20244F 1 HEaT (6 1 W)

WS EEES

H AEAERG an 3 >
871190

R EEE (EEEAR - REDEE)
7L AN TIEA e

TJLIIINID0DFE25mg =31
TJLIINID0DFESO0mE =31,
IJLIINID0DFE75mg =31,
TJLITIVID0DFET50meg =31
Pregabalin OD Tablets 25mg-50mg-75mg-150mg "MIKASA.

Bk o SR ARAE OD#$¢25mg OD#$£50mg OD#$£75mg OD#$£150mg
ALNEAR 34 FREEFS | 30200AMX00871000 | 0200AMX00879000 | 30200AMX00872000 | 30200AMX00873000
HEE—EMSEOMTEIZLVERT L2 L ioiils 20204E12H 20204F12 20204F12 20204£12H
2. BROROBEICUHS LAV E) GRHLERRIE 18 D i)
Kﬁ'J@EE/’JN:;@L Li@ﬁiﬁx@ﬂiﬁiﬁ@%%%%‘ WE. RANEWIHHEE LT L A1) Y1H150mg%x 1H2
AT CREO G- L. 20BAMM E2FTIHHRE LT
3. 4Rk - Mk 300mg F Tk L 72, 300~450mg THEFF T 5. . AR,
31 %85 SERIC & ) EERRT 245, 1H e R 2450meg % B 2 7 v
7°l/jj‘/\‘\l) :/ 7°1/ﬁ‘/\‘\|) :/ 7“[/77*/\*1}:/ 7"1/7]“/“]) ‘\/ Z_&&L\ Uxfﬂ¥)152b:ﬁ\“‘fﬁim?&h‘i?%o
WR5e 44 OPjﬁé%mg OP/E%BOmg OPji%mg OPiElSOmg 7. BERUHBICEET 318
=4 =4 =% =4 71 BFOHG A RIS 254108, 2% b TABM AT
ﬁi{&ﬁ TVHN) ANTVAN) ANT VAN T VAN v THEAIEETH I &, [8.2 5]
(15EH) |25mg 50mg _|75mg _|150mg 7.2 BRREEESE CRH ARG T AHEE. TRIORT LT
‘ D-¥ ¥ =k =, Bk, JHAKEF>. 50 FZ oV T T AMEEBEE LCRAOR G5 U5 1
AL | 7L B FEESTHEN VT =A, A7 TR, AWMET AL, o, MEEN 2T T2 EETIE, 2L
L Yl S SCEIINE . TFZY )T Ty AEIE L2 TH AR A T ST
3.2 SEIDOMIR 2R L 7R ICARF OB G- %2179 2 & BEROHE T
FLHENYLNTLINY AT HNY STV INY SENTWLEEICE, KHE2OHE L. ZAEEPHER S,
724 |OD4£25mg|OD4E50mg|OD % 75mg|0OD$£150mg RN EITHET 52 L BB, SITRLTWOH
=4 [=4] (=4 [=4%] B HEEY 32— a VERIZEDSCDDTH A 2 LR b,
)} NERERET NERCELR FRESLICHEEICEHE L 22N, B BREHARTL 2 L
@ - AP | HEOHRSE WUES SIES WES [9.2, 9.8.1, 16.6.2 Z:H]
(R ERRE
#* % % LT F = MR
2T T A >60 |[>30-<60|>15-<30| <15 |#ROHiT
%\L N A N (mL/min) H )
2= =/ \_l 1 H#%5-8 |150~600mg|75~300mg|25~150mg| 25~75mg
N — A 118125mg 1F125mg
il \ )
i e e R 1i75mg | 13 %igzg@ 1[25me | 257 it
HH 75mg 150mg 225mg 450mg R 1E|2g Vi PO 1E|1Eg 5
7§ EA | #6.0mm | #7.5mm | #8.3mm | #10.5mm 1[A75mg 1H50mg e
< | EX | #2.9mm | #3.8mm | #4.7mm | #5.9mm 1H1[ 1H 1
TUAN) AN TVAN) AN TLARY | TLANRY » 1H50mg
o — F|OD 0D 0D 0D 1H 3 1253 | _
! 1H2[A] 1H1A] 75mg
- 1[A175mg 1H 1A
4. FHEEX IERNR 1H 2/
OmiEEEEREE
N 1[H100mg| 11175
ORMEBFRERE I > 775 e o
) . e o | 1300mg | THSE | TBZE o 003k
5. REEN IR ICEAET 5 FE e 1H2M i AU 1H1A | 150mg
GRMEEHRIE (S &) 1A1150mg|1[E1150mg
WA OBINL, KEY &~ F ¥ A0S (B k%D LH2le | LA

FEI By 7 el | 22O I HEICE L M2

AT B L,

6. AERUHE
(MRS EAR)

Wrenzmaico

FE)2HIZLE, ARH% 5-65 [ 4 2> & 455 I MgsENT % £ L 725
B0 Ial—Ta sERICES

R RRIRIE (S &9

W BAZIEMPIHEE LT LAY Y1H150mgx1H2
N T TREA%S- L. Z0%IERI E2 CIAEMELE LT

300mgF THWIET 20 b, Hifn. BRI X D EEBRT 5725

IH&EHEIZ600mg a2 22 e L, Wb 1H2ENIZ
VT CREER G %o

ILTF = ML EHT
II)TT YA >60 >30-<60|>15-<30 <15 |EOHiT
(mL/min) D

1 H#5-1 [150~450mg|75~225mg|25~150mg| 25~75mg




LTIy MR BT
IIT 5 A >60 |>30-<60|>15-<30| <15 |HEoHiL
(mL/min) F & ®
117125mg 1F25mg
a3 |, L
A 11875mg s {)P(CiZlﬁ] 1[0125mg | 2531%
YRS A2 Wik 1H1A | 50mg
11175mg
1H 1 118150mg
1H 108
115]50mg
o |1msomg | T3 | 1@ 7emg | 1L 505 s
MR L H 2 ik LH L 1350mg T5mg
117175mg 1H1MH
1H 20
1[m[100
LI
YeprE | 1m225me | 175mg | 12om€ | LHSOX | oog s
e, 1A1E | 1475mg
(wefk5E) | 1H2M 1H 3] b 1H 1A 100mg
118175mg
1H2[H]

) 2HZIE, ARFIE 56 M 7> © ARE R ML BT & 0 L 723
EOYIalb—Ta YFERICED

8. EELEANER

(RhREFIE)

8.1 AHIDOBHGIZL ) F v, IR, HEHESErS DI, A
BHEFRIIE 72610 H 2 DT, KEHEGHOEZIIE, BB
HOMEEFEIR T ) ROBRIFIHET SE RV L ) ERT S
Zko [11.1.1 ]

8.2 KA DL aHEG PRI LD o AR, EG, BE. MR A
LR OGTHEF OBERIERD H 5 b D Z L WH DD T, &5
EHIET 25120, A LS THEBELEAT TR 120
T5T k. [7.1 2]

8.3 KA DG L D AEIGMNERT Z L35 5D T, BHIZIE
BEL. EHoOBERD S b ogaid, S, EopksE
OB RMEZIT) T o B2, BGEOHI. &2 WITEH
B NEEIINARO HID 2 03D b7z, EMIITE
HAllE FES 52 Lo

8.4 AHN DG LY | §5Hl, MERE, BH., WHSEOIRES
A CHWREMEA D 2 O T, BERIZ, REFIZOWTHZ
T EE L. BEIRO LN E I EY 2 0LiE 217 2
Lo [15.2.2 ]

(MR E AR

8.5 AANNC & 2 M F IR O IR 35 R T 72 <ORHERR
ETHDHIENE, FROBERN & 7% 5 REOTH L UEE & b
TV, AR ZERELT LW L,

9. RENEREAIPBEICHTIER

9.1 EHHE - BIEESDH 5 BE

9.1.1 EED S >MELAENEE
GIMEREEZ AT LEHIIBVT, ) o MEOAED H b
HILNHBe [11.1.2 M)

9.1.2 MEZEDEREN 5 3 BH
[11.1.5 Zf]

9.1.3 EMEEFOEAD S 3 BEXISERTENH 2 BE, HHE

ENhHdEE
WHEORBER 22 BE L, HEICES TS5 L, [15.1.2
ZH]

9.2 BHEEEERE
JVTF=r )T Iy AEERSE L L CARKIORS 8K U
LRilE A ST A 2 &0 AT & L TRZILED R I HE
ENL7zo, MFEFRENE 2 VEERPEHE LRI 25
BENDDH D, (7.2, 9.8.1, 16.6.2 BHH]

9.5 TR
TR IR L C W AT RO & 2 L PEid . B Lo i1k
btk B2 LTSN GEICORRE T2 L, B
EERC, RIRRE (RAE, BEEFEOSER LA, BEE
BOPALRIESE) . HAERANOEE (FERT. AFEOKT.
PR EE S OMT . ST IRIE, ERHAEIC 3 2 585
HEENTWAY,

9.6 BILim
KA G-I EAE BT S5 &, BRI MREAF~OR
TFAEHHENT VB, [16.6.4 B/

9.7 NRZ%
INBEE R IR E L AR R OV e 2 RS & L 2 B R BRI
FEHL TRV, ET v b TRAEORZUEDE . mAlE
R (600mg/H) & A OB BT, xR R (H 5
HERTLE L O E L D) R OEEANO #22 (—@ MoK E B
HDAMESINT WD, o, RABRHEOUE %W 2 5 5%
THER MR SO T A, #5/OBEHE CHRIERIEHOERE
DG ENTVWBEY,

9.8 ShE

9.8.1 7L T7F =2 )T Ty MikSH ISR, H5HMEZ
FiT AL, EEICHESTLI L, BHEEMETLTWS S
EDL\, (7.2, 9.2, 16.6.2 ]

9.8.2 ®F v, MR, EHEE L VEELEEL R L
Biid Be [11.1.1 2]

10. HBEEHA
10.2 HAEE (BRISEERT S 2 &)
ESiEA FRRREIR - 18 7 Wr - [T
PRI IR (RN A, BRIEAS A S 7z & BRI
T EF A FREE| OHEDD 5,

ikl
FEFafFy FEHIHR AR R N USRS B B | AT 2 A S
2R PAVA REREE L2 L CTAHI 2SN | & 2

T —)V (B [\ AEH T A B2 H 5.
AT 25 | & 2 | A RIE & o B @ PEAYR S LB AN
CYTEF(T VT EAERAL TS E
F T2 M| T, R GBI,
FBHEHS) HMOERZ &) 2 3ET 5
VAR ELEDBEINDH
%o

KRB EZ D & |7 V) 2 2 RIEH & ARH O B A
25 EEA (F 7 BRI &0 KA IR 2 S
VYT RERTILIATINETDBENN
&) Hoo £y FTVIV IR
SNSRI SNSRI B
OISR L. OAEDIIE
NITEALT A D D72
O RHNEBT DA
EEIHGTH L,

11. 8IEH
ROENWERNSH LML ENHIDT, BEETHITITV,
FEDFRO DN AIE3 G Wik $ 5 e S R ALE AT
5 :_ &o

1.1 EXAEIER

11.1.1 HEVQ0%LL L), EER(20%L. ). BEFEHEK (0. 3%Ai)
OF W, HIE, EREEEND DI, B LEIEICE-
OWENDH B, [8.1, 9.8.2 ]

11.1.2 (DAL (0. 3%A) . Bizk & CHEEAH)
OARED) A7 05 5 EH TR, B8 0127w, BErik
OOENEAICREGSERIEL, Y AREZT) 2 &,
[9.1.1 H&]

11.1.3 HEREFRAARIE CBEEEANH)
AR, BJ1&, CKES. Mk Rp I+ 70y A5
W Sbhgaicik, &G xhmik L., @R REERIT) 2k
F 7o, MR REE IC £ 2 BB EEOIEICER T I L,

11.1.4 B2 (0.1%K;ii)

11.1.5 MEZEE CHERH)
M RESEDOB/UTEDH 5 bNE I b, [9.1.2 2]

11.1.6 {KIM#E (0. 3%A:ii)
Wiy, PEEI&. WiT. IR, TRk S O RIHE IR A D &
bIA RS 2RI L, #YRMEEZITH 2 &,

11.1.7 FBEEMRRR GEEEARIH)
BN, DR IR, SO BRERE T ICEE L. Bl
D5 NHE XA, WECTSoME £itd 252 &,
MEVERE S8 b N A 3G 2 ik L, BB E R IVE
CHIOGEOMY) R ALEEITH 2 L,

11.1.8 a3y 7 BEHEARHE)., 7771 7%>—(0.1%Ki)

11.1.9 BE LSRR (Stevens-JohnsonfEI&EE) (HHEEAH) .
ZRAIEE (BHEAA)

11.1.10 BUERTR CHEEATT) . FTHEREREE (0.4%)
BIENT %5, AST. ALT EHS:% 1L TR ED D 5 b s 2
DB D,



1.2 ZDBOEIEA
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13. BEKS

13.1 fER
15gE TOMEHRGBISME SN THEY) ., #ERGRICASN
ZERERIE. HEIREE . IR, SAELIRRE. M5 oL Wk, %
LAEESORS, KEEETH D,

13.2 fLE
AENIMABENTIZ L D BRESND T &b, HEHL TV AHER
OREFEIIE U CIET OE/mE HIET 5 2 Lo [16.6.3 ZHH]

14, BHEDIEE

141 FEIZFFEEDEE

14.1.1 PTPAEDHFIIPTPY — P25 L TR % &
IRET LT L, PTPY — FOREKIZL ). HWEEATE AE
AR A L, 2138l E B2 L CHERRIR 258 0 FiE 20 & 0F
SEERHRT LI DD 5,

14.1.2 RFNLTHFO L2 CTHER Z B S5 & T 5720,
K7z LCIRHTWEETH Do 720 KTIRATAZELTE S,

15. ZOMDEE

15.1 BRRR(ERICE D < 1B

15.1.1 YV CEBEN2ARF 2 G EBOIMTA»AEIZBIT
By CTADPA, BMEESEZISRE L21990 7T & R
RERBEOMEHERIZB VT, HERSE R OCHEEROFEH D)
A7 D, MCAPAEORMETT 7 v R L L L CR265
B FUTAD» ASEIRIBEED.43%. 75 £ R#H:0.24%) . TA
MPAMOIRARETIZ, 77 £ REEE HRI000AH72)1.9 %
W EEHR SN2 (5% ETEXH0.6-3.9) s T2, TADPARH
DFTITN—TTIE, I RHELEHRI000AH7202.4 0%
WERHEER TV A,
E)AFNIHEINTIHTADPARE LTEREIN TV DA, K

(2B BARHIORFE - WA AR R AR 7 9
2R IRIEITH B

15.1.2 SEWELANC BE 3 2 AR O WG EERIZ A S i Tw
A, RHE P G & 7 B CTIRAT OIE B AT B L2 i S
nTwz, [9.1.3 ]

15.2 FEEERRAEBRICE D < 1B

15.2.1 24D~ 7 AR AFEREIZ BT, IRBRTETO
Fiye MEZREOMEL LOBFE R ICH YT 2 AREOGI X
0. AEARLERZ M IR O FSLER AN L 72 & OGN B 59,

15.2.2 24EM DT v P HFABEMERBICB VT, KRR TO
Fige MEZEOMED LOBFERICH NS T 5 AREOHSIZ X
DL BT VE Ty MR R SIS HIEZEE O S8 )
WINL 728 OEDRH Y, /2. T v b xHO M0t
BRIZBWT, KERTOUC-T L #/3) » HERIUGTRE D TH 1%
MR IE & A EDOHIRIZC BB TH - 7225, T v M3K
UN52308 ] SAR A% 5- T B TR R Lk B 813300 H L
Lotz ICHET 2EMEMOBET 7T LR EEL D E L,
TS I & R R & L 7213~ 16 #5075 & R IR
By (3RERBES) DT T b RBETIE3.8%IZK L, AHIE (150~
600mg/ H) T10.6%. E#I# 55k GaERbES) TIE10.2%. ##



MEFIFAE & xf R & L 72163 4% 50 7' £ A EER O 77 &
REETIE2.8%I2%F L. AFHIHE (300~450mg/ H) T9.2%. Kl
PG5 HERTIHI. 4% TH > 72, [8.4 ZHE]

15.2.3 #:7 v b ohERe R CWHIIRFEA B 5 3 BRIZ BT,
KRR T O3 Mg D28 DL EOBEELE A 5
AARIEORGZ LN | JBREE OFEEMEBENHI L 72 & OHE

16. EYEHTE

16.1 MARE

16.1.1 BREES
HA NERER AL, 7L 7731) 250, 1000 200, 250 % U°300mg (%4% 5-
OB & A I BRI % G L 72, 455549 1T CCmax|2E L.

t1/203 6 TdH - 720 Cmax L NAUCo-»1d. 300mg F T m i T,

FRZHBI L T L 729,

54| Cmax | Tmax AUCo- tiz | CL/F | Vd/F | Ae
(mg) |(ug/mL)| (hr) |(ug-hr/mL)| (hr) |(L/hr)| (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 1.17 49.2 5.57 | 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)

(G (LR 5. &661. FIfE (kiR =) )
Cmax : ¥z i 42 i
Tmax © iz MHE A EE S R
AUCo-eo © IILHE Hh i 2R ] i 47T THIF
t AT HR R 2 ]
CL/F: Apio&g s )7 v A
VA/F : BT 05tk
Ae(%) - H.PG 4601 F TOREIARD R k=

16.1.2 RiE#RS
HAR MR ANZ 7L A28 1) 211150 K ON300mg (45-4% 5-1:841) % 1 H 2[n]
7H M BRI G L7o i, P65 24~ 48 CrE R RIS I E L, 5.7
HHEOt203 21 216.02)% 0°6. 3L T > 72 %5-7H HDAUCo-12
3. H5EIHEOL . 45TH 5726,

MAEHEEEEIE I AUC, Cmax®H 0 /87 A — ¥, #Ea ORI KR
DT - RO FEREZ X > TR B RIED D 5,
(2) K& LCTRAL &S

7L 77N 2 OD#ELS0mgl =4 | & 1) ) 71 0D$E150mg % 7 1 A A — /N —
FICE D) 22N (T L AN & L T150mg) . fEFE A F-18%412
A HE I 4% 5 L C IS AR 2L BE & 2 L 720 15 5 M7z 3 B)
f&/87 2 —% (AUC, Cmax)Z2Vv>T90% 15 M [X M1 THRE AT %
17> 72 % 10g(0.80)~log(1.25)DFEFN T & 1)\ WiH| D A=Wy 191 %
HEHHER E N2,

HERT A=4 BEINTA—F
AUCo-24 Cmax Tmax t1/2
(ug-hr/mL)| (ug/mL) (hr) (hr)

7L I31) »OD$E

150mel =% | 32.29%+3.17 |6.08*1.00| 1.0%x0.6 | 6.4*0.5

) V) /1 0D$E150mg| 32.72%3.26 |5.77+0.96| 1.0£0.4 | 6.4%0.5

Cmax Tmax AUCo-12 t2

(ug/mL) (hr) (ug - hr/mL) (hr)
SLH | SB7H | B51H | B57H | S1H | %7H | 1H | %7H
1510]?ng 4.23 1 6.30 | 1.3 0.9 | 22.2 | 31.6 | 5.11 | 6.02
1 H 208 (0.72) | (0.74) | (1.1) | (0.4) | (1.9) | (3.6) | (0.69) | (0.47)
30101?ng 8.82 | 10.3 | 1.6 1.6 | 42.1 | 58.8 | 5.42 | 6.31
(1F 20m) (2.34)| (2.3) | (1.0) | (0.8) | (6.9) |(10.6)|(0.87) |(0.54)

P9l (R 22) . %4861)

16.1.3 £WPHRZEEHER

(FL#H81) > OD§E150meg[ =4 1)

(1) KTRALHE
7L 3 »ODE1S0mel =45 1 & U ) 1 0D$E150mg % 7 1 A 4 — /3 —
FAZ k) FNENLEE (T LAY » b LT150mg) . SRS 7184412
it B HL AR 45 L C S R LRI 2 152 L 720 15 5 7235 H)
RE/%F 2 —% (AUC. Cmax) 22> T90% 15 HH X [ 1: 12 TRERHAT %
1T o 72459, 1og(0.80)~log(1.25)DFEF N TH 1) . 7] O Ay 2= 1 [ 45
HEAHER S N0,

HENNT A—F BEING A =5

AUCo-24 Cmax Tmax t1/2

(ug-hr/mL)| (ug/mL) (hr) (hr)
TLAS) 2 ODSE| o) 9029 88 |5.501.01| 0.950.4 | 5.9+0.5
150mel =4

(P9 + e, n=18)

(ug/mL)

8

7 —— 7L 7731 Y OD$#150mg [ =45 ]
i 6 —a 1) 1) 1 0D§£150mg
# 0 (PHft + IR, n=18)
o4
b3
3

2

1

0 —a

01 2 3 4 6 8 12 24
£ 53-8 (hr)

MAE RS NI AUC, Cmax@E 087 2 — 813, #ERE 0IR, Kil
OFFMEEL - BRSSO MBS & o TRAR D WMDY B 5,

16.2 WRIY

16.2.1 REOFE
FA NERERL A9 BV T AR R OVERIC T L N1 ¥ %150mg
BRSO CmaxiE 214,955 083,22 1 g/mL. Tmaxid
0.947 % U3, 375, AUCo-18lEZN2N31.2% 128.8 ug - hr/mLT
ol BBEGIZBWVTCmaxiZf35% M T L, Tmaxid#2. 45 [ ik
K L7255 AUCo-sDIE T 12#8% Tdo - 728,

16.3 5%
HA MBI, 7L A3 250, 100, 200, 250%% U°300mg (%% 5-
F6M) %A EE | B AR S L 22 B0 B 1 0 534 258 (VA/F) 134
A0LTHo7ze T LAWY JTMERICEAT L. MEEAREZ 63 5 4zl
PO, 0.76THh o720 TL AN Yid, 0.1~20 u g/mLIZ B\
TR, (ZEAERAE Lo 725 910 (in vitroitb)

16.4 X3
TLANY LxE e A ERHEZ T v EEEK A (DHEA6H]) 1214C-7
L AN 2 100mg (1079 u CO) Fe -4 FRAZ S L7 B 0 #999%
WREALETD 5720 RPICHRIBENZ 7L I v OEBERBWTH
BHN-A FOVFHERISIR PG mD0.9% L LTINS NTze In vitroik
ERIZBWT, LAY 2159 ug/mL (ImM. 600mg/ H 45515 0> 52 3 1k
BOCmaxD#H10f%) CTCYPLA2, CYP2A6., CYP2C9, CYP2C19.
CYP2D6, CYP2E1Jk U'CYP3A4IZARF 2 B ILF2D H k0o 729 1D, 12),

16.5 HEtt
HARMNEFEK AL, 7L A3 250, 100, 200, 250 % U°300mg (%% 5-
B6) & A (B AR L 5 L 72O CL/Fid4.64~5.15L/hr Td >
720 2 OO R AHES1Z83.9~97 7% TH - 725,

16.6 BENERZH T 2EE

16.6.1 =i
SEHAIOT~ T8 D H AR NMEHE mli & 66112 7' L 4773 1) 2 100mg % i [al#E
B L7z, TmaxiZ1. 4K, t1/2136. 3208 T&H - 726 AUCo-o0 JL O
ti2ld, BEHEIESEE I 7L AN v 100mg % BRI G- L 720 & T
L ThTMITHAN LR T 2 WAL S 7213,

) V) /10D$E150mg | 32.02+4.22 |5.97+1.22| 0.7+0.3 | 6.1%0.8

CPIgfl + BEERE, n=18)

(ug/mL)

7

6 —e— 7 L 7/31) »OD$E150mg [ =4F
i —+—1) 1) 7 OD4£150mg
.l CFfE + R, n=18)
3
%,

1 —

012 3 4 6 8 12 24

Cmax Tmax AUCo- t/2 CL/F

(ug/mL) (hr) (ug - hr/mL) (hr) (L/hr)

fiHE 3.24 1.4 26.6 6.32 3.82
ol (0.55) 0.5) (4.3 (0.82) (0.65)
353 3.56 0.75 20.4 5.66 4.93
Elo (0.67) (0.27) (1.3) (0.59) (0.35)

(M A G-, %661, “TIgfl (BRHEmRE))

16.6.2 B EEEEEE
(1) BHERED S 7 2 BEERE 2660 2 3 512, T L AN 1) 2 50mg % B [AlRE T
L 7-W, BHEREOB T ICHE > Ttied iR L. AUCo-o A i L 720
CL/FERUOE 2V 75 ACL)E 7 LT F=r 2075 AZBIL
72 (SHEIANT— %)
7 L7F=r | Cmax |Tmax| AUCo- t1/2 CL/F CLr
2175 A |(ug/mL)| (hr) |(ug-hr/mL)| (hr) |(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) 1(0.39)| (5.0) (4.1 | (7.3 (7.7)




sLTF= Cmax | Tmax | AUCo- t1/2 CL/F CLr
2075 A |(ug/mL)| (hr) |(ug-hr/mL)| (hr) |(mL/min)|(mL/min)
=15-<30mL/min| 1.90 1.93 52.3 25.0 16.7 9.23
(n=7) (0.62) |(1.48)| (11.7) (6.7) (3.9) (3.37)

“lomLimin | 169 | 1.00 | 101|487 | 830 | 430
(5 1 50mg (HLI) , Pl (kR ) )

CLr:®7 V77> A

(2) BIEEEISEMERERRAT

838BI DHE R (H AR NATAB % & T MR B 7061, RIS B i
JBR26BI, BEIRIE AR R D D S 2 A 2 B 15461 % USR
FE T R 22400) & kB & L CREAR SR B REARAT A& FE G L 7o R
—REINx El-a /8= A NETVBHEE SN, AR L LT
CL/FIZMLTZ V7 F=v 2175~ A(CLer) R UEIAIATE, VA/FIZ
®FLCBMIL BUAEREE, AR OMERASEE S N7zhs, T LAY Yo
PP E T 52 AT & L CIICL/FIZ T ACLa A RETH 5
LEZ LN, BREREEZICBWT, CLaadETIZLY) ., 7LAN
V) YDOCL/FIFMET 4 578, Clerfizz% & LW - HEOHED
WETH D,

F 7z HARNOBERIFERRE R E 124 D i B 12 BT, CLlerd®
30mL/min Pk E60mL/min i | LT 2 BFITT LAY 2 150mg
%1 H 200 FAERE I $%5- (300mg/ H) L 72 & & DERIREEIZ B 5 AUCo-12
(AUC0-12.55) DETIVIZ & B HEEMEIE. CLerA%60mL/minh o> E# 12
7L IN1) 2 300mg% 1 H 20 FAERR IS5 (600mg/H) L7z& & LM LT
& o725 CLer330mL/minkh E60mL/minAiii ® BE 2 BT 5 7L AN
V@027 Ty A%, Cler?*60mL/minkh £ E# O#F5Th -
7215, [7.2, 9.2, 9.8.1 Z/&]

L7 F=v 5 AUCo-12.88 CL/F
)T TR s (ug - hr/mL) (mL/min)
=60mL/min 1[5300mg 75.5 69.2
(n=31) (1H20E) (17.1) (13.8)
=30-<60mL/min|  1[A150mg 80.3 32.3
(n=14) (1H2[a) (16.5) (6.34)
CF¥fi (i {R) )

16.6.3 MREMEE
MHGENT 2 520 TV B ERZ 126012 7 L 47 /\1) > 50mg % B Al L13%5- L
7oWRf, ARERI O MUTGENTIC & O e 7 L 7N ViR IE#950% F T s
L7720 ZOBOENZ )7 5 > A13192mL/min T - 7219 (JHE A 7 —
%), [13.2 2]

16.6.4 #2313
1208 B LL_E o3 5LIE (10%0) 12, 7 L /31 »150mg % 120 & & 12
¥5-(300mg/H) L7z, 7L ANy I REFLICRAT L. B 0wk
TEICB 2 IR, BRI 0RT76% THh > 720 FLILOTFIHIL
IR % 150mL/kg/H & REST B L, LN Y OIRADIHBH 72
) OFIYEEFERNL0.31mg/kg/ H (KEIRF T 2 & B G mOHT7%) &
g &8N 52 (HAEANT—%). [9.6 ]

16.7 EMHEE(ER
TUHNY JIEEE L TREMEO T FIRAPICHRIES L, & MicBWwT
BEAERBENDLZ LR, TRMBEERHICL/EE LR VD, 7L
HoNY) v STEY M AR % 5 & 2 3 AR IRV 16 (AEA T — %),

16.7.1 HNXRCF >
TLHINY 2 LAY F 2 OFEYHELERIZ O T, EHERRALLE %
KGN T L HNY 2 100mg L O H N> F 2 300mg % H I 5 L 72 55,
T OBEHEIR A L8BILZ 7 L 781 2 100mg g S /8 > F- 2 400mg % B
e 55 (B 5- T b :QIE H]) L 72 3k BR A& Fofti L CHRGT L 720 Zoft . Mk
HRUOREES#GOWFRIZBWTS, TLAN) Yotz k> THN
NRYF U OEWHREIZLL Zholze T2 TL AN ¥ OURILESE
AN F I L o Th IR L7245, I I E 58 2
o 721D,

16.7.2 ROBHTIE (BB / VI F> FOLRUIF LIS VA -
DEH)
TR R A PE1661 % 5o AR I BEATSE (FEfR 2 v = F & F i 2 Img K UM
FZIVIANTVF—V0.035mgDAHIHLE) & 7L AN > (1
200mgl H 3M) % [FEF SR L% 5 L7z, LNy VPO 2 v F
v FuroCmaxit 7L #3) VIEPEHEE & L L CE{bE3 . 7L
N BEHEE O AUC-2413 7' L A8 2 JEDRF R & Hels L C16%840n L.
TLUHN) VIZ VI F Y Fay OEYBIREIHEY RIZS Rh o720

FUHN) PHERBEOLF =)V A b5 Y4 — )V DCmax i FAUCo-2413

TLANY) v IEBERIEE & L CERENSW% K 4% L. 7L N
VUG ZF VI ANTVF = VOEYBIRE L RIZT S o7,
F o, BIOBESIE 7L N v OIMSERRE (N9 7 i) 12882 E
Shaholz8),

16.7.3 OZE /LA

TR R N1 200 % b A2 7 L A3 1) 2 (11R1300mgl H 2101) % SRR L1454
0784 (Img) 2 PRS- L7z, 10 9784 DCmax K NAUCo-e 3

TUANY VIR & I L CENEN6% R U8B IML . S L AN
) 30 BN LD BREIIEEE RIZS oz, T, BT EN
ZHEHEED 7L A7) Y OCmaxid, B 7 B8 AJEGEHIEE X D 2%3E0 L .
AUC0-12131.8% % < . B F ¥ /RAIET LAWY ¥ OIRYBIREIZ 2% 5-
RGMolze TLHNY) TS ENRAOHFIZE Y, RGN UKL

TR 2 31T 2 FUGHEEE R EE DS, HA SR TR
VAR 2 25580 5 7z19),

16.7.4 A% K>
TERERLA1260 % 5t 5127 L 73 » (1F300mgl H 2[) % FAERE 5.
%33y (10mg) Z0FHHEG L2k, %23 FryoCmaxk*
AUCo-woldy T LN »IEBEIIER & FlE L C 22011 . 19% 8 09 5%
AL, FULAN) P EAF LT R OBEYFREICTEEE RITE Lo T,
T2, AF TR UPHBEO 7L AN OCmaxid, ¥ a FU3E
BEFIIE X 0 4.5%K2> o 7295, AUCo-2lid[FFfEETH Y, #F a3 F i
TVLHNY v OB B G2 otz TUAN) v EFFY
IR YOI L) . RRAERE K OHUGEBI AR IS 3B 1) 2 RUSHEFE R IE
BEREEDS, HAIPE TR AR THINA AR T 3 2 @ A%ED 57220,

16.7.5 T4/ —J
TERER 1360 % 3 51 7L 778 ) >~ (1E1300mgl H 2I]) % FAERE 1% 55
T8 7= (0.70g/kg) Z PG L7zR, =4 /7 =V DOCmax KT
AUCo-coldy 7L AN ZIEPERIRE & L L T2 8.9% K U9 . 6%,
ML, TUHANY PZT s ) — VORI EE 2 TS hdo T,
72, 7 — VB 7L A1) OCmax k FAUCo-1213, =%
J — VIEPERIE: & Bl L CTENBFN21% K 1% A - 7275, & D723
REMBEE R DETIIBRVWEZEZ LN, TLANY) 2y ) =)D
BERIC & 0 o RRABERE T UL B A AE 12 3310 5 DUGHE R IR B 2D,
HAF G5 12 A CHUINAY AR T 9 2 @0 2552850 5 7220,

16.7.6 7= h1 >
7 x = M A BHIOMERE G X D AEIRDEE LT B AERG T A D
AFEFEL061 2 3R T L AN~ (1F1200mgl H 3 % AR 3% 5- L 72
B, FLANY E T 2= M A Y OISR (N 5 7)) 1SR kE
S, FT 2 M TV L OSBRI R 5.2 T o 722,

16.7.7 AT EE L
HUNT B ¥ HH 2 MRS STV B IRATAD ABF1260 % 1 5%
W27 L AN 2 (11200mgl H 3 & RAERE G- L7, 7L ANy »
AN Y R OFOMAHY (10, 11- R F > MME) o il v it g
(Mg 7)1 RITET, FLAMNIEBE L TLHNY v O
WIBIRE R A 5.2 I b o 7222,

16.7.8 /NJL 7Ok
2N T a R b A HH R MRS STV B A T AP ABE126]
RIS T L A8 (11200mgl H 310D % KSR %5 L2k, L7
N FN T U EEO MR (N T 7E) ISR B RIF ST, F N
NVTaMRS T VAN v OEY BRI E R G 2 o 7222,

16.7.9 SERUF>
FE MY XY EWH TG SN TV B RATADABELZ 5%
W27V AN v (11E1200mgl H 318 % SRS L2k, 7L AN &
TN F L OMSEREE (T 7)) 1SHEE RIZEF, F2F5ED
VFE S TVIHNY  OFEWEREI L G2 eho 22,

16.8 Z Dtk

TL AN > 0D§E25Mg[ =% ]
7L HN) 2 ODE25mgl =4 N[ & m s 7z 2 f I T o Py
FISE PR A B 4 >~ CEK244:2 F 29 H 3 A d:43602294510% ) 1123k
D&, FLANY) Y ODSE1S0mel A& AR & L7z b & AITEED
23D WIS E R S22,

T'L AN > ODES0mg =55 ]
7L AN OD$ES0mgl =45 N[ A8 7z 2 i T B o LW 21
FSE PR A BT 4 > CEK244E2 H 29 H 3 A 436022945 10% ) J123k
D&, FLANY) Y ODHEIS0mel A A AR & L7z b & AT E)
1ZHED BN SE & A 7z,

T L AN > OD§ET5 Mg =55 )
7L AN 2 OD$ET Mgl =45 N[ & A8 57z 2 i T B o W 21
SR A BT 4 >~ CEK244E2 H 29 H 38 A 4236022945105 ) J123k
D&, LAY YODEEIS0mgl =45 | A ARAERAI L Lz & EIHEES)
1 ZFED WIS & Al S722),

17. ERIRAIE

17.1 BHMERURLMICET 55k

17.1.1 BR 7S £ AR
WIS AR R E 2 R & L2213 EE%S o EERLESERIC S
W, EEFFMIE L CTH 2RI OEIFA AT IITEOLEB) TH
N, 7L\ »300mg/ H K 0600mg/ H#ECTIE 77 L REE & Ll L
THERHEN A B R UEED RO Sz,

SIS O A 3 72) .b)

PIR | emm MR | o8
75 & 97 5.12%0.19 - -
175(;17;/’ ;U 7 86 4812020 | ";5' %1' by | 0.262
;;é’mz;;’) 7 89 4.26+0.20 [_1.58:5_53_32] 0.002
domg e | 97 | 409 | 2 ] 0.

a) BB AYIE O RLHS 20 A 0 Ak 558 M L 72 LERM 0TI 2 2 7 [0
(2 L) 25102 EZ Wi A) O11IEFE TRl S 4L, A 3 7 AR
EVIT LR AETRT o]

b) G MR OCLer @A R T, R—AF A4 Y OFIFA a7 2wl 320k
N Gy



VT F=r )T Ty AHEEM (Cler) 12 & - T, 30<CLer=60mL/
minD#EEH 1212300mg/ H . >60mL/min D #EER# 1213600mg/ H 25#%5-
a7z,

LATERHES S ORIERSEBIERIE, 77 1 RHET43.9% (43/9861) |
7L AN 2 150mg/ HEET57.5% (50/87#1) . 300mg/ H#T73.0%
(65/89%1) . 600mg/ H#:T82.5% (80/9781) Tdh o 7z EEINEMI,
BPED E 0 (31.1%) R (28.6%) . FER(12.1%) . KHgETE
(11.7%) CTd o 720 HELEINERIL, 150mg/|:l§13 AR ZEL) (i
KElE) . 300mg/ H#E 2 BRI L /MRIUE O 1BI20F ()« 1IE) 23 &
7220, 20

BEPRIPEARE AR (0 D BB 2 R & L2 13 HM RGO HE
BRI BT, EEFHIIEE Td 2 RASFHGIRF O A T 73T
FOLEBHYTHY, TLIHNY »300mg/HEETIE T 7 AT & LT
IR BRSO bz,

[ AR 5 -3 B CRP I 2 (AR 12 B W T, ZaEfHilid fpH o
BIVEIE78.6% (99/12661) 1238 &AL, E 2 BIEHIZEEED v
(28.6%) HAYVEFE (16.7%) MBI (15.1%) . AEBIN(13.5%) T
Holzs
L AR 45 15 Sk 5 O i S R e B L0 ) i) 10 B T, etk
SR GBI  OEIEIX70.7% (87/123%1) 12380 v, E R EIVEHIZ.
TN (22.8%)  PREEHINN(22.0%) . FEED 12 (20.3%) TH - 720
| PR 1% - 5B GRRAHERT R ) 12 B\ Ty 2 PERT AR S5 v (2 B A
1384.0% (89/1061) (2523 H AL, 7 BIVENIIMEI (26.4%) . 2B
F(24.5%) . REHIN(18.9%) . HH:(16.0%) TH -7z BIEHOE
IEFEE L. ZAMRETH ). BEEORIERIZRED SNk T,
] PN R S 45 - st (PP AR P e B S ) 12 B T BT 5 % IR L[]
RERER D & FAEFEDSEAL U723 B WIS AR BRI R 28 72 (2583 L 72
EIVERIE. 87.4% (90/10361) 12380 b, EEIVER IE. IR (48.5%)
REIEIN(28.2%)  FEIMED T (22.3%) . RAEMFIE(17.5%) TH -
f:30>*33>0

17.1.3 ERHRERARHIRME

TRIRG R RRE 2 MR L L7216 E S 0 ZEHEHILERERICB W
T FEFHMEE CH L EHEMOEAITIEITRO LB THY, 7
L8 2 BE(150~600mg/ H) T7 7 & KB ik L CREHAMICE S
BRUEHRRO BTz,

R P % 779
NR—=AFA >
BW | e | s ORI | 77 0%
SE e .
PR o b= Ao ossofmmxn | P
B
77 kR 135 | 4.83%¥0.21 | -1.20*0.21 - -
A RAV B -0.63
300mg/ [l 134 | 4.20+0.22 | -1.82%0.22 [-1.09.-0.17] 0.0075
TLAHNY - ~0.74 -
Somar o | 45| 4.0820.32 | Loa=032| L 0T o

) HEERE A H RS 2 A0 Hak 55 L2 LA OFEEHEA 27 [0
Uiaz L) 2 510(S R ERWEA) O TS, 23775k
VI ETERV AT RT ]

)G OCLer g &2 1. N—=AFA4 v OFIgAaT 2 {Lmb§53
ST (RHEHERFOEIA I T ON—2AF 4 v b OELRIZBIT 5
FL AN 300me/ HEEE 7o RBEE DI TEEE L72,)

H7LV7F=v 2077 AEEM(CLer) 12X - T, 30<CLer=60mL/

minDHERF1213300mg/ H . >60mL/min®#ER# 1212600mg/ H A% 5-
Sz,

LAV KA ORIERFEBIERIZ, 77 2 RHEC36.3% (49/13561) |

7L #31) »300me/ H#ET56.7% (76/134%1) . 600mg/ H#ET80.0%
(36/4561) Td» - 720 EREIEMIL, FB)ED F v (300mg/ H#E19.4% K
U600mg/ H #:37.8%) . fEIIE (300mg/ H #20.9% &% 0°600mg/ H #E
40.0%) . FRVEIFHE (300mg/ HEE12.7% % 10°600mg/ H #E13.3% ) . A
#4510 (300mg/ H #E11.2% % 0%600mg/ H #11.1%) Td - 7229,
AR R A R & L 16 M PG o “HEERILEGERBIC BV T,
FUEHEEEH Ch 2 AR OE A I TIETRDEBY THY . 7
L A8 ¥ B (300~450mg/ H) T 7 F b K EE L il L CREHEICHE S
RUENRRD LTz,

PEIGA T T D) .0
ﬁ%%@x—z54
+ f
TR 106 —1.g7r0/f149 - -
f;&g&g;; 105 | -1.66£0.157 | -0.59[-0.98,-0.20] |0.0032

a) EHFEOFG13, 150mg/ HA S HIE L. 85208 & 0 EE IR 2 70, 54

K TR ZPE L2 B S CERAMP S ELIGE F THEFF T A 2 L & L7z,
b) BERE AR RIS 2 A O HRE0GEAZ L) 2 510(Z bl v
A)DOUNERE TS L. AT THAREVITERVEAT R T2 b5
L7216 HH (1638 H) OIEFEA 37 DXR—= A5 4 Vip 6D EbEx &
LI cHE L2,

B ON—25 (4 95 DFIE LE=

[EE (16 M) OFHERA T T -N—=A T4 » OFHERFATT] X
[ B4 EcE OFE 51 /4% 5- 111 (16:8 1) ]

OGO % NT. N=A T4 Y OEIFGA AT L OFAIZET 5 E
ZOFFOMA a7 % 4w L3 5 5T

S VERTA G v O EIE I SE B 313 77T 1 R T46.7% (50/107H1)
T VN YEETE7.0% (75/11200) Td o 720 EZ2RIEAIX, HIR
(33.0%) FEMED 1 (19.6%) . AREMETFM(13.4%) THh > 720 HE
ZEIER, ARMBHELFI AR Shu, E L7230,

o WT”ﬁﬁ“*@rrZ:'Tg) v 17.1.4 HET 5 1A EBRE
i I TIRRLOE TR AT A H R L L7 R SRR BT, FE
— A | [95%ERIXH] S C o 2 BAFFIR O A T T TEOE B Y ThHY . WIFAD
77;;‘“ - 248 5.45=0.12 T - HERIZ BT 7 LHNY > 300me/ H B 0600mg/ B TIE 7 7 £ &
7 kN 0. b THER FHRUEATRD SNz,
300450mg/ | 20 | OO1F012 Trg78 9017 | 0-00%6 B SR R A e ﬁ%»—ﬂgﬁitﬂ);rimx:m) =
@) WBRE DY H RIRT B0 A0 HEED 58 L2 BAM O P56 2 27 [0 e - - ;“‘j e
(a7 L) 510(Z ABLEZ V&) OB CREi S L, 23 720K (FFAAID) A (ososfe i) | DA
JWI EEVIRH AT RT ] ] e B 2R B
WAESBEWT, =T 1 Y OHATT &R L 535 RT e T 5 605 - -
VLR R B OBITEH B IL. 77 £ RHETH1.6% (128/248 TVANY 87 5.26+0.24 -0.83 0.0077
Bl). 7L AHNY S BET82.4% (206/2500) Ty o 720 L RERIE, g (L0me/H [-1.53.70.23]
HR<45.2%>>\ BN 10 (28.8%) . MRTERINN(14.4%) . FHH (12.8%) (13:8M) ?Z)()sz;g) 7| e | s0r=023 | ;(1)-(_)3 457 |0-0016
Th o7, Omg/H 70,70
17.1.2 ENEHRSHE ;)(;/mﬁ;;[’i)“ 88 | 4.3520.24 |, :éf? 157 |0-0003
HEARTEIS B R AL 12600, MR SR AR 52 5 606 28123 SR LT g A5
9, R A5 9 R R L0681 Sk b MR Y e s R (AR 055 T 00 o LA —
TR B R G 2 S PERALAE 2 B 5 ) B 10301 & 1 R & L 72 B ZZ7ER | 87 15.99%0.21 - -
55U (LS 5230) 1251 B A OB (0~100mm® Visual Analog 2 775"%‘ )71 83 | 5.46=0.21 o ’701'161 43] |0-79%9
Scale TIATA % V13 LA LTS OB TEO L BY Tho 70 L T o
BB ORI (o) @ (50w H 82 | 5.52%0.22 | [ or o o [0.7999
AR WIEE R | MR R E | T SRR o Temz02 . .
AP BIRL | PO = BER 2 | bR | POl « BiEmE LAY T
%5 | 126 62.0+19.0 123 52.8+21.7 ?J’ 150mg/ H 8l 1 5.1420.22 | ) o] 5g7 [0-0002
12 | 116 35.3%22.3 119 30.0+23.0 L T N 157
208 | 105 34.0%23.0 112 27.7%22.0 300mg/H 76 | 476%0.23 | () 90,-0.05] |0 0002
523 94 28.3%22.9 97 24.8+20.8 ., 754 R 81 |5.200.24 - -
o TLANY » 1.69
4 O (mm)? @I goomg/ e | 88 | 3602024 |y 537 g5 |0-0001
BRGTERCS HRAE A FEHRE A a) e A RRAS 2 A 0 Fk & B0 L 72 LB o 3580 A 1 7 [0

R R Tl + B2 | RPABIRL | Tl + R (R

51l 106 61.8+23.5 103 67.1+16.6
1238 104 48.9+23.3 98 44.3%26.9
2834 101 48.3+23.8 92 46.3+27.1
5214 87 47.1+24.8 85 44.9+27.0

a)0~100mm® Visual Analog Scale TEAK & W T ETRVFEAE R T o

Uiaz L) 25102 NP EZR WaA) D11 TEHli S L. 23 725K
VT LRV A T R ]

b) AERL K O 4:4% 58, MRk K OCLerf 2 /T, N—=2 74 Y OEIHA T

(R Rl WP G iin
B OB G MR Uit 2 T N—A T4 Y OPEA a7 &L
b A i i



VT F=r )T Ty AHEEM (Cler) 12 & - T, 30<CLer=60mL/
minD#EEH 1212300mg/ H . >60mL/min D #EER# 1213600mg/ H 25#%5-
a7z,

AV & BOGRBRLIC BV T, MRl 2460 o BIVEH S8 Bz 1E 7
T RBET39.8% (37/9361) . 7L #31) »150mg/ H#T59.8% (52/87
B1) . 300mg/ H #ET64.3% (63/98%1) . 600mg/ H & T74.4% (67/9061) T
Bote TREWEHIE, TS F v (150mg/ HE16.1%. 300mg/ H
32.7% J 0°600mg/ H #36.7%) . EHAR (150mg/ H#9.2% . 300mg/ H %
11.2% J 10°600mg/ H #:25.6%) . FAYPEFE (150mg/ H#12.6% .
300mg/ H #£14.3% % 1%600mg/ H #:13.3%) Td - 720 B8 2 EIVEMIZ.
300mg/HEEC 7 F 7 4 7 F ¥ —BRBUS1IBI, 600mg/ H B2 BT £ v
/PR R / 5 S / AR VeI /R OS5 LB P i S e, wih
b a7,
HHEISE T/ MARER2IC B e tEaF il R 61 O RIER 3 =1 7
Z & REET25.0% (22/88%1) . 7L #31) > 75mg/ HEET32.1% (27/84
B) . 150mg/ H#ET41.0% (34/8361) Td > 720 FE 2 BIMER I FEIMED
W (75mg/ H #8.3% 2 U°150mg/ H #14.5% ) J2 UK (75me/ H #E7.1%
K O150mg/ H#9.6%) . INFEHE (75meg/ H#E7.1% & 1°150mg/ H B
4.8%). 5981 (75mg/ HEEL.2% & UF150mg/ HEE8. 4% ) % T - 72,
GREISE T/ MAERERSIZ B\ T e tEaF e R 61 if o RIE R FEH 313 7
F 2 KRET39.5% (32/814) . 7L #7731 »150mg/ H #:T50.6% (41/81
Bl). 300mg/ H#T67.1% (51/7661) Tdh o7z FRmIlERIZ TR £
W (150mg/ H#12.3% &% 0°300mg/ H #:26.3%) . IR (150mg/ H #
14.8% . 0°300mg/ H 23 .7%) « 24 (150meg/ HEE9 . 9% . O
300mg/ H#6.6%) 5% Td - 72 HEEZBIMEMIZ. 150mg/H #IZEEEL.
NEVEIIAMIGE . AR/ O E MG O 3B14E A i S 7z,
ZNSDIRIFIZONT, LEEIIMGE. CEEARER/CE ST
MR mEIE, SEELIZMIE AR S i,
AVESE I/ AR ERALZ B\ T At 3-iliT R o BIE R SEBIRIE 7
T REET36.9% (31/8481) . 7L H N Y BETT73.0% (65/8941) 122850
S, ERBEWEINZFBTES v (27.0%) . 1R (23.6%) . AHSMETIE
(13.5%) IR (10.1%)  598L(9.0%) F OVt #:47 (7.9% ) 4 C
3;) - f:35>739>0

17.1.5 SERIHRS AR
WIRITE B R Rt R & L2 B S-3ER1 (165461, fxd2312:83%
5) B 0227561, RELT2HI%S) 12 BT B 5 A DOTREEOFIEIE T ED
EBYTHo T

I A D5RIE (mm)2)
FPAE £ FE# 535k FEi 52
FHGIR | = R | RREIEL | P = R
50 154 69.4x18.7 275 67.3=17.9
1228 114 42.8+26.1 211 40.3+25.4
2434 91 40.5+25.1 173 41.4+£24.9
523 63 38.3£24.6 122 35.7+24.2
1045 32 36.8+£23.2 78 32.5%24.1

a)0~100mm® Visual Analog Scale TEAYA & W T EFRVIH A Z 7R T,

BEHHSG AL BT, ZaRF i R e0h o /EHI1X75.3%
(116/15481) 12720 S AL, L2 RIMEAIZZEIED £ (20.8%) . RER

n(14.9%) . MEIR(13.6%) . Tl & 2745 (9.7%) . TTNHZKEE (8.4%)

FRPEIFIE T VR (£7.1%) « BEJJE R OB (£56.5%) S Th o 72,
EEZRMEIE. FHUC X 25ME300), EEEENR, EEREE, () b
Uy AR S G /SR A DR . S/ s X B hME/
I X 2 AMESEISHEAS R S, W R L7z,
B GHBR212 B8\, Lt lin S 60k o8 H1265.1%
(179/27560) 12780 H v, EREIEHNGFEIED 12 (16.0%). FAYHEF
JE(12.7%) . IR (10.5%) . #EJIAE. 968, (RE BN K OV B (%
5.8%) B (5.5%)%Tdh o7z, BERMIEME. ks, REk
e/ M O2BI 3 S, FOERIXZFNENREHE, HET
% ) f:40>*43)0

17.3 Z Dt

17.3.1 BEDOFERR
HARNEHBAZ S E L CHRERROERICT L AN » % 150mgH
W3S L - B0 B ik W o ZsBiEIE, 3% 55.3% (1/1941) &
e~ £ 5-30 . 8% (12/39%1) TS 20 o 7244,

18. EXNEIE

18.1 1EFt&RF
FUHNY AR I B W TEMKEE S VY 7 AT x ALk
Rl LB a2 23 a2d 722y bEDREAEENAL T AV
TIAF XA NVOMBRIATORBARERL OV T AR AZHRHL, 7
W8 X VRS O MR EY B A PS5 S EAVRIE SN TV E, B
12 TLHNY) OSERERICE TITHERRE RO /v 7 FLFYy v
FERE LT b= SRR AEH O S L TWwb 2 EAURIESI T
W %45)-49)

18.2 $EFE1EH
TUHNY) . BIFEERIC B T AR ERIE A 3 B AR T X
9, SRR RS T OB R L2 & 2 PR R 00 NI B M i E i
FER IS 5. F7/o0 b, SEME. MEEGTcERI NS H
FEa . AT 7OV IZB W T b SR & R 9750055

18.2.1 1M MEEIE (CC) EF T W2 M7OT « Z7H{EH
TLHNY ik Ty FCCIETFNVIZEL A, BROBTO T 1 =7
& ITHIHI L7250,

18.2.2 HBEMHIEAEZ (SNL) EF M3 707 ¢« Z71EH
TLHNY id, SNLETIVIZE YD T v MIFSE S 7280 L OB 7
74 =7 R L 7250,

18.2.3 A ML T NI YU (STOHERKRET VIS W3M70OT « Z 71k
TUANY ViE. Ty NSTZHERIFE T VICB W TRAET 5K OH)
7 07 1 =7 & L 7250,

18.2.4 BHBEEAERBETIVICHS I3 M7OF« Z71EH
TLANY Vi, v ABHANOHE T L 2FHEHE T VICBWT
AT HEN T 0T 4 =7 2 Wil L7252,

18.2.5 1EMEHBRRRBTTNVICS I3 7OT « Z71EH
TVLANY Ak Ty MEEHEERERET VBV TRAET S
TOT 4 =T 2L A58

18.2.6 FILT DT X MBI 5 ERBICHT 35E/B7ER
Z v FREBEEAND R Y UG XY BT B 2 I 0 P B AT E)
DBy TN G EA ST B & S EE2H A& I L 7250

) R CIR M 2 AR LI U 2 & B 7 1 7 1 =7 LI,
H (R 21 BRICIET 52 2 X THEL ) R OB (2 ~ORE T
HELZ) 7071 720N D,

19. B3R DICEAT 2 IE{EFHME
—MRH9EHR © 7L 47 /31) ~ (Pregabalin)
1EZ& : (35)-3-(Aminomethyl)-5-methylhexanoic acid
2F3K : CsHi7NO2

HFE 159.23
R ABROIERTH L. KIZRRHETIZ W,
{EFiEER
NH,
CHs / [
) CO,H
H,C
2. BE

(FL AN >0D$E25meg[ =% 1)
1008 [10%€ (PTP) x 10]
5008 [10$E (PTP) % 50]
1005E[8F @ 7 v 3 48]

(FL#HINY >OD$ES0mg[ =55 1)
100$E [10%E (PTP) x 10]
5008 [10§E (PTP) x50]
1008E[/3F @ 7 v 3 48]

(FL AN >0D#E75mg[ =% 1)
1008 [10%¢ (PTP) x 10]
5008 [10%E (PTP) % 50]
1005E[NF @ 7V 34%]

(FL AN > ODEE150mg[ =% )
1008 [10%¢ (PTP) x 10]

23. FEX@

1) Agmgsadtstbe () ) A4 7 ev 1 2010464 7 16 H AR, H RS &M
%2.6.6.6)

2) Lockwood,P.A. et al. : J. Hum. Lact. 2016 32(3) : NP1-NP8

3) WEE E R ER () ) A 7R r 2010464 16 H KGR, HE
i G AR Z2.6.6.6)

4) AR () ) Hh TV 20104E4 H 16 H AR, HESE RS
2.6.6.5)

5) fFER NI BT 2 W EE (K5 () ) H 7 7RV 0 201044 H 16
HKRE, HEEERNZE2.7.2.2.2.1.1)

6) fEFERC NI BT 2 FWENEE (AEHx5) () ) H 5 7L 1 201044 H 16
HAR., WiEErM%2.7.2.2.2.1.1)

7) ZAFIHEEMR SRR - AR R SR (OD$E150mg)

8) HHEDOFE () ) H A 7 201044 H 16 HAKGE., HF5E R E
2.7.1.2.2)

9) T A Rk A5 -1 0 SEW B AE . OSRFSE () ) 1 1 7 0v 1 20104E4 H
16 H KGR, HREERHNZE2.7.2.2.1.6)

10) MAEEEREA () U A 7 @ 201044 H 16 HAKGE, IG5 &R
2.7.2.2.1.5)

11) AR O () ) TR 0 20104E4 B 16 H KRR, a5 %S R
2.7.6.1)

12) & hcytochrome P450124F3 2 BLEAER (V) 414 7 k)b © 20104E4 H
16H KGR, MR ERES2.7.2.2.1.3)

13) WEHE ICBU HIEWERE () ) A TRV D 2010454 0 16 H AR, HFE
BEES2.7.2.2.2.2.1)

14) BHERERE RS L O MEENT BE 2B 23EWBEE() U A TR
20104F4 H 16 H KGR, HREEHFIT2.7.2.2.2.2.2)

15) fEHEHERE . RIS B AR B L MR T AR R R S LR D 9K
Jifi %5 B B B OHE R I B 1 BT B R FESEMEIE () ) H
T )b 1 20104F10 H 27 HARGE. HIREERESE2.7.2.3.5.1, 201246 H
22HKFE. HEEERIEEE2.7.2.3.1, 2.7.2.3.4)
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SEWEYRE 2B D A S AR () ) A 7 R0v - 20104E4H 16 H AKRE.

HREEERSE2.7.2.3)

17) FN e F 2 L OFEYAEAE () ) A1 7 72 )v © 20104E4 H 16 H KR,

HRERRINSE2.7.2.2.2.3.5)

BT SE & OSEYPMBEAER (1) ) 51 7))V - 20104E4 H 16 H 7KRE.

HEEEEMRS2.7.2.2.2.3.6, HAHREE)

19) T ¥/ A EOIEYAHENER () ) A H 7 r 0 201044 H 16 H KRR
HRTERMESE2.7.2.2.2.4.1)

20) AF IRy LW EAER () V) A A TR 20104E4H 16 HAKRE.
HRE R RISSE2.7.2.2.2.4.2)

21) =5 7 — v OFYAEAEH () ) A 7 7 0v 0 201044 16 H AKFE.
RS ORI ZE2.7.2.2.2.4.3, HAEREH)

22) Brodie,M.]J. et al. : Epilepsia. 2005 : 46(9) : 1407-1413

23) ZAFBEERR AL NG R ¢ A AR SRR (OD$E25mg)

24) =R SHALE R © A S E S RE (OD$E50mg)

25) ZAFSISERRNAAAL R R ¢ A AE I A% (OD$E75mg)

26) /NIESEBIED - HARNA o7 ) =y 7524538 2010 5 17(2) © 141-152

27) EINS I ARMGE SR Cis DR Z setifei) () U 4 7 k)b« 2010474 F

16 H AR, HIGHFEAHYEE2.7.6.29)

[P 45 T AR AR RIE B OB PRIk A AR B 8 L2 b ) 958) (W ) 1 o 7

U 20104E10 H 27 HAKRE., HIREEAHYZE2.7.3.3, 2.7.6.1)

] P 45 T AR AR B G e iE) (1) V) 4 1 7k )b+ 20124F6 H 22 H 7K

2. HEEAME2.7.3.3. 2.7.6.(2)

[ A % 53R iR s maedi) (U ) 71 77k 20104:4 H 16

HARRE. HIHERHYZ2.7.3.5.1, 2.7.6.37)

] A 5 0 5 5 O B 95 12k R e 55 L 2 9 9 98) () ) o 7k

v 20104E10 3 27 HAKRE., WIGFEORMIZE2.7.3.5.2, 2.7.6.24)

[ A R B -5l GRRAE R g ) (V) ) 1 4 77 k)b © 20124E6 H 22 H KRR

HIGE R 22.7.3.5.1, 2.7.6.(2)

33) EINEMIF G B G REE G 2R . A R, S5 LE 12 fk

I FERE) () ) A A T Rov  20134E2 H 28 HZKRE . HIAE & RHIE 22

2.7.3.5.1, 2.7.6.(2)

[ B 3 ] 565 A BB (BB 5 i) () ) 1 77k0v @ 20134:2 H 28

H7GE, HREERI22.7.3.3, 2.7.6.(2)

35) FREE AR OV AR 777 2 Rk IR EUER G IR B e tdifiesia) (V) A1
T 20104F4 16 H KRR, HRE @ kH%%E2.7.3.3)

36) A MR & SO U8R G RIS s i) ()) 71 72 )b @ 20104
AH16H KRR, HREERIZE2.7.6.34)

37) HVEISE T/ MAR 7 7 & Rk B G ER (IR 95 (2 fhRsm) () ) A 7'
U 20104R4 H 16 H KGR, HEEERHRE2.7.6.30)

38) HMEIAE 7 T 2 ARt B aBR R s i) () U a1 7
20104F4 H 16 HAGE, HREEEMEZE2.7.6.31)

39) AVEISE I/ MAH 7 7 R B GUER (R IR 95 i thfe ) () ) o 7'k
WV 20104E4 B 16 H KGR, WG ERMIRE2.7.6.32)

40) AHEEII G538 GREIRIEE s mei) () ) 1 7k 20104E4 H 16
KRR, HRHEFH%%2.7.3.5.2)

41) BRAAEDEORRZEE () ) h 5 7RI 201044 H 16 H &G, HFEE R
W%E2.7.3.1)

42) SEEIREHFG-5ER (1008-06138%) Gir kst msiRE) () ) 77 7+
U 20104F4 H 16 H KRR, WS ERHS2.7.6.35)

43) SEEEHFS 5B (1008-1983ER) Gir ks tamisthe) () ) 7 7+
U 20104E4 H 16 H KGR, HESERHRE2.7.6.36)

44) WIFIZ B B EHOFE() ) 55 TRV 20104E4 ] 16 H KGR, HiE
EEESE2.7.6.3)

45) Bauer,C.S. et al. : J.Neurosci. 2009 : 29(13) : 4076-4088

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

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

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

49) Bee,L.A. etal. : Pain. 2008 : 140(1) : 209-223

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

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

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

53) MEMEREHE R T TV BT 2 SRS () ) o T R)L 12012
F6H22H KGR, WEEEIEE2.6.2.2)

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

55) Field,M.J. et al. : J.Pharmacol.Exp.Ther. 1997 : 282(3) : 1242-
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24. WHEERERUVHEVWEDER
SHRREHRASH AR
T 176-8585
FOCHR R X AL = T B3 LS
TEL(03)3557-7287
FAX(03)3994-7462

26. SERTERESE

26.1 BLEERTET
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