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TLIICYI0D::150mg3t-15,
PREGABALIN oD TABLETS 25mg, 75mg,150mg onara.
OD#$E25mg OD#$t75mg OD#$¢150mg
S s ) Rl | 30200AMX00832000 | 30200AMX00833000 | 30200AMX00834000
) - RS ORI K ) M 2 Bk 202091273

2. B2 (ROBHICIIBELEWVI &)
ARHN OB U BUE DR O 3 5 B E

TF=Tr)T T YA L2 1 HHEIZMA T, M#ENT
ZEML2RICAK OBMIRG 2175 2 & BEOHEIHE
ENTVREHEIE, EHE»SHIE L, AR S 1

IRAT D EGEICHEETLI L, B, CZTRLTWDLH

3. #ERK - MK PoHREYI AL - a VRSSO TH DL I ED D,

3.1 f8mk HBEHTLIWCHEBEICBE L 205, HE - HRZ2flidsz L,
a7 0D | 7o 7008 | 7070700k 9.2, 9.8.1, 16.6.2 £

e 25mg [+—7] | 75mg [#—7] | 150mg [+—7] (T MRERE)
s V7L ANy | L 7Ly | 171y STy N
IR | o omatrts 75.0mg A7 150.0mg % A7 I0TIYAl 260 | 230-<60 | 215-<30 | <15 ggg@gp
DY = b=, DXYZb—Jb - bYERBIVFLT (mL/min) ‘
g1 R, v —A, ZuARE Ry, A7 FU—A| 1 H¥e 54 [ 150~600mg | 75~300mg | 25~150mg | 25~75mg
EI)AFTYYBRT)EY) V. ATFTY VBRI AT T A
1 [E25mg 11215n[_1]g
1 F . |
3.2 SRR S— 1%33& SLAE2 M | 1H2Bmg | 253k
Wies | ZVH7SUYODEE | 7L9)0Dg | 7L oDsE PR Yo | s LU | THTE | 50mg
o 25mg [F—1F] | 75mg [4+—,7] | 150mg [+—7] . Elg 1 [A150mg
o i o LALE
TR - #DE Fse Fe Fge 1 [H50mg
s e A B Jal 4 e o
(TN 1y ) (CIHEP i 3 ) (FTHEP 1 38 - 1 150mg lifilil 1 75mg 1 l?l(iini 50314
i | S | A0 | i | S| LI | " 1HZIm 1 [175mg 1H1M IH lglﬂl 75mg
N LH 2
kv@ gs,\ P TP
ae | @@ S |0 2150 | 1 [E100mg| 1 E75mg
1H3W | 1H2Mm
B {% : 65mm B 80mm il : 10.5mm Fspyg| 1 HI300mg ,xuu xu” 1E75mg | 1003013
JEE : 34mm JE& : 46mm JE& : 57mm 1H2 1 [150mg| 1 [E150mg 1H1 150mg
B 100mg 210mg 420mg 1H2 a1
N N FL ) S W) 2 HIZ 1|l ARHFBS- 6 Rl #2554 R MLR0OEAT % F20E L 72856
EVEES N IEASIANS G A AL SN PR CIALS QS DY Ial—ya P HRES '
OD%5 #—n7 | OD75 +—~F |ODIS0 +—nF
- CRUERERIE (-5 o)

4, FhEEX (33 Ry -
OffRfEEtAms PNTIVA| 260 | 230-<60 | 215-<30 | <15 m%%éﬂ%’)
ORFHERBIE 1T > &R (mL/min) =

5 SBER IR ICRIET B 1 H 54 | 150~450mg | 75~225mg | 25~150mg | 25~75mg

CRMETRTRIE (< > E) o bizomg | LFIZm
REERIEOBIE, KB &~ FEROMH (B L% e | 1
DB 2 I I D SRR L FEEBI S R fic g | L07me | Cps |SLAS2EN 1 H25mg | 25504
o 2 1H2 W | THIE | 50mg
DHREHTHZ L, 1 [175mg 1 F50
; = TALE |
6. AiERUVHE
(FREEMAERE) 1 [50mg
W, AR LT LAY > 1 H150me% 1 H eg | 1 F150mg 1%? 1nmmlgﬁmi 503
2N CRO%S L. Z20% TEMU E»F Tl HH®E R VH2E |y s o | THLE 1m% 75mg
L C300mg ¥ T3 2, %&b, Filn ERICE D BEEMEHT 1TH2
525 1 HiREBHREIZ00mgE Bz w2 e L, Wiy 1 LF100
H 2 25 TR 5 5. L
(RRMEBRIBAE (1 S &8 @sm | 1m225m 125mg | 1150 321F
4 5 = o LER g | 1M75mg 7501
7, A EIITRE LT L5 > 1 H150mgk 1 H G| 1Rzl | 1AW | VHLED | 7w oo,
2 ST THELIE S L, 0% LEIMLLEAT T 1R E B
L T300mg ¥ TMlikd L 721, 300~450mg CHEFFS %, BB, 4 1H2

oy JERIC & D BEERRS 225, 1 Hiem H313450mg % 8 2
ZwZ L, wihd 1 H2ENZ5T TRAKSGT %,

7. BERUVAZICEET ZEE

7.1 RA DG 2 Wb 25 4101&, P e d 1EME LG
THLIRET A2 L, [8.2 B]

7.2 BRSREREER T CAN ARG T A AR, TRIORTZLT
Fo o )T 5y AMEEBE L LTAR O 5RO 5 R
AWMET LI L, 2 MEENT 22TV EETIE, 7L
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) 2 HIZ LTI, ARHIES 6 REf A & 4 e RMHOENT 2 9206 L 7235 &
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8.2 RFN DAL GHILICE D AR, Bl . FH. K
RROETHES OBERIERYDH S5 bNE I ENHLDT, &5
ZHIETAAICE. b 1EMME2 T THEA ISR E
T5Z e, [7.1 ]

8.3 AHAOFEGIZ X D IKEBINZ KT 2 &0H 50T, JEIZIE
HL. EHoOBBEND S bz ad, Al EEkks
DY) BB ZITH S Lo FHIC, B EROBMN. 5 VIZEY
BRI ASED S5 2 E03h b 720, Bk
EEH A2 ERT 5 2 &,

8.4 AAOFEGIZX D, M. HERE, B BHRSEORES
DL B ReEAH B DT, BEREIC, BREEEICOWTHZ
TS L. BEARD LN E IR 2 0LE 2179 2
Lo [15.2.2 ]

GERFEEMIARE)

8.5 ARANNC X 2 Pkl S0 O W 3 R Tl 722 < RHER
BETHHI LMD, EROKERE L 7% 5 5EBOBW & OTHEEZ
BT, AR BREEG LW &,

BENER2EI28FICHAT3EE
1 BHHE - BBEEEOH 28E
1.1 EEDS ~MEOFREDEE
DR EZ T2 BHECIBVT, I > M OAEH S bh
LT ENDHD, [11.1.2 BH]
9.1.2 MEFEOREHI HDBE

[11.1.5 2]
9.1.3 EMEXEDOHEEDH 3 BEIIEREEDH 2 BE. FHE
ENHBEE
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]

9.2 BHEEEERE

JVTF=r T I AMEERESE L LTARRORS = L O
HHFEE2FS T2 . AHNETE & U TREILERAIR I HEM
END 720, MFERRENE L 2 VEIEHZ BB LRI 25
BENDDH B, [7.2, 9.8.1, 16.6.2 =]
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13. BEHRE

13.1 fEX

15gF TOMBHEGHIVHLE SN TH ), BEKGHICALNR
e ERIE, TEERE T, MR, SESLIRTE. 09 o, B, %
LAEEDRE, KREEETH A,

13.2 &

ARHNZMPBLENTIZ L VR END Z Eh L, FEBL TV SIER
DRI LU CMHLENT OE/_Z ZET 5 2 & [16.6.3 SHH]

14. BRALEOEE

14.1 EHZMHEOEE

14.1.1 PTPAEOHEANIPTPY — 2L ML TRIET % &
/BB L, PTPY— POBEMKIZE D, ﬁwﬁﬁ%ﬁﬁL
HilEA~JI A L, B3 2EIL% B 2 L TR R o Rl % o bk
SEEPIETH DD S,

14.1.2 AANIFO L ICoO& TR 2Rl S &5 & Ed 5720
K L CHRAWEETH S, 720 KTHRHATAZLHTE S,

15. ZDMDEE
15. 1 EaR{ER ICE D 155
15. 1.1 Y CEM S N7 AR F 2 HEHBEBEOMTA»ASKITB T
by TADA. FEMEREBELRISE L721990 7 T R B i
IR OB AR IC BT, BRSHE L CBEREMOTI DY
27D PLCAPAIEOIRAMTT 7 R L IR L T 2 5
B BUTADPASERMEE  043%. 7 J &R 024%). Bt
TADPAROIRAEETIE, 7T KREEE X100 H7-D 1IN
Zuwlitaan: (5% EHIXM :06-39). /2. TANAR
%0)*1‘ 7“7“11/——7"?“6;\ 7T 2 REEEERI000AH 720 24 N5
LitEshcwa®,
&)ﬁﬂd@ﬂfhfﬁ#&iktf%uénfwé# ARI
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WA, KA EFG SN BE TR OIER AT N IS &
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15. 2 FEERRREBRICE D < 153k

15.2.1 24EM DO~ A HSAEMERERIC iolﬂf AR &T
O e MEFEO 6 5D L OB R ICH YT 5 AREOE G2
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57,
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15222@%@5vbﬁkﬁﬁﬁ%ﬂﬁwf\%kﬁ%ﬁ%?
@Yﬂtb%ﬁi®5@uimﬁ WA S 2 RO P12
X0, mEs7Tre sy bC mE{W) %héflﬂﬂﬁ%ﬁ“@"fﬂf
DSEGM L 7z t@iﬁiﬁ‘ﬁ)é‘“o 720 7y MRS
RBRICBWT, mmwa@7VﬁnU/m%H%E®ﬁ%
I K IF & A EORIFRIC K HEIETH - 72h% 7/FB
N OV5238 [ AR P G- 3P SR T R S AR L3 2 3 283 3R
Nhedolze BRICHT2EMEHORIEEILT I REEL V) m<
TR R E VRS 2 0 5 & L7213~ 1638 %5 0 7 5 & Rl Bk
B (3REBEE) OF 5 L REETIZI%II L. AHEE (150
~600mg/H) T10.6%. FEM#GRE (3 R EEIEE) T1310.2%-.
FRMERINIE 2 MR & L2168 % 5 0 7 T & R} B0 7
£ ARBETIF28%I%f L. AHIEE (300~450mg/H) TI2%. &
PSR ERTI1294% T > 720 [8.4 BIR]
1523m9yb@%%%&wﬂﬂﬁﬂikﬁﬁéﬁ% BwT,
KRR TOFEY e MEREO28M L, FoBREE R ICH YT
é$$?&5uib\%E%ﬁ@%&ﬁﬁ#%mttawﬁm
Vb,

16. E4pENE

16. 1 MEEE

16. 1.1 BAE%kE
HARNEHER AL, 7L #2350, 100, 200, 250/% U8300mg
(BPe 586 61) ZHAr I mRE PG L2k, #5501
BRI TCal 3 Ly ty,0359 6 BRI CTdh 5 720 Coe e FAUC w013
300mg ¥ TOHEHPAT, HEIHE L THmL 22,

Be5®|  Cuwe | tw | AUChpw | i |CL/F | VA/F | Ae
(mg) |(ug/mL) | (h) |(ug-h/mL)| (b) | Wh) | @) | (%)

50 2.03 0.67 10.7 598 | 472 | 406 | 839
(040) | (0.26) (1.1) (0.65) | (044) | (49) | (54)

100 3.56 0.75 204 566 | 493 | 403 | 950
(067) | (027) (1.3) (059) | (035) | (64) | (27)

200 6.35 1.00 43.2 593 | 464 | 397 | 918
073) | (0.32) (30) 0.32) | (0.32) | (27) | (26)

250 7.18 117 492 557 | 515 | 410 | 956
(143) | (052) (6.1) (0.72) | (061) | (38) | (44)

300 825 1.08 61.7 580 | 491 | 409 | 977
(1.36) | (0.38) (6.3) (062) | (052) | (43) | (7.3)
MRS 4% 6 B, FHfti+SD.

Conax © BT MLAE PRI

o - 350 0 HILEE P B 3 332 R ]

AUC.., © MILAE i~ 1RE R il AR T 1R

tyy o MUHE AP IR PR

CL/F: BhFosyr )75 v 2

VA/F @ BT o5Fisst

Ae (%) @ H.IPE5-$60W:H £ TOREILAD IR

16.1.2 R{E#HRS
HARNEER A 7L AN » 1 150 % 0800mg (&5 8
BI) % 1 H2M7 HHRKERIRYS L7z, %5124~ 4815 [
TEWIRBIEL, %5 7 HH Dt & Z 1L Z16.02 % 086.31H;
Efﬁfto&57DE®Mmmu\&5%1DE@M%T
07’: o

Crnax nax AUCqp s
(ug/mL) (h) (ug-h/mL) (h)

BIRETH|®IA|HE7H|SH1IAETAEIR|ETH

1181150mg | 423 | 630 | 1.3 09 | 222 | 316 | 511 | 6.02
(1H2Mm)|072)]074) | (1.1 | (04) | (19) | (36) | (0.69) | (047)

1181300mg | 882 | 103 | 16 16 | 421 | 588 | 542 | 631
(1H2m)|(234)| (23) | (10) | (08) | (69) | (106) | (0.87) | (0.54)

P E=SD.. % 8 B

16. 1.3 &EMFHIE M4 HER
(FLAHNY > ODgE25mg [# =15 )
7L # N »ODE2mg [+ —1F ] &) ) #0DSE25mg%
JURAF ==Y ENENLEE (FL I NNY LT
25mg) MERE AR IR E, K LR UKD b B RS-
L ClsE R LR 2 W2 Lz, o3 Y T
A—% (AUC. Cpa) (22 T0%IEHE X 83 12 e TR %
1T o T2 5 bg%m~bgu®®ﬁﬁfﬁb\ﬁ%®¢%%
WA SRR S 72"

HBRE ST A — 5

A U CO‘%S Cmax tmax tl /2
(ng+hr/mL) | (ng/mL) (hr) (hr)

TLHIN) 2 OD$E
25mg [4+—7]

YUA0D$E25mg |18 5069+1076 |860.2+207.6 | 0.970.60 | 5.60+0.55

TV N 0D
25mg [+—7]

YUA0D$E25mg |18 4914+483  |893.4=206.0 | 0.65+0.27 | 5.97+0.48
(F¥fli+S.D.)

18| 4998+973 |923.3+201.3 | 0.88+0.48 | 5.54+0.39

18| 4889+556 |866.1+193.1 |0.74+0.41 | 5.98+0.47

FRES SR | ITREC R




7 VL7778 ¥ OD§E25mg [+ —1n7 | Ok L#S)

(ng/mL)
1200
%1000 —o— FL N Y OD$E25mg [+ — /T |
s —e— 1) 1) 7 OD$#25mg
7 800 S +£SD., n=18
[
7

TV N YOD§ETd mg [+ =T ] Ok Y $5)
(ng/mL)
3500
—o— FL#/N) »OD#E75mg [+ —/1F
—e— 1) 1) /10D§E75mg

FHfii £SD., n=22

0 6 12 24 36 48 (hr) 0 6 12 24 36 48 (hr)
#BE5%ERH 5 #%ERH
MmiEF 7L AN VIBEDOHE MEEFTLHIN VBEOHE
T VA3 Y OD$E25mg [+ =7 ] Okd ) #45:) (FLAHINY >ODEE150mg [F—/N1F )
(ng/mL) Z VAN YOD$ELS0mg [+ =T ] &)Y #0D$ELS0me %
1200 - JUAF ==L ENRENLGE (FLATNY e LT
150mg) MEHER AT TICHEH. K LR OKD O BRI
;EE 1000 —o— FLINY Y ODEE2Smg [+ —/1T | 5 LTS o RZ LRI EE 2 WE L 7ze 155 N7z mig o
5 e 1) HOD§Bme A =% (AUC. Cpu) 22V TI0%EHEIX S TRETRAT 2
7 800 THIE=SD. n=18 17 o 7= R lﬁww%hﬁwm@ﬁﬁfﬁb\ﬁﬁ®$%¢
7‘;_. H‘JH*‘T&N‘:@E h77,
1 600 MW T A~ 5
{m AUCyi8 Conas Ty tisg
'g 400 " (ng+hr/mL) | (ng/mL) (hr) (hr)
[ K| LI ODSE
200 % | 150mg [ |24]340402433| 563221526 | 1352068 6292053
_ % YA0D$EI50mg |24 |33990+4453 | 56141255 |1.34+0.75 | 6.32+0.55
0 6 12 24 36 48 (hr) 7K FLA N ODEE
%5 % R ag; 150mg [F—5 | 23(32280+3474| 5568+970 |0.77+0.43 |6.09+0.57
MEFFT L AN VIREOHE *f?“ JU%0DEE150mg |23 |32320+3863| 54951112 | 0.84+0.37 | 6.13+0.65
(FLAH/IN > OD#E75mg [#—/NZ ) (CFfti+S.D.)
T VAN YOD$ETd mg [A—2vT | L)) A#0DEE75mg % .
Sy . ™ . NN 7L A31) 2 OD$ELS0 *—7 K7 L
PO AF =R EL L ) ZNEI LG (FL AR ¥ ELT ey R150mg [F =17 Rl
75mg) ERFES A FICHE R, K L&U‘?J(dé 0 Hi [l RE T4 - ne/im
L T R LRI EE 2 Qe L 7ze 15 O N8B E T 8000
A—% (AUC. C,.) L:Olﬂ“(90%ﬁﬂfﬁEF'ﬂ(£ 2 CHERHENT &2 1 70001 o _
7o 72545 %. 1log(0.80) Tlog(1.25) DHPHTH ). WH O LY 1% —o= 7‘;;(’)‘1)’)? /1?013§M50mg [F—=17F]
FE N .7 s 6000 —o— 1! $£150mg
RSP HERE S 7", A S D, neoy
W EE T A — 5
AUC0448 Cmax tmax tl/'Z
" (ng+hr/mL) | (ng/mL) (hr) (hr)
K| FLIA ) ODEE
7& Tomg [F—rns ] | 23159402177 | 25082556 |113+0.74|5.99+059
2| YUHODET5mg |23]15510+2095| 2513+606 |1.09+0.67 |5.89+0.56
) ;75:;7’ 'FZX_ (313;’? 22(16150+1911| 26804633 |0.830.61 |6.12::0.76 .
;1 g 0 6 12 24 36 48 (hr)
| VUAODET5mg |22 (159201948 | 2472+438 |0.71=0.24 | 6.03£0.67 %5 1% B R
(FIfE=S.D.) MEERTLHNY VREDHR
TV N YOD§ET mg [+ =T ] Ok Lixs) FL#3) »OD$E150mg [+ =T ] Ok ) $x5)
(ng/mL) (ng/mL)
3500} 8000
% 3000 /T —o— L JN1) Y OD$E75mg [+ — /T ] % 7oor —o— 7L\ YOD$ELS0mg [+ =T |
* —e— 1) 1) 7 OD$75mg h 6000 —e— 1) 1) % OD$£150mg
- 2500) P £SD, n=23 VI £SD. n=23
L
# 2000
N\
2 1500
=
B 1000
500
0 6 12 24 36 8 (hr) 0 6 12 24 36 8 (hr)

® 5 % KR
MmIFHRTLANY VREDHTE

#% 5 %
Mg 7L AN VBEOHE
MBS ONMCAUC, Coo S5 D28 T A — &1, B 035

M D FRACEIEL - K ] 55 0 BB A & o TR B WTE VM’
60



16.2 BRIY
16.2.1 BEORE
HARNERER A1 BT, AR L OERICT LN V%

150mgH AR 3% G- L 72 0 C 13 F N2 4.95 K 183.22ug/mL.

0| X0.947 L O3 37HEI, AUC, 2 2 N2 3120 0528 8ug-h/mL
T oo EBHEGIZBVTCou THIBBWEET Lt dRI24HE
MR L7225, AUC, s F 133 8 % Td - 72Y,

16.3 2
HAARNERBR AL, 7L AN 250, 100, 200, 2505 OF300mg
(8- 6 1) %A EIEIC RO S L 720 W o g
figkE (VA/F) 3840LTH > 720 7T LAY I ERICEAT
L. MR 2 Mo, 076 TH o720 7
VAN id, 01~20ug/mLICBWTIHAEEEIC, TEAL
WAL ho 7222 (invitroiER) o

16. 4 X3

FTLHN) FIEEAERBZZ TR0, ERA FHEA 6
BI) 12MC-F L AN »100mg (107.9uCi) #x5-#%. RN
BN BEDRI9% AR EAARTH - 720 RPNz
TLHNY) Y OEERBYWTH HN- A FI)IVFHBERIF RIS
wED09%E L THINE Nz IvitroiERIZBWT, TLANY »
159ug/mL (1 mM. 600mg/ H $&5- D & FARRE D C,,. DFIT0FF)
TCYP1A2, CYP2A6. CYP2C9. CYP2C19. CYP2D6. CYP2E1
JUCYP3AIT S 2 BLEIZERD SN o 72701012

16.5 Bt
HARNERER A, 7 L3 250, 100, 200, 250 0°300mg
(BG4 6 ) % AR AIRFIC H IR 1325 L 72K O CL/Fi34.64~
515L/hCH o720 I DO RAHRIEZIE839~97.7% Tdh - 727

16.6 JHENDERZEIE8E
16.6.1 =keE

SERRAI6T ~T8I% D H AR N e i 6 B2 7 L A3 1) ~100mg
Z BRI G U722, b (S LARER, t,,136.32 M T d 5 720
AUC)o B Uty old MEHEIE W E T L AN Y »100mg % Hilml
%%D#&%llgf:u#tLtﬁLfbfﬁmc:i%kwfﬁﬁfféﬁﬁrﬁm%
Y,

Conax na AUCq-o tys CL/F
(ug/mL) (h) (ug-h/mL) (h) (L/h)
fidt e 3.24 14 26.6 6.32 3.82
Tl (0.55) 05) (4.3) (0.82) (0.65)
fr e 3.56 0.75 204 5.66 493
I | (067) 027) (1.3) (0.59) (0.35)

Mafrpe . % 6 Bl T39fl=SD.

16.6.2 BipEERE

(1) BEFERE DR B WHERE2661 2 35S, T L AN »50mg & Bl
TR 5 U 720, BRI T I fE > Tty A ER L. AUGC,..
AR L 720 CL/FRU 2 )75 A (CLr) B2 LT7F=v
VT T ACHBILEY BHEATF—%),

JLTF=> | Co | tww | AU | t, | CL/F | CLr
7077 A |(pg/ml) | () |(ug:h/mb)| (h) | (mL/min) | (mL/min)
>60mL/min | 186 | 100 | 159 | 911 | 565 | 449
(n=11) 039 | (022 | (44) | (283) | (176) | (236)
>30-<60mL/min| 153 | 1290 | 282 | 167 | 306 | 154
(n=7) 029) | 039 | 0) | 41 | @3 | @7
>15-<30mL/min| 190 | 193 | 523 | 250 | 167 | 923
(h=7) (062) | (148) | (11.7) (6.7) (39 | (337)
<12§§{?ﬁ“ 169 | 100 | 101 | 487 | 830 | 430

$eGaw 0 50mg (Hill), “F#E+S.D.
CLr: %2077 R

(2) BERMZEYENERT
33BHIDBERH (HARNATAE % & e - RHEBRHTOR], iR
5 1 AR 2650, B DR I AR RS AR R IR D B A A T
% HE 154490 B OSRHME R i hE FB 5 22451) & k)G & L TR
WEhREIRAT & FEhtE L 7oA R — RN 2 & Eel-a 8= b x>
FEFVREE SR, LR ELTCCL/FICH LT LT F=
Y2V 7 5 A (Cler) MOHAAKRE, VAd/FIZH L TBMI
AR, PRI M OSERGASHE SNT2AS, 7L AN v o3
BB B E 5.2 2T & L TIECL/FIC 4 ACLerSHE T
bobLEZON, BEREEERAICBWT, CLaDXTIZX
D, TLANY YOCL/FIZMKF 35720, Clerftiz % & L
7o - HRORESLETH 5,
I 72,
CLer2%30mL/min bk 160mL/minA i \2 K F L Tw 3 BEICT
L3 »150mgx 1 H 2 MRS (300mg/H) L7iz&
EDOEFIREIZBU 5AUC ), (AUCyyys) DETMIC L B4
EMH1E. CLer?%60mL/minll Ed B #HIZ T L A3 »300mg %
1 H 2 mEREOHRS (600mg/H) L7z & &M LETH- 72,
CLcr#330mL/min2k F60mL/minA i O BH 2 BT % 7L AN

H A\ OB BRI PR AR et B 5 L2 A 5 I B 12 B W T

Vo )T T Y A& CLerd®60mL/minkh F o B D)5
Tho72", [7.2, 9.2, 9.8.1 ]

VAN = e AUCq 12 & CL/F
2T T VA TR (ug-h/mL) (mL/min)
>60mL/min 1 [71300mg 86.1 63.6
(n=31) (1 H 2 ) (278) (185)
>30-<60mL/min 1 H150mg 85.7 311
(n=14) (1 H 21m) (226) (8.11)
“FIfiE+S.D.

16.6. 3 MiREITEE

MUEENT 2 2T T\ B HERE1260 7 L A7) »50mg % Hi ]
RS Lz, 4 R o MBI & ) gk 7 L AoNy »
EREEER50%E TP Lo TOROENZ) T IV A
192mL/minTH - 72" FHEAF— %), [13.2 ]

16.6. 4 BILE

FEHRI2EM L Eodzilam 1061) 12, F LAY Y 150mgF 12
BRI &2y (300mg/H) L7zBy, LAY VIZRFAICE
7L, B oEEIREIZBIT 2R E ., BRImEhof
76%TdH - 720 FLIB OV RFLBECE #150mL/kg/ H & R E T
L, TLHINY YOI RANDIHDZ) OFIHEREEZREIZ
03lmg/kg/H (AEIRE T2 & ARG EOH T7T%) &iEEs
a2 HEANTF—%). [9.6 2]

16.7 EMHEEER

TUANY) FFEE L TRE RO £ FIRPICHEES L, e b
ICBWTIFEAEREB SN Z 2L, FRMBEEAICDES
Lawid, 7LANY UM a2 5] &2 3 Rtk
SN FHEAT— %),
16.7.1 HNNXLF >

TVHNY) P EHNRYF Y OIRYMEAEHITOWT, K
NI 2RI T L H 8 2 100mg B A3 ¥ F »300mg %
HiaBe G- U 72k, S OMERERCAL8BINC 7 L 4781 »100mg
A NR Y F 2400mg % KA S (3510 0 S KEM) L7z
B S0 L CMET L7z 2 OfH, Hia S L O EE G- 0w
FTRIZBWT S, TLANY YoOPHICL > THNNRYF VD
WBREIIZEAL L e d o Tee Ty T AN ¥ OWIGEEE X
HNRYF PHIC &L o THOTPET L7225 WIEISIEE
WA e o 7217,
16.7.2 #BFOBEIEE BB/ VIF> ROV RPIFZIIXE
STF—ILDEHE)

TERERL A 1661 2 6 AR LA SR (FkiE 2 v o F > Fa v
Imgh 0" TF = VT X +F V4 —N0035mgNE&# 1 H 1)
7L ANy Y (10M200mgl H 3 ) % FEHCRIIHRS L7z
B, LAY VRO VT Y FarnC,, 3T LA
U VIEPERIE L i LT kT, T LAY YOO
AUC 3 7L A7) VIEBEHIRE L JiR L Cl6%iEim L. 7L
NYVIE I VEF v Fa yoEYERBICEEEZ RIZS R ol
FLHNY) VPABOLFZ VA FF VA — L DC, B
AUCld. ZF VAN VIEPRHIIE & [l L T2 2 5 %M O
%ML, FLHNY VIFITF VT A NT I+ — VoY
BRI E LTS hh otz T, ROBITIRIE T L AN
YOMSEPHEE (M9 7)) 8L RIFS o2,
16.7.3 OS5 E/VL

fRERRE R N1260 % it 27 L A8 » (1 1RI1300mg 1 H 218) %
AR S, moEa (1mg) Z2HMES Lz, v3s
EIRADC,, SHPFAUC) ld. T LAY VIR & ik LT
FNEN6%BH WML, TLHNY Lida s E/RapH
WG B E NIEFE hh ot T2 BB AHHBO S
LAWY Y DOC,E 07 ¥ 8 AFE0EHIIEL D 2 %8 L.
AUC, 13 1.8%fK <. BT ERLIET L AN v DY BREIZ
BEHR2Gholze TLANY) T FENRLADHHIZIY,
SRAMER AR B OSHLA T B BERE 12 3517 B BUIE M BE R0 E 2 34 8, it
F e G0\ e~ T LA R 2 i 25380 H 72,
16.7.4 %> aK>

fERE R A1260 &2 b G 7 L A8y~ (1 [|300mg 1 H 2[|) %
RABREH G, ¥ a ¥y (10mg) %S Lz, +
F3a P rDC L UAUC LI T LN Y IEGEIEE & g
LCTZENZNLI% KL T95% A L. TLHNY vigrFvalk
YOEMBIREIHER RIFE Dol T AFT ARG
HEED 7L H N Y OC,Ad. FF 2 a FVIEFFHR X 1) 45%
Ao 72h AUCy L FRRETH Y, FFa F 7L AN
VU OEMBEIHEE R e otce TULANY Y EFFY
I FYOPEIC & D FRABERE K OHIGEBI B BB LC B0 5 BUG
FEE R IEA DS, WA 52 TR LA 5 % 1A
D SN,
16.7.5 T4/ —JL

e AL3B &2 b G 7 L A8 ~ (1 [|300mg 1 H 2[|) %
RAE#EO%G %, =% 7 — (070g/kg) % PG L7z,
I8 ) —=DC S AUC . T LAY IEGE IR & Hoii
LCTZENZN8I% KL 6% A L. TLHNY gy ) —)
DHMBEIHE R RITE hh otz T ¥ — VR



DT VAN Y DC S TAUC plE T 7 — VIEBEHIRE & b
L CENETN21% [ N1 %52y 7255 2 O 7R E
LR BETIERVWEEZON, TLINY) ey ) =D
PEAC & 0L RRABRRE K QSR E BY B AE 1 B 1 5 RS BE R I
%ﬁ%ﬁ‘ﬁ%&%ﬁtw&fﬁm%KﬁTﬁéﬁﬂﬁ%b%
n7==,
16.7.6 7z = b1 >

7 x = M Y HHOMEFR G X Y IR E LT W A AR
BCAPABREIORNZRIC7 LA N) » (17H200mgl H 3
[\) % ARG Lz, ZLANY Yid72= M Yol
PP (b5 7)) \SEBERITET, FT =M 0D
TLHNY) » OEWBREIHE L5 2 h o727,
16.7.7 HILINTEE >

H NN BE VWA Z RS SN TV B RATA»ABRT2
Bl %7 L A8 (1R200mg 1 H 3) % KA
H LK, FLINY YEZAUNTEY U ROTZ0/REYW
10,11-=RF ¥ FIK) oIfEhigrE (b7 7)) (S22 KT
X, FAUNTEE UL T LAY L OEY BRI EE R
Bz ko,
16.7.8 /NJL7OEE

SNV TaEESF M) AR ARG SN TUWLEATARTA
BER260 25527 L A3) » (1|200mg 1 H 3 % K18
BOG LW, ZLANY Y330 7 aiEoiiEhiseE (b
T 7)) \THEE RITET, TNV TUBL T L AN YD
SYEIRE B R 52 o 122
16.7.9 ZERMUX>

FE MY F U EBATHBRG SN TWARATA»ABE]LL
BlZRGRIZT L AN v (10200mg 1 H 31) % RAEREP
B LW, FLINY L ETE M) F ool (F5 7
i) TR RIZET, F2TEMYF IR TLAINY VO3
MBS 5 A o 127

17. BRER R AR

17.1 B3R RLM(CREY 28R

17.1.1 BT 7 R EEHER

WIS AR B E 2 R & U135 o B R
RENZBWT, TEFHEE Th 2 il 0% 2 2 713
THEOEBYTHY., FLH Y »300mg/ H B % 0600mg/ H
FETIE T I 2R E R L CREMFIICE R REETRO b1
720

RGN OFH A 7
EIE | en Y se | fomntmi | oM
TIRE | 97 |..5la019 | S .
g(l)/mZ;E') 7 86 481020 [—o.é%,sé.%] 0262
376(1)/11@;') 7 89 4264020 [_1_3’3%%_32] 0002
gg&;g;g?yy 97 449+0.19 S oy | 0019

a) BB A H T B0 A0 Hikd & 5 L7z 1 EE 0T A
27 [0 GiA&AL) 510 (THUEZRWEA) D11 R T
BN, ZATHREVIEEROFAZRT ]

b) HEHKROCLr @2l T N—2A 54 Y OEIHA T 2L/ L T
% Lo

c) 2Vv7F=rr0T Iy AHfiEM (Cler) 12X - T, 30<CLer<60mL/
min® #EEF 1212300mg/ Hy  >60mL/min® #% 5% 12 12600mg/ H A%
Hh sz,

LAPERHl R BIP ORI ZEBIEIL, 77 L REET439% (43/98
Bl). 7L I3y »150mg/ H#ET57.5% (50/871). 300mg/H

FEC730% (65/89%1),600mg/ H#:T825% (80/97%1) TH -7z,

FEERE. FEED v (311%). IR (286%). i fi
(121%). REWVEFIE (11.7%) Th o 720 FEZEIEH I,
150mg/ HH#EIZ g 161 (fsdi © RWlfE) . 300mg/ H IR
AR o 161 2 £F (e W) A s hie® 2,

BRI VERAS AR 10 ) B B E 2 xR & L 72138 5
OHERIEBGABEICB VT, FEFMIEH Td 5 R s
DIEFFEAATIZITERDOEBYTHY, 7L AN »300mg/ HEE
T 7T B REE L R U CREHEICE B R UED RO bz,

BTG OB A 2 74
P gy | STATIIDOON o e e
SEBIR | | AL e | pf
B | g e | 9% (RHECH]
FoeE | 135 | 483+021 | -120+021 - -
;gg;z;}?>’ 134 | 4204022 | -182+022 [71&9?%17] 00075
ggg;i;}%f/ 15 | 408032 | -l94=032 | 0T | -

d) BB AR H LT 2 A0 Hik2 S 50 L 72 1 8 o F 5% 55 A
a7 [0 (iazL) 22510 (ThUERWiis) D11 TN
BN, ATTAREVIEEROVIEAEIRT ]

e) ZHBEROCLerfg 2 W, R—A54 Y OEIFA T 2 ERLET
LT ORI OIEFE A 237 OR—=2F 4 Hh 5 0%AL
igf?é) TLHNY) Y300mg/ HEEE 7o R oIkl £%H

) V7 F=r 2075y A (Cler) 124 - Ty 30<CLer<60mL/
min® B 5 # 12 13300mg/ H  >60mL/min® # Bk # 12 13600mg/ H 2%
h-3hiz,

L EMERHIR SR ORIVERFIERIL, 77 2 REET36.3% (49/135

). 7L A3 »300mg/ HEET56.7% (76/134%1). 600mg/ H

TET80.0% (36/4561) TH o7z EREIMEMIZ. FEIMED T

(300mg/ H #£19.4% J% 0°600mg/ H #:37.8%) . MK (300mg/ H ##

20.9% K& 10°600mg/ H #£40.0%) . FAYMEFIE (300mg/ H #12.7%

K 1'600mg/ H #13.3%). & | 3 jin (300mg/H #11.2% K% O°

600mg/ H#E11.1%) Tdh-7-%

FRAE I IE B A P R & L 7216 e 5- 0 —E E M IR 12

BT, FEFHBEH T 2 iR OBIH A I T FERD

EBHOTHY, LAY B (300~450mg/H) T7 I &K

LR U ORI B B0 b iz,

BRI O3 A a 7Y
BSw g | BUNCIETY) | TR 0%
MR g | loswfamicn) | W
75 EF 248 5.45+0.12 - _
TLHNY v 2044
300-450mg/f1| 20 501+012 (078, -011] | 00046

) WEERE DV H LT 2 A DO HEED S HI L 72 1AM 0PI A
a7 [0 GEaZzaLl) 2510 (ZRLERWiEA) OLLER Tl
SN, ATTHFREVITERVIFHAZRT ]

h) HHGHEER T X—=ZF A Y OFI{A AT &5 L3 25580t

MR R P ORIER B . 79 £ KHET516%

(128/24861), 7L H/3) ¥ FET824% (206/25061) TH - 720

FREWEME. IR (452%). FEITED F v (288%). ARENE

m (144%). ik (128%) TH o722,

17.1.2 BRI 5HEE

RIS AR R 126090, B PR T AR A AR B A ) 9K

IR 12300, LA AT i i S 106451 S A A AR I S i

(B AR P, I ZE P R B, 2 8 PE i ALE (2 1 5 &)

BHR1030 &2t G & L7z R 538k (W3 d52:8) 2B

LA DIRE (0 ~100mma Visual Analog Scale TEATA &

FEHWIALZRT) OFPHHIETEDEB) TH o7,

FiADEE (mm)?
FEATIRE G RIS 14 RN B PR P A AR B S 2 i
RRITHE FHfEi+SD FEA 1%L P HE=SD
PeL-Hi 126 62.0+19.0 123 528+21.7
12;8 116 35.3+22.3 119 30.0+23.0
2438 105 34.0%23.0 112 27.7+22.0
523 94 283229 97 248+20.8
FADHME (mm)”
FEAGEE 2 AT PR R AR S PR
FEAL B2 FHfE=SD FEAL % FHfiti+SD
el 106 61.8+235 103 67.1+16.6
12;8 104 489+233 98 44.3+26.9
2834 101 48.3+238 92 46.3+27.1
5238 87 471+24.8 85 44.9%27.0

a) 0~100mm® Visual Analog Scale TEASK X W EHRWFEAZ R T
EN PG RE (RSB SRR 1ISB W C, ZatksEi
xf G B O RIE T Z786% (99/12661) 123D SN, TR EIE
FIZFEMED v (286%) . KAMEFIE (16.7%) . WBilK (15.1%).
fREBEI (135%) TdH o720

FE NP 53050 CRE IRV A R I B 10k 9 980) 1B v
Ty RAVEFEN B i o BIENE70.7% (87/12361) 1232 ®
S, TRBEIMEAIE. IR (228%). REBEIN (220%). FH)
PED F v (203%) T o720

N R P53 (BRAERAE) (2B VT RatEREMix & 6l
RIS EIE T 1284.0% (89/106%1) 178D & v, 3 7 BIEF 1316
R (264%). FEITED T (245%). ARERIN (189%) . fHf)
(16.0%) TdHo7zo BEHOEIEEIZ. ZLPBRETHY., &
JEORIEMIEZRD SN oz,

E N PG aBR (PR EEAE) ICBW T, BATT
2 [ B3 [ B PR SR A & FREFEATEAL L 723 B W XA IR B0 [
S 72 BB L 22 BIE . 874% (90/10361) 12389 5,
FABIER . @R (485%). RFEHIM (282%). FEIIED F
W (223%) . REEVEIRIE (175%) Th o 72772,
17.1. 3 EFEFERR RIS

BRI BRI R E 2% & L 16 MRS o ~H it
BICBWT, FEFGHEE TH 2 BHFMOEIHA I T I TED



LBYTHY, LAY VB (150~600mg/H) T7 7K
B & B L ORI AT I Bl asilao H 7™

FHA T
P 5 BHHIONR=ZGTAE | o e g
- G| OTHELR TIRRLDE
751K 106 ~1.07+0.149 - -
FLHNY ¥ ) ~059
150-600mg/H | 10° 1.66=0.157 [-0.98, -020] |00032

a) BHHEORG 3, 150mg/HASME L. 428 X 0 M%7V,
ﬁ?4i’ﬂﬁfg’fﬂ:i}ﬁibtiiﬁﬂi%b:fﬁ55@17&)6%’516ﬂ§1if“%ﬁ$ﬁ‘
5 2o
WERH P H RIS 2 AOHEE [0 GEazL) 2510 (Tl
ERviEA) OUEBETHMS A, 2373 KEVIEFERVEAZ
RY ] AOHEM LB (16AK) OFMATITDONR=2F5 4~
25 O 2 b & e G TR L 722,
HRMONR—2 5 4 ¥ 56 DT LR=
[ (1638 1) OF-HESGA AT -R—=2A 54 ¥ OF-EERiA T ]
X [k Bs OFe 5 /P50 (16:81) ]
o) HEWMMOMRER T X=X 54 Y ORFGA T O T
L MEOFHEi O A 37 % 8w L3 2 o uohT
GRS S BIrh ORIVER SR T 7 2 R #HET46.7% (50/107
B, TVHNY) YET67.0% (75/11261) THh o720 FREIE
JHIZ AR (33.0%) . iFEIMED T (17.9%) KRS RIE (11.6%)
Td o770 WELBWEAI. (RAEEEE 1 BIARE S, mEL72Y,
17.1. 4 StE 7 7 £ KB ER
WREEHRARREE LW L L ZHEERIEERABKICB VT,
FEFIE B CTH 2 WGl OEEA I T TR EBY T
HY, WITNOREBRIZBWTS 7L AN »300mg/ H B RO
600mg/ HHETIZ 7 T v R L LR U THEMHAMICH
ASERD BTz,

b

%

BRGSO A 7"
it | B RN | TR0
S ey | AR | oo | L
) SRR o | oswmencm | P
SR i 2B
1 |7oex 03 | 614£023 - -
S e e B RO R
FLHAY 088
Tomd7| s | szes0an | 8| ooorr
FLAAY Y L7
30mg/H | 98| P07E023 70 045 | 00016
FLAAY Y 179
6oomg/pe | 88 | 435%024 1507157 | 00003
SV I/ TS0
2 |7oex 87 | 550£021 - -
(53M) [0 oo [
FLHA)Y 014
AR 83 | sa6x0z1 | 0 | 07999
W RUD 007
50mg/H | 82 | 992022 | [ g6 050) | 0799
3 |7oex 81 | 633£022 - -
() [0 oo m o[
FLHA)Y 120
Tod7| s | sasoz | M| 00002
FULAAY Y 57
300mg/H | 76| 476023 1 (900" 0957 | 00002
4 |7oex 81 | 520:024 - -
(8 JHR) [ o om [
FLHA)Y 169
FASACAIE S TS L7 e J

a) WERHE AN H LIRS B0 A HEkA S 5l L7z 1 o955 A
a7 [0 GiEaZaL) 510 (ZhUEZRWHA) O11ERS Tl
BN, ATTHAREVITERVIFAZRT ]
RBR L KN4 BB BiR L OCLerg 2 T, R—=Z2F5 4 YDk
A 3T AR LT 5 I
A2 KO3 PG REROHiEE R T, R=ZA 54 VOEHAIT
% AL b B I BT
c) 2v7F=rr07 Iy AHfiEM (Cler) 12X 5T, 30<CLer<60mL/
min® P ERF 1213300mg/ Hy  >60mL/min® # 5k 12 13600mg/ H 7%
Hhshiz.
AAEH s OB TRER 1 12 BT, e tERFlix 860k o BIFEH 3§
WRITT T RHET398% (37/9361), 7L H/31) »150mg/ H
B T59.8% (52/87%1). 300mg/HH:T64.3% (63/98%1). 600mg/H
BETT744% (67/9061) TH o7z EREIEAIE. FEITED T
(150mg/ H #16.1%. 300mg/H #£32.7% K 0%600mg/ H #£36.7%)
&R (150mg/ H#£9.2%. 300mg/ H#11.2% % 0°600mg/ H #:25.6%) «
KA PEE (150mg/ H#12.6%. 300mg/ H #£14.3% 5 0°600mg/
H#133%) Toh o7z HIEREIEMNIX.300mg/ HEIZT F7 4
T F =I5 1. 600mg/ H BT B D F v /BT 7/
M RE/ FAYPERIE /IR O 5 425 1 FlHICHiE SN, wInd
| L 720

b

%

FLESE T/ IATEER 2 12 BT, Zea P ERlixT 860 i o BT
FHHHRIE T 7 2 RBET250% (22/8861). 7L #/31) »75mg/H
HET321% (27/84%1).150mg/ H#ET41.0% (34/8361) TH - 72,
FE I FEES £ v (75mg/ H #8.3% M 1'150mg/ H
145%) K OMENR (75mg/ H#7.1% K% 0°150mg/ H #£9.6%) . 14
g2 (75mg/ H BE7.1% & O°150mg/ H #£4.8%) . 551 (75mg/H
#1.2% K 1°150mg/ H #£8.4%) & TH - 72,

FLESE T/ IARRER 3128\ T, Zea P ERlixt 860 v o Bl VR T
FBHRILT 7 REET395% (32/81%1), 7L A3 »150mg/ H
HT50.6% (41/81%1).300mg/ H#ET67.1% (51/7661) TH - 72
FERFENEZFEES v (150mg/ H #12.3% 5 O0°300mg/ H #
26.3%). MR (150mg/ H#£14.8% & 1°300mg/ H #23.7%) L1
g8 (150mg/ H #£9.9% M 0°300mg/ H #£6.6%) %5 CTdH o /2o E
BREIERIZ. 150mg/ HEIZE5EL, OZE AN, ORBEAR
R/ OB AMIGE O 361 4 fEAsHE S iz 2 s ol
ZDWT, SIS OB A B IR /O s 1 SO AR IDUA 1
Ko, EELIE R ERR S iz,

HLESS T/ IATEER 4 12 B W T, Zea P EFlixT 460 i o BT
FEHAEIET T 2 RBET369% (31/8461). 7L AN Y HET
73.0% (65/89%1) WCiR O LN, ELBIERIZFHED T
(27.0%) IR (23.6%) FAHPEIFIE (135%) INEZE: (10.1%)

17. 1.5 S ERAHREHER
WREB R RE 205 & L RUHRG R 1 (154010, %
Fe3128 e 5) K2 (27560, w1728 B G) 2B DA
DOEEDNFIHITTEREOLEBY TH o720

FiADHMEE (mm)?
AT £ Rl -5 1 R #5308 2
A B % P fii+SD AP B % P fE£SD
ERZEN I} 154 69.4+18.7 275 67.3+17.9
12348 114 42.8+26.1 211 40.3+254
2438 91 40.5+25.1 173 41.4+249
5238 63 38.3+£24.6 122 35.7+24.2
10438 32 36.8+23.2 78 325+24.1

a) 0~100mm® Visual Analog Scale TEASK X W I EHRWFEAZ R T

FIPe 5308 1128V C RN S5 o BV 1375.3%
(116/154%1) 123 5N, ERFEWEMIZFEIMED v (208%).
REBAI (14.9%). IR (13.6%). FHEIZ X 2405 (97%). 11
NEZME (84%). AAYMEIRIE B Ol (%7.1%) . MEJI%E B O
L (%65%) T o7z HHEZRERI FI X 54M5 3 61,
EEMESER, EEEEE K MY v adnE. E=E AN/
PO, Jetl /T X 24V I & B 4ME 5 61 8
HAEE S, RS I L 72,

Rl 53085 2 12 B\ L eV Bt ORI 1365.1%
(179/27561) 2o B, FREIEM I FEES v (16.0%) .
RAYVERIE (127%). MR (105%). M. FHHH. ARER
T OHESG (%58%). Ml (55%) % Tho7z. BRI,
IR B S DR BRI/ el @ 2 B 3 PEASHE S, & DR
FERZIRAE, W TH - 723,

17.3 Z Ot

17.3.1 BEOZERR
HARMERRAZ5 TG L L CHERLOCERIZT LN V%
150mgH MR P65 L 72 BE O 33P0 T v o3BT, Ak
5:53% (1/1961) & HHEF%5-30.8% (12/3961) T -

.36)
7276

18. FEHZEIF
18.1 {ERHF

FLANY PIHREMRERIC BV CERMREE A VY 7 A F v
ROV OREREITF LB 28 % 2T a0 712= v M & OfEE
EHNLCT, AVYIAF v A VOMBERTORIE KDV
T ATRARIEI L. Z Ny I RS MRS E L e & B
322 EDREINT VD, T, TLANY) Y OEFEIEH
TR AH RO I VT FLF) VR RO a = >
IR T 2B S LTV A I EARBERTW ST,
18.2 $EFE(ER

TUANY) i, IR B AR ERIEI R B kil
ATINIWIT T, R AR B OB PRI 12 & % e b sV 50
W OVABVERG BRI 2 BT 50 F 72, ALEE. SoREdE.
ARG CER SN2 B3, WEBRKEF VBV THH
FTER 2R3, _
18.2. 1 1@MHBIE MRS (CC) EFMCHBU BH7OT « =77
1EH

FLUHNY Vi, v FCCIREFTIVIZ X 5, R OEIN T o
FUZTREDICHEILY,



18.2.2 HpEMERELZ (SNL) EFNMICH I 3707 « Z71ER
TLHNY 2id, SNLEFIVICE D T v MIFES 725
CH7TOF 4 =7 2 HH L7,

18.2.3 AL T RY DY (STZ) BERHEETIVICHE T2 7O
T 1 Z71ER
FLHNY Vid. T v FSTZHERIEEF VB W TIAET 55
W OEWT a7 4 =7 28 L72",

18.2.4 BHIEEERABTTNVICBI 3 M7OT 1 Z 7R
TUANY Vid, v ARBANOHE T L 2 BT 7L
CBWTERAETAHNTOT 4 =7 28 L 72",

18.2.5 BHBHERIRBTTIVICET3R7OF « Z71EH
TLHN) ViE Ty MBEMEEREREE T VICB W TIRA
TRHEINT BT 4 =7 LY,

18.2.6 FILTUFRAMIBIT 2 EHRBICHT 28EBER
S MEPEANO RV ) YHREI X ) 5T 2 2 A oS
WATH DS B, T L AN VIEPREEERE ST 5 L Sh b
&5 2 K 2 BRI L 721
1) TR MEE 2 il R B LI U A A 2 M T o

FA4 =T LIEON B 2B IRICET 5 2 & TE
L2) ROEK (RE~NOBETELS) Tusrs =71
SHEEND,

19. R CEE Y 2 IB{EERIFR
—§EYRFR : 7L AN v (Pregabalin)

£ % % : (39)-3-(Aminomethyl)-5-methylhexanoic acid
4 F RN CH;NO,
4 F E:15923
b ®ARRE, Ao KR TH S,
AL, KIZRREIFICL L, =8 =L (995)
IR THIFIT K v,
LEEER NH,
CH, / H
CO,H
H3C
22. A&

(FLA/NY ODEe25mg [#—N1Z])
(PTP) 100%E (10Ex10x 14¥)
(3F) 5008

(FLAHIINY > ODEE75mg [#—/\Z )
(PTP) 100%¢ (105Ex10x 14%)
(NF) 5008E

(FL AN > ODEE150mg [#—/1\F])
(PTP) 100%% (10%Ex10x 14%)

23. FEXwk
1) A5t ss Ak akER () ) A 7 v 1 201048 4 H16H &G,
HIRE G R 222.6.6.6)
2)Peter A Lockwood et al : ] Hum Lact. 2016 Aug 1; 32(3) :
NP1-NP8.
WHEEW % 7w () ) A A 7 r 1 20104F 4 H16
HIKRE, HIG &R 2:2.6.6.6)
DBABEMERE (J) A A TRV 20104 4 H16H KGR, HE
BRI E26.65)
SUERE NS BT 28 EE (Hks) (VI AH T
20104F 4 H16 H &2, Eﬁ%‘ﬂﬁ%%Z.?.Z.Z)
)RR AN IC BT Y B (KAERYS) (V) AH Tk :
20104E 4 H16 H &R, WiFERIEEE272.2)
T)AENTEZ A - Frs &R, 2020 5 69(11) : 1314-1350
Q)EFOFE (VU AHh7E 20104 4 H16H KR, HiFE
FHEZE2.7.1.2)
9) U B R A G- R O S B E R O () ) A A TR
20104 4 H16 H KGR, HIREERIEZE2.7.2.2)
10) M4EE RS (VYA A 7RV 20104E 4 H16H &R, H
i R ZE2.7.2.2)
1IDARHB X OHER (VY A 7R 20104E 4 H16H &EE,
RSB R 22.76.1)
12) & bceytochrome PASOIR3 2 BHEMER (V) A4 7L :
20104F 4 H16H A&GE, HiFEFINE2722)
13) Eln A S B 2 HEWBRE (VU Hh T 20104 4 H16
H g(uu L\ Eﬁ HE R E27.22)
14) B RE I B K O IMLENT B B 2 38 ERE (V)
wﬁ7«» 20104 4 16 HKRR, WG FET2.7.2.2)
15) fEHERE R TR DIRIS R AR B R IR I I A Ak I
WA S 2 T B BB M OSERAHE R e FEE (2 BT B BT
HYERE (VU A A TRV 20104E10 27 H KGR, HIFEE
FHES272.3, 20124E 6 H22 H K. HGEE % E2723)

16) M B REICB T 2 EWAHELER (V) A A 7k 20104
4 A16H KR, WiEEFE%E2.7.2.3)

1) ANy F 2 E QYA EAER (V) A7 kv 20104
4 H16HAKRFE., HiEERE2722)

18) REITMEIESE & DIW M EAER (V) ) A A TV 1 20104F 4
H16HKRR, WG FT2722, HFAMRED)

19)a 7 €80 EDEYMENE (V)Y 5T 20104F 4
HI16HZAGE. HrEErE2722, HAeAMRES)

2004 % 23 K L OFYMEAE (V)7 H 7L 20104
4 J16HAKRR, WRFERMEZE2722, #AHSGE)

2028 7 — Vv EDIEYAELNER (V) A% 7 1)L 20104 4
H16HAKGE, Wi RES2722, FAMREE)

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

23)/NNEERBIZ 2r - HARNA 7 ) = v 7224556, 20105 17(2) -
141-152

24) EIPNES TAHRRGIERRER CRF RIS MERE) (VD A A TR )v:
20104F 4 H16 H K72, BRI Z2.7.6.29)

25) [ PN & T AHMRIE S8 CHE DR I53 1 AR RS R s 2 LA 5 95) (V)
A 77)7°—b)b D 20104E10 H 27 HARF2. W GS &R 2E2.7.3.3,
276.1
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46 H22H KRR, WREERME22.7.33, 2.76.(2))

27) N RIS (P IREE S aREE) (VU A TR
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29) EIN RS- ER GRAHERRAE) (VU A 7 Rov 1 20124F
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31) ERS L 45 MAHRRER (B REEERIER) (VU AH 7en
20134F 2 H28 HAKRE. HIGHERHIS2.7.33. 2.76.(2))

32)MMEE A K OB A7 7 & R IEEER (AR s St
W) (VA H TRV 20104 4 H16H KRR, HIGE &R E
2733, 27630, 27631, 2.76.32)

33) #hE S MAHH & OSSR G B SRR (WA s 7
BV 1 20104F 4 16 HAKRRR. HRsERIE2:2.7.6.34)

3 M EEIIE 55 GRS miE) (VA h 7R
20104F 4 H16 H KGR, HEEE R E2.7.35, 2.76.35. 2.7.6.36)
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