—_—MN

4

_—0

2

—
—

20204 8 HERL (55 1 5D

B b

ERHAR - AMES I EORO RN I 2 2 &

MREIX D - TP (R - RSO MTTEIZ LD
552 k)

H A HE 7 i o0 A
871190

71 7 V25mg | B 7 NV75mg |71 7t )L 150mg

& 5| 30200AMX00819000|30200AMX00820000|30200AMX 00821000

I ) FAMA ARG | SRR | SR A R

W 5¢ B 4h

ST S
pedleSl
ul
(52}

s
i

RiRAEY (FREEEMERE - BHEHRIE)
TLANY AT EI25mg [HEL]
FLAHNY AT EIT75mg [HETL]

TLANY AT EIV150mg [HEL]

Pregabalin Capsules
TLAHANY ATV

(2R (RDBEEICIEIBELEVN &)]
AFN DB LS EE O BRI O & 5 B

(#ER% - MEK]
TLHNYY | FLANYL | TLHNY >
WioE 4 h7wI HTEI HTHI

25mg [HET]|75mg [HET][150mg [HETL]

IREERECES KR

W R ANIEIHEE LT L AN 1 H150mg#% 1 H 2 [
AT TRIOES L, 20k 1 MU ErPFTCIEHEREELT
300mg ¥ Tl L7221, 300~450mg CTHEFF 3 5, . B,
RICE D BEEIERST 225, 1 Hig@SH®EIZ450mgr @2 w2 b &
L. Wb 1 H2ENZHT TRITEST 5,

L <m%-BECHEEYAEALOEE> 0 |
LAHORS £ IS 2H AT, A% L b LEIDBLED

HII - i

*v oy THRELY
AT EA

vy TN
e, K74

F vy TEHROD
K71 HFEE

Vo B 5T v
77 —=LrTr7

Vo BT v
77—t

DS 72 VA | EEAS A O 71 | ORE 7 72V Hl
T OVHF
ARG DX TLHINY) v
a
(19 T4 ) 25.00mg 75.00mg 150.00mg
D~vy=F—D-vrr=>hF—D-7wr=»Hp—

V. 4T v
A | a s

JTRAICRES 2 2 Lo [[EERIERWEE] QWS
1

AFNIEE L TRELEPRPICHRE SN D 720 BikeE

AMET LT A EETIE, Mg < 20 BITEH A
BHLRLTL BbBENDD DLz, BEDIRIER 14712
BIEL, HEICHTTLLELD D, BEHAEREREIIR
Flat53 o813, TRIORT 2 LT F=v 2 )T 5>
Az BE L L CARAORGE R ORS WEZ A+ 5 2
Lo T MEEMZZTTWAIRETR, 2L TF =
70Ty AEIS U7 1 HHECIA T SN % %
i L 72 R ICARFN OB G- 2175 2 Lo BEOHEDFE
ENTWAEAIE, KHE» S L . DI HERS
. RS ARGEICHET L8, BB, T2 TRL
TWAHE - HEEY 32— a VEERICES DT

M %4 M 24 M8 %4
YL AR I 2 NI B o N NI B D 2 N N
Yo7, I\ ITF, TUIETFU, TY
VIVEREE S b ) VEREER S U ) OVERRES R Y
T A, BALT S| AL BRAILT Y | AL BRILT S
v V. S bR | v
I %H a%
T4 B4 T3
TVIHNY Y | TVLIHNY Y| TN v
ENI SN 25mg 75mg 150mg
HIET HET HIEET
wFEI—-F @631 @632 @633

(zhEE - #hR]
g E VRN . ARAERAE (B D T

.....................................................................................

<zhEE - R ICEET A FERALEDETE>
MHEGIE OB, SRED) v~ F A5 (k) S
QRPN 2 FE | IO X EEICFERM L. M S Lo
GO FEETHI L,

.....................................................................................

(A% - AE]
RS AR
L NG AR E LT L) » 1 H150mg% 1 H 219
AT TRAOKG L, 20%1IEMUE»FTIHHEE LT
300mg ¥ THIHE T 20 b, Fin, ERICL D EERRT 205, 1
H&EAEIZ600mgZ i@z 22 e e Ly wiitd 1 H 2 BN2550F
THEMRG§ %0

HHI b, FEFEITLIHEIIHEL 2D, HE -

HELZHET 52 &,
HREEEMARE
v g
o >60 | 230-<60 | 215-<30 | <15 |go#i%
7oA JH i)
(mL/min) -
| 150~ | 75~ 25~ 25~
LR a 600mg | 300mg | 150mg | 75mg
| [{25mg 1 [F25mg
LH 3 1H 11
. | 1[A75mg bL I |1 A25me| 25313
= ik
1H 20 2Bt | 1H1E | 50mg
1 [n75mg
LA 10 1 [r50mg
1H 1
1 [F50mg
e | 1 AI150mg LH3ME 1 [M75mg 1 125 50 1%
HEFEE 1 H2 i LH 1 W i250mg Tome
1 [M75mg 1H1M
1H2M
1 [B100mg| 1 [A75mg
| 1E300mg| LEBE L TH2E ) e ol 00
BRBOR| g | M| X e o
1 [@150mg| 1 [150mg g
1TH2[E | 1H1ME

W2HIWICLIEL LAY BRI 6 FR R S 4 R
MBI 2 Ef L 725a0y 32— a UiERIcES
<0



IRHEBRIE (I fF 5 &

A A
- >60 | >30-<60 | 215<30 | <15 |H%o#i%
77 A i)
(mL/min) =
bl 150~ | 75~ B~ | 25~
S 450mg | 225mg | 150mg | 75mg
1 [@25mg 1 Bl25mg
1g 3 | LHLE
o | 1H75mg b L <id | 1M25mg| 251
W = ik
1H21 2\34% | 1H 1M | 50mg
1 [I75mg
LH 1 1 [M50mg
1H1IM
1 a]50mg
1H3ME 1 125
e 11@5520%5’ Wik 11%7?%55 L350mg 5705%1‘;(
1 [75mg 1H 1 g
1H2M
11100
H LT
YRR |1 [25mg| 1 @75mg| 120ME | TS0 ooy s
Gt | 1Az | 1A 3| LHLEXEBme e
" ik |1\l
1 [{175mg
1H2M

WE2HIZIM, TN CBEIE S 6 B A 5 4 FEE
MBI 2 Ef L 2580y 32— a ViERIcES

.....................................................................................

[EREDEE]

1.EERE (ROEBEEICIEEICBETEIL)

(1) BHREREEO & 2 B [[HEE - 2B ES 268 o]
DIHZI]

Q) BED ) s iAo BE LONEREZAFTLELEIIBW
Ty ) S MPEUAREDH b AT EDd b, ([BWEM] o
Z8)]

(3) M [[HE R EARMWEE ] RO [EEE~0kS | 0EZHE]

(4) & FEOBEA S 5 BE [[TRIVEH ] omEEMR]

2LEEREANEE

(1) AHOFGIZ LYo T v, @R, E#EAErdobh, HE)
HHEAMIZES-FLHLOT, AFFEGHoESZ T, HE)E
DR ) B OBRMEICHF S LWL ) EET LS
Lo BILERMETRERIASOERICKYERLEREEZEIL
BN H B0, TREFETI L,

(2) AN OABAPEGHIRIZ X ). AR, L, FER. TH. A%
T OGRS OMERER DS S b b 2 EhH DT, 5%
T 2HA121E, A & 1B E2 T TR 4 1=
6 :_ t o

(3) AANDOHGAZ L D ARFEIGINZ KT Z L WH DO T, HIIER
L. UEo#Ez S &b izaid, AEEE, EiEkgo
WY R B X 4TS 2 & FRIZ. HGEOWM. 5V IZEE
SAZHEWEEBSINASTRD 5N 5 T LB 5720, ENIChE
A FERIT A 2 &

(@) RFNOBGIZ LD 558, HREE, B, EHSoRREE)
HEUDHEWN S 5 DT, FBEEIZ, REFICOWTHEBZAT
HEGEE L. BEDEO 5 NI 2B T 2 k.
[[ZohoiEE] omEBHE]

(5) ARFNNC & 5 HHERE EPEIFE O HFR TR KR Tl % < oHER
THHIENS, TIHOBER L % 2 BOZN R G % i
TP, RF @R EEG LenT &,

3. HHEER

HAEE BHHICEETZ L)

E S BEAAEIR - HEE i | T - ekl T
PR AR 1) WA 4, Bl AT A | AN
FEF A FRER | SNz oiErd
#l o
FTFRTaARY FRANBE AR K OVHL | AR 22 RN & %
SR AN KA B % R B 2 L2k
TN A=) (Fl) | L CARFIAHIG I

ERT52BENDH

éO

I

B REIR - 18

Wiy - falr 1

I 4 3 R
FHEM (72 V7
Y L BRRER R

M FENE & o BY %
DR ST B HEH
ZRH LT s

R

3EE) T, MmEEE (3
(LTI -0 1S
RE) RIIETHY
AT EEDLBEN
Wb

RYMFREZ G &8 | F7 V) ¥ v REH | EEART
CHHEKF (FT V) | EARFOHIZLY
D RIER RAY IR % S E §
LUVAINET LB
FNDH b, F o,
CAVAINES S
BN ) IBEE N
TR I U DN
OAREDFEIE T TE
It+ 22 E2d 57"
O, KAEPEHT S
WAICITEE SRS
T5HZE,

4. 8l4ER

ZRFE A B Al A A o0 B ) S 3B S AS A & 72 B RS & FE 0
LT,

(1) EXBEMER (DT, & THEARH)

1) HFEV, EE. BFHEX
wE W, EIR, EREESD S b, B LSS ICE S 72
EOWENH HDOT, BT 54T REDRED LN
B3 kG 2 b EET A %2 &, MR EE 1T
o

2) DS, FhKEE
ARG, iKIED D &b s L OGN D B (20N
EEHTLEE) LAED) A7 HLBRETIE, Blgtr
FATV, BE DD b a3k 2k L, EY)
BALERITH 2 &,

3) & B R ARAE
WU RMEIE D D H b B Z DB A DT, L 41247
L fFAE. B, CK (CPK) bR&-. b OV 3 o
ruvy BRSNS S bNgA, S eIk, #Y)
GERIT) T ko F o, BRI RMEAE IC & 2 BB EED
FHEICERT L2 L,

4) BRL
BARENHHDLNDL EDOHREND D DT, BEIRD LN
A3 e ik L, Y2 0EE4TH 2 L,

5) IM&ZHE
ME RS OBBIEN D SbND Z EDHDHDT, Bl
D OHNZGEITE, BRSPS R RLEE T
&,

6) 1K IM4E
RIAED D SN D Z ENHLHOT, Bk, BEK, #iT.
MR, Bk S OMIMAEEIRD S & b7 B4 12135 %
kL. BEREAIT) L,

7) BB MR R
VBRI Jesdy b D 2 L3 5 DT, Bk, 0% b
BEFORRRIER T T CBE L. BEIROLNGAC
NG EBXAR. A CTEHEOMAZ IS 2 2 & HBEMEM %
DEEO NI A TG 2 Rk L. BB R E RV E Ao
GHEOBMY) RUEEZITH 2 L,

8) vavy. 7FI47%—

AV TTTIATXI—BHEbNLILDVHELEDT,
B % T 12 TV, BEIRO SNA I3 %G 2l L,
W) R EEZITH &,

9) BISFEIERIEIREE (Stevens-JohnsonfE{&EE) . SHZHIHE
R SR IEIRIE T, SRS H S bNDL T ENH LD T,
BE % T 12TV, BEARRO S NBA IS 2k L,
) R LE AT &,

10) BIGERT 2. FFigEREE
BIERF75. AST (GOT). ALT (GPT) _bEH-Z%4E kst
EERH5bNDLZENHDLDOT, BlEEEHoIciTv., 2
RO SN ARG 2k L, @Y R RLEYIT) 2k,



(2) ZDfaOEMER
WD & HEIWERATES b1, YR L.
B E OB R MEET) 2 L,

3N

$1E R

S| B ERIAE . ELERRAE MM A E

B

\
>,

M| ERONER, BROTE, SIRIMAE, I

B R3 B

B | o 8
B B %w
i | i S | it S

AIE, $hEL. RN, %0, RELRE, X
e DO, BbEEDORS, KOEEE, #1) 2K
Gy BRI AN )Y R IEIREE, B
FUH L HENE. A VT K A E . OB, W EE PR
VY N=ToiE, 8=y 7 SEE, B

FREREER | FEHO £, BUE, CPIREE, EBIER, BRI,
EEDEE, EESUR, EIR, MEERE, SRRE.
. L, AT R, S, RS, 3
Fru—=X A, BHEE, YAF AT = HEH)
i N VAR O QAN e f TN SN O TN
P, REMRORRRRIE S, SatbEE . Bk, WL,
EorEE

R B F|SH. ER SO0, HERE, M. S
AR, IRARIERE. MR, WROREE7. URIRNI. JEt
AE. AL MRECEE. IRIR, MR wE, Bl
EEROZL, HEOWZ S, sk

FE Xk U|HEEo v, Fig, BEEEK
®BEE
OB E|BE BERETuy s, MR WEAER, W

PEFRAR, OGRS

m & B F|msiE, fE, (3T

MEOOR 2R, | DPURIREE. SUEBHZC, Bk, W ONE, SRR, Sk,
R SRR v NG SN S b

R B E

B BB F| . O, TR R, W, IEERE G, HeR

B, . Boe BAPUE. A%, iiEssg, §
FOEMGREEE, B FEIR, Bk, TS

5. O FEE, BB, IREEMEE,. S, &
T #5E, HE. 5

BT . ARG, BAETERR. DU, ER. A
PR, . PUERE. R

BCoB AW
= &
waa By

&

PRIGEE, PERRNEE, SRR, ZHK

8%
i

T
Pl
&=

FLE. FhieA e, KMALILE . STRREIE, VEbhE
Az WERE I T REREEE . FLEIER

R e ST, BRI, BATREE . HIR I,
TR S, IR, B, . R &
B GBI Bk, BT, M

G|

I}

.

T - iRk

T R W

B D M| R ERE RR
| G AT O RGOS IO S

LS
3

RERIN. MPCPK (CK) ¥in. ALT (GPT) #.
AST (GOT) ¥éhn, 17 35— E¥Hhn, mr 2
L7 F = UEN. AR, I REERS . 1A A

DIEPN 27

(3,

. EREADERS
BT CIEBFREDIETLTWA I EREnED, 2L TF=r
7T Ty MEERSE G E, G MEE AN 5% 8, EHE
WG 52 ko [ HEICHEES 280 LoEs] Ko ME
TG DEBE]
T, BEETIZO F WV EIR, B ASIC L 0 mE L
BRI LIS D0, THICEETHI & [[REERERN
EEL [ERZEWEH] omESE]
6.1%1%. ER. RILBEANOEKRS
(1) 1318
TR IR L C W A TR0 b B 17 N2 iE, R E oAk
MiakthE B2 L HET SN ABAICORKE TS L. UF
IR O G\ T BRI L Tw v, BIERT,
B (RRE, RBMEFEOAER EA SEER, SE
HEEE) . HAERAORE (KEKT. AFEORT. HEEnE
BRSO . SR, EFEfEIT 5 085) s sh
TWwb,]

(2) B33
BITOmANIE, ARG PR L#TSEs2 L, [R
#le MEALHRANOBITRRD LN TV 5,]

7./ NREADES

R AERE IR, B, FUR. DR UI/NEBISR 3 5 a3

T LTW RV (EINERREC BRI 2w (53

F v N TCTEAREORKZEDE L wABRAE (600mg/H) &

S DMEFZIZ BT, FHEHREIR (B EFITERL R E LY )

L OBEAOEE (—@EORERIIE) 2HREIhTw b,

F7o. KERH®ED 2 /5% 2 5 B&E CIE MBS SO T

B, A5 REOEE CHRERIEOLENTHE ST 5,]

8. BEHRSE

(1) fER
15gF COBWMEHRGHVHE SN TBY ., #HEHKGRFIZADN
FERAERIG, BEIREE, IR, sEELIREE. B1) oL do, 7%
LHEEORS, EREETH D,

(2) iz
FHEFE AT o AANTMIEN I L VBRESNLZ b,
FH L T BIEROBEEIZS U CLiET OFEix* ZERET 5 2
ko

9. ERALNEE

R 3B

PTPUZDOIHHKIZPTPY — b2 SB) L TIRAT 4 £ 9 g

52 &8s (PTPY — bOFEERIZ L U TS 5 E i e ~fl

AL, FIZIZFEILE B L CHBRAASOEE L AIHEL 5T

LT EDPHESN TN D)

0. ZDOFTE

() W TERS NI T L AN VK 2 SO EROH T A AR
2B A, TALA. FfIEEEL IR E L2190 7 7 &K
SHHREEIR R OB FE R IC BV T, ARAE R PAREH D%
B A7, FiCAPAEORPETT I R REEL IR L T

# 2 < BUCTAD AR 1 043% 77 2R HE0.24%)

MCADPAREDOIRAEETIE, 7R BEL L~I000AH720 19
NL W EEHR SN (5% EHEIXHE  06-39) s 720 TANA
BEOY TNV —TTlE, 77 REEELRI000ANH 720 24
ANZWERHHR I N T AEE),
T VANY) EHNIENNTHCADASEE L THRREINT
WA, AFRIZBUT B T L AN BEH OREE - %D F% [
RERR VR . AAHERRIE A ) &R Th B

(2) Mtk 23 %N L 72 2 £ D < 7 ADSAFERERIZ B VT, K
RHmETOFH e MNEFREO 6 f5 2L BRGNS 3 5 A%
DG E Y . HEAKEM IS AIEO BRI L 72 & @
HWEH D Do

(3) kA gEfE L7z 2 4E D 5 v b DS AEERERIZ B VT, AR
KHETOYIY e MEEEO 5 FLL FOBRES Y 5 5 R
DFEEIZE D TV E 2 Ty MBSO S S IR
DFEWEIBEIN L 2L OMERDH L, $72. Ty beHnizil
Ko AiaBRIc BV KRR TOUC- 7L AN v HER I BE
DOFEFRNTIMAE L TIF L A EDOHMIKIZ L S RBHETH o 7275
7 v 13 OS2 [ S G 1 G- PR T UK AR IR 5 %
FREO SN o Toe BRIZHET 2EITEH OFBFRIE 7T 1 R
L0 E L MR EER e R L L7213~ 1650 7T
ARG SR (3 HERIEE) O 7T BRIETIE38% I L. 7
L ANy vEFIEE (150~600mg/H) T106%. 5308k
(3#ABBEE) TIX102%. MAMERINE 2 xf § & L 72168 %
5075 v R BRBED T 5 £ RBETIZ28% IR L, LA
N v ELFIEE (300~450mg/ H) T92%. FEFG- BTk
94% TH o720

(4) fort 2SN U721 v b OSZRERE N IR ZE A= (2B 3 % 3R
BT, AERHECOFY e MNgEGER D28 FogE
HACHIB T EAREORGIZ LD JRIEEE OFSESE DN L
L DHEDNDH S,

(2 4 &) R
EYZHREMR
1.7LHNY > HFTwIL25mg [HEL]
TVLHNY) YA TN 2mg [HET] ROEERK A, 70 A
F—=N=BIZX YV ENENRL TN (AN LT
25mg) EHERC NS LA A L RRR 4 S L C i L AN v
EEARBEL, BoNEYBE/NT A —% (AUC, Cmax) |2
D TI0% B HAX IS TRERTIRAT % 17 - 7245 £, log (0.80) ~
log (1.25) OHFPHNTH V)« WFH] O LA F SR S 2D

o



<FTULHNY>HTEI25mg [HEL] >
HEINT A — 5 BHEINT A — 4
AUCo—24 Cmax Tmax ti/2
(ug-hr/mL)| (ug/mL) (hr) (hr)

5.110+0.648 | 1.018 =0.245 |0.77 + 0.23|5.83 + 0.66

TV AT
)V 25mg [HET |
FEHESLF
(7 7€ VHl, 25mg)

5.113+0.573 10993 =0.197 |0.73+0.23|5.96 + 0.67

(1% 7 n$s, Mean*SD. n=24)

(ug/mL)
1.5 4

—@— FLAHNYLHTN25mg [HET]
- A EHEBE (5 TRV, 25mg)

14 715, Mean£S.D., n=24

P ANSSIAS A RN 5o =

05 1¢

0 4 8 12 16 20 24
B (hr)
A EFEEI ONICAUC, CmaxZED /85 2 — & 13, PR osR,
PR OFRIURIFL - FEHEOFERSA I & o TR D RENDH 5.
2.7VHNY > HTEINT5mg [HETL]
TVUHNY v H T NTEmg [HIET] (X, [EEH % 5
TR O LW R SRR T A BT A4 > CER244E 2 H29H
AFRAIE02296510%) ] 2D E, LAY AT RN
150mg [HET ] ZiEMEsg e - &, HEESEL . &£
YIRS & ATe SN2,
3. FLHNY > HTEI150mg [HEL]
TVHNY) T2 150mg [ HET. | J OFEHERF 2 7 10
F=nN—ickhvEnEn1 TN (FLAN)ELT
150mg) ABHERLA T LA B HE R T 5 L CfdErh 7" L Ny
WEAIE L, 56N i/ YT 2 —% (AUC. Cmax) 122
VA T90 % 15 HE DX B 52 THERTHIEAT 2 47 o 7245 8. log (080) ~log
(125) OHPANTH V) . WK DL FELM DR SN2,
<FULHNY > HT+I150mg [BEI] >
HIEINT A —F BEING A—F
AUCo-24 Cmax Tmax 12
(ug-hr/mL)| (ug/mL) (hr) (hr)

30.837 +4.050| 4.345*0.929 |1.20 +0.43|6.39 + 0.72

TV T
+ )V 150mg [ HEL ]
REAE R
(1 7+ )VAL 150mg)

310153507 |4.190%0.778 |1.20 + 0.4216.40 = 0.67

(17 75, Mean*SD., n=24)

(ug/mL)
6 -

—@— JLHNYLHTIN150mg [REL]
A IEHERUEN (5 T IVE], 150mg)

15 71IV#5, Mean+S.D., n=24

FRE "= S8 C L BREE

0 4 8 12 16 20 24

B (hr)
MR EEIE NZAUC, Cmax®FED /8T 2 — 71, BERE OFEIR,
AR OPRIXIANES - B S5 DR & o THRZ D WML D 5o

[ 3h %= E)
TLHN) FEHANT T L - F xR NVa2-6 )T KThHbo H
WA F X AN a20) Ay FiE, AV AL F > (Ca2t)
Fr ANV Da2-0 T2y MIEEE L., Ca* D AFIKT 4,
MRS EWE O 2 IIHI§ 2 2 L1 X ) s 2 J6HE 5 5 i
EEINTWDLY,

(B2 2 ICEEd 2B FFR]
—f%4% - 7L N1 ~ (Pregabalin)
124 : (3S)-3-(Aminomethyl)-5-methylhexanoic acid
M
NH,
cHy (g
‘ CO,H
H.C
53 F3 1 CsHirNO2
= 159.23
WK AROBRETH S,
KIZRRBEFIZL L, A% /=gy 7 — )b (995)
VAR THEITIZ o

[BERV EDEE
REMHER
KA ZEFER (40T, HARETS%. 6 7 H) %17 72fE 48,
TVANY) AT N2bmg [HETL 7L\ ¥ 71 7))V 75mg
[HETL] BROTLANY 25 7 V150mg [HET] 13585 0T
T TIZBWT 3HEMEETH L 2 EDHEN Sz 6. 1),

(@ %]
TULAHNY AT EI25mg [HEL]
1004 7N (104 7+ x10 ; PTP)
TLHNY > HTIILN75mg [HEL]
1004 7 (104 7+ x10 ; PTP)
TLHNY > HTEI150mg [HEL]
10074 7+t (107 7+ x10 ; PTP)

[ 2 3 k]

1) HE TS #LNER - EEng R &SRR (7 72
25mg)

2) HETHRASH PR - EYFRSERE (7 7L
75mg)

3) HE ThRASH: HPUEH - EWFESEERER (7 72
150mg)

4) (LAY - HARDEEEI RS SMRE 4 (1) © 1321, 2011

5) HEE LS HANEER - 2R (7 7' )v25mg)

6) HIEE TS SR 2wt (7 7 75mg)

7) HELMA S HAEE - Z2aErERE (7 71 )150mg)

[>Tk 5E]
TR R O STk - AEERHE T RIS TR T & v,
HETHASH: BEEYR—- bty 5 —
T930—8583 &L 1 T H 6 #21
g (0120) 517—215
Fax (076) 442—8948

NICHI kO ';é;‘ U_l ’__ﬁ l%l/‘ﬁ Eﬂ §HAH

_ 0001726-3



