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T HINUZ OD1504 &,

PREGABALIN OD Tablets

BAEERLSEES
871190
25mg 75mg 150mg
FKERFE | 30200AMX00844000 | 30200AMX00845000 | 30200AMX00846000
HR7c A A 2020412 A

H) EE-EMEOLLGZICIVEMRTLZL

2R (ROBEICEFRELBNCE) | AARUARISEEY SR
Z’Igﬁu@ﬁiﬁj\ﬂliﬂ“ U BUE ORI O & 5 B2 1.1 AKFloHE2RILT 2 5E1CF, 2 &b LEMU LT
ThR2ITWET 52 L, [8. 28]
3. 48R - R 1.7 BERERE AR BT 2551, FTRIORTZ LT
31 fam F=2 7 VT T2 AR BE L LTRAIO B R R OB 5 IR
o o <1 . NN o oo - AT L, Fo, MKENT 2% TWHEETIH, 7L
e LN LN VN °_ o N NN
W74 ;@ZSE;/(%%?D ;%751/%%?1) fglfyoﬁg} r)a;;ﬁ[) TF=27 V)T T AMETIE U A RS T, MigET
— — = — &S LI AR OB 54175 = &, B0 R RASRE
HSy | TVANY | TEHNY | TUT Y ENTVBHAITIE, EBHEISHI L, BEMEIER SN,
(1BEH) 25mg 75mg 150mg BHRAR ALy ST ET A2 L, BB, 22 TRLTWAH
D-~vr=hr—N, D-wr=Fr—b- hUFOQIATT EHeAEFYIaL—varfiERICESSbOTHDL Z En
N T UERY), fidmELR—R JTRARE R 5, FEBETLICHEECEE LN S, HE - AEEZFET D
i~ A7 Tu—RA ) ATT IV RITVR) » AT &, (9.2, 9.8.1, 16.6.2%]
T B TR T L (EEEEER)

3.2 WH DMK IVTF=y iEE
bionn | 7 VAU 0D [T LAy 00 | 75y o JYTIvA| 260 | 230-<60 | >15-<30 | <15 mﬁ‘iﬁ%ﬁ”
IR | grosng T4k | BETomg [4K) | 6E150ng (454K (nl/nin) -

=iz ES 1 B 58 | 150~600ng | 75~300mg | 25~ 150mg | 25~75mg
R B 1[E]125mg
- 1[@25mg | 1A 1]
B,
W, "j‘},‘}," o | 1E75mg LESE b L <3 1[A25mg | 25301
2 o AR | o | MR 20 1A L[] 50mg
1E75mg | XX
S B, 18 1[H] 1[8]50mg
Rook LA 1
ek
1[5]50mg
@ P 1[7]150mg LA SIE 15]75mg “EF%XH: 50X %
HMERFR | | MR LAE |00 75mg
AT FLHNY FLHNRY FLHNY 1[5]75mg 1A1E
T op 95 #kk | oD 75 AR | 0D 150 Ak 1A 2@
S (mm) 6.5 8.0 10.5 1[E1100mg | 1[=]75mg
J X (mm) 3.4 4.6 5.7 o | 1E300mg | TRSED | LEZE L poe o 00t
e oSk Sl 1A 2M X XA 1H1[H] 150mg
'H & (mg) 100 210 420 1E150mg | 1[E150mg
1A2E | 1A1[E

4. RER [A2F TE) 2RISR, AAIE 56T 1 o> ARSI L0 T 2 20 L 7
Oﬂlﬁﬂﬁnﬁ%ﬁ SAN NN — g % - >}

ORMBMIEI=FE > 7 S SRR
RRMEBREAE I 4 S 7 98)

5. MEERTXNRICEEY 5T R IVTF=y R
RMBRIBAE I~ 5 £58) i o JYTTVA| 260 | 230-<60 | 215-<30 | <15 ! Ef.i)
BHETREOBINT, KE Y v~ FEE0NE (D) K (ol /min) OWFAE

OEERH 72 IS T EEICE L, EEZH INHE1c —
DBIEEA B L. 1A $E 8 | 150~450ng | 75~225mg | 25~ 150mg | 25~75mg
. o 1[H125

6. FERUVRE 1[E]25mg 173 1g

(HREE AR 1A3E |5 L <
WL RIS AR S LT LAY 1 H150mg% 1 H 2[5 R 1[5]75mg i o] 1/E]25mg | 25 X1%
AT TRAOEE L, ZO%IERU EATFTIEAREELT PR 1 Aom LH1[E 50mg
300mgk THiET %, 7245, b, AEWRIC X 0 MR 5 25, LE7omg | X1
LR R X600mg 2 2 7000 2 & 2 Ly Wb L 2N 43 R
RN BT 5, LA

(IR AR I £ S &58) 1[850mg
WE . AR LT LAY 1 150mg% 1 A 2[E] 1H 3 1EI25 X1
W TRAEE L, T ARMU ENFTIHHELE LT s B 1[8]150mg i 1[7]75mg 0 50 1%
300mgE THIHY L7-%. 300~450mg CHERF 5, 708, 4Ei. ™ 1R2R | S| LA1E lﬁlglﬁl 75mg
FERIC & 0 B EHDR T 58, 1B e R iE450mg & #8220 = | azmg

L, Wb LHE2ENC T TRO# 595,




1[=]100
b L<IF
125mg | 1[AI50 1%

10. 8 E4ER

10.2 $FRERE (BFRICEES S L)

SFH4 55 AR - Y E 515 | BEFF - fEBRIN T
HRAR AR A Al WP R4, BHEAS A S | T AN

FEAA KR
ball

NIz OWENRH D,

Eiﬁﬁ%ﬂ 1[71225mg | 1[5]75mg LA 1A Tong 75X 1%
(rEfkb5&) | 182[ | 1A3ME it LA 100mg
1[5]75mg
1A 2

) 28IZ1E], ARFIF 5-6WEHE 14 2> & AR M igB AT 2 Sk L 7=
PADY I 2 b— g URERICESL,

. EELEARNIER

(GhBEHE)

8.1 AKFOFTGIZLVDFE W, HIR, BEifELERH LD, H
BHEFHICE B b HHOT, REARGFOBEITIL, BHE
HOTEREEIRZ M O M OBIEICER SRV 2 ERT D
Z &, [11.1.15H]

L AFN OB SRl Xy RIR, B, R, FHL, R
R OSITELEOMHRIERR S S5bNbd Z ERnH 50T, &5
EHIET55AE, 2 8 b LEMU BT TR x IR
THZE, [1.121]

3 ARFOFEIZ L RERMERTZERHLOT, IEREHICE
BL. BHOBEEND b I-IBAIT, AL, EEEES
OMEIRAEZITH Z &, KR, BHEEOHEM, &2 W ITEY
BEICEEVEEBMARDO LD Z N D0, EHITK
At Z LT &,

A KRB O XY P, BURRE . B BHEORREE
MAET HAREMEDN 5 DT, BERRC, REFIZOWTHZ%E
THIEEEL, BREXSRDONLHEIITEY R LEE21TH =
L. [15.2. 2]

(EEEMNER)

8.5 ARANT X B bRk AR O TR IRR R Tld e < SHE#
ETHDHZ 0D, EROIRIK & 70 5 BB OB W& ONEH % O
TTITV, RAIZERETE LN &,

L HEDERZHITHIREICEHT IR
9.1 A6HE - BEEZEOHIEE
9.1.1 EEDS ~-MEDFLDESE

DIEEELZ AT HEFICBNT, 9 > MELTRERH b
HZEmdDH, [11.1.25H]
12 MEREOBEAHZEEF

[11.1. 5% 1]
1) EMEEOBEROHLBERXISBEEOH 2EE. HHlE
ED0HHESE

KIFOIRER 72N EBE L, HMEICKRETHZ &, [15.1.2
Z ]
.1 BREEERE

IJVTF=r I VT T AMEESHZ E L TARAIO 58 O
LSRR AERE T2 Z &, AFNTEE U TREILIERI RIS HE
SNz, MFEFRENEL Z2RVEEANRBE LT 225
BENWRH D, [7.2, 9.8.1, 16.6. 251 ]
9.5 1FHF

TR SR LT B AIBEME D 3 5 PRI IE. 1598 E oA SME
NEBRMEE LRSS DA ICORBEST 52 L, B
EEC, BIREY (KAE, REMEEEORARE LR BHRE
BOBCEES), HAR~ORE (KEKT, £FEROKT,
TETEMEE IR R DOIRT, BEERIE, AT 8% 2
WEShTWAY,
9.6 23T

KA G P IIRAL AR T SED 2 &, AFlike NP ~ORB
FRED SN TVDD, [16.6. 45 1]
.1 IMNRE

INREE ARG b LA OV 22 FRHE & UZ R BRI
FE LT, HFET v N TIEAROEZENE L . K
R (600mg/H) & IRIZOIEFEICISVNT, FARAPRAER (B
FIEEBTHEROEI LY ) KOHE~DORE (—i@BtEo R EY
D) AEmESHhTWS, -, RRKBERAEDF 2B 2
5N CHE RIS SR DI T 28, 5% DI CRE R I
DIER NG ST EY,
.8 EEE
BN LT F=2 VT I AEESE KGR, BEEEE
T HRL, MEICHEETH L, BHEEMETLTNSZ
LM, [7.2. 9.2, 16.6. 28]
8.2 HF WV, HEIR, BFEHEASICEVER LEITSEEEZLE
BWNnH 5, [11.1. 15MR]
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11. Bl{EA

WORIER™N S Sbd Z ENHDLDT, BEET5ITITV,
FENRD SN GAIIT G 2 P IET 57 Y AR 0E & 1T
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1.1 EXAEEA
11.1.1 FEL (20%20 L), 18R (20%20 F) . EHBGHEK (0. 3%4K
i)

BEV, IR, EMiEARD LI, GmHE LETSICE-7 L
OHENDH D, [8.1, 9.8.25H]
11.1.2 DFL (0. 3%KH) . HhKE GEERH)

DAREDY AT PN LHBETIE, BEE2 5TV, BERR
OLENTEEAICEKREERIEL, BURLAEEZITY Z &,

[9.1. 12R]
11.1.3 HEBUHRERAE (B RH)

AN, B, CKER, PR ORF I A7 v ey SR
bobh-HalciE, E5EERIEL, #@YRUEZITY 2 &,
F72, BERUHRMIEIC X 2 2B EEORIEICERTH 2 &,
1. 1.4 BFE (0. 1%
11.1.5 MERE GHEAR)

MRS OWBUER H HoND Z EndH D, [9.1.250H]
11.1. 6 {EdsE (0. 3%AT)
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O HAIITES 2RI L, WURAEEIT) Z &,
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MEMMi% N DN SA TG 2L L, BB RE R E
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W, TRR | 0%k, 14.1 EHIZABHOTE
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IR ORE FlREHD % | L2 Kz LCIATRE T B, E72, ATHATSZ & bTX 5,
Dl T R | ISR 15. ZOHOEE

Tu v, 15. 1 BREREEFIE S < 154
SENR. TR 18, 11 5h C Ol S N AR & & LR DOH T AN AEICIIT
RIER. Dy Thhh, FRESZXGE LI21990 7 T v A xR
Ve, O HRBRORAFERICH N T, ARSER O REROEHD Y
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5 X | PR fES NG Th D, B - ‘
i s 15, 1.2 KWL U B % S A ORI O TE AR 130 BT
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Ly TR | WAL R B | A i | R 15. 2 JERRERELERICE S < fH4R
B, ER: |2 MR B 15.2.1 240~ & A0 AFHRBICHEN T, RKEHRTO
K. HARR | K, FHER WA SRR R O6(E DL L OBREE BICAR Y T 5 AEO B I &
&, % O PR ARV I P OO B A SR AR L 72 & DA A b
N % S I 4| B A
RO R e A R 15.2.1 25EMOT o NS AFHRBICS 0T, R ECo
P A 5. R P e NERBOSMEU EOREEICHY T2 RKIEO B HIZ X
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AETER S TR FLISHE . B | 5 R 5 TR RE 2 5% & LI 1I6RM 507 5 Rk 7 5
AR E A, | Pt B e N TARETIR2. 8%t L, AFIBE (300~450mg/ H) TI9. 2%, &
YERELRE (& . A B BRBRTIE9. T T, [8. 48]
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16. ZEYBhKE

16. 1 MmAEeE

16. 1.1 BEkSE
HAR NEERERR A IZ. L2310 50, 100, 200, 250 % U8300mg
(B H2E6f)) ZiaRFC HEIRR O£ E URE, 5% 0 1
M CClnaxtZE L. T1/20ZHI6HEM T 272, Crax X2 NAUCo-oo 15,
300mg E T HEHPA T, ARICLE LT LEY,

P58 | Chax Thax | AUCo-co | Ti/2 CL/F | Vd/F | Ae
(mg) | (pg/l) (h) | (egebl) | (h) (L/h) (L) (%)

50 2.03 0.67 10.7 5.98 4.72 40.6 | 83.9
(0.40) | (0.26) | (1.1) | (0.65) | (0.44) | (4.9) | (5.4)

100 3. 56 0.75 20. 4 5. 66 4.93 40.3 | 95.0
0.67) | (0.27) | (1.3) | (0.59) | (0.35)| (6.4)| (2.7)

200 6. 35 1.00 43.2 5.93 4.64 39.7 | 91.8
0.73) | (0.32) | (3.0)| (0.32)| (0.32)| (2.7)| (2.6)

250 | 7.18 | 117 | 49.2 | 5.57 | 5.15 | 4.0 | 95.6
(1.43) | (0.52) | (6.1)| (0.72)| (0.61)| (3.8)| (4.4)

300 | 8.25 | 1.08 | 6.7 | 5.80 | 4.91 | 40.9 | 97.7
(1.36) | (0.38)| (6.3)| (0.62)| (0.52) | (4.3)| (7.3)

Mo G 25601, I (EUERE)

Crnax © F5¢ 1o ITLAE P i

Tmax + Foc e HLHE R B8 28] 3 AR ]

AUCo-co + IfiL 458 908 JEE — 5 R Wb 1 i

Tiso + MLAE AR S >R

CL/F: DT OLRE 7 VT T A

VA/F : B OS54 AR

Ae (%) : H[EHE 560 £ TORE(ARD R PR
16.1.2 REHE

HAR N A 7 VAN 2 1E150 % TN300mg (& 5- 58

) Z1H2[E7HEKER DS Lk, & 51%24~48K] T

EFREBICE L, 570 B OT 232 2H6. 02} 6. 311K

Thotz, HE5THHDAUC-121F, BEHEIAEDL AfETH-

726,

Crnax Thax AUCo-12 Tise
(ug/ml) (h) (g« h/m) (h)

FIA | BETR | HIE | HTR | F1E | TR | H1A BT

150mg | 4.23 | 6.30 | 1.3 | 0.9 | 22.2 | 31.6 | 511 | 6.02
(1B2m) | (0.72) | (0.74) | (L1)| (0.4)| (1.9)| (3.6) | (0.69) | (0.47)

1E300ng | 8.82 | 10.3 | 1.6 | 1.6 | 42.1 | 58.8 | 542 | 6.31
(IR2E) | (2.39) | (2.3)] (L0O)| (0.8) ] (6.9) | (10.6) | (0.87) | (0.54)

S (FEMER ) . &-8H1

16. 1. 3 EErRSHERER
S L HNY L 0DEE25mg 254k, LAY L O0DEETSmg [
) BOF LAY 0DEELLOmg [#5Hk) & U U H0DEE25mg,
U U 7 0DEETEmg K TNV U A ODEEL50mg & 7 1 A A — N —EIC &
DZENENIE (FLARY L TEREN25mg, T5mg & Y
150mg) fREEAL AT TR B ERE O #5 Ok7Z L CRA KO
ARTHRA) L TR IRREZHIE L, 1500738
HE/XF 2 — % (AUC, Cpax) (2N TI0%EHHE X [ 112 CREHEHT
AT o T /G R, 1og (0. 80) ~1log (1. 25) OFEFHNTH Y | MAID
AW R S SRR S =T,
(FLHRY ODEE25mg A HK))

—k 72 LR —

(ng/mL)
1200

1000 —@— JL# /1) 0DgE25mgl &k
----O--- 1)1 71OD§E25mg

Mean*S.D., n=18

PEET AN AN 05 =)

0 6 12 18 24 30 36 42 48

5% OB (hr)
— K CHRA—
(ng/mL)
1200
1000 —@— L # /1) 0DgE25mel &k
----O---1J1)HOD%E25mg
g Mean=*S.D., n=18
B
h
7
L
A
7\
Y
=
=
|3
0 I L L L 1 L o)
0 6 12 18 24 30 36 42 48

BE#OBB (D
(FLHXY 0DEETSmg [AAK))

Pl RT A =S | BERT A—H

n AUCo-48 Crnax Thax Ti/2
(ng+hr/mL) | (ng/mL) | (hr) (hr)

I RT A—L | BERT AL

n AUCo-48 Crax Thax T1/2
(ng+hr/mL) | (ng/mL) | (hr) (hr)
TLHNY 18 4998 923.3 | 0.88 | 5.54
kiU | ODEE25mg [ 4K) +973 | £201.3 | £0.48| +0. 39
THRA 5069 860.2 | 0.97 | 5.60
U U 710DEE25 18 : ) )
Y Y 4 ODgie25me +1076 | £207.6 | £0.60 | =0.55
TVLHNY 8 4889 866.1 | 0.74 | 5.98
k- | ODEE25mg [ 4K) +556 | +£193.1 | £0.41| *+0.47
kA 4914 893.4 | 0.65 | 5.97
U U J0DEE25mg | 18

1483 +206.0 | £0.27 | =0.48

(Mean=S.D.)

TUHNY v gy | 15910 2598 | 1.13 | 5.99
kAL | ODEETSmg [#54K) +2177 | £556 | +0.74| %0.59
RA , 15510 2513 | 1.09 | 5.89

J Y 0DEETEmg | 23

Y Y 7 ODgiE75mg +2095 | +£606 | =0.67 | +0.56

FLHNY v gy | 16150 2680 | 0.83 | 6.12
JkC | ODEETSmg [ 44k +1911 | +633 | +0.61| +0.76
kM 15920 2472 | 0.71 6.03

. e ) )

UV BODEETomE | 221 (940 | 4438 | +0.24 | +0.67

(Mean=*S.D.)

—K72 L CHRA—
(ng/mL)

3500 -

3000 e LAY ODERTsmel B

----O---1J1)HOD%E75mg

g 2500 Hi- Mean=S.D., n=23
K
%
l/2000
1) 1500
<
=
B 1000

500

L L B I o)
0 6 12 18 24 30 36 42 48
5% OFHE (hr)




— KR THRHA—

(ng/mL)
3500

3000 —@— JL A/ ODEET5mel &4k |

——O--1J1)JOD£E 75mg
Mean+S.D., n=22

1 2500

7

7 2000 f
k 3
5oL
1) 1500
= -
& 1000

500

O
42 48

0 6 12 18 24 30 36
5 & OB (hr)
(FVH/NY O0DEELS0mg 54K ))

P NT A =% | BENRT A—H
n AUCo-48 Crax Thax Tl/2
(ng*hr/mL) | (ng/mL) | (hr) (hr)
A PAVN 94 34040 5632 1.35 6. 29
K7L ODSE150mg [75HK) +4339 +1526 | =0.68 | =0. 53
THRA 33990 5614 | 1.34 | 6.32
U U 41 0DEEL50; 24 ) )
U ) 7 0DFE150mg +4453 | +1255| +0.75 | £0.55
TVHNRY 93 32280 5568 0.77 6. 09
sk | OD$E150mg 54K +3474 +970 | £0.43 | +=0.57
JikH 32320 5495 | 0.84 | 6.13
Ul OD$E150 23 ) )
U ) 7 0DGE150mg +3863 | 1112 | +0.37 | £0.65
(Mean=S.D.)
—/K72 L CRA—
(ng/mL)
8000
7000 |
—@— JL# /1) ODEE150mel Z5 4K |
6000 | ----O--- 1J1)}J0D$E150mg
Jﬂi!%l Mean+S.D., n=24
7K
th 5000 |-
7
[
# 4000
5
< 3000 [B
b
> 2000 ff -
1000 § )
0 E’ L L 1 L O
0 6 12 18 24 30 36 42 48
BE5 %O (hr)
— K CHRH—
(ng/mL)
8000
7000 |
) —@— JL#/\1) 2 OD§E150mgl & 4%
6000 [ --—O-—- 1)1)/10D#E150mg
Jﬂig Mean+S.D., n=23
7K
h 5000
7
L
5 4000 Py
5ot
< 3000
2 =
B 9000 7
IOOOI N
0 L L

. 7 : o
0 6 12 18 24 30 36 42 48
5% OB (hr)

M4 PR FEA CNTAUC, CmaxFE DT A — 2 1d, #BRE DR,
R O EREREIE - W5 ORBREAFIC L > TR D WRENS H

2o

16. 2 RN

16.2.1 BEOEE
AARNERER A L9 T, HRREORRICT LN
% 150mg B AR M3 5 L 72 B D Craxl X TN 44, 95 K T3, 22 u g/
mL, TnaxtF0. 947 & N3, 3THEM], AUCo-asiXZ L4131, 2% 128, 8
neg-* h/mLVC“&)Of:o ﬁ?(ﬁ&‘g‘blﬁb\TCmaxbi?{fQSB%'f&‘F L. Tnax
1392, ARRRIAER L7228, AUCo-1s DI FIEfIs8% T - 728,

16.3 &
HANBEER A, L3 50, 100, 200, 250% U8300mg
(5 2601) ZHARICHER O S LR BT 04y
AR (VAd/F) 1340LTH -7, T LAY ATMmERICEAT
L. MR Ak 2 2 A REDKIX, 0.76TH o7z, 7
VAR Y %, 0.1~20 p g/mLIZBWCTIEE AL, 1FE AL
FEA LD 125 9010 (n vitro RER),

16. 4
TULHRY U TIEE A EREBEZ T RV, EERA (SMEAG
i) WcHMC-F LAY 100mg (107.9 4 Ci) #FG54%., RcH
I S AT RE DRI N RE(LIKTH o 72, IRFICHH S
727 VA NY O EBERHY THDN- A F/VHERITIR I8
H8ED0.9%E LTRIRENT, In vitro REBRIZBWT, 7L
NY 159 g/ml (ImM, 600mg/ H #3510 5 # R HE D Crax DY
10f%) "CCYP1A2, CYP2A6. CYP2C9, CYP2C19. CYP2D6, CYP2EL
T OCYP3AIZ X 5 BLEITRRD AR Do 729, 1D, 12

16.5 HEfit
HARNERER NS, LAY 250, 100, 200, 250K (*300mg
(FPhmefl) iR BRI &G L 72RO CL/Fi4. 64
~5.15L/h Th o7z, Z OO JRFPEIEIL83. 9~97. 7% Th -
7L:5)o

16.6 HEDEREEHTIEE

16. 6. 1 S#E
R 2367 ~T85% D H AR NREFE S #6412 7 L 773 Y 2 100mg &
BAER O G U7, Toadd1. AFFRD. Ti/2036. 32/ T o 72,
AUCo-co L OV 2k, TEEEFEBERE 127 L /3 Y 2 100mg % HL[E]#%
DTQ%‘LL)f:H?r&l:tﬁiL’beﬁ\ﬁ:t@k&(ﬁﬁﬁ?%ﬂtﬁl‘ﬂﬁiﬁfﬁﬁ
Shi=w,

Cmax Tmax AUCO*OO T1/2 CL/F

(1 g/mlL) (h) (1 g+h/mL) (h) (L/h)

e 3.24 1.4 26. 6 6.32 3.82
flnE | (0.55) (0.5) (4. 3) (0.82) | (0.65)

23553 3.56 0.75 20. 4 5. 66 4.93
Frkne | (0.67) (0.27) (1.3) (0.59) | (0.35)

Mol .. K661, FEME (EERZE)

16.6. 27 BHEEERE

(1) BHsRED Bie 2 HRE 2601 &2 Xt BRI, LN 50mgh B
EIREOEL LR, BEEOMKTICE S TTi 2D EE L,
AUCo-o MM LT, CL/FROYE 2 VT Z A (Clr) (X7 VT F
=V I VT T URCHBILEEY GHEAT—%),

O Toax | AUCo-c0 | Tis2 CL/F CLr
T (pg/l) (h) | (ggebil) | (h) (mL/min) (mL/min)
>60nL/min| 1.86 | 1.00 | 15.9 | 9.11 56.5 44.9
(n=11) | (0.39)] .22 | (4.4)| 83| (17.6) | (23.6)
W0-<Gl/mn| 1.53 | 1.29 | 28.2 | 16.7 | 30.6 15. 4
(n=7) 0.29) | (0.39)| (5.0)| (4.1)| (7.3) (7.7
S5-<nlmin| 1.90 | 193 | 523 | 25.0 | 16.7 9.23
(n=7) 0.62) | (1.48) | (11.7)| (6.7)| (3.9) (3.37)
<1(5nm:Ll/3“m 1.69 | 1.00 | 101 | 48.7 | 8.30 4.30

B 5 Somg (W[ED) ., VFEIE (EERZ)
CLr : 27 V77 A

() BEEFEMENERRFT
8I8H DHERHE (HARNATAB &2 E e - EEGBRE 706, il
1R R 2600, BERRIR VAR MR IR D R A AT
5 HRE 15401 Jo OSBHE R R IE B8 22401) & x5 & L CRHEMER
WEhREMRNT & SRl L 7oA R, — RN & e l-a v R— R A v
FEFANREE S, HEBLE LTCL/FCH LTI LT F=
7 V7 7 A (Clher) ROBEAR(RE, Vd/FIZx L TBMI, BRAR
R, PR OMERARIE SN2, LAY v OSEyEkE
B a5 2 I8+ & L CIZCL/FIZ®t3 DCler NEETH D &
EZ LT, BHEREREICEBWT, CLerdEFicky, 7
LAY COCL/FIME T4 5729, Clerflid & & LI -
JARORE N LETH 5,



F o, BARNORE R MR R EEE I 5 R BT 2B 0
T, CLer?2330mL/minlA E60mL/min A& T L CW A BREICT
LN 2 150mg & L H2RIERZ D # 5 (300mg/H) Lic& &
D EFIRIEIZF 1T HAUCo-12 (AUCo-12,55) DET /AT X D HEE M
X, CLer2360mL/minbk EOBRFIZT LA /NY 2-300mg% 1 H2[H]
KEREAES (600mg/H) Lzt & ELRUTHoT, Cler
30mL/minkh F60mL/min RO BEF BT LT LAY D7 Y
7 5 v A%, CLer?360mL/minbh EDBEZE DK Th o729,
(7.2, 9.2, 9.8. 1BH]

TVvTF=v 55 AUCo-12, ss CL/F
7UT TR - (g h/m) (mL/min)
>60mL/min 1[5]300mg 75.5 69. 2
(n=31) (1A 20 (17.1) (13.8)
>30-< 60mL/min 1[5]150mg 80. 3 32.3
(n=14) (1H2[E) (16.5) (6. 34)

LA (FEAER 22)
16. 6. 3 mM&BITEE
MARBHT 2 %1 TV B HBRE 1261 7 L BN Y 2 50mg % B[R]
OE U7z, AR O MEENTIZ L 0 miEh 7 L 7N
FEILAI50% E TR Lz, OB 7 V7 7 2 A1%192mL/
minTdHh 7219 GHEANTF—#), [13.28H]
16. 6. 4 RELIZ
PERL 128 RILL Eofzglis (1061) 1o, LAY 2 150mg% 12
R & o5 (300mg/ BH) L7=EKE, LAY I RIS
fTL. BRI OEFREBIZRT 2 FHRE X, RHEMIEF O
6% Cdh o7, IO RAIBERE A 150nL/kg/ H ERKET D
L TULINRY COHRA~DIA BTV O IR EIX0. 31mg/
kg/ B (FEEF T2 & RERGEOKNTY LifESh52 (4t
EAT—%), [9.65]]
16.7 EWYHREER
LAY T EE L TREMEO E ERPICHES L, & b
ICRBWTIFEA B aND Z e, FRMEEAICHES
LW, LAY R AAER 25 & Z 3 rTeetk
RN SREAT— ),
16.7.1 HNRRUF>
FUHNRY e HNRRF o DI EAEAIZOWN T, BEEERR
N1 ARG 7 L H 8 Y 2 100mg o A 32 F 2 300mg % H
[EH% 5 U7k, M OMEEERR A18BIIZ 7 L 728 ) 100mg K& X
TR F o 400mg % KB G (B G-HIE : 8KEf) L7-ikBk%
FEHE L CTRET LTz, EORER, BEEE R OKERGOWT
ZBWTH, L ANRNT COPFRHICE o THARUF D3R
BREIXEL Lo Tz, 7o, T LAY OWRIGERE (34
NRUF I E o THhTNITIE T L7223, BRIEICIZEN
Ay
16.7.2 #OBEE (BE/ILIFFOVRFIFZIIIRE
STA—ILDOEH)
HERER N otE 1661 2 b ST RS (BRlig / L= > K v
ImgK R F =)L =& kT F—/L0.035mgDAHILH1E]) &7
L7783 v (1[E1200mgl H3[E]) & [FIRFICRE A5G Lkg, 'L
FNRY UPEHEED ) V= TF o Ra v OChald 7 VN U IEGE
FHRE & el L TR b, A LAY U PEHBEOAUC)-241E 7 L
FNY IEGEEE L e L CI6%E N L, LAY iE v
TF L Ra v OEYBRRICEEE KISR0 T, TLANY
VHHBED T F =L X b T VA — b D Cpax K AUC 241, 7
LAY IR E Ll L CENE NS 4L, 7
LANRY ANFZF =T A N T VG — L OIREREIC B A N
EE otz £i2. BROBHEKIZ T LAY ol b
(hT 7{l) T BERIESRH o721,
16.7.3 aSE/NL
TR 1261 2 R G 7 L N Y > (1[R]300mgl B 2[R]) % 18
EOE%, v 7€/ A (Img) ZO0FAKES LR, voE1
B DCax & PAUC)-o X, 7 LAY IEGERRE L LB L TER
ZRONK VUM L, T LAY idn T8 LDy EEEIC
WEERIES e oTe, Fo, a T EBERAFRABEO T LAY
Y DChaxld, 7T B/ NAIEPEHEEL 0 2% 0 L, AUCo-121%1. 8%
K<, v BRAFF VIR CORYBEICKEL 52
hol, FLANY a8 RAOMMAICEY, BAaHER
OIGEBNERRIZ 35 1T 2 SO E A 43 BAIR 5-RFIC
A CTHIMANAR T 4 22580 Hh =19,
16. .4 A%x>aFy
ERERR 1201 25627 L AN ) > (1E1300mgl H 2E]) % 48
BOgG#%, x> a Ry (10mg) 2OFAEE LK, 4%
I R DChax X CAUCo-wold, 7 U H XY IEGERIRE & Ll L C
FNENL AL 5% L, LI NY A Fra Koo
BRI B L RIES R o T2, £To. AF a3 FogHHE
DFVIHNY DCaxld, FF a3 FUHEGHEEL V4. 5%(%
Mol AUCo- 12X FIRRETH Y, AFva K7 LNy
VOERMENEIZEE 5 X o l, TN v EFd R a
RUOftAIc L v, FRIBSRE & O GEEERE IZ 1) 5 il
FERCIEAS RA N BRI G- 2 L~ THNMBNAR T 3 B 1 23
B b=,

16.1.5 =4 /—)L

fERERR AN 136 &2 )52 7 LV A8 ) o (1181300mgl H2[R]) % 18
WOgEss, =z 7 —) (0.70g/kg) ZPFREE L7, =
=V D Crax L AUCo-c0lT. L TR IR & Hel: L T
NS, 9K, 6% L, L H N IS ) — LD
MBI B A RIE S o fz, £io, =X ) — PO
L HNY 2 DCpax S CAUCo-121F, =& 7 — VIEDF IR L Rk L
TENEN2% B RS D> o 7253, T D TRR LRI E 72 %
ETERVWEEZ DN, VAN vk ) — OB
K0 FREESHE & OV RE BRI 33 1T D SOGE BE e IR 3R
ﬁbﬁm&ﬁﬁmm&fwm%KﬁTﬁéﬁﬁﬁ%w%n
7220
16.7.6 2z=hFA>

Tz = b A B OHERE G X0 EIRZE LTV D AR
T AMAEREL10GI 2RI T LAY > (1[E]1200mgl H 3[E])
FREROKG LR, L) 37 2= A o olfiEd
B (M 7M) ICHBERIFES, 7= b7
TN v DI BRI\ 2 T o 7222,
16.7.7 ALNTEEY

NN B AN RS STV BN TANABREL2
B 2 6t BRI LAY v (1[E200mgl A3 A RERO#RS L
W, FUHRY AR OFORE (10, 11-
TARF Y REK) omSERRE (M7 7ME) ICHER RIEST,
itﬁkﬂvfﬁy%fVﬁﬂUV@%%@%K%%%#iﬁ
o222
16.7.8 /LT O

soTafgt b Y U AHEFEHERE G STV DA TANA
BE 12612527 LAY > (1181200mgl H3[E) % AER A
PBH LR, LAY AL e g s (K57
filf) \CEZRITESTT, 07 ot 7 L") oY)
BB E .2 Ia o 722
16.7.9 SELYFXY

FE MY XU B HEAITHRER G SN TV DA TADAESEL2
Bl Z 6t LAY > (1E200mgl A 3[A) A2 RER ARG L
7B, FLAANY T Y F o omERRE (FT 7l
WICHBERTEST, F727T M) XUH 7 UHRNY Oy E)
REICHBE L .2 oo 1229

17. BRER AR

1.1 ENERURLMEICET 558

17. 1.1 BRZ 5 R BHER

BN IS BRI R 2SR L L1 EBEHR SO SR
ABRIZEB W T, ZEFHMIEA TH 2 iEFFliRF DR A =2 7 1%
TEROEEBYTHY, T LAY 300mg/ HEEK 0°600mg/ H A
TIT 7 AR L L TR FNICAERE RS ERRDO LN

7":23)\ 2/1)0

T A& A I OIS A =2 7 b)

EAEUERR S [95%fF X ]
7R 97 | 5.12+0.19 - -
FVINY " -0.31
150mg/ F 86 | 4.8120.20 1 o g5 0,037 | 0262
TUAAY N ~0.86
e 89 | a.26x0.20 | 0% Jo.002
TUAAY ~0.63

+
A o7 | aa9x019 | 20 L oo

a) PERE NS DA O AN SE M L LA O
KA a7 [0 UFA7a L) 22510 (ZHRLLERWIRA) O
BTSN, A7 HAREVIEERVFEAZ T, ]
BERER OCLer @2 R F. N—RAF A L OEJFA 3T & 78
& & DT

JLVT7F= )T T ARETEM (Cler) 12X - T, 30
< CLcr<60mL/minDPEERFE 1 1L300mg/ H, > 60mL/mindHEk
HZ1X600mg/ H 35S 7=,

LARVEFEAM R R O BHER S BZEIL, 7 7 B AREET43. 9%
(43/98%11) . F LA /3Y > 150mg/ A #ETH7. 5% (50/874) .
300mg/ H#ET73.0% (65/89%) ., 600mg/ H#ET82.5% (80/97
Bl) Tholo, EREMWERIL, FEIED W (31.1%), IR
(28.6%) . fEFL (12.1%) . RAHEFE (11.7%) Thol, &
BBIERIX, 150mg/ B REC O AFHEZELE] (BRIF - RMIE) .
300mg/ H BEIZ B ikl e /R L E o 121 (Ba0F - [18) NG
-,

PRI PE AR Y AR B 5 2 D P R kil & L2 I3 B G-
O _HERERBRICIBW T, EEFHMEE T 5 i & aF iR
DEFFAATIITERO LBV THY, S LAY 2 300mg/ A EE
TIT 7R L B L TR FNICAERGERRD O
7’:25)0

b)

c)



AR OFERG A =769
Py 5 Bl T R=2TA VDb | e -
| W | otk | TIEEERE |
HIRIERUE | gy e | OOWREAN
77 +%AR | 135 | 4.83%+0.21 | -1.20=£0. 21 - -
TVHRY Y N o 0. 63
300ng/ H 134 | 4.20£0.22 | -1.82=£0. 22 [-1.09, -0.17] 0. 0075
TVHAY v -0.74
+ ~1.94+ -
600ng/ 17 45 14.08%0.32 [-1.94=%0. 32 [-1.39, -0.09]

d) WBE N ERRETAWMAOBENSHEH Lz AR 0
EIRwRA T [0 R L) 510 (ZHLLERVEL) D
LIEEPECREI S, A T ARZWIE EOAERT, ]
BeHRER O Cler@Z R T, RXR—RA T AV OEFFA T 5K
BETDHGEOW EFEHMFOER A 27 ORX—R T A
UINDDELRICBIT AT LAY 300mg/ HEEE 7T R
FELokiksEEENE LZ,)
JVvTF=r 2 )T T AHEEM (Cler) 12X - T, 30
< CLcr<60mL/minDHLERAE121%300meg/ H, >60mL/minDHLER
FIZIEZ600mg/ H A3 - S 47z,
ARVEFEAM R G O EIER S BLEIT. 7T AR T36. 3%
(49/135%1)) ., 7L A3V >300mg/ H#ETE6. 7% (76/13441) |
600mg/ H#ET80. 0% (36/45%1) Th-o7=, LREIMERIT, HE)
P E VY (300mg/ HEE19. 4% K% (X600mg/ H BE37. 8%) . fHIR
(300mg/ H 7£20. 9% &% 1U600mg/ H #E40. 0%) . AAHEZE (300mg
/B#EEL2. T% M T600mg/ H #£13. 3%) . (KB (300mg/ H #f
11. 2%} 1%600mg/ H#£11. 1%) TH-o7-,
BHERRIE R F A xl % & Lz 16 #R 5 0 —F S Mt Bic
BT, FEBIEH Th 5 AT OEIE A 2T IXI FRD
EBVTHY, TUANY B (300~450mg/ H) TT T7&AR
BE L L U CREEHEIICH B RS ESRD b2,

e)

)

&SRR OYESE A 22 T )
gart [ TR R | SR 0E
O " meanse | Toswiamicn) | P
7I R 248 5.45%+0.12 - _
FULHNRY o4
300-450mg/ 1 | 250 | 501012 o ag' 7oy | 0-0046

g) WBRENEHTEHTAWMADOHENLRE M L2 AR O
A a7 [0 E&7e L) 7610 (Il B2 wWims) o
BRI S, R I 7 AREWVIEEBRVRAEZRT, ]

h) BEHEZR T, N—RATA L OERA T LR LT DI
ki S

T ARVEREAM e 5 O BEIERZEBLR T, 7T & AR T51. 6%

(128/248%1) . 7L AN U FET82.4% (206/250%1) Th -
77 ERBIEMIZ. IR (45.2%) . ZEIWED EV (28.8%) . &
AN (14, 4%) . f#FL (12.8%) Th o7z,

17.1. 1 BAER#ESHER

RSB % AN B 12661, BEIRME R RS AR R I D 9K

Yo R 123051 M A R R SR 1 0651 Sk AR MR o e M e

(FHBREBE ., e PRI, S L D W)

BEL103F1 2 x4 & LcRHER5HRBR (I iubh2l) o8

DI DIREE (0~100mmPDVisual Analog Scale TEZN KX W

FEEBWVEAERT) OTFHEIZTTFROLEBY THo 20,

i A DBEEE (mm) @
PHERER | WIS RANEOR | BRI AR R ) KR
AEE G | A R | SR | ST A
BeHHT | 126 62.0+19.0 123 52.8+21.7
1238 116 35.3422.3 119 30.0+23.0
243 105 34.0423.0 112 27.7+22.0
523 94 28.3+22.9 97 24.8+20. 8
A ORE (mm) 2
AR A BRAE T IRTAE AR AR R A
FFAMEIAL | M8 AR R R 2 | GG | R0 AR 2
#HRT | 106 61.84+23.5 103 67.1+16.6
123 104 48.9+23.3 98 44.37+26.9
283 101 48.3+23.8 92 46.3+27.1
523 87 47.1+24.8 85 44.9+27.0

a) 0~100mmVisual Analog Scale THAN K X WMT K oR\ VA A
BT,

ENEH &G (FRIEBHR) 2B\ T, ZAarERHE
KGR ORIER 178, 6% (99/12641) 12588 b, E72EIE
FIXFEED v (28.6%) . KEHEEME (16.7%) . BIHIR
(15.1%) . (REHII (13.5%) Th-oiz,
ENE IR G308 O PRI I AR AR B I PE 5 3 R) Ik
T, REMEFMRI S ORIWERIZT0. 7% (87/123%1) 12589
Hiv. EREWERIZ. IR (22.8%) . AREHII (22.0%) . )
PEBHEY (20.3%) ThHoT-,
ENEM G RBR BREGTRIE) (S8 T, ZaMEREMN %55
FICREIER 1384, 0% (89/106f1) 1278 ® Hiv, 72 EIEA X6
AR (26.4%) . FZEIWED EVY (24.5%) . (KEHN (18.9%) . {#F4
(16.0%) Th o', BIWEHOEEEIZ, < BNBETHY
EHEORIERITRED bhiehoT,
ENEWE GRS (PR R SR R) (2T, BT
7 [EI B3 R PR 7 BR 20> © B BE 0N AL L 72 & 2 W AR B e
FIZHT- WS 3B L7 BIVE M 1. 87.4% (90/103%1]) 1238 5.,
FAeFWERIL, BHR (48.5%) . KREEHM (28.2%) . FEIED E
VN (22.3%) . RASHEEE (17.5%) ThoTo,

17.1.3 ERHEERKRRERAE
FRHBE R BE 2R & Lz 16IAMHE 5O “HE Kbt
BRickBWC, FEHMEER TH IR OER A a 71X TR
LBYTHY, FLHAY B (150~600mg/H) TFITEAR
BE L bl U CHEGRHEICA B RS ERRD b8y,

P A 2 T7h©)
P Hppe) BRAON=2TL | sy e :
st | 405 DTREALR | 7 LD |
%/J\iﬁﬁf’}]i%ﬁf%&% [95%’1!3*1%‘[5‘&5]
7R 106 | —1.07%0.149 - -
TVIHNY v B -0. 59
150-600mg/H | 100 1. 660 157 [-0.98,-0.20] | %00

a) TRBREEDOE 5.3, 150mg/ B HBA L. 55208 K 0 @ B
ATV, AR TR E U B S THEbiE A 5516
WETHEFFT D & & LT,
WERENEA DT AWADOHAEE [0 A7 L) 22510
(TN B2 RA) OB TR S, A7 BRRE N
FEVEA A RS, ] BRI LIiREY (16EH) 0%
AT D= T A NS OVERE LR E 5 T
L7,
B DR—RA T A )b O E=
Oaw (16HM) OFEPLRA a7 -_—2 T 4 DI
IR AT ] X [BikEE o850/ 55 (6 ]
¢) BHERERORMRZR T, X—RA T A O A 2T KUY
B 2 BE OO A a7 & 3258 L+ 5 08T
2R FM R G5 O REIE R BRI T 7 B AR T46. 7% (50/
1076]) . L HANY UEETE7. 0% (75/11261) Tho7=, F7
BIERIX, fEIR (33.0%) . ZEMED FV (17.9%) . FAPERE
(11.6%) ThHotz, EERBEWERIL, KMMEELFIARE S
., [\HE L7,
17. 1. 4 5AE 75 R B
WREBHRMRFEEE 2SS L T EHEREERBRICB Y
T, EEFMIEE CH 2 R MREOERA 2 TILFRO LB
DTHY, WTHRORBRICBWNTHF LAY 300mg/ HEEMK
W600mg/ HHEECTILT 7 B AREE & el U CHEGHEMICH B 2
BFRW LTI 3,

b)

FAS MG DY A =2 7 D)
WRSR | s BT | 7IEREDE
(FHmHAED g | ORI T T C D

' B Lt | Toswemcn | P
SME BSOS RBR
1 TR 93 |6.140.23 - -
(133 ) N,
TVANRY v -0.88
I50mg/ H 87 |5.260.24| ) 2’7y oay | 0.0077
FUHNY v -1.07
300mg/ A 98 |5 0T0.281 1y 70,0.457 | 0016
A -1.79
600mg/ 88 |4.35%0.24| o 41y 1oy |0.0003
SMEZE I/ MAE SR
2 77 'R 87 |5.59%0.21 - -
(G] )  P,
TVUHANY v 0. 14
Tom/ 83 |5.4650.21| o o1 (a7 | 0.7999
VA% -0.07
I50mg/ H 82 |5.5240.22| o er'y so7 | 07999




3 ZIEAR | 81 |6.33%0.22 - -
(8 H]) RTINS
TUANY v N -1.20
I50mg/ i 81 |5.14%0.22| ) o"%) 57 | 00002
TVHNY . -1.57
200mg/ H 76 | 4.7650.23| [y 07 g5y | 00002
4 ZFIEAR | 84 [5.29%0.24 - -
(B [ 5 cy
TVHNY v N -1.69
600mg/ H) 88 | 3.800.24) rp 53 1057 | 00001
a) WERE DME BRI IR0 BRSO F L TER 0 -1

EIRA T [0 GEHRL) 510 (ZHLLERVWER) O
TS TR S, A7 BAKREVITE ERUVHAE T, ]

b) HERIK O & 5HE, ﬁ@ XK OCLer @ xR+, N—RAF A
DYEJFA T e B B &3 2 58T
B2 KL O3 B GRER Ok 2 K1, N—R T A > OEJH A
a7 &R LT 5T

) JVvTF=v 7 07T U AREM (Cler) 12X 5T, 30

<CLcr<60mL/minD#EERE1Z1E£300mg/ H . >60mL/minDHEER
F1213600mg/ H 23 5- S 7=,

SMNEH R SRBRLIC BT 2t a5 Hh o BIlE %%
BRI 752 AREEC39.8% (37/93%) . 7L AH/NU 2 150mg/ H
F£C59. 8% (52/87f), 300mg/ H B T64.3% (63/98%]), 600mg/
HEETT4. 4% (67/9043]) ThH o7, TERBIEMRIL, ZEED F
W (150mg/ HA£16. 1%, 300mg/ H#£32. 7% &% U600mg/ H #f
36. 7%) . fHIR (150mg/ H #£9. 2%, 300mg/ H #£11. 2% K ('600mg/
HEE25. 6%) . RRYMEEIE (150mg/ H#E12. 6%, 300mg/ H#E14. 3%
K %600mg/ HEE13. 3%) ThHoto, HEEARBIEMIL, 300mg/H
BT 7 4 7% —kRE 161, 600mg/ H BRIZIFEMMED F 1N/
P T V7 R/ 0 4 T / R A M T /B MR oD 5 28 131 o L i s &S s
Wb EE L7z,

SME T/ ARBR2IC I\ T, 22 VEREAM 861 5 o> Bl A 5
BRI T 7 BARRET25.0% (22/88%1), 7 LA /NY > 75mg/ HEE
T32.1% (27/84%1), 150mg/ H#ET41. 0% (34/83%1) TH-7z,
EREMEIX B £\ (75mg/ H BES. 3% ON150mg/ H &
14.5%) M OMEIR (75mg/ H#ET7. 1% M ON150mg/ H #£9. 6%) . AN
B0 (75mg/ HEET. 1% &% UN150mg/ H #£4. 8%) . 5944 (75mg/ H #%
1. 2% K% ON150mg/ H 8. 4%) % ThH -7,

SMESE I/ MAHRBR3IZ IV T MRl xS 61 o oo RIlYE A %
BLRIZ T 7 ARBET39.5% (32/81f1), LA /NU 2 150mg/ H
BEC50. 6% (41/8141), 300mg/ A EET67. 1% (51/76f1) T -
Tme ERBEWERIZZEIMED EV (150mg/ H #£12. 3% M 18300mg/
H#E£26.3%) . MHIR (150mg/ H #E14. 8% 1¥300mg/ H BE23. 7%) |
uW%@(wmyaﬁ&%&wwmyEﬁ&%)%f&oto
EEZRREAIL. 150mg/ HEEIC DEMEAMHE, DB
RHEENR/ L= &%%w¢@wnﬁmﬁiénto_n%@%
IZOWT, DEMEISMN, DFEMEREIR/ D= M E X
REIE, HEELIXEE S HER I,

AMES I/ AR BRBRAIZ 3BT 2R kaTAl T G451 = o> gl F 5%
BRI T T wARBET36.9% (31/84f51), LB N L EETT3. 0%

(65/89%) 12§D B, iﬁ?Mﬁﬂﬁ?ﬁﬁbib\@?Wﬁ
AR (23.6%) . ARYMEEIE (13.5%) . DINEMEE (10, 1%) . 5915,

(9%)&0%**ﬂ(7%)%1%oh
17. 1.5 S ERHKREHER

RIS MR BE 2R L L ‘Eﬁ$%f?@i%%l (154451, &

E312 ) ko2 27561, RE1T2HEE) ([TBIT A0
R DOSEIMEIZTTED LB Y Th o723 3
S A DFRSE  (mm) @
R RS R EERY E 5 ER2
FEABIEL | SEEIE AR 2 | BRI | Ml A
Be i 154 69.4+18.7 275 67.3%+17.9
1238 114 42.8+26. 1 211 40.3+25. 4
2478 91 40.5+25. 1 173 41.4+24.9
521 63 38.3+24.6 122 35.7+24.2
1043 32 36.8+23.2 78 32.5+24. 1
a) 0~100mm?DVisual Analog Scale THEAN K & UME IR\ VR A
R,
E#EERBR UV T, ZaMiEMxt g6 orIfER 75, 3%
(116/154%1) 1Z@BD b, ERFBERIZFEHMED W
(20. 8%) . fREEHI (14.9%) . EER (13.6%) . i X H5M5
(9.7%) . PAINFLEE (8. 4%) . XM@@E&U*&(%TML

HEIVEK OEL (456.5%) FTho7z, BERAWEMIT. Fik
12K DAME30]. LEMER, EBEE, &) LU U AdE,
S PEIAMIE /D S PRSI . b/ SR L D AME/ S
(2 L DMEBHIB A S 4L, WL bEE LT,

Efg G aic s T, MR 60| o BIYE 1565 1%
U7W2M@MLWhm6h EEERIZEEED F v
(16.0%) . RHHEEME (12.7%) . B (10.5%), MIjE, 55
[N %é@%&@ﬁﬁ(%B&@ i (5.5%) HThol,
EEFER L, kD, IR/ It 0263 3 H s
I, ZOERTIENEIRREIE, BE TH-TZ,
1.3 £t
11.3.1 BEOFEHER
AARNERERSR N Z 3t 5 & LTl R R ORI L AT N v %
150mg B [AliE O ¢ 5 L 7= B DI EMED VO R B R I1T, BB &
55.3% (1/1961) & e~ meRe 5:30. 8% (12/39%1) T@Eh-
7‘*:36)0

18. FEXhFEER

18. 1 {EFHigF
FLHNRY TR R ial/\f BAMEAFNETI L 7 BF %
IV OREBEIT R LB 2B & 70T a2 0 V7= b & OFE
GENMLT, w»va?w*w®wmiﬁf®%ﬁi&ow
LT BFRAEIEI L, TV E I R O R AR W IR 2
P2 Z EBRBENTWD, HIZ, LAY COBEFE
AICIE TITIRERHAG RO AT FLFH U URE LKt R =
V%%Fﬁ?é@%%%%bf“é:&ﬁ%%éﬂfh
%30~

18.2 $E7E1ER
TVUHNY X, BERIC kwfﬁi
ﬁ@iﬁf? FRAYFRRRAR S B OV PRI I L 2 pbik s B M

TIBVER RS RIEIR A I T 5, Eio. ALTME. RIEME.
m%ﬁ%ﬁmﬁﬂéhéﬁ%ﬁ\%ﬁﬁ@%?wmﬁwfﬁﬁ
JETER &2 12 ~10

18. 2. 1 18I m#RiEE (CCl) EFNICBTI A 7OT =
7B A
TUHNY E, Ty FCCIET ML D
F 4 =T &L BT L7242,

18. 2. 7 HEwiR&EER ONL) EFNICEF 70T« =7%R
L HNRY %, SNLET LD T v MIRASEEFHN L
QBT 0 F ¢ =7 2 L1242,

1823 RAFLTF YL Y (STL) ERBETIIZE T m70O
T4 =FER
TUHNY K, Ty MSTZHERBET VICEBWTRAET 28
B OB T 0T ¢ =7 24l L7724,

18. 2.4 HHIBGRERETICETA7O0T« =7 R
TUHNY F, v T AFAS ORI 2 FMBEET L
WCRWTRAET LT 0T« =7 Z28H L=,

18. 2.5 BHEHEHRREBETIICETA2R7O07F 4 =7 A
TUHNY A, Ty MBI ERSRIERTE T VBV THRA
THHT 0T ¢ =7 24 L7,

18.2.6 ALY UTRMBITZEREICHT HEEER
T NEHEA~OFR N~ Y FEIT X0 AT B2 MO
HATENDO S5 &, T LAY FHRMEENE G5 & S b
SR A i L7219
VE) WE CIRME 2 il RIS ek LI U 5 9 7 & Bl 7 e

T4 =T EMEO, B (E AR RRICET S 2 & T
%) RKOEH (KE~ORETELD) TaTr =712
SEEIND,

= RPN 4 % ke

. R R OB T |

19. BHRS T SEIEFEMHMR

—f%4 « 7L HRY > (Pregabalin)
154 (35)-3-(Aminomethyl) -5-methylhexanoic acid
57720 ¢ CsHizNO2
-8 159.23
R BROBERTH DL,
WICRRRITIZ K, =4 7 —)b (99.5) 1THED TR
Tz < W,
(b=
NH2
CHs / 1
\ COzH
HsC



1. a%

(FLH/\Y 0DE25mg TAHFR)
10082 [108E (PTP) X 10, FZAEAIA D]
5008 [108E (PTP) X50, Hz#EAIAD ]
5008 [, 37, FLIEFIAY ]
(FLHNY 20DEET5mg TEHKI)
10088 [106E (PTP) X 10, FZMEEAIAD ]
5008E [108£ (PTP) x50, WZJRAIAY ]
5008E D, /N7, HIERFIAY ]

(F LAY 0DEE150mg T
10082 [1082 (PTP) X 10, FZtEAIA YL ]

23. EXH

iy

2)
3)

4)
5)
6)

7)

8)

9)
10)
1)
12)
13)
14)

15)

16)
17)
18)
19)
20)
21)

22)
23)

24)

25)

26)

ETEIS R FMERER (VU B T 2010464 H 16 H KR,
35 A EHEZE2. 6. 6. 6)
Lockwood PA, et al. : J Hum Lact. 2016 ; 32 (3) :NPI1-NP8
EIME RN TEHEERR (VY B h 7B 20104E4H 16
HIKGR. HiEERHMEZI2. 6. 6.6)
NAFMERER (VU B H 7L 20104E4 1 16 HKER., HFH
BRI, 6. 6. 5)
RSB T 2y EiRE (HEEE) (VI 7'
2010F4 A 16 H7KGE, HGEERMEE2.7.2.2.2.1. 1)
RSB 2 pEhe (KERYE) (V)T e
20104F4 A 16 H7KGE, HIGEERMEE2.7.2.2.2. 1. 1)
Fa—U U AT ¢ ARRAESHAENE R

LN L 0DEE25mg [ A5HK) « Tomg [#54K) « 150mg [

W OAEYZENFIGIERERICBE T 5 R
BHEROEE (VU HH 7L 20104E4 A 16 H KR,
BHEZE2. 7. 1. 2. 2)
T A AR AR B - R DS B RE K O (U U 7
20104F4 A 16 H /KGR, HIGEERMEZ2. 7. 2. 2. 1. 6)
MAEEBARES (VY B H 7 2010484 H 16 HKZE, H
BRI, 7.2.2. 1. 5)
FRE R ORI (VU 720 20104F4H 16 HKZE., HaE
ERMERE2.7.6. 1)
bt heytochrome PA5S0ICKIFZFEER (VU B 7ENL

HEEE

20104F4 A 16 H7KFE.. HIGEEBMZ2. 7. 2. 2. 1. 3)
ISR T 2Ry ERE (VY U h TR 2010E4H 16 H
AR, HEEEEME2.7.2.2.2.2. 1)

B RERE B K O ENT B R T A3 ERE (VU
B 7RIV 201044 H 16 HARRR, HESEEHES2.7.2.2)

TREEGEER A . RIS R PRI R . B IR T PE IR R A ek i 5
VZPE S 5T % 3 % IR B OSBRHERR A e (B 1S 31T 2 REE A

SEWENEE (U U A 7B 20104510 A 27 H KGR, HESEER
BEBE2.7.2.3.5. 1, 2012486 H22 H KR, HiEEEHHE

2.7.2.3.1, 2.7.2.3.4)

HEREICBE D 2 M EER (V) I h 7L 201044

H16 H/&RE, HGEErHsE2.7.2.3.6.1)

TN F o OEYMHEAER (VU707 &L 0 201044

H16 B, HEEE RS2, 7.2.2.2.3.5)

DGR IR & oMM EER (VU B 7RV 2010444

16 HKGR, HiEEEMMEE2. 7.2.2.2. 3.6, HARSEE)

07 ERAEOEYMENER (VU AH 7L 20104E4

16 HKZR, HEEEEHMEEE. 7.2.2.2. 4. 1, HEREE)

Fxa R EOEHELERN (V) 0780 201044

H16B7KFE. HFEEEHMEE2.7.2.2.2.4. 2, FHEMEE)

& )= OEYMEENER (VU 7RV 2010444

16 H7KFR, HFEERHMEE2. 7. 2. 2, FAHR ML E)

Brodie MJ, et al. : Epilepsia 2005 ; 46 (9) :1407-1413

ANIETBERIE DS - BARA 7 ) =y 7 %4856, 2010 ;17
(2) :141-152

EWNE MARGERRE (R %mRm) (VY h 7k

Jb 201044 A 16 H7KGR, HIFEEEMBEZE2. 7. 6. 29)

[ PN 25 AR AR Al e B OB R 99 M R RS AR IR LS 1 2 &)
(VY AH TN 2010410 H 27 HKZR ., HEE RS

2.7.3.3, 2.7.6.1)

E N AR AIERR R GRRMERR R AE) (U U 2 7L @ 2010

FL0A 27T HAARS, WEEEEMEZE2.7.3.3, 2.7.6. (2))

27)

28)

29)

30)

31)

32)

33)

34)

35)

36)

47)

ENEEERR GRS gmE) (VY b 7'
201074 H 16 H 7K., HIGEEBMEE2. 7. 3.5, 2.7.6.37)
N335 (bR R MR R R = 2 L 9 ER) (U
U h 7L 20104E10 A 27 H/KFR, W& EHMYEE2. 7.3, 5,
2.7.6.24)

ENEHE R BREEGRE) (VU B h 7R 201246
A22AA&GE, MG RHMRS2.7.3.5, 2.7.6. (2))

ENES G CERIRESREN. MaEhgEm,. 25k
WAVIEICAE 2 ETm) (U U 7 &L 20134E2 H 28 H /&R,
HEE R 2E2. 7. 3.5, 2.7.6. (2))

I [E 3 AR ER GFitRE®RER) (VB h 7L
2013472 A28 HA&GR. HIEHERHNSE2.7.3.3, 2.7.6. (2))
SRE A K OB IR 775 & 8 o BRER B (R IR I8 14 Ak
) (U U A H T 20104E4 H 16 H KR, HEE &Rl s
2.7.3.3, 2.7.6.30, 2.7.6.31, 2.7.6.32)
SMEFE AR BROSHER (RIRES g% (VY hh 7k
Jb o 2010454 H 16 H7KFR, HREEEMBEEE2. 7. 6. 34)
SEEH G REB BREs %M (VT 'L
20104F4 H 16 HKFE, HGEERMIEE2. 7.3. 5.2, 2.7.6.35,
2.7.6.36)

FERAIAIMEDOREEE (U U B 7 &b : 201044 16 B KGR,
HEEE BMEEE2. 7. 3. 1)

BEOEERSR (VY B H B 20106F4H 16 H &R, #
TEREMIEE2. 7. 6. 3)

Bauer CS, et al. : J.Neurosci.?2009 ; 29 (13) : 4076-4088
Fink K, et al. : Neuropharmacology 2002 ; 42 (2) : 229-
236

Maneuf YP, et al. : Pain 2001 ; 93 (2) :191-196

Tanabe M, et al. : J.Neurosci. Res. 2008 ; 86 (15) : 3258-
3264

Bee LA, et al. : Pain 2008 ; 140 (1) : 209-223

Field MJ, et al. : Pain 1999 ; 83 (2) : 303-311

Field MJ, et al. : Pain 1999 ; 80 (1-2) :391-398

Tanabe M, et al. : Eur. J. Pharmacol. 2009 ; 609 (1-3) : 65-

68

TBYERG B HE RIETRE T MBI D3RR (VU AT
L1 20126F6 H 22 AZKER, HETEEHEEE2. 6. 2. 2)
Field MJ, et al. : Br. J.Pharmacol. 1997 ; 121 (8)
1522

Field MJ, et al. : J.Pharmacol.Exp. Ther. 1997 ; 282 (3)
1242- 1246
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