% 20265E10 3 2KET (EE20R)
2023 8 HekET (BB1hR)

B K =ERE
BRNHEAR : 35

BiEoEs (RESIHERE - REERE)
FUANY Y OERRRREE 871190

L ANV ODEE25mg W4
L ANV ODEE75mg i,

HARERRSEES

JLANUC ~OD#E1 50mg BRia,

Pregabalin OD Tablets 25mg - 75mg - 150mg “MEIJT”

IVE 1= 1o

F) FE-EMEOLSTBICIVERT S &

25mg 75mg 150mg
FERES | 30200AMX00816|30200AMX00817| 30200AMX00818
ARZCRAIE 20204124

B2 (ROEBEICFZSLEVTE)
Kﬁ’] B R LB BUE O BHEED & 5 BE

3. #ER% - R
3.1 #8m%

FUHNY OD | U AN 0D | FL AN »OD

S $£25mg B4 | #875mg [BAA] | $8150mg [BAIA
15EH L§EH 15EH

BRIESY VAN | LAY Y | TN
25mg 75mg 150mg

D-v>=hr—)b, BEEKTIrAB. 7OAKRER
V. eRoFyFubiitiio—x, ERETESE
WEIKT A, AT TUYBAVITL, FyHh) oI
NUDLKH, 7I/)TILFILAY )L —bT
RY<—E. EELLuo—&, FF., 7oL ¥
Ja—)b, A7Ja—2R

3.2 HEIDOMIR
FVHNY 2 OD | L AN »OD | LN 0D

aINFAE]

IEH | eosme ToA) | $75mg [9A) | 150mg (B
e D%
7

= | O

$E1% 1 6.0mm | $E/F :8.0mm | $E4%F : 10.0mm
K&s | $##E :3.0mm | $E :4.2mm | $EE : 5.5mm

HE: 80mg | =& :190mg | E=&:@ 380mg
=5 A VAV TULHNY v FLHNY
PN 25 OD 75 OD 150 OD
%ﬁiﬁ FLANYY | FLHNYY | FLHNY Y
25 BHiA 75 BHA 150 BAY:
4. FEEX TR
OtEE= R
OfHEREIEICHE S &R
5. WEERFHNRICEHET BE=
GRHERRTRREIC £ S &)
BHERRBIEOZINE. KB v FZE00E (i) R

FOEBNEBICEOXIERICEK L., BEZHSNE
BILOHEETH &,

6. FAENRURE

(RIS
WBHE. RACIOHAEE LT LAY Y1H150mgZ 1 H
N T CRAOKEG L. 20ZGARM E2 I TIHAZE S
LC300mgE CHitET 5. 8. Elip, ERICK D EEIERE
T B M lElHiEﬁH%Liéoomg%ﬁzm::taL\ wih
HIH2ENZ I TRARE T 5,

RHERBREIC B S &8
BE. RAICIIHAEE LT LAY YIHIS0mg#1H

KA TRAOKE L, 20U LT CIHAREE

L C300mg s CTHiE L 72, 300~450mg CHEFREd 5. 2B,

Fig, ERICEDBEEEHET 57, |1HESHEIZ450mg%
AW EE L, WINBIH2ENIHT TROKST %,

_l_

7. BERUHEEICEEYT 5FR

7.1 KA OHEE2mRIET 255121, P &S LEMM LR
FTRAICHET S &, [8.220F]

7.2 BRERBREREICAAZERST 2551, FRICRI I L
TFZUIITTVRAEESZEZE L LTCARRIOREERUES
MiEZHEET s &, £/, MBEBERZ2Z T TVEERETIX
JUVTFZU )T AMERIG UZIHABICMA T, M
WOENT % SEHE L 72 #4 $%@£m&5%ﬁ5zto@ﬁ®m
BEVNRESNTVWAEEICIE. BHEL B L. BEMEY
EER S N, %%T#“ﬁttbﬁé‘tzi%%’g“é:to tH, 22T
RLUTWARHE - FHBIRYI2al—Ya ViERICESILCLD
ThHIENS, BEECLICEHBICHE LZA S, AE -
HEZHM TS &, (9.2, 9.8.1. 16.6.2%]

(HHRIEE R

ILTF= [
ZUFSVA| 260 | 230-<60 | 215-<30 | <I5 Ogm%fﬁ@%gﬁ]
(mL/min) o
1H#58 |150~600mg|75~300mg| 25~ 150mg |25~ 75mg
1[8]25mg 1?5?%‘%
1630
e 1[8]75mg s b L<IE2[E| 1E25mg | 25X
1H2E i 1H1E | 50mg
1[8]75mg
1H1E 1[E150mg
1H1E
1[8]50mg
o | 1@Esomg | EE L Egsmg [TEZXE sy
ERR | Cmm o | X g | 20me | sy
1E75mg 161 &
120
1[E1100mg | 1[E75mg
o on | 1ER00mg | TEBEL | TE2ELmas o) 003
BERSR| g | X8 eI | 150m
1[E150mg | 1[E150mg &
1H2E | 1H1ME

) 2HIC1E, AHFS6E R A 6 AR MEENT 2 £ L Ba0 s 3 2
L—a VRERICED L,

(RHEBrTRiE(CfE S &)
ILTFZ [
ZUTSUA| 260 >30-<60 | =15-<30 | <I5 ﬁ%@%ﬁ%)
(mL/min) JLHE
I|H# 58 |150~450mg|75~225mg| 25~ 150mg |25~75mg
1[E[25mg “ﬁ;fgg
1H3E
e 1[8]75mg s B L<IE2[E]| 1E25mg | 25X
= 1E2E &5 prdes 1H1E 50mg
M | 1[E50m
1H1E &
1H1H
1[8]50mg
o | 1@Esomg | EE L Egsmg [TESXE sy
ERR | Cmm o | X ] g | 20me | sy
1E75mg 161 &
1F2E
18100
b L<13125mg
158 | 1E25mg | 1E7mg | 1BIE |0 75w
(RERER)| 1826 153 par: 15“% 100mg
1[8l75mg
1H20E
) 2BIC1E AHER S ORI 2 5 AR MTOBAT & £/ L2 BEa 0y I 2

v Ta URERICED L,



8. EERENIEER

(GhEELE)

8.1 KAIDHFEIZL VO F W\, HE. BEFHHEEAESH S5bN,
HEIEBERICE > 720b H 2D T. KEHRSTOEEIZIZ,
HEEOERELRZ O BMORMEICKESE R VLD E
B9AI &, [11.1.12M]

*8.2 AFlOAMEBERIRICE D, RIE, B, JEE. N
AEROZTEZOBRBERYI D 5D B ENH DD T,
BEE2HIET HIGEICIE. D EHEBM EPTT, &
HEORREZBE LGP SBLAICEET S L, [7.12H]

8.3 AFHOFEICKDIKEEINERT ZLAH 2D T, EREIC
TEL. BEOBEN S > bN-5Ea13. BEEE, EiE
FEEOBY R MBEZITH 2 L. BT, RSB0, H5 W0
FERSICHEVWVEAEEMPRO N ENHH0. &
IR IR BRI 2 £ 5 2 &,

8.4 KAIOHZEIZLD, BH. AEEE. BH. EHZE0RME
ERE BTN H 5D T, BEBIC, BEEICOVWTH
LETOZETFEL. BEFROONLEEICEY 2 0EZ
752 &, [15.2.220E]

(HRIEE R

8.5 AAIIC & 2 MR E LR ORE IR REE Tl 7z < fHE
BETHAHIENE, KRORERE & HEBOZI R EE
BHETITO, RAIZEBREBRELEWT &,

. BEDEREZEIZEEICHTZER

BIHIE - BHEEEDH 2 EE

g1 BEEOS MDA EDES

DIMNEEEEZBITLEZICBVT. S >MELTRESH 5D

NaZEDDH5, [11.1.2%H]

*9.1.2 MEEZEDEEN G ES
[11.1.5%08]

9.1.3 EMXEFEOIERNG S EEXNFEEREDS D EE. 15
BEDHDES
REFEOIMEDS T W2 BE L. BEICKRS5T 528, [15.1.2
ZHR]

9.2 BifstE=EE
TJLT7FZUIIT TV AEESEE LTAROREER D
BERREZFAST A Lo RANIFEE UTREMEDIRFIC
HitE N B0, MEETEESEL ZVBEWEASHEE LT
X BBENDH 5. [7.2. 9.8.1. 16.6.25H]

9.5 1

9.5.1 MHFEUIIFIR L C W AR REM 0 » Btk ic i, BELED
BN EREE LE 2 EH S N3 EAICOARBRET ST
Lo BMERT. RERY (KHAE. BREZFEORER L
7. BEER, BLEES)., HERAOEE (KEET.
EEROET., EESHEERTOMKT., REEE. EFEREIC
WY HHEE) PHRESh TV,

%9.5.2 KEIZHE LI-EE» 6 HAE LZHERICBWT., 4
IR BE RSB S RS S T W B,

9.6 =717
ARBEHEIBRAEZETISEL L, AFIZE FREALFAD
BIANPRD LN TS, [16.6.450H]

9.7 INR

INEBERWR E LB R OLLE 215 & LR

BEBLTWZRL, 55Ty P TRAEOBRZENIEL ., &

KEEFRAE (600mg/H) LRZOBEICE VT, FHEHRE

FER (BREHTEROEILD) RUBEANDOHE (—#

HOEEEIIH) PRMESHTWVWDE, /. BRERAE

DUEZEBZ BB CHEMBIENSOK T, N5EOBRE

THRBRIEHOEESRES N TV EY,

.8 SiE

B8N ILVLT7F=U U7 T AEESEICERESE. REHRE

RRETAHGE, BEICEET AL, BHENMETLTY

BT ENZ 0, [7.2, 9.2, 16.6.2%H]

9.8.2 HF W\, HE., BHHEHAFICIVEALEISELEIL

1BDH 5. [11.1.120]

10. #E{FHA
10.2 $HAEGER (HAICEREIT BRI L)

O O

O o

AR E HEARIEIR - BT A WP - fERET
*| MEEFEZSSEC | MEMZEE OREEIR | AR

TEA (7o IFT Y | ENTLLEAZIRAL T
VUEMBEREETE | WHIEF T, MEMEEE
%) (HE. H. \HOERE
E) ZRIET S U ATNE
F2BTNDH %S,
KIBEFEEZS S | 77V Y REA E KA | P AR
TEH (F7V) Y| OFFFIC K D RKHEZEZE
FHEFIE) RIETHU AT PEE DB
TNWHB, Fic, FTV
VT REEANSAEE RN
AT 25| E#EC L.
DA FAEUIEILT B
ZEDDHBHID. BAIEH
9 25&ICITEEICKRS
5T &,

1. BWER

WOBERDPH 6 bNB ENHHDT. BELZHFITT.
BEEDPRDSNIIGEICIIREG2FRIET 54 C#EY) R LE %
FHr2 &,
1.1 EXKEIER
11.1.1 HFL 20%LL L), {EIE (20%2L L), BEfiES% (0.3
%A )

OF W\, ER, BREESDSbN., BRI LERHEICES -
EOWENH B, [8.1. 9.8.2%H8]
11.1.2 ©FZE (0.3%FKiH) . MKE (GEEAH)

DAREDY A7 N HHEETIZ, BEL2TDITVL, BED
BOONIGEICIZZREZPIEL, BYRLBEZTH I &,

[9.1.1%:H]
11.1.3 {EEHRIARAE (BHEREH)
HWE. A CKER. mMbRPRBIFr/ary ER
EWHSbNIGEICIE. HE5x2FRIEL, BYRLEEITS
ZE, T, MEERBEIC L AABEEEOREICEST
HT ES
11.1.4 BFRZ (0.1%FKiH)
*11.1.5 MEMZE GEEARH)
MEHZESEOBBIENSHS5DLNEZ ENH 5, [9.1.28
f&]
11.1.6 {EIMHFE (0.3%KH)

A, BREL. BT B, EEESOEMEERD H
ShniEEIcIZBEE2PIEL, BYRABZITS 2 &,
11.1.7 BB (SEERH)

WMk, PRIRREE, HRAEOBFERZTFICEHEL. BEY
O OLNTBEITIIIEXAR, BSRCTEOMESERKET 52
L, MEEmAPEDNIEE RS Z2HRIEL, BIBERYE
FILEVEIOBRESEOBET L MEEZITH &,
11.1.8 Yawvy BEEARH), PFIT4S5FT— (0.1%KiH)
11.1.9 EEHIRIRGE(REE (Stevens-JohnsonfEIREE) (JEE
REH). ZRAIE (BEEANEA)
11.1.10 BIEERFR (BEEREH). FFEEEEREE (0.4%)

BIRERF2¢. AST. ALT LR ZE %S FFREREN S5 bNS
ZENDH B,
1.2 ZOHDEIER

HHRE R REETR - BT % W - fEEET
FRAR AR A WIS, FENH S NI | BT AR
FEA A FREFEA] | LOREDVH Do
FFTary FRAIMRERRE R OGRS | AR ERIIC & B
SR AV HEREREE 1T L CAAIAE

T a—)L (FHE)

IENERT 2B 2N H%.

o 0.3%LL o o -
bt | O 0.3 | SEEERE
D] B | MR
> S FbE R
S BUCRE. & | BOE
N BT B
# 1
R | SR, KRS | 5om. BHE | B, B
B, SEGH XOLE. &5 | LA LIE.
BRAE. 4 | BIE. 11508 | BB, BER
FEE B 5. WENE. K| B DE R
T, JER—H | &, =y
G EEIEREE. | Fele. B
EEEE
EBEDE | BB, TR | B, RAEE| Sk, BHE
V. SEA. | . RO | 34 m—x 2| B, B
T | . B, M | AN, U2
2 =) YirAN JLIEE YA
RIS SERE, E | M E 0. EIR
EBEY | mE. MR,
fass, .
AR
LEEEE




19 %;@%? 0.39%k SRR B
B, T BEME. W | GEE. MR | AR .
EHET | B MR, B, O | BERE. R
— W, e | MO, 8
= . FARIE, B | BOBEBD S,
%\m%@\m famEs
EROKHE | BEEDE | 56 TEEBE
e n
e EERE T | AR
a7, 5EHR.
DR FFERER, 1
IR, Db
A
BOE.
MBS E. 13TH
. W WUREEE | BT, W RER. B
SR O COE, B TR
fE B
EH. Bo EEEE. | s, BE | Bk BER
s | TR B (CRR, BB s, | %
= | 1ot H, BB | B, SN
B, OP%
e Z >R, | | BFE . | BB
PR B . REER | HRE. BiE
TARbE Ch
- HOET. | . B
mEE i, PG | FREO. A5G
R AR, DU, | BEE
= HH
ERORE RAEE. PR | R ZR
Rz I
. A | SR,
T &, wH(AE ﬁgx%;g
A o e
W. AR
5. UEIRA
B, 8. B, B RR. R, B | BRI
LEWET | Y. BE | EREE. & | % RAETE,
CRERR | B 578 | B, WE | B
reRE = AT
i
BE. T | BEH - EE
RONEE
piv
FRERN | MACKEN | FEHD. fF | mFs ) o4
ALTH. | REEHEA b
ASTHE 0.
B 7 35—
CHIN.
VT F=r
B
13. BEES5
13.1 fER

15g% COBBRSHHWESNCHD ., BEFEEICHS
NERERIE, BEEE, R, SEELRE. 1155, HiE,
WLEEXORE, BEEETH .

13.2 W@

AR MBI L VRESNB e 6, FIRLTLARE

ROBEIIS U TMEENTOEEEET 52 &o [16.6.3
28]

14. BRALODFER

14.1 FRIRMEFOER

14.1.1 PTPEEOEANIPTPY — b 6W O H L TIRAY 2
LOEET LI L, PTPY — FORBRAICE D BOHAEH
FEMEARIA L, BICI3ZAZ B LTHIRAREOERE
BEMEZHIET LI ENH S,

14.1.2 KANZEO LICOBTHERZEHIE 2 LAET S/
&, K UCIRATRETH %o £72. KTIRATAHZ LB T
B

15. ZDMhDER

15.1 BEAREERICE D 1B

15.1.1 BHTEBSIN-RKE 2 EEROMTANPARICE
35, TANPA, BEEBRSZMNRE L2190 7 5 R0t
MRS RERBR OMEHERICB VLT, BRSEBRUBRERDFHE
BROYRAIZN, TAPAZEDORABT T S RBEEHEL
THRUEE L TAPARERAR :0.43%. I RE:
0.24%). M CTAPAERORAETCIX, 7T RBEEHAN
1000A &7z D1.9IANZ WV EETE SN (95%E XM : 0.6~

_3_

3.9 /oy TADPABEOT TV —TTIE. 75t E

EHARI000AH /D2 ANZ VW EFESNTNAD,

F) AANGENTHTADPAEE LTERRENT VLA, KIBIZBIT S
KRN ORIHE - %R [ EELER, SEFREICESER] <
55,

15.1.2 EYELHICEET 2 X BMEBAOEEER IS NT
W WA, AEZRE SN2 BE CEREOE ST ICH
HENTW5B, [9.1.35H8]

15.2 FEERARERERICE D < 1EHR

15.2.1 2EMO~ 7 A ARERBICBLW T, RREKRHAET
DFHL NREEOEL EOBBEEICHY T 2 AEORS
ICE D, AERENICNIERBORERIEIML - & OFE
5,

15.2.2 2FEM DT v b AREREBICBLWT., RKEKAET
DFHL NREEOSEN EOBBEEICHY T A AEORS
&0, M7 LY ) Ty MOEERD 5N DMEEEEOFR
WRPEMLUZEORENHSY, £/, Ty bEAVEZHE
BOMREBEICBVT, KEETOUC-TL AN > HRHE
BEDHEIZMKE R NT EA EDHBIC SNBRTH - 7275,
Z v M3K OS2 B REH 5B R TEK&ERICHT 58
BUIIEDONLELP -T2, RICEATZEIEHORERII S S5t
RELIDEL, HREERELREZNRE L2113~ 16EMERS
OF T AERE GHBEFE) ©F T REETIE3.8%IC
w U, AFIBE (150~600mg/H) T10.6%. EHI# 5 R
GRERGEA) TIX10.2%. BHEFBEZ MR E L/ 16ER
BED TS ARNBRED 75 RETIF2.8%IIH L, &
HIBE (300~450mg/H) T9.2%. EHESHRETIL9.4%T
Hol. [8.428]

15.2.3 [T v N OZRRERCHRFEEICET 2HEBICBWL
T BRERAETOFEL NEBEEOBBU EOBEERIC
HETIAEOKREICED., REREORERESHEML -
EDOWMEDDH BV,

16. FEMERE

16.1 MARE

16.1.1 BEZS
HARANERAIC, 7 L3 250, 1000 200, 250% U300mg (&5
Boffl) ZAARICHRERORS LR, B5EBO1I- CCundlZE L,
T3 IO TdH 5 720 CraxX FAUCold. 300mgE TOREEH T,
FEICHAI L CcHEmL 729,

#E58®  Coa Twa  AUGee Tz CL/F VA/F  Ae
(mg) (ug/mL) (h) (pg-h/mL) () (LA (L) (%)

50 2.03 0.67 10.7 598 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 43.2 593  4.64 39.7 91.8
0.73)  (0.32) (3.0) (0.32) (0.32) (2.7) (2.6)
250 7.18 1.17 49.2 557 5.15 41.0 95.6
(1.43)  (0.52) 6.1) (0.72) (0.61) (3.8) (4.4)
300 8.25 1.08 61.7 5.80 4.91  40.9 97.7
(1.36)  (0.38) (6.3) (0.62) (0.52) (4.3) (7.3)

MBRHE S, Soffl. P9E (EHERZE)
Cinax * T MEEHEE
Trnax * Feren LA HH 8 BE 3522 PR
AUCoo © A B - SRS AR T i
T, - M E
CL/F: Bhdoe57075 A
VA/F : B2 OB
Ae (%) : BEFS %0 £ TORE(LAD R AR
16.1.2 RiEERS
HARNBERAICT L AN 1E150% 0300mg (F&58861) #1H2
E7HERERORS Uz, 5524~ 8RR CEFIRBIGEL., %57
HEDO T &2 nZ2n6.02K% V6. 31KMTH - 7. #HETHEDAUCIE.
KBEEIHEDL.AMETH > 7%,
Crnax Trmax AUCo12 T
(s g/mL) (h) (pg-h/mL) (h)
B1H 57H H1H H7H H1H H7H HIH H7H
1[E150mg  4.23  6.30 1.3 0.9 22.2  31.6 5.11 6.02
(182[E) (0.72) (0.74) (1.1) (0.4) (1.9) (3.6) (0.69) (0.47)
1[E300mg 8.82 10.3 1.6 1.6 42.1 58.8 5.42 6.31
(152[E) (2.34) (2.3) (1.0) (0.8) (6.9) (10.6) (0.87) (0.54)
HE (EHERZE) . £86l
16.1.3 E£MEHIEE 4R
(FLHINUOD$R25mg [85:4])
FLH Y »OD$E25mg [ ] & U U HOD$ESmg%. 7 0 A+ —
N—HEIC KD ENZNIEE (FL AN > & LT25mg) BERABTICHE
AREEREORS OKCIRAKRUKZ UCIRA) U CmERRE(LAEE
ZRIEL. Bon-EYWEE/$5 X —% (AUC. Cmax) 1Z2W\T90%




EREXERIC TREHEIT 21T - 12/ R. log (0.80) ~log (1.25) D#
FENTH O WHAOEMFRIREEIP RS N,

(1) KTHRA
HFEINT A =% BEINGRA—4
AUCo24 Cmax Tmax T
(pg-hr/mL) | (png/mL) (hr) (hr)
7L 743 >OD
$225mg A 4.834+0.594 |10.951+0.216{0.56+0.15|5.89+0.70
YU A OD#$E25mg | 4.7194+0.587 |0.882+0.187(0.67+0.30(5.93+0.77

(Mean+S.D., n=20)

(1 g/mL)
1.5 r
—— 7L 7\ OD§E25mg A
—O0—-VJUOD#E25mg
m]_LO Mean=S.D., n=20

RFfE (hr)

(2) K1xUTHRA

(pg/mL)
5 -
—— 7L 7 ODEE150mg BHIA
4 t —0—-YUHODEE150mg
Mean=S.D., n=18
ik
e ©
oy
o
E
1
0
RERE (hr)
(2) K& UTHRA
HTEINT R —% BEING A —4
AUCo-24 Cmax Tmax T
(pg-hr/mL) | (pg/mL) (hr) (hr)
?é‘{;ér’n‘g'ﬁﬁgg? 30.0843.007|4.564=0.719|1.440.586.25+0.80

V1) 770D#$E150mg|30.202+£3.624(4.746£0.627|1.28+£0.48|6.23+0.78

HEINTGA=4 BEING XA —F

AUCo-24 Cmax Tmax Tin
(pg-hr/mL) | (pg/mL) (hr) (hr)
TV HINY >OD
§25me [ BAvA 4.978+0.749 10.883+0.262{1.27+0.80(5.99+0.66

V1) #70D#$E25mg | 4.763£0.665 [0.907£0.186(1.13£0.80(5.97+0.61

(Mean+S.D., n=20)

(1 g/mL)
1.5 r
—— 7L 7\ OD§E25mg A
—O0—-UUHODSE25mg
Mean=®S.D., n=20
Ji[Ll'O

0 4 8 12 16 20 24
W (hr)

MAEFEEL CICAUC, CmaxE0/8T A =41k, #EEOBER, 4
WORMEL - BEEOHBREFIC L > TR LARENFH 2.

(FLANUVODER150mg 8841
F L33 »OD§EI50mg [Bi4] & 1 U #OD§E150mg%. ~ 0 A
F=N—FEIc kD ENZNIE (FLHNY > &L TIS0mg) EERA
BRICHABREEZEO®RS OKTRAXRO/KZ UTRA) LTmiEdsk
ELEBEZREE L. B6 N/ EYEHE/XF X —% (AUC, Cmax)
12D CI0BIE A FIE IS CHREEHRIT 21T - 724558, log (0.80) ~log

(1.25) OHEENTH V. WHEAIOEMENE SRR SN,
(1) KTHRA

HEINT A —% BEINTR—H
AUCo2 Cmax Tmax Tin
(pg-hr/mL) | (ug/mL) (hr) (hr)

7TV 43 »OD

$¢150mg[ B34 29.637+3.601(4.166+0.851|1.07+0.79/6.49+0.76

1) 770OD#$E150mg| 29.584+3.217(4.299+0.646|1.03+0.55(6.73%0.81

(Mean=S.D., n=18)

(Mean=S.D., n=20)
(ug/mL)
5 -
—— 7L 77U ODEEL50mel TS |
4 + —O0—YUHOD#E150mg
Mean=S.D., n=20

g (hr)

MEEFRENE ICAUC, CmaxFED /8T X — 413, #EFHOBR, &
ROPRENEIEL - FEEOFERRMIC K > TR A WRENED H S,

16.2 RUR

16.2.1 BEORE
AARNEREBEALGICB T, MERKUERICTLANY > %150mg
HEHREORE U 7FEOCnxdd 2 N2 14.95K% 03.22 pg/mLy Tmaxld
0.9477% 0°3. 378 AUCowsld Z N2 N31.2/%1U28.8 g - h/mLT&H -
7oo BHBIEGICE VT Cradd KI35%E T Uy Tl &2, 4R FIZER L 72
Ay AUCesDE FIZHI8% TH 5722

16.3 0
HARANERERAIZ, 7L A473) 50, 100, 200, 250% 0F300mg (4%
L g6ff) ZERICHEEZEORG L-BOEPTOSHER (Vd/
F) 13840LTH 720 T LAY IZMERICKAT U, IMSEHEE o
THEMPEEOHIE. 0.76TH>72e TLHNY UIE. 0.1~20ug/
mLIZBWTIHEERIC, 13EAERE Lar 5725100 (in vitrogt§g) .

16.4 X35
FUHANY VIZEEAERBEZZ T 0. BEEA LEAH) I
HC-FL AN »100mg (107.9uCi) 854, RAEICEIR S A7z B
HEDKIB MW RENETH 570 RIS NI T LANY Y OFE
REYTH HN- X FIVFERIIRPIHEED0.9% L L TEINS N7z,
In vitroiBEICB W T, FLAHNY U159 pg/mL (ImM. 600mg/H#%
5.8 O FEHREDOCrax® £1065) TCYP1A2. CYP2A6. CYP2C9.
CYP2C19. CYP2D6. CYP2E1J% UFCYP3A4IZX T HHEIZFRD 651
7‘;75307‘:10,12,13)0

16.5 Bttt
HAARNERER AL, 7 L7350, 100, 200, 250% 0F300mg (&4%
5 26ffl) #iRRICEEREORS LzEOCL/FIid4.64~5.15L/hT
Holze ZOREDRFHEMERILE3.9~97.7%TH 727,

16.6 $FEDNDEREFITHEE

16.6.1 SkE
FE 67 ~ T8RO HARNBRES#HEOFIC 7 L H/3N1) >~ 100mg % BEF
&5 U7z Tradd 1 48R T12036. 328/ Td o 720 AUCoo KT
Tild. EFEEREICT L HNY 100mgz BERE RS Lz e H
BLTOTPICEARUERT 2ERSHER S NZY,



Crnax Tmax AUCp-e T CL/F

(pg/mL) (h)  (ug-h/mL)  (h) (L/h)

R 3.24 1.4 26.6 6.32 3.82
EihE (0.55) (0.5) (4.3) (0.82)  (0.65)
R 3.56 0.75 20.4 5.66 4.93
iR E (0.67) (0.27) (1.3) (0.59) (0.35)

MEAERRS., Sofl. Tl (HHERZE)
16.6.2 BikEEEESRE
(1) BHEEDRZ 2 HBE2661 2RI, T LAY > 50mg % BEHRE

5 LR, BREDOETICME > TTeAER Ly AUCh-A L 72,

CL/FRUBZ YT Z YA (CLr) BYLTF=2 70T T2 AICHA
LB (HEAT—=%)0

VA= Crnax Tmax  AUCo-w Ti» CL/F CLr
7977 vA  (pg/mL) (h) (pg-h/mL) (h) (mL/min) (mL/min)
>60mL/min  1.86 1.00  15.9 9.11 56.5 44.9
(n=11) (0.39) (0.22) (4.4) (2.83) (17.6) (23.6)
>30-<60mL/min  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)
>15-<30mL/min 1.90 1.93 523  25.0 16.7  9.23
(n=7) (0.62) (1.48) (1.7) (6.7) (3.9) (3.37)
SPmLR 69 100 101 487 830 430

#58 :50mg (HE). FHE (FEFEE)

CLr:B27U7TIA

(2) ESEEFEMBIEET
SRBIDHERE (HANATAG 2 &L« RERBERET06], HREZRuE
JREBE M. FERRERMEMREEEICHESREEZE T 2 BEIMFIRS
FRAEFIRE B E22401) 2R & U CRHEFZEM B RN = £ L 7o
B, KBz ELl-a 28— A Y PETAPEES N, HEREEL
TCL/FIc LT v7F=>27 U7 A (Cler) KRUHEBEKE,
Vd/Ficsd UCBMIL B8 E, HRIROERPRES NP, TLHT
N OEYFEICEEE 5 X HHET L L TICL/FIZNT 5CLaryE

HThHELEALNT,. BREREREICBNT, CLaDETIZLD,

FUHANY Y OCL/FIMETRT 279, CLerfix 5% & LR - AR
OFFHPBETH 5,

F7o. HRAOHERBHARBEHEREE IS EREICBL T, Cler
A30mL/minkl E60mL/min ki I E R L TWABEICTLANY &~
150mg# 1 H2E REREZ S (300mg/H) Liz& EOEFREICE T
AAUCh12 (AUCo1255) DETIVIC K AHEEE X, CLlerA’60mL/min
L EDBEICS L AN Y 2 300meg# | H2E RERORS (600mg/H)
L7z& & ERIUTH -7z CLarA30mL/minil_E60mL/minskii o B
KBFBTLAN) 07 ) 752 A%, ClerA60mL/minbl o &
FEOREDTH 7219, [7.2. 9.2, 9.8.1%R]

VA = BER AUCo-12,s5 CL/F
TVTIUR = (ug-h/mL) (mL/min)
>60mL/min 1[E300mg 75.5 69.2
(n=31) (1H20E) (17.1) (13.8)
>30- <60mL/min 1[E150mg 80.3 32.3
(n=14) (1H2mE) (16.5) (6.34)

THE (FERE)

16.6.3 MZETES
MEBNT 2% TLAEEBRELFIC T L HNY > 50mg 2 BEE RS
U7z B, AR O MPGENTIC & 0 MR 7L AN SV BEIEKI50%E T
WA L7z ZOBOBERZ Y 75 > Z212192mL/minTd - 7215 (4LEA
T—=%). [13.23H]

16.6.4 #=ZLiF
PERI2ER L EoZAE (1061) 1. LAY »150mg % 128 &
ICH#5 (300mg/H) L7z, FLANY VIZRFICET L. BT
EFREICBT 5 FEBEEL. BARMFEFONTNTH -7z, FLIROF
HRFIEEIEZ150mL/kg/HERET S & TLANY) YO RADI]
H#7- 0 OFHBERI20.3lmg/kg/H (KEHRET 2 & BARSED
7%) LHEESNSY HHEAT—%). [9.628]

16.7 EMEE(ER
FUANY EFEE LTREMEO E FRFICHRES L, B MIBWLT
FEAERBShA AL, FLRMBERICHEALAZVLED, 7L
FONY YA EAER £ 5 2 # 2 RBEEIMEL GHEAT—4)17,

16.7.1 HANRYFY
TUHNY Y EANRYF 2 OBEYEEERICOVT, BFERALLFZ

HRICT L HINY 2 100mg R O H AR Y F > 300mg % B[El# 5 U7z KBk

B ORRRERALSGIIC T L AN ) > 100mg K OV H /3R > F > 400mg % KI5
BE (BGHE: 8KM) L-iBiz ML et Lz, TR, B
EHERORERSOVTIZBNTS, TUANY VOBHAICE->T
TNy F v OEYFREIIEL LD 5Tz 7oy TLHNY ORI
HEIHNRYFUHAICE > THhTRIETR LD, TNEICIEE
Bl >729,
16.7.2 BOBEFER EE/IIFYROVRUIFZIVIANSYF—
JLDEH)

TR A 16 % MRS EESE (FifE/ VLT > Fu v ImgkD’
IFZINITA KTV —)0.035mgDERINELE) &7 LAY > (1
[E200mgl H3[E) # FEHCREORS LB, LAY RO ) L
IF Y RO YDOCuald FUANY VISR E B L RS T
FNY PAEEDOAUC 213 7L 773~ IEOF RS & Hot U C16%E 0
L. ZUHANY VIE ) VIF > Ry OEYFICHELZRIFS D5

oo ZUHNY VHABOILFZLIZA LT YT —)LDOCuak
AUCould. U AN VIEBHRRE & Hlk U T2 N2 5% % O 4% 0
L. ZUANY VRIF VI A NS VG — VOEYEEICHEZ T
Ehahotze . BOBERIISLANY v OMEFEE (57
) ICEEERITSEP o7,

16.7.3 OS5 E/NA
R AL2B1 %2 RICT LAY > (1E300mgl H2E) % REREDR
5#%., a7¥%4 (Img) ZMAKRE LR, 07 ERADCuk
AUCo=lE. L ANY VIEG R L B L T2 N2 6% X% U8%HE N
Uy TUANY 3058 L0EBERICHEZRITS R o7, &
7oy OTERLHEHEBEO L AHNY ¥ OCradds 0TS LIEGF K &
02%3EH Ly AUCh21E1.8%E<L . BT ENLIET L HNY > D)
BREICEHEREX i olce TUANY Y ETTESLDOHFHIZED.
FRAIRSEE N OHHIOE B HEREIC BT B RIGHE R IEERED, HANR S
ICHATHRMIE T T 2 E@E 2RO 51722,

16.7.4 AFY AR
A LBIZ X RICT LAY > (1E300mgl H2E) % REREDH
5%, AF2ary (10mg) Z0HAKRE Lk, £33 K2 DChax
T UAUC)=IE. TUHNY) VIESRBEEHE L TZnZ N 1%k
9.5% A L. FULANY VIZFFTa R OEBRICHEL RIFTS
Brolce Elon AF VAR UHHEBEO T LHNY Y OCralds ¥
I R VIEBREE L V4. 5%ED 5 72 AUCniZFEREETHY ., +F
ARVIET VAN D OEMBEICHEZEZ o7 TUHN) >
LAF A RVOMRAICE D, RAKEER CHACEERARIC BT 5 KIG
HEPEEREN, HARRSEICHNTHMET T 2E@ R 5
nrw,

16.7.5 T9 /=)L
R ALM ZRICT LAY > (1E300mgl H2E) % REREDR
5%, 14— (0.70g/kg) ZHAKREG LK, T — )L DChax
KUAUCwtE. FLHNY VIEGIRRF & B L TZENZN8.9% KT
9.6%EAD L. FLANY VIZTY ) —LVOEYEIREICHEZ RITS
Motz o T —VHRABO L HNY ¥ DCrak CAUCH 21
Iy ) — VIERRREHE L TENZN2ABKRPI%E D 5725, ZD
ZREREEEERZETRRVWEEZISN, TLANY VELY
J = VORRICE D, FRAMERER OCHREEIHEEIC B T 5 RISHEE R IE
ERED, BARGRICHATRINIE T T @R 23D 51722,

16.7.6 7T=bA>
7= b A VHBEEIOMERRSIC K DIERPEE L TWARART TAD
ABEIBIZRMRICT LAY > (1E200mgl H3E) % RKEZO®RS
LB, PLANY Y3722 b o olmiEhiEE (578 I8
BRIFET, T2 M VLT UANY D OEYBREICRE R 5 %
mpol®,

16.7.7 HILNREBEY
HNNT B VBRI Z R RS SN TWARATAD»ABREL26 %0t
FIZFLANY v (1E200mgl H3[E) % KEZROHS Lz, LA
NY VFEHIUNTEE Y ROZORED (10,11-THKF 2 RIK) oM
FRE (FT 7)) ICHEERITST, FLAMNTEEYH TUAN
) OEMBEBICHEEE X o7,

16.7.8 NILOEE
NUTUEEF b)Y LABAE RS SN TV AEATAPABELG
ERRICTLHNY > (1E200mgl H3E) % REFZOHRS L., 7
LANY V3NV OBOMEHEE (M5 7E) ICEEERITST,
FRNLTUaBES LAY OEYEEICEEL 5 X Do P,

16.7.9 SERUEXY
FE N F U RBEITHIRE SN TVARATADPABELG 2SR
I LAY v (1E200mgl H3[E) % REZORS Lk, FLAN
VU ETE M) FUOMBEFEE (M7 7H) ICHEBERIZST, £/
FERNIFUETLHNY COENEREICHE L5 Z b 725,

16.8 ZMfth

(FLAHINU >V ODER75mg [B8:8])
FLU N 2 OD#E75mg [BHA] 3. [P EL % E0EFAA o4
MENEFEERBET A B I 4 » (FR4FE2A29H EEBEEF02295
105)]) IcEDE, TL AN Y OD§ELS0mg [BHiR] #IEMEsIH & L
ol & BHERPES NS . EYRNICR%S E Ak Ehz,

17. ERRREIE

17.1 B3R UREMEICET 555

17.1.1 BRI S ERxIRAER
HIREBRERERE 2 NRE L IBAMBS D —EERERBIcE
WT, EEFHEIEE Th 5 BA&EHIRFOERBERAITIETROEBD TH
V. FLAHRY >300mg/HEE R U600mg/ HBETIE 75 1 RBEE Fst L
THEIEN IS B RYEPSRD 5 NI5D),

AT R DI A T T
£ St \ BN_F T TIREDE
ERR | e | loswmmxm) | PH
Z7ex | 97 5.12£0.19 | - ] o
f;é/mz;; 7| 86 | 4.8120.20 | -0.310-0.85,0.23] | 0.262
Z(J?)’mj;jg) “| 8 | 4.2640.20 | -0.86[-1.39,-0.32] | 0.002
£5m’§j‘a‘i)’ 97 | 4.49%0.19 | -0.63[-1.15,-0.10] | 0.019




a) HEBENBHETR T 2BAOHE, SEHE L LAMOFE &R A 2
7 [0 GBaA7zL) 2510 (Z
AATHBREVIEEBVEAZRG ]

b) #EHREUCLaBZET. N—2AF51 VOERAIT ZHERET S
BT

c) JVLT7F=r )T Ty AMEEM (Cler) 18k > T, 30<CLcr=60
mL/min® # & & 1213300mg/H. >60mL/min® # & & 12 13600mg/
HAgE s Nz,

RIS ROIFORIERAFREIE, 77 LR RBET43.9% (43/9861).

VAN »150mg/H B T57.5% (50/8761)
(65/89f3)
FEED W (31.1%). HER (28.6%). fFi (12.1%). REHEZE
(11.7%) TH-7-. EELEIEMIZ. 150mg/BEICOHEELG (8

300mg/H B ©73.0%

J& 1 REE) . 300mg/HE ICERIHA/BIMEDLIHM (7 © B{E)
PRES N,
FEFRRIEAR RS IO BRERE 2R E L ISERKRSD_EE

BHEFRBICB W T, TEFMIEER CH 2 BEFHRROKEAITIZT
KOEBVTHY. FLANY 300mg/HETIET T RBEE B L

CHRET MR B AT BT,
BTG O VETE A 1700
an — =27 P 7‘)X6 - N
S ER g |70 sy 3
e 9 oxiemmiog| 2 L i
e | e | (95% MR | P

TR | 135 [4.83£0.21| -1.20%0.21 | S -
TLHNY v -0.63
300mg/g_ | 134 |4-2040.22) L8202 | 1) g9 5,177 |0-007
FLHNY > -0.74
600mg/ | 45 |4-08+0.32) -1.94%0.32 | ) 0Ty gy | -

d) #ESFEHERT 2EAOHGEL SHE Lz AR OPEEE A2
7 [0 EaaL) #5610 (2
AAT7HPREVIZERVIFEAZRT o]

e) BEBLUCLaEZET N—2A5A4 VOEFEAATZHERET S
HAEAT (BREFHAREOERAITOR—=ZAT7 1 V16 DELEIC
BUIBHTLHANY »300mg/BEE 7Tt RBEEOHE A FERNE
L7zo)

f) 7v7F=v20 75 A#EM (CLer) I12& > T 30<CLcr<60
mL/min® # B # 12 13300mg/H. >60mL/min® # & # 12 13600mg/
HA#E s NIz,

REWFHENREIFORIERFREL, 77 LR REET36.3% (49/13561)

F LU A8 > 300mg/H BET56.7% (76/134f1) . 600mg/ H B ©80.0%
(36/4561) Td - 7zo ELBIERAIE. FETED F » (300mg/H 8
19.4% %% U'600mg/ B B£37.8%) . {&ER (300mg/H ££20.9%% 0600mg/
H B£40.0%) «
{(KERIAN (300mg/ HBEL1. 2% % 0600mg/ HBELL.1%) Td - 7.
MMEFHBFERE 2 NRE L 16ABREGO —EEMREERRICE LT,
FEFHEIEE Th 5 BKFTHIEHFOEEAITIEITROLBOTHD, 7
LAY VB (300~450mg/H) T7 T L ARBEE it L CHREREIICE

BadEsRn ohic?,

BT mE DR A 27
K5 BT | ToUREDE
IERIR " e (95 BT PiE
TR | 248 | So.45%0.12 | oo
FLHNY -0.44
300-450mg/H 250 5.01+0.12 [-0.78.-0.11] 0.0046

g) WEEPBHEIE T S2WAOHEY SHE L LEROFEE R 2
7 [0 GB&7%&L) #5610 (&
2ATBREVITIERVEAZRYT ]

h) BEHERT. X=X T Y OEFERA AT 2B E LT 5H5EH ST

LN R AT ORERAFKRRIZ. 7T RRBET51.6% (128/248
Bl). FUHINY BET82.4% (206/2506) TaH-7. EEBIEMAIZ.
TR (45.2%). ZE D T\ (28.8%). KREHEI (14.4%). [EF)
(12.8%) TH>7z0
17.1.2 ERRAESHER

HARAES R R 12601, R IR AR I S OB R 123
Bl e e RE FR 10661
RMZR RS ZFRIERLEEICME S &) BE103F 2R E L RHE
BERE (WINB525E) 2B 5EADRE (0~100mma Visual
Analog Scale TEARZWIZEBWEAZRT) OFHEITI TR L
BOTH -0,

EAHDOME (mm)?
Rl I=t HIRES %R B RR AR AR E 1P D 8
PP GIE | Tl R RS AR PE RS
51 126 62.0+19.0 123 52.8+£21.7
1238 116 35.3£22.3 119 30.0£23.0
2438 105 34.0£23.0 112 27.7%£22.0
5218 94 28.3+22.9 97 24.84+20.8

NP EnwiEd) OB TS,

600mg/HEET82.5% (80/97fl) T > 7zo ELBIERIE.

NP Bz wiEd) OB TRl s h.

FRAEMEFE (300mg/H##12.7%X% U'600mg/ H #13.3%) «

NP B WEAH) OB ¢ 8/l S 1.

R R R E AR (BRRERATE.

FAOEE (mm)?
BRI HRAERS R AE PR e R
S| SPEME AR RS RG] PIE + R R
H5HI 106 61.8+£23.5 103 67.1+16.6
1238 104 48.9423.3 98 44.3%£26.9
2838 101 48.3+£23.8 92 46.3%27.1
5238 87 47.1£24.8 85 44.9+27.0

a) 0~100mmoVisual Analog Scale CIEAAE LIZEEOEAERT o

ENES®RSRE (FREZSRERE) 0BV T, B2kl g e+
DEWERIX78.6% (99/126() 12880 5. EaBIERIRHED £V
(28.6%). HIHMEZIE (16.7%). {HIE (15.1%). {RE#EM (13.5%)
Tho,
ENES#RSRE (BRREREEEEEICEIER) KBLT, ©2
HEE ARG OBIER1270.7% (87/12361) 1ICE8B& 5. EREIER
3. R (22.8%). fAEIEAD (22.0%). FEMED F W (20.3%) T
Holzo
ERESRERE GEFEE) 0BV T, B Sa I BIfE
F1384.0% (89/106f) *‘%ah\ F 2 BIERIIERR (26.4%). %
o (24.5%). (KEEM (18.9%). (R (16.0%) TH o7,
BIEFOEREE X, ZLABETHY. EEORIERIIRD N, -
7zo
ENESRERE (FREMEEEERLR) KBV T, £TT 2ERE
[FIE R RER D S EIEEN B L2 D 5 W ISARIRERIAR R ICH 72 1S L
7= BIEF &, 87.4% (90/103f) 1Ic@Bo 5 n, EaBIER L. HIE
(48.5%). {REHEM (28.2%). FEMED £\ (22.3%). KHtEIZE
(17.5%) TH -7

17.1.3 EEHRIRRAERMRE
BHEERLOERE NG E L 6ARRSEO —E5RHEHBIC BV
T, FEHEEE CTHHEEHOKIEAITIETRZOEBVTHD, 7
LN Y (150~600mg/H) T7 5t REEE H# L CE2IcE

BRUWEBNRO 5N,
%;ﬁ;x jyb‘c)
a) WEHON—2F5 1 I
BB iy OO TIUREDR|
]EEIi‘/J\ %:Fi’]+*§ﬁg [9SA1D§HEF§]
TotR | 106 | - - 1;97%9-,149,,,,,,, [ I T
TVHNY v B -0.59
150-600mg/ H 105 1.66+0.157 [~0.98.-0.20] 0.0032

a) MBEOHS X, 150mg/H2 SRtE L. H2E & 0 EEERE 2TV,
AR TRICRE L - BB I CESEY S B16E E THERT 5 2
&Lz,

WEE P EHREEKT 2BAOHE [0 BA2L) 5610 (ZnllE

TWEA) OUIERETHMIN, 23 7HFKREVIEEBRVIEAZR

o] POEHLIIBES (16EM) OBBAITOR—ZATA VH»
5DFHELE# RS TR L2,

BEHONR—25 4 > 6D FELE=
B (16AM) OFHEFEAITT-R—2 5 > OFKEFA T

71 X [&HEEORSHE/AASHE (165ERH)]

c) BEBRUMHBZRT. N—2A54 VOEBAITRTRAICET 5
BEOFHMOBA 7 2 HEE L T 2 IS
LA KRBT OBIERRRRIZ TS L REET46.7% (50/1074)
FULANY VEET7.0% (75/11261) Td -7z F2BIERIE. HEIR
(33.0%). F#EtEOE WV (17.9%). RKEHEFE (11.6%) TH -7,
HELRER . EIEELFAHRE SN, EELL.

17.1.4 HE TS R RAER
HRESRORERELE 2R E L ZEERLERBRICB LT, T
MIEETH 5 REFMBEOEBRAITIITEDEBVTHD, WTho
HEEICBWLTH T LAY 2300mg/ HEE R U600mg/ HEECIE 77K

B & HE U TREMERNICERZHZE VRO 5 Niz*>,

b

=

- AL EH R O PR A O 7
B PR B L MA—
=1 BERE BN | SR EDE
() PR e | (o5 imexnn | P
AVE 2 RSB
1 TSR 93 6.14+0.23 - -
(I3 |[FrHn sy V- 0.8 |
tsomg/H | 87 | 3-2%0-24 | 1 530,997 |00
TLUHNY -1.07
0mg/E | 8| 20708 11y 90,0.457 | 00016
TUHINY v -1.79
600me/0 | B8 | 435%0.24 | ) 17l g |0.0003
SLEE /AR ER
2 TSR 87 5.59+0.21 - -
GER) [FrHansyo| 014 |
smg/E | 83 | 2%F0-2L ) o710.43 |07
TLUHNY -0.07
150mg/H 82 5.52+0.22 [-0.64.0.50] 0.7999
3 TSR 81 6.33+0.22 - -
&HEE) [FrHansy | 120 |
1somg/E | B | 21402 11y gy g gy |0-0002
TUHINY v -1.57
300mg/H 76 4.76+0.23 [-2.20.-0.95] 0.0002




— BRI O AR AT 7
ey "ER | BN —RPH| TSR EDE
(FFAERER) BV e | fososrmmxnn) | P
SNEE 1/ RS
4 TR 84 | 5.29+0.24 - -
GER) (FLrrvo| o | o | T
600mg/ HY 88 | 3.60+0.24 [-2.33.-1.05] 0.0001

a) HHENPBHIE T 2BAOHED? S EH L2 MO FIgERE R 2

7 [0 GEAZL) 2510 (CHELERWiEA) D11 CTFHE S 11,

AATHREVIZERVEAEZRT ]
HERIL O - 58, BRKVCLaEZET. N—2 51~ OERA
a7 EHERE LT HHFEAT
HE2R U3 BHERROEHREHE T N—AT74 YOEFAIT 23
Laed HESEIT
) JVTFZrI )T T AMEM (Cler) 12& -, 30<CLcr<60mL/
min® # 5 # 1213300mg/H. >60mL/min® # 52 (2 13600mg/H A
BE5ashi.
NERERISHREICB VT, REMEFHEHRAIFORIERAFRRIL T
F & ARBET39.8% (37/931). 7L A4NY > 150mg/ HEET59.8% (52/87
). 300mg/HEET64.3% (63/98%1) . 600mg/HEF T74.4% (67/904)
Th-olz. ELEWERAIL. FEMEDE WV (150mg/HEE16.1%. 300mg/
HE£32.7% % 0'600mg/ H#$36.7%) « 1EHR (150mg/HE£9.2%. 300mg/

<2

HBE11.2%% 0600mg/ H BE25.6%) . AT EIE (150mg/H B12.6%.
300mg/ B BE14.3%% 0600mg/ B B£13.3%) Th -7z EEZBIERIZ.

300mg/HBEEICT 7 ¢ 7 F ¥ —BRISIH. 600mg/HEHICFE D £
/BRI R/ AR IR EIR OSSR ICRE S h, WY
NBEE LTz,

SMEISS I/ MAHRRER2IC B W T, B2l RAIR ORIER SRR
Z Y REET25.0% (22/88f). L AN > 75mg/HEET32.1% (27/84
B, 150mg/HEET41.0% (34/836l) Tad -7z EBIEMRITIZEME
BE (75mg/BES.3% % 0'150mg/ B E14.5%) & CHERR (75mg/B
BE7.1% 1% O'150mg/ HEE9.6%) . OMNEE (75mg/HEET7. 1% &KV
150mg/H#¥4.8%) . 5942 (75mg/HB1.2%% O'150mg/ H #£8.4%) %
ThH-o7.

SLEEE I/ MAHRER3IC B W T RAMFHIE RAIFOBIERAFIHEERIE T
Z 2 REET39.5% (32/814) . 7L AN > 150mg/ HEET50.6% (41/81
Bl). 300mg/HEETO7.1% (51/76() Td -7z, EEIERITFEE
WE W (150mg/HBE12.3%% 0300mg/ H B626.3%) . &R (150mg/H
B$14.8% K% 0300mg/ H B$23.7%) . O W& % (150mg/H #9.9% % O

300mg/H#6.6%) HTdh -7z, EELRIIERAIE 150mg/HEICHEL.
DEMEISMNGE. DFEEAREIR/DEERIE OGP RE S N,

INSDEIFITOWT, DEEEIMGE. DEEREIR//DEEHIIX
FRIEAREE, $EELIIEENSHER S Nz,
HHEE I/ MAHFBRAIC BV T BN RAhORIFAFERRE S
Z 2 REET36.9% (31/8461). L AN U EETT3.0% (65/89) I
ROoN. EalERRFESEDE WV (27.0%). EER (23.6%). K
HEVERE (13.5%). OWEE (10.1%). 5 (9.0%) KU EEHT
(7.9%) FTH-o7

17.1.5 S{ERMESHER
HREEREEEEE R E L REREGHE] (15401, &R312E
#5) RU2 27561, HRIT2EHE) ICB1F 2HADOBEDFIEIR
TEROEBD Ty > 72337,

JEHOEE (mm)?

EilisI El 5351 B 552
FHMmGIEL | P EEREE | FHEI | POE - iEE RS

maw | 14 | 69.4£18.7 | 275 | 67.3£17.9
2B 14 | 42.8£26.1 | 211
L ol | 40.5%25.1 | 173
2 63| 38.3£24.6 | 122
1045 32 36.8+£23.2 78 32.5+24.1

a) 0~100mm®Visual Analog Scale CEAS A Z WIZERNVEAZRT o

E#HEGHBRICB W T, 2 WEFFMx R+ o8/ 1375.3%
(116/154%1) 2B 5N, EREIERIZEHEDO T (20.8%). (A=
B (14.9%). @R (13.6%). FHIC L 255 (9.7%). OHNFEIE
(8.4%). R IFIE R FERHE (B7.1%). BIERTEDL (%

6.5%) ETholz. HERAERIZ. BHICKS5ME300. L=MEHR,

EBIEE, (KT N Y AME. _ESEEEAMGE/ DB, S/
HIIC & BIME /BT X BIMESHISHE TG S, Wb EE L.
EH#ERE2CB VT, K2 WM S5 o BIE A I1365.1%
(179727561) 1c@@® on. EuEIWERIFEMED £V (16.0%). il
HEE (12.7%). @R (10.5%). EIRE. 558, (REEN L O ERE

(%5.8%). B (5.5%) ETh -7 EELRBIEMIZ, FlfamEE.

RGO EqE S, Z0ERIZZNENREE, EE
Th-oTlz,

17.3 ZDfts

17.3.1 BEOHEHEH
HAANERBRAZ MR E U THARRUARICTL AN > %150mgH
EFE %5 L - B0 #Es £ L OFRBRRIE, B%%55.3% (1/1941)
& A RIS 530.8% (12/39(]) TEH - 7%,

18. EFNEIE

18.1 {EFRKEF
FUANY NIHFRHIRRICB W TBMKREEN LY T L F ¥ 2L O
HEICR LB 218812 72T a6 ¥ 722y hEDKEEEZNLT,
W LT v AIVORRRE COFKFRBR O AT 7 LGAZME L.
TIVE I VIBEOMREEY EER ST 5 EAREENT WA,
B, TUANY Y OERERICE R THEEERERO /L7 KLY
UREROO b= UREBICHT AEALESE LTV A I ENTRBEN
-([/\;a)39~43)0

18.2 $BfR1ER
FUANY E BEBRICE W TREREREINT 2 YO TEI
P9, R ERIBRE R ORERIBIC & 5 iR EE R I B FE
RERAEGIT 2. F7o. (LFE. EE. BEEGEICEREShZE
. BEBRETVICB LT LEBERZRT ),

18.2.1 {2MERIEHIRIEE (CC) EFVICHIFM707 1« Z72ER
FUHNY ViE, Ty FCCIEFNMICE B, BROBHNTOT 4 =7
% BT L7124,

18.2.2 BEEMERER (SNL) EFNVICBIFZM7O07 1« Z71ER
FLAHNY VE. SNLETIUICED T v MIHEESE BN OB
TaT 4 =7 &M LY,

18.2.3 AL TRV VY (STZ) BERREFIVICSIFZHM7Z7O07 =7
R
TUHANY VE. Ty FSTZHERBRETIVICBLTHET 2HHR O
BT aT 4 =7 &40 LY,

18.2.4 BHIBSREBETIVICSIIZM707« Z71ER
TFUANY V. 77 ABHAOEE NICLA2EHBEETLICBLT
HETAHENTOT « =7 2L,

18.2.5 EMHEBRERETIVICSIIZM7O07 « Z7{EA
FULANY Vid Ty MEEFHBEREEETIVICBOLTRET 251
TUT 4 =7 2 L7z,

18.2.6 RILYVU VTR MIBIFZEREICHT SEHIEA
Ty FREEADARILT Y VIREIC &0 FAT 228 ORREBEETE O
25, TUANY VIEFRERENEE T 5 L SN 282U 2M% L
7::48)0
F) EE CIREESMERBICH URC2RAaZEMRETO T =7 &

MO, B (RE2BSRICET A2 ETELS) RUBK (K
JEADBBTHL D) 7aT 1+ = 7ICHES NS,

19. B ICET SIELEMNAR
—fik&HR © L AN (Pregabalin)
b4 @ (35)-3-(Aminomethyl) -5-methylhexanoic acid
7313 1 CsHiNO,
aFE :159.23
CHs / H
; CO:H
H;C
% ORI ABOHERTH S KICPPEFICIL T -1 (99.5)
IZHR® THEITFIZ Vo

22. G
(FULANUODEE2mg (B8]
100%E [108E (PTP) X10]
50058 [N, EIEAIAD]
(FULANUODEE75Smg 851
100%€ [108E (PTP) X10]
50058 [NT. HMEAIAD]
(FLANUODEE150mg [85iE])
1005% [10%E (PTP) %10]

23. FEk
1) AFEFAEEMRE (V) HHh T 2010F4H16HKR. HFER
WE2.6.6.6)
Lockwood PA,et al. : J.Hum.Lact.2016 ; 32 (3) : NP1-NP8
SE#Y = R WizEERE (VY AH L 2010648 16 H &R,
B RTEE2.6.6.6)
4) BAREMRE (VYA AT 2010F48 16HKE., HEERHTE
2.6.6.5)
5) BERAICH T 2EYEE (HEEE) (
Al6H#&R. HiEERME2.7.2.2.2.1.1)
6) BEEAICB I 2EMEE (KEZRS) (
Al6H&R, HEFERMIEE2.7.2.2.2.1.1)

2
3

UV A H TR 201044

V) Ah T 201054

7) HNER  EEAFESERHE (OD#E25mg)

8) HMER : AWM EEMRE (OD#E150mg)

9) BEDEE (V) HHFE  010F4H 16H %R, BHFEEREE
2.7.1.2.2)

10) HUHEAERAR SR OFEERE R ORH (V)Y HH T 201084
HI6H&R. HFEEMNE2.7.2.2.1.6)

1) mEEAKEE (VYU HH L 2010F4F 16H &R, HEERRE
2.7.2.2.1.5)

12) RELOHRM (VU HH T E 1 2010FE4H 16H K. HEEERMEE
2.7.6.1)

13) & bhcytochrome PAS0ICxtd 2 BAEMEH (U U 714 7L 20106

4R 16H &R, HEEERNZ2.7.2.2.1.3)



14) BREICBI2EMEE ()Y Hh T 201048 16HARR. HiE

BRHE2.7.2.2.2.2.1)

BERERE RO MBETEEICB I 28Y#HE (VI Ah !

2010FF4 A 16H &R, HEEERMNEE2.7.2.2.2.2.2, 2.7.2.2.2.2.3)

16) BER#ERE. HREZEMEEE. BRFERHEMEREICESE

Wr AT HREROBRHERFERE BT 2BEFENHE (VUD

77 )l D 2010 10A27H KRR, HEEERMEE2.7.2.3.5.1, 201246

HA2H&ZE., HEENE2.7.2.3.1, 2.7.2.3.4)

EYEREICE D S EMAEEER (VU HHh T 201064H 16H &R,

RN ZE2.7.2.3.6.1)

18) ANy F v EOEMHEEIER (VU HH 7 20106E4F 16 H &R,

FREERMNEE2.7.2.2.2.3.5)

FECLBEIESE & ORYIAEENER (U U A5 7 R)L : 2010644 16 H KRR,

R ERME2.7.2.2.2.3.6, BERES)

O JELEDEMMEENER (VU HH T 201044H 16 H &R

R ERMEE2.7.2.2.2.4.1)

21) AFTa Ny EOEYHEEM (VY AH 7R 2010848 16 HARE.

I EREE2.7.2.2.2.4.2)

Iy =V EOFEYHEEMERA (V) AHh 7Rl 2010F4A 16 H &R,

I ERMNEE2.7.2.2.2.4.3)

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

HPNER  EYERREERE (OD#E75mg)

NIERERIE D © BARNRA > 7)) = 7 %4558.2010 5 17 (2) © 141-152

ENE MAEMEREE (FREEREERE) (V) Ah 7kl 2010644

AI6HARR. HEEEMIZ2.7.6.29)

EANE IEMEEREE (MERRMERE RS ICESER) (VI Ah T

)L D 2010F10A27H &R HFEERMNEE2.7.3.3, 2.7.6.1)

ENE MAEMGERER (RMEFRRE) (VU hHh 7L 201286H22H

AR, HFEERMIE2.7.3.3, 2.7.6. (2))

EN R GRE (FREEBEEE) (V) hh 7L 201064H

16HA&RE, HFEREIZE2.7.3.5.1, 2.7.6.37)

ENRPHERE (EREEREEREEICES LR (VI A7t

Lt 20104F10A27HA&GR . HFFERMNZE2.7.3.5.2, 2.7.6.24)

EN RS RE GREFEE) (VU A0 )L 201266 H22H %

0. FEEERMEEE2.7.3.5.1, 2.7.6. (2))

ENEHTSHE (FHBERER. MEPRIOE, SFREBELREIC

PESESE) (VU hH 7 e )b 2013FE2H28H & 8. HiEE BRI E

2.7.3.5.1, 2.7.6. (2))

EEHASIHERRE (FHEERALR) (V) hh 7L 2013828

28HKRE. HFEERMNE2.7.3.3, 2.7.6. (2))

SHESE IEROE MAET T AR ERER CRiREssmE) (U U7h

H 7L P 20106E4A16H &, HEFEERMEE2.7.3.3, 2.7.6.30,

2.7.6.31, 2.7.6.32)

HNESEIMEAERSRE (FRESEMEE) (V) AH 712010

FAR16HARR. HFEERNE2.7.6.34)

SERIHRGRE (FRESBRERE) (VY hh 7l 2010648

l6H&R ., HiFEERIE2.7.3.5.2, 2.7.6.35, 2.7.6.36)

FERIAEZIEDOBE (V) U A h 7R 2010F4A16H &R, HiEER

WEE2.7.3.1)

38) BEOEERE (VU hHh L 2010F4H 16HER. HEFERHEE
2.7.6.3)
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39) Bauer CS, et al. : J.Neurosci.2009 ; 29 (13) : 4076-4088

40) Fink K, et al. : Neuropharmacology 2002 ; 42 (2) : 229-236

4]1) Maneuf YP,et al. : Pain 2001 ; 93 (2) : 191-196

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

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

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

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

46) Tanabe M, et al. : Eur.J.Pharmacol.2009 ; 609 (1-3) : 65-68

47) BHHERREEETNICB Y 2ENEERE (VI Hhh L

20125E6 A 22 HA&GE . HEEERME2.6.2.2)

48) Field MJ,et al. : Br.J.Pharmacol.1997 ; 121 (8) : 1513-1522

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

24. XEREERERVUEVEDESE
Meiji Seika 7 7 Vv HREH- < T DHKE
(Me7 7 L RS HER YA T L)
T104-8002 BEEEHRXFHIE2-4-16
71) =44 (0120)261-158 FAX(03)3272-2438

26. BGSHRFTRES
26.1 BGERRGETT

 amuEEsENex

WERREFFHR_TH3IEF 1S
26.2 ER5EIT

Me D7)l kR4t

RRBPREXRE 2-4-16
26.3 ARFEIRIE

Meiji Seika 7Ltk
RRBARKFE 2-4-16

C-PBE
02102G



