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13. BERE
13.1 fER

R TR O 1 G- R0 LB P RRA G- ST IR 8 12 B 22
I X AP E O BRI, hESREET S, RIS
MR G- & 2o 72581203, B DIRICSsE+ 52 &
Wb bo TOERIE. FAHHAER K VLI R O FEIR
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13.1.1 PRHEROIER

WMEIR & U CHEREE, TEERE. 1RO 85,
FE, 55205, A%, HHEIE. BREEZE S ObNLD,
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T4 5 EERMEE, EHEENDH SO, RS OREIRIC
PR Z A . S REE T AMIED L LA BENDDH 5,
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MUEART . R, OAIGHER T DI T fiS =
RO D E AR S OV S MBS O L E AR,
TEBRERNL., IS D H b b,

IS OLIMEROREIRIE, EET LI EHHMEETI2B W
T PR RIEIR Z D TI258 k2 2 L hid 5o
13.2 @&

R S E I TH AT, VT S LT E
BNV E Y — VERELK] (54— y—)F b Y AE) %
¥59 %,

14. BREDEE
14.1 FFIRSEFOEE
JORTEIRINRREE (Bier' s block) & L TG L7Zawna &,
14.2 ERIHBRSHDER
T TINEEHOEEIEH L 2w & F72, FRITEEE
#EYTLZ L,

15. ZOOEE

15.1 EERR{ERICE D < 1E8
ERAEIFREE . IRERFEIBHRREICBR L. 3 () N A VR
) CHEMEOIRM B ENIEHT L 2 L ARE SN T
Wb, RIRIZ BT AR TORRB R, IRERE BRIk
5 R A

16. EWEhEE

16.1 Mg

16.1.1 EEME: (BaRERS)
LRTENHA20.25% 20mL (50mg). 0.25% 30mL
(75mg). 0.25% 40mL (100mg). 0.5% 20mL (100mg).
0.5% 30mL (150mg) % U80.5% 40mL (200mg) *V % e
iR 7Oy 712X B R % 520 B BE IR
FREE A WP~ G- U 72, e i R LRI R 13490 .3~
0. 4RI IR E Ly 11~ 160 o 2P ey 2k L 72
(F1RUELD V-2,

—e— 0.25% 20mLFz 5T
—0— 0.25% 30mLA% 5%
—— 0.25% 40mL{% 58
—0— 05% 20mL{% 55
—m— 05% 30mL{% 5-5F
—O— 05% 40mL{% 5

I P#EIE (ug/mL)

=0

6(‘)0 8(‘)0 10.00 1200 1400
$£45- 151 (min)
M1 BRI GO LR 7 EN S A v R LA
JE CPIgME = iR )

K1 MRS B U 5 LR T END £ v o3BT

INTG A =4

e 0.25% | 0.25% | 0.25% | 0.5% | 0.5% | 0.5%
20mL | 30mL | 40mL | 20mL | 30mL | 40mL

Gl 12 12 11 11 7 8
Crax 0.560 | 0.789 | 1.094 | 1.079 | 1.597 | 2.513
(ug/mL) | £0.202| £0.301| £0.589| +0.344| £0.336| =1.707
Tmax 0.333 | 0.375 | 0.386 | 0.364 | 0.357 | 0.375
(h) +().123| £0.226| £0.131| £0.131| £0.134| £0.267
Te 146 | 11.4 | 16.2 | 12.2 | 12.3 | 12.2
(h) +9.7| 8.2 |*23.5| £4.4| *49| +9.4
CL 157 | 156.2 | 16.7 | 14.8 | 17.1 | 19.1
(L/h) +7.4| 58| *7.2| £4.2| *6.3| =7.0
Vd 283 201 253 264 281 314
(L) +170 | =86 | £118 | £120 | =90 | £191
AUCp | 4.84 | 5.93 | 9.25 | 7.33 | 10.12 | 12.39
(ug-h/mL)| £5.21| £3.17|%10.73| £2.39| +4.37| £6.44
S = R =

16.1.2 BiRAIRS
TR NS - I OB RS E IS L R T E N A 20.25%
8mL (20mg) % ImL/min ¥ 5.3 BE “CRif i s Bz T IR A 2
WP G L7z, e R AR IR IR T L.
IR, 2N, 1.27TR U .29 ug/mL. 10
W2 1) 02 50, 7V 7 F » A13543.9/% 10°380.0mL/

3)

minTd ) wiis# CHRIEASEIE§ 2 T ek AVRIZ S 7z Vs
[9.8 ]

FEA Conax Tue CL
B% | (ug/mL) | (h) | (mL/min)
S PNGER 6 1.27 2.1 543.9
T Al R e e 6 1.29 2.5 380.0
I fE

16.3 90
n vitrolZ BIF AUC-L KT ENH AL v O IMIEEHE ST,
0.1ug/mLOIEETIZ4.8%TdH V. 10 4 g/mLOIEETIX
74 .5% & IR CIE & ARG A O A SNz, 20 4
BUBRIICA T A2EEAETIE, L MET LTIV, b ar
MBUEEA L a7y SR AREAFIR0. 1 ug/
mLTZFNZ149.7%. 82.0%K% U11.1%. 10 ug/mL T
ZN53.7%. 55.0%K% 08.3%TH Y. v b a -FREEHEEFIC
BWTEARKE OO 5N,

16.4 X3
ARFNEE & LA HEEZCYP3A4K O'CYPIA2 TR 2 %
7. CYP3A4IZT A 7F Wik, CYPIA2IE3-t Fu ¥ Ik~
DORFNCEGT 5 EDTRENTWBY,
TERER AT F e OV AR 1S LR 7 BN A 20.25%
8mL (20mg) % 1mL/min®¥%5- 7 Criffg it sz T i AR A =2
W5 L7282 A, BIRNESHZORPFZEAHY & LT
TATF VR, 3-& FOF IR 4-v FoF o Rh
EAWASEEN

16.5 HEtt
TR NS F e OB AR S 1S LR 7T E N A 20.25%
8mL (20mg) % ImL/min®F%5- 8% CTHIRNI G- L 72
RO BGRT AR F TS, R LR, RETH B
TATF VR, 3~ Faxifk Jasdhrat) R4-v
Fox ik JEhzED) 5 BEXABTFTELER
0.18%. 3.01%. 5.18% % 1N0.25%%%, T3 VEfHE = i & C 2
NZEN0.26%. 3.37%. 6.33%% U0.27%H R kMl S 7z 0,

LI — TAT | .

o KA F L 3-OHfk|4'-OH1Ek
RS T 6 | 0.18% | 3.01% | 5.18% | 0.25%
PR E | 6 | 0.26% | 3.37% | 6.38% | 0.27%

TED) AFOARZ SN2 HEIE, 1E30mMLE TTH S,

1H2) AR OKEE N HEL, EEkR (BEOMRSH 5
W B CHES) TH DL 0.25% 55015k LK
ENTWBHEZ, 7y TVRY Y v 8 Gl
iR (EREAMEE ) R OmERE: (HIEo Mk d
LI MR BT ) . Ny 7 BE] Tl B R
(TR S Tdh D,

17. ERBRELIE

17.1 B3R RLMICEET 258

17.1.1 EMNE DHEEBHR
e (REIERE 7Ty 7) 12X 2 ERTFiiag
6161 (LRTENT A CESLIB, 7TENT A L E306) %
WHIZ, LETENT A 20.25% 40mL (100mg) O HIF A
BRI RN D WT T ENH £ 20.25% 40mL (100mg) %
gL LW EEREGRBR A E L /2. Z O
B FEEIEEE Td 5 PPSTOMEMRSERT 12 51T 2 E
RS REOF TR CPEMW - EfEHEE) *E, K
HITEQ 86+ 1 5305, TV NH A L BES 44+ 1 828R TH
D, KEEED T YN 4 IR B IELEAHEE S e
(Frlp=0.0014, A EFew|2 X 2R thE, A=1HH),
THER D & 2 DISWBIEFEX 1130, 42 [-0.49, 1.33]
ThH-o720
EIVERSEBUES L, LRTE NS A L EET3.2% (1/3141)
Tholzo FEELZBEWEMIZ, EREVELTH- 727,

17.1.2 EAEE IHE—#HER
M (kiR 7oy 7) 12X 5 EE Tl s
24450 % 3 G L BT ENH A 20.5% 30mL (150mg) % #%
5L, ZORREARGE R R & G 5 ERR R % 06 L
72o ZORER, TEIFMIAH T 5FAST O MR AL T
2B BIATIHE KRR O AR GRS « 2
fR#5) #139.09+2 91K I TH V. 9B5REMHEIXTIE [7.86,
10.31] THh o770



FIVE I FS A 138.3% (2/2401) TH o 72, S L -EIfE
B, H04.2% (1/7246)) . MTERT4.2% (1/246)) KO
P S BRI AR 4. 2% (1/2481) TH - 729,
MEEE, B, RE. HBe. PWRIETRERE K OSPEI_E TRz 96
DO EARE S FL I T O R O I % 7R 9
17.1.3 BHEIHEHER (PFLFU > EDOBRA)
HHEL N E AR FLLTH (FHE39P)) 2 RICTEEMRT
TO0.5% L R7T YN 4 2 HAR (LEVO Plain#f). 0.5%L K
TENRHAL U +T7 FLF1) > (1:400,000) (LEVO400%E)
TAX0.5%L KT ENH AL v +T7 FLF1) >~ (1:200,000)
(LEVO200#) % 15~20mLAg A IE 12 P2 5 L RIS 512
WCHER L 72, ITTHEFICBIT A M7 0y 7 kO
Bk 70y 7 OERFBEFMIITROEBYTHD ., »
FTNICBWTLIMMCHEIENICHE R EIROLNS
MNo7ze
BIVE 3 BIIEE 12, LEVO Plain#T38.5% (15/3941) .
LEVO400#:T51.3% (20/3961) & O"LEVO200%#E T46.2%
(18/39%1) TH o7 ERmERIXEKMETHY ., TDF
BUHEEIZLEVO Plain#ET17.9% (7/3961) . LEVO400%: T
35.9% (14/39%1) K UFLEVO200%ET38.5% (15/39%1) T
Ho79 [7. 2]
SRS R O FRb s ITTHE)

e [P o
gyt | 0 ] 0 e i
ER % X (min) | (min)
(min)
LERTENT
A v Eiflvs
LRTENS 186.3 LETEN
7 > 0 35 | L gs 9| %0-0/375.0 7 0.294
T RLFY T
(1 200,000)
LRTENT
LERTENA A v Bilivs
A7+ 200.3 LERTENA
S ep gy | 3 | Les 5| 75.0360.00 27 0.365
(1 :400,000) 7RLFY v
(1 : 400,000)
LRTENA
AU+
LETENS 7FELFY
4+ 202.4 (1 : 400,000)
FrvFy | 3| me2.2 1000 5] 080
(1 :200,000) HA v+
7RLFY
(1 200,000)

a) ANOVA Bonferroni-Holm procedure

TRBRGE R ORI FRRER R ITTHED)

e TS| o
s | T e O s i
TEIEL X (min) | (min)
(min)
LRTENS
A v Hiflvs
LETENY 204 .4 LETENS
RS 13 | {gq o |135.0[345.0| 2 7 0.890
7KLY
(1 : 200,000)
LERTENT
LRTENA A v Hflivs
1o+ 238.6 LETENY
S engy o] 19| Sng ol122.0/635.0/ £ 0.323
(1 : 400,000) TRLF) v
(1 : 400,000)
LERTENH
1+
LETENS TRLFY Y
£+ 206.1 (1 :400,000)
Sengy o] 18] Sy [130-0345.0] ) 110.353
(1 :200,000) HA v+
7RV
(1 : 200,000)

a) ANOVA Bonferroni-Holm procedure

18. EEPIRIE
18.1 fEFAHF
MWREEOF YA Fy pVETay 7 L, MRICBITS
TSBVE N O3 2w A L HIH] L R iR A OV B A
2R 4 2 & CRFRIEN 2 5833 %,
18.2 BFARREMER
18.2.1 7 v M ORI LS (0.25. 0.5, 0.75%T°1.0%)
W2 &0 REMESER R AR SN T OMRE R O
W, TENAA Y EFBETHY . TORIIRIEHIT
Holzo T72. 0.25%\2 35T B FEB R W1 o> i
T ENRG A e NEL, ZORMNIIZ0.78TH - 7210,
18.2.2 7 v M~OWEAES (0.25. 0.5 T1.0%) 12£D,
Jo6 B T VR I ASERD B Tz F DBREE K SRR 1L
TUNH A v ORIETH o2, T720 1.0%2 BT 5 EE
FERHE T ORI T ENH 4 Y O] 55 TH - 72,
18.3 HhiREERICX T B1EA
4 ZZEIRNTES 2mg/kg/5r) L7-k & OREEFHI =
. LERTENH A 2 T5.34mg/kg. TENH A VT
4.23mg/kg. TE¥NH A4 2 T6.43mg/kgTHh V) . #IFFD
SN o722,
18.4 DEIRFRICKT 21EM
ARV ERTERDAL v, TERHA VR TTENA A ¥
R R OUE R (Z12110.68mg/kg. 8.46mg/kg.
12.86mg/kg) T EHIRARS LIS 2 IS 72, TOHD
JERE AT BT (R RNV E Y — VISR ORI A)
XD, LRTENH AV TIEAREROFEBIZRD S5k
o l2dS, TENH A 2 TIX6HIH2ETEBL (N1FIFEE).
TN A 2 TIEeFI 3BT (2BIBEE) L7219,

19. BRI T 2EBIEZHIAER
— g% LERTENH A HENE
(Levobupivacaine Hydrochloride)
(INN : levobupivacaine)
%% : (25)-1-Butyl-N-(2, 6-dimethylphenyl)piperidine-2-
carboxamide monohydrochloride

BERX
H3C
H3C
3 _\_\ HO
N ';,Igl\\] + HCl1
H CHg

* THEKR
AF - CisHsN20 - HCI
SFE 0 324.89
b A f258T
M R BEBOMERT, KXiETy 7 —)b (99.5) 12%%
T

2. A%
10mL [107 7V (RYZFLy7 7))

23. FEXH

1) fZERE: (W7o y 7) BoEyERE (K72h

4 >0.5%7350mg/10mLAb © 201144 H 22 H K ZR., 5%

¥HREE2.7.2.22) (2) D)

ZERRme (WA 70 v 7)) 1281 5 4 T MK ER

(KT ZH4 ~0.5%150mg/10mLAt : 20114F4 FJ 22 H 7K.,

HEERE2.7.6 1))

S B RE SRR HE S T B 0T B HL R 9 4% -

(KT AH A 0.25%325mg/10mLAt : 20084F4 H 16 H &

. HRTERMTE2.7.6 8))

SR B RERBR-S E 12 B A BB RN G- (RS2

714 0.25%i325mg/10mLAtE © 200844 H 16 H AKZE., &S

YRHRTE2.7.6 9))

5) M¥EHEARES (KT AH A »0.25%1E25mg/10mLAh
20084EAH 16 HKEE., HIREEFMETE2.6.4.4 2))

6) 7 b7 0 LAP450IC X AR (KT AH 4 20.25%1E
25mg/10mLAth : 20084:4 16 H A& FE. &5 &R %
2.6.4.53))

oo
=

3

=

=



) AR (B 70y 7) 1281 5 4 TR s R
B (R7 A5 A4 ~0.5%7E50mg/10mLAt : 2011454 H 22
HKGE. HETER%E2.7.6 3))

8) [EERE (Wit 71y 7) 2B 5 4 A — iR
B (K7 A7 A ~0.5%7E50mg/10mLAt © 20114E4 H 22
HAKRE, HFEEHEZ2.7.6 4))

9) REREAMZ 512 X B IRERI R (7 F L) v L) R

T AN A »0.25%7E25mg/10mLAE © 20084E4 H 16 H A& FE.

HRERMIEEE2.7 .6 26) )

Ty MO 512 B B HH B X O B iR b

EROEEE 7T ENT A v eIt (RTAH A ~0.25%7E

25mg/10mLAth : 200844 H 16 H K F2 . 75 & BHE %

2.6.2.22) MTERM4.2.1.1-2)

T v MO 51 BT 5 HH B L USRS E b

TEROIEBa a4 v enlbtit (RTAH A 20.25%7E

25mg/10mLA : 20084E4 H 16 H &K F8 . H &5 & B E 2

2.6.2.22) MTEFR4.2.1.1-3)

A4 2NZBUT A FRPROHE (HBET7ENTA .

WMo s 4y) Lol (KR7AH A4 0.25%iF

25mg/10mLAth : 20084FE4 16 H K FE . H &5 & B2

2.6.6.86) NMTERM.2.3.7.7-5)
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