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Pregabalin OD Tablets| FELDSENF |

871190
0D#E25mg OD$£75mg 0D$£150mg
FKERAE 5 |30200AMX00813000|30200AMX00814000]30200AMX 00815000
WisE R nG 20204F12H

2. B2

B S

AHENDO AR LS BUE OB O & 5 BE

ROBEICIFERELEWT L)

3. #EmRK - MR
3.1 #8KK
FL AN FLIHINY FLHINY ¥
WR7e 44 OD %& 25mg OD & 75mg OD #¢ 150mg
[7 =¥ ] [Zz1¥ ] D%
R 18 FU AN 1R L AN R LA
P L 25 0mg 1) > 750mg 1) > 150.0mg
D-~xr=h—, Wi, £ AFT7Y) VTR
VAN, HERELVO— A, JOARE RV, A¥
WHIE] |7 AT VI VIR~ AT T h, o))y
LKA, A7 Sa—A, TIVBATFTYNLF )
YA, ATTY)VEER T AT A, TR
3.2 BFIOMIR
FLAN) Y | FLANY Y | FLANY
W 7E 44 OD $% 25mg OD % 75mg OD $¢ 150mg
[7zL¥] [Z7z ¥ [7z)¥]
Bk | Heo%E | Heokk | HeokE
bt
dEIe
A = — Eiij
HEfE 61mm % 84mm EE  10.6mm
K&s%% | EE 31lmm JE&  49mm JE&  62mm
i+ 80mg & 240mg B+ 480mg
4. SHEEN IR
OMRREE &R
OSMERRIE I S &R

5. SIEEN IR RICBIET 2FE

IRAEERRIE (O D 7’
HAESRIEDZWI, KE) v~ FHEE008E G &
HEEEDEIBR 7 FE | IO X ICHESE L FEESI S
I EILOREGTAHI L,

6. AERUVHE

(R EEER)

W, RACEHHEE L LAY AN 1 H 150mg
1 H 20N TROES L, 2ok 1AM L2 T
1 Hf&# & LT 300mg ¥ THItES 5, 2B, Eilin, RIS
L HEEHT 5551 HREHEIX 600mg 2B 2 HRnw2
L, WL 1 H 2B TRIOZRST 5,

GRMEFRIBIE (ICFF 5 &R
W, RACEE A= LT L AN 1 H 150mg
1 H 2 N5 TROES L, 2otk 1AM L2 T
1 HAH# & LT 300mg & TMlilE L 72, 300~450mg T#H
42, B, FEE. ERICL ) BEETERT 225, 1 Hiw
EHEZ 4 0mg FBA VW EE L, Wb 1 H 2
W2 TRIO% S35,

. BERUCHEICHEET 3IE

7.1 BEOFG 2 HIET 285681013 Al e 1HEMMLE
P TIEAIZHET 5 2 &, [8.2 ]

7.2 HERREREERE IR R GTAGEAIE TRIORT 2
L7 Fov )75 AR S%E L L AR OKRSER
OB GHEERAGTAZ L, T2, MEENTZZITTW5
BETRE. 7L T7F=0 2075 AHIIG 0721 Hil=
W2 T MUFERT % S0 L 72 R S ARF 0B % 5- % 479
o WHEOHENZRESIN TV LA I, BHEDS
BIA L. EZAEMDPHE S, $IREAR TS5 o2EE ICHEET S
Sk, B, CITRLTWARHE - HRIZY I —Y
I UAERIZEDLCLDTHAI DS, FHEEFET L |EE
WCHZE L2206, - et #fiiliss2E,[9.2,
9.8.1. 16.6.2 ]

~

(iR EEER)
sLTF
=ra)) BT
7oA | 260 |>30-<60/>15-<30| <15 |HOWTE
(mL/ R
min)
1H# | 150~ 75~ 25~ _
55 | 600mg | 300mg | 150mg |20 7omE
1 [n] 25mg
1181 25mg| 1 H 1A
|18 75mg LH3E L <X 1 [H] 25mg| 25 XiE
PR oy | 2E T | 50me
1[H 75mg| XiE
1H 10 |11 50mg
1H 1M
1 [8] 50mg
1@ | 1H3M 1125 X
MERER | 150mg | i 11%75%*‘5 13 50mg 5??‘3(
1H 20 |1 75mg 1H 10 me
1H 2
1 9]
100mg 117§rl21g
W :&: lgéﬂ Rt |1 75mg]| 100 ik
5 g 1A | 1H 1M | 150mg
1H2E | 1M
150mg
150mg 1H1m
1H 21

) 2 HZ 1L AFE 6 B a0 © 4 BRI ENT 2 525 L
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(KRHEBFRRIE (CF S & FR)

JLTF
=7 BT
7T YA >60 |>30-<60|>15-< 30, <15 | Bofift
(mL/ )
min)
1H#%E | 150~ 75~ 25~ B
54 | 450mg | 225mg | 150mg |20 /oM
1 [l 25mg
18] 25mg| 1 H 1 [A]

i Ellﬁ]75mgll.33[m bLcu 18] 25mg| 25 i
A = 10 2m i 2 [A] LH 1 50mg
1\ 75mg| XX
1 H 1\ |1[A]50mg

1H 1M
1 1] 50mg
1 | 1H 3 1 25 3
SR | 150mg | Lt ﬁ'ﬁ'f%g % 50mg 5;)5?3[
1H 210 |18 75mg 1A 10 &
1H2ImA
1 1 100
LI
M | 125mg | 1 1A 50 3
(| 225me i%@?ﬁlﬂl@ 3 75mg ﬁiﬁ
) |1H2m i | 1H1ME e
1 [ 75mg
1H 2

W) 2 HIZ1Ial, RHG 6 B 205 4 R 07 ENT & FEht L
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8.1 AFOHEGIZE DT v, IR, EdEEErH5H
. HEIFEHBICE 72605 5 50T, KEEGHoBE
Wi HEYBE OGBS G L ) B OB B It E S
WEIIEET LI [11.1.1 &)
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DT, %52 HIETA5A01E Dl s 15 EBM E
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[7.1 7]

8.3 ARHIOFHGAZ X VRERINZ 9 2 3D L5 DT, A
WEE L. EmoMEELr s S bnzgald, RS, &
BRSO 2 B 4T 2 ko BRIS, FEE 0N,
HDLVIEEMHEGIEEEEINAZO 5 NE 2 LD
L7z, EMMIAERRNZ ERT L2 &,

8.4 RFOFEHIZ LY 59, BERE . S, HHEOIR
A U B W REMEDSH 5 DT BERHC, IREEIZ oW
THZ AT ) S5 L, B0 S N2 3a 23t 7
WiE %479 2 & [15.2.2 1]

(R EERR)

8.5 ARHNNZ & 2 ik E M Im OB H S R ETlE 74 <
IHERETH H Z D, FIFOEIN & 7 B BEDOZW &
OEHZE B TITWV ., RAIZEREEG L anw &,

9. HENEE 4B THEEICHET IR

9.1 &HE - MEEZDH 2 EE

9.1.1 EEM S - M LALDEE

DIMEREES AT LEEFEIZBNT, ) > MELAEDDH S

bNDLZ WD D, [11.1.2 BH]

1.2 MEMZEOEENH2EE

[11.1.5 18]

9.1.3 EMKEDERNH 3 BEXIIBRERDH 2 EE. +
HEEDH 2EE
RAFEDIMES e D F S L
[15.1.2 ]

9.2 BHEEREEEE
JVTFZr )T Ty AMEESE L L TRAI O S =
RO E B2+ 52 L0 AFNITEEL L TREIE
PR A HEE S LA 7o MAERIREE DS < 7 0 BIEHIAY
BHLRI L R EBENNDH L, (7.2, 9.8.1, 16.6.2 &
iy
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11.1.2 DAL (0.3%AK10). FhkEE (BHEEARH)
DAED) A7 03D 5 EH T, Bigr HolciTe, By
WD SN B 3G 2k L, Y R ALE 247 &
£.09.1.1 ]

11.1.3 #ERERERE (BEHEEAT)

MARE. B, CK L&, Mk ORh I+ ravy b
HEENG SN HA I, 52 L, @R LE %
119 2 &0 Tz, BERURRAE 12 L 2 BMEFEE O REIC
FETLHI L,

11.1.4 BFRL (0.1%KiH)

*11.1.5 MEMZE GHEARH)

MM REESEOBEIERH SONDL I DD, [9.1.2

11.1.6 {EMm#E (0.3%im)

B, BRI, T, R, ERREES O CImAEE R )

HObNTGEIIEHG 2RIk L, @) 2 W0E 2479 2
ko

11.1.7 BEMRA CGHEARH)
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AR O N7 B A M ER X AR W EE CT S0t % 9256

TAHI L, BIEMMESESEDN IS 2k L,

BB BB ANV E VR OBGEOBEY) R LE T 2 Lo
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11.1.10 BHERFR CGBHEEAHH). BTHEEEREE (0.4%)
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11.2 ZDDEITER

3%D L N
1951 E %%i% 0.3%Kil | AW
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13. BEHRS

13.1 fERK
15g £ TOWEIRGHINHE SN TH Y BERGHIZA
SNz ERGENI, IFBIEE, IR, SRR, #1192,
Wk, EHLESORS, KEEETH L,

13.2 A&
AHNIMBENTIZ L D IRESNLZEDS, EBIL TS
FER DL IS U CIMEET OEEE ZET 25 2 Lo
[16.6.3 ZH]

14, BHEDZEE

14.1 EFRZFEEOEE

14.1.1 PTP W2 D#HHE PTP ¥ — F 25 8U) B L CTIRA
THEHIRES L L, PTP ¥ — bOREKIZE Y, HEW
SLA T ASEEREE AT L, B3 LR B 2 L CHERTE
REOEELRAIHEZ IR T L2 0H 5,

14.1.2 AFNZTH O EIZoH THEE 2 E S8 5 Ly 5
72, K7 LCIRHWRECTH B, /20 KTIRHTAZ &
LTE D,

15. ZOMMDEE

15.1 BRPRfERICE D <18

1511 #WINCE SN KK 2 ECBEROITA»AIEIZ
BUFDH, TADA, FBHRESEZNSE L1907 T+
AR IR IR RSB ORI BT, HERAE L O H &4



MOFBDY X795, HTAPAZEOIRHEET S T L Kt
EHE L TR 2EE L (BTADATIRMEE 1 0.43%, 7
TR 0.24%), MUCTADPAROIRAETIE, 79+
AL HEN1000 Ad720) 1.9 AW EFHE SN (95%
EHEIX[H 0 0.6-3.9) 0 T72. TADABEDOY 77 V—F
TlE. 79 RFELILN1000 AdH72) 2.4 AW EFHE
ENTWBE,

1) AFNLWTIHTADPAIEE L TR I N TV,
RIFNZ BT 2 RFIORGE - ZhFNE [ RS S, At
FIIELZPE D ] Th S,

15.1.2 SEWELANC BRI 3 2 AR O W EER IZ A S
TV WA, KH & 355 & N7z B CTIRAFE O FE B A5 Wi
ICHE SN TV D, [9.1.3 1)

15.2 FERGERAERICE D < 1Bk

15.2.1 24EM DO~ 7 ADSA R PRI B W KR H &=
TOVe NMEFEEO 6 U EORGER ICH Y 2 A3
OY5AZ XY FHERAER I S AIE O S8 2R3k L 72
EOWEND BV,

15.2.2 24D T v MDA MERERIZ B W C KR &=
TO¥H e MEFEREO 5 HU EOBEFEE MY 5 A
OFGIZED T VY ) 5y MIEEED SN A HEE
EHORBRPBEN L 72 & OHEDH HY, T2 T b
W72 AT SRER I BT, KR TOUC-T L AN
1) ¥ SRS BE D TE M e O & A L OMARRIZ S
NIEETH o 72H5 T v b 13 KO8 52 W AERS-aE

BT KIS A B IO b NG o7z, RICH
FTAREROSBEIT 7T v REEL D 5 <, Mk
FERRE L7 13~16 BRSO 75 £ R xR aER (3
Bt E) 075 b REETIL 3.8% 2% L, AHIEE (150~
600mg/H) T10.6%. RM&%5-HE (3#3kEE) T
10.2%- FHMEFRRE Z0f 5 & L7z 16 %50 75 &K
XTHEERER D 75 L R BETIE 2.8% 120t L, AAIEE (300~
450mg/ H) T9.2%. RMFHGHAKETIZI.4%TH -7z,
[8.4 =]

15.2.3 T v N OZIREER OCIIE A B3 5 3Bk 12 B
WT, RKERAE TOFY L MBEEED 28 5L Eoig
TR YT 2 ARIEDIKG 2L, IBIREE OIS A S E A
WL 7z & oMEsH 50,

16. FE4EhHE

16.1 MeERE

16.1.1 HREI%ES
HA NS, 7L #2350, 1000 200, 250 K OF 300mg (%+%
G 6 ) A AR RS Lo, P54 1B C Cmax (25
Ly Tuz 389 6 B CTd 5720 Cmax S U8 AUCo-ld. 300mg F CTOH&E
HPHT. FHEIZIBIL TN L 229,

%52 | Coa Tmax AUCo—e T2 | CL/F | Vd/F Ae
(mg) |[(ug/mL)| (hr) |(ug-hr/mL)| (hr) (L) (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) 1 (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) | (0.33) (6.3) (0.62) | (0.52) | (4.3) | (7.3)

HEER S &6 B, “FIoMl (RE(F)

Conax © 52555 LA H L

Trnax © Hi¢ e HLE PP R )5 I )

AUCo-eo + IILHE Fh 5 7~ ] AR TR F

Tz o IAE PR RE

CL/F: Rpdosy s )75 A

VA/F @ BT o545

Ae (%) @ HilA#e5-# 60 R F CORZEIARD SRR

16.1.2 RiE#H®E
HARMNERE AN 7 L3 1A 150 KO8 300mg (%452 8 ) %
1 H 27 HE ARG L7z, $5-1% 24~48 IR T IRAE 12 5E
L. %5 7HHD Tre 3 Z2N216.02 18 6.31 B TH > 7z 57
HH® AUCo12 iE, 5 1HEHD 1.4f5ThH o729,

Crnax Tmax AUCo12 T2
(1 g/mL) (hr) (ug-hr/mL) (hr)
W1 BT | 1| BT | Bl | BT | L | BT
H H H H H H H H
1MW 150mg | 4.23 | 6.30 | 1.3 0.9 [ 22.2]31.6|5.11 | 6.02
(T H21M1) [(0.72)]0.74) | (1.1) | (0.4) | (1.9) | (3.6) [(0.69) | (0.47)
17 300mg | 8.82 | 10.3 | 1.6 1.6 | 42.1 | 58.8 | 5.42 | 6.31
(1 H21m) |(2.34))(2.3)](1.0) | (0.8) | (6.9) [(10.6)](0.87) | (0.54)

T (FRERAE) . % 86l

16.1.3 £MFHRFMEFER

(FLAHNY) > OD$E150mg [7zE>])
TR AT 7L A1) » OD $E 150mg [ 7 = )vE > ] L)1 OD
$E150mg DZFNZEN 1§ (FLANY v & LT 150mg) % . i fri i m
FEOFG LCIdEh 7 L ANy VIR A HIE L, SN ERE < T
A—=2% (AUC. Cmax) (22T 90%I5FEX 2 THEEHENT 247 - 724
F. log (0.80) ~log (1.25) O#FNTH V. WiHI DA MEH
RSN (7B RF—N—3) 7,

(1) KR
(ng/mL)
8000 1
7000 —e— 7L\ OD§E150mg[ 7z )VE |
6000 | —o—JUA0D$E150mg
(Mean+S.D. n=21)
i 5000 1
%7%
do4000
b3
EE 3000 -
2000 4
1000 -
0 . . ‘ ‘ 0
0 6 12 18 24 30 36
PR (hr)
HENT A =% BHEINT A—F
AUC Crnax Tmax Tz
(ng - hr/mL) | (ng/mL) (hr) (hr)
TV AN 2 0D $E
150mg [ 7 = £ > | 37034.9+4323.0(5802.4+996.0| 1.0+0.5 | 5.9%0.5
1)) # OD $¢ 150mg |36941.2%4331.7|6196.0+1056.5| 0.8+0.3 [ 5.9+0.6

T+ BiERAE (o= 21)
(2) X% L THRA

(ng/mL)
8000 4

7000 —e— 7L7/V) > OD§E150mg[ 7 x )bt ]
—o—1)70D$E150mg

(Mean=S.D. n=21)

6000 1

5000 A

4000 A

e See=d

3000 4

2000 4

1000 }
0

12 18 30

0 6 36
g (hr)
HEINT A—F BEINTA—F
AUC Cmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
;@’ng)%?ﬁ 365288+ 4884.7(6283.0+ 1469.7| 1.20.9 | 5.9%0.5
1) 7% OD %% 150mg |36356.2+4839.6|6056.2+968.3| 1.1%0.5 | 5.9+0.4

Iy + IR (0= 21)

MAEFPEEEIE DN AUC, Crmax S5 078T A — & 1%, HEEH ORI, o
PRI - BRSO RBRGIC L > TR D HEED D 5.

16.2 BRIV

16.2.1 BEOFE
HARNERESN 19 B2 B\ T, AR VERIC T LN & % 150mg
HAREOHS L 72O Cnax 132N E14.95 )08 3.22 u g/mL. Tiax (&
0.947 JL O 3.37 sl . AUCo4s 132124 31.2 K1 28.8ug - h/mL T
B o720 FHEGIIBVT Coax 1359 359K T L Tinax (349 2.4 FEHIE R
L7255, AUCo48 DK T 13K 8% TH - 728,

16.3 D%
HAR MR ALZ, 7L AN » 50, 100, 200, 250 K OF 300mg (4%
G 6 ) &AL (IR O G L 2RO R o a4 s (VA/F)



3% 40L Th o720 FLANY FMERICEAT L. MRS 5
SIPEEDHIE, 0.76 TH o720 FL AN »id, 0.1~20 g g/mL 12
BOWTIEERBAIZ, 13EA LKA LD - 72990 (jn vitro#5k) o
16.4 a8t
TLHNY AHITE A EREE 2T v, fERBEA (PHEA 6 1) (214C-
FL AN 2 100mg (107.9 u Ci) $£5-0. RIS N7z sE o
9% HKEALRTH o 720 RPN SN2 T L AN o FEAHY
TdHhDH N-AFVFRRBIRPICHEEGED 0.9%E LCHRE N, In
vitro REFIZ B W, FL AN 159 pg/mL (ImM. 600mg/ H % 5B
DEFIRED Coax D 10 f5) T CYP1A2. CYP2A6. CYP2C9.
CYP2C19. CYP2D6, CYP2EL Jz 0¥ CYP3A4 (243 5 [HEIZF80 57
7\71,) f:gl,ll),lz)o
16.5 HEitt
HA MR IS, 7L 73 50, 1000 200, 250 08 300mg (%+4%
5 6 B) %A AR HLARE 4% 5 L 725 CL/F 13 4.64~5.15L/hr T
o720 TORORRPHERZIL 83.9~97.7%Td - 725,
16.6 BENER&HT5EE
16.6.1 SHE
AEHGDS 67~T8 WD H AR NEREE#E 6 BIIC 7 L 43 » 100mg % H.[n]
FEPES L7z, Tmax (& 14 R, Tr2 13 6.32 I CTH > 720 AUCo-o
O Tue i, MEHEIEES 12 7 L A3 100mg % B L13% - L 728
EHEEL ThPMIIHA R OER 2 @ AR S 7z,

Conas Tonax ?Ucf” Tie CL/F

(ug/mL) | (hr) hrj fm) (hr) (L/hr)

fepE 3.24 1.4 26.6 6.32 3.82
e (0.55) 0.5) 4.3) (0.82) (0.65)
fheh 3.56 0.75 20.4 5.66 4.93
s | 0.67) 0.27) 1.3 (0.59) (0.35)

METEE G- % 6 B, Pl (RiEfR )

16.6.2 BHEREEEE

(1) BHERED S 7 2 HBRE 26 B2 K52, T LN ¥ 50mg & HIEE
G L7z, BRRBEOMK TS5 C T DVERE L. AUCo-«23Hii L 720
CL/F k"2 ) 75 A (CLr) B2 VL7 F=v2)7 5 ALl
L7z (HEAT—%),

A B B S el B VR B el e
0l
2175 A | (ug/mL)| (hr) hr/mL) (hr) min) 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)

<60i3?;nﬁn 153 | 1.29 | 282 | 16.7 | 306 | 15.4
e 029 | 039 | 500 | @D | 73 | 7D

>15-<30/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)

<15mL/min

= 1.69 1.00 101 48.7 8.30 4.30
(n=1)

B8 50mg (HRD . SFIfE (BRifk R 2)
CLr: B2V 7Y A

(2) BEFEMENRERFT

838 BIDWEERE (HAN 474 1% & - MEHEWERE 70 B, #FIRIEE Bt
R RE 26 1. BEIRIR MR RS AR R 2 D e & A T % B 154 B %
ORAHERGTAE B 224 B) 2 kPSR & L CRE4E B3R B R MAAT & 920 L 7
MR~/ E Gt 1-a 28—k A Y PEFVAHEE SN, LR L
LCCL/FIZLTrLT7F=r2) 75 A (Cler) K OELAR(RE,
VAd/F (2% LC BMI, 3AHMGRE, MR MFElosHE Shzhs, 7V aF
N Y OSEY BRI RHRE A 5- 2 5 KT L LTI CL/F 12389 % Cler %
BETHLLEEZ LN, BREREEZIIBWT, Cler DIKTFIZX
D, VAN 2O CL/FIMET$ 5720, Cler lix S8 & L72HEE -
HEOREPLETH L,

F72. HARNOHERIERRHREREE 2D B 1BV T, Cler 2%
30mL/min Pk E 60mL/min i 12T LW a3 BEFIZT L AN &
150mg % 1 H 2 A RAER %S (300mg/H) L7z& & 0EFIREIZB
% AUCo12 (AUCo1288) DETF IV & B3E5EfiEIE. CLler 2% 60mL/min Bl
LoBEIZT LN 2 300mg & 1 H 2 AR LS (600mg/H) L
72 & LA L TdH o720 Cler 28 30mL/min P 60mL/min i 0 H%
BT AT VAN D) T T v A, Cler 75 60mL/min A o> 3%
DG TIH 729, [7.2, 9.2, 9.8.1 ]

JVvTI=r prs AUCo-12s CL/F

ST T YA I (pg-h/mL) (mL/min)

>60mL/min 1 [8] 300mg 75.5 69.2
(n=31) (1H 2 17.1) (13.8)

>30-<60mL/min | 1 [l 150mg 80.3 32.3
(n=14) (1H 2[m) (16.5) (6.34)

FgfE (Bl

16.6.3 MABHEE
MHEBMT % % T B WERE 12 6112 7 L H N ) > 50mg % Hlal#E 3% 5
L 72FE, 4 BER O MUEGENTIZ & 0 S 7" L A8 R EE1R) 50% F il
B LTzo ZORBDOEN 2 ) 7 F >~ Al 192mL/min Td - 7214 FrEAF
— %), [13.2 ]
16.6.4 IR
R 12 AL E o (1061 12, 7L AN v 150mg % 12 B &
LS (300mg/H) L7=B:, FLANY AIRFICET L, BALTFO
ERIRFEIZ B 2 PR, BRSO 76% TH - 72, FLBOF
BRFIERGR % 150mL/kg/H EET 2 &, FL AN v OFLEAD 1
Ha 720 OFIIEeEE$ 0.31mg/kg/H (KEHRE S 5 & BHEHK S8 0%
%) LHEESNDY HEAT—%), [9.6 2]
16.7 EMBE(ER
TLUHNY JiEEE LTRE(MEO F FRFPICHRES N, © MzBwT
BEALRBENLZE AL, TAMEEHICLEA L2V D, 7L
HN) ¥ HEEY M E AR % 5] & A2 2 3 REMEIIR NS (AHEAT— 4 ).
16.7.1 HNNREF
TVIHINY) 2 EHNRYF L OIEYIEAEHIZOWT, A 11 6%
BT L HNY ¥ 100mg RO H Ny F > 300mg % Bl 5 L 725
B, R ORISR 18 BIC 7L /3 ¥ 100mg & ONH /83X > F » 400mg
RAERES (B G-RkE - 8 HER) L7-itBR % 9206 L CHGET L7z, 2ok
£y B G R ORERSOWTIZBWTH, T AN YOIz
Lo THNRYF v OEYBREIZIL L o Tz 20 TLANY »
DOWIGREE L TN Y F VHHIZ L o> Th TR Lzds, W2
BN o721,
16.7.2 BOBHEERE BB/ VI F> ROCRUIFZILIX NS4 -
%=1
fRERE RN ZCE 16 B % K SUSHR T BEATSE (FERE 2 Vv =5 > Fu & Img KO
IFZWVEIANTVF—V0.035mg OEHI 1 H1E) & 7LANY » (1
200mgl H 3 1) % REFIZ#EOH 5 L7z, 7L AN RO 2 v
IF Y RO YD Crax 37 L AN 2 IO & el L C&bEs, 7L
TN BB AUCo24 127 L 78 2 JEBE IR & Foie LT 16%31
L. ZLANY VI VIF v ROy OIS RITX b
72o TLHNY VHEHEBEOLFZ VI A RNT T F — VD Cunax KO
AUCo2 t&. 7L AN VIEBERTIE & [l L C & 291 5% K O 14%34
Ly ZLANY VG TF VI A NS T F — VOEYBREICHE Y 1T
Ehdol, 7o, RIGEEHEIZ T L AN CoISEhiEE (F5 71H)
WZHEE TT S R hro 7218,
16.7.3 OS5t /¥4
TR 12 Bl %2 K527 L3~ (1A 300mgl H 2 8]) % KRR
5, ug¥8a (Img) ZPRAKS L2k, 99 E/SA0 Cuax KO
AUCo-wldy 7L 3 »IEGEFIRE & Flg L T2 290 6% 5 U 8%
L. 7L 21305 BSOS EEIEEL LTS hholz, F
7oy BT ERLPBEHEED T L AN VD Coax (&, T T E 784 JEGEHIES &
0 29801 L. AUCo12 1 1.8%fK < . T T ¥ /XA 7L AN v D3
BRI BE L G52 h ol TLHNY I ERLAOHHIZED .
FRINBERE I OB B RE 12 381 B DUIG PRI R0 IE A 5648, B 5.1
2 HARTHIINAY IR T 3 2 @ 25380 5 7219,
16.7.4 A% K>
FEREBN 12 Bl % 35127 L AN » (118 300mgl H 2 1) % AR
B, 7% a3y (10mg) ZPAHESG L72K, %23 F2 O Conax
KO AUCo-wldy 7L AN IEPEREEE L L T2 1.1% KT
9.5% A L, TLANY YIZH XL a Ry OBEYEHREICHE L LTS %
hotze Flow AF YA RVBHEEO T L INY VD Coax (& A ¥ 3
FY IR LY 4.5%KA - 72A%. AUCo12 IZAETH Y, +F 0
FZT VLI v OEYBREI 2 52 otz TLANY) VL
FF T RO LY . R K O REBI BRI B 1) 2 RUGH
FERIE A RS, HAE GBI A THINIZ IR T 3 2 25380 5
n720,
16.7.5 T#/—J
TR 13 Bl 2 K527 L3~ (1 300mgl H 2 1) % KRR
Btk 57— (0.70g/kg) EHFAG- L7z, T8 7 =)L Cuax
B O AUCo-woldy 7L N IR & LB L T2 291 8.9% K U
9.6%IA L. FLANY LIETy ) — VOIEYERE I B E KIS
ol 2. T = VHEHEED T L AN ¥ D Crax L O AUCo12 1
T 7 — VIEBEHIE & I L CENEN 21% K N 1% o 725, D
ISR BRI E 2 B TIEWEEZ Ny TLANY ey ) —
VOBFRIZ LY | FRIAIBEAE R O AGEBI AR 12 315 B RUSH B R0 T4 56
S, WA G A THUINA IR T 3 2 @ 257860 & 17220,
16.7.6 7z = hA >
7= b HHOMEFHE G X ) FERDLE L TO A RARS TAD
ABFE 10 Bl 2RI 7 L AN (118 200mgl H 3 [8)) % BERE %
B LA, ZLANY Y37 2= b A v oIEhiEE (v 7)) 128
BrRIZFET, TLT72 b LT LHNY O BREIEEY 5
RIpro 22,




16.7.7 HILIS<EE >
BN B Y VA B S SNTO LA TADAES 12 6% %t
27V AN) v (1 200mgl H 310) % ARG L7z, LA
N ‘/li?y)b/\“t?«k“lf_"‘/&lﬁ%@ﬁ%ﬁ% (1011-ZHRF ¥ FK) oI
fl:3ia (l~571ﬁ) IEEERIZET. FAMNTEE L S LANY
> OIEY B fﬁ*;"%%iwyot?%

16.7.8 /N7 OB
SNV TaEEF MY ARF R RG-S N TR ATA»ASRE 12
BRI L AN > (1A 200mgl H 3 % SR CH%S: L 72,
T LN P3N T RO MBS EE (b T 7fl) (SHEE RITE T,
FoovTaEb TL AN Y OSRYEREICEELY 5 2 o 122,

16.7.9 SERUF>
FE M) F 2w HATHEFFR G- SN TV LA TA»ARE 12 B % 5t
K27V AN (1 1A 200mgl B 3 [l) %&%ﬁﬁ%u?&k%ttnﬁ‘ A%
N X TEN)F U OMAERRE (M7 7)) 1282 RIZST, £
72T N)F LT LHNY O BRE ‘E”.‘i.“%%% Zadro 7222,

16.8 Z Dfth

(FLANY > OD§E25mg [ZzILE>])
T L AN 2 OD 5 25mg [ 7 = v v ] &, [ Atz 2% H
FIDE F RSB A R4 > ] 123ED&, FLH N >~ 0D §i
150mg [ 7 = v v | ZEREBAI L L7 b & ISR ENICIED & EYE
(GRS AW AN

(FLANY > OD#E75mg [7 €]
FLHNY) 2 OD§E75mg [ 7 2 V¥ v | 1d, [EmAsin 2 E 6L
F DL RSEREE T A F o4~ | 12ED X, TLAHNY 2 0D §
150mg [ 7 x )V B > | ZHEesF L L7z & & AIZEIC D S A
IS L A S,

17. BRERARIE
17.1 BHMROLLMEICET 258
17.1.1 BN St R MBRER

HERALIE R R A AR & L 72 13 EE 0 R R R
BWC, BERHIEH T 2 BEGHIOEHE A I TR TEOLBY T
H) ., TLANY) 2 300meg/ HEERK O 600mg/ HEETIE 7T & REE L i
L CHEME 1A 3 5 S TR & 7222,

AT D A o 7 ab)

R +W£ﬁmA e | ° M
75K 97 | 5.12%0.19 - -
T | 8| asmox |8 o
T | ® | a0 | R | oo
760%&;)5 J o 149019 | 'I%fsg’ o | 0019

) WEEEHE D R 2 A O D SHEM L7z 1EMOFIEHA T T
[0 GaAaze L) 2056 10 (ShPERWiA) o 11 R CEHiish, 22
THREVCITETRVfA 2R ]

b) 58K Cler B2 RF. R=AF4 Y OPEIFAAT 2 WEwms 35
AR

c) 7V F=vr T Iy AHfEM (Cler) I2
CLcr<60mL/min O # B # 12
600mg/ H A4 5- 8 1 7zo

FAVEEFMR RO ORIVE I SEHEIE, 75 1R BT 43.9% (43/98 1)
7L AN v 150mg/ H BT 57.5% (50/87 #i1). 300mg/ H # T 73.0%
(65/89 #) . 600mg/HE:T 82.5% (80/97 #1) T o720 FEIERHIZ.
FEIED T (31.1%) . @R (28.6%). EF (12.1%). WM iRIE
(11.7%) TH -7z

EEREIERIE. 150mg/H B IO 16 ()7 -
H# BRI/ RMmED 1§ 24 ()5 - BE) 258k s h/,
PRI AR AR ) R et R & L 13 MG o =&
BRI B VT, FEFHMIEE Th 2 s fGHliF O & A 2 7 1
TEROEBYTHY, FLHNY ¥ 300mg/ HEETIZ T TR B L L

THRFHFNN G B R TEN D S22,

L oT, 30 <
13 300mg/ H. > 60mL/min &85 12 1%

FE4E) . 300mg/

ATl o 2 2 7 e
N=ATGA Y| oy s
g | ST ERED
B | e ey | T OEIEE "
| e | L, | (et | P
TS I
[ vasy
7T R 135 | 4.83+0.21 | -1.20+0.21 -
TVLANY v -0.63
300me/ 1 134 | 4.20%0.22 | -1.82+0.22 [-1.09-0.17] 0.0075

P .
TLANY ¥ 012032 0.74 )

600mg/ H? [-1.39,-0.09]
d) BEERE MEH R A A O Hakr S 8 L7z 1AM oFEEm A 2
7 [0 Gk L) 22510 (SRBEZRWEA) © 11 BRFCREfis i, A
ATHREVIZEE A ZIRT ]
e) SR Cler BRHT R=AF54 Y OFIFAIAT# K ERLET D
O (RARFHEEOIIE A I T D=2 5 4 ¥ H 5 DELEIZBT
L7V AN Y 300mg/ HEEE 79 e RBEE OB A FERME L7)
) 7Vv7F=r 2075y AHEEM (Cler) 12& - T, 30 <
CLcr<60mL/min O # R 1213 300mg/ H« > 60mL/min OB 5&#H 121X
600mg/ H 2%z 5 S 17z,

AR GBI ORIE I FEH I, 7' L ARTET 36.3% (49/135 1)
FL AN v 300mg/ HEET 56.7% (76/134 1) . 600mg/ H#: T 80.0%
(36/45Bl) TH o720 FERBEIWEMIE, FBIED v (300mg/HH#E 19.4%
T 08 600mg/ H % 37.8%) . &I (300mg/ H # 20.9% & O 600mg/ H #
40.0%) . ARMEFIE (300mg/ HH# 12.7% K OF 600mg/ H# 13.3%) . 1k
TR (300mg/ H#E 11.2% K% 0 600mg/H# 11.1%) THh - 720
TRMERRIE B A R L L7z 16 B S 0 “HERILEGERIC B W T
FEFHMEE Th 2 I ORFA I TIEITROLEBY THY, 7
LNy v (300~450mg/ H) T7° T b ARE: & Ik L CHEHAIICH &

45 | 4.08+0.32

e I
RHEIE 0 % 7 76
PGB . BN | ToRREDE A
WO e | loswiEmxn) | P

75K 248 5.45+0.12 - -
A AL IV -0.44
300-450mg/ H 250 5.01+0.12 [-0.78-0.11] 0.0046
) VBRE AL BT BT A0 [ 2k b Bl L7 1 00 TR % o

7 [0 GgAazL) 510 (TR EZRWiEA) o 11 B CREi s, A
IATHPREVITER AT RT o]
h) #GHE KT, X=AT 4 Y OFRA T & IWER LT 55500

AR S B ORIER B, 77 R T51.6% (128/248
Bl). TUAINY ST 82.4% (206/250 ) TdH o 7z. FEEIERIX.
IR (45.2%). ZBiPED £ (28.8%) . fREHIM (14.4%) . 1EF
(12.8%) TH -7z,
17.1.2 EANRPHRSHER

HEIRIEIE B ;R 126 1, AR P AR R e B 5 2 ) 1 A 123
B, FAHE AR E B 106 B0 303 AR PR RE A (BRI 1A%
B A rp R . 2SS MEALAE L2 B ) 98 ) B 103 Bl & At & L7z Bl
H5RE (WFnd 52H) 2B AFEAOME (0~100mm @ Visual
Analog Scale TEAYR & W EFRWEAZRT) OFIHHITTED LB
) ThHolz,

JADIEE (mm) @
Ei{iﬁ BRI AT *EWJ?@‘I‘?EK’F‘?;;T;@%%CH* )
FEMGIEL | P = AR S | RRGIEL | P = AR
Easnill 126 62.0+19.0 123 52.8+21.7
1238 116 35.3£22.3 119 30.0£23.0
24 38 105 34.0£23.0 112 27.7£22.0
52 3 94 28.3+22.9 97 24.8+20.8
B JADTEE (mm) @
ﬁj;{E HGAE A oA E PR P4 R I S
FEMEIEL | SPIME  AER | RRNGUEL | ST + AR R
ERacn: I} 106 61.8+£23.5 103 67.1£16.6
1238 104 48.9+23.3 98 44.3+26.9
28 4 101 48.3+23.8 92 46.3+27.1
52 38 87 47.1+24.8 85 44.9+27.0

a) 0~100mm @ Visual Analog Scale THEAYK & W IF EFEVIFAZ R T,

ENE#F TR GRIREE MR (2B T, Zatafil &oHh
DOEIWEMIX 78.6% (99/126 B) 1252 S, ELEIWERNIZEEIMED £
(28.6%) AN HERAE (16.7%) AR (15.1%) AR RN (13.5%) TH > 720
EIN R IR G- 3ABR CH bR P A TR 12 ) ) 12 BW T, %4
PEREATR S50 O BIERNZ 70.7% (87/123 61) 1238 S, EzEIEH
1, R (22.8%) . RIS (22.0%) « FEITED F v (20.3%) TH - 720
[EI P G- RRMERRE) (2B W T, ZeaVFf i S50 d 2 &I E
JHIX 84.0% (89/106 f) 1258 S, ERBIEANIMENE (26.4%). 78
Hd F v (24.5%) ., REBEHN (18.9%). i (16.0%) THh -7z, HIfE
HAOEIEE L. ZLARETH Y, BEEORIEMEIRD SN -7z,

[E| P G- (PR MR R M) 1IC B W T, B T A L
[Al IR 5B 20 & BAEFEASEEAL L 72 dp A WIS AR BRI I o 72 12 588 L
7oEIERE . 87.4% (90/103 B) (CRE® S, F e @fER . BIR



(48.5%) . REHIN (28.2%) . FEIED T (22.3%) . KA 7R
(17.5%) T& - 722932,

17.1.3 ERFEERERRAERRIE
BHIRG SRR E 2 R L L 16 A% 5 o ZE IRk B
W, FEFHMIEH TH A ERBOERAITIITEDEBY TH Y,
FL AN Y (150~600mg/H) T7'F £ RH & I L CREFAIICE
BRUENRD b7z,

YEiHA 3 T
S 7 S
IO N AT | sy kb o
praA 2 142356 DF =
SEBI EILR L p
/N Y « i [95%fE HEIX
R F]
T 106 1.07+0.149 - -
FLANY ¥ ~0.59
150-600mg/H | 1 1.66=0.157 1 1 980207 |0-00%2

a) AEBEEOSE, 150me/H A S BfE L. 45 20 X 0l E R % 7
B4 R TIECE L B IS T S D4 16 8 F T T A 2
Lr L7

b) WEEEHERT 2HAOHE [0 GEA%L) 220510 (ZNPlE%
Wiid) D11 BB THlis ., 2372 REVIZERWEATIRT ] »
SEWL72ERE 16HEE) OFEBAITONR=2T 1 ¥ 95 OFHZEAL
RS THE L,

BRI ON— 2T 4 2 h 5 OTHELE=

LA (16 E) OFHLEIEA T T -R=ZA T4 > OFEPRIFEATT] %
[ et OF 5 /4% 50 (16 8R) )

o) BEB R ORR LT N— 254 Y OEFEA T R ORHZET 5
ZOFMOA 2T % 37 L 2 I EHT

R KRB ORIERFEBEIE 7T £ RHET 46.7% (507107 f51)
TLHNY) VBT 67.0% (75/112 B1) T - 720 ERENEAIE. MBI
(33.0%) FEITED F v (19.6%) . FRUETFE (13.4%) THorz, &
ERRIERN, IFEE 1 Fl25E0E S v, mIE L7239,
17.1.4 A E 7' 7 € R xFRRHER

TIRES MR EE 2R E L T EEMLERBRIC W T, T8
iEH TdH 5 BEFEMIEOEIFA I TIITROLEBY THY ., wTFho
HERIZBWTH 7 LAY ¥ 300me/ HE K U8 600mg/ HEETIE T T & K
BEE L L CHRHAR IS 2 UEDTER B 723y,

i R Rk IRl D 2 T 72b)
(RPAEL] | 5 | NTIREEY | SRR 0
=41 . .
W) R e | osvemecm) | P
A 5 PO 3R
1 |79%x | 93 6.14=0.23 - -
(13 F4[H) FL AN 0 88
) 87 5.26%0.24 ‘ 0.0077
150mg/ [-1.53-0.23]
3}//7]/‘ 9% 5.07£0.23 | (| ’710?07 457 |0-0016
300mg/H I
TLUHIN
v -1.79
600me/ 88 4.3520.24 | [, 05 |0.0003
Hc)
AELS T/ TAH R BR
2 |TIEE | &7 5.59+0.21 - -
<5 l@fjﬂkw 7°1/jj‘/\v 70 14
v 83 5.460.21 ' 0.7999
75mg/H [-0.71,0.43]
3};7]/‘ 82 5.52%0.22 ~0.07 0.7999
150mg/H [-0.64,0.50]
3 |7IeE | 8l 6.33+0.22 - -
(BBED [ 1 L
U 81 5.14+0.22 ' 0.0002
150mg/H [-1.81,0.58]
5 | azeeons - o o5 |0-0002
300mg/H e

4 7T R 84 5.29%0.24 - -
SEM) [Z 55
DI -1.69
+
600mg/ 88 3.60=0.24 [-2.33-1.05] 0.0001
He

) ERE DR RIS 2WAOHENSE L2 1AM OFHEmA T
[0 FazL) 7510 (ThMLEZRWEAR) © 11 BB THfish, 22
THAREVIZEBENHA LR T ]

b) #ER1 KO 4 58, fERk R O Cler @A RT, N—AF 1 » O
AT AR LT BT

B2 L3 BB O T Ty N—=AT A Y ORFFA T & L%
w &9 5 LT

c) 7V 7 F=v )T Iy AHEEM (Cler) 12Xk 5T, 30 <
CLcr<60mL/min @ #5%% 121% 300mg/ H . > 60mL/min O 5k 121
600mg/ H A3¥5- S 7z,

AVE & UG EER 1128 C, Rt R0 o FIVEHSBEET
5L RBET 39.8% (37/93 ) . 7L #NY > 150mg/ H BT 59.8% (52/87
B1) . 300mg/ H #T 64.3% (63/98 B). 600mg/ H #: T 74.4% (67/90
f5l) T o7z,

FREERIE, BB v (150me/ HEE 16.1%. 300mg/ HEE 32.7%
T U8 600mg/ H #E 36.7%) . fEHR (150mg/ HEE9.2%. 300mg/ H#E 11.2%
T U8 600mg/ HEE 25.6%) . R LR (150mg/ H#E 12.6%. 300mg/H
B 14.3% % 0F 600mg/ H#E 13.3%) TH o720 EEZFEIEHIL. 300mg/
HECTF 7 14 9% ¥ — #5001 61.600mg/ H BBk F /I
/95 3/ ARG MR AR O 5 12 1 i s S, v [alfE
L7

ARELSE T/ MAHRER 2 1238V CL LRl R oRIER BT
SR 25.0% (22/88 ). 7L # N ¥ T5meg/HEET 32.1% (27/84
B1), 150mg/HEET 41.0% (34/83B1) T » 720 F&EINEAIZFEIND
T\ (75mg/ H#E 8.3% % UF 150mg/ H#E 14.5%) J% OV (75mg/ H B
7.1%% O° 150mg/ HH#E 9.6%) . TN (75mg/ HEE 7.1% K OF 150mg/
HEE4.8%) . §9% (75mg/HEE 1.2% % O 150mg/ HEE 8.4%) 45 TH -
7:36)0

AREISE T/ MAHRER 3 128V CL LRl R e oRIEHFEHEL T
F & ARBET 39.5% (32/81 i) . 7L #/3Y) > 150mg/ H#:C 50.6% (41/81
B1). 300mg/HEET 67.1% (51/76 B1) T > 720 T 2EINERIZFEIND
Fv (150mg/ H#E 12.3% % 0° 300mg/ H#E 26.3%) . i (150mg/ H
14.8% J% O 300mg/ H B 23.7%) . LIN#8E (150mg/ H B 9.9% & O
300mg/H#: 6.6%) T o7,

EEZAERIX. 150mg/ HBFECEEEL, ORIV, OEMEAEENR /O
S PEIIAMNGE O 3 61 4 25 Sz, 2S OBRIFIZOVWT, LEN
HIAMDURE . DB EAEENR /22 A MDURE (X 2R A8, $ETLIE A ATRERR X
N7,

AHESE T/ AR SR 4 1238V ZaMaHili Reh o gIVEH B IL 7
T REET 36.9% (3L/84 1) T L H /N VEET 73.0% (65/89 Bl) 12
Ao SN, FaEERIZEEES v (27.0%) . HEIR (23.6%) . FAyH:
FEIE (13.5%) . INEZEE (10.1%) . 598 (9.0%) R OVEFEHAT (7.9%)
HTHo72%,

17.1.5 SHERIPIRSHER

TIRIEE BRARR A TR L Lo RIS HER 1 (154 61, Ak 3128
#5) Twr2 (275 B, & 169 %K) (2B 2 A OREDOTFIHIT
TEDEBY) TH-o723940,

A O5E (mm) @
SIS 11 BE3 kAR | F#G-% 2
FEMGIEL | PH0E = B | FEAEIR | POl = R
¥ 5 154 69.4+18.7 275 67.3+17.9
1238 114 42.8+26.1 211 40.3+25.4
24 38 91 40.5%£25.1 173 41.4£24.9
52 38 63 38.3+24.6 122 35.7+24.2
104 34 32 36.8+23.2 78 32.5+24.1

a) 0~100mm @ Visual Analog Scale TEAYA & W IT ETRVFEAE R T

EW#HG5 R 1128w, et R 60 % o871 X 75.3%
(116/154 1) 1CRED B, ERFEWERNLIFEIES v (20.8%) . R
no(14.9%) . AR (13.6%). Fiiz £ 2505 (9.7%) . TN JER
(8.4%)  ARVEFIE L O (45 7.1%) « MEIJRE N OB (£ 6.5%)
HThHolzo BERENEMIZ, T 24M5 361, EEMEIR, 5
B K b AdE.  REVEIIANIGE /O S ARG . Jemh /i
12 & BHME /IS & DI 5 B 8 At S, Wi I L 224,
BEW#G5 R 2 128w, et R 460 % o 87 X 65.1%
(179/275 1) \CREO BaL, ERFEWERNGIFEITES v (16.0%) . AWtk
IE (12.7%) IR (10.5%) . #ESRE. 596, ARERIIN L OVHEE (4%
5.8%). Ml (5.5%) HTHo7, EELRRMEME, IFHlgkEE, R
JE& G/ KA D 2 61 3 PSS S, F ORI ENEICREE, HETSH

27242,



17.3 Z Ot

17.3.1 REORERR
HANERR A Z R G & U TR R V&I 7L 7731 % 150mg
IR 3% 5 L 72 BB £ W o 58 IE, BHRS-5.3% (1/19 #1)
& A B IR G- 30.8% (12/39 B) T o 7249,

18. ERpEIE

18.1 1ERtERF
T L AN AR BV TEMARGTEES VY AT ¥ 2OV OH
REICH LB 2 %8l % 223 a20 722y b EDOFEEEM LT AL
LT ANVOMBERHTORHAR KLV 7 ARAIHEIL, 7
W E 3 VRS OB REY SR T 2 S EATRIBE N TV S, B
W2 LAY v OEREERICE TR RERE RO/ VT KL »
R OO b= VRIS T 2 LBS L TWwb 2 &R SN T
\/\644%48)0

18.2 $ERR1ER
TLANY CiE, BEERIC B C AR SR B S B JEEAT RN
L AR AR K O FR IR 12 B e B S N DN R B
SRR IHT 20 F7o. ALk, oEdE. MERGECER SN A
F59E. FEBCE TV B VT S ERIE 2 R340,

18.2.1 12MEIEHEEE (CCl) EF M3 7AOT« =73 £
FLUHNY ik, 9 b CCLETFNVIZL S, BHRUOBIWTOT 4 =7
% & BT L 229,

18.2.2 EBEMREEZ (SNL) EFIMCH I3 M7AT« Z71EA
TVUINY) PE SNLETWIZE Y T v MISE SR OB T
07 =7 F P L7219,

18.2.3 AL T M2 (STZ) WERBETFINICHEFZMT7ET « = 71F
=]

TVLHNY ZiE Ty b STZHIRIFE T VBN TEET 2 FH L OE)
7 874 =7 %23 L7250,

18.2.4 HHBBHEERETTIVICSW3R7O07 « = 71FH
TLANY ZiE, vy AFMAOEE T L 2 FHRIBGE T VICBWT
SET AEN T O T 4 =7 B L7250,

18.2.5 BMHBRREBET VIS I3 M7OT « Z71EH
TV Zid Ty MEWHERRIEIE T IVICB W TEAT SN
T4 =T R L7252,

18.2.6 KIL T F X MIB T ZEARBICHT 28ERER
F v MREEANOFNV ) APEGIZ XS4 T B 2 ORI ETE O
I b, TLHNY GRS E ST 5 & SN 2 M & B L
f:SS)O
) G CIIEE 2 AR LI S AR M T u T s =7 &
FRON, Y (R 28R SRICEST A2 2 & THEL D) ROEIH (I~
ORETHEL D) TuT 4 = TIZ5HS N5,

19. B3R A ICET 2EEEMFR
—W4% - LN~ (Pregabalin)
b4+ (39 -3- (Aminomethyl) -5-methylhexanoic acid
513X CsHizNO2
o 159,23
[ SE NH,
CHj / H
; COH
HyC

PR - ORGSO R TH 5,
FERE (100) 12T, KIZRREBEIFIZLL, =¥ /) —)
(99.5) IZHEOTHEITIZC L, TR M MY MU AY 7 — iz
LAETET R,

20. BURV EDER
B B2 A % B CIRAE S 5 2 L

22. ‘A%
(FLAHNY > ODEE25mg [ZTILE>])
100 $& [10 & (PTP) x10]
500 #& [10 8¢ (PTP) x50]
(FLAHNY > ODFE75mEg [FzILE])
100 $2 [10 2 (PTP) x10]
500 & [10 & (PTP) x50]
(FLAINY > OD$E150mg [7 €]
100 §2 [10 §& (PTP) x10]

23. FEN@
1) Ehmsadtase () ) s 7 2010 48 4 B 16 HAR. HiE
FHEE 2.6.6.6)
Lockwood PA, et al. : J. Hum. Lact. 2016 ; 32(3) : NP1-NP8
W & o7zt (V) B 7 v 2010 4E 4 A 16 HAKRE.
A EHEEL 2.6.6.6)
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44)
45)

fERERR NS B 2 3EERE (REHS) (V) A H 7 @ 2010 4F 4
A 16 HAGE, WRFERIES 2.7.2.2)
BRI R (7L AN 0D $E 150mg [ 7 =)V
)

HFHOFLE () )AA TR 20104 4 H 16 HAKR.
2.7.1.2)

TGRSR O SEWBYRE K O () V) 1 77 )v + 2010 4F 4
H 16 HAKGE, HEEEEME2.7.2.2)

MAFEERES (VY A7)V 2010 4E 4 B 16 HA&GE,
$2.7.2.2)

WA R AT G- O SEBHRE K O () V) 1 7' )b © 2010 4F 4
H 16 HARR. HiEERMTE 2.7.6.1)

t I cytochrome P450 {2k 9 2 BIE(ER (1) ) 75 72 )b 1 2010 4
4 A 16 HAGE, RS 2.7.2.2)

RSB 23 ENRE (V) A TRV 2010 4E 4 A 16 HAKRE.
HRE R RS 2.7.2.2)

Bk Rk B K ONMRENT B 2B 5 3 BhiE
VD 2010 4F 4 H 16 HARE. HREERHREE2.7.2.2)
TEREPESRE . W RIEB AR B . BRI RS AR e 2 (2 5 9%
% BT 5 BE R ORHERE B 2B A RHEFSEmEE (V)7
717 80v 12010 4F 10 H 27 HIKGEHIGEERESE 2.7.2.3, 20124F 6 H
22 H7KE, WEEEIE 2.7.2.3)

SEYENRE S A WA EAE () ) A T e)r 1201044 H 16 H
KR WA ERME 2.7.2.3)

HINR Y F 2 EQIEYHMENER (V) B 7 1201044 H 16 H
KR HAHEREE 2.7.2.2)

FECTREATSE & OIEYIAEAEH () ) # 7)b 12010 4 4 H 16 HAK
. HEEERMESE 2.7.2.2, FEMIEE)

07 X80 QYT (V) AHh 7 201044 H 16 HK
RO, HIREEEMREE 2.7.2.2, FARET)

FEx T a Ry EoSEWHEER () )R h T 201044 H 16 H
AR, HFEREE 2.7.2.2, HFAEHRES)

Iy =V OFEWHEMER (1)) 7h 7RV 2010 4 4 16 HAK
A HIGEERMREE 2.7.2.2, FHAREE)

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

FERVERL SR RSEERER (7L A3) 2 OD $E 25mg [ 7 = v
)

R WA ESERER (7L 473 » 0D $E 75mg [ 7 = v
R

INITETERAE - HARNRA 7)) = 7224558 2010 17(2) © 141-152
PN 45 MARMRRESER  (HPIRIEB R tikis) (V) A 7k )v @ 2010 4F
4 7116 HAR, WiFERHEE 2.7.6.29)

FEI PN 55 TOARAGAIE SR (R DRI T AR R AR R A 5 &) (D ) 1A
7l 12010 4F 10 H 27 HRRR. HGHEREZ 2.7.3.3. 2.7.6.1)
I8 MARMRRERABR (BAERGREAE) () ) 1 7L 1 20124 6 H 22
HARE, HFEEEE2.7.3.3. 2.7.6.(2)

EIN S-S5 CGFEE SR () ) h 8 7 2010 4 4
H 16 HAR. HREERH%E 2.7.3.5. 2.7.6.37)

EIPEF -5k R I R A s i 12k D 2|) (W) o 7
L 12010 4F 10 H 27 HKRE, HIGEEEZE 2.7.3.5. 2.7.6.24)
BN S5-58 GRMERmaE) () ) B 72 2012456 H 22 H
KA. HEERMRE 2.7.3.5. 2.7.6.(2)

EIN R G-58 (R R, P BRI, 28I LR
e ss) ()0 h T v 2013 4 2 [ 28 HIAKRE. HIREERHMEE
2.7.3.5. 2.7.6.(2)

IR W 2 AR BB CEaitRG (&) () Va7 7v @ 2013 4 2
H 28 HA&FE. HiEERHRE 2.7.3.3, 2.7.6.(2)

FHELSE TTAE R OV AR 77 & R IRl GRtkiEs i) (U
7177 R)v 2010 4F 4 H 16 HKGE, HIGEERRSL 2.7.3.3)
AHEH SO RER GERIEE RARSRE) (V) A h 7 @ 2010 44
H 16 HAGE, HREEEEE 2.7.6.34)

HLESE TAH R OV A 77 AR REER Cif IEZ R maeRE) (VY
1T 2010 45 4 H 16 HAKGE. HIREREMESE 2.7.6.30)

AHEISE TTHI R OV TAR 777 & R Il GiRtis i) (U
A5 TV 2010 4E 4 H 16 HAKRE, HiEEEEE 2.7.6.31)

HHEE TAR R OV TAR 77 & R Rt GRRtkiEs i) ()
B H T 2010 4E 4 A 16 HAKGE, HIREERM%SE 2.7.6.32)

HER PSR GFEIRIEE HAERE) (V) A h 7 2010 4-4
H 16 HAKRE, HF&EEEZ2.7.3.5.2)

FERBAERIEOBEE (V) H 5 72 20104 4 H 16 H AR,
EREEE 2.7.3.1)

AHE RSB CIREsdaism) (V) 74 74b 12010 4F 4
H 16 K, HEEEIE 2.7.6.35)

FHER PG R GRIRIEE HAERE) (V) A% 7 @ 2010 4 4
H 16 HAKGE, MEEEFEE 2.7.6.36)

MFZBITLEFOFE (V) hh 7l 201044 A 16 HAGE,
HRSEEE 2.7.6.3)

Bauer CS, et al. : J Neurosci. 2009 ; 29(13) : 4076-4088
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