20264F 3 HLLET (520K)

BAREEFER M EES
20234 8 AtLET (4E1H0) 871190
Brik o R 25mg 50mg 75mg 150mg
HHEM® 0 (25mg. 75mg. 150mg) 34 FASBES | 30200AMX00822000| 30200AMX00823000| 30200AME00824000 | 30200AMX00825000
(50mg) 24 BR5cEEEE | 20214E3H 20214F:3 1 20214£:3 1 20214F3 1
REaES (MREESMYERE - RiE5HEE)
L7 SE [ 3 )

TULAHNY > OEREIESE
ZLANY > ODEE25mg [HETL]
LA\ > OD#E50mg [HEET ]
7'LA/N > OD#E75mg [HETL]
7'LA/N) > ODEE150mg [HETL]
Pregabalin OD Tablets

) EE - BEMSONLEICLYERT L L

2. B2 (ROBEIZEBELEVIE)
AF OB L MEE O BEEIE O & 2 B

3. R - MR
3.1
i 4, 7L 31 2 ODEE 7L HN) Y ODEE
i’ 25mg [ HPEET ] 50mg [ H[ET ]
15 15
ARG TLHINY) v A/ VAL N
25mg 50mg
D-<wry=bt—N, byEQITFT T, WL,
TRl FVy, JaARE Ry, A7 F0—A, AFT Y
RNV T A FHE
Wi7e 4 7L AN Y ODEE 7L HN) Y ODEE
’ 75mg [ HEET ] 150mg [ HET ]
15 L
BRI TLHINY TL AN v
75mg 150mg
D-v>Y=hr—=), byER LT T, WAL,
I ZNVy, JAARE Ry, Az 50—A, AFTY
CEEHIVT T A, TR
3.2 REIDOMR
Wi 4, TV IiN) Y OD§E 7L HN) Y ODEE
25mg [ HIEET ] 50mg [ HET |
FITE ES7d EHNY OFdE
3 H i
-
AR &) e
i = =
EE (mm) 6.1 76
J£& (mm) 28 4.0
& (mg) 80 160
TLHINY) TVLIINY v
— 25 50
ENETTN oD oD
HET HET

— FL#HN) »ODEE ZF L\ »OD§
ke 75mg [HET] 150mg [HET]
HE ES 7 ECYNUE2ES
3 =R
377 D
e RJSD(' A’ODX:
o2 150
ES B3
377 D
AR Nop< MoDL
o 453
Wi = —
EE (mm) 84 106
2 & (mm) 47 6.1
i (mg) 240 480
TLHINY v FL N
L oD oD
AR 75 150
HET HET
4, FHEEXIIHR
OEEEMERE
OB ICHE S KRB

5. MEEXIIHRICBIET 5FF

HRHEBRREAE (O 5 7B FE)
FRAERTRIE OB WNIE, KED) v~ FHE05E () S
ISRy 2 FRlE | D SHEICHEIE L . FEEZ I SN BEIZ0 A
TG HZ L

6. AERURAE

(R EELARE)
WE L A AR L LT L AN Y 1H150mg % 1H 20
W TTRORSG L, CoRIBAMUENTTIANELE LT
300mg % THM S B0 Zds. iy, AERIC & Y EEET 545
1H R AR IZ600mg e B2 22 L L Ly Wb 1TH2MIZ)
TR %o

(RRMERRIEAE | 5 72 78)
WE L BRAITMEI AR LCT L AN Y 1H150mg#% 1H 208
o TTREHE G L, CoRIEMMEAFTIHNEE LT
300mg ¥ Tty L 7zt%. 300~450mg CHERT 20 B, i
RIS & O A SRS 575, 1H e i 13450me 28 2 7\ 2
Ll WS IH2EN G TR 5.

7. BERUHAEICEET 3 EE

74 RHF OG- % IET AHE121F,
HBAIHET A L, [82 2]

7.2 BREEEER AR E RS T AEAIE. TRIORTZ LT T
)T Iy AEERSE L L TCARI ORGSR 0P 5 5 @ %
HidcsZ &, £/2, MEENZZITTVAEETIE, 7L TF=
YO NT T AEICIG U TH RIS T, MRENT % 556 L

A7 L& S TAMELEAT T

[HA-09




TeRRICAR OBIMERT 2479 2 Lo BAOHENFHESNTND
LEld, WHELSRG L. AFM RS, R D%
LAICHMETAI L, B, TTTRLTWAHE - A=l
a2l —2a rERICEDCLDTHL I NS, FRHET LIS
HEICHE L2205, HE - Az 2 &, [92, 981,
166.2 2]

(FREEMNRRE)
IVTF=y e
JNTIVR| 260 | 230.<60 | >15.<30 | <15 | WREMR
. OHRRED
(mL/min)
1 H %54 | 150~600mg | 75~300mg| 25~150mg |25~ 75mg
1[25mg 117125mg
a3 |, LA
g | 1E75mg | D08 | L < ig2m | 1m25me | 25301
AURE 120 iz 1H1E | 50mg
11875mg 1150
11 | 1M50me
1A 1M
118]50mg
verer |1E150mg| THSE | q7smg |1EBXE) 505y
MR | 1H1E | 20me | s
118175mg 1H 1M
1H2[H]
1[M100mg | 1I75mg
e o | 1E300mg|  THSEL | TH2E s e 100312
REECTR| ) o | S L IR | 150mg
11H150mg | 1[A[150mg
1H2E | 1H1ME

) 2HZ1Al, ARHIHEG-6HE I 2 © AR I BT % 956 L 72856
DY Ial—a fERICESL,

R RAE I S &KiE)
A= e
pUTIvA| 260 | 230<60 | 215.<30 | <15 | MRERHE
. DR H=EE
(mL/min)
1H#% 5= [150~450mg | 75~225mg | 25~150mg |25~75mg
1[H125mg 117125mg
1g3E |, LHL
P 1[7175mg it $ L < 1x2ME | 1\25mg | 2531
URE TR 20 ik 1A1ME | 50mg
118175mg
10 L0 115150mg
1H10m
1[FI50mg
e [1AI50mg| BT mzsmg |TH2XE] 507
R pom | R g | S0me | s
175mg 1A 1
LH 20
11100
HL<IX
55 | 1E225mg| LE75me 1%55“ 1%@%‘:‘ 7534%
(BmfsE) | 1H2E | 1H3ME S [01i | 100mg
175mg
LH 20

9. BFENEREEIH2BEFICHTIEE

9.1 AHHE - MEEEDH 2 8%

911 EE®DS ~MEOFLNEE
DIMEEELZFTHEZIIBNT, D o MIELAEDsH bl s
END D, [11.1.2 B

912 MEFEOBREI &5 EE
[11.15 &)

91.3 EYEKEFEOERDH 2BEXIIBREREDH 5 BE. BHHEE
NHBBEE
KGEOIMER R R BIZE L, BEREICES T2, (1512 &
1]

9.2 BigtEERE
sVTF=r )T Ty AMEERSE L L CRBIOPGE KOS
MRS 5 2 & AFNTFEE L TREED R IZHER S
L7z, M EENE L 2 D ETERPEI LR T hbBEN
Wb [72, 981, 1662 ZH]

9.5 1@

TR SR L CW AT REtE D & B etic it iR LA RS
feltEx B % & HE SN EHE IO T5H I &, BhiFER
T, BIRRY (AR, BEMFREOREET A, BHRER. &
{LRIESE) . HAEA~OEE (FEET. EFEORT. BEH
BSOS OET ., FEHRBIE, ERAEICN§ 5 B85 it sh
TWwhbb,

9.6 R
KA G2 BT S8 2 L, BRI LR ~ORIT
WROHLNTWEY, [1664 2]

9.7 INRZ%

INBEE R R E LA R O et % R e L R R 52
fi LTz, ST v b CRATEOEZEDE <o KEER
& (600mg/H) & FLEOBEIZHE VT, PAEER (HI5E
RO E L)) ROREANOFEE (—@Mo kEsinm
H) AHESNTVD, o, RKERHAEOEY B2 235
TR PEBIE RS O T 25, #9545 OB CIRFB RN OERE A
s nTnbY,

9.8 EfE

981 7 L7 F=v 2 )T Iy AiEBE IS, 5 HEEH
His AR, MEIHGTAHIE, BREMEFLTWAZ LN
%\, (7.2, 92, 1662 BIR]

982 wF v, MR, FikHAZIZL Vinf LEIiEsiRI L7226
Do [1111 BR]

10. HEEA
10.2 BHRZEE BHRICEETS L)

) 2H 1A, ARHNEG-6E ] A & A I LB T & S0 L 723 &
DY Il —a UERICES L,

8. EELREANIEE

(hBEEE)

8.1 AKIOFHIZL YD F W, IR, EiELEND Hbil, HE)
HHEHIZE S 726 H LD T, AHFEGHOEFICIZ, HEED
TRELEE G A L) B OISR S 2V E I EET A2 &,
[11.1.1 Z:H]

8.2 AK|OZW G HIEIc L) AR, Bl B, THL. A%
T O TESE DOMEBIEIRDY S S b A Z LB LDT, Bz
I3 25610E, 2% e AMPL EN T TR A ICRET 5 2
Lo [71 ZIE]

8.3 AF DG L WARERIINEZ RS Z L AHHDOT, iICES
L. B oO#ELS S b ek, Ak, EEsESE0E
YIRAEZFTH 2 &0 FRIC, SR, &5 VidEIES 2
PENREIIATRD 51LA 2 L 0H 5720, EMIARERTH =
EWid 5k,

8.4 RANOFLGAZL Y, FHH. BEEE., B, HHEORREE)
L LWREEDSH A DT, BRI, IREZEIZOWTHEZ 1T
EEEL, BREREOONGAICEY R MEET) 2 L,
[1522 =]

(FRREEMERE)

8.5 ARHINC L 2 HREE EVELIN O R R R Tl 7 < AR
THbHIEDE, FHOER & 7% 5 REOZMW T OERZ T
T, AR @BREZG LenwT L,

e % HRAAER - HE i | - falAi T
TRCEEIRE] (A A, B A A
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11.1.3 tERERUARAE
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[81. 982 Z:Hi]

CHEA)

BRI D S b, EmE LEIEg
Bk i@ <%EF§$EH)

AR

IEoED

B DRSO
o [911

AR, B, CKEA, MR ORP I 4+ 7o s B

HHbNIEEIC
7o AU AL EE 12
11.1.4 BERZ (0.1%AKii)

11.1.5 MEZE BHEAH)
M RELEOBEREDH S5 bND DD 5, (012 2]

11.1.6 {KIMI¥E (0.3%Kii)
B, PRk,

n7=maic

T IR B
3G ehib L, B RLEEZTT) Z

11.1.7 BEMRRX (BEAH)
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b 725
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FEBEFEOIHRAER 2 -+ 1B
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AU I

B RIVE VK]

TF7147%7— (0.1%AiH)

11.1.9 REHEEERE (Stevens-JohnsonfEREE) CHHEEAHT).
SRATBE (HUEAI)

11.1.10 BUEEFFR CHEERB).

FreeRmE (O 4%)

BUERF 75, AST. ALT EHZEZLE) FEREE D b b 2
LB 5,
11.2 ZDOEEAR
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I3 K O I PP ER G A |1 /N B A
AT &= E I ER |
A
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13. BE®RE
13.1 fER
15gE TOB/ERGHANRE SN TEY, BERTGHICAS N

FRERIE, FEEE, IR, SEELIREE, 119 o, Bk, EbH A
EDHE, WEFETH 5,
13.2 &

AANIMAENTIC L D BREEND D5, FHL TV ABEERD
FEEIZIG U CIE O£ E ZRT 5 2 Lo [1663 S

14. BHEDEE

141 FHIZFEOEE

1411 PTPEEOHHIIPTPY — b5 L TIRAT 2 L9
friid 52 s PTPY — ORI L D . WO MAEEDS A E R i
AHIA Ly BISIEZRSLE B 2 L CHEMST 9555 0 Lk 70 A OHE % BF
KTLIENH D,

14.1.2 RANT T O LICo® THER 2 E S &2 LT 5720,
K7 LCTHRATRETH . $720 KTRATAZ L TE S,

15. ZOMDEE

151 EERR{ERICE D 158

1511 VN CE SN A H % G HEBOMTADPAEIZBIT S,

TAD A, FEEBSEZ R E L 721990 75 b Kk B st

OBETHERIZ BV T, BRAELCHBEEROREH D) A7 55,

MTAPAEORAETT IR BEE I L TH2EE < (T

A AEIRIE © 043%. 77 LR 024%) . FLCTADAED

RABEETIZ, 79 B RBEERI000AH 7D 1IINL W EFIE S

N7z (BREMEXM 0639 72 TAPARFEDOT 77—
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15.1.2 SEWELA I B S 2 S BRSO AR I S I Tn e
WS, ARHE G S B TR OERM DS TR B2 ST
W5, [9.13 ]

15.2 FERRRRRERICE D 158

15.2.1 2GEM O~ 7 AN AR B W T, KRR TOF
e MREZEREOMEL EOBFERICHYL T 2 AREORTIZLD .
FHEARAF RO IS AE DS AERAENN L 72 & O H 50,

15.2.2 2GEM DT v M AR B W T, KRR TOF
Be MREREEOSGEU LOBERICHY T 2 REOKGI2LY .,
7 V¥ 2 5y MHlE RO S5 IS O JSHZ N L
I DWENDH BV, T2, Ty kRGOSR I BV
Ty KR TOUC-T L AN o ST RE O 3 2 13 3 K O3
EAEDMMEIZ S SNBIETH o 72h T v N 3KOB20H M A
He G- HMERER CIIKBRITRT 2 BB bk o 7, HRIC
BT 2EWEHOREBERIZ T I RBEL D &, MRS E %
R E L7213~ 16 %S 0 7T & Ra BaEr 3RHEEE) O
7T 2 REETIE38%ITHR L. AHIHE (150~600mg/H) T10.6%.
ES-5E BRERES) T13102%. SHEHREES IR E L2
163350 7 5 L R HHER D 75+ REETIE28%IZA L. A&
FHIFE (300~450mg/H) T9.2%. EMH5REFETIZI4%TH -
770 [84 ]

15.2.3 7 v b OZIERE R IR S A 125 2 BRI BV T
AR HE COFH L MEFRO8M U EOBRFEEIIHYT 5
KIEOPEGIZ L0, JRIREE OFSAMEREAIINN L 72 & OGS B
Z)l)o

16. EYEE
16.1 MARE

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

188#%5, Mean+S.D., n=24

b ANESPAS AN E 2 4=

B (hr)
e SRS Ok L)

FEMFREE T A—5 kb))

HENT A=Y BHENT A=Y
AUCo24 Cmax Tmax tiz
(pg-hr/mL) | (ug/mL) (hr) (hr)
TV AN 2 OD§E
150mg [HET 28.111+3892 | 4586+0.834 | 094%0.38 | 6.14+054
1) ) /1 OD$150mg 28208 +3819 | 45130825 | 090041 | 6.12+0.63
(1$E#% 5., Mean=SD., n=46)
(ug/mL)
6 -

16.1.1 HERS

HANERES A
TRp |2 BRI T 5 L 7

T O'AUCo- i, 300mg T AT, FiiZ sl L CThiinL 725

T LAY 50, 100, 200, 250/% UN300mg (4% 5-m660) %At
G AR TIRER] CCmaxl 3 Ly T1/20EAI6FE I Td 2 720 Cinax

it Cnax Tomas AUC Tz CL/F Vd/F Ae
(mg)  (ug/mL) (h) (ug-h/mL) (h) (L/h) (L) (%)
50 203 067 107 598 472 406 839
(0.40) (0.26) (11 (0.65) (0.44) (49) (54)

100 356 075 204 566 493 403 950
(0.67) 027) (13) (059) (0.35) (64) 27

200 635 1.00 432 593 464 397 918
(0.73) (0.32) (30) (0.32) (0.32) 27) (26)

250 7.18 117 492 557 515 410 956
(1.43) (0.52) (6.1) (0.72) (0.61) (38) (44)

300 825 108 617 580 491 409 977
(1.36) (0.38) (6.3) (0.62) (052) (43) (7.3)

MiFERF S #6610, FIft (iR )

Conax IR ILAE FRRLFEE

Trax © T 1o MUHE H i P2 ) 32 R o

AUCo. © I3 Hp i FE- i 60T T

Tzt IAE R R EE 1

CL/F: ApJo&egsr 7o v A

VA/F © BT 054

Ae (%) @ HAHG-HE0KEH £ TOREILHED IR PR

16.1.2 RS
HARNERERL AL 7L 27731) 2 1150 % U08300mg (4% 5-18f1) % 1 H 2[17 H [ S48 E
4% L7, 32 5- 1424~ 48ME M CoE R IR IE L, 5 TH HO T2 2 2 h6.02%
V631 Tdh - 720 #5THHOAUCo2E, % 5HEIHHDLAETH - 720,

Chnax Trnax AUCo12 T2
(ug/mL) (h) (ug-h/mL) (h)
51H S5TH BIH  B7H  1H HTH #H1H (57H

1150mg 423 6.30 13 09 222 316 511 6.02
(1H2E)  (0.72) (0.74) (1.1) (04) (19) (36) (069) (047)

1[E30mg ~ 8.82 10.3 16 16 42.1 588 542 6.31
(1H2E)  (2.34) (23) (1Lo) (08 (69  (106) (0.87) (054)

T (BRiffRzE) . %861

16.1.3 EMFHIREFHHR
FL AN 2OD§E150mg [HET] KU Y #70D§E150mg% . 7 0 AF — N =2 &
D EnEhLgE (FL A8 2k LT150mg) ST P HE A 9 G Ok 2
L TR R UK TR LTl 7L ANy VifE 2 flE L, o WENRE /S 7
A—% (AUC. Cmax) 22 T0%1EHE X [ 12 THFHHNT % 17 - 7245 5. log
(0.80) ~log (1.25) DFEFHANTH Y\ FHIOEY AW EFEIEA TR S N7z,

TR T A =5 (kL)

HENT A=S BENT A=Y
AUCo24 Cmax Tmax tiz
(ug- hr/mL) (ug/mL) (hr) (hr)
T VAN 2 OD§E
150mg [HIET) 30278 +4.421 | 4.595*0.906 125+066 | 6.19+082
1) 1) 710D$E150mg 30.377+4.024 | 4.537*0.886 151+0.79 | 612+0.77

(1845, Mean+SD., n=24)

—@— 7L #/51 >0D$150mg [AETL]
-4+ 1) 1) HOD$E150mg

188#%5, Mean+S.D., n=46

FRTE\ S S8 O BB

B5fE (hr)

MEEH PR Okd 1)

MSEAREEENE ONIZAUC, Cmax®:0 /85 % — &1, Wl OB, ARE ORI 5L - B
45 D RERGAF I & > TR DML D % o

16.2 BR4R

16.21 BEOHE
HARNERER AL B\ T MR R OIS 7 L AN & % 150mgHURIRE 1 5 L
72D Craxtd Z N N495 K 18322 u g/mLy Tmaxt30.947 K% 33705, AUCosslE 2
N3L2R V288 ug - h/mLTdh o720 HHEHGIZBVTCnaxddHIB5%IET Ly TmaxldHy
24AWFHIER L7225, AUCosDIK T IZKI8% Td - 728,

16.3 41
HANERS A, 7L A3 2500 100, 200, 250 % 0°300mg (& 5-m660) % i
IRF | HURE TR G: L 72 R0 BT 05 Ai B R (VA/F) 13#940LTH o 70 TLH /N ¥
ZIMERIZAEAT Ly BRI 3 2 MR EO L, 076 TH o720 TLANY »
13, 01~20 u g/mLIZBWTIIEEHIZ, 1 ZEA LKA LR -729 919 (in vitro i
B

16.4 1R
TULHNY) FFE A SR AR ST v RS (FHEIA6H) 12UC-T L AN v
100mg (1079 u Ci) #5455, FRIPICIENLES N7 BT REDF99% D R ZETH - 720 IR
PUCHRHE SN2 T L AN v O EERHY T 5 N- 2 F )V FHEARILR A3 58 00.9%
L LTI E NIz, In vitro i BRIZBWT, 7L AN 159 ug/mL (ImM. 600mg/
5% 5 O 52 5 IRBE O Crmax DI 106%) TCYP1A2, CYP2A6. CYP2C9. CYP2C19.
CYP2D6, CYP2E1J OSCYP3A4IZAT 2 B EF20 & 7z p o 729 1D 12

16.5 Heitt
HANERER AL, 7L A3 250, 100, 200, 250% 0°300mg (%4%5-#601) % ik
[ 2 B [ 15 5 L 72 O CL/FI24.64~5.15L/hTdh - 720 & DB P 1383.9
~977% T 75,

16.6 HENEEEHTHEE

16.6.1 EHE
EHHT6T~T8RED H A NEREE HTE 66112 7 L 731 > 100mg % [l 35 L 72
ToaxlELAKERT . T1/2036328 [ Td > 720 AUCoo L T2l HEREIERlFE 12 7L 7N
V) ¥ 100mg % BRI G- L 72 & I L Ch 3 2 1B R R OVEE R § % @ 25HERR S 1

729,

Cmax Tmax AUCo-e T2 CL/F
(ug/mL) (h) (pg-h/mL) (h) (L/h)
fee 324 14 266 632 382
1 e (055) (05) (4.3) (0.82) (0.65)
fee R 356 0.75 204 566 493
FErEsknE (067) 027) (1.3) (059) (0.35)

MRS %601, Il (HdE(E)

16.6.2 BiEERESRE

(1) BHRED R B UERE 266 % M R, T LA/ 50mg#x MRS L 721, 5
BRED LTI o CT1ed R L. AUCo=2 L 72, CL/FRUE 2 ) 75 v A
(CLy) B2 V7F=r20) 7Ty AHBILZW GHEAT—%),



JVT7FZY  Com Tonax AUCo- Tiz CL/F CLr
775 A (ug/mL) (h) (ug+h/mL) (h) (mL/min) (mL/min)
>60mL/min 186 100 159 9.11 565 149
(n=11) (0.39) (0.22) (44) (2.83) (176) (236)
>0<BnL/min 153 129 282 167 306 154
(0=) (0.29) (0.39) (5.0) (4.1) (73) (77)
SI5<Nnl/min 190 193 523 250 167 923
(@=1) (062  (148) (117 (67) (39) (337)
<1?§:L1/)m‘“ 169 100 101 487 830 430
bk 0 50mg (HiA) . P (REHER )
CLr B0 752

(2) BEEZEMEEFR
838M DR (Hzts/\474fﬂ%e.tr TERERBRFTOB, A5 IRIE IS B Rk 2651, B
RIGE MG HRBE Pk ) P & A S 2 B 15400 S OSME R e SR 22401) % x5 &
3 %*%?)Jﬁéﬁ’ﬁr’%%tu,f_‘f*% — R G El-a 28— R A Y R BT
& LCCL/FICH LT L7 F =22 1) 75 A (CLer) KO
xf LCBMIL BUAHMREE, M5 K ORI E S 7zns, 7 LNy /me:
%”ﬂ“:r 5.2 5N LTRCL/FICH§ ACLaEE TH 2 £ 2 bz,
HIZBWT, CLLN){RTL X V) 7»77/\') YOCL/FIMET Y %720

. H 7$/\®’FEW<T‘H FRAREREE (PR S ﬁﬁ%%‘ BWT, CLler230mL/minkh -
60mL/minskil 12T L TWwWa EFH IS L H N »150mg % 1 H 200 K AERE %5
(300mg/H) L7k 05wl ZBI1FHAUCH:2 (AUCoi2ss) DETFIVIZ & BIEEM
1%, CLer#%60mL/minbh B B2 7L 4731 »300mg# 1 H 20 K AEFE 1# 5 (600mg
/H) L7cb & LML THo7zo Clerd®30mL/minkh F60mL/minkiii o EF 2B 5 7
LANY D7) T T v A&, ClerA60mL/minkh 1 BH DK 05T o 7219 160,
[72. 92, 981 &)

VA = . AUCo12 s CL/F
sNT T YA T (ug-h/mL) (mL/min)
>60mL/min 1[71300mg 755 692
(n=31) (1H2[m) 17.1) (138)
>30-<60mL/min 1[A1150mg 803 323
(n=14) (1H2[m) (165) (6.34)

M (R )

16.6.3 MABNEE
BT % 52 T A ESRZ 126012 7' L AN > 50mg % HIRHE 1455 L 720, 4B o
MUEERT IS & 0 Eh 7" L 478 2 ER50% F CTid Lz, ZOROEN 7Y T 7
¥ A1F192mL/minTdH - 7214 GHEAT— %), [132 ]

16.6.4 RILIG
FEFR12R DL Eo#2LIE (1061) 12, T L AN 2 150mg# 12 & & 125 (300mg
JH) L7zBE, TLaNY VRIS BAT L, B R OB EIREEIC BT 5 FikE L
FHEIMYE R DF76% Tdp o 720 FLILOFIGRFUARECE % 150mL/kg/ H EAGET B &, 7
LAY Y OFRBANDLH B 72 ) OFHEHER12031mg/kg/H (REIHRF S 2 & k4%
LEO#T%) LS WHEAT—4), [96 BHH]

16.7 EMHEEIER
FUANY PEEE LTREMEO F FRACHRES R, & Ml2BnT

1F& A ERHE

NHIER{, FRMBEERACOEE L vizd, TLIIN) U HSEYHEER 2T &
eI (SHEAT— %)

16.71 HNXCF2
FVLHNY 2 ETNRYF v OFEYMEAERIZ OV T, R ALLF % 0t RIZT L TN
1) 2 100mg e O 7 78 > F 2 300mg & HEEHE G L 7278k, T OVRERERC 18RI 7 L 778
1) »100mg A /8> F 2 400mg & A% (F5-HFE © 8IERT) L 7-3lBR & 920t L
THET L7co ZOfER, B G RORBERGOWTIIBWTY, TV Y off
Lo THNRY T L OFEY BRI L Lhodce $o0 T LAY ¥ OWRIGEEE
EANRYF AL o THOTAIET L7zas, TIEICIZEB 57218,

16.7.2 BOMEE FB/IVIFL FOLRUIFIILIXNSITF—ILOEHE)
fREHERL N L HEL6BI % 0 RIS HE T TREAESE (FERE V= F » Fa v lmgh P F = V= A b
T VA = 0035mgDEHILHLA) &7 LAY > (1200mgl H3M) % [F i 2FE 1%
H LW, LAY U ) VIF Y RO Y DOCmaxdd 7L AN IR & 1
WL CRALES T LAY SHEFOAUCo2ld 7 L A /N 1) ¥ JEGRITEF & Sl L T
16%8I L, FLAHNY LE /7 VEF ROy OEYBREIHEEY RIZE b ol 7
VAN VRO T F 2V T A b5 Y F = DCmax i FAUCoulE . 7L H /N1 /JF
PEHIEE & IO L TEN2ENEW% R 1%L, 7L AN) VI F VI A DTV F —

VOFEY TR EEE RIZE 2oz Eho, BOBESRIE 7L 7N o MR
(b7 7Ml) \HEE RIS 2o 7219,

16.7.3 OZE/NA
TERER L2060 % R 7 L 78 o (11300mgl H2[) % AR 5%, 0 F 43
2 (Img) ZPERHG L72E:, 05 ¥ 8L DOCmaxt FAUCH=IE. 7L AN 2B
& LB L T NEN6% K U8RI L. 7L AN »idn T ¥/8 A O3EY BHE |2 3
ERIZE pdrolze Tl BT BN AGRED T L AN ¥ DCraxld, B 7Y AiH#
FARE L D 2%HM L. AUC012131.8% % <. 1T €/ 8Ah1k7 1/77/\U > DI
G Z ol TLIAN) e T ENAOHHIZL Y FRAERE K O
2B B BB R IE A HAEDT, HiFH i@ﬂ#tlltf\“f#ﬁbﬂﬂ‘]L:@TT%&EIEJ
f;ZO)O

1674 #x>ar>
HERERL 1200 % 3 G027 L 77 31) > (1EI300mgl H2lm]) % SRR 4% 51

FT¥xa
F¥ (10mg) #BEA#S LB, %23 F Y OCna L FAUCHeld, 7L A3 V3
Wﬁﬁ%c&mmr%n%m1%&095%:‘@\ L. ZLANY dAFF 23 Ry oEmE

BIHEE RIZS otz F20 AF A FVHHBEO T L AN ¥ OCnaddy +F
DE] 8V IEBEHIE L 0 45% %2> o 7245, AUCoidFBRETH ), AFa bz 1/
77/\‘) VORI E SR e olze TUAN) Y EFFT AR OIS
FRAIBERE M OHUGEBIFERE 12 350 2 PUSHIE R I A HEDT, A G152 kt«f)rﬁ
buE‘JL:ﬁT?éﬁEr’rﬂﬁ“i’&&bDnh.f:l”o
1675 T&/—Jb
fEHES L3625 R T L AN o (1RI300mgl H2[M) % FUEREI% 5%, =%/ —
v (0.70g/kg) HPEHHEG L7, T4 7 — L OCmax i AUCo=lE. T L H N VI
BEAIE & B L T2 2 N8I% K V96%IHA L, T LI\ gL s 7 — V3B RE
WCHBER NRZ S otz /20 T8 7 = VHFHIEEO 7L AN ¥ O Crax L FAUCo.12

& T8 — VIRBRIIRE & I L CENEN21% K %R o 72 hs, S O IEERR BRI
L7 BT i&b\k#x%ﬂf o TUHNY LY —VOBIZ LY BRI

Te AR B #

L B A5 7R C;ﬂf -22),
1676 7= kA
7 = M A Y BRI OG0 & SR LT B ARG T A D A BB 106 % K
FAST VAN 2 (11200mgl H3M) & JAERE G- LR, 7L AN vid7 ==
b%/@ﬂ’ﬂi}‘iﬂﬂrﬁ* (FT 7)) \HBERIZET, FTo= b TLANY »
DI T Mx 52 o 128,
16.7.7 HILANTEE>

NN B Y VA E G STV DRATADABRBELEZ N RIZTL N &
(1111200mgl H3[) % FAEREIOHG- L7zkE, T LN Y idh v B E v RUEDAR
@y (1011-TRF 2 FE) OmSERRE (9 7)) ICEELRIZST, Fhun
S EE L TLHNY L OB G X ko 728,

B B FUSHER LA 2D, HHN G- A TR AR 5

16.7.8 /NLT OB
NV T TEET N ) AHH MRS S TR A RATADABE LA AR T LA
sN1) v (1E1200mgl B3Il % AR OG- L2k, 7L #N) LidoNv 7 u iR ol
HRREE (b 7)) 1B R RIZE T, T2 TaiRE T AN L OIEMBIREIZE
Bh2 o128,

1679 SERUX>
FE M) F & A TR S SN TV 2ZRATADABELBZHRIZTLHN) »
(1[1200mgl H3[A) % ARG L7281, T LN 23T E M) ¥ 2 ok
(F7MH) ICHEEZRIZST. LI MNIF L TLANY VOEYBIEICHEL
B2 lahot®,

16.8 ZDfth

16.8.1 7L #/\U OD#25mg [AET]
7L 7778 »OD$i25mg [HEE L] &, 7177731 ¥ OD$t150mg [HEET] % Bl
Fle Lzl &, EHZBmsFLE &HE S, EWEEIICS L Ak Shie,

16.8.2 7L #/\U > OD#50mg [HET]
FL AN »ODEESOmg [HEE T (&, 7L #/3\) »OD$E150mg [HET.| % iEiesl
Fle Lzl &, EHZBmsFLE &HE S, EWEERICFRSE L Ak S/,

16.8.3 7L #/\U OD#&75mg [AET]
FL#31) »OD$E75mg THET.| (&, 7L /%) »0D$E150mg [HET. | % sl

Fle L7zl & EHMZBEAESE L S, EWEICES L Ak Sh/®),
17. EREREGIE

17.1 AHHERVCRLMICEET 28

1711 ERTS R B

BRI E 2R E L 7213 MBS O ZEEMILEGERIZ B\ O, R
HHTH 2 wAFHIREOEHA I TITTROLEBYTHY), 7L\ »300mg/ HEE
T 10°600mg/ H#ETIZ 7 7 L ARHE & B L CREEH AN R UEEDRD H 72 2,

RGOV A D 7 ) 5
e — e :
SV [O59% I 1) i
7k 97 512+019 :
FLHNY > 031
i 86 481020 . 0262
FUANY > , 0386
R 8 426020 ) 0002
TLANY > 063
600mg/ H it 7 449019 [-115.0.10) 0019
D HERE S H RS 20 AOHEED» SR L EMOTHEHA a7 [0 Gidkzs

L) #6510 (AL ERWIA) OB TR, 23 7AKEWIE L
HETRT ]
H2) HGHROCLrB A2 lT. N—AF 4 Y OEFA AT %% = & § 23580500
W3) 7 v7F=rr 07Ty A (Cler) 12& 5T, 30<CLcr<60mL/min®#: 5k
F1213300mg/ H. >60mL/mind#ER# 12 13600mg/ H 25 5- S 7z,

LRI GBI OBIER S BEIL. 7T L ARRET439% (43/98f1). 7L AN »
150mg/ H #T57.5% (50/87f1) | SOOmg/HE#'E'C‘V&O% (65/89f) . 600mg/ H#ET82.5%
(80/97H1) Tdo7zo FREIMERIE, FEIMED T\ (31.1%) . IR (28.6%). FERk
(121%) REPEFIE (117%) To o720 EEAEIEMIL, 150mg/ H B LA EZELS]
(ir i R | W) A3 S

WT:#“ PR R B 2 2 P S 95
W, TR H T & b AT
>300mg/ HBETIE 7' £ R BE & Hilk L CReatargIc

¥
300mg/ H (2 BRI 26 /R ILE O 1THI20F (i)

BT MR L LIS o “EERILEGRIC B
BOPIAITIITROLEBYTHY . FLANY
HERYEDRD N0,

SRR OV A 3 7D 1)
BB | | SRS ITD | e o
sl il B T
7T kR 135 483+0.21 -1.20%0.21 -
TVLAHINY v 0.63
00mg/ B 134 | 420022 | -182+022 [.109.017] 00075
TLHNY 0.74
600mg/ H 45 408+0.32 -1.94=0.32 [1.39.0.09]

E4) BEBCE DR H LR 2 A O HRED S EM L LEMOPEERH A7 [0 G

L) #6510 (SHPEZ A) OB TRHli S 4L, A2 7 AR E VI3 LR
HEIRT o]
i5) G MR OCLer@ 2 HF, X—A 71 /@P‘Jp‘n7\37’i’}'-£<§ & § B WO

(AR DIEE A T T D=2 T 4 ¥ ip b DELEIC
/HEEL 772 RBEE OiE TEAME L)

H6) 7 LT F =) 7Ty A (Cler) (2 &5 Ty 30<CLer<60mL/mind Bk
#1213300mg/ H . >60mL/minD#ER#E 1213600mg/ H A5 S 17z,

BIFHTL A1) »300mg

ke

FHIT R G OB EEEL, 77 L RFET6.3% (49/13561) . FLHNY »
300mg/ H#:CT56.7% (76/13481). 600mg/ HEET80.0% (36/4561) Td-7-. EREINE
JE, FEED F v (300me/ H#E19.4% )% 0600me/ H #£37.8%) « @l (300mg/ H
20.9% % 1°600mg/ H #£40.0%) « AM§PEIRE (300mg/ H #12.7% % 0°600mg/ H #£13.3%) «
FRTERIN (300mg/ HEE11.2% J% 1°600mg/ HEE11.1%) Tdh -7z

WMER R E 2 0t R & L7165 0 - EE R RRIC BV T, EEFMEE T

& D RALFHMEF O A I 7 I FROEBY TH Y, LAY VB (300~450mg/
H) T 5 AR RE L B L CRaTE 0L A7 2 A B A B 11720,
i HCETATI D i A =1 7 D k8)
B P VN TR D
ER | i [959% 4L ) i

77w 248 545=012 ,
TRy v 044
300-450mg/ 1 0 POLE0.1Z [078:0.11] 00046

FE7) BERE M H R A A0 HRED S HI L2 LEM OFEERA T [0 Gz
L) #5610 (AL EZRWIEA) QLB TS, AT 725K E VI LV
AR ]

1E8) G ARINT . N—=AT A v OFEGA DT & IER LT 25T

G VEFFl R ORIERSEBRIE. 7T L RBETE16% (128/24861), 7L #/\1)
HET824% (206/25001) Tdh o7z, EAENEMIE. IR (45.2%). FEITED T\
(288%) TRTERIH (14.4%) . i (128%) TH -7z,

17.1.2 BRRBIREHER

HEPRAIS T2 AR A 1260, MR MR A RS AR I S5 L2 B ) TR ;R 1230, ARAE i AE

SBF10661 3 R R s (R BB IR TR . e '-Fﬁifﬁii? 25 ERALIE
RS ) BEI03FI 2 R G L LRS- RER (W b52:H) 1281 BiA O

% (0~100mm@ Visual Analog Scale TtiAs Ak & W 1T LRV A ’i”/T\‘?‘) OFIHEIET
KDOLBY TdHo73 3,



i HOTAE (mm) 9
AR £ ATRIEIE AR R PRIR AR AR 10k S P
FRMEGIE | Pl = R BRlTES SFI il = B R
51 126 62.0+19.0 123 528+217
12:8 116 353%22.3 119 30.0%23.0
24:8 105 34.0%230 112 277%220
5238 94 283229 97 248+208
AOTEE (mm) #9
FPATRS ARAE R PR PR AR R S R
LTS Pl = B R BRLLEES Il = B R
e - 106 61.8+23.5 103 67.1+16.6
1278 104 489+23.3 98 44.3+269
2838 101 48.3+238 92 46.3+27.1
5238 87 471+248 85 449+270

##9) 0~100mm® Visual Analog Scale TfEATK & VT EHRVAZ RT o

[ P 4% -5k B (PRI E B i) 1B\ e MR R R B0 b o B I
78.6% (99/126B1) 1ZR2& S, ERREHIGFEEIED v (28.6%) . KREiRNE
(16.7%) . fElE (15.1%). AERIN (135%) TH o7z,
[ A S 145 5wk B <%E)§'<Tﬁ“{#ﬂf‘ﬁ$ﬁ"%ﬁ$f§z:1¢5%ﬁ) 2B T, AR S el
ORITERNZT0.7% (87/12361) 12380 b, E4LEINER X, G (22.8%). k&N
(22.0%) . FEMED v (203%) Th-720
EIN RS- 3E GRAERRE) 1B\ T e MEablix S50 H 2 FI7E A 1284.0% (89/
10660) 1CFB S, EEIERIZMER (26.4%) . F8I1ES v (24.5%) . AREHN
(189%) . M (160%) Tholzo HIEHOEIEIL, ZLHBRETHY . HEOHIE
GIE G (R Y
EIN RS- ER (R R i B m) 12 BT, AT 2 B ILE R B &
FEAEFEDNEAL L 72 & B W IE AR TR BRIV #7& ZHBLLZ-EIERIE. 87.4% (90/10381)
IZRE®O 5, CEIER L, BIR (48.5%) . hEIM (28.2%) . FHMED T »
(22.3%) . AAEPEIRIE (175%) Tdh o720
17.1.3 BRI E
FREG R RS 2R e L2165 0 “ B E BB BV T RERHE
HTHHEHEMOEEAITIETEOEBYTHY . LAY VB (150~600mg/
H) T7'71RHE L B L CRAEHANICE B R UGED R0 b iz®),

AHE RSOOSR B\ T et S oRIER BRI 7 T 1 R T39.8%
(37/9361) . 7L 7/31) > 150mg/ HEET59.8% (52/87f1) . 300mg/ H#T64.3% (63/98
%), 600mg/ HBET744% (67/90B1) Tdh-720 FEREIEMIE. F8tED v (150mg
/H#16.1%. 300mg/ H #£32.7% % 0°600mg/ H #:36.7%) . IR (150mg/ H #9.2%.
300mg/ H#11.2% &% 1°600mg/ H #£25.6%) . HRPEFME (150mg/ H#12.6%. 300mg/H
#£14.3% % 0°600mg/ H#£13.3%) Td > 7z, EEEZEIEM I, 300mg/HEICTF 74 5
F ¥ —BRBUB1BI. 600meg/ H B2 IR EIYE 0 F v /B A0 /A5 S /AR P R AR 0
SERASIEIH s S, Wb B L 72,
HHE S T/ MATRRER212 B\ O BTl KO o IEMEBIERIE 7 7 KT
25.0% (22/8861). 7L 4/31) »75mg/ HEET32.1% (27/84%1). 150mg/ H #ET41.0%
(34/8361) Tdp o720 EREIEAILTFEITED v (75mg/ H #:8.3% & 1'150mg/ H B
14.5%) M OMEIR (75mg/ H#7.1% & O°150mg/ H #£9.6%) TNz (75mg/ HEE7.1%
K O150me/ HEE48%) . 5581 (75mg/ HEEL2% K 0N150me/ H #E84%) % THh - 72,
A I/ MATERER3 I B\ Ty RaMRT i KOV ORI FEBIERIE 7 7 £ KT
39.5% (32/8161). 7L #/31) »150mg/ H B T50.6% (41/8161). 300mg/H#T67.1%
(51/76%1) Tdro 720 FARFEMNEMIELFEITED v (150mg/ H #12.3% K 0°300mg/ H &
26.3%) . M (150mg/ H #14.8% K 08300mg/ H #£23.7%) . LIPI2EE (150mg/ H #£9.9%
T 0°300mg/ H #:6.6%) % Td -7z, HHEAREMZ. 150mg/ E} BEICEHEL, ML
e DB HEANERR /O EE AU O 3BIAE A S 7z SIS DEEJFIZOWT,
LB, O HEAEENR /P VDU (R A, SERLI R ASHERR S 7z,
SREISE T/ AR R4 5\ C L A TERHE X S0 ORI B SEBLEHIL 7 7 £ KT
36.9% (31/84%1), 7L A/NY L #ETT3.0% (65/8961) 127830 S, E & FIMEHILiFE)
P F v (27.0%) ., IR (23.6%) . AAPEZIE (13.5%) . LI (10.19%) . 5544
(9.0%) BOBFELAT (19%) EThHo1z,

1715 SERBHEHE
RIS 0 AR %ﬁé{ b LR GAERL (15400, fR312885) U2
(27561, IR1720EL) 2B 2HADOMEDTFHMIITHROL B TH o723, 9,

i HOFEE (mm) 16
R FEWIG-RBR1 B G-RE2
BRlTES P = R ERALTES I = R
501 154 69.4+187 275 67.3+179
12:8 114 428+26.1 211 403254
24:8 91 405%25.1 173 414+249
5238 63 38.3+246 122 357242
10438 32 368+232 78 325+24.1

P A O T LD, E12)
Py N = 2~
1 5 JETELD) N (g%%ﬁﬁ)/\*Xf//f b F 5 R
I | pooTeEiE | ZEREOE |y
/N = KRS IR

TR 106 1107+ 0.149 -
FLANY ¥ 059
150-600mg/ H 105 1660157 [.098-0.20] 00032
#10) HFFEOIEG-1E, 150mg/ H 20 HBAE L. #5208 X 0 iR & TV, S4aE R T

WZPsE L 7z R S CEEblE 2 5 551638 F THERFT 2 2 & & L7,

L) BERE D H T 2 AOHRE [0 GlAzL) 2510 (SALLERVEA) O
TEBTHME N, A3 72REVIFERVITAZRT ] 2651 L 2GRN
(16;8H) DIEFHGA T DN— Z74/#b@$ﬁ AL & 3 R CREE L 7z,
HERONR=2 T 1 206 OFIZEAE
[é%%<w@ﬁ)@Tﬁ%ﬁx:?wwxi4>®$W%ﬁx:7]x[%m%
H OB /P51 (16:81H])]

112) %GR OMiRE%E KT, N—=A T4 ¥ OEEA 7 B OFEH T % BEOFHI 0
KA 3T & R L3 B AT

FEAEERA R0 OBEIEFISEBIEIE 7T & R BET46.7% (50/10761) . 7L AN 2

T67.0% (75/11261) THh o720 ERENEIE, BIR (33.0%). F@EtEo Fv (17.9%).

FAEVEFIE (116%) Td-o7co WELREER L. (RIBHELFIAHE S, B L7,
17.1.4 SET 7 RAHEHER

AERIEE B MR EE A R L L2 T EE RGBS BT, RERHIEE T b it
Rl OEFEA I TIETEOEBNTHY . WTNORBRIZBNTL T L AN »

300mg/ H B [ 0°600mg/ H B Cld 77 4 A H: & ik L CHERT209 14 15 7% i 25700 &
72360, 37)

R T ST AT PG A o1 7 D) 1)
H [
b Eracatd Yt 1 TIEeREDE
(FEAMIR sEp |0 4 e
i EOE)Cmigane | [95%MEERA) ol
A1 2 S
1 EEETY 93 | 614+023 -
(1334 1) FLHNY o 088
150mg/ [l 87 | o602 [-153-023] o007t
FLANY 107
300me/ [l 98 | 507=023 [-170-045] 00016
TVLHINY v . -1.79
600mg/Frxs | 88 | 435=024 [-243-1.15) 0:0003
’7#“% 1/ AR B
TR 87 | 559021 -
<51’3Fﬁ> FLANY ¥ 014
—t 83 | 546+021 Lorios] 07999
FLANY ¥ 007
150mg/H 82 | 552022 [.064,050] 07999
3 EEEEY 81 | 6332022 -
GHE)  [FLHr > 120
150me/H 8L | 514=022 [-181058] 00002
FUANY ¥ i 157
R 76 | 476+023 220095 00002
4 TR 81 | 5202021 -
GHEH) 7L 5r30)> . -169
o | 8 | 360021 L235.3.05] 00001

FE13) WBRE D H R 25 A0 HiED S HIM L2z DEM OFE%EEA a7 [0 (s
L) #5610 (ZHBLEARWEAR) OB CEHli S L, 23 725K EWIT LRV
AAERT ]

H14) BRI R 4P 58 iR OCLlerf@ & AT, N—A T4 Y OFEFA T & 45
& B G EGHT
R R O3 G R OMidk % T N—A T4 VOEFHAIT 2 LR LT 53
Lt il

#15) 7 L7 F=r2) 7T v AEEM (CLler) 12 & - T, 30<CLcr<60mL/mind# 5
#1212300mg/ H . >60mL/min®#E# 1213600mg/ H A% 5 S 7z,

##16) 0~100mm® Visual Analog Scale TEATA &V T EERVFA X 7R,

RGBT R ERHER S8t O RIEX75.3% (116/15461) 12728 &
N, EREIERIEZIIED v (208%) . MRERIN (14.9%) . MR (136%). Figic &
DM (9.7%) . TINEZHE (8.4%) . ARG METHE B O (57.19%) . HEJ)HE J OV
(465%) 5Ch o720 TRAEEIZ, HHIC X HIME3E . LSPHHIR, LR,
G MUy AdE, BSOS & B M /S &
BYMESBISHEAS G S, WD EIE L 72,
BFEG- BRI BT, MRl S0t o EIERNE65.1% (179/27561) 12780 5
L EREERILREIED v (16.0%) . FIMETE (127%) . IR (105%). #7)
S B, KB OVEEE (£5.8%) . s (55%) HTHolz, EELEINERIE
J AL TR B e/ A D 23RS S S L, £ OBIR I E SR, [T
Hotlzs

17.3 ZDOft

17.31 BEOFEHR
FAR NEHERE AN & 0t S & L CHEEIE R OV TR IS 7L 731 & % 150mg L mIRE 4 5 L 72
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