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TLANI > HhTHRIV
JLANY > HhTEI25mg [HIEI]

JULANY > HTEIT75mg [HEI]

JLANY > HTEIV150mg [HETL]
FLHNY > OREREES
LA/ > ODEe25mg [BIETL]
7’LA/N1) > OD#50mg [HET]
ZLA/N) > 0ODEE75mg [HETL]

7L7#/N1) > OD#E150mg [HETL]
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ToRME R B AE)

BAELmanEES
871190
71 7 v2bmg | 1 7 VT5mg | /1 7 & )V 150mg
AESLEE | 30200AMX00819000 | 30200AMX00820000 | 30200AMX00821000
BR5cBatE | 20204E12H 20204E12H 2020412 H
OD#E25mg OD#$E50mg OD%E75mg | OD#$¢150mg
AERES | 30200AMX00822000 | 30200AMX00823000 | 30200AMX 00824000 | 30200AMX00825000
BR5E A 20214E3H 20214E3H 20214E3H 20214E3H

Pregabalin Capsules, OD Tablets
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RHAN DB U BIOE OB D d 5 % B TLAS) Y | TLARNU Y [ TUARY Y
W5e 44 BT e Vi Vi
3. #HRE - M5 25mg [HEET.] | 75mg HOEIIEIJ 150mg [HET.]
3.1 b:ilb|A A7
TLHIN) v VA% VAV TLHINY e Fyv T e
. . v ! v
A5 4 TN H TN BTN i - IR igéiéi? A fg;{wif
25mg [HET] | 75mg [HET ] | 150mg [HET] AR =]
15 7+ 15 7+ 15 7+
BRIES | TV v TLHINY v TV v D . D . v
25.00mg 75.00mg 150.00mg KAy
WA TNT =T NT = TNV T 7 —
itrr 7y, s 7o, yferT T ¥ RE& 459 T X 45H TE ) 35H T
) uss s vz TLHNYY | TLHENYY | FLHNY Y
WA | TR VARAE ) T VR TR AR ENIS N 25mg 75mg 150mg
YoFr, ¥ ITFL, THIETFU, T HET HET HET
VOVELEES N )| OVETEE S N )| VEREER S Y —
YA AT S| AL BALF 5T AL BALF ¥ ke @631 @632 @633
v A= 2 SV B4, 7L AN 2 OD§E 7L AN 2 OD§E
’ £ 5
e L H Y > ODEE L% ¥ 0D — %m%LEEIJ ﬁgfraiiﬂ
L 25mg [ HET.] 50mg [ H[ET | %Jf/ e R D OFGE
15 15t o Ei
R TVLIHINY v TLIHINY
25mg 50mg F %
D-~ry=hk—=)v, bwETITT VT, AL,
I SNy, JOARERNY, A7 TU—A, AT T
CEEAN T AL FR N oD
2R o — AR el
b 4, 7L AN Y OD§E 7L A1) 2 OD§E
L 75mg [HIET ] 150mg [HET |
15EH 1§E
HARS FLHNY ¥ FLHANY ¥ o = =
75mg 150mg
D~y=hr—)b, byETQITFTL T, WAL, B (mm) 6.1 76
Ry IFl FNVr, JOARENY, A7 TU—A, ATTY 2% (mm) 28 40
M DAV NN~ BHE (mg) 80 160




e, FL AN > ODSE FL AN~ OD4E
IR 25mg [HEL] 50mg [ HEL]
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N D
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. OB AODX
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ge> 822
i — —
HEE (mm) 84 106
JEE (mm) 47 6.1
& (mg) 240 480
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. o)) oD
AR 75 150
HEET HEET
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6. RERVAE

(TR R ENAE)
HE L B EBIAE L LT LAY Y 1H150mg % 1H 2[H
W TREOHSG Ly 2oRIBEMU E»FCTIAEMAEE LT
300mg % THIHET %o b, . ARIRIC &0 EEIHRT 52
LH R I2600mgE M2 22 & & Ly Wb TH2ME 253
TR G¥ %0

(RRAEBIE (B  7278)
WE L BN ZI AR L LT L AN Y 1H150mg % 1H 2[#
WO TREOES Ly 2oRIEMUE»FTIENEE LT
300mg ¥ Tl L 7o, 300~450mg CHEFFS 50 B, Fh.
FERIC XD EERIKT 575, 1H it i 13450me il 2 7%\ 2
el WL IH2EN ST TREHES 5,

7. BERUBEICEET 3 EE
740 KA OHG 2 kT A2,
BaCHET D, [82 BIR]
7.2 BHEREEERE AR EHGTAGAE. TRIORTZ LT F
ZY YT Ty AR BE L L CRR OG-8 R O SR %
WTasrZ e, £/, MEBHEZITTCVEEEZETIE, 7L TF=
YT Ty AEIG U LH AR A T, MEEN % EH6 L
PBICARF OB G %179 2 Lo BHOMEISEENTVD
WaE, RARSSEG L. DA SN, WEATS R
WAICHETLI L, BB, S TRLTWLHE - HEEY
32l —3a vERIZEOLLDTHLI NS, ZRET LIS
EICBE L A5, - HRs#ET5 2, (92, 981,
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D7 L &S LEM L AT T

(R EEMARE)
IVTFZy e
s07Iva| 260 | 230.<60 | >15<30 | <15 | WEEAR
. OHRHED
(mL/min)
1H #2545 | 150~600mg| 75~300mg | 25~ 150mg |25~75mg
1[7125mg 1 25mg
1H 30 1
oy | LEBme | 5T b L C 2| 1[25me | 25313
AR g ol ik 1H1E | 50mg
1E75mg | | o2
1H 1 e
1H 1]

IVTF=y o
707V R| 260 | 230.<60 | >15<30 | <15 | MREAH
. O hikich <2
(mL/min)
11RI50mg
verere |1E1150mg| THBE | 17smg |THZXE) 50y s
R pom | B 1H1E | 2OmE | s
1[A75mg 1H1M
1H 205
1[E[100mg | 1I875mg
e | 11300mg|  THSE | TH2ED e ol 0032
BB BT R " oy | 3 I | 150m
1/E150mg | 1[8150mg g
1A2E | 1AL

) 2HIZ1W, AFIB SO £ 20 5 ARSI I HGENT % 0 L 7235 &
DY Ial—va ERIEDC,

(BB (I 5 &)

IVTFZY e
70750 260 | 230.<60 | >15.<30 | <15 | MLEAH
. DT EE
(mL/min)
10355 | 150~450mg| 75~225mg| 25~ 150mg | 25~75mg
111125mg 1H25mg
1A3E |, LHIM »
= | 1[75mg b L < id2Mml | 1r125mg | 2531
A ik g
1H 2/ Wi | 1LHLE | 50mg
1/75mg
LH 1 1[8150mg
1H 1A
115]50mg
e [1E150mg| TH3E | mE7smg [R50 s
R o | H 1H1E | 20me | T
1i75mg 1A 1M &
1H 20
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1H 20\
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[11.15 ZH]

9.1.3 EYEKEOERMDSH 3 BEXIIRETEDSH 5 BE. FEEE
DHBEE
WO A2 BSE L, MEIHSGT5 2L, [1612 &
]

9.2 BREEEERE
ILTF=r )T Ty AMEERSE L L TR ORGSR RS
MR ZRE T2 2 Lo RANIEL L TREIEAIRFIZHRE S U



H720, MEERREDE < 2 D EEHDZEBLL R < R b B Lh

Wb [72. 981,

9.5 1EiE

I LS IEIR LT 2 ITREME D & 5 LRI,

1662 2]

R EOA LMD

falprtz Lz L HEr SN L5 EICORBET 52 L. IR

T, JRERE (RAEE, REMEREEO AR A
TGEIESR) . MR~ OEE

\ EER.

(FEET, EFEOMET, Btk

BRUCOMT . JEHIRIE, ERHERICN T 2 88) PHlEsh

TWahD,
9.6 XIlsw

REF G AR T S5 2 Lo KA MERLFANORAT
HRRDHNT V52, [1664 SH]

9.7 /MRFE

NREER R G E LA N 2 1818 & L 722 IRRERBRIS 52
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B, R
]
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13. BEHKRE
13.1 fER

15gF TOWMBEHGHISHE SN TED . BERGREICALNLC
FRERIE, HEIEE, IR, SEUIRRE, 19 o, Bk, % b5
EDRE, BHEEETH L.

13.2 W&
RENIMAENT I L D BRESNLE Z b, FEBL T 2RO
RIS U CHIET OEfE ZET 2 2 &o [1663 ZH]

14. WHEDEIEE

141 EFZAEOZE

(BHIH£38)

1411 PTPAEDOHFIIPTPY — b2 bHY L TIRHTA L9
88T 52 L, PTPY — FOREAKIZ L D . B S A TS A & k5
~HIA L, HICIEZILE B 2 L CHEFBIR 24 0 TS 7 & BFHE % BF
YL DD b,

(OD##)

1412 RENITEFO LICoOFTHERZ B S5 LT 5720,
K7 L CHRAWRETH D, 72, KTIRHTAZELTE %,

15. ZD/DEE

15.1 BEPR{EMAICE D < 5%

15.1.1 /L CEM S N4 FH 2 S LEBOTMTANPAIEIIBIT 5,
TAP A FARESEEZ SR L L 721990 7 5 & Kuf B R 5Bk
OWEHERICBWT, BESELHABER OO ) X 7 75,
HTADPARDORAEETT 7 LR B & L TR2M5m < (i<
A ATEIRHIEE  043%. 79 v REE 1 024%) . HLTADAFED
REEETIZ, 79 REELLNI000AH7-D1IIANL W EFIE S
N7 (9B5%EFEXM : 06-39)s 72w TADABEDY 757 )L —
TTIE, TIERFEELRI0ADH 72V 24NF 0 EEHINT
\,\%ﬁ.’)o
1) AHNZMILTHTADPATE L TRBIN TV A DS, RIS

BUF B ARB ORYRE - shFE TR SR, SIS
o ER] Th b,

15.1.2 FEWELHICBE S 2 BRI oG HEE- A S L Tn
WS, RF R G S iz B IR OER ST A IS S T
W5, [913 2H]

15.2 FEERPREAERICE D 153k

15.2.1 2FEM O~ 7 AP A BRI B VT, HKERARTOF
e MEEEOMGI LOBRERICHY T 2 REOKG 2L,
FHEARAT A1 3 ABE O FSLEFE DS L 72 & OED B 59,

1522 24D T v M HAFMERERIZ B VT, KR HE TOF
B MREEOMEL EOBRERICHYS T A AREOHGIZLY .
TG 7 Ve 5y MIlE D 5N 5 M O SEBIER SN L
72 DHEED D BV, 7o, Ty M EBOIHBRG AR B W
Ty KR TOUC- T L HNY BT e W 213 i ) 013
EAEDMMEIZ L SIETH o725 T N3RS KA
P AR IR IR T 2 IR b e o 72, IRIZ

B9 2 RITE OFEBIEIL 7 7 £ RREL 0 & <L RSN =
G & L7213~16 x50 77 AR e GRS o
7T 2 RHETIE38%IIH L. AFHE (150~600mg/H) T10.6%.
Ei# 58k GRBRPEE) Tld10.2%. MAEMRREL S F & L7z
16 ARMIZ G- D 77 L R IEER D 77 £ REETIE28% 120 L, &
FIHE (300~450mg/ H) T9.2%. EHIHGHEETIZI4%TH -
720 [84 ]

156.2.3 W7 v b OZIERE M OCHHNEFE L § 2 BUBRIZ BV T
KRR HETOF g MRER OB EOBERIZHYLS 5
REQHGIZ LD JRIBIHE OFEEBFEAI L 72 &L O DH
61)0

16. EMENRE

16.1 MARE

16.1.1 HERE
HA N AL, 7 LAY 250, 100, 200, 250 % 0°300mg (%% 5-5601) #ififs
02 HLATRR 14 5 L 72K, 50K LR CCmax T3 Ly T12ldA6IERITH 5 720 Crmax
J O AUCoe . 300mg % TOHmHF T, FH=m I L THInL 729,

5= Cnax Trnax AUCh Tiz CL/F Vd/F Ae
(mg) (ug/mL) (h) (ug-b/mL) (h) (L/h) (L) (%)
50 203 0.67 107 598 472 406 839
(0.40) (0.26) (1D (0.65) (0.44) (49) (54)

100 356 0.75 204 566 493 403 950
(0.67) 027) (13) (059) (0.35) (6.4) @7

200 6.35 1.00 432 593 464 39.7 918
0.73) (0.32) (30) (0.32) (0.32) 27) (26)

250 718 117 492 557 5.15 410 95.6
(143) (052) (6.1) (0.72) (061) (38) (4.4)

300 825 1.08 617 5.80 491 409 977

(1.36) (0.38) (6.3) (062) (052) (43) (7.3)
B G K601, PN (AR %)
Comax © F e L 2 B2
Tina * 8¢ o LT i FEE 38 3 R )
AUCo-eo © MILHE i FE-R ] 15T T
Tz + MR EE 0801
CL/F: R oEgEs )T v A
VA/F : BA T o5 Aigifk
Ae (%) HUAIFG-F60EH F CTORZEILAR D IR Pkl
16.1.2 REHS
HA NS 7L 773 2 1A150/% 0800mg (442 5-5:861) % 1 H 2017 H [ S5
C#5- L7z ky, #5424~ 48K TR B REEIEL . %5 7THHO T3 22 16.02K%
V63 TH - 720 5THHOAUCk2IE, G EIHHOLAMETH - 720,

Chnax Trmax AUCo12 Tz
(ug/mL) (h) (ug-h/mL) (h)
H1H BTH 510 7TH 1A S57H (510 SETH
1FH150mg  4.23 6.30 13 09 222 316 511 6.02
(1H20)  (0.72) (0.74) (1.1) (04) (1.9) (36) (0.69) (047)
1[300mg 882 103 16 16 421 588 542 6.31

(1H2E)  (2.34) (2.3) (1.0) (0.8) (6.9) (106) (0.87) (0.54)
Faft (FEREE) . %86l

16.1.3 E£YFHIEEEHER

(1) FLANYZHTEI25mg [RET]
FUANY ¥ H T en25mg [HEL] RO Y I T2 V25megh, 7 OAF—N—k
&) EnERLA TR (FLANY & L T25mg) TS T P LA AR
G LCHsER 7 LNy Vi E AW L, SN =Yg ST 2 -4 (AUC,
Cmax) |22\ TI0%IE MK 1 CHRERHEIT % 47 5 7246 5. log (0.80) ~log (1.25)
DN TH )\ WHI O LY F AR SR S 7z,

FEWEE T A — %

HEN T A—S BHEING A=
AUCoz Cmax Tmax t1/2
(ug - hr/mL) (ug/mL) (hr) (hr)
TVHNY TRV
Z5mg [HEET 5110+0.648 1018 +0.245 0.77+0.23 583 +0.66
V) 1% T 25mg 5.113+0573 0993+0.197 | 073023 | 596+067

(1 75, Mean+SD., n=24)

(ug/mL)
159
—@—TLANY L HTEN25mg [HETL]
A=) B HTEIL25mg
o 1h 7 wIV#E5, Mean+S.D., n=24
®11
il
7
L
A
N
D
4
#® 05
E
(X = - - - - . ;
0 4 8 12 16 20 24

158 (hr)
AP EEPTREEAERS

MHEAREEENE OSIZAUC, Cmax®:0 /85 & — &1k, Wl MR, RE ORI 8L - B
[ D FRERG N & > TR BRENA D 5 5

2) FLAHNY L HTEI150mg [HETL]
FVLANY 2 H T EN150mg [HET] KO ) 55 7R v150mg#, 7 0 A+ —/N—
HIZE D ERZNLS TR (FLHN) vk LT150mg) itk Ak 2 e [
5 L CIsEh 7L Ny Vil s L. 5 N72z3EmmhiE so 2 — % (AUC,



Cmax) |22\ CI0WEIIX I P THERHENT £ 17 - 72454, log (0.80) ~log (1.25)
OHEFNTH Y . WHIOEW R AR S 7z,

EMFRE T A -5

HE ST A—5 BHEINT A—F

AUCo2 Cmax Tmax ti2
(ug- hr/mL) (ug/mL) (hr) (hr)
TLIA) IATEN | e300 4050 | 43450929 | 120043 | 639+072

150mg [HEET ]

) A h 7R 150mg 31015+ 3507 4190+0.778 | 120+042 | 640=067
(1% 7 V#%%5, Mean+SD. n=24)
(ug/mL)
6 -
—@— TLAHNYLHTI150mg TAET]
A1) U5 T £I150mg
m 1h 75, Mean£S.D., n=24
£ 44
th
7
v
N
Y ]
2 i
#2494 !
B ?
o0& ! . - - - .
0 4 8 12 16 20 24
B (hr)
M3 R S e FEHERS

M EEEIEONCAUC, Cmax® 00/ A — & 14, BB ORI OB AL - 1
B ORBREAFI & > TR DWHEWED D 5o
@) FLA4/\Y 2 0D#150mg [HETL]

J L3 Y OD$E150mg [HIET ] U ) #70D$ELS0mg% . 7 0 AF —/N— kI &
D ENENIEE (T LAY L LTL50mg) MEHEBA BRI 155 Ok
L CHRA R OKTIRM) L TlEh 7 LN CgRE 2 ME Ly 156 /-3 mmhig s o
A —2% (AUC. Cmax) (Z2\>T0%E MDA 2 TRERHIRAT 2 17 - 728 B log
(0.80) ~log (1.25) OFEFHANTH V) . WHIDLY M FFFIEAERE S N7y,

SEWBEHE T X — % (k7 L)
HEIST A=

BHEING A =5

AUCoz Cmax Tmax t1/2
(ug - hr/mL) (ug/mL) (hr) (hr)
FL A0S ¥ ODgE 30278%4421 | 4595+0906 | 125066 | 6.19+082

150mg [HEET |
1)) 71 OD$E150mg

30.377 £ 4.024 4537 +0.886 151079 6.12+0.77

(18885, Mean=SD., n=24)

—@— 7L #/31) >0D$#150mg [AET]
-4~ 1) 1) HOD§E150mg

1§8#%5, Mean£S.D., n=24

b NSRS AN = 1=

0 & T T T T T !

0 4 8 12 16 20 24

#5fE (hr)
MRS (k7% L)

FEMFEE T 2 -5 kb))

HENT A= BHEINT A—F

AUCoz Cmax Tmax t1/2
(ug - hr/mL) (ug/mL) (hr) (hr)
T L7123~ ODgE 281113802 | 4586=0834 | 094+038 | 614054

150mg [HEET ]

1) 1) 71 OD$E150mg 28.208 +3.819 45130825 | 090+041 | 612*063

(15E#% 5, Mean=SD., n=46)

—@— 7L /N1 >0D§#150mg [HETL]
- 1) 1) HOD§E150mg

1§8#%5, Mean+S.D., n=46

RRE\ = SN O BEE

B5f8 (hr)
MHEPEEYIEEEHERS kDY)

MAEHEEE I ONZAUC, CmaxS0/ 35 A — &1, BRE ORIR, R ORI - F
S ORBEMIC L o TR D WRESED D 5,

16.2 BR4R

16.2.1 REOZE
HANEHERAL9BI BT MR ORI T L AT /8 ) v % 150mg B I %5 L
72ED Cinasl & £ ENA95 ] U322 4 g/mLy TinaxlZ0.947 ) O 3375, AUCousld L2
N312K V288 ug - h/mLTdh o720 ABEHEGIZE VT CnaddHIB5%IET Ly TmaxtdHy
2AREMIE R U 7228, AUCosDIR T IZHI8% Td - 729,

16.3 90
HANERBAIZ, 7L AN 250, 100, 200, 250% 0°300mg (4% 5-5:661) % i
L AR IS L 7O BT O35 (VA/F) 13WA0LTH 720 T L AN »
RIMERICASAT Ly M3 PR O 5 2 &M E D i, 076 CTh o7z TL AN v
X, 0.1~20u g/mLIZBWTIHEEFIC, 1L AL A2 o7 (in vitro i
BR) 5. 10,10,

16.4 13
TUHN) FE A EEE T v fEHEE (FHELA6H]) 121C-T L AN v
100mg (1079 u Ci) #5-4 RIS 2 BURTEDFI99% AR ZALK TH - 720 TR
FUCHUE SN2 T L AN v O EZRHY T H 5 N-2 T IV FERIT IR H 52 D0.9%
L LTI E NIz, In vitro BRI BT, 7L AN Y159 ug/mL (ImM. 600mg/
H 3% 58 052 HARE D Crax®#)10£%5) TCYPLA2, CYP2A6. CYP2C9. CYP2C19.
CYP2D6. CYP2E1}X 'CYP3A4IZKS 3 5 FHEIZFED S iz 205 7210 12, 1)

16.5 ittt
HARNERB A, 7L A3 250, 100, 200, 250% 0°300mg (%% 5-8661) % i
Ff L B AIRE 15 5 L 728 O CL/Fl134.64~5.15L/hTdh - 720 Z OEEOFRHEEE1283.9
~977% Tdr - 729,

16.6 HEDEREHF T 2EE

16.6.1 SipE
ERGAI6T ~T8% D H AR NERHEE | H6HIIZ 7 L 473 1) 2 100mg % Hn#E %5 L 72k,
TomaxtE LAFER ., T1/2026.320E M Td o 720 AUCo0 X O T120E BEREIEERGE 12T L AN
) »100mg % RO L 72k L i L Ch I A IC A R OIER T 2 A 252 S

f:M)O

Crnax Tz AUCo. Tz CL/F
(ug/mL) (h) (ug-h/mL) (h) (L/h)
TR 324 14 266 6.32 382
= = (055) 05) (4.3) (0.82) (0.65)
fe e 356 0.75 204 5.66 493
s (0.67) (0.27) (13) (0.59) (0.35)

MRS, £601, P (BHEfR )

16.6.2 BipERERE

(1) BHERED R D HBRE 2661 2 X RIS, T L AN Y 50mg % B3 L 72,
FEREDIR T IS > TT1e R L, AUCo=A ML 720 CL/FRUEZ )T 5~ A
(CLy) 2 L7 F=v U7y ACBIL: BHEAT—5) 19,

sVTF=v Crnax Tmax AUCo T2 CL/F CLr
sV77v A (pg/mL) () (pg-bml)  (h) (mL/min) (mL/min)
=60mL/min 186 100 559 91l 565 149
(n=11) (0.39) (0.22) (44) (2.83) (17.6) (236)
Sah<inlmn 153 120 282 167 306 154
(n=) 029 (039 (G0 (4D (73) @
<l 190 193 523 250 167 923
(n=) 062 (148 a1 (67 (39 (337)
<domLimin 9 100 101 187 830 430

bt 50mg (D, Pyl (B )

CLr:\21)77 YA

(2) BEFEMEEMFER
83BBIDMEERE (HARNATAPI A &« HEHERERETOR, TR Bt B 2600, b
PRIVE RN IR BEE Rk ) PN % A T 2 BB 154050 I OSHAMERT i R 22401) % xh 4 &
L C R FSE BYRERAT % 206 L 7220, — kB A HH 10 v 8= b XA Y FET DS
MsgEsn, HERL LTCL/FIZH LT LT F =20 75 v A (Cler) K UEIARME
B, VAd/FIZx L CBML, BAKE, M5 R OEEFE S Nzh T L AN ol
WBHE B % 52 AT L L CIRCL/FIC§ ACLarARETH B L £ 2 b, &
PREREEEF 2BV T, CLa®TIZL ), TLHN) Y OCL/FIME T T 5720,
CLerfiz % & L7z - OIS LETH b o
F7o0 HARNOHEPRIGHEAR AL L Z8 B4 12 BT, CLerA30mL/minlh 1
60mL/min K I T L TWABFIZT L H N »150mg % 1 H 20 KIE#E 3% 5
(300mg/H) L7z& &OEFIREIZBITHAUCHz (AUCo2ss) DETIVIC L HHEEM
1%, CLer7%60mL/minkl o B#H 127 L 7731 > 300mgZ 1 H 218 IKAERE 135 (600mg
/H) L7zl & LML TH-70 Clerd™30mL/minkd E60mL/minskii o BH 12817 % 7
LAY D2 ) 75 Y Ak, ClerA60mL/minkh D BHDRN-50Tdh - 7210, [7.2,
92, 981 ZMH]

VA o= e AUCo12 ss CL/F
INT T YA I (ug-h/mL) (mL/min)
=60mL/min 115300mg 755 69.2
(n=31) (1H2[m) (17.1) (138)
=30-<60mL/min 181150mg 80.3 32.3
(n=14) (1H2[ml) (165) (6.34)

FIgft (R )



16.6.3 MABMEE
BT % 521 T BB 126012 7L # 8N ) »50mg % AR %5 L 72k, 4B o
MBS & 0 M 7L 773 i EEIER50% F TRA Lo ZDRFOEN 2 ) 7 5
Y AIF192mL/minTH - 72 BHEAT—%4) 19, [132 BH]

16.6.4 ®ILW
FEFRI12 M DL E0IZIUE (1081) 12, 7L AN 2 150mg % 128 & & 145 (300mg
JH) L7, 7Ly SRS BAT L, BP0 B IR B 5 PR
BHR I DRIT6% T d - 720 FLIBOF I % 150mL/kg/H X IGES B &L 7
L) Y OFLBADOLIH H 72 1) OFHBEER13031me/kg/H (REIRSE T 2 & fHAH
HGREOMT%) LHEESND GHEAT—5) 2, [96 ZH]

16.7 EWHREIEA
FUHNY 3 FEE LTREMEO  FIRPICHRES L, b MZBWTIZEAERH S
NBHTERL, FRMBEAIZOHEE LRz, TLANY) 2SR EEN 25 &
SRR (PHE AT —4) 17,

16.71 HNANZF >
TUAINY 2 e TN F 2 OFPH BN OV T, RIS ALLEIE K RI2 7L AN
1) »100mg % U877 ¥ F »300mg % Bl 5 L 725 T OMBERERR N 186 7 L #77%
1) 2 100mg B OS8R Y F 2 400mg & AEHE S (F5- R © SEEH) L 7= 3Bk % S0t L
THE L7ze 2OMfER. BEEG ROERGOWTIUIZB TS, TLAN) v off
NS X o THNRY F 2 OFYIRIIEAC L B drolze T2, TLHNY) ¥ OWRIHEE
EHNRYF VIS Lo THOERIET L7225, BRI D 2 5o 7218,

16.7.2 BOBEE BB/ VIFL FOYREIFZILIZX NI TF—ILOEH])
TERE A PEL66] % K RICKECBAESE (RERR/ V=5 > FO Y 1ImgR UL F = VT A b
5 Y F = 10035mgNEHIIH1E) &7 L8y > (111200mgl H3M) % [k #E 13%
G L7zBE, LAY YHEHEED ) VT 2 R 8 Y OCmaxld 7 L AN 2 IEGEREE L T
BLCTEE . LAY YO AUC2d 7L N v IR & ik L <
16%HEM Ly Z LAY S iE VI F v ROy OSBRI RIT S ke otz, T
LN YHERBEOZF Z VT A N TV F =V DCrax L FAUCold, 7L A8 Y3k
BRI & Wi L CENENEW% R 1A% L. 7L AN VI T F VLA T VA —
v D) e [ RIT S edrolze oy BIEMESRIE T L 7N oA EE
(7 7fl) (B RITS o721,

16.7.3 O5€/N4
fERER 1260 & 5 2 7 L 47Ny o (1A1300mgl H200]) 4 KBRS, 1 J¥/%
& (Img) % BFAS- L7z, 0T £ /8ADCrax L AUCow 2, 7' LAY IR
B & LR L CENZN6% K USRI L. T LAY vk a5 75 L O3 BhHe | 2
ERITE otz Ty BTENAGEHEED 7L ANY ¥ OCmadd. 10T ¥ JEHE
FIEE L D 2% L. AUCo12131.8% Mk < . 1T ¥/ A E T L HNY » O3 EhiE I 2
G R hote TLHNY L uFERAOMHHIC LY. SRR OHLAEB) G
2BV B BUGHEE R IE A5, HAR G AR § 2 25320 S
f_—zmo

16.74 F#X>aK>
FEHESC 1200 % 6 G- 7 L ANy 0 (LA300mgl H2l) 4 BRI 5. 4%
Fv (10mg> PG LB, %2 3 F 2 OCmac L FAUCold, 7L A3 vk
BEFIIE & B L T2 2 NL1% R 9E%IA L. 7L A/N) gk %33 F  o3yH)

i :E‘%%Ai TE Lol s AFTARVPHEDO T L AN ¥ OCmaxldt, +F

> a NV IEPERIEE L 0 45%K0 - 72h%, AUCoidAFEETHY . FF T a i 17 l/
IS Y DI B\ & 'i X.’;Cﬁ‘oto FLAN) v EFFa R o
)\ RRANHERE R OHLRIE B BERE L 1) 2 RURGEFE R IE A SREE D, HAIH 5 kt«f#ﬂ
IR T3 2 A58 %i’Lf 2,

1675 T4/ —J
e A1361 % 0 51 7 L AN > (1EI300mgl H2M) % Bgk 5%, =5 /) —
IV (0.70g/kg) & BERIRG- L2, T8 ) — L DCmaxk FAUCoold, T L AN V3
BRARE & I L CENEN8IB K T96%IA L. T LA\ LdT s ) — v odEBhiE
B ERIEES o lze Ty T8 = VHEHEED 7L H N ¥ O Cmax & FAUCo.12
. T & — VIR & L T EREN21% K 1% 0 o 72 A5, C ORI LR
B R BETIIRVWEEZ BN, 71/77/\1)/3157/—»@1#)% BN {4
Te OALRGEBHHERE 1 334F B BOGHEE R IEAHAEAS, HFIH G-I (AT I AR T 3
BARMATRD SN 722,

1676 7T1=h1>
7 x = MV HHRIOKER G XD FERDRE LT B BT TADABEEH 108 % 5
BT LA N v <1[_1200mg1E|3[_l> & RS L2k, SN Y7 e =
My omiEdiEE (85 7)) [SEBERIZST, FT2= M b T LAY v
DI H LG 2 p o728,

16.7.7 HIVATEE Y
HNN XY A E RS SN TV A RATADABELRB 2 RIZT LN~
(1[M1200mgl H3[M) % KGRI G- L7z, LN ) 2 id A W< B ¥ v RIEDR
@ (1011-2 8% 2 M) oMz (b7 7Mt) (P8 ERITS T 0N
SEE LS TUANY L OFEMBREIEE G2 ko7,

16.7.8 /N7 O
ST AT N ) AHEFE RS STV BRATAPABELREAZ D RICT LT
AU (1IEIZOOmg1HSIEI) 2 ARG L2k, 7L AN Y330 7 a iR o i
PR (N T 7)) (SREERITES T, £ T aiEL TL AN v OIEMERE
BEH 2 hol®,

1679 FENUX>
FE M XU EEATHIHEG STV LRATADABE LB Z FRICT L AN~
(1F1200mgl H3[) % SAEREIIHES LzRE, 7L AN L 1d T € Y F 0 o
(h5 71H) 3 7 I
H-z2 ol

16.8 ZDfth

16.8.1 FLHNY > HTI75mg [HETL]
TV A T NTBmg THETL] (&, 7LFN) v 7+ v150mg [HET] %
FEAERA & L7z b & IR EIATRSE L RE S, RIS RS & A S,

16.8.2 7L #/3 >OD$E25mg [HETL]
FL AN 2 OD§E25mg [HET ] &, 7L AN »OD$E150mg [HET.] % ks
Fl& L7zl &, IR RS L S, WSS L Ak SheD),

16.8.3 7L #/\ > OD$50mg [HET]
T L A3 »OD§ES0mg [HIET] 1&. 7L\ »OD$150mg [HIET. | % fiffil
Fl& L7zl &, IMEEI RS L OfE S, WS ES & Ak ShH),

16.8.4 7L #/\) > OD$75mg [HETL]
TV AN vOD§ET mg [HET.] (&, 7L 7N »OD$E150mg [ HET.| % (ks
Fl& L7zl &, IMEEIS RS LOfE S, WIS & Ak SR,

171 BRHURCRLMICET 2 H5

1711 BRT 7 R BB
RS R B AR L L 2213 MG o T EEMULEGERIC B L EREHil
HHTH L mAGHIEIFE OEFEA I TIFTROLBYTH Y. T LAY »300mg/ HEE
JU600mg/ H#ETIE 7 7 1 AR & I L CRERHEINIC A B R SGE 0580 bz,

BRI OV A 3 7 -
EresRi TIkRE D )
e (050 ] ol
TR o7 5122019 -
FLAAY > 031
150mg/H 8 181=020 [.0850.23] 0262
TLANY > ) 086 )
300mg/ I 89 126=020 [.139.032] 0002
TLANY > 063
600mg/ H i 449019 [-1.15-0.10] 0019
TEL) WBRE AR A R 540 H b b Bl L7 AR O TP A 37 [0 (R e

L) 22510 (ZALLEAWHA) QLR TS L, A2 797K EVIT L
P R o]
H2) HGHROCLarB A RT. N—AF 4 Y OKFAAT % %=
#3) LT F=r )Ty AHEEM (Cler)
H1213300mg/ H . >60mL/min D BEERE 12

& ¥ % L5 T
12 & > T, 30<CLcr=60mL/min®H 5
13600mg/ H2s¥¢ G- & 17z,

SVERFAR G R ORIV SEREIE. 7T L AREET43.9% (43/9861) . T L AN v
150mg/ H#:C57.5% (50/8761) . 300mg/ H #:C73.0% (65/89%1) . 600mg/ H :T82.5%
(80/97f1) Td o7zo EHEIEHIZ, FEIED v (31.1%). IR (28.6%). fEH
(121%)+ KiMERE (11.7%) Tho7zo EEZEIFMIX, 150mg/ H B LA LS
(R R . 300mg/ H 2 Bakil 2 /R ILE o 1FI21F (5« [ 2% S h
f:z&). 29)o
BRI AR PR 0k S i B 2 R & L7213 G- 0 — mEMILEGER I B
W, EEFHEEE Th A RO A I T ETROEB Y THY . T LAY
>300mg/ HEETIX 7 7 B RRE L i L CREGHAMICHE B 2SR b7z,

SRS PTG A 3 7. )
P51 o | ﬁqi@ NEATALDE | g ger g
SEI 75 - ey it
T e Ol BT G I
FEEED 135 | 483+021 | -120+021 -
FLHNY . 063
W0me H 134 | 420%022 | 1.82%022 [.109.017] 00075
FLHNY 0.74
G0omg/Fio | 45 | 408032 | 194032 [.139.009]

) WG DM H T 20 A0 HRED S HH L 2 AR OFEER AT [0 Gz
L) 22510 (ZALLEZAWHA) QLR TS L, A2 797K E VT L
WA ERT ]

75) G O CLerg % KTy N—= AT A ¥ DA 3T % R L 5355t
(AR DIZIEA T T DNR=AF 4 ¥ SDELRIZBIT B T L AN ¥
300mg/H#E L 77 v AR L Otk x TEAM L L7z,)

H6) LT F=r )75y AEEM (Cler) 12X » T 30<CLer =60mL/min®H 5
#1213300mg/ H . >60mL/min D% 12 13600mg/ H A% 5- & 7z,

LA PRI B h OBEIEHEBEIL. 7T 2 AREET363% (49/13561) . FL AN ¥
300mg/ H#ET56.7% (76/13481) . 600mg/ HET80.0% (36/4561) Td -7-0 EREINE
&, S v (300mg/ HH19.4% K 1°600me/ H #37.8%) . IR (300mg/ H ##
20.9% J% 10°600mg/ H #£40.0%) « AMPERE (300mg/ H #12.7% % 0°600mg/ H #:13.3%) «
FRTEHI (300mg/ HE#E11.2% J% 05600mg/ H #E11.1%) Tdh - 7230,
MIMERG I R 2 05 & L 721600 % 5- 0 “EH RILERRIC B VT, EEFFHEE T
B B IR OIEFFA I TIE T RO EBY TH Y, 7L AN Y # (300~450mg/
H) T77tREE L B L CRAMAIICH B UER20 S/,

T KSR O I A 1 7 D) iE8)
e I YNy TS EREOE
EEC T mane [95% & # ) pfi
ToeR 248 545012 -
FLANY > 044
300-450mg/ H 20 501=012 [078-0.11] 00046

ET) BBESEHRBRT 2MAO RS EM L EAMoOFEEEA a7 [0 GiAk
L) #5610 (ZhPLEARWEA) OB TS, AT 725K EWIT L
JAERT o]

#8) G ERT. N—AT AV OEREA T & LA w & 5 L5HmHT

FAVEFFEAlC R ORIERSEBRIE. 7T L RHET516% (128/24861), 7L 4\
U HET824% (206/25061) TH o7z, EAENEMIE. IR (45.2%). FEITED
(28.8%) . REHINN (144%). 1HFL (128%) Td o723,
17.1.2 BRRBIRE5HER

RIS B AR R 12601, B PRI P AR AR I S g B 12300, MRAERIRAE
SBE1066 313 AR VIR R SR CEEBUBI B . A B . 2 S8R LI
Wb #08) BE1030 A R & LRG3 (Wi d52:8) 1281 A D5
% (0~100mm® Visual Analog Scale TlEAYA Z VT LRV FEAZ RS ) OFHfEILT
KOLBYTHoT20

JAAOHE (mm) )
R R RIS T PRIV A AR L L3
REBIE | P+ AR R ST + (R
F2 500 126 62.0%+19.0 123 528+21.7
1238 116 353+22.3 119 300230
2438 105 34.0+230 112 277+220
5234 94 283%229 97 2483+208
i OIEE (mm)
R R ARAE R O PR T A
A 15 SFIGME + R FPA 155 S+ R
%5 106 61.8+235 103 67.1+16.6
1258 104 489+233 98 44.3+269
283 101 483+238 92 463+27.1
5238 87 471248 85 449+270

7£9) 0~100mm Visual Analog Scale CEATA & W T E TRV A% 7R T o

EI R38R GREIRIEIZ i) 1cBw T,
78.6% (99/126%1) (2RO S, EREMEAILIFEIED v (28.6%) .
(16.7%) . falE (15. 1%) fREHT (135%) TH -7z,
NI G- CHERR R PR AR AE R S5 L2 B ) 98) L
DEIERNE70.7% (87/12361) (ZR2&DH S, EAREIEAIZ, @Ik (22.8%).
(22.0%) . FEED T (203%) TH o720

FE AR G- (RAMERIRE) 128\ Ty RAERFII R el b2

2 A ERTAA S B o g R (X
A P

2BV T, RAMERHi R T
PRIEHN

RITEI384.0% (89/



10661) (2R S, E2EIEH MR (26.4%) . FETED v (245%) . REIEN

(189%) . i (160%) THolzo HIWEFHOEIERLIL, ZHABETH Y . HEOHIE
RO BN hro iz,
EI RS- (AR RS ER) 128y BT 2 EIRSLR R SR &

FEE DAL L 72 & B\ I ARG BRI s

RO SN, EREIER X, B (48 5%)

(2239%) . FREMEIE (175%) Ch o723 %),
17.1.3 EFRHFERFRRERRIE

BRI AR S 20 G b L7216 B 50 “ B ERILEGABRIC B v T FERFIE

HCThHHEBMOEREAITIETERDOEB ) THY . T LAY Y E#E (150~600mg/

H) T77tREE L Il L CHEAMAIICE B UEEDTR20 Sz,

WHHL L - &, 87.4% (90/10361)
RERN (28.2%) . FHMED T »

P A O 7 ELD, EI2)
S Q = ~
P35 BEE0) | BRMON=2T A S
b AR | A HoTELE [iondci BT
/N = B IR

P 106 107 +0.149 -
FLANY ¥ 059
150-600mg/ H 105 1660157 [.098-020] 00032
##10) i OFeH-1%, 150mg/ H2H B Ly 208 X 0 B E A ATV BAEE T

s L7z B RS T S 5160 F THEFFT A2 L & L7z,
7E11) Mﬁz# T 2iAOHRE [0 GidzL) 2510 (SALLERVEAR) O
VB CRFI S0, 2 07 Ak X VE BB i 25 o] A Bl L 72 B
(16;AH) DIEFGATT DN—= AT A 906 O LR % $ 5 Tl L7z,
BRI ONR=2 5 14 ¥ 96 OFEE LE=
LB (16:8/) OFIPIFA T T -N—=A T4 Y OFPIFATT] x 8
Bt PG /A G- (1634 7) ]
&u)ﬂ%ﬁ&vmﬂém% N=AF 4 Y OEFGEATT RUOKEA BT 2 BZ OFHGO
KA T & IR L5 B T

LG PEFFR S8 OBIE RSB 7 5 L ARBET46.7% (50/10761) . T L HN) LB
T67.0% (75/11261) THh o720 ERENEHIL, BIR (33.0%). F@iEo Fv (17.9%)
KIGPEIZIE (11.6%) Td-o7z. EEZENEHIZ, MRIMBEELF2#HE S v, B3 L
f:%}o

17.1.4 SET 7 &R BHER

AERIEE R MRR RS A R e L S EEMRIEGRERIC a‘ob_*'C FEEHIH H T & % iK%

R O A I TIE TFTEDOLEBY THY ., wiho abwf*b TLAHNY v
300mg/ H B 1 0°600me,/ H BECIE 7 4 B & o L R R A &
nrz.
i TR G TR A 2 7 9. D)
kB :
= P51 o | TN T IR TIEeREDE
SR e | K E
(FFAAAI) T N pfl
A fﬁ iSOG R BR
758 93 | 6142023 -
(135@&5) FLHNY 0.88
150meg/H 87 | 526=024 [153-023] 00077
FLANY > 107
300mg/H 98 | 507=023 [.170-0.45] 00016
FLANY ¥ 179
600mg/pie | 88 | 4362024 [243115) 0.0003
HLEISE T/ AR R
2 TR 87 | 559+021 -
GHE) 7L 75) . 014
ot 83 | 546+021 LorL04s] 0.7999
FLANY ¥ 007
ot 8 | 552+022 . 07999
3 75k 81 | 6332022 -
GBI [FL 53y > 120
150me/H 81 | 514=022 [181058] 00002
FLANY ¥ 157
300mg/H 6 | A76=023 [-220-095] 00002
1 TR 81 | 520=021 -
GHEH) L5730 . -169
omartihm | 8| 360024 [235.105] 00001

H13) BERE D H T AR AOHEES S B L AR OTFEEmA a7 [0 (A%
L) #5610 (THPLEZRWEA) OLEB TS L, A3 725K EWVITETR
AR o]

H14) BRI OC4FG-8, Wisk i O'CLerf@ % /. R—A T4 Y OEfA a7 % L% &
& BT
R R O3 G- R Ok % AT X—=RA T4 Y OEFAAT 2 ERmRLT S
B il

H15) 2 LT7F=r )T T v AHEEM (Cler) 12
B 12 13300mg/ H . >60mL/min DR 12

AHE RSOOSR B\ Ty AR S ORI FEBIERIE 7 7 £ R T39.8%
(37/9361) . 7L 71/\1) »150mg/ HEET59.8% (52/87f1) . 300mg/ H#T64.3% (63/98
%), 600mg/ H#T74.4% (67/9061) Tdh-7:0 EaFINEHIE. FHitkDd v (150mg
/H#16.1%. 300mg/ H #32.7% K 0°600mg/ H #:36.7%) . 5l (150mg/ H #9.2%.
300mg/ H #11.2% K% 0600mg/ H #:25.6%) . HA§1EF#IE (150mg/ H#12.6%. 300mg/ H
14.3% % 0%600mg/ H#£13.3%) Tdh -7z HIELFIEHIE, 300mg/HEZT F7 1 7
¥ ¥ —BREUSIBI, 600mg/ H BB F /BT PN/ 55 ) )3 / AR P2 N /A5 0
SEEASIEIF ISR S, wWER b [ L 72,

HLEE I/ AR BBR21C B\ T MRk RO h ORITER B EIL T 7 R HET
25.0% (22/88%), 7L /31 »75mg/ HEET32.1% (27/84%1). 150mg/ H #T41.0%
(34/836) T o720 FELREMERIZFEIED v (75mg/ HBE8.3% % UN150mg/ H #
14.5%) Je UMMk <75mg/ F#7.1% K O°150mg/ H #£9.6%) . IINEEM: (75mg/ H#E7.1%
T UN150mg/ H#E4.8%) « 5541 (75mg/ H#E1.29% K 0N150mg/ H #£84%) %THh -7z,
HLESE T/ AR ABR3IC B\ T LRk RO R OBEIER SHEE T 7 LR T
39.5% (32/81%1). 7L /N1 »150mg/ HEET50.6% (41/8141) . 300mg/ H #:T67.1%
(51/76B1) Td - 720 FRENERIZFEIMED F v (150me/ H #12.3% K& U0°300mg/ H #
26.3%) . IR (150mg/ H#14.8% I 0°300mg/ H#£23.7%) . [IPEZHE (150mg/ H#£9.9%
% 0°300mg/ H m 6%) HFThotoo WHARINEMIE, 150me/ H f‘*ﬁL\ LEMEA

iy L )

£ T, 30<CLcr=60mL/min®#
13600mg/ H 2545 5- S 7z,

EES Y
36.9% (31/8481) .
o F v (27.0%)
(90%) BORFHAT (79%) % Td - 7250 9,

17.15 SHERBIZSHER
WRIEE R RS R AR & L RIS RERL (15401,

71/77/\‘) U BETT3.0% (65/891§J> L:‘%bn Tamw’rmzi

)
EHIR (23.6%) . ARIUETE (135%). HAEE (10.1%). 558

3128 5) K U2

(27501, ®R1728ES) (2B 2MAOMEDTFIHMI T RO L BY) Th -7

JRADOHE (mm) 16
R £ B G-#Br1 RS-
ERllIE Il = R EalES SFIl = R
EEscaill 154 694+187 275 67.3+179
1238 114 428+26.1 211 403+254
2438 91 405+ 25.1 173 414+249
523 63 383246 122 3574242
10438 32 36.8+232 78 325+241

#:16) 0~100mm® Visual Analog Scale TliATA & W T EGRVIiAZ R T

[ o)

R G- HERLIC BT ARl St O RIEE75.3% (116/15461)
. EARFEIERNZFREIMED £ (208%) . RIS (14.9%) . IR (136%)
LM (9.7%) . TIARERR (8.4%) ARUERIE R R (£7.1%) . 4
(%65%) Tdhorzo HERANEMI, FC X 25M5300, LEH&MR
MR b 7 AdE, S E VRN E A, St/ S X 2 A/ i l
LOVESHISHED IR S, Wb IR L 72,
FP G- BR212 BV T, MRl S50t O EIER1X65.1% (179/27561) 125886 6
L EREERNZREIED v (16.0%) . RRHEFE (12.7%) . IR (105%). %)
SE. BIHL. RERINK OVEERE (%5.8%) . Bl (55%) HFThHoiz, i%&ﬁu{’ﬁﬁﬁzi
FERERERE & TR/ A O 20130 3 S, 2 oflFiE Z 2 uREE, [IET
%07:39% 40)0

17.3 ZDOfhy

17.3.1 BEOFEHAR
HANHEHERL A % 0 5 & L CRE BT L OVALT 12 7 L N 1) % 150mg B LR 1% 5 L 72
FEOFEIED VOSBRI, AR H53% (1/1981) & A A 5-30.8% (12/39
Bl) CTEhoiz,

. BERhEEIE

18.1 1EFAHRE
T LAY PAEHREAFERIZ B CTEMREES V27 A F ¥ 2V ORREI K LAlBIT
BEEE BT a0 T2y PEDREAEAL T, HIVT T AF ¥ A VOMIFIER T
DRBURR OIS o NFRAFIHI L. 75 3 2 BRSO FE (5 2 % 0§ 5
ZEDURIBENT VS, BT, T LAHNY v OB T ERMHE RO 2 VT
FLFY BRI D = Y BEBISFT2EHOBEG LTwE 2 LR sty
79127 416',0

18.2 $EMEIEA
T LIS d, BIEERIC B\ TR R E R B BT B S, AR R
TEBS B OBE RIS & 2 e B S P A O AR PR A M R 2 I %0 72, L%
[E:N L AR ISR SN2 H ISR WILBECE T VIS B W T L BURIER 2R
1-47 52‘

18.2.1 T—ﬁiﬂ?i)ﬁm&ﬁ{% (CCl) EFNICHUB3H7OT 1 =72 1R
TVIHNY E, Ty PCCIETMIC L 5, BRI T a7 4 =7 % & b I12Hf L
fl47>o

18.2.2 HFhE# ML (SNL) EFNVCHFBM7OF ¢+ = 7/R
FLHNY 1E, SNLEFIVIZ LY T v MOFE S B ROEINT 071 =7 2§
L7297,

1823 ARMLTIYD Y (STZ) BREETIVICH T BM7OT « Z7/EH
TVIHNY L&, Ty PSTZHERIFE T VBV CHAET SR UEN 70T 4 =7
L 72,

18.24 BHESEABTTNCET3H7O7 « Z71ER
TVLHNY x0T ARHEANOEE TS L 2 BHIEGET VICB W TRET 5T
U =T R L 720,

18.25 BHUHERREBETNICHIZH7OT « = 71%A
TVLHNY ZiE, Ty MEEHERREREETVICBWCRET AHNTOT A =T &
P L 7250,

18.26 FIVTULTFRAMIH 3 ERBICKHT 28EBER
T v FREEANO AN AEGAT L) AT L2 OLRBETEI O ) b, T L AN
Y G HARE R EAS 4 B & S E2HI R I L 7250,
V) T IEE 2 SRR U AR B T v =7 LR, WY (%

BAEBCERIIET S22 ETELS) RUBIHN (RENOBIETELL) THT A
TSNS,

19. BRI ICET 2B{EFAER
— B %Fs © 7L AN) » (Pregabalin)
1b%:4 ¢ (3S)-3-(Aminomethyl)-5-methylhexanoic acid
53 f3 0 CsHiTNO2
Sy fE 0 159.23
W R AEoBETHL,

HIZRRETIZ L A /= VT y /) —)b (995) 1M THEITIZ<
Vg,
Lt
NH,
CH; ( g
‘ Co,H
H,C
22. A

(FLHNY > hTEI25mg [HEL])
1007 7V [10% 7 )b x10 ; PTP]

(FLANY > HT+wI75mg [REL])
1007 7V [10% 7 )V x10 ; PTP]

(FLHNY > HT+EI150mg [HEL])
1007 7w [10%4 7))L x10 ; PTP]

(FL#/3) >OD§25mg [HET])
1008 [108E x 10 ; PTP]
5008 [108€ x50 ; PTP]

(FL#/\1) > 0OD#E50mg [RETL])
1008 [10%Ex 10 ; PTP]

(FL#81) >OD#75mg THETL])
100%% [108E x 10 ; PTP]
5008 [10%E x50 ; PTP]

(FL#H/31) > ODEE150mg [AETL])
1008 [10%x 10 ; PTP]

23. &

Gl EEEREE () ) h A TV 20104E4 A 16 HAKFE, HIFFERIEE26.6.6)

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

3) IEB RS (VU A A T L 20104R4 A 16 KR, WG CoR S
HA G RHES2,66.5)

2666)
5) BEEER BT AHEMEEE (HEInES) (V) F 5 7 v)b 0 20104E4 H 16 H A&ZE,

—

4) PABRMERE (V) A T 20104E4 H 16 H KRR,



g (REHS) ()0 A 7R)b  20104R4 7 16 H KRR,

i '%4141@2722)

7) WMAAAE B L2020 ;57 (10) : 905913

8) FLWEE - A SRR (OD$2150mg)

9) AFHOFE (V) HH TV 2010447 16 HKR. MELriEE27.1.2)

10) BURPEREERSR AR G- O W BRE L OV () ) B4 7R )b - 201044 H 16 H AKRE.
RS G R S2.72.2)

11) MIEEFES (V) A5 7R 2010454 H 16 KR, HasEkigsE2722)

12) KB Ok (V)75 7L 201044 H 16 H KR, HEEERES2761)

13) & hcytochrome P450124F 3 2 BHENE/H (V) 471 7k« 20104E4 H 16 H KRE.
HES R %27 2.2)

14) SHEICBO LEWEE () ) F T 20104E4H 16 H AR, BRI
2722)

15) m%ﬁbﬁ?— B R CMTGENT BH B 2 3EWBRE () ) A7 7L : 201044 H

1 R RHE2.722)

B, PRI R A RO R R R D R AT B

SHERRRE 2 B B REEFISEEIRE (V) A T eov 1 20104E108

HIRE R SE2.7.2.3, 20124F6 A 22 H KRR, HIGHERMRE272.3)

B3 2 AR () ) A4 7R b 1 20104E4H 16 H KR, HIas okt

72.3)
18) HNRYF v e OFWAHEIER (V) A% 7 v 0 20104E4H 16 H KRR, HIFT ek
WE2722)
FRIMEATE & OIEWARTAER () ) HH 72)b : 20104E4 16 H KGR, HFS LR
$2722, HAWEE)
20) T ENALOFEWHEIER (V) 4 H 7R 20104E4H 16 H KRR, HIGE R
2722, FAWEE)
21) FF TN EOFEWHENER (1)) % 7R 20104E4 7 16 H KGR, HFEk:
BRE2722, FAEMREH)
22) TH =k m%%wﬂ‘ﬁ)ﬂ () A7 T v 20104E4 H 16 HAKGE,  HIGTEoRH
2722, FEMEE)
23) Brodie M. J. et al. : Epilepsia. 2005 : 46 (9) : 1407-1413
F 5 PEatER (1 7V 75mg)
B (OD$E25mg)
: (B% (OD#$E50mg)
27) FEPIERE AW RS ERER (OD§E75mg)
28) /NIER M : HANA ¥ 7)) = 75435 20105 17 (2) : 141-152
29) [N MARMGERER GiRRIGEmReRs) (V) 717 7)b 201044 16 HKFE,
RS E R 22.7.6.29)

—
e

30)  [EIPNEE I ARG RAB% (*Ebkm PEARRE RIS IR S ) (U ) A 7L 1 2010
EI0H27THARRR, HFERIE2733, 276.1)
31) LS IARMGRE SR (ﬁl‘ﬂéﬁnrﬁ) (D0 T 77V 2012456 H 22 HAKRE, Wi

CORMRZE2.7.33, 2.76. (2))

FE A EI G-k (i IRIEB SAEER) () ) A 7R 2010484 F 16 H K2,

G R S2.7.35, 276.37)

[N E %5 CHEPRAp VR A RS 10 5 ) (U ) 71 T )b ¢ 20104

1027 HAKGE, WRHERHRSE2.735, 276.24)

34) BEINENRG A GRAERRE) () ) 78 7b 0 20124E6 H 22 H KRR, WRTE

FHEE2735, 276. (2))

FEIN R G- B (R s, INA P . 2 S MR LR (2 Bk 5 PE3)

(VU 7 7V 0 20134E2 A 28 HAKRE, WG EAMRZE27.35, 2.76. (2))

[ 25 IAHRER (FFRER ) (V) A7 78 )v © 20134E2 3 28 H K2,

52733, 276. (2))

,H$H&U§§IH$H7 T AR IRRHER CRRIEZE hisE) (V)2 78

RN EE2733, 27630, 27631, 27632)

ﬁ (HERILIE BARE) (V) B 7e)b 2010464 16 H

%ﬁ”ﬁﬂmgwwo

SR B8 (HERIIE BAERIE) (V) B 7 )b - 20104F4 H 16 H KRR

SR ZE2.735, 27635, 27.6.36)

40) BERBIERIMEOBEZE (V) ) 5 7 v 1 20104E4 H 16 H KRR, HREERHEE273.1)

4D WHCBT D EHOBE ()0 7% T 201064 160 KR, sk
276.3)

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

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

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

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

46) Bee L. A, et al. @ Pain. 2008 ; 140 (1) : 209-223

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

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

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

50) PRGBS RIE € TOVIZ B B SEAEEEEER (1)) 1 Ty 1 201246 H22H
HRFR. WA 2E2.6.2.2)

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

52) Field M. J. et al. : J. Pharmacol. Exp. Ther. 1997 : 282 (3) : 1242-1246

24, XERFERERUVBEWVEDESE
HETHRSH BEBRIR—-I L5 —
T930-8583 & IlITh#aHE 1T H6%21
TEL (0120) 517-215
FAX (076) 442-8948

SUSHRTTRES

26 1 BLEHRSETT

EEI I%

NicHiko = LT #Miw 1T B6&E2

w
)

w
&

w
1)

w
L

0001726-7



