) ZH 2 285580, o iz EE+T52 L,
MDA EA 1 FEEFRFINSUIVEZ D158 (BAER. BHEER)
AFl% 05mg (0.15mg/F). 1mg (0.3mg/A). 15mg (0.45mg/H) i% 2mg (0.6mg/H) F°->#
B35, 72720, 05mg 2 SEET A1 Img, 1mg 2> B EEET 5841 1.5mg Xk 2mg.
1.5mg 2> B E T H5A13F 2mg, 2.5mg XX 3mg (ZHEET 5,

Q) REIBEMAATICA EA 4 FEFEFIZFERAL TULEMEES (BNAER)
AFNFEIAEI %, D7a ELE@AEEZRET 5 £ TiE, 0.5mg 205 Img ~HEET 555 %2R
AT HED 50% % B2 DI I ThRWZ &, BRI, T o444 REFwRAI 580
B2 D568 Tt THELTH XV,

7.3.3 HE
HF RSB 2 AR EIL, BRREENRS SDOND I ENHIOTIThARNnI &, BIfER%
L VBETA2HEIE., HRICBIREITO RN LEEICHET D Z &,

7.3.4 EMEBEEICE T HERADOME
ARG 4 B 208 LT H 2B 220035 b e WEEIE, oy 2 s~
DEFLERFNTH &, o, EFITIER L O R A2 MR L, A0SO LEMHIZ SN T
BEtd sz &,

7.4. ERAOHIE
1.4.1 KFOFEHEZLELE L Ro=8E810d, IBHIEROFEBREZY ST-0Ihkx ICHET S
Al

1.4.2 KFIOHERHZF L, thoF A A FERFANZEE T H5581L. AFRBEZO M 7 = >
A = )VPRE N B0%IZI T D DI 17 BELL L (16.75~45.07 FFfE]) b Z Enn, il
DI LA FERAORGITEHE GRM L, BEORIEZBILZE L0 &) 22 8405520
BERELNDETHEHRT A &,
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5. BRERRLIE
MEBERT—2/\v5—2
DONAEREEZXRE L-BRKREAER

L S o N 0) #lal e wk
R X 5y AR B P i B 5 | EGIEK N
24 IRE[ B [E] B A ERER ) HFT-290-01 | F—7> 2,4mg 24 IHfH 14 {51 M
%
;E 72 I 5 S B e 09200101 | #—7> | 2.4.8mg | T2REE | 2241 |
B\ 10 AR R R O 99290111 F—7 2,4mg 10 H 13 5 S
e -l N Y 2
;gg%%ﬂb%@ﬂbgz HFT-200-04 | #—7> a;% oRml | usfl | FFMm
| 7 H = VR R R IR A . 2,4,6 -
5 ~290- — 1% 0y i 2
7| mowm Bk g ) HFT-290-06 | #4—7"> 8mg 9 HIfH 76 1 At
A . s .
U | A A REURAIAREH O AYE N, . s
% 2 i R O HFT-290-07 | #—7"> img 9 HiH 63 {4l
IMBNRE RS K O T) p itk © HFT-290-08 | F—7 2mg 9 HR 26 #i] Ba(il
e | AR AR 10 HFT-290-09 | 4#—~7> | 1,2mg 7 HFH 654 | R
il
i 1,24 &E —¥
2hEs 11) - _ EEON y &y —m
iﬁ EH# 55 HFT-290-10 | A —~7"> 6. 8mg 8 3 90 #1 S
| ek A RER A 023 A e o
T A e sk 1 HFT-290-11 | —EHER img 9 A 126 51 | —F
) BLERGE AR FERFICFHMEE R E LTIRE L7200, FHES N2 -7z,
QEMEREEZXRE LI-BKRHER
R o o AHBR D wlal . “k
PBRIX Sy BB P e B 5 | ERIEK N
R N 1,24, e =5
?I i A AR B 19) HFT-290-13 | — &S 6mg 12 81 286 15 AEAMm
A
=% - Do e 1,2, 4, k& .
i~ FEHe 535 19 HFT-290-14 | F+—7"> 6mg 52 3 154 {3 FEAM
Q# A E - K 1B IR G PR 5 ER
o . - o RER O wllE] w5 | L | Bk
AR IX Sy pop- R P whm | SE %% %4
% ot (e b fRERRE AR =T 0.5, .
m | E R SRR 1) oy HFT-200-15 | o 1mg 4 BE[ | 2041 | FEAHh
Tﬁ X
g )0 Bz St 16) ﬂ;§ﬁ>lﬁﬁwwﬂ F =7 05mg | 7HM | 49641 | FFH
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@EEX TR, BERUVAELERERKRSER

Bt EC 0 wiEl | 5 w | BRH
= VAN B )
S s 5 mE | wue | mm | | s
Ui
W | A REURALRGE | A e RE o p
f8 | BB OBARRRER | WAREAO || FERIERE | 05mg fa oy | 20001 | R
H|gLL-RRBRY 3 AT B ) 5
% A EAA R
I . B 79 TR 72 05,1
NEPNABE SR L N HFT- S T R -
M e L e T | sar b BRIKER | 2,4 1|
e | LT AR sy | 290-C0l 6mg 14 A TH
B ANCYAVYL €
(2) BRPR ZE IR ER
1) BEMHR
1. BB Rt BR

OrAEFREEERE L-BREKFAR
[1] 24 BRI BEEIRLHEAER (GABRES : HFT-290-01) ¥
DAEIRERE 14 £ kG & LAKI 2mg (6 6) KON 4mg (8 fl) @ 2 K% 224 24 FEfE

HEARRT L7,

L MR VIR B W TR BN A D% G-ENE R B 2 B 1 DIRFEIRK ., BAREZRBOT-08, WP bR
TR EMBEE 25 b DO TiEenot, £, MR AEERGIIMMO 7 = ¥ = LV ERHH
FTHHALILTWDFIIT R OELERO T,

L JIK(SE

=
H
i

WEF DR BLRIL 57.1% (8/14 ) T, 2mgAET O, dmgHET 10 TH -7, BIER CE

R OWERIE, 2mg BT 6 £F URFEREAS 2, LXIFL 2IF (), IR, B& LW RUSE
B34 LAF) . 4mg BE T 10 fF DEITROFER (BRGHAL) 2345 21k, L5, Bl RS, B
DIFTY | RERN OGNS L] Tholo, /2. BEM (BRARMRAEESREZE) oW
UL, 2mg BET 31 (GPT L5 v-GTP LR KOTAH I AAT 7 4 —8 L7414 T

ol

KRB E TE R WEERAEFRILBO R0 o7,
SUTSCHK © 3) JOCMSEHNEERN 7 = > b R g7 — 7 KGRI REA Y, 24 1 B HEEI R 38R

[2] 72 eEREEAEIRLfTELER (GRERE S : 99290101) ¥
DAEIRER 22 4 2kt & LAK 2mg (9 41) . 4mg (6 f5]) R O'8mg (7 #1) @ 3 AIA2Zh

A 72 IEfE LRI L7,
FHLUTEEWERICEEZ LD R BELEZZ D DAERBEEITHT HARAID 2, 4 K&
W 8mg @ 72 BE R G-FE D AR MR ST,
®EIEH
BITER OB, 63.6% (14/22 ffil) ThH - 7=,
I TEOEBY THoT2,
2mgh¥ Amgh¥ 8mgk¥
(9f1) (6451) (7451)
HV (%) | 4 (44.4) 5 (83.3) 5 (71.4)
Bl /EH
2L (%) | 5 (55.6) 1 (16.7) 2 (28.6)
HY (%) | 4 (44.4) 3 (50.0) 4 (57.1)
EIEA  GEIR)
2L (%) | 5 (55.6) 3 (50.0) 3 (42.9)
EIVE HY (%) 1 (11.1) 3 (50.0) 2 (28.6)
(ol A 2 3 o 2 ) 2L (%) | 8 (889) | 3 (50.00 | 5 (71.4)
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BIVEA GEEAR) 1X. 2mg BETIE 4 61 10 380 B, NaRILOEREE NOS 28 2 . #Hik
NOS, f#fk, fBEK, HiB., BACRIE, HIR, BIERZE R OGNS L Th-o
77 4mg BETIE 3 61 5 58D A, WNRRIZMEIRZS 2 . WiF. Lo < Y R OBEHEALALEE
NS LETH -T2, 8mg BETIZ 4B 7 32 v, WNFRITELZS 2 . T NOS, 185K,
M8, HHR M O G EAREER NS 1 ETh - 7=,

BIER (BRARMA S A 25 8)) 12, 2mg BE T 141 2 3R S0, PFRIE I JR 255 00 K OF
IFBRER B NN 1T & - 72, 4mg BETI 3 61 3 11386 B AL, NFRIZ IR & B B AS 2 14,
M U7 AR Lt TH o7, 8mgRETIZ 2 HI 3B B, WERIZT I=v T3/
KNI A7 =7 —8HEM, fFA )AL EONRTe Y VEERE L Th o T,
KRB N B E CE R VWEEBERAFERRIIBO RN T,

) AFOEABENREFET LA (1924 B B THD,
SURSCR : 4) ANBIRAERE 7 =2 b Ao7 — 7 FRARFTA TR, 72 R0 s 3B

QEMEREEENRE LEBRHER

R L
QHRE - FITE MBS R AR
R L
2. KRR EER

ONAERBBREERNRE LI-RREER
(1] 10 B RERLfTEAER (BABRES : 99290111) ¥
DAEIRIBE 134 & xt5: L LAAI 2mg (7 61) KO 4mg (6 fil) @ 2 #AIAZ 24 10 HH
SRR L7,
FHLUERERICEERbOITRSEE L2 00, DAKRBEIHT HAFO 2 KX
4mg ® 1 H 1171 10 H [ A 2 5RO Z 2D iR S L7z,
& EIEH
BIVEH OFERIT, 84.6% (11/13 ) ToH 7=,
FEHIITROLBY ThoTz,

x2mg BEO 7 BIrF 1 B BRI A EREAR AR O 72 o a¥fiff ek S 51 %3 6 6]

RIER GER) 1%, 2mg #TIE 5 BT 21 38 AL, NRRIZELL A 4 £F, TEH: NOS 23 3 {4,
FREESEDS 2 14, WAL AR, MRV, JE IJE B DERKEE NOS, HEhtkd £\, #8E
AP Sy, NR, PGIEACRLEE, B GRS OLBE 3% L T o 7o, 4mg BETIL 6
BN 23 PERR D B AL, WERITERL, O OMEM: NOS 2345 3 {1, & 53 ARLEE K& OV 5-5R0L
FRPERR A 2 08, HEAR NOS, JEERAZ . I NOS, (B, ek, EIR, RIRAE, 5|
B, Loo< W ENETH NOS N 11 TH -7,

BIVER (RRPEMAE R Z®) 1%, 2mg BECIERB 2RO R0 o7, 4mg BETIT 4 41 20 14
AL, AR ALT 900, AST #9001, FERIEREHIN K VY o SERERD 2345 2 . i
TINT I, T v ) AR AT 7 X —F NOS BN, AFERERER . y-GTP 89N, ~~
N7 U Mg, ~E 7 e, BEREGEN, AP ERBEEIN, s E . JRiiEk
B, BmEREIE L QR EABERE L Th o T2,

RIRBIFRNIEE T E RV EERAEFRITERO o7,
BURSCHR : 5) AOLBSHNEERL 7 = b Re7 — 7 KGRI £, 10 H RIS REH 308,

QEMEREE TR E LEEBRHER
YRR L

OHFME - HITEMBERAR
MR L
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2)E TR O
AT B P RICAKI % L H 1B 9 HMEGE G LZBoMiEh 7 = v % = CRELIR)
FEIL, BBREEALAF 7 B RICh TN ER LS, 4 HA~9 HHO VASEIZIFIE —EThH o7z, %
7o MG 7 = % =0 CREILIK) JEE & VAS 2L EOMRIL, miEh 7 = %=1 CREL
) JREEE VAS EORMR & REDRERTH - 72,
DS APESRE B 2 PRI % L B 1819 A MGG LB oMiEh 7 = v % = CRELIR) 1
FEOEENCEIR 2 . FAER LV AF 2 —BEORELE RLVAF 2 —EHITIFIE—ETHo T,
(V.5 .Q)YHELUSERNIEER ] OESM]

BIRISCHR : 9) JOEMIIEHYEEL. 7 = ok ReT — 7 KRR, SBIIES L OSE ) stk

3) QT/QTc AFAFBR
AN T2 28 AT B O AR S 5 B PRRBRIZ T, QT IR &b 5 477
LORBEBUIFEO bR T,
FIHISCHR  19) JOEBUGERENE R 7 = o b Re7 — 7 KGREFR 4 B Thorough QT/QTe ik,

Q) HERICERHAER

ONAEFBBREEZXNRE LKA

(1] EYEES L UENZRFTHRER GIBRES - HFT-200-08) 9

®HY
DAKRBE ZXRE L, T FBBINOABNF 72137 = > & = U R (3 B RE A
A 29l Rz, AF A2 LA LRI9H FE H R 28 [HIRE], A& 430 1019 A i B B3 58
[H3RE] RONT = & = LR WA B A3 H 1[E19 H S H BE A4 2 8 [D3#E] TomiEdh 7 =
VR VR AR R ORI X AHI O FED Y A R S,

& LR L

(1)2075% LA L6558 A5
QFRIEFEBRERIBARL Eicbhbiz, Tt xO1AERGEN —~EDBHE
Q)FIEEBUSFRISH ML Eicbz b | RigHE (LAX2—) ORGP LH2ELITORH
AIHE O GEHRETE/LE R30~8IMgn3 &5 SN TV D BE

(5)ZZ KR DI Zr D FEJE ASVASHE 35mmaAiii D

(6)—f&IRHE (PS.) 723Grade 0 2>5H20D

\ FIRES
JEGIRERIFIAE N LT B b R OBG BT 7oA 2 1A 1RI9 H [ [HIEE], 3H 1519 A [ [H3
BE), R72ET = X = VR BRIV BRI 223 H 119 F W) [D3#E] A AT L7z,

& %K
e 54505 - 26/ (HLE: : 105), H3#E : ofl, D3#E : 74i1)

& EEFHIIE H
MEF 7 = o X = L JafE

& EIREHIE H
TRBRIEAE T I T OBURANAR, VASIE

L ZEPs

MiEH 7 = Z =) CREGIR) BEOHER X — (X3RRI TR | HIFETIIZIE —E D IiE+
T A=) (REAGIR) JEEZ#ER L. H3BETIXAE D B 2524 he)y S 72 helZ 7 TR 2 (I B3
A AR LT, DIBETIZAL VD B X 424 hr 72 hriz 2T TRORME T+ A2 = L7223y, O
FEIIH3BEIC Lo Th o 7, £72. AF LH LRI OSBRI, 7 = o & = L% R I A
FZBRBLHYT 200 B 2, BOFMIRFOME., AFIOLHA BRI X 0 28 Lz g
FRE L OERADENSEOND Z L 2B Lz, AABECROIZEWEAOZ IIBEMOA A4 A R
RERIEREA OIEIRTH 0 | A L OREEGRNTE TCERVWEEFEFRGOEERAE
FHHRIROT, Bt T &2t EoMET o7,

PLEZBIEEL., AFO1H 1B OZ 40N HER STz,

19



& EI{EH
BIVER OFBLFRIL, HIEE 70.0% (7/1041) ., H3EE 22.2% (2/9%1]), D3#E 85.7% (6/74) T*zb)of:o
RERFERALIC 31T 2 B R & Ot R AT R O BRI HLEE 30.0% (3/10%31)) . D3FE 14.3% (1/7451) .
BECIZRS AL OBIERNIZR O 22 o 7z, B LAS O B 5 JE R K OMiL R BT 7L o g Bl iHﬁi
60.0% (6/10f51]) . H3RE 22.2% (2/9f5]) . D3R 85.7% (6/7%]) TH -7,
BIVER OREARBIANGRIZ. HLEE TR M OV A AR R 23 45-30.0% (3651) 314, fE#HR20.0% (2f1) 2
HEEThH o7, HIFETITMERL, TR, B, M, B & ORI 235 11.1% (141) 1 Toh->7-, D3
BECIXTH142.9% (3f1)) 34, fHRA, Hls, NEM M OMEIR2Y%28.6% (261) 2% CTHh -7,
KRN B E CTE R WEERAERZIIRD o7z,

[IVIL 1.y oHER ] DS ]

ELD) ARBRICRIT S 7 = v & = VAR (3E BEARELAD) Lk, VYR T = 2 = LR
W T D, 20144E6 HEME, U W ——T7 = o & = )L fe W IR U oo i & IR I3 T L,
PRI EMEORER STV A~ N v 7 27 = o 2 = VR WSO8 (3 B ASRISH)) 23RS
EnTW3

H2) AFNOEFBEI NG HETLE (F2485[) AL TH 5,

BIASCHR - 9) ASCHISEHNEEL. 7 = v b ReT — ARSI K, EBIRETS X Oy Mt ik,

[2] EILEREFINSDYY B ZBETHER (GABRES : HFT-290-04) ©
& H1
DA E xR E L, B e x8A (RROBG, BAL EF GRIRNES., R L)) 25
AFNZY) 0 B 2 1A 1BI9 H fE#E A AL L7256 0F i, Zat, ARG Y 7 = v % =LV
JE &R D,

@ 7R RPULYE ¢
(12055 LA |
QYBEBEABAMLL EIchz 0| Bl b x5 E KFHE L L TORHEITR]) BN—EDRE
R)LH M NG B T260MgLL FDE /L b 2R EL- STV 5 B

L B
TRBRAE B 5515 - 11841

&5k
AFNT, FRROBMERIHEOHIERGEE L, 1A1E9A MEA &5 LT, +’\iﬁ BERARDBFFON
WAL, IR R AR E LT, Ao, DS T8I ) ik 2725 a1, s

DENE X /EHNEZEE (LAFa2—) 72528 LT
ENLERREDSEF~DYY BZROBRER

BB 1mg 2mg 4mg 6mg 8mg
o - (0. 3mg/F)™ | (0.6mg/F)™ | (1. 2mg/ )™ | (1. 8mg/F)™ | (2. 4mg/F)*
% 1 1 1 1 1
frymEi A 2904 30~89 90~149 150~209 210~269
F L b R BH " . N - ~ ~
WEE (ne/H) A Al 10LL 20~40 50~70 80~100 110~130
i ERN ) ILLF 10~29 30~49 50~69 70~89

KIEFIRRBIZIHB T 2 HEE RN E (T =2 =18 1LT0)
*AA8mg~DY) Y B 21T, AR SN HEROCHE L 3RS,
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DYEBEAREERVERREEZONRAIEEE
S DR VASHE (mm)
0~4 | 5~14 |15~24 |25~34 | 35~44 | 45~54 | 55~64 | 65~74 | 75~84 | 85~94 |95~100

0~4 -3 -

avkO-)b
R¥F

RS RV

[#30) sfw pars- B 2

an|
=

i 0 > <HHRO

(mm)

aff : oA A A FEURAIIC OLMEEN B2 B - FRIRE  FFOVASEA0~34mm
bt - DA A A RESFAPIC CTRRE N ARE R RE  HRRE  FEOVASHEA35~100mm

MO A A A FEYEA - BV e R AT 3 FURBSE, 7 = v Z = LA
(I L, ARBRICBWCEELE X B/HTH D)

Y)Y B % B OPEIRE (FHATRAEFRF O VASIEA0~34mmd BE DHA)
l:arvbe—nig#E 2:arybo— LB 3: o) hog— LR
4: b —/UEKF 5: 2 bhr—/LRR

OISR O E L (FRTHRER OVASIEA335~100mmD B D54
1: ZHKE 2 MEEKE 3:BENRE 4: R~% 5: #EH

OFZROER

A%, D0 B2 UEE L CERSGEE OB AIBIOES (T2 hu—VBAF) Bk, TS EYE) b)) LER

L7z,

KL, BDAEREE KT D [7 =08 = VBRI 5 O8] ) 8 Z AARRER) DCORRIT afif) =
b — AV BAFLAE, bEOARELLE EER LT,

& EEEHIE A
AFEASHIBER 26 0T 2 SRR (W) 0 7 2 clofe B e OV 5 Y

"

@& E R TE B
ARG B Z R T 28R IR (B0 B 2 B L OBRUGERE) . VASIE, E/LE RLAF =
— i - Bk, MiET T =X S VR S

& LR

AFIOIHBIE B AFFIC LY, BAERXLOU Y EZUBEE IR TH-o7-, £2. MRk
HIMZAEWE A E (VASTEZLEN D) T AN LI, EAERINLOEDEZIZEY
BAfaEEa sy ha— Lina[RECTH D Z LRI ST,

Fo, MEF 7 = 2= (REK) BEX, HE (1~10mg) ([ZHFILTEIMLE, &AL
OBFEIZBOCERKE (ET b7 7RE) BERKIII~THThH o7, MEF 7= ¥ =1
CRZEAVIR) WRE & AWERHIE R & OB Tl MiET 7 = & = VIR ORI EV, VAS
fEIZIETL, EAER LV AF2a—EL T/ E X AF 2 —BEEITEAD T 2RSS ST,
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& EI{EH

BIVER ORBRII55.1% (65/1186%1) TH o712, TDH B, WEERALIZIS 1T 5 B RAER K Ot Fr
FLORBLFRIT12.7% (15/118%1)  AEAHAAL LIS 0 B TR K QML P AL O 8 B =1345.8% (54/118
). FERMAEE T AE), A XA R ODEREE ORBERIT9.3% (11/ 118%1) THhH-
776

BIER ORERBINGUE, WEHE11.9% (1441) 154, fHIR11.0% (13%1) 134, #5500 FER9.3%
(1110) 13fF, (HRL L ONELA346.8% (8f) 8fF. TH#I5.9% (7H1) 7. & 5-HNALALEE K OVFEhM:
HENVDREEL% (66]) 6(FETH T,

RIERBAGRD A AE T & 2o I H B 2 AT HHF UL, MR L O BT 25U Th o 72,
BURSCHR : 6) JOLBUSEHINERL 7 =2 b Ro7 — Z RIS R, E/L & RWFHI 5 OB 0 B2 R

(3] 7% D VERRIREEH BREMAREEAD Aot Y B ZIAHER (FHERES - HFT-290-06)
7)

®HH
INAPEIRBE Z R GRE L. 7 = =)Vt IR (3 H AEfHRUAD) 2 SAFNCEID A, 1
H 119 H [l LA L7z a o2, Zatt, AL OMmET 7 = > 7 = ViREZ R4 %,

& ERPULYE
(1)205% LA |
)FTEIZEWIRI6 H D 7 = & = VIR WO BAIRE A & (AEfF2181453) B—ETH Y | midlsH
B RICEE N2 TEOBE
()7 = v & = /LRI R A A F &2 A32.5, 5.0, 7.5% UNOmgd B

L 4k

TRB I G015 - 7651

&5k

AANE, TRROMERICEVHIEER G &L L, 1H1REI9H ME ARG Lz, +oR8UR2RnGoh
RO ETE. MR ARHTHEE LTz, 7ok, BED TEBHIREN ] 2 2 12881208, M EHEE

DOENE FRFNEHKE (LAF2—) 52817,
T VA LBRIRIRERE (3 BEEAREE) ALEARIADOYY B BOBRESR

mes 2mg ) dmg ) Bmg ) Smg )
H = ©.6mg/B) *| (1.2mg/B) *| (1.8mg/B) *| (2.4mg/B) *

o 1 1 1 1
JHF—R—B T ==L 2. 5mg 5. Omg 7. 5mg 10. Omg
FRERIARESEE (ng/3H) (25 4 g/hr) (50 . g/hr) (75 u g/hr) (100 g g/hr)

X1 EFIREICIIT DHEE W E (7= Z =1L LT)
Sk ARFN8Mg~DEI VB 2 1%, AKRENTHEROHE L TR S,

B0 B 2 S K OBRUGE L O 2 B E R IZ ST, [TV B QY ESUSIRRATRER] DIES
M

& EEEHIE A
AFEASHIBERF I ZH6 0T 2 SO 2R (W) 0 2 clofe B e OV 5 Y

& 5K EHEE H
ARG Y B Z BRI iéﬁf%%(ﬂ@%z&ifﬁUﬁV&%E)M%m AFN RS DFEIR

(B L OEROWE) *2, MmigHh 7 = > ¥ =) VRE %

2 ARAIGEATOmE] A FIBER/ T IEREC 31 D TBREFOSR (A . TEFOHS REmBLE) ) kot TER
DG IZOWTEE M [BEH Eb‘ B by, Euoy JERICEV] TR L7,
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& LR

Fof&REmIEE (98] B RIBERF XX IERE) OB R L OARFIAEFTBRLART (7 = v & = L 5z W UR L)
BEH) 2O ORKEHEIFFOVASEZLEII TED LB Tho7-, AFID1H1EI9 A fEHE B BEFHZ
X0 7 =& = U R R AR 2> & 8 0 8 2 e FE K OV e E2 FE L2 380 C i WO R 2
EAELNEZE LD AANLT = o X = VR RN RIF S DB 0 B 2 12 L Aoy o —
JVINHRETH D Z L R ST,

HREOmHIX, TREOMS ) b TEMOEISR] & TRV D EREWEIGER LT, KAl 7
= X = U BRI B O QOLFHAMfE FIXRIERE CTH Y . T2, AR T T4 T v ALRA
ThHdHIENRBINT-,

AFNOMIEF 7 = > & = (RER) FREITRTEIZE & ARKI A CRFREE ICHER L=,

7 = F =V R REG (3E BEHRAD) B0 A X T RF O BR

AR af¥ b
ERNIREIES 56 43 13
BHEFHM R O Zh 83.9% 86.0% 76.9%
(B 1% (47) (37) (10)
AFIALLTBAAART BEM) ©
THEVASHE (mm) 21.7+195 13.8+11.5 49.3+16.6
W(ff;fﬁﬁﬂ#@vp‘sﬁ 21.0+20.5 15.0+16.3 40.8+21.3
:%ﬁfiﬁﬂ#@VAﬁﬁ%%b% -0.7+15.1 1.7+135 -85+17.9
YA R e A 7=

aft : A2 O VASIE 23 35mmaATi (&R & B R 4T)
bR : BIEBIZZH OVASIEA3SMMEL | KR EFHAR)

& EI1E
RIVERZEELEIL, 39.5% (30/766) Th o7z, D 5B MAHBAIZIT 2 B AR K O AT 7o

FEHLHIL3.9% (3/7641) . REAIALLIAN O B AR K O BT RO B2 1335.5% (27/7641) . R
BT EE), A XY A U R ODER R OFRIBLHEIL.2% (7/76/]) Th -7, BEIVER DR
PRI, HD9.2% (741) 74, HIR7.9% (651]) 6ff. m&M-5.3% (4%1]) 5% CTdh -7,
REBRN B E CERVWEBERAERFGIIR D o7,

1) ARBRICET 27 = & =V (3 B REATRLR]) Lid, U — =TT = o Z = LR BRI
RRIKICoH D, 201446 ABE, VY — "—B7 = & = VR ERIRAIRIF| OB HTE RIS T L, &
WFHIREEOERENTWDEY MY v 7 2T = 0 7 = U W] (3 H REAHRLEEAI) A3 fkoe =
nTWn5,

SURSCEL - 7) JOCRSEHNG R 7 = b ReT — 7 RGRIFHALE K,

7 v B = VRGO B 72 & D) 1) B 2 TR,

QEMERBE TR E LEBRHR

MER e L

Q% RE - FlfzBINESE R ER
EER L

(4) HREEMERER

1) BRI ER

OAAEREE EXMRE L-ERRAR
[1] AEFEZRRE LI-REIMRER (AERERR) FEBRES : HFT-290-09) 0

L =)
FL b RN FE 1T AT RO KR BEEIC B WD TR AERR oI ay hr—L &
NTWEHEBEEESGLE L, AR~ X, JEBPSERIE & R (23 1 2 Z2FRIE O T A D FL
(VAS ) D742 TEBER & U CHEHBE O U2 BaTd 5 & L bic, Aok, etz

%}J‘:‘j—éo
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& L7 RPULHE (A EASR)

(1)20 R LL Lo s ([A]EHUSRE)

Q)EFEFEOZWINHEE L TRV, HHMINTWHEHE (FIEBUSTERE)

)RS, TRBEALABHARET H do L OVRBCEALBHAR B CEFIE G ([CLL T OS2 R
e
1)L b 1R OB 545 C 89mg/ H LA F 72134 % v a R U R K i g 59mg/ B LR T,

BEENE—THdD, 7L, LAF 22— LTOHEITRIETS,

QLAF 2—DFKENLH2ELFTHD,
3)24 Wi 0> VAS fil 35mm K T B,

O E7RBRANEE  ([R) T EASIRR)
(L)1 M iR B O PR B BERE T O & 5 FBE
(2)%55# (P.S.7" Graded D HEFE)
(3)iE =1 HFT-290 23 L ff & 7= FBd
AFEEAZ I ORBREN G S, SI3RREM R IR ENPE SN TV D EBH,

L b
[ U 151 5 : 68 {7
Bk B E B : 66 75 (B REE30 B, AF = KURE 36 )

AF 5 H5-E B D650 (Bt RBE29 6], AT o RRE 36 )
BB FEREGI S 61 (B b REE 26 I, A% 3 KR35 4)
1BBRE TIERIEK (59 B (B RBE25 B, A X RURE 34 f1)

FAS : 65 il ((E/LEREE 30 B, AT KUEE 36 f51)
PPS D420 (BB RBELBI, A ¥ = RURE 23 )

e A ML R 2SR - 65 1

L e
SEGPREREZAE LTV =E L b 2 BHIB L O a R B AR BEE DB RIS X |
AAKlImg £7/-1k 2mg 2 1 B 1[a] 7 B EE A B U7z, ARFIHIBES . BBEMEE L CEERAFES
SGOPFEE 7 ARIEM L7z (GBI AAIREABIAARTICME H L Q= 8AlR X O o 581
BTz,

s ~29
AL | ~10 A 1mg L)
E /L b R s FRIRN RS ~9
(mg/day) o5 30~89
A 20~40 E> ESHPIE
HS FRNERS) 10~29
F¥ o N U RO ~19 A 1mg BRI
IKFnaAR i bE
(mg/day) oS 20~59 AH 2mg B
& EHEE A

TEFIERGREE (REAFBRAARAT) & S RIBERs CRAIRGAT 7 B HEEE/TIERR) (2815 VAS HD7E

@ FIREEmE B
EFNLERLVAFa—F, Bl XL AF o —AHE

S RN T VE (FERERIE R )
iE 51 BRI & B R RIBIERR 12 381 5 VAS IO ZB b B IC B L T St et Bds L O D 95%(5 5 X
MZHH L. 95%EHEX MO ERE X OVFIROMHEZ VTS 15mm LU T OB, 62 23 HGEE S
nr-vor L,
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*

OFEEHEH H

TEBIPE G & A& FIBERF 12381 5 VAS O L B DGR H a3 L OVERIED 95%EHE X MIX T
FKOBWY ThoT,

) 0 %% 2 oD VAS 50D 7 DS E A= UER 7 (95%EE K ) 13 0.6+16.1 (-3.4~4.6) mm TH Y .
BW(EHEX D LRI I OVTFBROMIEN VTS 16mm LT THo7zZ &b, AEREORY
PERKRGE S LT,

TRBRZEALAT BRARHT 2> HIRBREEAGAT 7 B HRZA/T IR ISR 1T 5 VAS D Z L &

Gt | CPEME | RRYE(EE | SROKME | PORfE | FeMiE | 95%(EREXH
G4 BRAGHT 65 13.1 9.9 33 11.0 0 -
HEAT 7 BB EZA/ _
- 65 138 16.4 100 8.0 0
L0 B xR O
VAS 02 65 0.6 16.1 99 -1.0 -21 -3.4~4.6

ELe R BFIOIAF 3 RO SY) 0 R 2 72RO VAS A2 L&

RIAIRA © 4 A RERFA IR )L b R EH| Fxva Rogn#l

AFIAEAT & 1 X% 2mg img 2mg img 2mg

A A 5134 65 13 16 17 19

AAKIRLATBHAGRT VAS i (mm) 13.1+9.9 16.5+11.6 | 11.9+10.7 | 11.5+8.8 | 13.3+9.0

BAEETHMF O VAS i (mm) 13.8+16.4 |19.2+175|186+253| 7.5*7.7 | 11.6+9.3

B AT O VAS 28k & (mm) 0.6+16.1 27+149 | 6.7+274 | -41+6.6 | -1.7£7.3
S R e R 22

ORIKEHTTE H

*

cENLER LV AF 2 —F

FENAER VAT 2 —EOFEEIE, ARFIBEABIAGRETTIX 0.8615mg~2.1231mg., A AL T
4.0323mg~5.8197mg, %BIZH TlE 2.7119mg~5.8852mg D FEFHIC H > 7,

AFIEATBRAART D E /L b R L A K 2 —BEOFHMHEITAFIAE T L OBRBIEEI L~ Do 7z,
s )R AF 2 —[E¥K

B RV AF 2 — O, AR BRI T 3 BAMZ B L0 L BREM ITV T
H 03 [E/HTHY ., TOMOFHERAIL 0.2 BI/H ThH -7, AFIEEFHITIL 05 B 1 H~0.7 [B/
H. $%BIZ I 0.3 [E/H~0.7 [8l/H O#PHIZH - 7=,

FAE RV AF 2 — L FRRIC, AR BHLARTOE/L bR LA X 2 —[EHOFEEIL, AHIES
B K ORBIEIC D 7o Tz,

FNLE R AFa—% 1AL EEHLZEEICBITSE/LE R L AT 2 — [ OEHEIL. AH
REASBIAGHTCIE 0.3~0.4 [Fl/ H THER Lo, AAIRESHITIZ 0.9~1.3 EI/H ., #BIZH Tl 05~1.3
[Bl/ H O CHER LT=,

mIEM
BIWER DI (95%EREX ) 13 60.0 (47.1~72.0) % (39/65 f5]) . %D 5 HLAKEATIZ T % B
TR X O T AT R OB HRIT 9.2 (3.5~19.0) % (6/65 1)), AEfIERALLIAN O H RIEIRFS L Ot
RATROFRELHIL 47.7 (35.1~60.5) % (31/65 f3]) . ERRMRAME RE B, A Z L4 A B LU
BN EEF DOFERIT 13.8 (6.5~24.7) % (9/65 /) ThH -7~
BIER ORERBINGRIZ, TH# 10.8% (7 41) 7 14, MEH: 9.2% (6 #i) 6 {4, [HFkk X OVRIRIEN & 7.7%
(5411) 54, M., RIS K ONE AL Z 2 FEEN A 6.2% (4 61]) Akl Th oz,
SRANTERIBIVER ORFAIRILTA X a FUBHZHARE /L e REECTRERNE D - ZEWER DR B R
(B RBERB IO 3 R 13, IR 13.8% (4/29 #4]) 35 X108 0.0% (0/36 4i) . ARARSE 10.3%
(3/29 f5) BLUN5.6% (2/136 f5) 72X THV ., —F, AL RXBETHAAFFT a RUBET, BER
NEPSTEWERORBR (FFva FUEB LT/ e 2B 1. i 16.7% (6/36 f5]) L O
3.4% (1/29 f5) . WERE 13.9% (5/36 i) F LT 3.4% (1129 f5il) 72 & Th -7z,

BURSCHK : 10) JOBBSAENE R 7 = > b ReT — 7 K RREIEAR AR

FL b R BUEI T FF 3 RUORRAFID SO0 Bz BEATEER.
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QinEREEENRE LIEBRRHER

U]%ﬁﬁ%&@ﬁﬁsEﬁ@ﬁ&Uﬁ%ﬁ@ﬁﬁ%ﬁ%ttt@ﬂ%ﬁﬁ(ﬁﬁ%%ﬂ%?%&ﬁ)
1

L A=1iD!

HOIRIEZ R APRIR [PHN], 2 PERDRE[LBP] & VAT BIERE[OANIT & LR A &4 N Em Al 2 i L T

WD B B RIGUT ARAI & BV e RERRIESED X 7 V2 I =R X0 iR 12 81 (R &8 2 3R

MEEEWY 10 M) #5922 & TRAOFRME, Zatt el T %,

& UL E (R E HUGEY)

(1)20 %Lk

(259 23 R U AT 12 J LD ERRgE LT B

@)FEEEAFAT 14 AL EfKG L CTFRROWT N0 Z 5 ST b B8 (BiFHEEE LTo
F&EIFER<)
1)L b R R N5 (209mg/day LL )
2)7 = B =R BRIBUREGH] (12.6mg/3days BLT)

(HFRIERERT 7 B EIZH72 0 TRROWTNIOHEFZHEH L T, 1 BH&EG&ENFEINN O
TEDOBREL (BFHEEL L TCOHAEIKRL)
1)L b REERHR N5 (209mg/day LL )
)7 = > = VIR BRI (2.1, 4.2, 8.4 33 12.6mg/3days)

EREEUFH L B 2450 5 1= & % OV 20 2 DR VAS T 45mm DL F O

(6)[FI AT 3 H D L A % o — i H[EE A% B C 2 [El/day LA T O B

& ERERAEEE (R R HUASRE)
(1)BS-POP* G DOfE SR, EEHIH T 11 slL B2 B T 15 sl EZ R U7 B R OMRARIE R L 0 7
i} G2 DR D E R A FFeE S (AR B RIEEIC L 2 b o Ll s - B
3 BS-POP : lbrief scale for psychiatric problems in orthopaedic patients] FEAMEHR B I DM EAIRIE &
Ao 5= 05

& EFRE A~ T2 B T
(D)IEBRIEL G- AT 23 C b AR EASAT 7 B RIS L7oifA 4 1 RERAIORE L 1 B&Y
EA AT TR LB (BugiE & L CoREITR)
1)V b RIERRERE O Al (209mg/day LLT)
2)7 = X = VIR IO LA (2.1, 4.2, 8.4 XiX 12.6mg/3days)
Q)IEBR A G- BRAAIELRT 3 0 RO P VAS fEZS 45mm DL T, 228 BiE 23 I £ 15mm DL T
()IEBRERSE G-BRAMAE AT 3 H D L A 2% = — [ %A% H T 2 [Bl/day LA F

L B
I B 90 B - 286 £
CAAIRE : 214, /0 & FSERRIEHERE - 72 617
W1 L E RS SV T, AHIREE ORBEE ERIE LTORNT Enb, AAIBED 18 ORIl L
7o

&5k

AHFESUTE L & R IRIEEERE O NT NI T U F DRIV AT, “EERY 7V F I —IEICT 128
i R G LT,

ek, BED TR ZFATHEICIE, E@EOT L e R ORI T )
BRI a2l (VAFa—) 02L& L7, 7o, AH, B/bb rRERIESET, FRiomiExR
(R AR )| [EIE 2 S 2 P Oyl
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T Ex 4 FERHINOAN. BILERERER~ONYBEZIHORER

S| 1mg 2mg 4mg 6mg
(0. 3mg/ B (0. 6mg/ B ) (1. 2mg/ B9 (1. 8mg/ [ *?)
T ARG )0 BR AR L7 4 R
“ gy sy i
ﬁuq)%kilggiggiﬁ?ﬁiéiﬁi <29 30~ (60) ~89 |90~ (120) ~149 [150~ (180) ~209
&) [
HiD
. TR =)
b
oAl R Rz W R B | 2.1 4.2 8.4 12.6
(mg/3H)

%2 EHEARIEICH T DHEEFHRINE (7o =1E LT0)

X3 /L b RIEFRESEOTRBRIEN 10mg BAL D78, G0 B 2R G- &2 14mg LL N iE 10mg, 15mg 2> 5 29mg =
TiX20mg lcznENE vz, 30mg BLEIFE AT TV —OHhREL Y &WHEIE— O 280 T, K
BalE— &Y L CIRE L,

& = EEHlE

AFIREOESG = > b r— VIR (WIFFERR 70%, BMEERR 60% & 5eE L) *

X4 IVAS (EZALED+15Smm LA T ) 260 TV AF 2 —FHEH 1 H 2B THY | FGEHOEN 1 AHTZ
DIELAT) ThOBFELZEF A bu— A RNER SN B L ER LT,

& GG TE H
E/L b RIEMBESERE O = o b r— LERR &

L JPe
PHN, LBP &N OA IZxf LisA B A A FEJFAIZMEA L CWAREEZNSR L L 12 BFOY) Y B 2 #&
HIZRBWT, RBRNOFIMERHER I, R b — L ETNQOL & bR X7z,

OFEFHmEA
< RFIFEOFESE =2 > b v — LR
ERCR N O D 95%EHEX X, FAS T 86.4 (81.1~90.7) % (185/214 f5]) T&H v . 95%(=HHE X [t
O FIRAEABMEER R (60%) LLETHD Z Enb, AAIOGRIERHR ST,

ORIKEHTE H
- BV b RIEREE BERE OV 2 v b m— LB
FERLR L OV D 95%EHE X1, FAS T 90.1 (80.7~95.9) % (64/71#) TH 1, AHFIFEL DR E 7
EWIR NN T,

& EIEH
RITEH OR BRI, AHIHE 60.3% (129/214 i) . E/V b RIEFEIESERE 65.3% (47/724]) Tholz, 7
B. AAIRETORMRE 5%LL EORWEMIL, IR 21.0% (45/214 f5]) . . 13.6% (29/214 i) . {HFk
11.2% (24/214 1) . FEMED F 1 8.4% (18/214 ) | NEM: 7.5% (16/214 i) . BAKEHIR 3.7% (8/214 i)
ThH-oT,
HERAERGIRDIRIL, KAIRE 1.9% (4/214 §) , €/ b RIERREFERE 4.2% (372 f5]) Th-oT-, 72
B, AFIBECOREERGEFLONGIL, M 2 1, BlERMD F VN, SERIBEREGRE, EERNS 114
THY, WTNHIRRIE L ORI REBEFENEE CERWEFERG L HE SN,

BUFSCHE + 13) ARSI NG Rl 7 = o b ReT — F KGRI R, 1B MR 12 % 45 TNHA B R ot .

QF RE - FlRBINEFEERAER
(1] NAERICHT HUYBZBRERARER GUBRE S . HFT-290-17) 19
®HHY
FTEHA REIFHANC CTRAERN I3y ba— L SN TWABEELRIZ, A#105mg % 1 H
110]7 ARG L, AHA|0.5mg £ 5-7it% O VAS EOE b &% EEGHlEE & LY B2 a5 0%
MHEERETT 5, 2. AEFESLOBEHONE L OREE LV 222 it 5,
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& £ RYULYE
(1) [FEREEUFRE 20 sl R B A N
(2 FEBMSRHICHERA L TOWA A A REFAINUL TOWT N AOFELOHEOBE, »olh
BRI T [E CHEEEA R T DS AEIRIRR OGN IR SN 2B (LAF 2 —OHEZERS)

1) AF vz RROA :1H 10mg LLF
2) E/LERFEOH 1 A 15mg LA

3) E/b RIEHA (FIRWNIGICIRS) 1 H5mg AR
(3) [FIEEAGATA 24 B (FRTOMfZifd i e 372) OV AF a2 — MR 2L T Th 5 BE

& LR EYE
(1) FHEAL (e b DS ASETF D B DEBAL) (2D T, BLERHIERERRAT 24 W D 22 B O SR 7298 7
DFRFENY VAS T 35mm LA Lo
(2) FHEAL G b BAIEFDO H DL 122V T, K
*

ERGRIE
(3) FHHERAL (B & 23 AEIR D & HHEAL) 12DV T, AXRERE
R IEL

A 1 H D VAS A 35mm LL oD &
Al 3 A MO VAS B 95 35mm LA
s
(4) FHMERAL (B 23 AR D & HEBAL) 12OV T, K
VAS fi 90> =15mm % # 2 5 BE
a: ABGRECAT 3 HHIO VAS 0 5 b ABEKIEAT 1 A0 VAS IS L L, KIE 1 A ¥ THET 5,
KN H DAL 2 HREIO VAS 5% AV CFE¥ VASE & 35,

SEIERT 3 HM D4 VAS EA 3 B D

& %
TREREE S 545 : 49 151
A INVEREAT R SRAE
- R OMEHTRIGEER (FAS) : 49 fi
VBB MR E S Lo RS (PPS) 48 4l
LR VEMEAT R SAE] - 49 B

\ RS
A B BG4, BAEPESHERR SN B IOV TRISIS S A 1T\, BISHIZBIA LT,
BT, REBERELOHEH LT eA A4 RERA] (EIT4 41 FERA) %z [F CHik
KM OHET 7 H MR E LTz,
Bl T, FEEBESHEGE SN BB T OV TARBERAZITV, AK0.5mg 2 1 H 1 [H 14,
7 ARG Uiz, HBGEALITIRAINE & Lzhs, F—@Epr~0@ A& b L bhnk iz L,

& 2R E H
ARERIELAT & AH) 0.5mg F5-4% 6 A OLFFRFOIRAOREE (VAS i) DA L&
VAS [EDZALRIZ OV T, 95%(EHEXH O LR OV FIROMEHEA VTS 15mm LU RO & &, 4]
DREZBF ORGP BRES b D L LT,
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& 5T TE B
VAS fl, FFHIRFZ 31T 2800 B 2 B, BRI 2810 B R BCEE DR 2R &
(1) VAS fi
(2) FRHmREICI T Y00 B X S
ABGRIE AT & IRBRIRE 5B O VAS B4 Heile L, L FOHEEHER 22510, 1RO #ER)
Rz RD 5 B TR L 7=,

l:aybhe—L@E2: ay he—LEBF 3: a2 ha—/LoRRT
4:arbur— VKT 5: 2y hr—LRE

ABREL S HIT O VAS (mm)
0-4 5-14 | 15-24 | 25-34 | 3544 | 45-54 | 55-64 | 65-74 | 75-84 | 85-94 | 95-100

0-4 2 2 2 3 3 4 5 5 5 5 5

RER 5 . ; 3
mmo | 54 1 4 5 5 5 5 5
VAS 15-24 1 1 2 2 3 4 5 5 5 5 5

(mm)

25-34 1 1 1 2 3 4 5 5 5 5 5

AHMECAT 24 BfH] D L A 2 2 —23 3 [|l/H LA B S - Haicid, U1V R A= OHEL 1
BB TR L 72,

(3) ARHMEWRFIZIIT 20 B X B DF R
BAHIREIC BT DR ASEED 1 avba—kE X (2 arva—VEBif] &4
ESNTIERZ THZ & L, TRk 2800 OEE 2 G0 L L,
BRI TR L EE L,

frhwR (%) = (SaHlEE oA 20 F1E 45 el O fEHT 6 56150 x100

L JES
FEFA FEFAITHRAERP o2y ha— 1 IR Tn b BFITH L, AFI0.5mgictl v #%
A LH1IE7AEHEEG LIz 000 A B OZSMEINR I, BRb 23y hr—LTE
LT ENMRINT, o, BB ZRORZENES KRELMEITRVWEB X 6T,

OFEFHMHEA
< EfEHT & UCRASZ X4, RINRIEAT & L CPPSZ Xt G T 21T o 72,
« ABRGRIELHT & AHN0.5mgHk 5146 H DL FRIFOIF A DOFEE  (VASHE) OZE{b&
FASIZEW T, AHI0.5mg# 546 H (WOCF) IZBIF AVASIEDR—R T A b DELEDN
YIE (95%(EHEX M) X, 1.4 (-0.8~3.6) mmToH >7=, I5WEFEXE D LR & OV T BROAE%E A
W HIEMMEL FTH o722 Evh . AF0.5mg~DY) 0 Bz E O YN RIES iz, £
7o, PPSIZBWT b [AEROFERBE DL, iR OEEMES R S vz,

ORI H

« BIVRETAME B 1XFAS A fiftT st RE4EM & LT,

* VASIEDR—RF A 26 DAL EO AL, AF0.5mgie 5-%1H 7256 H ORI T-0.2mm (A&
#0.5mg# 51521 H) ~1.4mm (AKR#0.5mg#e 546 H) O THERS L, KaFlikES %8 U CVAS
EIZREREEBTA SN0 T2,

U0 B2 UGEE T, AFI0SMgE G HIANS6HOMT 1 2> e —Ldi#E ] 234.1% (KA
0.5mg# 5% 1% B H) ~8.2% (A#10.5mgie 543 O4H), 12 =2 hu—)LRBAF| 7H387.5%
(AAI0.5mgfe 546 H) ~91.8% (AAFI0.5mgH 5% 1 O2H) Thotr, Hilflilsszim L
T, U BRZUFEEICKRE LTSN -T2,

- U1 B UGEE OB I, AFN0.5mg %L1 2 H6H O, 93.8% (AF0.5mg#k 5-1%6H) ~
98.0% (AHI0.5mg#5-1%2.3% M4H) THERE L=, &FilMliFF a2 m L ¢, YD BExdEEDS
NRICRKE 2 EINIA N2 -T2,
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& EI{EH

BIVER O HL3R1310.2% (5/49f5) Th o717,

FBIER ORERBINER I, AP E R E2.0% (1/494) . W EBAIALEE2.0% (1/49%1) . U v /8BRkE
EN2.0% (149%1) . 7T v VR AT 7 X4 —EHEN2.0% (1/49%1) . iEEhFH2.0% (1/49
) . HEIR2.0% (1/494) Toh - 7=,

AR TIL, EHIROZDOMOEERLHEFEST NG P IRICE > ZAEFRITRD AN

-7,

SIMSCHK : 16) JOERUSEHPNE L. 7 = o b A7 — T/KGRRIRHINE R, HH & - AITZBINKES) 0 B 2 R

@EEX IR, RERUVRAEE BREERRAER

(1] A EAd 4 FEFBFIRERADILAERBEEICHT HUYBZIBRERER RRE S  HFT-290-16) 11
& HK
A A A FEIRAI OB G TIEBAERNETT DA B4 A RETRAIARMHEBE 2 x5z, KA
0.5mgk 0V #5-BAMA. F OB T L. Ak6mgz 1 H 1Al R14 0 B 5 U 72 BR o 8RB 5 1o
O AIRERIEL L, KAOGIEEZRGET D, 72, BBRYIBHPICRA LA EFRONE
LOBEE XV | ZeMEERirT 5,

O T VA
FHE BRI G

L JEEPAGE N
A A A REESHHIANE ] 023 AR B
(1) [FEBSFHE 20 LA E o> B AN B
(2) TRBRSEEEH-RT 30 HFLINIC, A@EMb 444 FESRAIZHEH L Qe 0B
(3) FEA A A REESHHIAF ﬁﬁﬁﬁi@m#%mﬁf%ﬁéﬂf%@ A A A FEIRAI O
HTIENAERNEF L, A4 A FERAIORENLELEZ bNDBE
(4) A A A FERANC L DERIBRICBW T, IMANC L 21EBA AR TH D EEZLND Fit
PRRAS: T
- 1R OB A EE e B
- FR O A Z B U7, i%&ﬂm@%@:%ﬁh%é$%
- R OFIOBIVERIC S 2 8E%IC X 0 IR EEEA SUXTRBR S ERT S A H 2 HESE 5 . X
TR O®RE 2B DAL BRE &

& RN LT

(1) FAGEAL (B b DS ATEIR D B D EL) 2O\ T, [RIEEFSAT 24 B 0 225 O SR 7298 7 D
FREEEHS VAS flC 35mm K5 T 5 B

(2) IWEITAKIOIRFRIEN G ST B

(3) FHAMEAL (e b M ATEIR D& HERAL) (22T ABERAT 24 B[R 02285 05 0O SR 7298 P D FE
FE 7% VAS {5 C 35mm i Th %
XRFIUEH & AR B ABEHOSE, REIUFHRO VAS 2 AR50 VAS i & LT LT 5

(4) ABERATORIEN 35.0°CLL T, X% 40.0°CLL LD B

L ke
TRBRIE L 5451« 208451
A M RRAT R G
- K OfENTRISREER] (FAS) 20843
RBRENE A Lo REM (PPS) 1 20141
LM R AR < 20841

&5k
I HUS R WARIE 2 RS L7 RRIIEDI R SR L. Bk S h o $ﬂ%ﬁMEW§MEﬁ&5
L. Bl W&, stz 320 L7, 7Zedks. AHEICR VT 1A% LHESREEIE, 15

DG 2RT (A2 T) Liz,
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(1)K
A#10.5mg, AHKlLlmg, AHKlI2mg, AFl4mg

QHE
BB A LA AR S LT,
JFHIE U CANIBRRNCHBEL . ABRRICERG Lz, 72, IRBRIEo®R G - HBEEX RS 5 ek
A IR OHEPFANTIT- 72 (ANB L72WEGEE BRER)

QRHE
TRIHEWV, FLIHELVREGEEZBE L, BFEOERSCRREEICI VI TSR L7, /2, &
HECTHEHT 2RI TREZAZE L,

AH (RERIE) i 3 % HRERE
1H & AF10.5mg AFHl1mg ZKHl2mg R FAll4mg
FIHE 0.5mg o
2R & 1mg o
I 1.5mg ) ®
FAHE 2mg o
o & 3mg o @
6 4mg [ )
FIHE 6mg [ ) o
1)H4 &
() H s

TR 530 H LB ORI G R I B0 BN 21l Lz (5208 B & CHEEIXEEE) |
72720, BIRICIRBREZBE LA FME LW & L L GER o &g |
(b) 1 & JE
FIHE) D2, H3, 554, H5, 656 KOHETHEDIAEFIZ, 1B OMEL,
(C) B v
PUF O EEEONTNNIIEEY LEGE 1T, IRBRE T AT X XTRER 7 FH 2 Al R iR 2 1B
PR L7z, 7272 L, HELABICAELEHA THLRTBICRBREEZEE LA E Ly
N Y
[ B L ]
IRBRIRE 1AM O L A X o — AR N3EILL EDGA
CIRBRRER LA O L A X o — A REIIIERGE T 5 A8, SRR TRESE] DT
TH Y, BB EAEER SOXIRER TR Al S B 2 R+ 4y &I L 7= 54
2) I
HEFEZGORBEZ X WEDSLIE LW L725E81, 1RBRETER SUIIRER > E R O W ¢
WETDZENTELHI L & Lc, MEITLIEMET DNEFITITV., BLUTEN S ORED LB L)
WrEn7=3Gaidf b+ & Lz, BIBICIRREZHE LG ATho THHEEZFHEE T2
B, FCBIE ATV RN OEEICHET A Z L & L GEHA OBEITAHE)
3) P 5B
eEEAE, JRRIME & Uiz, JRAIE LCHTE SI3R R @A~ % 5 L, [F—Eir~0iik 5
NSRS E R b E DI L,
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L AF 2 — (RFHIE)
TRBR AR EE AN SUTTRBR RN, BB SR I BE DS T8 ) 2k A 2B 813, @
HAF Va3 BB AR HOUTESR R 2 &5 LTz,
RS- DV AX 2 —DOHEIT, TREALE L, 2L, MBERGIARO L A% 2 —{f
&, 2AKET TAFILAE BICHY T D HEZBA G Le (FRZR) |

AFH (REREE) F ¥ T3 R UERRE KR Z % v a R USERBSEOK T iR
1H& L A% 2 —1[A& AFILA &I LA 2 —1A& ARHFILH &I
(H%) EEERYEE 3 (H%) EEERAY S
FIHE 0.5mg 2.5mg 10mg 0.31mg 7.5mg
F2HE 1mg 2.5mg 20mg 0.63mg 15mg
IR 1.5mg 5mg 30mg 0.94mg 22.5mg
FAHE 2mg 5mg 40mg 1.25mg 30mg
FE5HE 3mg 10mg 60mg 1.88mg 45mg
56 4mg 12.5mg 80mg 2.5mg 60mg
= 6mg 20mg 120mg 3.75mg 90mg

a:2A% T CTARAILE BICHY T2 HEEB A =S8 HiIE Lz,

& LR
U e i SO R TR
ARG e O R RIS B 1T DVASIE & . THH O b A % = —f L (BlaAm or 3mILL L)

I PRI R R L7280,

E- UL S AN

MRS |

LT e AN

[RZE)

AL OSBEREIZ 3R LT,
 TH L, Ptk vEH L=,

AR (%) = (FRBIBUMRITREIE) X100
FRhE & Z OBWEHHX M 25 H L. 95%(FHEIX A FIRMED AR (60%) LLTHD L&

WZARFIDOFIMEDR AL S L= b D & HE LT,

PR U R O ARHIE S ESR (1 H R DL A3 = — T [ 803 3IEIA )

MEIRYGE] L TR REYE ] A3 — & T3 H ke L 72 iEG]

A EFFMIN OVASHE (mm)
0-4 5-14 | 1524 | 25-34 | 35-44 | 4554 | 55-64 | 65-74 | 75-84 | 85-94 | 95-100
35-44 1 1 2 2 4 4 5 5 5 5 5
45-54 1 1 2 2 3 4 4 5 5 5 5
AXRGRIG | 55-64 1 1 2 2 3 3 4 4 5 5 5
DVASHE | 65-74 1 1 2 2 3 3 3 4 4 5 5
(mm) 75-84 1 1 1 2 2 3 3 3 4 4 5
85-94 1 1 1 1 2 2 3 3 3 4 4
95-100 | 1 1 1 1 1 2 2 3 3 3 4
1:E AL, 2. PR L, 3L, 4: R 5: b
FEIR L B O FLH) T L UESR (LA BV A% = —ff A 8152 233[8] 2L )
B M EEOVASHE (mm)
0-4 5-14 | 15-24 | 25-34 | 35-44 | 4554 | 55-64 | 65-74 | 75-84 | 85-94 | 95-100
35-44 2 2 3 3 5 5 5 5 5 5 5
45-54 2 2 3 3 4 5 5 5 5 5 5
A g | 55-64 2 2 3 3 4 4 5 5 5 5 5
DVASHE | 65-74 2 2 3 3 4 4 4 5 5 5 5
(mm) 75-84 2 2 2 3 3 4 4 4 5 5 5
85-94 2 2 2 2 3 3 4 4 4 5 5
95-100 [ 2 2 2 2 2 3 3 4 4 4 5
1:E L, 2. PN, 3L, 4. RE 5: 1 b
@& &I REEmIE B
VASHE, SRUGERE, L AX o —fH&E - B, VAT 2 —FHE, EIROE, BEWEE, Ehh

it 2
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& 5L
OEFFEAMGE B
(1) EFfEMT
FASK OPPSO SR UGEREIZ D AR EZ TRICENLIUR LT,
FASIZEBW T, SR EREIC S BEERDIBWEFEX MO FIRE (81.7%) HBIEALE
(60%) % E-o7=Z Lnn, A VA A REFAIRMSEHEE T 2 ARF OFIMEDRRGE S U
77o PPSOFEEEFASOFE R L FIETH - 77,

BURUGEZ IS AME (FAS)

% HihE#d 501220 95%(E i X L]
n (%) T RRAE LRRME
208 181 (87.0) 81.7 91.3

a: SRSV T, EESGE) U3 ThEELE) 23F— & T30 Mk L 72 iE R

PR IS AR (PPS)

s HEh%d %05 D 95%E 4 X [
n (%) T BRI R
201 175 (87.1) 81.6 914
a: BRUGERICR VT, TG UL THEEWE ) 23 FE—HE T3 H Rk L 7= iER)
(2) Bl fi i
FASOBENHIEZ A X2 b & LIz BB E TR /R LTz, 72, ARHEE CORKET
TR LT,

FASIZEBWT, A2hHEE To REOP Il (95%EMEX M) (%60 (5.0, 6.0) HTh-olz, KX
oy (R80% 3 BRtATR 1 (8H H) LINICEZRI L HIE S, slBRai&T L,

BVHEEANVEL-RERTR (FAS)

100 4
90
80
70
60 A
50 1
40 -
301
20
10 1

RERRE (%)

4 5 6 7 8 9 10 11 12 13 14 15
n=202 137 104 69 54 37 28 19 13 10 8 8 atrisk

BEREEASOAK(E)
HEPHIEE TOHE (FAS)
” B Pl D 95%E X
75 a) T
%K EERIlt] R (H) TR CIR(E
208 181 6.0 5.0 6.0
a: PURUCGEEICRBWT, TEHWE E ThS ) AR M8 T3 A Mk L 7-iEs)
ORI E B
(1)VASE

FASD & FEMRE S VASIE O REib kst &% T RITR LT,

FASIZBWT, "= T 4 OVASIE CEHE RS, LLTFEER) (353.7£13.1mm, ket
fHEF OVASHEIZ19.2£13.4mmTH > 7=, 48 B F TIIARBGEIN-BES2H (FLFIEERS) 7N
BB AR L, N—AF 4 b4 HE CVASIEIZIE T L=, 50 B LRI HEZE T Tl
BT LIEREER{EHTHOSTbOD, KIERVASEOEITA LN oT-,
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B EHMIFDOVASIEDR—Z T A 6 DLV E13-34.5+116.6mmTH - 7~

A AL S VT DVASIE O FEak e 51 (FAS)

- - VAS fE, mm
REARRS A2 P T e [ bl | o | Rl
A EEF RBRIE 51 B H) 208 53.7 13.1 50.0 35 96
TRERIERE 5. 2 HHE| 207 41.1 17.8 41.0 1 88
3 HH 203 37.0 19.8 36.0 1 90
4 HH 202 29.0 19.3 26.0 0 83
5 HH 135 31.3 19.9 27.0 0 80
6 HH 104 32.8 19.5 29.0 0 86
7 HH 66 36.0 18.1 34.0 7 87
8 HH 52 31.3 16.6 28.0 7 80
9 HH 36 33.2 17.5 30.5 8 79
10 HH 27 32.3 19.2 27.0 4 78
11 HH 19 36.4 20.1 28.0 12 78
12 HH 13 38.3 23.8 37.0 1 85
13 HH 9 39.2 19.1 39.0 11 78
14 HH 8 39.8 18.3 33.0 22 79
15 HH 8 35.8 19.7 28.0 18 78
Tt K& EAM B 208 19.2 13.4 18.0 0 78
()BT B
FASO -GRS3 1T DR UEL 2 TRITR LT,
FASIZEWW T, F#&FHIFRFIZ 3 1) 2 S s e 13 (RS fE ek ) DL 2390.8% (188/20741) & B
W CTH ot
2 ETAIG I A5 T 35 15 2 B 4 E (FAS)
PR UEE . n(%)
FPAMG B 4 % 1: 54 2: P pE 3R fE 4 A 58 e
o3 o3 o e o YLl
IRBRE S 2 HE|] 207 14(6.8) 64(30.9) 66(31.9) 57(27.5) 6(2.9) 78(37.7)
3HH| 203 28(13.8) 71(35.0) 53(26.1) 40(19.7) 11(5.4) 99(48.8)
4HH| 202 53(26.2) 79(39.1) 45(22.3) 19(9.4) 6(3.0) 132(65.3)
5HH|l 135 31(23.0) 50(37.0) 35(25.9) 14(10.4) 5(3.7) 81(60.0)
6 HE| 104 22(21.2) 43(41.3) 20(19.2) 15(14.4) 4(3.8) 65(62.5)
7HH| 66 10(15.2) 26(39.4) 14(21.2) 15(22.7) 1(1.5) 36(54.5)
8 HH| 52 7(13.5) 27(51.9) 12(23.1) A(7.7) 2(3.8) 34(65.4)
9HH| 36 7(19.4) 16(44.4) 7(19.4) 6(16.7) 0(0.0) 23(63.9)
10 HA| 27 3(11.1) 15(55.6) 6(22.2) 3(11.1) 0(0.0) 18(66.7)
11 HE| 19 0(0.0) 11(57.9) 4(21.2) 4(21.1) 0(0.0) 11(57.9)
12HE| 13 2(15.4) 3(23.1) 6(46.2) 1(7.7) 1(7.7) 5(38.5)
13 A H 9 1(11.1) 2(22.2) 4(44.4) 1(11.1) 1(11.1) 3(33.3)
14 A H 8 1(12.5) 4(50.0) 0(0.0) 2(25.0) 1(12.5) 5(62.5)
15 H H 8 1(12.5) 4(50.0) 2(25.0) 1(12.5) 0(0.0) 5(62.5)
Bk ET AR 207 86(41.5) 102(49.3) 8(3.9) 9(4.3) 2(1.0) 188(90.8)

@)L A 2 — Ol Hlal%k

FASO L Z % o — (i fI[EIE DLk kit &4 TRIT R LT,

FASIZBEWT, VAFa—ffRE CFEMH) 13, H5-FAR%R1IA
DEEDADET L 72 588 F CTURAG 2 HEB L7z, Ko

BT b 1AIEITR 2 HER LT,
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(8HH)
BEDAZIRET LT29H AL

(KR (£180%)




VA o — i RO FLiR KL (FAS)

N e R AGIED
AT = PR i e | podn | o | AR

BR3P 5. 2 HHE 208 04 0.9 0.0 0 5

3HH 207 0.6 1.1 0.0 0 5

4 HH 203 0.5 1.2 0.0 0 8

5HH 137 0.7 1.4 0.0 0 7

6 HHE 104 0.7 1.2 0.0 0 6

7HH 70 0.9 1.5 0.0 0 7

8 HH 54 0.8 1.2 0.0 0 6

9HH 38 0.8 1.2 0.0 0 5

10 HH 28 0.8 1.2 0.0 0 5

11 HH 19 1.3 1.9 1.0 0 7

12 HH 14 1.5 2.1 0.5 0 6

13 HH 10 1.3 1.6 1.0 0 5

14 HH 8 1.0 1.9 0.0 0 4

15 HH 8 1.1 1.8 0.0 0 5

(4)HEAR D&

FASOIEIRDE OBEEEF % TRITR LT,
FASIZEB W T, FAKFHIFRFOREIRDE X, X—A T4 LR L T [HE VIRV OFEE

DAL, TE<IRNS] OBENREM L, [FHEbIRND] EOBEIEGR, X—XFA4
> 61.5% (128/208f4l) 70 Fe#&FHMINEG8.4% (183/207#1) (ZHEhI L 7=,
RENR OB DG (FAS)
FEIRDE, n(%)
R A Bl FbhEh HEY \ FhHEHIRND
L<RND s, e | BB S L
AR 208 34(16.3) 94(45.2) 76(36.5) 4(1.9) 128(61.5)
AR ST (R 207 93(44.9) 90(43.5) 20(9.7) 4(1.9) 183(88.4)
(5) Bl 2 B R ON[= Bl J 5
FAS D [ i FE DB FE 5 M OVE R & FE OBEEE4ERT 2 TR ICEN TR LT,
FASIZEWT, HBEGEE, EREE & HI280%ll By e L EThHo7z,
FRES B OB E LR (FAS)
FBET R, n(%)

= ¥ (ﬁ&'ﬂi{ﬁ@

RA R A L S i N A ERSRE R i 2 LA
THARW
T A 207 32(15.5) 135(65.2) 37(17.9) 2(1.0) 1(0.5) 167(80.7)
I Fififiis S JE D $E PE £ 5t (FAS)
[ Filiii 2 E L n (%)

. A - AT

S| P eqme | e [ Rl | voorm | R
THe
B HETAT 208 54(26.0) 126 (60.6) 25(12.0) 2(1.0) 1(0.5) 180(86.5)
®EIEH

BIER OREBLZ1344.2% (92/208f5) T -7-, FBLEHE%LL EORIWER X, HHR17.3% (36/208f1) .
f514.9% (31/208%1) | H.0012.0% (25/208f%1) | M&H-6.7% (14/208%1) T -7, HIEERIORIE
FARBARIL, #R)E39.4% (82/208f) . T&EE3.8% (8/208%1]) . EFEL.0% (2/208%) THot-, BE
CHESNTZEWERIZ, y-Z A IV T AT =T —BRIN, MR 34:05% (1/208%1) TH

-7,

SUASCHR @ 17) ANERSEENERL. 7 = 2 b ReT — V7KL AL,
FEAA NSRBI D0 AR & x4 & U753 AH R IR AR,
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[2] MR AEEZRRE LI-ERREE (RBrE5 : HFT-290-C01) ®

X A=EE5]
A VA A RERAITRADN 2 b — /L SILTWA/NERNVEBE Z X312 RKENCY) D Bz 72 B
DOIMENRE, VR OE N 2 MeE L=, SRYEhBITCFIREICB T AIMER 7 = o % = L
. BERMITHEEESR KL ORWER ONE K OFEE S 25 Hh Uiz,

O ERT VA
FHE BRI IR

& 7oL

A A A FERATRAN 2 b —/L SN TWD/NEN KR BE

(1) FEESR [GhEE (BUMEER I%EATH D EEREAN) ICL2REEBERE] OFEHEN 2~19
WD HARNBFE,

(2) FEBRGHE CICEENRAOZKIHE L, GHEEICEmESh TV bBE,

(3) IRBRIZREHIM S, AFDOHABRNLET S E TABEN ATRE R B,

(4) TRBIELOARIBERO B « NEIZOW T ootz 2, Hoc 8 i L= GEE D, 1R
SIM~ORIENLETH LN B, 7272 L, BENPZEL EOSEITITATRER IR Y BHEAR
AL HEXFEICLDT Y M EGHZ L L, PRAERMORBEITK L TH AR BEA
ANIBLXEIZLDZ T2 b EEE,

& RN L E

(1) BEITIREREE & U CABIOIRBRIEN PG S B3,

(2) A% EkAT 3 BREIMOARBGHIZB W TE/L e REBRERA, T/ b RRBERH, A2 a R
VIR O AL, T X =R RIS (3 B ) LIS DA B A A REEEA 2 PG LT R
#F (LAF 22— FR<)

(3) A%ERAT 3 HI R OABRERICBWTA YA A FERAIDORGEEZEE LI-EBEE (LAF2—
1EBR<),

(4) AT 3 BRI R OARBEGKBIZES LA 4 A FEFEHORLGEENLTORE B2 5 HBHE (L
A% 2 — 13 <),

/LB R FxTa Ry TR =)
HEEHA 8 Hz Wl U TR )
i qup-t AR o
ERAl Al BRI = 3 B )
2~5 I 89mg/ H 40mg/ H 29mg/ H 59mg/ H 4.2mg/3 H
6~19 1% 209mg/ H 100mg/ H 69mg/ H 139mg/H 12.6mg/3 H

(5) AEEEAT3 HH M OARBEHIZBWT—HERRGEDO50%LL E LV AX 2 — %2/ LB,

(6) ABEk 3 HAIH HIRFRIREE G T F TIEM AL VIR Ik 2 ISR IE O FriliB
I « AERORIEOEERLE L PHRINDBE, IS 3 BRI DA E TIC
FHLEINCHE - FHELR OEIEOET 217 - 2 B#E,

(7) A%Ek 3 HAID DIRBRIEE 546 T £ ClTHU#RE GINLA b7y | ERanIC 82 R E
T EBZOLND PN IR T v v 7 55 AT TEOBRE, XIIARE 3 AR DAKEERE T
\ZHETT LT R,

(8) ABERERTDIRIEA 35.0CLL T, XL 40.0CLL Lo,

(9) FHRTRAERFOMRED 10kg ATl O BH,

& Bk
ABGRM - 1101 (2~5m%dE]. 6~195% 741)
TR 5451 - 1145 (2~5i%4M, 6~195%741)
S ENREMRAT G R EEN] « 1061 (2~5m%3M%1, 6~195%7/1)
ZAEMEMATHGEER « 1161] (2~5i%4f1. 6~195%741)
BHIEREAT ISR - 116 (2~5r%461. 6~195%741)

\ FRES
R HUFR . RO SN BE IS LT ORBIEM 2 50E Lic, mi8lslik ik, imBkk s
BICARER S NI ICAR Z LR IRI4 B IR G U, B2, A, PRl e O 2 20 L 7o, A
OB RIL, JEATA A A FEFHAID b ARF DR R - TRIE LTz, IRBRER G T
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%, THHOBBRYEZHRE L, AFNLSERGKTHROA A A RIRRICE Y B2 %O BE DR
AL,
(1) BB
A#0.5mg, AFlImg, AF2mg, AHl4mg, A#Al6mg
QR
TR 21 B 1R 5 LTz,
JRHIE UCAIBRICHIBE L, ARRICERE Lz, £/, IRBREO®RE - FEET TR 5 R
1] 305 DFPFANTIT->72 (AR LARWERE bR
R)HE
DUFOWMAERIZHE > CTHEZRE L, #EEZB L, 7B, 2~5moln& 5 &IXHFT-290
2mglliN & L7,

AHI~DOHFLF
Eek mg' ) F¥apry EEZ e S
- " P & Al R B2 W IR (mg)
% Pl LA FRMEES.) (mg/H) (mg/3H)
=15 — =5 =10 — 0.5
16~29 =10 6~9 11~19 2.1 1
30~89 20~40 10~29 20~59 4.2 2
90~149 50~70 30~49 60~99 8.4 4
150~209 80~100 50~69 100~139 12.6 6
1) &
(a) 1 SR

1GBRIEE 5-3 0 H LB OTRBRER B ICH B OS2 | L7 (520 B £ THE&EITEEL) |
72720, ATRICIRBREE AR LG A T ELZ 25 L GEA O EIFEEL) |
(b)H E b
AF OB EMEIX, 0.5mg, 1mg, 1.5mgXi¥2mg& L7z, 7272 L., 0.5mgn> b ET 554 131mg
(2. Amg)s R 5854 131.5mg ) iE2mgic, 1.5mg7h SR 584 132mg. 2.5mg X iE3mg
IR LT,
(C)H = AL e
LUF O EFEEOWNT NN LIS a8 IR EEEA SUTTRR A H EMITIRBRIE 2 & L
Too 22U, HEAMEIZEH LIS A CORTHICIEREZHE L2 Ga R a 2R L (&
HoOWEIFEEE) , 7, IRBREROMENLZ SN EREY SHW S 2543, MR RE L
L7,
(35 B AL ve]
- —HERRGEDS0%L E, VAF 2 —2H LIS
- BRI CRIH K 0 EBL L T A5
< T OM, TRBRETER S TIR 5 FEE AR 23 G s B L L7235
2)idE - IR3E
AEFROFBIEIC LY EE - (RESLEE LA L2581, IBRELEM SUTIER S HER O
HWFTITH 2N TE T, 72720, EATIZKET 2208l E - KR, BIERERH Hbh b
TERBLOTITORWZ &L L, +IlBEE2 TV RD BEEII T 7, 7238, 0.5mgh b D
BPME LW SN AT T 528 & Le GEA OBEILATRE) .
3) & G-HBAL
B GEALE, 1 E OB e £ TR RIS & U, Z LMo, g, R, KR
. W E Uiz, 72720, ASRXUIAMADES, B OFERSCRENEE ] DR EIR DT X 0 5
A DO FTREMEDS & 258 O G-ELIE, JRAITE & Lz,
7e¥. JFAIE UCHITA S I3R R D@~ 5 L, [F— @~k 5 3UIHARIER G- & 7 6720
Loz,
L AF a2 — (RgHE)
IR G, BE 2R 227256103, VAF2—2 L TT7 =& = /LIRFILL
OB A A FEIEAI A L, URlEE UTiX, A3 FEEAIDHRE DA XA
OFEIFLAFG RO R, ERAIOSE G128  H2 L LTS L,
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®EE (i)
FASIZOWT, LLFOT 21T o7, 708, ARBERATORMKEEROREM@E X— AT A L LT
ElhEERHB L,
@OFPS

R IR R O #& R HliRE D 70 7 = U BIBREEAERE, HEE K OB (L& OFLbF R Z R L7z,

FPSORFAM I X FRAR P RE 224 LA LD BFE 2 x5 & L=, FPSOFEEKIZIX 0] 205 10] F TO6E
BEDFEAM A &7 — L % VT2, BB DSEEME AR 2 AW CEE DT ENAL (B b 25 AJEIR O 3 5

) OB EFRLTWDEIFELEIR LT-, FPSOFMGZ A 2 > 7%, 8 H OIRBEEEERT (ALY

BZED &L,

@ VAS(HE

AR RE R OV R AR L2 38 1 2 B K OV L ElZ DWW T, rEilbfiit 2 E I L7,

VASHE DRI X EEAR FTRE728m LA E DB Z x5 & L7z, VASIEOFEITIT TR mAITR0
Oomm) | 226 T2 EDRHRIIE 2 Hievn, T H 7o BB CTE D iE OfiE &
(100mm) | £ TOD100mm VASE V7=, BE DS FEE R 2405 2 45 V) I - 72 BR O FEAfE AL
(b DA D & HEAL) DEFHRFIZIS T D IR Tm A OFEEE 2 §idk Lo, VASIE DR #

A 70, BHORBREEE G (50 B AT & Lz,

@ ¥ —fif&E
AR R I T 2 M EME O FLR kit & A R LT,
@ A% o —fHfR

BRI BT D L AF 2 —MEH SNER OB EE2HH LZ, B, VAF 2 —fiHE
X, PRk v EH L=,

VAF 2 —fEHER (%) = (L AF o —EHAFIE/ARHERFOF1ED) X 100
@i - DR E R

KRR RO 7 2V BISHEE 21T - 72, WMAORERNEIL, ERIN—R2 T A (KRB
) S ORI L2 B ORI B U AR AOMEREMZ L, [72L) . T#E) |
THREERE ) RO TEEE ) DOABRE TRIM L 72,

@Play-Performance Scale (PPS)

KRR R OB 7 2V BISAERE R, JEME VAL EOFLRKH EZ2 R L-, PPSOFHMEIZIX
NEZ L7 (0) | 206 TH43IciSEh, IER (100) | £ CTOLIEREDOFHE A 7 — L & Hu iz

10) . iEH (BUOUIEEMMSEOEBREFEE) BDR—AT A 2 (RBGREE) M O AEGHGRCRF

flR#E A O CTLEMZIE Y IR - 2B BE OWRRE 28I Lz,

OHIEE  (ZZath)
LRMERRNT R GRS T, LR DT 21T 72,
@ FEEL (KBS GH - RBlZH)
AEFEZRENR, F5 (SOC, PT) HOAFFRFERFIBKLOFIEELHL L,
B, AEFEREIHEEG (W) = (FEFRIEIFE LBV SBIE) X100L L7z,

[ L7 R v
F R DOERARR A D 7 2 ) BIBHELF TRt 2 H M Lz,
@ A HNH A

B E DAL XNV A O HREEAEH L,
@ 1275 E L EX
BESORFELEXO TER) . TBE] 243 L,

R M O

REITIE LT, A, LR ORBIEOFHIEIC ST, BRI T O 5 M4 T
DT T2,
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L S S
OFHmEE  CH )
(1)FPS
FASIZEWT, B FATRE 704k DA B D B 2 Xt G R L 72FPSIEIM A 27 (XA S AR (R 7£)
. X=X T4 CTL3E15, AR T0.81.5Th o7z,
&GRS I2 3B BFPS (FAS, 45k L E)

AR n o i

TEME | EEEE | PRE | RME LZN)

—7HH 8 2.3 2.3 2.0 0 6

—6HH 8 2.3 2.7 2.0 0 8

—5HH 8 15 1.8 1.0 0 4

—4HH 8 15 14 2.0 0 4

—3HH 8 18 2.3 1.0 0 6

—2HH 8 15 1.8 1.0 0 4

—1HH 8 1.8 1.7 2.0 0 4

RA Gk (R—=RT 1) 8 13 15 1.0 0 4

2HHA 8 0.8 1.0 0.0 0 2

3HHA 8 0.8 1.0 0.0 0 2

4HH 7 0.9 11 0.0 0 2

AL 5HH 7 11 1.6 0.0 0 4

6HH 7 11 1.6 0.0 0 4

7THH 7 0.6 1.0 0.0 0 2

8HH 7 0.9 11 0.0 0 2

9HH 7 1.7 1.8 2.0 0 4

10H H 7 11 1.6 0.0 0 4

11HH 7 1.7 18 2.0 0 4

12HH 6 2.3 2.0 3.0 0 4

13 H 6 13 1.6 1.0 0 4

14HH 6 1.0 11 1.0 0 2

15H H 6 1.0 1.7 0.0 0 4

I AR IR 8 0.8 15 0.0 0 4
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(2)VAS{iE
FASIZH\WN T, BfR ATRE728mE LA b D B8 2t BT FEA L 72 VASHE O SRR E) 13, X—
AT A L T254+26.3mm, Fi&FEMREFC10.8223.0mmTh -7z,

AT R A n — FPe

FEfE | ARTEREE | PR | RME | RK(E

—7HH 5 21.2 21.7 18.0 0 50

—6HH 5 22.8 27.8 21.0 0 69

—5HH 5 28.6 32.3 240 0 78

—4HH 5 23.8 22.9 21.0 0 61

—3HH 5 19.2 23.8 10.0 0 60

—2HH 5 21.8 25.7 12.0 0 66

—1HH 5 24.0 23.2 19.0 0 62

ARG (R—2F 1) 5 254 26.3 20.0 0 70

2HHA 5 15.8 19.3 11.0 0 49

3HHA 5 14.0 18.9 9.0 0 47

S 4HH 5 13.2 20.2 5.0 0 48

S5HH 5 10.6 18.8 3.0 0 44

6HH 5 12.8 23.2 5.0 0 54

7HH 5 11.2 19.6 5.0 0 46

8HH 5 10.2 18.4 4.0 0 43

9HH 5 14.0 18.5 4.0 0 45

10H H 5 11.8 15.6 4.0 0 38

11HH 5 15.8 20.9 4.0 0 49

12HH 5 15.6 22.0 4.0 0 53

13H A 5 16.2 25.0 3.0 0 59

14HH 5 12.2 21.8 3.0 0 51

15H H 5 10.8 23.0 0.0 0 52

B A& AR I 5 10.8 23.0 0.0 0 52
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(B) L A% = — i B L UM ==
FASIZEBWT, VAFa—fif&E (B b pEOFHE) CEWEIEERZE) 1T, X=X 71
> 70.196+0.651mg (' Jff : 0.000mg) . FxFLFTFAMIEC4.955+=15.780mg (FH-fE : 0.000mg) T
HoT,
L AR 2 —fFHRIT. XR—R2F A4 T1% (UV114]) . &M T18.2% (2/114) Th -7,
SIS 1T B L A % o — R O (FAS)

L A o —fifi F B (B ERER AR (mg) L AK 2 —
ST A n i
EHE | EEREE | PRE | RvME | BOKE n (%)
—7HH| 11 1.613 2.957 0.000 0.00 7.50 3 (27.3)
—6HH| 11 1.228 2.160 0.000 0.00 5.76 3 (27.3)
—5HHE| 11 1.054 1.805 0.000 0.00 4.00 3 (27.3)
—4FH| 11 1.366 2.500 0.000 0.00 7.28 3 (27.3)
—3HHE| 11 0.887 2.013 0.000 0.00 5.76 2 (18.2)
—2HH| 11 1.691 4544 0.000 0.00 15.00 2 (18.2)
—1HH| 11 0.944 2.340 0.000 0.00 7.50 2 (18.2)
KBS (R—=2F4) | 11 0.196 0.651 0.000 0.00 2.16 1 (9.1)
2B H| 11 0.000 0.000 0.000 0.00 0.00 0
3pH| 11 0.341 1.131 0.000 0.00 3.75 1(9.1)
4FA| 11 0.182 0.603 0.000 0.00 2.00 1 (9.1
SHH| 9 0.000 0.000 0.000 0.00 0.00 of5il/91l
6FH| 9 0.000 0.000 0.000 0.00 0.00 051119
7HH| 9 0.833 2.500 0.000 0.00 7.50 14511951
KH L. 8HH| 9 0.833 2.500 0.000 0.00 7.50 1451/9451
9F H| 9 1.667 3.307 0.000 0.00 7.50 21511/9151]
10HH| 9 0.000 0.000 0.000 0.00 0.00 of5il/94l
11 A| 9 0.417 1.250 0.000 0.00 3.75 1451/9451
12BH| 9 0.417 1.250 0.000 0.00 3.75 1151/9451
13HH| 8 0.938 2.652 0.000 0.00 7.50 1151/841
14HH| 8 1.875 5.303 0.000 0.00 15.00 1451/845]
15HEH| 8 6.563 18.562 0.000 0.00 52.50 1151/8151)
16HE (%8s | 8 3.750 10.607 0.000 0.00 30.00 1451/8451
17HH (%85 | 8 7.500 21.213 0.000 0.00 60.00 1151/8451
18HE (#Blgi) | 8 9.375 26.517 0.000 0.00 75.00 1151/8451
198 H (#%#iZE0) | 8 7.500 21.213 0.000 0.00 60.00 1451/8451)
200 H (#&BiZ) | 8 15.000 42.426 0.000 0.00 120.00 1151/841
21HEH (#BBlZi) | 8 16.875 47.730 0.000 0.00 135.00 1451/845]
228 H (%8BI | 8 0.000 0.000 0.000 0.00 0.00 of51l/845l
e AN 11 4,955 15.780 0.000 0.00 52.50 2 (18.2)
(4)Jf I D FRJE R E

FASICEWT, WADBEREDS 7 v F—7 L Tld, X=X T4 VB2 (72 L] OBEE20IT
BASTMBF I b DN R BT, THRE ] OBREIMID H b, BEFHIFIC (720 Lo 7B
561, [#EE | L 7go - IT2fl, THhE5ERE ) L2p o2 B 1326 Th 0 . 11012 F A LE LI O

B TH -1,

S DERE R FEDL 7 T —7 )L (FAS)
PN A& FTAMRE

(R—=RTAV) el 23 AR A &8

2L 2 0 0 0 2
AL 5 2 2 0 9
rfi e fiE 0 0 0 0 0
I 0 0 0 0 0
o 7 2 2 0 11
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(6) Play-Performance Scale
Play-Performance Scale 2 =7 (CEXE AR ) 1L, N—RA T A - T60.9+119.7, HALFHERE T
6731228 ThH -7,
& BT A2 33 1F B Play-Performance Scale2=17 (FAS)

0 Play-Performance ScaleA=17"
P ME T Y 75 R fE R/ME RRIE
ARGk (N—RT () 11 60.9 19.7 30.0 60 90
A 5150 H 8 73.8 19.2 40.0 80 100
I R FTA B 11 67.3 22.8 20.0 70 100

ORHEEE  (Z24xtk)
AIER ORHEFIT45.5% (B/11F1) Tho7,
e BILLE) EIEAIZ, BIR2327.3% (3/11%1) | WER:, ETELE O FEREA418.2%  (2/114)
ThoTz,
Fmnl ( 12~6p%) « T6~195%) D2IX453) ORIWEMFEHREIGIT 12~5/%) T75.0% (3/441) . 6
~195%] T28.6% (27#l) TH o7z,

HERAFFRORBEG318.2% (2111641) | 204-TH Y | MBI . BERR G S 151 T H
ST,

AR B W THEEZRAENEM. BERIC X 2 CH R ORGP IEBNTERD ol

SIHISCHR : 18) JOEREEHINE R 7 = b Re7 — 7 AKGRRARHRE B, /NERNABE 2GR L L B IRERRER.

2) REMAER
OrAEREEERNRE LIERRHER

(1] WAEREIZHT S RAKRSHER LBES : HFT-290-10) W

® M
FEAA FREJAHEIC L DIBRPBERP AR A 5 BE 2RI, Aflz 1A 1ERR 88
Al A5 Lo & o2k, Laett, ARAnELmRET 2,

& L ERUEYE
(1)20 mLh 1

L ZTES
TRBRE I G015« 90 B

& 5k
AFNL, 18 1MREE 8 Bi#E &S Lz, akf- bﬁ%*%%?iﬂ@%ﬁ%ﬁ% Lo FeGatED, &K
BehH X 24mg & L7z, 7eds, BED [ERMER | ik 2 7250100, BHEESEOE L e 2
%H%‘l&,ﬂ—‘ (I/XV“’?:L‘—) ‘?—é & & qu.o

1 aff - bEEIZ OV TIE, [[VERHEMIGERRER] DOESMK],
7o B, U0 B2 LB R OSSR i O R EIC >\ T, [TV B.Q)HEMGIERNRARR OES

\\

i,
T EF A FEESID D AFIADYY B ZEOMER
R 1mg ] 2mg ] 4mg ] 6mg ] 8mg ]
A = (0. 3mg/ M) ¥ | (0.6mg/A) *| (L2mg/B) ™| (1.8mg/A) *| (2. 4mg/H) *
B 1 1 1 1 1
afis T aiy T afiy
- Ro#s. 20LLF 30~89 90~149 150~209 210~269
;g%ii‘%) A Al 10LLF 20~40 50~70 80~100 110~130
S FRIRNE ) 9LLF 10~29 30~49 50~69 70~89
A ¥ T3 RURMEER G- (mg/H) 19LLF 20~59 60~99 100~139 140~179
Y —R—HT - H =)L - 2. 5mg 5. Omg 7. 5mg 10. Omg
R W R B 45 B (mg/3 H ) (25 u g/hr) (50 u g/hr) (75 u g/hr) (100 i g/hr)

FAREEIZR T 2 HEE PRI E (7o Z = LTO)
*KFA8mg~D I b 2 i ﬁku SENT-HEROHEE TR D,
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L SR IENE!
ERRRE 5

L JrP
FEHoy bo— L BEHRIIAFUEAYEZE T A% Thot BEM B HDEEZ [Eiio
vha— VR CHEL, T0OEEGERE L, Efiar be— L B (95%EHEX M) (Xaft
723746 (62.1~84.7) % (47/63) . bEEN44.4 (25.5~64.7) % (121274]) T - 7=,
BUASCHR © 11) AOCBSRANERL 7 =2 h A®T — 7 KRG R, BRI 25T 5 B 535,

QEMNEEEEENRE LI-BKRAR
[1] EHEREIcHT I2REAKREHAE GEBBES . HFT-290-14) 9
& H1
MM ISR LA A A RERA 2 L TV D BEEZRRIC, AFNSE 0 218 1Rl 5528 i
B TH : AR, HIH - 488N BAERE L-BoReME, BWEE RT3, £7-. EWk
FlICBITAMBER 7 = v X = VB E A RS 5,

@ EABIRLUE ([FE BUSRY)
(1)207% 24 1
()i A Al BRI 123E LA EREe: LT\ 2 i
Q@)RIGUERICR L, [AEIFATL4 H L ERER L CRFRROWT N OFA 2 &5 STV b B
(ReprHsE & LCo AR
1) /L b R DA (209mg/day Ll )
aT A Y RO
3)7 = & = VIR BRI (2.1, 4.2, 8.4X1312.6mg/3days)

& e BRAMENE (AR HUS)
(1)BS-POP* G DAL R, EERIA T 11 silh B2 B3 AT 15 AL B & 7R U7z B e OV R AE R K 0
FEATkE G2 DR O ER DS FEGeE S AR BIMIERIEEIC L D2 b 0 Ll S - BH
3 BS-POP : Tbrief scale for psychiatric problems in orthopaedic patients) F&JESMEHR fBIC I D RithE 2RI E %2
RO 57 of g peE
&5 [ Wl~D LAt ALYt
(DFTEEHIT, MG L CFRROWTNrO4 B4 A FEFEAZEH L TR Y., IBBREEE GBI AT
AL IO V1R GEN—EDEE (RFHE L L TOMEITRS), 727201, 1)KTI)IC
DOWTIXLHZE G ERFEIMN O L 32,
1)V b RIERER O Al (209mg/dayLL )
)T A U ERHERE
3)7 = = LRI (2.1, 4.2, 8.431%12.6mg/3days)
(Q)IEBRFE L 5 BHARE RIS H ] O L VASIES LA T O B
<EJL b RIEGEAERR ORI G MOV = v F = AR R RN R R P R >
TRBRE R 5 BAREL RT3 H [A] 0 T VASHE = 85mm
<aTA Y R OAIME B >
45mm < JEBREEE 5B AR AT H [ O %) VASHE = 85mm

O 55 T~ E B T L
(DVASEZ LR [ T HO%N-3H B OFHVASIE) - (RERES5-BAAGELRTS H [#] O VASTH) |
PB+15MmMEL T TH D,

(QEIC L A2REFET [ LS - s

QLMD ER

FASL : JEfIEFR ATV, 5 1 HICIRBREN D2 Eblafe b s, B 1 HoFEMEOFMG D 72
< EHIEETOITAERIC X DM

FAS2 : FAS1D 9 5 FHIHNIEAT L, B IHITIRBRIEN D7 < &bl b S, & THoA %
DF T DO T AERNC X DM

PPS1 : FAS1D 9 B2 1 #IZ 8K Zp 755k S 51 08 S D 7 WEBINC & D 4E

PPS2 : FAS2(D 5 & H K 72155k i 5 B & S D 72 WMERINC K 5 4EH]

LRVEMATRISAERL « 5 1T BRI D72 < & bR G ST EFIIC K 2 5
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LAMEIRAT GAR A2 « 55 TNTIRBREE 3 D 72 < & b 1R G S IVIERNC K S 4 H

X I
51 BB EREIE - 15471
5 I B a1 4% - 13341

&5k
AFILH A 52 ME A 5 L7z,
B H~OBITEREL 2T LB ARzl &b Lz, Zo%, FTH~0BITLEL
T LIEBEIC S DICAAIZ 48R G Uiz, 3 1H, HIHE b FLoBRERICE Y RE5%
TU ., HRFEGREIT24mge LT,
I, BEN TSI 2 AT HEid, W EEE D E /L b REERRIERE 0 A UL =27 A
VU U AR ERE (LAFa—) $528L LT,

T EF A FEEFIN OAF~NDY Y BZHOBRER

A Img 2mg 4mg 6mg
(0. 3mg/ H™Y) (0. 6mg/ H™") (1. 2mg/ B (1.8mg/H™)
> oy r 1

TV b R IGREE
Zo#l (mg/H)
ozl 2=
[FI{2) 7R iz W U 7R 5] 2.1 4.2 8.4 12.6
#EAl | (mg/3H)
aTA Y R
oAl (mg/H)

XOETARIBIC BT DHEE HRINE (7= 2 =1L LT)

=29 30~ (60) ~89 |90~ (120) ~149 | 150~ (180) ~209

=179 180~ — —

L SEE(RENE

(V)R H OVASHE & O OHER

QQ)F T H ORFHE (L AF 2—) ORI [BEHEE. HHE (EoEere x#m&) . 4
] RORZEOHER

R)EH HIE DR

(B)ERTIZ X DA

(5)SF-36v2

(6)MEIR D'E

L 5B S
MBMEAIR I LA B4 A FEJRAIZHE M L T2 EFITHT 5, A% 1 B 1 E~O8) Y &2 &5 (5
R 52 ) 1%, KAy br— L RO QOL ZAfERFT 5 Z L 3HERR S, Eo LA R X 2RfiE
FenboLEZON, Filo, FHBREGROMET T = > ¥ =V REIT, 1~18mg DR EGEICE
W EIEBIPENHERR S T,
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G Pk
(L)FAS1 %5 T HIlZH1F 5 VAS E CEHME) 1%, 2R T 5-A1 56.66mm, 4 #% 51.17mm, 4 %
i¢mﬁm7mmf%otowwmi&ﬁm#%4Léf EOHRE AR LTz, ##] (FAS2)
IZBWT, VASTE CEEfE) OHEBIL, 6 % £ CRREEL _/ﬂw\b\ D% 52 Wtk F T—EDHE
BA R LT, VASIE CEBE) 1385817 57.46mm Tho7-DlZxt L. 6 #@1% 47.8mm, 52 %
46.9mm ToH -7, VAS EZLE CEHNE) 2B\ ThH, 6 % £ TREFNTHED T EICHER L.
FD%SRBBETCEOHBE R LT,

100
90
80
70
60
50
40
30 F
20
10 -
Eraenil] 81k % 1637 24 M % 3214 % 4054 48k
SRS =
BHICHITSH VAS B (FHEHEERE) DR

VAS{#E (mm)

Q] (FAS2) ([ZBWT, VAF a—Of AR TIE, L ASa—EAREE CEHME) 1T, #5h1
25 52 % E T 1R OHEBS Z R Lz, 52 % T IERHE 0.77 [ TH - 7=, AR (F
AE) (TR TORHMERRTORITH T, /o, VAXF 2 —fiHE CFHM) 13, #5717 4.99mg,
mﬁ%xm¢¢ﬁm4mm\ux#;—ﬁm$@nﬁ~%aw0%oto

()] (FAS2) 1B W, IRFHIEDERIC X DM ENL, EHEHER L) UL EOEE A
M8 LT 80%FLE., HATA A A RERAINITHWTHOEITA B4 REFmAIG M 28 L
T8OWRETH Y, K TFEMITA LN T,

MHFIC L DIAW B O ERE OFL%ICIEMA, BEOELE, BEESLEZE L TRAMIC 4 B E
LTz, THEHER LI, 1FEAEER LD oTo, ol ER LM o721 Tl LTz,

(AFE 1TH (FASL) @ 4HBICBWT, EMIIC K D2RATHEIL, BEEOERITAEA A RERAIRI O
WL, TG% OEIRIE 5%, ETHY . WA RTH -T2,

(G)iEH (FAS2) (28T, SF-36v2 [T, &K OEATA A A RERAIBIOWT N b G AT & K5F
s e (e i&/wk‘%t%%m“ 52 Bt £ CARAaT IR &S LT,

(6):@H (FAS2) IZBW T, HEIROEN IEFHEHIRND ] LLEOEIEIT., &IKT80%LLE, 174
Eﬁ%Fﬁfﬁ%fi7:/?%wﬁ&%ﬁﬂ%ﬂXiST4/)/Wﬁ%ﬂﬂ#%@@ﬁzt
BT T 80~90%FEE , /L b RIS 11 A7) HY) BE X 70 FBAE Tl 60~90%F2 i CTHERE X hLiz,

@& EIEH
B (MR RER 1) (280 2EIERZBIERIL, 51.3% (79/154 f#l) Tholz, 72k,
T 5% L EORIER X, il 22.1% (34/154 f5]) . fEHIR 17.5% (27/154 f31]) . {55 12.3% (19/154
). WEM- 11.0% (17/154 f5) TdH o7z,
B (RN R 2) IR T DRIERFE BT, 75.2% (100/133 i) Th o7z, i, %
Bl 5% L) EoORIER X, 0 33.1% (44/133 f51]) . {#HF4 30.8% (41/133 f3]) . fUilik 28.6% (38/133
) . W& 16.5% (22/133 ) . 1EEUK 9.8% (13/133 f4l) . FEHMIBEMIIEGERE, TREIME D VA4 9.0%
(12/133 ) . EHEANLE 9 FERL, BB 8.3% (11/133 ) . 1@ FHEALALEE 6.8% (9/133
) THhoTm,

HERAFEFRIZEDHCHNIA ORI o T2), AEFROBHFHE TITHIRIL T & 72> 7 EH]

WLIBIZ NIz, EERAFEFRIE, B 1 (ZEMMITRER 1) T 154 Bid, 4465 {F, @

B (Z RV R4 2) T133 4, 154127 CTh o7z, Zb D H b, RRBMRNEET
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ERVWEERST, B (e REN 2) OIFIBERIERED 3 ., BEks 2 4,
O, FHER, C-RUNEE AR, AMERESEM, U o ERE0RED. TR, MRS 14T
HoT,

BIASCHR : 14) AGREEHENE R 7 = b ReT — 7 IKRIF MG R, 12 MIEm 61 2 E W% 5505k,

O R - AL MBEARAR
DRI L

6) 8% - BRI
DR L

(6) sh IR
) EARERE (—RERARAEE. BERARMERE. ERARRLERES) . WERTET— 2 A—2
HE. WERTRERARONE

R E o H AR A

B 2 xR e Lo RrE AR E A M L, SEHEE T COLEMER AN EZ LT L EBY
ERLTWD,

OFZ=E

B A RAGETA (BRI 1280 AEMEICOWNTIE, AFIRL T BRLERE & bl U 7= R Rk
FALIZOWT, FRAE Y EMA 5 Bepy (), [0o0w®E ), [RZ ), 1B k), FHMiifREE)) T2
B RBGEE OHE ATV, T2 X 00 EHE LIZERI 2 B2 & L THER LT,
FOFER, AR A REREICRB T 2 A%0%1X 705% (342/485 ) TH 7=, BEY R, PS5
EENRIR D70, BERHIIREECTH 503, ARRFE COFMMERBRICBIT M= hr—
JVIERCERIT 86.4% (185/214 ) T v . AKEEM H AR A DA 2N F 1%, AR £ T O MAHFUER
L L TIRVWMETH o 72,

KGRI £ TOEMARRER TlX, AF A~ L 0B EAL L TWARVERNL EFa > ko
—LEERk ) EHIEL TS, —F, REFEMEHBRERE ClT, SRUGEEN TRE] HEsh
JEGIZ A E UTHEE L TDWRNWZ ENLANENMEVVETH 7B XD, 2B, KREMEH
BRI IV T TARZE ] SEFNX 126 BITHY . 2D 5L TER+4r) THIE L7z 35 il 2R
72 91 Bl il & U CHERHT 5 & A%hERI1% 89.3% (433/485 f5i]) & 721 . S IIFHRER O Aki & R
FETHD I LD ARFEM BRI T D ARBOFINEICREOMEIX 2 W B XD, 7B,
AAFIAER B EDS B VER CHZVRNE L R HMEM TH V| AFN ORI HOFMEICFEB ORI
WD LRI T,

O& Mt
FEERE A RGERA (EEMER) (281 2 EWEARELEIE1X 33.1% (176/532 i) TH D, KRBKFE T
DEGRFBR 31T 5 BIWEMFEEEIS 66.3% (244/368 f4]) & bl LT < 72 HEAIXER D H A2 0
STz, ARFEEM A CREBL L7z E2mIER IR, Bl (50 i, 9.4%) . f#fL (40 #i. 7.5%) .
AR (26 51, 4.9%). W&M: (19 i, 3.6%) THY ., WInbA 41 FERANZ R 2EIER T
HY ., AR E TORKRRRICKIT 5 EREEROBE L FEETH 72, 72k, AFEA BN E
VVER CRIEFR R BLEI A 238 < R DT ST, AFIEHHH (360 HE) (B0 D5
N ERRWERIZER, EL, HIRTH Y . AFOEHEH O EMICREBORBEITFRD b

> 7,

DEARBEHELTEREFTEOANBRRIEERE L-AE - AROBE
A BN

QL
AR L
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VI. ENERICEH 9 5IE5H

1. EEZPMICEEHSILEYXIIILEME
FAUTILAOA RRIEREE

EV b RERREEOKTNY) . BV b RERERIE KA, =TV E L b REEERE KN

¥, e ReasA ) Ui, A% v o NUOEBEKRY, %
EHRERERE

Tx B, VR T VR TR %
MREHEREERE

RUOBRT v TTVIINT o UHRERE .

EE  BHEO S LG OINRE - IRFEIZ, BHORMNIELZSRT 52 L,

2. FBER
(1) fE FRERES - R
R P 2.2

a5 A ) EREE KD

T H = Eu A A RRBRIGERIZHES L, FHZ A D OREFINEO LT REE BN
WS D & & BITH M D EFRER A T T 2GR 2 IE T 5 2 LI L0 SERIEA 2R
HEEZLENTWS, £/, ZOEMRAETEILTE /L RZHEET 50, ERIERIZE/L B RITEHTHN

ZENHBENTND,

(2) E3 & FAF1T HEAERRIE
1.V FREBERIBET NV E AW ERIER 2

UH X OEBEICETANLE 5 2 - BICRAET DR F R B 2R & LR BISIZB N T, AR
Fi%, 2000ug/body (717upg/kg (ZAH) @ 1 B 1[8] (24 RefEANS) o 3 B RIER G- TR G-R10%
FEENALIZHKT LT 55.83~86.91% & 72 V) | 77 A HREE &t U T 5-1% 2~T72 el & CA B2 8 %
R U, FARRIC, U= =7 = & = VR BRI B 1, 2500ug/body (7 = > & =L & LT
912ug/kg (ZHHY) 0> 72 WREE A G TR G RTOFER B3 LT 58.72~92.06% & 720 | 514 2~

72 FEfEIC BT T R AR A R & bei L TR E 2R 2R LTz,

INHDFERNS, RANZ T X OWEERILE T VB W TY =7 = & = LR B WA
F & FRRICAMR R B R BN ZMH L, 1 B 1 B L B imah R a4 2 LAVR S h

77
120
100 +
:\o L
80 F
g%
® 60
E
ke 40 —— R
w40 :
[ + —8— AF 2000pg/body
- 20 F —A— U — NI L B = VR R RIUR U 2500pg/body
SR+ * P<0.05, #* P<0.01: vs %t (Student's t test)
0 : : : : : :
-12 0 12 24 36 48 60
B 5% OFEE (hr)
Y PEBRME TILERV AR (TIOEEERE, n=8)
*P<0.05, **P<0.01 : vs x/fR (Student's t-test)
<BE>

2.7 v b Randall-Selitto ¥ & 2 S8 /EA 29

7 v N OBIICES 2N 2 7o BE D& L DOEBEE R S & Fii & LT RGICB W T, 7o v X =)y 7 =
Wt 24 te 5 — 7 AIIE. 50, 100/% 1}200ug/body (236, 471J% (}94dug/kgi=Fi4) o ik C BRI
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JERIPR 64 5 7 B fE 2 b5 S, 100ug/body L b T EEAG BRI IZ Lo~ B2 EREM 2R L7,

3.5 v b Tail flick 52 X 2 8B /ER D
Ty NEEICERIS A 52 - L X OREWMET L ETOER/FLBIZEL LIZERKINIBWT, 7o
Y=y xR A Ete T — 7 Ak, 50, 100 & O 200ug/body (225, 451 2 O 899ug/kg (ZAHXY) DHE
£FCHEAR TR B 3 9 2 SOGRER 2 S5~ X1, 200pug/body "CREFIX HRRE & b~ 5 7o B8R 1
HEmr LT,

4 PR E IR ET VIS 5 7 = v & =V OSEFIER
Z v OS5, FOMIE BRI 2 MR L CER L 2RI A T T M Ichl VT BRI G- L7277 =
VA S VIRRRIRIT R~ D 7 4 7 A PRI K DB T BT o =7 2 L 72, Ty R XUT AT
A I O FAU A PR A AR < AR U ORI L 7Rt B S £ 7 /W ic eV T, IEENR G- L= 7
= 2 F =TI IRIENT & 2 BSOS & 0 L7227, E72, 2R XX ORAErEr R T 7 L& v
T7 R FUEFICLDMNT 0T ¢ =TT 2 EH R LeiED T KRG L7 =2 =

MIBEA~DT 2 P UEFEICLDMHT 0T 0 =7 2 Lz,
(3) Ve AR IRIFRE - FrichFra

TEFZEHNER] %8R L
TERIFF e« RZ &R L
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VI. EYEREIZEEST H5IEH

1.

meREDHETS
(M ARELEMEIDREE
MU ERR L
<HBE >
KEZERFEERLERTIT 7 = X = VOFEMMHFIREIIA EA A FEFRANZMHMERFTED STV e
WEBEOSE, M2 02~12ng/mL TH D, L7 L, MPERE U7 a0 A0 150 L 723555 138
Bhip PR E I ERH TS, ) LRE I TV,

Q) FRRAB TRA SN -MDEE
1. HEIESARE o g e
1) BAERBEICET 5 24 R HEEASRFO B EhRE (k) 9
RN IR EBRE Xt L, AAl (2 KON 4mg) % 24 FEREHEALfF L7z & & 0 AUCp4. AUCo...
T O} Crnax DI ITIFIEREST BRI ELABI U THIIN LT, tmax S OVIFIFIBERS Oty 1ZASST R T

E TR o T,
GUEWE . HARAZa~ I 74— AAX7 ha At FU— (GCIMS) %)
1100 1 o
10001 —— 2mg (n=6)
E 900 1 —A— 4mg (n=8)
?g 300 - (4mglx26hr LA, n=7)
700 -
il
ﬁ 600 - r////l
|
! i
N 500
H
N 400
H
#T 300 -
H
200 A

100

0

0 24 48 72 96

! B[ RL T jr%ﬂ%ﬁ B5RS (ho)

mEFRI 2 Z)VRE (FHE+HRERE) #%
2405 T HE IS A I O SEA BB < T A— 4

o e Cnax AUC.o AUC .94 A HIBER
HEfAFH =
(hr) (pg/mL) | (pg-hr/mL) | (pg-hr/mL) | Ptys(hr)
2mg 20.1 349 15614 4763 27.09
(n=¢6) +6.1 + 96 + 5959 +1100 +14.14
4mg 20.6 724 31126 9316 37.76
(n="7) +5.9 + 553 + 15917 + 9856* + 46.60
*.n=§ B = AR 22
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2) WAKIFBEICIBT D 72 R LRI Rr OB e (BN) 9
RN AR IBE Rt & L. AH 2, 4 KU 8mg Z 72 RfE BLEIE(T L7z,
Z DR, Crax XY AUCo144 DFEIEITITIZAESS BB U THIIN L 72, tmax M ORI RIBER O
tip (ZREFT B CER R E T 2o T2,
(WE: FAIZa~<w  ITF7 4 —[wAAXZ b A kU — (GCIMS) k)

B) AFOABEIN-REFEITLA (24 R B TH 3,

2000 A

—
2]
]
(=)
1

E (pg/mL)

1200 A

b
=

L

800 -

mER7T%

400 ~

OM——————————
0 24 48 72 96 120 144

‘ EE)A jr RIB  pER (hy)

MmEP7 28 ZVRE (FHEHRERE) #B

T2 [ HL ARG AT Ip D S BN RE /T A—H

50

Bljl_l'fﬂ‘)zﬁ =, tmax Cmax AUC0-144 ZIK%IJ ;J%IJ %ﬁ?&w
- - (hr) (pg/mL) (pg-hr/mL) ty, (hr)
(ﬁzg) 41.2+19.1 3674254 | 26903+16511 | 38.02+13.51
(:2%) 33.9+16.0 571+343 | 41925+24687 | 31.96+12.03
(:296) 34.0+11.9 1049+722 | 62240+35316 | 36.10+22.58
SV 2




2. FARREATIRE D M3
1) BAERBF BT 2 KB O ERE ()
AN AR BE ZIGRE L, AA] (2 X OV4mg) % 10 BIEERLST (1 18] 24 BERE) L7,
FORER. ALATBILAHE 120 REfICISIT D MG 7 = o ¥ = VIR FE K O AUC 16240 D EEIZ AR &
B U RIS LT L7, —07, BRIREEE O ty, OFEIMEIFAH &EIC L 2 EW 22520

O T,
RIEWE  FARI7a< "N T57 4 —|<AAZ fa A R — (GCIMS) )
2500 1
g —-@—2mg (n=7)
'é 2000 ] —A— 4mg (n=5)
Y 4
&
it ]
[
?;'5 1500 1
I ]
o ]
Y1000 ]
N i
B 1
T .
g 500 A
0-||||||||||||||||||||l|l|l|l|l'l_|
0 24 48 72 96 120 144 168 192 216 240 264 288 312 336 360

B (hr) } BhfE

mEFPI 3 VRE (FHEHRERE) #B

1 H 115110 H FLERE AL RF O S B g T A—H

N

EE'{TJ_)EH =, C120 AUC216-240 2&%”%’]%&?&@

PR (pgimL) (pg-hr/mL) ty (hr)
(52%) 666+216 | 19961 +9222 | 31.31+9.78
(:295) 1400 +716 | 34102 +14409 | 25.73+7.00

I fE AR Y M 22
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2) HEERERER (A 9
AN AERBE ZRE L, TLERBBNOAR] (T X=V 7 U BIEE LC2mgER)
FNE T = o H = VR BRI L) (3 BRI 7 = o = v & LC25mgE ) ICEI 0 B &
AFNZLH A9 B B REAT (HIEE) . AFI &2 3B 9 A BERAT (H3EH) ., b LiZ7 =¥ =
JURE R R BUKI 23 B I LKC9 B B AT (D3RE) L7z,

WE 22—
& 1A | 20E | 3pA | 4n@ | 5HE | 6RE | 7AE | sHA | 9nH
BR A6
H1Rf AHI2mg | AAI2mg | AHI2mg | AFI2mg | AHFI2mg | AHFI2mg | AAI2mg | AAI2mg | AAI2mg
gt | T Afilemg AHl2mg Afil2mg
D3%f PENT EV% ek EENT &% 35 denh v PENT EVZ 3 enE S
1500 - —o— H1ff (n=10)
H3% . D3#DOYB RS —A— H3% (n=8)
(H1BE 32485 LICBEYER) _m D3Ff (n=7)
1200 -
5 J
£
2
# 900 -
Ak
3
1
®
Y 600 1
Y
7
#
g
300
o—— . . .
72 96 120 144 168 192 216 240
BRI (hr)

(D3#%(X 14485 LA n=6)
mEFT7 U3 ZIVRE (FHEHEERE) #R

HIFEDIMEH 7 = &% = )b (RE(UK) BEOFEHEITZSRER SO (Cowe~Caus) THEHZH
EARDRPoT-, Cush ENEL U= S M CO - Tl AR ER S BICHE 2R A EEITER D
517 (Dunnettfi ) . Cosh> 5 CasE TIEIF —EDMIET 7 = o # =)L GREAVIKR) R 2 KR L
77
H3RE Tl OFE S OIREIZ R Crus L DRCoaus TR T A B4, EF 7 = o % =/ CRZWIR) BE
DB TEAL D R 2 #5245 0> B T2BFRNE T TR A IR T3 DM 27~ L7z (Dunnettfi /€. 4-p
<0.05),
D3O MG 7 = & = /b (REUIK) IR EE O FEMEIIHIFE & [FARITHE D B % 142408 [ 7> 5 7217 [H]
T TR IS R DI 2 /R L2, Z OREEIIHIFEC LB TH o7, Casm HEUEL L
7o g i) D LR C Caaa S RCao IAMIHEFHF IS B 72 Efi % 7~ L7=  (Dunnetthi £, %&-p<0.05),
(EWE : ¥RZa~w 57 4 —[<wAZAXY fa x K — (GCIMS) 1)

TEL) AR T 27 = o F = VBRI (3 H BEAHRELA) &3, U =T = o Z =L
BeRIRIAITdo 5, 20146 A BIfE, U Y — =TT = o & = Uik B WRIUR B39 0D ok il 144 P U
T L, EERRIFEEOME SN TWD < M v 7 AT = 0 7 = Vg B IRORBGA] (3 H A7
WA NS hTn5,

112) AANOAR SN G HIEILIA (K2485[H]) MM TH 5,
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3. HEL MEFIRE & OBR (BA)
OLAERES
AFZ3AFILL ER—H& (1~10mg) THET L72pRAD ASKIFEBRE TN T, R B 38R o i
B 7 = 2 = VPRI B LT3 2 Z e sivie N —ET bt log (y) =
246 +1.03-1log (x)) 9,
45 r

ZILBE (pe/mL) [logly)]

i ==k

-02 0 0.2 04 06 08 1 12 14
#E&E(mg) [loglx)]
AFBEFRAELMEFEF T T U2 ZILRE

Qg rREEE
R MR B T I T EEMRBED MG 7 = o & = VIR EE TG & (1~18mg) (THf LT
BhNd 5 Z LAVRIR SN (ST —FF )L : log(y) = 2.62 + 1.08+log(x)) 4,

45
E .
@ 4 . . . . .. (1]
2 : -
— * . : 0,_,-5":{
\gn * ] . /!-/‘ .
o L 1 - -
— . ,_,/‘l . .
W 35 ’ i ,.I/ *
PN
2 . o .
,‘T ,_,/-" . .
® - :
Y ° ! 1
N I\ H
E[- 4""// .
g 25 — :

i :
]
2
-02 0 0.2 04 0.6 0.8 1 12 14

5= (mg) [og(x)]
AFBEFRELMFER I V2 ZIILRE
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4. BAERBEICBY 2MiET 7 =2 =V (hR) 30

A A A RERAITERMA Y hr— L SN TWA/NE 2~195%) NAKREE 10 il (2~5

W% 3161, 6~197% : 7THI) AT, AFE 1B 1EKERL L-BOFEYEEELRE L-, iET
Tz B =)VIREX, RS EE 3 ARNKERE LB O 3 (8] B O RBREK B E AT BR I A e L
oo TO%YL, BENSHANEHBONTGEORME L CTRILE EE L=, BT CREE2ET L
B b RIS, [R—#58% 3 ARNERE LB 3 0] H ORBREEH B T PRI 2 5256 L 7=, |7
—RBHIZBWT, R —#&58E TEKEERIN 2 3 L7258 1. £ OVHEZ L% BE O LK 58D

MiEH7 = Z =V REL LT,

OFEEEZEOMEF 7 = o & = VIRE

IINRAS APEIR R WA & AR G- L T2 BR D EEIRREIC I 1T D MG T 7 = o % = VR EE (CEEff)
1Z. 0.5mg T 144pg/mL, 1mg T 277pg/mL. 2mg T 2070pg/mL T&H Y . 0.5 ¥ Img $5-HF D I i
W7o =) VBE CERE) 13, #E5BIIE U TN, 2mg #5ROMmEY 7 = % =1
B CE¥IE) X, 05mg EEROMEF 7 = Z = )WiBE L i L, #5810 EICEVEE R

L7,
MAE 7 =22 =)V FE O Gl i et & CGRBEhREMMT % S 4E )
Mg 7 =% =L EE (pg/mL)
BN S 5 (mg)
0.5 1 2

e’ 4 3 4
S 144 277 2,070
e 72 87 83 1,360
(%) 60.2 29.9 65.6
WLl 149 310 1,660
B/ IME 39.3 183 1,000
N 237 339 3,960

[Fl— R — & 5 BOEBOT — 2B FET D5 A1, FEE 5% EE D Y%

BEEOMER 7 o XL @EEL LT,

a: G EIZBITHEE
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Ol B O 5 BRI T i T 7 = o 7 = L

INE O O 5 BRI AT MER 7 = > 7 = VIRE CESME) 1. [2~55%) (I2B\\ T, AHl
0.5mg C 186pg/mL, 1mg T 310pg/mL. 2mg T 2570pg/mL T&H Y (LLF. [FIE). T6~19 5 128
VT 130pg/mL. 261pg/mL, 1580pg/mL T o7, [2~55%] ([ZBIF HIMFEHF 7 = & =/ViE (f
) 1, W5 EO [6~19) L L CEWEHAIZ R LD, EFEMRONICBNT, K
#1105 KO Img FGREDIMIGH 7 = & = VIRE CESE) I3 B Tt 58T U TH D08,
2mg HHREOIMIE R 7 = o % = VIR CESfE) (3G &R FIcm MEZ R Lz, Ziud, 12~
5i%) T2 16 (BE). [6~197%) T26h 14 (i) Ao BFICHEWMED 7 =
VEAZNVREEZTRLTED, EHEREL RoTtled B2 b,

llin K O G- BB AT g 7 = Z =V B DR HE R
CEYEhRE AT T RAE M)

M7 =% =L (pg/mL)
Fln GR) FRRUN $e 5 & (mg)

0.5 1 2

2~5 n® 1 1 2
S 186 310 2,570
TR 7= - - 1,970
EERE (%) - - 76.9
o il 186 310 2,570
/Ml 186 310 1,170
e KAE 186 310 3,960

6~19 n® 3 2 2
S 130 261 1,580
PR 7= 100 110 813
EERE (%) 77.3 42.3 51.6
Hh il 112 261 1,580
/Ml 39.3 183 1,000
B KA 237 339 2,150

[Fl— B A — 5 BOEE DT — 2 DNMFET D581, EHMEE Y% BE DY
BEEOME N 7 =L EBEELLT-,
a: KPR ERE K

OFHBNC AT B 5B 0.5mg (ZFEHE(L L7 BEOIMIE R 7 = > & = LR E

RN 7= B BB 0.5mg (UL L7 i R 7 = o % = VIRFEEOSERIfEIE, [2~57%) T
302.6pg/mL., [6~197%) T 174.4pg/mL. [ A T 1855pg/mL Tdh -7z, TR (2R Z/NED
BAEEROIMIEF 7 = > % = VRO LB IX, 12~55%) T1.6, [6~19% TO09 THH, I2
~55% ] 1L TN ICHRMiE 7 = 2 = VREREWMER 2~ L, 16~195%) 1% THAL & [F]
BETH-T,

EERRINC AT B 0.5mg ([ EL L 7o G 7 =0 &7 = /LR EE D FE R e F i

1 Fe 5t 0.5mg | = FETEIE L T il 17 v 5 =/ (pg/mL) NEEETY
FIGR) | BENR | Tk &l L i el PRALIE
T | | OV | o | kol | Rkl | BTN
2~5 3 7 302.6 307.4 101.6 183.0 134.0 990.0 1.6
6~19 17 174.4 141.5 81.1 151.0 25.9 537.5 0.9
IS
= 10 24 211.8 205.2 96.9 168.0 25.9 990.0 1.1
)
5PN 176 266 185.5 129.9 70.0 148.0 30.9 1,220.3
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5. AEWiERyE SRR 19

%R EIS OEMFEREMERBR T A N7 A > ) EEFRAEFRK02295105, HIKL Frk244-2H 29 H

AF0.5mg & ImgBlAl 2 | 281281 7 v A A — =R CTREFERR A B IS 2 B 240 R HA (AT 3 5 L 72 B8
DOHEMBNEZ MR L=, T2, GO IEYBERE T A —4% 10 ImglZ A& IE L 72 A#10.5mg & Y
Img#LH| & DGMR CGRTFEMED ) OHEEL I O D0%IEFAIX M 2 B H L, EW#R S 2 MGk

L7,

ImglZ A IE L 72 A#)0.5mg & ImgBUAIIC 1T 5 7 = > Z =)L O GMR DO HE EE (90%(E #8E X i) 1.

Cmax : 0.929(0.849~1.015) %2 (*AUCo-+ : 0.953(0.892~1.019) T ¥ . W3O GMRDHE E I 0D i 1190%(E &

X [H730.80~1.25DFiPHIZ & 5 = & 2~ b M AT A FRICFEE Th 5 & flr STz,
GAEE ik a~ 7T 7 4 —I12 T DNEESH (LCIMSIMS) )

500 &

400 F

300

| #5H0n

- 0.5mg (n=19)
(0.5mglE 16hrEAEIE n=18)

lmg (n=19)

-
(Imgld4hrklfE (L n=18)

(
Ay

miEP 7 % ZLRE (pg/ml)
=T ILRT—Ib)

200

100

36 48 60 72 84 96
B (hr)
MEFEFITUFZIVRE (FHEHEREERE) #R
EE{TUEH =N Crnax Cmaxxza) AUCo-t AUCO-tXZa) AUCo- AUCO-ooXZa) tmax ti2
7 s (pg/mL) (pg/mL) (pg * hr/mL) (pg + hr/mL) (pg * hr/mL) (pg * hr/mL) (hr) (hr)
0.5mg 139 278 4,530 9,060 4,730 9,460 20.7 17.6
(n=18) +50.8 +102 +1,770 +3530 +1,890 +3,790 +6.9 +3.76
1mg 305 B 9,520 B 9,850 B 184 | 168
(n=18) +141 +3,950 +4,110 +6.5 +1.51
LI AR R A2

a :img#R L7fE

—  REH
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6. W KIT T A DR E
BRI L
<% . 7v >
Z v NOWHEEZ MC] 7= XN 2B E G T — TRl (T2 X2 UfRiEE LT
100pg &A) ZALfT L7z & 2 ORI KIFT AR ORE (7 v N &K 40°C OIS 10 AR Zi
ML E A ABERTOMAE T SRR E 2%t 9 2 AWt O MUFE RS IR B 0 e KAB I 3LAI G F
O AT T 1.33 fi5, BIFHBEE O ARIZBW T L7 %5 (Wb ARBIsat: 547) Th o7z,

100 T

——EARHE

—O— ABH

M 3F RS EER E (ng equiv./mL)

5 IR -
A BB
p—
1 '
o BeERd e THY ] ghr
AABIA%ESR (Omin 60min 120min
B

T IRz LI KB TAB S B & TOMBHMSTREREHTR
(FHE+RERE. SR R=6)

100 T
- JEABE
—o— AiAE
3
8
> -
5 F
g
oo
3
a8 -
k=] L
&
&
=

)\_,ﬁ Rl

1

0 20 40 60 80 100 120 140
FI8# % B (min)
T—THRBERICASSE L EOMBERRETRERERE
(EHE+HRERE. SF = n=6)

@) s
LR L
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D) EE - HRAROZE
VI 7 FREAER ) OIEZR

2. FMEERNISA—4
(1) BRH 753K
LB L

(2) BRI
DR L

(3) R
L L

DHoYF7IR
MG ER L

(5) ST
AR L

(6) 2 DAt
LB L

3. B&EMH (REaL—3y) @

() @i A%
DA B 2 b5 & U T253RR34589) [ B 1T 5 A AIK TR B 16941 ) OV AR = W3 -3 BR IC B 1 5
FEDS AR PRI BB 1490 & fRIT KT S & UTm, 7ods. ABRNT TIIAH &2 240535 5 LT & & ol ig
Tz B ) VRET — & 2 e, 2RI GO E%ARME ToOT— 2 2R L,
PPK (RHEMIZEMENRE) EF LICIL, CLIF (AT D 27 U7 5 2) ROF (Mt 5 FHxtayEm s
BRI ) (TERE A 2 BE L7 LRI I D Z 72 A K Eiel-a /S— KAV NET V%
JEERAY
PPK/NT X —X OB & LC, RE, MERI. Flin, R GERS AR K O AR BHE)
DIEN, P HIEAT . CYP3ALPHESK G NFFHEH  BILL CALBO A 2t L7- 455 . CYP3A4FE I D
BEFMCLIF, 53 AFOIEE L L CORIRE -,
FIZX T DB GEAMOEBE R LIz 2 A, MG, EBEEm. KA & OV OO FRAL~D B 5-RF o ifi
HH 7 = o 2 = VR IR B SR . 1156, 1.32, 105K TNL.29M%1272 D 2 & MHERI < v
776
TOZELY, BEMEEE LIZSA. B U ~OREFE A TIER 7 = o F = LB ED
TER—BFAC R X R D Z ERHER S T-, LasL., OB TR CEALIC B L7k
DIREDZDOHBENTH Y | ZEMER OGS EE 52 DA REETRNEDEZBX 6N &0 b,
Mais, BESES. ERBEE MR KRS A B G & L CGRIRAIEETH D L B2 b,
CL/FIZ%I4 2 CYP3ALTFHEIR G DB A it L= & = A, CLIFIZCYP3A4FEEIKGE T | 1.24(#12 72
5L eI S T,
AHN DGR BRI I\ TIXCYP3ALTH B EL I RF DA ZIME K VL EMEICIBEIZ o T2 L B 2 b=,
CYP3A4FHEIRGFHIECIT 7 = U F = VO MPRENME T T2 Z &0 h, AL ORI EL &
ETREMENE 2 BT,

(2) 185 A — 8 EHER
AR L
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4. TR
DYWIGEAL = P2

LNES
BN
AN % AN DD /SR BE LABNCLH 1RI9 H I E R L, & FIEER AP IcE ENnND 7o =Ly
T PR AR 0 B U2 R I32mg T63.1119.4% (CEEE HHEHERE) Th o1z,

ANARS)

AHKNZ /N (2~195%) A3 AN BEL106] (2~55% : 3%, 6~19%% : 76) I[C1H1EKERE L. fHH% 2~
BB R fF R L ) 7 = v X =V = U OHEE IR R I OWTEH LT,

HEEIRD WA CEME) & DV CTHEE R O 5B RN/ N & RN Crel L7z k5 R, T2~55% ) T71.6~
81.2%. [6~19r%] T64.1~77.9%. [FA] T63.1%TH V. 2~5mICBV T, ZDMOEE: L 0 #HEHKY
WIS 3R A3 i\ ME ) 2o L7z,

Ffin M O BB RN I =T = B =)L 7 Tt OHE e SR R O el 3 &

e b T 1 e e RO R O6)
(%) mg | BT TR g e [ oV | ol | e [ s
7N

2~5 0.5 1 2 76.8 8.6 11.2 76.8 70.7 82.9
1 1 3 71.6 10.9 15.2 71.8 60.6 82.4

2 2 2 81.2 0.7 0.8 81.2 80.7 81.6

6~19 0.5 3 11 66.8 7.0 10.5 67.6 57.4 76.4
1 2 3 64.1 12.5 19.5 69.1 499 73.4

2 2 3 77.9 34 4.3 78.5 74.3 80.9

LR N 0.5 4 13 68.3 7.9 11.5 69.5 57.4 82.9
1 3 6 67.9 11.3 16.6 70.4 499 82.4

2 4 5 79.2 3.0 3.8 80.7 74.3 81.6

A 2 10 10 63.1 194 30.8 64.5 38.3 97.5

FRNIE SR EN G IS L O At alBR (H1 ) O Az R LT,

WU DER(T 7=
YR L

<£% :invitro>%)

invitro COt MEFRRE (Fir, B, RS L OKEEES) (B2 7 = v ¥ =L@ 24 Bl £ TO R
FE I B M O KBl FE & et L 72 SR. Mit & 2Dk ofir (IEES.  EREE R OVKERE) CTHE
ZITBO LT, WTNOENLIZB W TS RIRE O EHEME 2R LT,

o 24 F ToO BB B BT B Rt FE *
F J& OERNL ) N
(uglem®) (ug/em*/hr)
Ja3R 44.3+19.3 2.83+1.33
R 42.0+18.3 2.41+1.02
B 47.1+17.8 3.00 + 1.20
KRS 42.2 + 20.8 3.19+ 2.08

¥ 7o = LTOE R EEAEMER 22 n=6
HGENEER
MG R L

<HE:Tv >

Ty M [MC] 7 A =N iR R G T — TR (T2 X =V R & L C100pgE ) &
AR B Uiz & & B G 1%4805H £ TOMRH I8 5-50020.6% D S RENS HEME X du, 2 DHIT70%H
G 7> B BRI S 7=,
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5. N
(1) M ik — BX B FE @
BAN-v AP

<BE:. 7w >

[(UCl V= H =N I o Vit ET —7H (T2 F =7 U fEiEE LT 100ug &F) &7 v
N ER R R I Bl R e - (24 RERIBSST) L7z & & DKM, /MM OERE P AU REIRFE 13, B 5% 1 IF
W25 24 K2 D7 o TMSE P B GEIR EE L T FER OB CHER LT,

() % — BB REPTEB
AR L

<BE T v >N

IR 12 HAK 19 HAD T v M [BH] 7= #Z=/L% 0.2mglkg HiEIEZ TG Li- & &, BifL-
T RTOMBE IS REIRE D Crax R TH5-9% 1 FERICIS T DI TN REIR S 13, "B O I i
T REIEEE D) 1.5~2 (£ TH . FD%. REMWO MK TS EEEE L 0 Wb 2 Wil
TR LR EINTWND,

—~
wW
N

FiA~DBITHE

BT GHEAN) 30

SIGRFIC 7 = o X =V 2 R A RN S Lo b & 7 2 U X SV OAHBIT GRS N Z &
WEINLTWD,

<% .7 v F>%
WERDOZ v M2 BH] 7= =/L% 02mglkg B TG Lz & & St o RER B 13 i i v
HRERE DK 45 TH Y | MIEHHEHRERE &L BB DARHTIIR T L HEINTVD,

—~
S
~

BRADBTHE
DR L

(5) Z DI DB DTATHE
LB L

<HBE Ty >

7y bOWEHLEIZ [VCl 7= XN VglEe g T —7H (7= X =N r o U E LT
100ug &47) Z HEREEBEE (24 BERIAGA) L7z & & Beh59% 6 BRI O M AR X8 530 e R %
RbE <, WWT/IE, K, BEE, Hg, ~—&— KR, 5. Bi&. 28 FRONMEICE <, miEo 10 %
LLEDOREZR LT,

ZOMDOLZ L OMFR LMLV EBEZ /R L TRY, MIE L FRREOWRE 2R UMk, Mk, K
FOFHETHo T,

(6) MIEEEHE A E
BB L

<H%E :invitro>3%)
invitro (281} 5 b b LIEE AR AR 89.1~90.0% Tdh - 7= (5= L4y BfivE + 1~20ng/mL)
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6.

(e
(1) B BRI R MR R

T HMEREEIE ) VT = o 2 =V B BT DERIEEY N-ILT L F AL TH D, ~A FT—7afk L LT
HHEERLT 1 A = VRO KL, FEERKBIERDIAISHH 5.,

<HZE :invitro>39

t NORERE T R— MEHWZ invitro (R C7 = U X = W3l zZ 0wz b, 7o

H = JVFRE BT IR S n RS Tn s,

% —)
H H
W FATo A=) ) VT 2 A=)

FRAFu A= T 2 H =) AN

1 a7 v b I

©/\/ INT =B =)

ZEs =N miE: 7 v b
fFlgg - = > b
B 7> b
JR:t b Tvh
#:7v b
B 7 v b

Yo — O
W.H\CHB OH
@/V‘O/NO H o

K7 = 2 =)
v B b Ty b

CHy

Kb ) VT = v B =)L

vt . 7 v b
Q VA= 3 S ORERIN
—_—
JK:e b, Ty b
CH -

Q) REIEAET HBR (CYPHE) OHFiE. FER
<HZ : in vitro>404)

EMFIZ ey —2%H0E invitro BREBEOEE., 7o Z=hb LT 2 X = )b ~DOREHT
CYP3AA NRBE L TWAZ ENRMESNTWD, A NEHREEIL ) V7 = o X =V B AT B BBR
N-TR 7 VXA TH D, A T =72 L L THERRSL Y v B4 = VA0 KR L., FHEERKER{ILEZED

RERIER D %,

Q) EEENRDEERVZDEE
AR
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B RKEMDOEEOFERVEMSL., FELSR
<HBEEFNLEY K>
wA B A RZRIERT T= A MEEORIETH 2T/ » MEHEIGIEEIHETEEICB W T, V7 =
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E AR 2 2 0.5
A BV OPENE 10 14 2.7
K 3 3 0.8
L 1 1 0.3
e I 0.5
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QEEMDEIERRKIRIEE

ORI, 4k, RER], P.S. (Performance Status) 5, AFH§REREOA M, BHRElEOAF I X 5 EITEH
SEHMEEICER R TRO BN o T,

OMNAIERRBE K OFER A BRI EF BT 5, B b 2R OAME 15mg/H UL TS OA4 B4 1 R
o> B AFNY) 0 7R 2 7= BF BT D RIVE R BRI
NASETGREIZBW T, /bt R OAMSE 15mg/ B LLFFI24 25K 0.5mg (280 Bz BI85
FARTORIEMFBRIT 10.2%(5/49 1) TH 0 . AH| Img (28 Y & % 72 FR# 55.09%(22/40 ) & ik LTI
Mote, Fio, ENAEBMEEFEBFICBIT 2T/ e 1R OAME 15mg/ B LLTFFE 2> A% 0.5mg (28] 9
B2 - BECORWERREBLRBUZET 2B HRITHE STV NA, E/ b 1R OFIHE 15mg/ B LL T
7B AH] Amg (28] 0 2 72 D AR PEIEIRE BRI 2 BT 5T R T ORIERFEELR 1T 80.5%(33/41 ) TH v |
78 AUPENE FRF 55.006(22/40 fil) & Holts L C o7,

DS AT R FED AMENE I T iR
FL b R A AR SV = S & m PalE: BV b R E A
15mg/ A LA FHEYS 225 | 15mg/ ALLFAEYS 25 | 16mg/ AL FAES 25
AHFN0.5mg~DYI D B x| AFILImg~DEI 0 Bz | KAILmg~DY) v & %
(N=49) (N=40) (N=41)
n (%) n (%) n (%)
TRTORIEA 5(10.2) 22 (55.0) 33 (80.5)
T 0 (0.0) 0 (0.0) 0 (0.0)
LSO BEE Z2RIVEH 0 (0.0) 0 (0.0) 2 (4.9)
EE B O EIVEH
[ 2353 4(8.2) 9 (22.5) 22 (53.7)
TR 0 (0.0) 13 (32.5) 11 (26.8)
B 1(2.0) 0 (0.0) 0(0.0)
BB RICE - 7= BV 0 (0.0) 0(0.0) 5(12.2)
F A A REFHAN
By e BIVEA
AR 0 (0.0) 4 (10.0) 6 (14.6)
G 0 (0.0) 3(7.5) 11 (26.8)
{5 A 0 (0.0) 6 (15.0) 10 (24.4)
T 0 (0.0) 3(7.5) 0 (0.0)
TR 1(2.0) 6 (15.0) 19 (46.3)
RG] 0 (0.0) 0 (0.0) 0 (0.0)

O AVEIF B 1T I6 1T 2 MR B AT I &R o BIE FH 38 BLIR I
AFIE ST &Y 0.5mg DEFE TOT N TORNWEMFEHARIL, 10.2%((5/49 Fl)TH Y . 1mg Ll EDOHEE
[1mg : 59.3%(70/118 fil), 2mg : 58.2%(121/208 fi), 4mg : 62.5%(40/64 i), 6mg : 51.9%(14/27 fi). 8mg :
53.6%(15/28 fiil)] & thik L TIRWEER Th o 72,
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KR4S
0.5mg 1mg 2mg 4mg 6mg 8mg
(N=49) (N=118) (N=208) (N=64) (N=27) (N=28)
n (%) n (%) n (%) n (%) n (%) n (%)
T T OEIEH 5 (10.2) 70 (59.3) | 121(58.2) | 40(62.5) | 14(51.9) | 15 (53.6)
T 0 (0.0) 0 (0.0) 1(0.5) 0 (0.0) 0 (0.0) 0 (0.0)
LS OEEZRBIEN | 0(0.0) 4 (3.4) 3(1.4) 1(1.6) 1(3.7) 1(3.6)
EE LRI O EIVER
#% i 4(8.2) 34(28.8) | 57(27.4) | 20(31.3) 8 (29.6) 7 (25.0)
e 0 (0.0) 34 (28.8) | 63(30.3) | 18(28.1) 6 (22.2) 8 (28.6)
B 1(2.0) 2(L.7) 1(0.5) 2(3.1) 0 (0.0) 0 (0.0)
BEPILICESTZRIEA | 0(0.0) 0 (0.0) 4 (1.9) 3(4.7) 0(0.0) 0 (0.0)
FEAA FERAND
A 22 BIE
Mg 0 (0.0) 18 (15.3) | 23(11.1) 6 (9.4) 4 (14.8) 1(3.6)
LTI 0(0.0) 18 (15.3) | 25(12.0) 5(7.8) 5 (18.5) 6 (21.4)
(CEA 0 (0.0) 22 (18.6) 19 (9.1) 8 (12.5) 1(3.7) 0 (0.0)
T 0 (0.0) 8 (6.8) 16 (7.7) 2(3.1) 1(3.7) 2(7.1)
IR 1(2.0) 19 (16.1) | 22(10.6) | 13(20.3) 4 (14.8) 1(3.6)
RS 0 (0.0) 0(0.0) 0(0.0) 2(3.1) 0 (0.0) 0 (0.0)
9. BRRBRERRICRIZTEE
RIE STV
10. BEES
13. BERE
13.1 fEIK

7BV ORBERGREOIER E LT, EEMEHOMMIC LY BEELBKJIETEZRT, £,
TV OIBERGICE ) AEMENRD 5TV D,
13.2 &

W R GRHIILL T OWREEIT ) T EDNEE LUy,
HRIK TR X720, EHICAKIZHBEL, BEEZOVEINLED .,
SFIHTBL,
CRRIEFERLA (PeX Yy b T r V) ORGEIT S, B ICREIER OIS
FIOBRWER DB L 20 L D EEICE G35, 723, FRERHUH O/ERFH R XA H O
FARM X v ENO T, BEOE=X U 7 54T 9 0 XUTEE ORIGIZIE U T, MR G%IE
TENREE 2 F080 L 72 0s b RiErET 5,
« ERPRICALE AT REZRIL CHAUE, BE ORKGEZ MR L, BRRWA L, MW & #Bh 38 2
T8, VERHIVUIHEAZT U = A UIKRENT 2 —7 2 AT, Zhbick v, @i
MR B AAT 5,
- WEY) R RIEOMERF & K EEEIT O,
« ) ORHE B 22 AR E AN T X FEER MR S8 D RTREME DS & D 72 | i B AR iR s &
179,

LT LTHZ

(FFw)

5@%&5 69,74,78)

R G LD RSB DOIE TS L, AL EESEE L TR LTV L2, BEOREBICEDE
T 52 L,

Flo, AFHEERD 72 < &b 24 FefEig £ TIIBIE LAk T 5 2 &, [IVILeAFED T RZ2 AT 5 BHIC
B 2oiEE) OHEEHR]

C AU RBURANC & 2 SR T RO — A AL 1 U C
OBSIE TR BITHATE, HH % T IS 5 HHE LR AT 5 .
WP 10 FISEAT &7 o= b, RO T = v 7 & BEICAT 9,
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OREMER 8 [ml/5y (BZE) LT &6, ARFIZTXTHEBEL, BEZPVENLIZD, GELMNT
-V LCHRZREIES,

OFEIELH 6 B3 LA T & 72 o726, AIEECHIUTEIRIN T AREZIT 9.

PaCO, fi 7% 50mmHg LA F DG4 1T 2179,

50~55mmHg DA ITBE ICEMRINITIRME 21T 5 X 9625, KUERAZIZ I DR LIZ< WX D
ThiuE, BEOHEARIZATZVEMRZHERLZY 5,

®PaCO, 2’ 55mmHg LA EDSA1E, BEsHA (Fuefy ., L7 7 U5 oR5%2179,
FHERAEO B X, BRHEMERIR OB IED 7280 MEHEHIAIR G2 bRENT = — T AE LT
Do

Fax v, NEERA LE 0.2mg #FIRNES T 5, IR R+00%E, X512 2~3 SR T
0.2mg % 1~2 [EEMNE 535, 7o, BRE ORI U CHEHEEET 5,1 &SN THDH03, KK
KAFD & 5 B TIXEIE /R BIIERE, KEBIE, WM LWRAOFRNEHITEZ 2 Z L 2#iT 57
OIT, TrX Y 2R LCERKRQO4AMg ZAHEHE KT 10mL IZHFRLEZbD)E 2 5
0.5mL(0.02mg) & L. Wpk[al 55 % B OIRREIZIS U TR 2 I ET 25 HIEPRTF ST\ 5,
IREEFEHUAI O VE RGN IAFI OEREEM X 0 WO T, ey ok 2~3 FEfEIc &R 53 24
BHEEULHZEND D, ZOXIRREHREICTTI X Y o OEEK G BRERIT, EAHEZ T
BiLZ2N S EHMEEEITY) 2 E L ARETH D, RBBEIMIE L 22> TV DEARIL. b THREWRA
ZAT9, ERILTRRD biUE, [UEOHEREZIT Y, HEILL T, [ENT 2 —7 O ASEIC
X DGR E R AT O, T D DOALE E AT, YA IR & KB AT, EEN
ORHERI 2RI AN T, PEER MK B O v RENEN & 5 7o WU 2R IE A AT 50 KRN
B BN TNDIEA L. NSAIDs 88 A B3k 2 -4 5,

OFFWLELAS 10 [El/ 53 LL BICEE L2 &, A OIRIEZ fEFE L7203 D ARKI Z B35,

« BERIEIZDOWT

ARE| D EPE G & BB INIE D BEEMEN R SN DIEF OEBIIZD SN2 nb o0, BRINIZKITH 7 =
VB = VERAI R ORI~ O E D&MD E L, o7 = X = )V BIEI O R 5BV TN
JEDNFRD BV & OMIENER 0818 LT D Z L, M3GBE#RE ] OE|IZIBR L CHEEWE 21T
yZ kL L,
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11. @EAEDIE

M.Eﬁt@&“
14.1 FEFRXFEDFEE
14.1.1 KEREFRTOA A A NEIREAIOIGRE DA WA R L7c ECARIZ T 52 &,
14.1.2 AR PREE I 225 2 L,
14.1.3 ARFIOFEHABRIZSH T2 > Tid, BE K OBREE I U CRAER e H 5k, RO
B IRE RS2 BE N OREEERTORAZEEZHN D EOFIEIC L > THRET %
Z &, [82. 1416, 14.1.7. 14.2.1-14.2.10, 14.3.1-14.3.3%]
14.1. 4 BEROREZEII L CTOARIZR RSN BMUAMIERA L Tide b vz b 2 fRE
THI L,
1415%%&@%%%#’%LT AHN M A~GEE L I banZ 28T 52 L,
1416» B EZRET D720, FEAIOREICHpEETHZ L, [8.2, 14135H]
14.1.7 & a@%&m% WRETHZ &, [82, 14135M]

2 FEFIBLFEFDEE
4.2 1 (KBORWEICEATT 5 Z ENEE LW, (KEDH DI 2854813, Al L
RNE YA IEANTHRET S Z &, AFORPUZEELZ KT 72D, IV U0k
FHREIIFEH L2 &, [8.2, 14.1.35]
14.2.2 REAHEBAL O R fG 2300 TR L T B AR Z RT3 2 2 &, THRICT 285A11E, A4
ORI B A MIFT T, AR, TAa—/, a—ia VEIMEA LR &, F7-.
SO KT H Y Br< 2 &, [8.2, 14.1.35 /]
.3&ﬁﬂﬁ%ﬁiétb I A2 2 5 Z LN E LV, [8.2, 14.1.351]
A IREMER E R R, ANE ISR D3 A D 3L D L K OV R BR AR 1R T TR 9B 2 &
[8.2. 14.1.3% ]
14.2.5 KFIZEHT 5 £ CIioER4 HE T, BEERITE0NICMMA T2 2 &, [8.2, 14135
i
14.2.6 0IEARIITFCREV BRET L, AFIZEY B3 2 &, FCHED Z & BRERGAIX, N I%
THEROGICE D AR E NIV, ZI0OFTHOAFZERY {2 &, [8.2, 141.3%
e
14.2.7 KFIZ Y IFETH > THEHA LW &, [8.2, 14135/ ]
14.2.8 ARHNZHEHTHEETIE, T4 T —2FN L THHT 22 &, (8.2, 14135
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14.2.9 ARANIIHFICEEV X 2720, BEABRIGREZI OR EIZ H T2 - TUIARZE DO 2 ZE 3
HTENEE LY, [82, 141.35H]

14. 2. 10451 %2 FIN T RIREMEN & B BE 21X, FOBMNRWIEMICEETT 5 2 E N8 E L, [8.2,
14.1.3% 1]

14.3 ZEHFIBEEAR G OFE

14.3.1 AFIBMEIAHE LR VWE I EET D Z &, AFOME~DOE IRV E1E, BD
(CHIBE L, B 2K THRWR L, BREARDOOLNEHEICIIZR T2 L, BMNE
W, AEAA BRI ZER L T2 BE L mE RN BSRICERETRET 572
EHIRPER UZBRIC, B TIFICAHE LAEFSERRBELL- L OoRERH D, [8.2,
14.1.3% ]

14.3.2 RFIDERGH & —HHIEE L7 5613, BEFTH LT CHBETS 2 EE T 205, kEHn
L o B AITIEAF Y BETREMI 2D Z &, BRICHEE L2563, EbIZFA
EOP 7272 ARFNHE 0 B 2T FANT-RBIOUE Y B2 FETH - I=Hefi & T35 =
Lo B B B RIMIER T = X = VRN @ Y EHTA ATREME R S D O THEE
T5Z L, [82, 141.3%H]

14.3.3 7 A BAN TR 2 NN LT Y Arbd7-th, BRIy 5 2 &, AEARANT
e SUTIRCIEANT 5 Z &, [8.2, 14.1.3% 0]

(FFw)
14.1.1 AF| 2 BRI D B3, oA A A FESRAIN U0 R TR T 5720 fE LTz,

14.1.2 AFNTAIERICE A SNIREBIZB W THEMEES N TWAT2DHRIE LT,

14.1.3 AFNIEEHARETH Y, BEROMREFTERHEU D SZRIHEATE 2 L5+ iR M3
THDHT-OERE LT,

1414 ARNIEFRARETH Y . IBEARLIATOMEANRTE2W-ORE LT,

1415 AR 2K, KANF~RDET Z LT (BEFNIERTH 51300 Tide<,) EVELCEEH
B LRV 2T RNEDN TSR O R 3REE ) (BN T 2 2 L2 DT, #irfz Ligwn
Xo+aiciEgEys2 L, 8

14.1.6 /NEBS AR OBIRE BN HT-0 . /NEBRHIC K 2EIEREH 2 EERET 272 OICRE LT,

1417 KANI|IBIC TEEMENHERINTWAHDT, 30 CEBZDEANIRE Lo X 5 B L OR#
FEICEEETH I L,

14.2.1 RANTREEZANRIN SN RAERIET 5720, +RICHEELBEESEILERH D b, Bk
FIZOWTEHH Lz, 272 L. BERIEEAL CIEAFI ORI EH L, mERGOERMEND 5
72, BEEEST2BZNOH LN IV U CHREBAEIIMFHL2NEL S, HEEETE L,

- BIEREICBIT DI (T v )

Ty MO &R OBREREIC, [UCl 7= Z Vs o i e 5T —7H (7=
=y T REEE LT 100ug BA) A HUEIRRE - (24 WERIALGD) L7z & & s o 6e
TREEIL, 1B R GRLGT Tl 5-7% 6 FEMIC Crmaxd.57ng equivi/mL (23 U, BUKIHIBER 13 t125.92 BF
MTHE L=, £72. AUCo..lT 175ngequiv.-hr/mL T - 7=, EERIGHEHE CIx, 5% 2 1
fHIZ Cmax20.9ng equiv./mL Z 7 L, SUAIHIEERL 13 tu26.11 RefE] CTYHR L7=, £72. AUCo-.lE 229ng
equiv.-hr/mL TH -7z,

INTA—H B g HIE R E
e (1) 6.00 2.00
Cpax (ng equiv./mL) 9.57 20.9
tys (hr) 5.92 6.11
AUC,... (ng equiv.-hr/mL) 175 229

S BIRE ST A— 2T SO M AE P (n=3) 2 W THH
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14.2.2 RANTREANTRIN SNV R EZRET D720, +DICHE L BESEINENDH Z L bit#
L7z, 72720, RIGZAPR L0, BREEOHE (AERE<CpH) 2283872034252 & TRAD
W B E RF T AREMEN H D720, falg, 7Ta—, oa—ya VEITHVWRWESIZT 5
Z L,

14.2.3 U2 7o B SR BERITEERURR 1 TR RRBERITRIE 72 0 Ll S uTo s BRGIRT o%%
FAZ PR O B FERIBEME DS TR0 D77z D [l —fEFT~ DRI TE DRV T 5 2 L v
FLWEEZLNLEZ LNORE LT,

14.2.4 BEMEIE ORI LY | KRB ORI 28 2 RIE T REMEN O 2 T BUE Lz,

14.2.5 AFIOBHER OYCIZ k3 2 Wil T, BARRE ORI KD, (ZBWb AL, 72, Ml
RO & BIIBREAMALT L, BHWE BB AOHIMNZ R L2 Z L bEE LTz,

142.6 N IFETY > THE LI2GE. AFZOW L2V EST 720 35 EEERH 5D T, FTHE-
THET 2 L BEROREEFLRET L2 L,

14.2.7 AHZ ) > THEH L7z & & OAZMER O ZEEITRF S h T inew, AFIFEISFIcz o E
EHHAT 2D L0 BEMOREEFIIEEZT D &,

1428 A T —2HN S PTITHM LI TE . A0 SRR S T BRI L2, 27
AT =z HBP L THERT S L9 BERORERFICIRELIET 5 2 &,

1429 AFNT 1 H (K924 Fefilfg) ([CHE B X CTHEAT2EFITH 5720, I BRAREZ O EICH 1= >
TIHABREDORKZ2EEB T2 ENEE LV EEIRE L,
7B, AEIEMATPICANRT D5, BOWEE TOARITRET S5 X ) BE R OR#ER %I
BEATAZL, HEOFFICEY 720 X2 LORINENEM L, @ERE LRV EICEDLE
ZTnndH b, [IVILLEENEEZOHEMB ] OBELD [VIL6AFEDY a2 A3 5B ICET1E
B OHEB]

14.2.10 BEMEM T 2I2HTD . KA ZHBTBENRHL L E2EE L, REL,

14.3.1 M BNT, 7 = v F = VIR BRI BA 2 i L T2 [ L L offiiic L0 | o T
F AT A L, AEERPREIE LIIEFA R STV D, AFEHEE 2NN L R CER TRt
TLIL TO/NEA~DMHER, HBNIAROME~DOME R EFITHmEET L85, &F
MOREHEELZRET L2 L,

14.3.2 RANTREZANRIN SN RE2RIETH 2D, TOICRE L BEESEINENL D TZORE
Lz, AFNO—ERHFEEL -5/, BEFTHLOTRZY, FAZIBES THhEMIZZ0T
HZl, TNTHLHAINTLE I BASLTRTHAINTLE -7 HEE, MAEROH LW —7
WA 2T, FRNT=T —T DR B2 FETH -T2 E TS Z &,

B, HBEDOTZH, FH LT —AIZAE B2 GAIIE, MR 7 = o Z = VRER—wMEIC E
HA B aREMNH 5D TCHEENLETH 5,

14.3.3 AANTHI 24 BEEAE b, FROD 7 2 =V 7 T UBBEDNEEL TVWE O T, FibE 2132
v PN E DN WIGHNZEIET ZMNENH D, RANIERFARIED =0 Aol A RAN TR % 5%
T 72IRBE 7233/ T X 9 B R OMR#ES SIS T 5 2 &,

12. ZOHDEE
(M EERFERIZED CIER
BREIN TN

(2) IERGRRRERICE D < 1BEHR
BRES TV
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X. JEERREERICEAY HIHE

1.

IS ER
(1) ExhZE AR
[VIEEZIEBZ BT 5 HE | OHESMR
(2) Z2 M FEHRER
AFNLZE OBRIEH B U7z & THARARRRR, MR, BIBE R & D WGBS RIS EL KT
ﬁ“ EVNTRBENTZN, WIS 7 =¥ = )V OIEBER X :t%ﬂ) W K B At D2 L Th
. {ﬂ@j—‘ [’_‘ j—/r }\ ié:{"§| HE Eﬁ—aAZD %) 0)(‘ &) - f:o 84,85,86,87,88,89,90,91,92,93,94,95,96)
- By 8 R B O e
BRI " B
PRI W b | B5E (kg AR
FARAPRERIC R E T
30ug/kg LA ETHRFEMEDTLHEE, &H-3< AV Dk
—RIER L O TE) (Irwin ) | =7 & (H:6) TEREGOIRT  2ROG, WEEEIRE O
TUESE, R AT O
SRSy ~ U % (#:10) 100pg/kg LA I C A S EE & OHIIN
HIERAE & /F
. b N FlE ik
(~ T SULE S — L) ~ 7 A (F:10) o 1050 100pg/kg DAk CHEMRF ] O 4E
AR <~ A (#:10) | 100 '30\0 1\000\ 1000pg/kg F CRAEFRIEM 2 L
(2T TSR | VI s
ERFHRIER (BRE) ~ A (f:10) 1000ug/kg & CREBFEREIEM L L
P
. BT 7
(oF R T L) ~ A (If:10) 1000pg/kg F THURRIER 72 L
PUSHER (RKERR) ~ A (H:10) 100pg/kg LA_E CRERE K OE 1T %
IE R ~ A ([f:10) 100pg/kg LA E TR F 22V L B
DML S S O SRS I E 3 R 2
30ug/kg LA BT QT MIFRIER, 7272 L QTc fEIZ
v — 7 VR | KF:0,1,3,10 HPBL
I 5 Bt 2 R (H-a) 20 100 YUV 100pg/kg T RE R OSRER L D
' : 10pg/kg LA b CHERR , 55RO — Bk BB D2
1k
T 5 b (H#:10) forlzog‘ 3 1001 a0gikg B CRRIECR Oy I B b
B AR R KON I R IE T 8
Invitro : 0, 108
- AES 7 wes 1ns | 10 R OY 10°mol/L T H BhiE®) & #ikl, 10
EH 015 B ) (3 iz 4) 10_ » 107107 ‘mol/L THE5R
10“mol/L
: . -9
e o e | 0Tl BLETT ey e A 3
MHEBOEET 2 =2~ | £ L % » b | 10° 10“mol/L ‘/fﬂﬁ%ﬁ%mrﬁjx mrfﬁ\” »
iy (H:3) (10° % O 10 108mol/L LA ETE v b = IE & S
' SmollL gt o | L0 MOV ETHRAL S Y O NI k2 A
7 -4 3 TEERY
) EF72 L (10mol/L  H BhiEEhgi8)
BIBE RICKIZTTHE
KR 0, 10, 30, "
PLA A LR : N SR AR A e RE
53R ik ~ A (If:10) 100. 300. 1000 100pg/kg LA b T ik oE 2 #l
(3) = D ith D FEIEEAER
MU ER R L
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2. BHHER
(1) BEES SR

[OLZEE BER Bh 5 VT ERES
SD% - 0. 100, 200, s oo |HE > 800ug/hbody (>3928ug/ke)
7w b " 400, 800ugbody B (it - 800pghbody (5117nglkg)
S % _— 0. 5000, 15000, Wwso>  |HE > 45000ugbody (> 5172ugke)
(=27 n) T 45000pg/body BOEE [ - > 45000pgbody (>5444pgkg)
(2) }ifﬁ'&ﬁ-ﬁﬁgiﬁﬁ 99,100,101,102,103,104,105)
[LZEE BhRERE - WM B h&E N TRES
4 : 100pg/body/ H
427nuglkgl
Wi - 4R [0, 100, 200, 400ughody/H | fEdEHERE &k&~zéo ‘;bgdg/?
SD%T v | P ETnERoty
(1159ug/kg/H)
&Rz - 13#R |0, 650, 1300, 2600pg/kg/ H VLR |MERE : 650pg/kg/ A
Rz - 263R |0, 325, 650, 1300pg/kg/H e |WEME  325pg/kg/ H
HERE : 3750ug/body/ H
) 0. 3750, 7500, I
PRz - 218 MIEMEE | (I : 453ugkg/H.
15000ug/body/ H
I : 506pg/kg/H)
HERE - 3750ug/body/ A
. 0. 3750, 7500, R
A X BEz - 4 fmmErEE | (K. 463pgkg/ A,
N 15000pg/body/ H
(B—=7n) W : 487pglkg/H)
WERE - < 3750ughbody/H
. . 0. 3750, 7500, .
PRz - 133 MR | (M <442pgkg/A |
15000ug/body/ H
M : <468ug/kg/H)
A7+ 393 |0, 250, 500, 1000pg/kg/H MR | MERE © 500ug/kg/ H
Q) E=EMHAR

MR L

4) KA R ER
BAN-¢ AP
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(5) EE;IE% EE%:IEEKE% 72,106,107,108,109,110)

A O FA B B RE - S B B
B DR -
R - 0. 650, 1300, e |TEHE  <650uglke/ H
ﬁi?ﬁ%§%W”> 2600pg/kg/ 1 TR o e O
R (N SRR, I A i
%2%§%§i§ sprsohlre ?@M%E;:%W@WE
B4 % 3B i+ AHC T2 R 2 6 BB D — R -
SN, fEsRTAE| O, 160, 8200 | | S20ngke/H
< 650pg/kg/H R s oo Rt RE R OVOTHANE TS
4k 320pg/kg/H
BB — i B -
<320pgrkg/H
_ BREE « EART A DN B AE 0. 320, 650, REEY) O AFERE -
SD/T\‘ e == B
A7 M R 1300pg/kg/H S PRTS
VR - W 1 B B - IR
+ 53 320ungrkg/H
FEBI O — e 2 -
250pg/kg/ H
NZW % Rz - TEIR6 B B4t 0. 250, 500, i
EY L NI=N HAE -
Gy |EIsH £ < 1000ug/kg 1 M léﬁ%@i’il_ﬁb 1000ug/kg/ H
W - B
1000ug/kg/ A
BRI O -
0. 160. 320. IR LU R
12 T B O - 650pg/ke/ H R mmmo e ko
DFEM R | qpo oy ﬁ%7am%§%m HZEVE : < 160pg/ke/ H
DRRERIT S5 | HET R DA
* 0. 80. 160ughkg/H | fEM& < 80ugke/
Vo PR mwm o e o
HAER : 80ug/kg/ H
(6) %Fﬁm”i%&:l‘igit‘%ﬁ 111,112,113,114,115,116)
BT B | RLRE () B P
. % BERz - 24 AL .
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XI. SEE&H

1. EHNETORTIKR
KA & [F— DRIANIAE TITRTE STV, (202446 A 5 R)

2. BB HEERIEIFR

1.

IR\ Z B % HESME

AT DM EOTERE 195 Mt 19.6 &=l DOHEOTHANRIILUTOEY TH 5,
AFH & Rl — ORFNIAMNE TITFET SN TWRWR, BEE TIOKEOEIK (fentanyl) BifFHAIO
BASCER A=A T U T 08 (fentanyl) 2FIFE3 5, (HL, AR EIZRR 5D THER
T5HZ &,

ORFICEBT D [EH EoFEE] 195 4w, 9.6 #&Him) D

9.5 bF4%
IT0m TR LTV D RIREME D & 4 IR, 16 L OB M Gtk %2 Ll 25 &
SHAEAICORMERTA 2, T2 =y o BRSBTS iR
Az X0 A VIR ] o iR A & TR R OB 5 K 0 IRVAICERIRD & S b7z
EOMEND D, HIRP D7 = o F = U RWIRBIF| ORI L 0 | A IR IE
BN OREDRH D, BER (7 v b)) TREECHAHRE STV D,
[11.1.3, 16.3.2 &{]

9.6 ZELIF
WA OLMEICIT, AFEERA IR AR TS5 26, B FTRHALFT~BITTH L
NS I TW5D, [16.3.3 2#]

OXKE QIO (DURAGESIC®) DAt 33 (20214:3H) (FDA, FDA-Approved Drugs, <

https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/019813s0811bl.pdf >, 20244F12 H20H 7 7 & &)
Pregnancy

Risk Summary

Prolonged use of opioid analgesics during pregnancy may cause neonatal opioid withdrawal syndrome.
Available data with DURAGESIC in pregnant women are insufficient to inform a drug-associated risk for
major birth defects and miscarriage.

In animal reproduction studies, fentanyl administration to pregnant rats during organogenesis was
embryocidal at doses within the range of the human recommended dosing. When administered during
gestation through lactation fentanyl administration to pregnant rats resulted in reduced pup survival and
developmental delays at doses within the range of the human recommended dosing. No evidence of
malformations were noted in animal studies completed to date.

The estimated background risk of major birth defects and miscarriage for the indicated population is
unknown. All pregnancies have a background risk of birth defect, loss, or other adverse outcomes. In the
U.S. general population, the estimated background risk of major birth defects and miscarriage in clinically
recognized pregnancies is 2-4% and 15-20%, respectively.

Lactation

Risk Summary

Fentanyl is excreted in human milk; therefore, DURAGESIC is not recommended for use in nursing
women because of the possibility of effects in their infants.

Because of the potential for serious adverse reactions, including excess sedation and respiratory
depression in a breastfed infant, advise patients that breastfeeding is not recommended during treatment
with DURAGESIC.

OA—A N7 U T O43%E : An Australian categorization of risk of drug use in pregnancy (2024 4% 10 H

1 H database) (TGA, Australian categorisation system for prescribing medicines in pregnancy, <
https://www.tga.gov.au/prescribing-medicines-pregnancy-database >, 2024 4~ 12 H 20 H 7 7 & &)

57¥H : Category C (fentanyl & L THisk L7=#55%)
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Drugs which, owing to their pharmacological effects, have caused or may be suspected of causing, harmful
effects on the human fetus or neonate without causing malformations. These effects may be reversible.
Accompanying texts should be consulted for further details.

2. /NREEIZRET D UESME
AFNZBIT M EoEE 19.7 /NEE] OIIFLLTO LB THD,
AA) & Al — OBIFNISE TITFTR STV W, B35 FE TIKEOREIE (fentanyl)  JE D
WA SCE R OBEE O EEE (fentanyl) BEATAIDOSPCEFIFET 5, B L, AFGEHE & 13R A2 5O TH
BTb5Z &,

ORMIZB T D A EOEE] 19.7 /NEEE)

9.7 INRZ

(DAESE)

9.7.1 6 AT SULIRE 20kg A /N fi@ﬁ@%ﬁ’ib@%#é&&%m\%%@%%\
FRIZE R E L ONEIOR B IC DWW TBIER 2 01275 2 &y NEBAERBE ZXSG L L
thhra@ ZEWT, HIROFEHEIA 1L 2~5 7% T 75.0% (3/4 #1) . 6~19 /% T 0% (0/7
ﬁm\mimmﬁﬁfam%cwﬁb 20kg LA ET 0% (0/5 f51) CTH Y. 6 A X IFIA
i 20kg A D/NRIZ B DIEIR O FEEEI A 1L, BRAD AT B 24 & Lz [ENEER R
BRICH T HEIROBEHEIS (12.0% (49/408 1)) X0 & En-o7z H316) - [7.1.1 B[]

9.7.2 {KHAMAEE, HrAEWR, LR, 2RO IR ED 10kg Kifo/NE 255 & U
RERBRITFEN LT,

(EHER)

9.7.3 /NNRFEZRG & U HRHERIZER L Tuewn,

O K E OB AL A E] (DURAGESIC®) D s 3r#E (20214-3H) (FDA, FDA-Approved Drugs, <
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/019813s081Ibl.pdf >, 20244F12 H20H 7 7 & A)
Pediatric Use
The safety of DURAGESIC was evaluated in three open-label trials in 289 pediatric patients with chronic pain,
2 years of age through 18 years of age. Starting doses of 25 mcg/h and higher were used by 181 patients who had
been on prior daily opioid doses of at least 45 mg/day of oral morphine or an equianalgesic dose of another opioid.
Initiation of DURAGESIC therapy in pediatric patients taking less than 60 mg/day of oral morphine or an
equianalgesic dose of another opioid has not been evaluated in controlled clinical trials.

The safety and effectiveness of DURAGESIC in children under 2 years of age have not been established.
To guard against excessive exposure to DURAGESIC by young children, advise caregivers to strictly adhere to
recommended DURAGESIC application and disposal instructions.

O [E OFEFRALSIA] (Durogesic® DTrans®) DSPC (20234E9H5H)  (Datepharm Ltd, eme, <
https://www.medicines.org.uk/emc/product/6942/smpc >, 2024412 H20H 7 7 & &)

Paediatric population

Children aged 16 years and above

Follow adult dosage.

Children 2 to 16 years old

Durogesic DTrans should be administered to only those opioid-tolerant paediatric patients (ages 2 to 16 years)
who are already receiving at least 30 mg oral morphine equivalents per day. To convert paediatric patients from
oral or parenteral opioids to Durogesic DTrans, refer to Equianalgesic potency conversion (Table 1) and
Recommended Durogesic DTrans dosage based upon daily oral morphine dose (Table 4).

Table 4: Recommended Durogesic DTrans dosage for paediatric patients® based upon daily oral morphine dose?

Oral 24—hour morphine Durogesic DTrans Dosage
(mg/day) (mcg/h)
30 -44 12
45 - 134 25

! Conversion to Durogesic DTrans dosages greater than 25mcg/h is the same for paediatric patients as it is for
adult patients.

2 In clinical studies these ranges of daily oral morphine doses were used as a basis for conversion to Durogesic
DTrans.

In two paediatric studies, the required fentanyl transdermal patch dose was calculated conservatively: 30mg to
44mg oral morphine per day or its equivalent opioid dose was replaced by one Durogesic DTrans 12mcg/h
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patch. It should be noted that this conversion schedule for children only applies to the switch from oral morphine
(or its equivalent) to Durogesic DTrans patches. The conversion schedule should not be used to convert from
Durogesic DTrans into other opioids, as overdosing could then occur.

The analgesic effect of the first dose of Durogesic DTrans patches will not be optimal within the first 24 hours.
Therefore, during the first 12 hours after switching to Durogesic DTrans, the patient should be given the
previous regular dose of analgesics. In the next 12 hours, these analgesics should be provided based on clinical
need.

Monitoring of the patient for adverse events, which may include hypoventilation, is recommended for at least 48
hours after initiation of Durogesic DTrans therapy or up-titration of the dose.

Durogesic DTrans should not be used in children aged less than 2 years because the safety and efficacy have not
been established.

Dose titration and maintenance in children

The Durogesic DTrans patch should be replaced every 72 hours. The dose should be titrated individually until a
balance between analgesic efficacy and tolerability is attained. Dosage must not be increased in intervals of less
than 72 hours. If the analgesic effect of Durogesic DTrans is insufficient, supplementary morphine or another
short-duration opioid should be administered. Depending on the additional analgesic needs and the pain status of
the child, it may be decided to increase the dose. Dose adjustments should be done in 12mcg/h steps.
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