04

*20244F 7 AT (5 2 h0) H A B i T
20234 8 HAET (45 1 1K) 71190
fr iR RiEaER (HREESHERE - REHEE)
FREE 3 FUHNY > OpEREEEE
o L1} 1] -
TFLAHICY I 0D::25mg -5,
[-) L1} (1] -
TFLIITY 0D Tdmgn-ns
(-] L1} (1] -
TLIICYI0D::150mg3t-15,
PREGABALIN oD TABLETS 25mg, 75mg,150mg onara,
OD#$E25mg OD#$t75mg OD#$¢150mg
S s ) KA | 30200AMX00832000 | 30200AMX00833000 | 30200AMX00834000
) - RS ORI K ) M 2 BTk 202091273

2. B2 (ROBHICIIBELEWVI &)
ARHN O B U BUE DR O & 5 B E

TFZUr7UT I AR U2 HHEICIZR T, M ENT
%I L 72 BICAFI OB S %179 2 & BB ENEE
ENTVALEICE, EHE»SBIE L. ZEMIMR S .
RN SRS A2, BB, ST TRLTWAEH

3. #ERK - MK BHEEY I L=y 3 YRRICEDSCLDOTHL I END,

3.1 8k FRETLIHEEICBSE L0 S, HE - AEa#ifits 2 &,
Wiy | ZVA7NYODE | TLASYYODEE | 7L/ 20D (9.2, 9.8.1, 16.6.2 ZMH]

e 25mg [4—=7] | 75mg [F+—=7] | 150mg [F—7] (PR MRRE)
s L 7Ly | L 7L sy y | 1 7L sy STy I
IR | o Omatrts 75.0mg & A 150.0mg % A7 PNTIVA| 260 | 230-<60 | 215-<30 | <15 %%g@ﬁp
DYY=h—, DYY= k= - FYETIVFIT Y (mL/min) ‘
WA | SR, MR — A JBARE R, A7 T U=, 1 H#% 54 | 150~600mg | 75~300mg | 25~150mg | 25~75mg
EIATFTIV VBT V. AT TY VBRI A YT A
3.2 BRI 1 pizsmg | | SEOR
: S lgén SLAX 2| 1 M2%Bmg | 2544
Wiy, | ZV77SUYODEE | FLALODSE | FLA) 0D el IR U7 B e Wi | 1HLE | 50mg
L 25mg [+—=,7] | Bmg [F+—,7] | 150mg [+—7] LALi | LE50mg
Fis i Fis LLH
IR - #DE ENTH Fe ENTd 1 [f150mg
iy 19 Ay il i g
(TP 3 ) (CIEP 1 3 ) (P 3 8E) cere | 1ME150mg 1g3m | W75mg 1 |25 1% 50314
(i | S50 | BT | 0 | 5500 | B i | e I = I O T B
FKii | & Wiy | 200 | 22 | 4 * i} 1 W75mg TH M mg
N 1A2Mm
kv@ @s) P TP
a8 @ = = \-150 118100mg | 1 [175mg
1A3M | 1A2M
% 65mm ilf% : 80mm % : 105mm Fspyg| 1 HI300mg ,xuu xu” 175mg | 10041
JEE : 34mm JEE : 46mm JEE 1 57mm 12 1181150mg | 1 [81150mg 1H1 150mg
ni 100mg 210mg 420mg 1H2 1H1
. B FL AN ¥ FLHNY ¥ FLHNY ¥ ) 2 DL}I [EN 7:1‘%”'&56”%%%#%4“%%3mﬁﬁ*ﬁ’&%ﬁﬁbf:%ﬁ
W= | opgs -5 | ODT5 =15 |ODIS0 F—1T DY 2L =Y YRMETC
” CRMERREIE <1 > )

4, SHEENRIH R Ry -
OMEMEIAR 77| 60 | 230-<e0 | a15-<30 | <15 [MHKEEO
OfFHEBBIE T > &R (mL/min) =

5. SHEER (FSH B ICEET 3 1 H 54 | 150~450mg | 75~225mg | 25~150mg | 25~75mg

IRHETRE <t > ) o 2o | 1125
BAEIIED BT, K1) 9% FEE05H (B K% VTRE | T L
DBIBERY 7 e 12 9D X ORI Ly RESEBIT S 73612 o | 1R7me | sy [SLOIZ) 1 FlZme ) 20X 18
DHREHTHZ L, TH2 1 [775mg 1 éggmg LH1E 50mg
. e LH 1
6. BERUVAE LA L
(B REEMARE) 1 [M50mg
W, AR E LTI LAY > 1 H150me% 1 H geg | 1 F150mg 1%? 1nmmlgﬁmi 503
2N TS L. 20% 1AM EATF T HHEE R S e AT L W7smg | VHLEC L Vi | 7ome
L C300mg ¥ T3 2, %&b, Filn, ERICE D BEEMEHT 1H2
AW, 1 HEHRIZ600mgE B2 2wz e L, wihd 1 100
H 2 BN 5T TR 20 L
(RRHERR B AE (£ S & 8) @sm | 1m225me | 1 125mg | 1 W50
4 ; = o e g | 1[75mg 7501
R, AR E LT L5 > 1 H150mgk 1 H G| 1Rzl | 1AW | LHLED | 7w oo,
2 AT TR S L, Z00f LEBBLEATT 1 H RS g
L T300mg ¥ CTMlikd L 721, 300~450mg CHEFF3 %0, BB, 4 1H2

oy JERIC & D BEEBRS 225, 1 Him H#13450mg % 8 2
ZwZ L, wihd 1 H2ENZ50T TRAKST %,

7. BERUVAZICEET ZEE

7.1 RAOHEG 2RI 25 4101& P e d 1AM LG
THLIRET 22 L, [8.2 ]

7.2 BRSREREER T AN ARG T A AR, THEIORTZLT
For )T 5y AMiEBE L LTAR O 5RO 5 R
AWMET LI L, 2 MEENT 22U BETIE, 2L

_1_

) 2 HIS T AHIS 6 R A 5 4 B RIHGENT 2 F20 L 734
DY Ial—a URERICED

8. BERAEFHER
(RhRESEE)

8.1 AAOHGI L) wF v, MR, Bk EEIDH LD, A
WIS E S 2Bl b &5 DT, ARG HOLFITIE, )
ﬁ?ﬁ?%ﬁ@i%ﬁ%ﬁ@ﬁﬁt%?é%&wl5&%15
ZEo 1111 28|



8.2 KAl AH ARG MkIC X D, AR, E.L, B, TH. A
BROGITESOMRERDED b b 2 D LDT, &5
LT AEEIE. A 8D THEMUE» T TR 4 12k
T5Z L, [7.1 BH]

8.3 AHNOFLHAZ X D REHIMEZ KT Z LD 25D T, MciE
B L. I oMiEsd S b gaid, i, Euheks
OB LB 21T Z Lo FFIS, HGROHN. &5 VIZEY
BTG CRERINARD 5ND 2 EDH L7720, EHMITK
Hill 2 £ 52 &,

8.4 RHOFHIZ XY, 8, BB, S, EHSoRREE
AU B EEMEA D B DT, BRI, REEEICOWTHZ
795988 L. B O NI 2 0LE 2179 2
L, [15.2.2 ]

(HREEMER)

8.5 AHINC X 2 ek i S MR O TR R R TR 2 < RE
HBETHBHIENL, FEIROEN & 7 55 B OB WK O iEE% b
TV, KAl @BREEG LnwZ L,

BENER2E I 28&FICHAT3EE
1 BHHE - BBEEEOH 28E
1.1 EEDS ~MEOFREDEE
DS EZ AT 2 BHCIBVT, I > M OAEH S bh
LT ENDHD, [11.1.2 BH]
9.1.2 MEFEOREHI HDBE

[11.1.5 2]
9.1.3 EMEXEDOEEDH 3 BEIIEREEDH 2 BE. FHE
ENHBEE
ﬁﬁ@%%ﬁ&w#%ﬁ%b\ﬁiuﬁﬁﬁécm[mmz
%]

9.2 BHEEEERE

JVTF=r T Iy AMEERESE L LTARRORS = L O
HHFEE2FST 52 . AHNITE & U TREILARAIR I HEM
END 720, MFERRENE L 2 VEIEHZ BB LRI 25
BENDDH B, [7.2, 9.8.1, 16.6.2 ]

9.5 1117

FEIR AT HEAR LT B REE D & 5 etiid, R oA RN
Mfabrttz R s SRS A YA oREE5THZ L, B
EEC, JHIRRE (AR, BREREORAR R, KL

9.
9.
9.

FOBAGBIES), MAERANOEH (REET, EFROKT,

MRS SOBOMRT . FEH R, ERRE I 2 8%) 28
s ncwa,

9.6 ®RILIB
AR G-3RI 2T B2 L, AFlde LD
FoEO 5N TWBY, [16.6.4 1]

9.7 /B
INBEEE R G e U AR e OV Al 2 48R & L 722 R BRI
ERLTWaV. Ty P TRAEORZMEDE . R
R (600mg/H) &EOBEFEICH T, PRHRESER (3
FEEBTEROHEELY) ROEBEANDEE (—#tkoAkmng
M) 2sEshTwsd, £ HKERIED 25282
LR CHEEMERIS IS DI T A # 5 M5 OBt #E CTHE R
DILRAHE SN TV BY,
9.8 SE
9.8.1 Z7L7F=v 275 AMinsE KGR, H5HEL
T B L, MEICKGTLZ L, BHEMETLTWS S
D%\, (7.2, 9.2, 16.6.2 ]
9.8.2 ®F v, MR, FikHEZICL VA LAELsRI LA
BIdid Bo [11.1.1 BH]

A

B RRER - BTk

By - febriE T

AR E 5] 2 RS
FHEA (FTI) VY

FT Y Y Y RIEH LA
AIOBEIZ X D ARt

B A

FHIEAILE) EZFHET 5 U AT DY
BTN H D, X
Tos FTVN T RAEH
(AR E RIS A
ZHIERI L, LA
FORENTEAL S B 2 L2t
bbb, KHEGHT
AU IG5
b E,

11. B{EHA

KOFWERDH S5 bND I EHNHDHDT, #BlEE 51247,
HEHFRO O N3 B S 2 ik 3 5 7 L) 2 Ll % 47
T &,
1.1 EXAEIER
11.1.1 HFEWV (20%2L 1), 18R (20%LL ) . BEEHEE (0.3%A0)
OF v, IR, EREESD Sbl, mE LERSICE- 2k
DWENRDH B, [8.1. 9.8.2 BH]
11.1.2 OFL (0.3%HKi) . FiKE (GHEAH)

LAREDY A7 7 5HEBHETIE, Bz 54w, REDIR
ight%ﬁﬂu&%%*mb‘E@&ﬂﬁ%ﬁi:koMLI
Z:H ]
11.1. 3 UGB CHEAD])

AR, BT, CK LS MR ORI+ 7 a ey L)
Hobhgaiid, 52 hik L, @Y RNELZT) I &,
F 7o, BB REE IS & 2 SR EOIMEICEE T L,
11.1.4 BFRL (0.1%Kim)
11.1.5 MEZFE CFEAH)

MRS OBBIEDSH SbNDLZ LB b, [9.1.2 2]
11.1.6 EIMHFE (0.3%A:iH)

B, R, Wi Rk, Sk S o IEER DD 5
b A @RS Z2mik L, S R0EZ179 2 &,
1.1.7 BEEME BEAH)

Mk, DR IR B, BRSSO BRIEIRZ OIS L. B iR
D 5N MR, MECTSH oML LT 52 Lo
MMM gD B b - ke 52k L. BB E AL E
YHIOPE G OB R MEEFT) 2 &,
11.1.8 av ¥ BEARY)., 7F7147%2— (01%AKiH)
11.1.9 REFERAEREE (Stevens-JohnsonfEREE) (BHEEAN) .
SHATHE (HEEAHA)
11.1.10 BIFERT 2 CHIEEARH]) . FFHREEE (04%)

BHERF 25, AST. ALT EA-S52 089 IFkiERErH b b 2
DB D,

1.2 ZOfDEHEA

10. A E{E
10.2 GHAIER (BHRAICEETSR L)

A4 T RAEAR - 577 By - fakrE T
AR A WA AE, B IEASA S | BRI A

FEA A FREVEH | 72 OHED D o
T¥Taky TR R R SE T OHGE | A 2 ERIC X %
=i A ZAPA B FRAEREE 120 L CAHI
T a—)v (ki) PRS2 B2
NHd 5o
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DUk 5=y
WEIREESE, 1| 2 560E. B
EE i)
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S A B
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e
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W MR | Bk
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a7 IR,
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BM RO | 5 Z O FEIE BB, | ZHE. G | 5

e AL RPN | s, BT
o . WAL, W | 5 P TR,
R i, DSHIIE, | POSAE. A
R DUTSHG AR | MR
RO RIS, PERRI | IR ZIR
RBREE i
LFHA. P | SRR,
Bl KA | PERRER 2
TR B O Y WA
EN A2 w vt N
R
EN P
L [ el (B2 o (Wit
& '% SR IR, BRI, |
IR D R TR | 1 PE. GATEE
PCTIIPIRRS | e i
B
(B O | i - T
LA BEAE
BRI | CKRE I, | fREIRD, 1L | i )
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13. BEHRE

13.1 fEK

15gF TOMBHRGHVHLE SN TH ), BEKGHICALNR
E RIS, TEERE T, MR, SRR, 09 o, B, %
LAEEORE, KREEETH b,

13.2 L&

ARHNZMABLENTIZ L D BRELENDZ Eh L, FEBL TV LIER
DRI U CMHENT OEZ ZET 5 2 & [16.6.3 SHH]

14. BRLEOEE

14.1 EHZMHEOEE

14.1.1 PTPAEE D #HANIPTPY — ALY L TIRAT % &
/BB L, PTPY — POBEMKIZE D, @wﬁﬁ%ﬁﬁL
HilEA~JI A L, BICI32EIL% B2 L TR R o Rl 2 o bk
SERPIETH DD S,

14.1.2 AANIF O L ICoO& T 2 il S &5 & s 5720
K U CHRAWEETH S, 720 KTHRHATAZLEHTE S,

15. ZDMDEE
15. 1 ERR{ER ICE D < 155
15. 1.1 AV CEM S N7 AR F 2 HEHBEBEOMTA»ASKICB T
by TADA FEMEREBELRISE L721990 7 T R ) B i
IR OB AR IC BT, BRSHE L CEREMOT I DY
27D PLCAPAEDOIRAMTT 7 R L IR L TH 2 5
L (PUCTA»ASEIRMEE : 043%. 77 LR 024%). Pt
TADPAROIRAEETIE, 7T REEE X100 H7- D 1IN
LR SNz (BREFIXE : 06-39), /2. TA»AR
%0)*1‘ 7“7“11/——7"?“6;\ 7T 2 RKEEEERI00AH 720 24 N5
LitEshcwa®,
&)ﬁﬂd@ﬂfhfﬁ#kiktf%uénfwé# ARI
ICBT BARFNOREE - AFRAE [PPREREEESG. FHER
WZRE) %] TH Do
15. 1. 2 SEWELHIC B $ 2 2B oW IZ A S5 v Tw
VA, RHE PG S BE TR OIER AT N IS HE S
nTws, [9.1.3 K]

15. 2 FEERRREBRICE D < 153k

15.2.1 24EM D~ A HSAEMERERIC iou\f AR & T
O e MEFEO 6 5D L OB R ICH YT 5 ARG
ip\m%mﬁ%um%ﬁ@wﬁiﬁﬁ%wbt&@ﬁ%ﬁ%
5%,

_3_

15222@%@5vbﬁkﬁﬁﬁ%ﬂﬁwf\%kﬁ%ﬁ%?
@Yﬂtb%ﬁi®5WUL@% WA 3 2 RO P12
X0, 7T rve sy bC mE{W) %héflﬂﬂﬁ%ﬁ“@"fﬂf
DS L 7= t@iﬁiﬁ‘ﬁ)é‘“o 720 7y MRS
RBRICBWT, mmwa@7VﬁnU/m%m%E®ﬁ%
I IF & A EORIFRIZ S HEIETH - 72h% 7/FB
N O5238 [ AR P 5- 3P SR T R B AR L3 2 3 283 3R
Nhedolze BICHT2EMEHORHEILT I REEL V) m<
HRE R VRS 2 0 5 & L7213~ 1638 M %5 0 7 5 & Rxf Bk
B (3REBEE) OF T L RKEETIZIR%II L, AHEE (150
~600mg/H) T10.6%. FEM#GRE (3 R BEIEE) T1310.2%-.
FRMERIIE 2 MR & L7216l % 5 0 7 F & R o 7
£ ARBETI328%I%f L. AHIEE (300~450mg/H) TI2%. &
PSR ERTI1294% T - 720 [8.4 BIR]
1523m9yb@%%%&wﬂﬂﬁﬂikﬁﬁéﬁ% BT,
KRR TOFY e MEREREO28F L, FoBEE s ICH YT
é$$?&5uib\%E%ﬁ@%&ﬁﬁ#%%tt&@%m
Vb,

16. E4pENE

16. 1 MEEE

16. 1.1 BAE%kSE
HARMNEHER AL, 7L #3Y »50, 100, 200, 250/% U°300mg
(BPe 586 61) 2 Ar I mRE O G L2k, #5501
BRI TCal T3 Ly ty,0359 6 BRI CTd 5 720 Coe e FAUC w013
300mg ¥ TOHEHPAT, HEIZE L THmL 22,

PG Cinax T AUCy- tis CL/F | Vd/F Ae
(mg) | (ug/mL)| (h) |(ug-h/mL)| (h) | (L/h) | (L) (%)

50 2.03 0.67 10.7 598 | 472 | 406 | 839
(040) | (0.26) (1.1) (0.65) | (044) | (49) | (54)

100 3.56 0.75 204 566 | 493 | 403 | 950
067) | (0.27) (1.3) (059) | (0.35) | (64) | (27)

200 6.35 1.00 432 593 | 464 | 397 | 918
073) | (0.32) (30) 0.32) | (0.32) | (27) | (26)

250 7.18 117 492 557 | 515 | 410 | 956
(143) | (052) (6.1) (0.72) | (061) | (38) | (44)

300 825 1.08 61.7 580 | 491 | 409 | 97.7
(1.36) | (0.38) (6.3) (062) | (052) | (43) | (7.3)
MRS 4% 6 B, FHfti+SD.

Conax © B0 MLAE FPREJE

o - 3500 HILSE P B 3 332 IR ]

AUC.., © A%~ IRE R il AR T 1R R

tyy o MUHE AP IR PR

CL/F: Bhdosyr )75 v %

VA/F @ B o gk

Ae (%) @ H.IPE5- 56000 £ TOREILAD IR

16.1.2 RiE#HRS
HARNEER A 7L AN ¥ 1150 % 0800mg (&% 55 8
BI) % 1 H2M7 HHRERIRYS L7z, %5124~ 4815 [
TEWIRBIEL, %5 7 0 H Dt & Z 121602 % 086.31H;
Efﬁfto&57DE@Mmmu\&5%1DE@M%T
D 7’: o

Crnax nax AUCq1 tys
(ug/mL) (h) (ug-h/mL) (h)

BIRETH|®IA|E7H|H1IAETAEIR|ETH

11150mg | 423 | 630 | 1.3 09 | 222 | 316 | 511 | 6.02
(1H2Mm)|072)]074) | (1.1 | (04) | (19) | (36) | (0.69) | (047)

1181300mg | 882 | 103 | 16 16 | 421 | 588 | 542 | 6.31
(1TH2m)|(234)| (23) | (10) | (08) | (69) |(106) | (0.87) | (0.54)

P EESD.. % 8 B

16. 1.3 &EMFHIEFMHHER
(FLAHNY > ODEE25mg [+ —/1\ZF])
T L HNY »OD$E2 Mg [+ =T ] &Y #0DEE25mg% .
JHRAF=N—EICE)ENZENLEE (FLHINNY LT
25mg) MEHEE AR ISR, K LR UKD b B RS-
L ClsE R A LR 2 Mg Lz, o3 Y T
A—% (AUC. Cpu) 22V T0%IEHE X 830 12 e s %
1T o T2 5 bg%m~bguw®ﬁﬁféb\ﬁ%®¢%%
WA SRR S 72",

HWBRE ST A — 5

A U CO‘%S Cmax tmax tl /2
(ng+hr/mL) | (ng/mL) (hr) (hr)

TLHIN) 2 OD$E
25mg [F+—7]

YUA0D$E25mg |18 | 5069+1076 |860.2+207.6 | 0.97=0.60 | 5.60+0.55

TV N 0D
25mg [+—7]

YUA0D$E25mg |18 4914+483  893.4=206.0 | 0.65+0.27 | 5.97+0.48
(F¥fEi+S.D.)

18| 4998+973 |923.3+201.3 | 0.88+0.48 | 5.54+0.39

18| 4889+556 |866.1+193.1 |0.74+0.41 | 5.98+0.47

FRES SR | FTRECH R




7 VL7778 ¥ OD§E25mg [+ —1nT7 | Ok L#S)

(ng/mL)
1200
%1000 —o— ZL N Y OD$E2mg [+ — /T |
s —e— 1) 1) 7 OD#$#25mg
7 800 S +£SD., n=18
[
7

TV N YOD§ETd mg [+ =T ] Ok Y $5)
(ng/mL)
3500 -
—o— FL#/31) »OD#E75mg [+ —/"F
—e— 1) 1) /10D$75mg

FHfi £SD., n=22

0 6 12 24 36 48 (hr) 0 6 12 24 36 48 (hr)
BE5%ERH BE®BH
MmiEF 7L HIN VIBEDOHE MEEFTLHIN VBEOHE
T VA3 Y OD$E25mg [+ —F ] Okd ) $45:) (FL AN >ODEE150mg [F—/1T )
(ng/mL) Z VAN YOD$ELS0mg [+ =T ] &1 Y #0D$ELS0me %
1200 JURAF ==L ENENLGE (FLHTNY) LT
150mg) AT TISH 2, K7 LUK ) BT
;EE 1000 —o— FLINY Y ODEE2Smg [ 4 —/T | 5 LTS RZ LRI EE 2 WE L 7ze 155 N7z mig o
& —e— 1) #0D§25mg A =% (AUC. Cuu) 122V TI0%IEHEIX [ (2 TREFHIRAT 2
7 800 FHIE=SD. n=18 17 o 7= 2 lﬁmm%%gwm®%@?%b\ﬁﬁ®¢%¢
7‘;.. EI‘JI—J*"TE?NJEE h77,
1) 600 MW T A~ 5
{m AUCyi8 Conas Ty tisg
'g 400 " (ng+hr/mL) | (ng/mL) (hr) (hr)
[ K| LI ODSE
200 % | 150mg s |24] 3404024330 56321526 | 1355068 |6.29+053
~ %‘ )H0DEE150mg | 24 [33990+4453| 5614+1255 | 1.34+0.75 | 6.32+055
0 6 12 24 36 48 (hr) 7K FLA N ODEE
w5 % R % 150mg [F—5 | 23(32280+3474| 5568+970 |0.77+0.43 |6.09+0.57
MFRTLHNY VREDES {/?u VYH0DE150mg | 23 [32320+3863| 5495+1112 | 0.84+0.37 | 6.13+0.65
(FLAH/IN > ODEE75mg [A—/\Z ) (CFHfEi+S.D.)
T VAN YOD$ETd mE [ A —2vT | L)) AH0DEE75mg %
Sy . ™ . NN 7L A31) 2 OD$ELS0 F*—7 K7 L
DO AR EILE D ZREA LG (T LAY Y e LT ey #150mg [F =17 kLS
75mg) ERES A FICHE R, K L&UWJ(EF) 0 Hi[alRE T4 - ne/im
L Clseh R LRIEE 2 e L. oz 3EmaE s 8000
A—% (AUC. C,.) L:Olﬂ“(90%ﬁﬂfﬁEF'ﬂ(£ 2 CHERHENT & 1 70001 o _
17724 log(0.80) ~log(125) DM TH )\ W OEH % AFij&G%mBMN*“”J
FE TN .7 s 6000 —o— 1! $£150mg
WSS S < L7 Al £ SD, n=24
Y BYE T A — 5
AUC0448 Cmax tmax tl/'Z
" (ng+hr/mL) | (ng/mL) (hr) (hr)
K| FLIA ) ODEE
7& Tomg [—rns | |23 159402177 | 2598556 |1132074|599+059
2| YUHODEET5mg |23]15510+2095| 2513+606 |1.09+0.67 |5.89+0.56
% ;75:;7’ 'FZX_ (313;’? 22(16150+1911| 26804633 |0.83x0.61 |6.12::0.76 .
;gu g 0 6 12 24 36 8 (hr)
| VUAODET5mg |22 (159201948 | 2472+438 |0.71=0.24 | 6.03+0.67 B 5 %
(FI9fE=S.D.) MEEFRTLHNY REOHE
TV AN YOD§ET mg [+ =T ] Ok Lixs) TV A3 YOD$E150mg [+ =T ] Ok ) $%5)
(ng/mL) (ng/mL)
3500} 8000}
% 3000 —o— FLHNY YOD$ETEmg [+ —/1F | % 7oor —o— FL#/NY ¥ OD$E150mg [+ —1F |
e —e— 1) ) 7 OD$75mg 4 6000 —e— 1) 1) 7 OD$#150mg
- 2500) P £SD, n=23 FIE £ SD. n=23
L
#2000
N\
2 1500
&
B 1000
500
0 6 12 24 36 8 (hr) 0 6 12 24 36 8 (hr)

® 5 % KR
MmIFHRT L AN VREDHTE

#% 5 %
Mg 7L AN VEEDOHE
MHE BN NCAUC, Con D28 T X — 513, B 8y

ML O PR IR - R S5 O FRER S & o THEA 27T 1 VM‘
60



16.2 BRIY
16.2.1 BEORE
HARNMNERER AL BT, AR L OERICT LN V%

150mgH AR I4% G- L 72 0 C 3 F N2 4.95 K 183.22ug/mL.

0 20947 L O3 37HEI, AUC, 2 2 23120 0°288ug-h/mL
Th oo BBHEGIZBVTCou I3 Lt RI24H5
MR L7225, AUC, sPIEF 133 8 % Th - 7Y,

16.3 2
HARNERER AL, 7L A3 250, 100, 200, 2505 OF300mg
(#8506 ) %ISR O S L 2R W o s
figk (VA/F) 3840LTH > 720 7T LAY VI ERICEAT
L. RIS 2 Mo i, 076 TH o720, 7
VAN id, 01~20ug/mLIZBW TGS, TEAL
WAL ho 7229 (invitroiER) o

16.4 X35

FLANY LZIFEAERBEZT R, BEKRA WEAG6
Bl) 12MC-F L AN 2 100mg (107.94Ch) 514, Az mR
SN2 BETBEDRIUHREALARTH - 720 WA Sz
TLHNY) Y OEERBWTH HN- A FI)IVFHBERI RIS
wD09%E LTHINE Nz ImvitroiERIZBWT, TLANY v
159ug/mL (1 mM. 600mg/ H #5-H D @ RRED C,,. DFRI10H)
TCYP1A2, CYP2A6, CYP2C9, CYP2C19, CYP2D6, CYP2E1
L OCYP3AAIT S 2 BLEIZERD SN o 7201012

16.5 Bt
HANERER NS, 7 L3 250, 100, 200, 250 0°300mg
(BG4 6 B) % AR ARFIC HHE L 13%5- L 72K O CL/Fi34.64~
515L/hCH o720 I DIFORAHRIEZIE839~97.7% Td - 727

16.6 JHENDERZEIE8E
16.6.1 =keE

SERRAI6T ~T8I% D H AR N e i 6 B2 7 L 473 1) ~100mg
Z BRI G U722, b (S LARER, t,,136.32 M T d 5 720
AUC)o B Uty old MEHEIE W E T L AN Y »100mg % Hi ]
%%D#&%llgf:u#tLtﬁLfbfﬁmc:i%kwfﬁﬁﬁéﬁﬁrﬁm%
Y,

Cnax tax AUCy-o tis CL/F
(ug/mL) (h) (ug-h/mL) (h) (L/h)
fidt e 3.24 14 26.6 6.32 3.82
Tl (0.55) 05) (4.3) (0.82) (0.65)
fre e 3.56 0.75 204 5.66 493
Il | (067) 027) (1.3) (0.59) (0.35)

Mafripe . % 6 Bl T3gfl=SD.

16.6.2 BipEERE

(1) EFERE DR B WHERE2661 2 35S, T L AN »50mg & |l
R 5 U720, BRI T I HE > Tty A ER L. AUGC,..
AR L7z CL/FRU 2 )75 YA (CLr) B2 L T7F=v
VT T ACHBILEY BHEATF—%),

JLTF=Y | Cow | twe | AUG.. | t, | CL/F | CLr
7077 A |(ug/ml)| () | (ugb/ml) | (B) | (mL/min) | (mL/min)
>60mL/min | 186 | 100 | 159 | 911 | 565 | 449
(n=11) (039) | (022) | (14) | 283 | 176) | (236)
>30-<60mL/min| 153 | 129 | 282 | 167 | 306 | 154
(n=7) 029) | 039) | G50 | @) | 73) | (77
>15-<30mL/min| 190 | 193 | 523 | 250 | 167 | 923
(n=7) (062) | (148) | (A17) | (6.7) (39) | (337)
<lombimin | 6o | 100 | 101 | 487 | 830 | 430

$eGaw 0 50mg (Hill), “F#E+S.D.
CLr: %2077 R

(2) BERMZEYENERT
33BGIDBERH (HARNATAE % & e - RHEBERHTOB], iR
5 AR 260, B DR T AR RS AR R ISR D B A AT
2 SR 15400 J OSRUHE R e BB 22401) & xF 5 & L CRHE RIS
WY REMAAT 2 FEHG L 7R, — RN R e l-a o= b A v
FEFUDHEE SN, HEREE LTCCL/FICHLTZ LT F=
Y2707 A (CLer) BROHAAKRE, VAd/FIZH L TBMI
PHARE, PRI M OSERGASHE SN2, 7L AN v o3k
BHREIC B A 5.2 2T & L TIECL/FIC 3 ACLer SR E T
bobLEZLN, FEREEEDRA BT, CLaDXTIZX
D, TLANY) YOCL/FIZMKF 35720, Clerftiz % & L
7R - HROFEFLETH %,
¥ 72,
CLer2%30mL/minh F60mL/minA i \2 & F L Tw % BEICT
L3 »150mg#x 1 H 2 MRS (300mg/H) L7iz&
EDEFIREIZBU 5AUC ), (AUCyyys) DETMIC L B4
EMH1E. CLer%60mL/minll EoE#H T L AN »300mg%
1 H 2 mEROHES (600mg/H) Lz & &M LETH- 72,
CLcr#330mL/min2k F60mL/minA i O BH 2 BT % 7L AN

H A\ OB B PR AR Al [ 5 L2 5 I B 12 B W T

Vo r )T T Y A& CLerd®60mL/minbh F o B D)5
Tho72", [7.2, 9.2, 9.8.1 ]

VAN = e AUCq 12 & CL/F
2T T VA TR (ug-h/mL) (mL/min)
>60mL/min 1 [11300mg 86.1 63.6
(n=31) (1 H 2 (27.8) (185)
>30-<60mL/min 1 H150mg 85.7 311
(n=14) (1 H 21m) (226) (8.11)
“FIfiE+S.D.

16. 6. 3 MiREITEE

MUEENT % 21T T B HERE1260 7 L AN ) »50mg % Hi ]
RS L7z, 4 R o MEHENT I & ) gk 7 L AoNy »
R ER50%E TP Lo TOROENZY T IV A
192mL/minT& - 72" FHEAF— %), [13.2 ]

16.6. 4 BILE

FEHRI2EM L Eodzilea 1061) 12, F LAY Y 150mgF 12
BRI &2y (300mg/H) L7zBy, LAY VIZRFAICE
7L, B oEEIREIZBIT 2R E ., BRImEhof
76%CTdH - 720 FLIB OV RFLBECE #150mL/kg/H &R E T
L, TLHINY YOI RANDIHDZ) OFIHEREEZREIZ
03lmg/kg/H (AEIRE T2 & ARG EOH T7T%) &iEEs
na? HEANTF—%). [9.6 2]

16.7 EMHEEER

TUANY) FFEE L TRE RO  FIRPICHEES L, e b
ICBWTIFEAEREBEINL Z 2L, FRMBEEAICDES
Lo, 7LANY UM AR 2 5] &2 3 Rtk
SN FHEAT— %),
16.7.1 HNNXLF >

TVHNY) P ERNRYF Y ORYMEAEHICOWT, K
ANIBI ZFF G T L AN 2 100mg B A8 2 F »300mg %
HiaBe G- U 72l S OMERERCAL8BIC 7 L 47781 »100mg
A NR Y F 2400mg % KA S (350 0 S KEM) L7z
B S0 L CMET L7z 2 o8, Hia S L O EE G- 0w
FTRIZBWT S, TLANY YoOPHIC L > THNNRYF VD
BRI ZEAL L e h o Tee Ty T AN ¥ OWIGEEE X
HNRYF PHIC K 5 THOTPET L7225 WIEISIEE
WA o 7217,
16.7.2 OGBS BB/ VIF> ROV RPIFZIIXE
STF—ILDOEHE)

TERERE N PE166] 2 6 SRR LA SE (ki 2 v o F > Fa v
Imgh 0" TF = VT X +F V4 —N0035mgDE&# 1 H 1)
LU ANy Y (10M200mgl H 3 1) % MBS L7z
B, LAY VB VT Y FarnC,, 3T LA
U VIEPERIE & i LA bR, T LAY YOO
AUC, 3 7L A7) VIEBEHIRE L iR L Cl6%3EmL. 7L
NYVIE I VEF v Fa yoEYEEICEEE RIZS R ol
FLHNY) VPABOLFZ VA FNF VA=V DC, B
AUCpld. F VAN VIEPRHTEE & [l L T2 2N 5 %K O
%ML, FLANY VIZZF VIR b T T+ — Loy
BRI E LTS hh otz T, ROBITIRIE T L AN
YOMSEPHEE (M9 7)) SEEE RIFS o2,
16.7.3 OS5 E/V L

TR N1 %2 5 7 L AN &~ (110300mg 1 H 2 1) %
BRI S#%, 1o E8a (1mg) Z2HEMES LK, v
EIRLDC e PAUC. ol T L AN VIEPEHIE & Ik L T
FNEN6%H WML, TLANY idua s/ apH
WG\ B R NIEFE hhote T2 BT ESAHHBO S
LAWY Y DOC,,E 07 ¥ 8 AFE0EHIIEL D 2 %8 L.
AUC, 213 1.8%fK <. BT ERLIET L AN v DY EREIZH
BEH2Gholze TLANY) T FENRLADHHIZIY,
SRAMER AR B OSHLACE B BE AR 12 4517 B BUIS A E R0 F 2 348 A8, it
FHe G0\ T LA R 5 B i 25380 H 72,
16.7.4 %> aK>

TERER N1260 % 5 g7 L A8 » (1 \300mg 1 H 2 |) %
RABREOH G, ¥ a ¥y (10mg) ZUHHKES Lz, +
F3a P rDC L UAUC I T LN Y IEGEHIEE & g
LCTZENZNLI% KL T95% A L. TLH N vigrFvalk
YOEMBIREIHER RIFE Dol T AFT ARG
HEED 7L H N v OC,Ad. FF 23 FVIEFHR X ) 45%
Ao 72h AUCy L FRRETH Y, FFaF 7L an
VU OEMBEIHEE R otz TULANY Y EFFY
I FYOPERIC & D FRABERE K OSHIGE BB BEC B0 A BUG
FEE R IEA DS, WA 5 TR LA 5 % f#1A)
D S5,
16.7.5 T4/ —JL

TERER AN13B &5 g7 L A8 » (1 H300mg 1 H 2 |) #
KAE#ORG %, =% 7 — (070g/kg) % PG L 72K,
I8 ) —VDC S AUC . T LAY IEGE IR & Hii
LCTZENZN8I% KL 6% A L. TLHNY vigzy ) —)
DHMBEIHE R RITE hholze T ¥ — VIR



DOFLHNY) Y DC S AUC, i =% 7 — VIEDH I & It
L CTENETN21% [ N1 %0y 7255 2 O 7R E
LR BETIERVWEEZ DN, TLINY) ey ) =D
BEFNC & 0. RRNBERE L OSHL B B AR AR 2 B 1T 2 BUG # EE R 1F
%%%ﬁ‘%%&Q%KR&TMWWKﬁTTé@Wﬁ%b%
n7==,
16.7.6 7z = b1 >

7 = M YHEAOMEFE G L D AEIRDLE LTV BIRAER
BCAPABREIORFNZRIC7 L AN » (17H200mgl H 3
) % ARG Lz, ZLANY Yid72= M Yol
PR (b5 7)) \SEBERITET, FLT=b 0D
FVUHNY Y OEY BRI HEE 52 o 2P
16.7.7 HILINTEE >

HNNTEBE VWA Z RS SN TV B RATA»ABRT2
Bl g7 L A8 >~ (111200mg 1 H 318) % SAEREIT3%
LK, ZVLIANY YiE AN EY Y ROTZ0RGEY
(1011-=RF ¥ FK) omsEhiE (M7 7#) (88 E2 RIT
X, FEHIMNIEE LR T LUANY L OEYBREI L
Bz ko,
16.7.8 /NJL7 O

SNV TaEEF M) AR ARG SN TUW LA TARTA
HBER260 25527 L A3) » (11|200mg 1 H 3E) % K18
OG- L2, FL AN i@y 7aBolidEh s (b
T 7MH) \THEE RITET, TV TUBL T L AN YD
YR R 5.2 o 122
16.7.9 ERMUX>

FE MY F &k HATHBRG SN TWARATA»ARE]LL
BRI 7L AN v (1H200mg 1 H 3) % KRR
B LW, FLINY LETE M) F o oligdiEs (F5 7
fill) \CHBEZRIZET, F2TENIF L TLANY L
WIS 5 A o 127

17. BRER R AR

17.1 B3RV RLM(CRET 28R

17.1.1 BN 7 R EEHER

WIS AR B F 2R & L2135 o B R
RENZBWT, TEFHEE Th 2 i ik 0% 2 2 7 1%
THEOEBYTHY, FLH Y »300mg/ H B % 0600mg/ H
BECTIE T T 2R L R L CREMFIICE B REETRO b1
720

RGN OFH A 3 7
e
TrEX ] 97 |..5la019 | R -
g(l)/mZ;E') 7 86 481020 [—o.é%,sé.%] 0262
376(1)/11@;') 7 89 4264020 [_1_3’3%%_32] 0002
gg&;g;g?yy 97 449+0.19 S oy | 0019

a) BB A H T 20 A0 Hikd &5 L7z 138 E 0T A
27 [0 GiA&Z%L) 510 (THUEZRWEA) O11EB R Tk
BN, ZATHREVIEERGFEAZRT ]

b) HEHKROCLr 2T N—2A 54 Y OEHA T 2L/ E T
% L5

c) 2v7F=rr0T7 Iy AHfiEM (Cler) 12X - T, 30<CLer<60mL/
min® L EEF1213300mg/ Hy >60mL/min® #5512 12600mg/ H A%
Fh sz,

LAPERHl R BIh ORINEFEBIEIL, 77 L REET439% (43/98
Bl). 7L I3 »150mg/ H#ET57.5% (50/871). 300mg/H

FET730% (65/89%1),600mg/ H#:T825% (80/976#1) TH -7z,

FEERE. FEED v (311%). IR (286%). i fi
(121%). KEWVEFE (11.7%) Tdh o 720 FE ZEIEM I,
150mg/ HH#EIZ g 161 (fsdi © RWlfE) . 300mg/ H#E ISR
A ARIME O 161 2 ¢F (e mE) A shie® 2,

BRI VERAS PR 1k D B B 2 xR & L 72138 5
O HEREBABICB VT, FEFMIEH T 5 Rl s
DIEFFEAATIZITERDOEBYTHY., 7L AN »300mg/ HEE
T 7 T B REE L R L CREMEICE B R UED RO bz,

BTG OB A 2 74
Pelg i YNy N=ATAIPED| ooy aer 3
SEBIR | P | AL e | pf
B | g e | 9% (RHECH]
FoeE | 135 | 483+021 | -120+021 - -
;gg;z;}?>’ 134 | 4204022 | -182+022 [71&9?%17] 00075
égg;i;}%f/ 15 | 4082032 | -l9a=032 | 0T | -

d) BB AR H LT 2 A0 Hk2 S 50 L 72 1 80 o F 9% 5 X
a7 [0 (iAazL) 22510 (ZhUERWiis) O11ERS TRl
BN, ATTDBREVIEERVIEAEIRT ]

e) ZHBEROCLerf@ 2 W, N—A54 v OEIFA T 2 HERLET
LG ORI OIEFE A 27 OR—=2F 4 h 5 D%AL
igf?é) TV HNY) Y300mg/ HEEE 7o REL olbig% E%H

) 2VL7F=r 2075y A (Cler) 124 - T, 30<CLer<60mL/
min® BB 12 13300mg/ H  >60mL/min® # 5k # 12 13600mg/ H 2%
-3 hiz,

L EMERHIR S Eh O RIVERFIERIL, 7T 2 REET36.3% (49/135

B). 7L A3 »300mg/ HEET56.7% (76/134%1). 600mg/ H

TET80.0% (36/4561) TH o7z EAREIMEMIZ. FEIMED T

(300mg/ H #:19.4% J% 0°600mg/ H #:37.8%) . MK (300mg/ H ##

20.9% K& 10°600mg/ H #£40.0%) . FAYMEFIE (300mg/ H #12.7%

K 1'600mg/ H #13.3%). & | 3 i (300mg/H #11.2% K% O

600mg/ H#E11.1%) Tdh-7:%

HRAE R IE U 2 P R & L 7216 e 5- 0 —E E M IR 1

BT, FEFHHEH T 2 w#EFHliR OBIH A 3 T FERD

EBHOTHY, LAY B (300~450mg/H) T7I+EK

BEE R L ORI E B B0 bz,

BRI O A a 7Y
EpEEN s - BNCIEEY | TR REDE
PR miease | losotgmxm) | P
751K 248 545012 - -
FLHANY ¥ ~0.44
300-450mg/H| 220 501£0.12 [-078,-011] | 00046

g) WEERE DV H LT 2 A DO HEED S H I L 72 1AM 0PI A
a7 [0 GEAazL) 510 (THUEZRWIEA) OB T
SN, AATVREVIZERVGIAIAZ R TS

h) HBHGHEER T X=ZXF A Y OFIJ{A T &5 L3 2 L5580

MR S P ORIER B . 79 £ KHET51.6%

(128/248%B1). 7L A3 » FET824% (206/250%1) T - 72,

FREWERIE, IR (452%). FEITED F v (288%). ARENE

m (144%). s (128%) TH -7,

17.1.2 BRI 5HEE

RIS AR R 126090, B PR M AR A AR B B2 A 9 9K

S R 12300, RLHE A 6 AE FR 106451 31 v MK 1 o Ak e S A

(B AR P 0, 2R P R B, 2 8 ME R ALE (2 1 5 &)

BAR1030 & b 4 & L7z R 538k (Wi d52:8) 281

LA DIE (0 ~100mma Visual Analog Scale TEATA &

13 ETRVATRT) OFHHIEITROEBY) Tho72,

FiADMEE (mm)?
FEATIRE G RIS 12 AR B PR PR MR RS S P
RRITHE FHfEi+SD FEA 1%L P E=SD
el 126 62.0+19.0 123 52.8+21.7
12;8 116 35.3+22.3 119 30.0+23.0
2438 105 34.0%23.0 112 27.7+22.0
523 94 283229 97 248+20.8
A DB (mm)®
FEAE 2 FRAHE AT PR R S PR
FEAL B2 FHfE=SD FEAl % FHfiti+SD
ey 106 61.8+235 103 67.1+16.6
12:8 104 489+233 98 44.3+26.9
2834 101 48.3+23.8 92 46.3+27.1
5238 87 471+24.8 85 44.9%27.0

a) 0~100mm® Visual Analog Scale TEASK X W EHRWFEAZ RS
EN PGB (RSB SRR 1ISB W C, ZatkiE
X G B ORIE T Z786% (99/12661) 12D SN, FREIE
FIZFEMED v (286%) . KAMEFIE (16.7%) . Bl (15.1%).
fREBE (135%) TdH o720

NP5 305 CRE IRV A R e B 10k 9 980) 1B v
Ty RAVEFN 85 i o B ENE70.7% (87/12361) 12 ®
i, LRBEIMEAIE. IR (228%). REBIN (220%). FH)
P F v (203%) T o720

N R P53 (BRAERRAE) (2B VT, RaPEREix S 6l
RIS EIE T 1284.0% (89/106%1) 278D & v, 3 7 BIEH 1316
R (264%). FEMED T (245%), REE (18.9%) . A fik
(16.0%) TdHo7zo BMEHOEIEEIZ. ZLPBRETHY ., &
JEORIEMIEZRD SN oz,

N PGB (AR EEE) ICBW T, BATT
Z [ B 3 ] B PR BB A & FREFEATIEAL L 723 B W XA IR BT [
S 72 2B E L 22 BIE . 874% (90/10361) 12380 5,
FABIER . @R (485%). REHIM (282%). FEIIED F
W (223%) . REEVEIRIE (175%) Th o 7277,
17.1. 3 EFEFERPR AR IE

BRI RIS 2% & L2 16 S o B HILit
BICBWT, EEFGHEE TH 2 EBHMOEIHA I T I TED



LBYTHY, TLHNY VB (150~600mg/H) T7 7K
B & L ORI AT IS B asiloo H 7™

FHA T
P 5 EHHIONR=ZGADE | o ey g
- G| OTELR TIRRLDE
751K 106 ~1.07+0.149 - -
FLHNY ¥ ) ~059
150-600mg/H | 10° 1.66=0.157 [-0.98, -020] |00032

a) BHHEORG 3, 150mg/HASME L. 45258 X 0 M%7V,
%4%fg?t&ﬁbtiﬁﬁ%KT%Sﬁ#%%wﬁifﬁﬁ¢
5 2o
WERH P HRRIRT 2 AOHE [0 GEazL) 2510 (Tl
ERviiA) OUEBETHM S, 2373 KEVIEFERVEAZ
RY ] AOHEM LB (16AK) OFMATITDONR=2F5 4~
25 OF 2t & e G-I TRk L 72,
HRMONR— 25 4 ¥ 56O LR=
[H#E (163 OFHEIHA AT -R=2 54 Y OFHFEIHA T ]
X [k O 5 W /P 5- W (16:81) ]
c) BGMERHEREE N R=Z2F 4 VOERAIT LA T
L MEOFHEiOKA 37 % 4w L3 2 o aohT
AR S BIrh ORIVER SR T 7 2 R #HET46.7% (50/107
B, TVHNY) SET67.0% (75/11261) THh o720 FREIE
JHIZ AR (33.0%) . iFEIMED T (17.9%) KRS RIE (11.6%)
Td o770 MELBWERIL. MR 1 BIARE S, mE L2,
17.1. 4 S{E 7 7 &R BHER
WREE R EE LS L L ZHEERILERABKICB VT,
FEFIEE CTH 2 Gl OEKEA I T TR EBY T
HH, WINOREBRICBWTH T LAY »300mg/ H#E KLY
600mg/ HBETIZ 7 T v R L LK U THEMAMICH 2l
ASERD LNz,

b

%

BRI O 2 3 7
i | B RN | TRk
S ey | WSS | oo | L
) PR o | oswmenim) | P
SR i S B
1 |79k 03 | 614+023 - -
S e e B Ry B
FLHA)Y 088
Tomd7| s | szes0an | 8| ooorr
FULAAY Y o7
30mg/H | 98| S07E023 70 045 | 00016
FLAAY Y 179
60omg/pe | 88 | 435%024 | 15407157 | 00003
SV 1/ TS0
2 |7oex 87 | 550£021 - -
(53M) [0 oo [
FLHA)Y 014
A 83 | sa6x021 | 0 | 07999
FUAAYY 007
5omg/H | 82 | 592022 | [ g6 0501 | 0799
3 |7oex 81 | 633£022 - -
R e e e APl R
FLHAYY 120
Tod7| s | sasoz | ] 00002
FLAAY Y 57
0mg/H | 0| 476023 1 190070957 | 00002
4 |7ex 81 | 5205024 - -
(M) [0 o om o[
FLHA)Y 169
FASACAIE S TS L7 e J

a) WERHE AV H RS B A0 HEkd S 5l L7z 1EE o955 A
a7 [0 GiEaZaL) 2510 (ZhUEZRWHA) O11ERS Tl
BN, ATT7BREVITERVIFAZRT ]
FRBR L KN4 BB BiRk L OCLerg 2 T, R—=Z2F 4 YDk
AT T AR LT 5 I
ARER2 O3 GBI ER T, R—=AF4 VOKIHAAT
% LR o B I T
c) 2Vv7F=rr0 77y AHfEM (Cler) 12X - T, 30<CLer<60mL/
min® P ERF 1212300mg/ Hy  >60mL/min® # 5k 12 13600mg/ H 7%
s hiz,
AAEH s OB TRER 1 12 BT, A tERFix 850k o BIFEH 3§
WHRIZT T RBHET398% (37/9361), 7L H/31) »150mg/ H
B T59.8% (52/87%1) 300mg/HHT64.3% (63/98%1). 600mg/H
BET744% (67/9061) THo Tz EREIEAIE. FEITED T
(150mg/ H #16.1%. 300mg/H #£32.7% K 0%600mg/ H #£36.7%)
fEIR (150mg/ H#£9.2%. 300mg/ H#11.2% 2 0°600mg/ H #:25.6%) «
KAYPEE (150mg/ H#12.6%. 300mg/ H #£14.3% 5 0°600mg/
H#133%) THh o7z HEEREIEMNIX.300mg/HEIZT F7 4
T F T —RIS 1. 600mg/ H BT Bk F v /BT FE /i
WEJTRE/ FAYPERIE /IR O 5 425 1 FlHICHiE SN, wInhd
[\ L 720

b

%

FLESS T/ I ATEER 2 128 W T, Zea P EFlixT 860 i o BT

FHHRIE T 7 2 RBET250% (22/8861), 7L #/31) »75mg/H

TET321% (27/84%1).150mg/ H#ET41.0% (34/8361) TH - 72,
FE R FEES £ v (75mg/ H #8.3% M '150mg/ H #f

145%) K OMEHR (75mg/ H#7.1% K% 0°150mg/ H #£9.6%) . 14

g2 (75mg/ H BE7.1% & O°150mg/ H #£4.8%) . 551 (75mg/H

1.2% K U°150mg/ H #£8.4%) &HTH - 72,

FLESE T/ I ATRER 3128\ T, ZeahERlixT 860 v o Bl VE T

FBHRILT T REET395% (32/81%1), 7L A3 »150mg/ H

HT50.6% (41/81%1).300mg/ H#ET67.1% (51/7661) TH - 72
FERFEWEZFEES v (150mg/ H #12.3% M O0°300mg/ H #

26.3%). IR (150mg/ H#£14.8% & 1°300mg/ H #23.7%) « L1

gz (150mg/ H #£9.9% M 0°300mg/ H #:6.6%) %5 CTdh o 72. HE

BREIER X, 150mg/ HEEIZESEL, OZE AN, ORBEAR

R/ OB AN © 360 4 fEAsHE S iz, S s ol

DWW Ty DS I A, OB AN B IR /O s 1 SO AR DUA 1

Ko, EELIE R MERR S iz,

HVESE T/ I ATEER 4 12 B W T, Zea P EFlixT 460 i o BT

FEHAEIE T T2 RBET369% (31/8461). 7L AN Y HET

73.0% (65/89%1) WO SN, ELBIERIZFHED T

(27.0%) IR (23.6%) FAHPEFIE (135%) INEZE: (10.1%)

17.1.5 S ERAHREHER
WREB AR RS 205 & L RUHRG R 1 (154610, %
Fe3128 e 5) K2 (27561, mER172HBG) 2B DA
DOEEDFIHITTEROLEBY TH o720

FiADHMEE (mm)?
AT 5 Rl -5 1 R 53k 2
A B % P fii+SD AP B % P fE£SD
ERZEN T} 154 69.4+18.7 275 67.3+17.9
1238 114 42.8+26.1 211 40.3+254
2438 91 40.5+25.1 173 41.4+249
5238 63 38.3+£24.6 122 35.7+24.2
10438 32 36.8+23.2 78 325%24.1

a) 0~100mm® Visual Analog Scale TEASK X WIT EHRWFEA Z RS

FEI#H 538k 1 1238\, 24V aEAse £ 6t o BRI 1 75.3%
(116/154%1) 123 5N, ERFEWEMIZFEIMED v (208%).
REBAI (14.9%). IR (13.6%). FEIZ X 2405 (97%). 11
NEZME (84%). FAYMETRIE B Ol (%7.1%) . MEJI%E B O
L (%65%) %THh o7z TR FHI X 50M5 3 61,
FEMESR, EEEEE K MY v adnE. E=E A/
PO, Jetl/ I & 24/l & B4 5 61 8
TAsE S, RS I L 72,

Rl 53085 2 12 B\ L eV S Bt ORI 165.1%
(179/27561) 12#B® S, FREIEM I FEES v (16.0%) .
RAYVERIE (127%). MR (105%). M5, JHHH. ARER
R ORI (%58%). Mls (55%) %THh o7z BEHEZRNMEMIZ.
AN B S DR BRI/ e @ 2 B 3 PEASHE S, & DR
FERZIREIE, FHHETH - 723,

17.3 Z 0Ot

17.3.1 BEOZERR
HARMERRAZ5 TG L L CHERLOCERIZT LN V%
150mgH MR Pe G- L 72 BE O 33P0 T v o 58 BIRIE, Ak
5:53% (1/1961) & M fii5-30.8% (12/3961) T -

.36)
7276
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18.1 kMR
T VAN VPSR B W CEMARAEE S L Y 7 A F
AV OBEFEIH LB 2 5l % 22§ ap6 7 2= v b L DK
EALT, AIVY I AF v RVOMEER CORBERLTH IV
VY LTAEMEI L. NV 3 R O R Y e i &
W52 EARBENTWD, FIZ, TLHNY ¥ OFEIE
AR HER D V7 F L) SRR k=
BT T A DG LTWa 2 EAURIB R T g5,

18.2 SEIE1EA

TLUHNY E BIFERICB W TAMER SR 3 S
ATENIWIT S, KA AREAE G S OVBE IR IR 1 Z & 2 A s S5 P 0
AW B RERIE R 2 T %0 F Ao, AL, Sk,
FUREIEG M CER SN D B, HEABETVICBWTHE
W 2R3, )
18.2. 1 @M MIRIEE (CCl) EFNMCH T RE7AT 1 =77
1ER

FLUHNY ik, v FCCIREFTIMIZ X 5, R OEIN 7 a
FUZTREDITHEILY,



18.2.2 HREMEREL (SNL) EFNMICHB I 3H7AOT « Z74EH
FLUANY ViE, SNLEFVMIZE ) T v MIHAE ST R
CWM7 a5 4 =7 28 L7"7,

18.2.3 ARLFRY DY (STZ) BERHEETIVICHE T2 7O
T 1 Z71EH
FLHNY ik, T FSTZHERIGEF VB W TIAET 55
IR OB 7 a7 4 =7 24 L 72"

18.2.4 BEIBEREBETTINCETZR7O05 ¢« Z74%H
TUANY Vid, v ARBANOHE T X 2 BT 7L
CBWTERAETAIHNTOT 4 =7 28 L 72",

18.2.5 BHBHERIRBETIVICET3R7O7 « Z71EH
TLHN) ViE Ty MBI EERERE T VICB W TIEA
FTAHNT OT 4 =7 2 L 7=

18.2.6 FILTULFAMIBITZEREEICHT 2EEER
S v MREBEANO RV ) YHREI X ) ST 5 2 AR oS
WATEIO S B, T AN VIR EIEESE ST 5 LS D
5 2 K 2 BRI L 721
1) TR MEE 2 il R O LI U B A R M T o

FA4 T IO, B 2B IRICET 5 2 & TE
L2) ROBK (RE~NOBETELS) Tusrs =71
SHEEND,

19. R CEE Y 2 IB{EERIFR
—f§EYRFR : 7L AN v (Pregabalin)

&£ % % : (39)-3-(Aminomethyl)-5-methylhexanoic acid
4 F RN CH;NO,
4 F E:15923
b ®ARRE, Ao K TH %,
ARiE, KIZRRETICL L =7 /=)L (995)
IZHD TEHEITIT W
LEEER NH,
CHs / H
CO,H
H3C
22. A%

(FL AN >ODEE25mg [F—/1F])
(PTP) 1005t (105Ex10x 14%)
500%% (10%E % 10 x 5 4%)

(FLHINY > OD$E75mg [F—/1\F])
(PTP) 1005t (10%Ex10x 14%)
500%% (10%E % 10 x 5 4%)

(FL#HINY > OD#E150mg [F—/1\F )
(PTP) 100%¢ (10$Ex10x 14%)
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