20264 2 ATERC (B51R)

Bk SR IRAT
FREIE - 34

RiEakE (HREESNERE - REHRE)

LT B R S )

TLANY OFERN R RSE

7 LA/ > ODEe25mg [BIETL]
ZLA/N) >0ODEE75mg [HETL]
LA/ >0ODEE150mg [HIETL]
Pregabalin OD Tablets

BAELmanEES
871190
25mg 75mg 150mg
AERES |30800AMX00084000 | 30800AMX00085000 | 30800 AMX 00086000
BR5ehiin — — —

) EE-BESORLTEICL )M L

2. BZ (ROBEICEBELLRZWNI &)
AF OB LB EE OB E O & 2 B

3. Hmk - R
3.1
4 FLHN) OD§E| 7L N Y OD§E| 7L N » 0D
e 25mg [AET] | 75mg [HET] | 150mg [HET]
6L 15eh 188
Ay | FL ANy v TLHINY v TLAINY) v
25mg 75mg 150mg
D-~¥ry= k=), ifhbtrao—zx, ¥4IV
WhiE) &, ZOZARE Ky, Az 50—2A, FF. 277V
M S AN
3.2 REIOMIR
i, TV AN ODSE| 7L AN 2 ODSE| 7L AN 2 ODgE
I 25mg [HET] | 75mg [HET] | 150mg [HIET]
HITE ESd
o 7 =Re!
oy, g,v”“’"."/‘ }’)V”“/l}/.
Rl &5 op 7 op 150
N - JuBY, S‘)V”“’l:'/.
M | i Vil op 7 op 150
T = — —
HE (mm) 6.1 8.1 #5106
JEE (mm) #2.6 #4.1 5.0
B (mg) #9700 #2100 #3420.0
VA A A ANV TLINY v
NN OD 25 OD 75 OD 150
HEET HEET HEET
4. wHBEX IR
OmEEEMER
OMBBEICHES KR

5. RBERIIZRICEHET B

(BRMERRRIE (CfF 5 &)
MEHERIRE D5 I
T AL,

6. HERUVHE
(AR

AR

KB v F RO (BU) 50
IR A JE S XTI L RS Rt

2D H

WE, BANEMPIHE S LTI LN Y 1H150mg% 1 H 2/
WA TROKES L, 20GABD LA CTIHHEE LT
300mgE THT 2, 2B, R, EIRIC XD BEEBRS 5 A%,
IH®EHEIZ600mgx Mz v & & L, Wiy 1H2M01255

RO %o
(BRMEBRRBIE (5 &8)

HE . ANIERIHE L LT L AN Y 1H150mg% 1 H 2[A]

Uz
M

e

O#%5 L, 2oREAMUErFTIHHAZEE LT

300mg F Tk L 72f%. 300~450mg THERF S %0 Zeds. 4R,
FEIRIC & 0 B AT 5 A%, 1H e H=13450mg 2 B 2 %2\ 2
L Ly WIS IH2ENI 5T TREIHREGT %,

7. BERUHAEICEET 3 EE

71 KR OEG 2T AHAI12E. A LS AR E»TT
HBAIHET A L, [82 2]

7.2 B E R ICAR 2 G T A A, TRIORT 2 LT F
=Y UT Ty MEELE L L CRB O GER O G- A
HitTaz b, T2, MEENEZZTCHLEETIE, 7L T7F=
YT 5y MBS U1 HEICI A T, MEENT % 520 L

T BICAFIOBIMES 217 2 Lo BROHBRRES N TV

WAk, KHE»SRIE L. DAMESHER SN, RS T5%

BAICHEETAZE, B, SOTRLTWAHE - HEIZY

Ial =Y aVERICESCLDTHAZ s, KRBT LIS

BEEICEE L2276, Hik - HEZ2H#HEST52 &, [92. 981,

166.2 ZHd]

(BEREER)
LTy o
7)TIVR| 260 | 230-<60 | >15<30 | <15 | MEEAR
. O HEE
(mL/min)
1A 9% 55 | 150~600mg| 75~300mg| 25~ 150mg | 25~75mg
1[7125me 1l8]25mg
Lpome | 1AL
o | UE7ome | 1O L < o 1m25me | 25301
FPUBE 1 H 28 Xix 1H1E | 50mg
118175mg
10 L 118150mg
1H 1
1[FI50mg
oere |1E150mg| THSI | mzsmg [T g0y
WRFE o | 1H1E | 20mE | s
1[A175mg 1H1M
102/
118[100mg | 1[H75mg
oo | 11300mg|  THSE | LH2ED s o 1003
S T B L HTE | 150me
118[150mg | 111150mg
1H2F | 1HLME
) 2B 1A, ARFIFEG-60F 14 20 & 45 B MUGOENT % 92056 L 72354
DY Ial—ba PRI,
(RRMEBRRAE (S S &KE)
JLTF=Y —
p0TIvA| 260 | 230-<60 | >15.<30 | <15 | WEAR
. OHTHED
(mL/min)
19255 | 150~450mg |75~ 225mg]| 25~ 150mg |25~ 75mg
1[1125mg 12?mg
1H3M H1k »
o | 1E7ome | LS Lo | 1masme| 25301
AUEE g om Wix 1H1E | 50mg
1H75mg | | e
1H 1 mg
16 1A
118150mg
v |1E150mg| HSE | 1m7sme |THZXH) 504
MR L H 20 ik LH 1 50mg e
1[75mg 1AL &
1 H 2f

C-09




A=

R
p)TIA| 260 | 230-<60 | 215.<30 | <15 | MILEAK
. O HE"
(mL/min)
1100
b LI
#HE  |1F225mg| 1A75mg | 120mE  HHSOXE] 7psy iy
G5 | 1AzE | 1psm | LA me a0
" Xix 1H1A &
1175mg
1H2M

1) 2HAZLEL AHIF GO 1 2 & ARE I MLEENT & F2hE L 72356
DY Ial—3a HERICED

8. EELREANIEE

(RhBELLE)

8.1 AHOFEGIZE DT, IR, EHMESEDIHSbI, HEY
HEMICES72BLH 50T, FAEEGHOEEIZIE, HEED
TREEEE R A ) B OBMEICHE S 2 VLI EET L2 b,
[11.1.1 Z:H]

8.2 AHK|OZW G-I L) AR, O, FE. THL. AR
KOS THESEDOBIEIRDS S S bbb 2 EnH LD T, 5%k
2581003, A< b BEBUEI T TRAICHET A2
ko [71 =]

8.3 AHIOFGIZ X WIRERINAZ RS Z E05H AT, IS
L. il oz d & b 723ad, AFRaE, ERRES O
YIRAUEZFTH 2 &0 BRI, BSROEM. &5 VIdEIES 12
PECRTERINASERD HND 2 E WD D70, EIC AR Z
Ehid bk,

8.4 RHFIOFLHIZL D, §9H. HERE, B, HHSOREE)
U DUREMDH 5 DT, BRI, REEIZOWTCHZET)
EEEL, BEFREOONGAICEY R MEEZIT) L,
[15.2.2 Z:H]

(R EE MR

8.5 AHINC & 2 W IR VAR 5 R E T 7 < R RER
THbHIEDE, FHOER & 7 5 REOBMW T OEEZ T
Ty AHNZEBREES L b

9. BENERZEIHBEICHTIER

9.1 AHHE - MEEZEDH 28E

911 EE®S ~MiELFLNEE
DIMEEELFTHEZIIBNT, D o MELALERH b s
ZENDH D, [1112 B

9.1.2 MEZEOBREI &5 EE
[11.15 &)

91.3 EMERFEOERDH 2 BEXIIBREEDH 5 BE. BHES
NHBEE
IRAEDIMED e 2 BIEE L,
1]

9.2 BigEERE
sVTF=r )T Ty AMEERSE L L RO E KOS
MR 2RSS 5 2 &0 RFNTTEE L TREED R ICHER SR
Bz, MAEFRENS L R VRN EBE LT hbBEN
W be [72. 981, 1662 ZHH]

9.5 1T1@

TEIF SR L C W A TR D & A 21X, (R oA IEED
fabatEa Lnls & HR SN AL ICOREST 5 &, BIER
T, JRIBEE (RMAE. RRMEREOSAEE LA, GHRER, &5

LRIESE) . HA A0S (KRERT. 2FFEOKT. BEk
EEOSORT ., SEFRE. EJHREICA T 2 585%) s sh
TwaY,

9.6 RILB
KA G A T S22 L, BEITL AR A~ORBIT
DROLNTWAEY, (1664 2]

9.7 INRZ%

INBEE R G & LR L OV e R TR & L 2o BRI
JiL TV, 5T v N CTIIARED KA . KR
# (600mg/H) & FA%EDOBEIZB VT, PRARER (B 36E
TR O E LY ) RO ENOFEE (—@MEokEsinm
H) S SN TWD, o, RKERAEO2EY B2 LIEHE
THER MBS O T 25, #9545 OB E CIRBRILIPOIE R A
WEENTWABY,

9.8 EiE

981 /L7 F=vr )T Iy AiEsE IS E, H5HEEEH
Hivh%eb, HEICHESTLIE, EHEMETLTHWLZ LD
2, [72. 92, 166.2 2]

982 wF v, MR, Tk LZ I X s LEiEsiiEs L7226
Wdbe [11.11 ]

EEHEGTLHI L, [1512 &

10. HHEERA

10.2 BHAZEE BHRICEETS L)

ZFEH (57
L REHIE)

ERFIOPEHIZE D
KRG VERIE % SSE
LYVAZREELB
TN b L, T,
FT )T v RIEH
(BEENER:Y) | BEEEINT(d
I xn[ &I L.
AR A HYEEAE AT
% R W
O, RKETEPEHT 5
WA I EE ISR
j—% :_ ko

HH) 4 BRI - FE B | BT - EBRIKT
FRRR A ) 1) WRAS 4, B IR 2% A | BRI AN
FTEF A FRER SN EOREND
il Do
FFTafry SRANAR R BE S T OVHL ANE 2 S & %
= AVA R B B e I
T a—)v (BE) | L CTREIAHEIMIC
EM$2BENHDH
Zg)o
M P HE 4 5] &k O | 5 A & o B B 1% | AN
FHA (7 2V T DIRENT % HH
VY UERBHREE AR LWL EE
) Tk, MEEE (F
M. 1. SHE O E IR
nE) REIET DL
AT VREEDLBEN
23 %o
KWUERE LTI X8| F 7 V) ¥ v REEH BB AT

11. EMER

ROBWEHDHHEDOND Z DD HDT, BT H7I247v,
RO BN I3 TG e kS A e EEY R LER 1T 2

tO
1.1 EXLEMER

e

1111 HEWL 20%8E) . @R (20%20 1) B#HEEK (0.3%F

{iff)

OF v, HIE, FEi#EESED S b, @ LENEICES 20
W d b, [81. 982 ]
11.1.2 DAL (03%Ai) . FhKE FEARH)
LAREDY) A7 038 5 BHETIE, BEE 02T, BEID
SN III S 2k L, YR E 21T 2

]
11.1.3 HEHUE R RE

(HEEAHT)

Eo 911

AR, B, CKLER, MR ORp I 47 0e v ER%E)
HEbNgEIZE, &S5 EhIk L, M ALEZT) 2L, £
7oy MR RIURAE IC £ A S B REOFIEICERET A &,
11.1.4 BARL (0.1%KiH)
11.1.5 MERE FHEAH)
MERESDBERENH S5 bNDZ LD b, (012 2]
11.1.6 {KIMI%E (0.3%AKi)
Bk, BRI, ST, Rk, SRR A O IBEEIR A S & b

Nz a 3G e ik L, @R 0LEZTT) Z &,

11.1.7 BEMRER HUEA)

R, IO R, SRR O BRRIEIR T T B L,

B DD

SN72HE X, WECTEoMAE 2 EiET 52 L. B
BN g8 N8 3G 2 ik U, GBI R E AR IVE VH|
OGSO R MEEITH 2 &,
1118 avy FHEAH), 7F7147% > — (01%Ki)
11.1.9 REFERERE (Stevens-JohnsonfEREE) CHEEAH).
SATHE (HEEAH)
11.1.10 BUEFFR CHEEARHB) . FHESEEREE (04%)
BUERF 25, AST. ALT LRZEZ1E) FFHRREE D 5 b b 2

Liid b,
11.2 ZOMOBNER
o 0.3%D) I s .
1B | g | 03%Ki | BRI
L i % O ) R ANt
SRR i I BR |
WA
B % 0% AR R |
el B
5 BRI




[5

o/ | A
o | O30 | owskit | s ol | O30S oz | s
WbEE  [RRE SEEL. R[S O, A, TN AT R
B, L LHESOR|F VI XL T OV i 45
SO, BW|S . ORSBE. BB DESiE
mE KIS (B O o WG R BikMA  [fREBN | C K 3|k &k A [mh o )y
Aoy, M)V YR —O0 . ALTH |1 e R e 34| 2
. AR, N= . ASTH|hn
VYN =7 FEE B . a7
g N E | 061 37—t
B N
(i} Lvr7F=
WRARE (I Rk, FE[8H. 205K, 0E 1
VoOBEE L[ DREE, B, 3|, E
VR E LA, | 20— % 2 | 13. BERS
SRR I W R | AT I 2k 131 fEHR
= RERY 2 *F % 15g% COBBIEGHIAWE SNTHY , BEREGHIH SN
=R V- W FEkiE, EEIREE . BUR. SEELRAE. H00 O. W, %HAE
S RCE L 1| SE B T3 EORE, ERRETH D,
FEEBY L | RO £ 132 ME
AN R AANGMABIN LY BEENDZ LB S, BRLTVLERD
. PR TR IZIS U C BT O£z 855 = Lo [1663 S
NEOET
g, 14, BRALORXE
R RS 14.1 FHIZHBEOEE
LeEE b 1411 PTPEZEOHEAIPTPY — M2 bMWY B L TIRAT 2 L9
o == =1 R g %, = 1] 35 Eid *E‘ﬁj‘é Z (l_:o PTP:/'_ l‘@fﬁﬁﬂli b N @b\ﬁéﬁ%ﬂﬁiﬁﬁ*ﬁﬁﬁ
I o Pl ol e o o P AL, TICESALE B 2 LRI S TS % & B %
A R L 0 BT chDL. B
N AL, B0 14.1.2 AHNIEHEO Lo THEER 2 i# S5 & RET 5720,
L. ORI <. K7 L CHRAWRETH L. £720 KTHRATAZE LT %,
~ DS
P Aleh Lo 15. ZOMOEE
B o 2 1 A2 & b MBI A AT B1T
— B 1511 MM CHEM S NAAFE ELEBOMTAPAREIZBIT 2,
IR OF 3k | R PR 0 TG L RE TAD A, WEESER R E L721990 7T & K B B Rk Bk
Bk v A DHFHERIZBE VT, BRAERCHEERORHD ) 2 7 45,
R i 8 — g b5 2| PEHIR PoCAD AROIRARET T 7 £ KB L W L TR2IE® C (T
TH YT A ATERRATE - 043%. 77 B R 0 024%) . PLCTADPAFED
BUIR P BT, 77 L RBEE 1000 A H 72D 1IAS WV EFELE
AR A N7z (95%IEIEXE 0639 T2y TAVAREDY T 7V —
PEIRIR, L TTIk, TIEREEE HARI000AH 72 ) 24N% v ERHH ST
EXLE PN VB,
i ) AANLHICIHTAD AL L TRRSITO D5, KL
i e E L . B BARAOMAE - BhFAL THREREE VIR, B
ME. 13T P9 ¥R Th Do
) 15.1.2 SEWEIC B E T 2 S EEHAOEEEHIZHM S L Tnz
I W 2% g LA E N A N [AV/AN E!S%'J%;y’tﬁ%t]éﬂf:%\%ﬂﬁﬁmﬁﬁﬂﬁﬁiﬁwﬁb:%ﬁ%*éﬂf
2% O B WMLV O B who [913 2
L ORI LR | TR 15.2 FEERFREBRICE S < 1648
Bk 155.1 2$F'EFJ®7W{éﬁ“/ulﬁ‘l‘é’ﬁéﬂi%ﬁb:fgg\ iﬁﬁﬁr‘f@%f@f
EE [{EL [ 2 O HE M T N 4 i Je }‘%Egé-%@(} uLlJ:@Hf%E%%L: E” % \ﬁw IY: 2 & N
Al O o BB RS B R AT 0912 IR D Rtk A L 72 & WA 5.
e s ma M 1522 2D v PAAKMERRIZ BT RARRARTOF
- o | % TR B MREEROSHELEORFRIHLT 2 REORGIZLY
g SR P e L O o T2, T v W 7oA BRI B
BT B U 12| 55 T IEIE L\ ZATIE, B\ T\ KEETOUC-T L 73 > BUSRBUREOD 1 2 ML B O &
L Wz IR T, LA EDHIRIZ ¢ S SIBRTH 5725, T v M3 OB R
FAPHFIE |BE PeHA BT IR RIS 2 BT & N b o 720 BRI
05 1 B ET HEE. BIF 2BV ORBIFRIE 7 5 1 RBEL D 5 o AR B %
O &5 AL ik AR L PA I P HH L L2213~ 168G 07 7 LA ERE GHRIS) O
i B TR D) A 77 L REETIE38%I K L, AHIEE (150~600mg/H) T10.6%.
W M58 (SREPES) TIE102%. MAERIMIEE KIS L L7
i 16H BB 50 75 & A BREBRD 7 T R BETIE28%IH L, A
B N OIR B FES NV ZIR B (300~450me/H) T9.2%. RIS TI94%TH >
B s R PR 720 (84 BHR]
N E Y A0 LT 25 R i . 15.2.3 HE7 v b OZRRER RIS ICBI§ 5 S BRI BV T,
LERE R4, | MR R A IR TOTIE e P ERE S O28F5 DL E OB R Y5 5
PALRLE PR, A RIEOTGIC LY JRIBEE OFSESED I 72 & OGN D
7. A BYo
% TR A I
EORL T DR RO L R, W W R AR AL, L) 250, 100, 200, ZORCH0my (SE5HOM) &k
OH G RT S R TR B, S oy T L 30 o0, 200, 2ok US0me (B 60 165
WE e R R i W AL B, i
EN -RiREQNIOF IR
I




HhGa Conax Tomes AUCis 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) (5.4)
100 356 075 204 566 493 403 950
(0.67) 027) (13) (059) (0.35) (64) 27
200 6.35 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
(143) (052) (6.1) (0.72) (0.61) (38) (44)
300 825 1.08 617 580 491 409 977
(1.36) (0.38) (6.3) (062) (052) (43) (7.3)
HEERH G- K661, Tl (BHEEE)
Cones © SIS USE 13 2
Thmax ILAFE v i P ) S I
AUCo.co © IILHE R FEE-FR ] AR T
Tue MU

CL/F: RpTo&g s )75 A

VA/F : BT OS5

Ae (%) HLEHRG-H600EH F TORZALEO RIS

16.1.2 REHRS
HANERER AL 7L 77731) 2 1150 % 08300mg (4-4%5-861) % 1 H 2[7 H i S A%
155 L 721, 551524~ A8BEM TREFIREEISE L, $%57H HOT12d 2 216020
V6L Td o 720 #57THHDAUCo2iE. #551H HORLAETH - 726,

Crnax Trnax AUCo12 T2
(ug/mL) (h) (ug-h/mL) (h)
51H S57H B1H  8B7H F1H HTH (51H S57H
1[150mg 423 6.30 1.3 09 222 316 511 6.02
(1H2E)  (0.72) (0.74) (1.1) (04) (19) (36) (0.69) (047)
1E30mg 882 10.3 1.6 1.6 421 588 542 6.31
(1H2E)  (2.34) (2.3) (1.0) (0.8) (6.9) (10.6) (0.87) (054)
I (R . %861

16.1.3 E£YZHIEFHHER
7L 3 Y OD$E150mg [HEET.] &)Y #0D§E150meg% . 7 B AF —/N—EEIZ L
ZNENLEE (T LN vk LT150mg) BB F127k & L Ldokd ) CHE ALt
IR S L C i R AR A 58 L 155 L7 SE g 85 A — % (AUC,

Cmax) 122V TI0%ZHIX M EELZ T AT % 4T - 724558 log (0.80) ~log (1.25)
@ﬁlﬁll’ﬂ’(‘&) O\ TH O A AR RS ASHERR S 72D,
HEWBREXT A =5 (CEWFWIRSEE, KEL)
HE ST A= BENT A5
AUC 030 Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
LN »OD§iE -
150mg [HET) 28661.81 =4162.05 551307 +141696 [1.14+052|6.19=0.71
1) /1 0D$E150mg 29561.17 = 4445.27 5854.40+138802 [1.02+048|6.29=0.70

(Mean=SD., n=24)

(ng/mL)
8000 r o
—e— 7 L7\ > OD§E150mg I H =T |
I ---0--- 1J 1) 770D$#150mg
58 6000 Mean=+S.D., n=24
o
ES
2 4000
1t
&
#2000
=4
r
0 ¥
02 46 12 24 30 (FREfH)
5%
MAEARZAL IR (EYm Sk, K L)
EWBRE ST A =5 (CEWHFINRESE, Kb D)
EINT A—F BHEINTG A—F
AUC 030 Cmax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
T LN 2 OD§E
150mg [HET 28625.96 + 3292.46 5388.19+968.03 |0.75+0.37|6.22+0.77
1) ) 1 OD$150mg 29083.79+2897.83 | 538346+112089 |0.75+0.35|6.24+0.69

(Mean+SD., n=24)

(ng/mL)
8000 X )
—e— 7L J7NY > OD§EISOmg M HIZE T |
m ---0--- 1J 1J 77OD#§E150mg
i§ 6000 Mean=£S.D., n=24
th
ES
284000
it
a3
#2000
i3
0
02 46 12 24 30 (FRE[#D)
e H 1R

e RZACARERE (YRS, Kb D)

MSERIEEEIE NCAUC, Cmax® /8T 2 — 1%, HBeE OFIR, AR OBRIAEL - F

45D ERGAF S X > TR AT RMED D 5 o
16.2 6.2 TR
16.2.1 BEOHTE
HANMEHERL A 19BN BT M R OV A1 7 L 8 & % 150mg Ll S L

72HE D CinaxlZ Z ILEN4958 18322 11 g/mL Tmaxl£0.947 2 °3.37HE ], AUCousslz 2102
N3L2K V288 ug - h/mLTH -7 AHEHGIZHE VT CnaxlZAIZ5%MET Ly Tmaxtd#
2ARERIIE R L7225, AUCosDIR T I13KI8% TH - 729,

16.3 41
HANEHER AL, 7L A3 250, 100, 200, 250 % 0°300mg (%% 5-8601) #ifif
IR\ HUARE TR G- L 2R AT O 5 Ai 5t (VA/F) 13F940LCTH o7z T LAWY ¥

HIMERIZAEAT Ly BB (5 5 42 mq:m{rmm 076 CTH o720 FTLIINY »
13, 01~20 u g/mLIZBWTIAEEMIZ, 1 ZEA LKA LAED-729 910 (in vitro 7
5o

16.4 X5

FAZ PAUMAEY ia/muwﬂ‘f Tf Vo BB (FHEIA6H]) (2UC-T L AN v
10()mg (1079 u Ci) #5-1%. W2 LS A7 ST RE DFI99% SR ZALIE Td - 720 IR
B Eh 7z 7L AN /ml%eﬂuﬁfﬂwf%él\l AFOVEFARIE R P35 00.9%

kLVCIEIWE'\Z‘Lf‘ In vitro ;{BEIZBWT, LAY 2159 ug/mL (ImM, 600mg/
H#% 58O IR D Crnax®F10H) TCYP1A2, CYP2A6. CYP2C9. CYP2C19.
CYP2D6, CYP2E1J UFCYP3A4IZKS 3 2 B X520 57k 700 729 1D 12

16.5 Bttt
HARNERE AL, 7L A3 250, 100, 200, 250% 0°300mg (%4%5-#601) #iif
[ 2 B [ 15 5 L 72O CL/FI34.64~515L/hTd - 720 & OB R HHEIE1383.9
~97.7% T > 729,

166 HENEREHTHEH

16.6.1 =hE
AEWGHT6T ~T8RE D H A N HE s i 6111
TmaxlELAFER] . T1213632 ] Tdh 5 720 AUCo K O T120d. EEEIER#E

7L I7N1) 2 100mg & HLRE G- L 72k,
[ P A

1) 2 100mg % HRFE L5 L2k L Wi L Th T 2 ik R IEE S 2 1tﬁ|um RS
7219,
Crnax Trmas AUCo. Tuis CL/F
(ug/mL) (h) (ug - h/mL) (h) (L/h)
TR 324 14 266 632 382
51 e (055) (05) (4.3) (0.82) (0.65)
373 356 0.75 204 566 493
e (0.67) (027) (13) (059) (0.35)

MBS, %601, Il (Bl E)
16.6.2 EWEEEETRE

(1) BHEED R 7 2 WERE260) 2 2RI, 7L N 50mg % Ha#E ¥ 5- L 72
RO T IS > TTLeA EE L, AUCh =L 720 CL/FRUEZ YT 52 A
(CLr) 32 V7F=2 2077 AHBILEW BHEATF—5),

JV7F=Y  Com Tinax AUy Tz CL/F CLr
2075 ¥ A (ug/mL) (h) (ug-h/mL) (h) (mL/min) (mL/min)
>60mL/min 186 1.00 159 911 565 449
(n=11) (0.39) (0.22) (44) (283) (17.6) (236)
>30-<60mL/mn 153 129 282 167 306 154
(n=7) (0.29) (0.39) (5.0) (4.1) (7.3) (7.7)
>15-<3ml/mn 190 193 52.3 250 167 923
(0=7) (0.62) (148) 1.7 (6.7) (39) (337)
<1?r‘f‘j1/)mi“ 169 100 101 287 830 430

e 0 50mg (D), “Pagfl (BLHEfR %)

CLr: 20774

(2) BEEZEMEEFR
838G DHERE (HARNATAG % & e AEHEHERETOF . HIRADIS B i R 2651, i
PRI AR FE I 510 5 TG % A7 B SR 15451 I OSHHE A e hiE B8 22401) % xR &
L CHREEFISE B REMAT % J2 0 L 7245 R — R 813 28—+ X ¥ P ET DS
s n, HERL LTCL/FICH LT LT F =20 75 v A (Cler) K OEARME
M, VA/FICK LCBMIL, BAKE ., PR3 OMERHSIH 5 S izds, 7L AN v o3
BRI A 5 2 BT & LCECL/FICHT ACLadBE THh L L H 2 btz B
FERERE EEF 2BV T, CLerDEFIZE ). 7L H N Y OCL/FIMET ¥ 570
Clerftiz 2% & L7z - M ORESLETH 5o
F 720 HARNOWERFFE A AR 20 5 i B #H 12 BV T, Cler?’30mL/minbh 1
60mL/min Rl 1ML T LT aBHIZT L AN »150mg% 1H 200 FAL#E 4% 5
(300mg/H) L7z& X DEHIREEIZBT HAUCH:2 (AUCozss) DE TV & AHEEH
12, CLerd%60mL/minkl Lo #3127 L #3) »300mg% 1 H 2Ia KAE# 1% 5 (600mg
/H) L7zk &R LTHo7z0 Cler?30mL/minkl 60mL/minAiifi O EEH 2 BT 5 7
LANY D7) 7T v AlE, CLer?*60mL/minbl £ BHE DK 40 Td - 7219, [7.2,
92, 981 ZH]

sLTFZY o AUCo12, s CL/F
sNT T YA TR (ug-h/mL) (mL/min)
>60mL/min 1[H1300mg 755 69.2
(n=28) (1H2[m) 17.1) (138)
>30-<60mL/min 1[A150mg 803 323
(n=17) (1H2M) (165) (6.34)
P (B RE)



16.6.3 MABITHE
MHALENT & 2T T D BEE 126012 7 L 7\ »50me % BRI G: L 2B, 4BERT o
MBS & 0 MR 7L 778 i EEIER50% F TMA L7ze ZDIOEN 2 ) 7 5
¥ AIF192mL/min TdH - 7219 GHEAT— %), [132 BH]

16.6.4 RILW
FEFR12AR DL E izl (1051)

12 TV AN 2 150mgk 125 & & 12 #E S (300mg
JH) L7, LA VIERAUCRAT L, BAPOEEIREICBIT 5 PR
BHA ML ORI76% T d > 720 RO THEEFLIEE % 150mL/kg/H EMGET 5 & 7
LAY DFEAOLH & 72 ) OFHUEFER13031mg/kg/H  (KERETS 2 & BHAEE
HEO#T%) LHEESNDY BHEAT—%). (96 Z1E]

16.7 EWHEEIEA
TLAHNY AFEE LTREALEO $ FIRPISHRES L, b MZBe TR E ALRES
NBHZ LRl FRMFEERAICOEE LB WZD, FLANY) U ERHEEN %5 &
SRR (FHEAT - %)

16.71 HNANF >
TUAINY 2 EHNREF 2 OFPHEAENC O T, RIS ALLEN A X RI2 7L AN
V) 2 100mg B O /8 F 2 300mg & LA G- L 725, B OMEHERR A 18I 7' L 778
1) 2 100mg B AN > F 2 400mg & A (- RS © 8k L 7-3tBR & 0t L
THE L7z 2OfR BB RORERGOWTIUIB TS, TLAN) v off
NS X o THNRYF 2 OFYWRIEAC L B drotze Tz, TLHNY) » OWRIGHEE
EHNRYF VIS Lo THOERIET L7225, WIS 2 420 7217,

16.7.2 BOBEE R/ NVIFL FOCREIFZNIX NI TF—ILOEH)
TERERL AT PEL6B % K RUCHECEAESE (RERE V=5 > PO Y ImgR UL F = VT A b
7 ¥4 —10035mgDEHITHLE) & 7L 4N (11200mgl H3M) % [k #E3%
B L7, LAY SO 2 VT F Y KT Y OCmadd 7L A8 IR 1
L TEE S LN B AUCx 7L AN Y IEGERIEE & b LT
16%HE L, TLHNY S IE ) VIF o RO OEY BRI TS ko tze T
LIS YO LT VLA b T P F — VD Crmax e FAUCo2eld . 7 LN V3
BRI & Il L C 2 NENEW% [ 4% L. 7L AN VT F VA T U F —
WV DI B BE RN S hdrolze Tz, FRIOMEEIZ T L AN v oM EE
(k5 718) TAE E T dpo 721819,

16.7.3 OF /N4
fERER A1260 % % 502 7 L 4N > (LEI300mgl H2lml) % BRI 5, 158
4 (Img) ZHEA#HS L7z, 098 ADCuat FAUCowlE, 7L HN) » IR
B & LR L CENZN6%J U8RI L. T L AN Vid T T3 L O3 BHE |2 2
ERIZE roTze Tl BT ENABHIED T L AN ¥ OCmaxtd, B 7 ¥/ A IEHE
FBEE &9 2938 L. AUCo12ld1.8% 1K { . 15 /L1 1/77/\') v ORI EE
RG 2 ehote TLHNY LT TENAOBRIIC LY AR K OHGEB) AR
uﬁﬁ%ﬁmﬁﬁ%mgﬁﬁﬁ\ﬁﬂ&#ﬁum&THMWmﬁTﬁé@mﬁﬂb@n
f:lg}. ZO)C

1674 #¥>ar>
FERERL L1260 K R T L AN Y > (1A300mgl H2I) % BRI G-, +% >
FY (10mg) #%BEHFES L7z, +F 23 F Y OCuax L AUCo=lZ. FLHNY V3
WHHti?bf%h%ﬂH%ﬁU%%M&L\fbﬁﬁuyu%*ijV®¥%@

B RIS ol T2 FF T RVBHEEO T L AN ¥ OCraslt, 7+ %
/:1 IR & D 45% K4 o 7245, AUConldMfEETH Y, A F>a K /li‘fl/
wnu/m%%ﬁﬁ WBEG 2 hhrote TLANY) Y EFF L a O

o RBITRERE M OHLRE BB AE 12 B 1T B BUSHRE R IE A 38575, AT 51 m«fm
mmKﬁTTé@ﬁﬁ%b%ntWJ%

1675 T&/—Jb
fEHERE A13B1 % 1512 7 L AN ) > (1EI300mgl H2MH) % Bgk 5%, =¥ ) —
)V (070g/kg) % PRS- LW, T8 ) =)V DCrnax X AUCowld. 7L AN v 3
BREARE & I L CENZEN8I% K T96%IA L. T LN LdT sy ) — VoS EhEE
WA RZS ahroles Flo0 T8 7 = VHEHEED 7L 5731 2 O Cmax L FAUCo12
G T8 — LI IER L L T2 2210 (YR o AT, 0 (SR LR
BL BB CERVEEZ SN TLAN) Y LX) — VORI LY, A
T OARRGEBIHERE I 34T % BOGHEE R0 I A FAEAT, HFIH G-I (AT IR T 3
DARMATRD 7219, 22,

1676 7x=hA>
7 = b A Y EAIOMERHE A & D AEIRDYEE LT B AR T A ABE 106 % Xk
RAIZT VAN v (1E1200mgl H3ME) % FAERE IS L7ckE, T LAY g7 2=
M Y OmSERRE (b7 7Mt) [CHEERIZST, 272 b b TLANY »
DX B EE AL Z ko lzB,

16.7.7 HILNIEE>
NN EE L HH A MG SN TV DBRATAPABELEAEZ N RIZTL AN~
(1[M200mgl H3[l) % SRS L 728, 7L A7) Vi h W< £ ¥ R U2 o
# (1011-THKF 2 MK) omEpiErE (F7 7#) ([CEEE2RITST. N
7&Ey$7vﬁﬂuVW%Wﬁ%uﬁgéﬁi&#otm

16.7.8 /NI T O
VT OEET R )Y AHE MRS ST ARATARABE LA Z RIS LA
N1 v (1H200mgl H3[E) % ARG L7z, 7 LNy 3w 7 a R o s
RIEE (bT 7)) ICHEERIZST. VTS 7L AN OSBRI
G2 o8,

1679 ZEMUFX>
FE M) X2 & A THERE S SN TV BRATADABE LB ZHRIZTLH N~
(11F1200mgl H3[l) % FAEREIIPS- L7zKE, T LN L 1d T € MY F 0 o s
(M 7M6) ZHEEZRIZES, FLTERMYF UL TLANY » OIEYBEICE
HR2 o 2®,

16.8 Z DAt
LI »OD$E25mg [HET] KO LAY »OD$E75mg [HET] 122w T,
[ &R AR 7e 2 R I A O LY RSB T 4 5 4~ (CPR24F2H29H 3
AHEAFE02205510%) ) 12D, S LAY 2 ODFELS0mg [HEET.) % s & |
Jo b & MRS LRI S AL, RIS RSE & A S,

17. BRERRRIE
17.1 BEHHRPRELMICET 268
17.1.1 BR7 7 &R
RIS AR B 2 M R & L 213 E MG 0 ZEEMILEGEIC BV T, RERHl

JHHTH WAL OLEEA AT IETEROLEBY THY . 7L AN »300mg/ H#E
% 0600me/ B EECHE 7 5 A & HlE L CHeaba i1 1 2 e 4700 B L7
%%ﬂ%ﬁ@%flz%
EasRis . J TIEREDE

ARV : [959% (R HIX 1] i
PEETY o7 512+019 ;
FLANY ¥ 031
150mg/ [l 86 481020 [.0.850.23] 0262
FLANY) v 086
oty 89 426020 [199.052] 0002
FLANY ¥ 063
600mg/ He i 449019 [-115.0.10] 0019

1212300mg/ H . >60mL/min®#E## 1213600mg/ H 25#5- 2 7z,

LR S B ORISR IE. 75 L ARBETA39% (43/9861), FL AN ¥
150mg/ H #C57.5% (50/871) . 300mg/H#T73.0% (65/89%1). 600mg/ H #T82.5%
(80/9711) T o7z EAEMERAIZ, FBMED v (31.1%) . BIR (28.6%).
(12.19%) . FWUIFIE (117%) Tdh -7 EEZREIVER L, 150mg/ HEELZ Lﬁ*ifExMﬂJ

Zhw AR . 300mg/ H HEC BRI L ARME O VFI20F (HE5 @ 1) A5G S h

*WT\'JFFJ Iiﬂﬁffw"lf* N I EE R Sk L 13RS 0 B E RILEGAERIC B
W, +fJMmET%%%% MEFOPIFA I TIEITFRDOEBYTHY . TLANY
> 300mg/ H#ETIE 7 7 1 ARRE & L L CRERHEI9I AT 3 2 Sk %00 b 7z,

AT OV A 2 79 o
e L | Y| NATAIDD N s bk
& S oklbERh | [ ZEREOE | oy
e | oS
P 135 | 4832021 | 120021 ]
TUANY > 063
o 131 | 4202022 | -182+022 R 00075
TUANY > 074
G00mg/po | O | 4082032 1 194032 [1.39.0.09]

a) BEERE A H AT A A O HEk S 5 L2 AR OB A a7 [0 (ki L)
2510 (SR EZRVEA) OB TRHIS L, AT 7 AR EVIT LR A %R
3]

b) #GHEROCLer@ % T N—=A T {1 v OFEREA T & 2R L3 25

) ZVTF=r )T I v AHEM (Cler) 124 5T, 30<CLer<60mL/min® #5r#

d) WA HRERT 20 A0 Hakd S50 L2 LEM OFIgEm A 27 [0 GiikZzL)
2510 (AL EZRWEA) OB CHli S, A3 727K E VI EHRVRAZ R
!

e) HGHROCLaBANT. R—=AF 4 Y ORFFA T & HAET LT 21585 (&
HEHIREOIEFGA T T DR—= AT 4 2205 OEALEIZBT 5 7 L I7/8 1) > 300me/ H#E
L7 RBEE OB E EEAME L)

) 7Vv7F=v2) 77 v AHfEEM (Cler) 12X 5Ty 30<CLer<60mL/min D # 5 #H
1213300mg/ H. >60mL/minD#ERH 12 i600mg/El7§ WG sz

FEA VR S B h ORIERSEBERIE, 77 LRET36.3% (49/13561). T LA/ »
300mg/ H#T56.7% (76/134%51) . 600mg/ HH#T80.0% (36/4561) Tdh -7z TRl
L. FEED v (300me/ HEE19.4% )% 0600mg/ H #£37.8%) . I (300mg/ H
20.9% J% 1°600mg/ H #£40.0%) « Ak PEIZAE (300mg/ H #12.7% & 0°600mg/ H #£13.3%) «
ARSI (300mg/ H #£11.29% K% 0°600mg/ H#E11.1%) Ty - 7227,

MMERTRIE IR 2 R & L 7221608 4 5 0 “ EE M EGERIC BV L FEEHiEE T
B (EOIIFAITIETROLBY THY, TLHN) ViFE (300~450mg/
H) T7 7R L L TREHANICE B 2 UEED 380 bz,

filfifE DI A 2 7 B
B e 77 RL DR -
S " [95%fEHEIX ] pil
S 248 5452012 -
TLA Y o
300-450mg/ [l 20 501=0.12 [0.78-011] 0.0016

g) WA LR 20 A0 ik S5 L2 LEMOFIgEmA 37 [0 GikzL)
2510 (ZHPLEZRWIA) OIERTIFE S, AT 7K EVITEROVIHA LR

3]
h) BGBEER T N—AT A Y OEIGA DT &L L B GO

LR R B h ORIERFEEHRIE, 77 2 RBET51.6% (128/24861), 7L H\Y
/%’?—’CSZ 4% (206/25081) Tho7zo FHEIWERAIZ, EIR (45.2%). FEMED T
(28.8%) . RERIN (14.4%) . fHFL (128%) TH- 7:28>o
17.1.2 ERREHREHR
RIS BRI L 12600 B PRIFVE AR AR IE (A Pin A 12300, MHERG i
6 313 AR PE AR RE SRR R i . A i . 2 S8 PERI LI
PEh) BE1030 AR & LRG3 (WIFN52H) 2B LA DR
& (0~100mm Visual Analog Scale TEATK X VM IE LV A ’E%?L) DIFHEIET
KOLEBY TdH-722 3,

FAOHEE (mm) @
FEATIRE T RIS HEPRIRIE AR AR 5 (2R ) IR
RRBIE | P = B BRITES I + R
510 126 620+19.0 123 528+21.7
120 116 353+22.3 119 30.0+230
2434 105 34.0+230 112 277220
523 94 283229 97 248+208
i HOFE (mm) 2
BRIy HRAE R PRSP B B
BRI P = B (R Bl P+ L
501 106 618+235 103 67.1+16.6
12:8 104 489+233 98 44.3+269
283 101 48.3+238 92 46.3+27.1
5238 87 471+248 85 449+270

a) 0~100mm®Visual Analog Scale THAYA X\ T LRI AZ RS,

[EI PRS- CRiIREE i G ) 12 BT e tERFlx S50 b o EIVE I

78.6% (99/126%1) 1Z7BD S, FE MR ILFEIED v (28.6%) . HRMEIFIE

(16.7%) . R (15.1%). R8I0 (135%) ’Cdboﬁ”

[N R 1 95 -k B (*&Riﬁliﬂmmﬁﬁ ) PEIR) 2B\ TCL AR S 6T

DEIERIX70.7% (87/12361) | &w)n FEREERE, BIR (22.8%). fhEHMN

(22.0%)  FEPED F (zo3%> T?)of“’

[E 3% 5 3RB% GRMERGIRE) (2B VT, 2ot aT it Sl b 12 BIVE T 1384.0% (89/

10661) (780 S, F R EIfER im?: (26.4%) . FBETED F V> (24.5%) . RN

(189%) . Hfh (160%) THorzo BTEHOEIERLIL, £ HPBETH Y . BEORIE

FHIEFED 57z o 7230,

[E AR - (AR PR S MEEE) 12 BV C 64T B IS [ B R 38R 2 &

iﬂ*ﬁfﬂﬁuw &)z)wiz:rﬁ%ﬁﬁﬂl’awa:ﬁt CHBLLEIVE &, 87.4% (90/103%1)
BN, ERBEIMEMNIE, BR (48.5%) . R\ (28.2%) . F@Eio v

(223%) R AE (175%) Td 7230,

17.1.3 EFEHFIERARHBRAST

HTRIRE IR B 2 R & L2165 0~ EHEREGRER IS BV T, EEFFMHH

HCTH2HERMOERAITIETROEBY THY, 7LA/N) Y (150~600mg/

H) T77tRBE L L CREMFMICEE R EEDS RO bz,




Jﬂg;!mz a7bh o
I YR
P53 L (uf%liﬂ@ff~l74’/ R
e HEOEL | s oA LR TTUHL DR o
STy = f i [95% 1= HIX [H]]

7R 106 1070149 i
A PAU M 059
150-600mg/ H 105 -1.66 =0.157 [098.0.20] 0.0032

a) HBEEORGX, 150mg/HA ShG L. A28 X 0 EERM AT, B4R TR

g8 L7 R TR A S 16 £ TRl 2 2 & & L7z,
b) #EEEDHEHRIRT 2AOHE [0 (A% L) 2510 (SREEZRWEA) O11B

B CRH S AL, AT 7 AR S VIZ LRI A ZIRT o] 25 L G#M (163E[H)
DIFFGA AT DNR—=AF A 2705 OPIZEALR % 3 G0 CHdE L 7.

ERH O R—=2F 1 20 b OPIGZEALiE=

LBl (16381H) OSFPIRA T -R=2 T4 Y OVIPIHATT] x [EWEHHE
DG /55 (1631 ]

BGHRORiRE W N—=2 T4 2 OEFA DT R ORH IS 5 BE OFHli O
A AT & A LY B ST

c

FEA VR RO ORIERSEHERIE 7 5 1R BET46.7% (50/10761) . 7L AN v
T67.0% (75/11261) THh o720 EREEMIZ. BIR (33.0%). FBtEo Fv (17.9%) .
KRUEZIE (11.6%) Th oz, EHEREEMIL, BRMBEELE 2 S, [mEL
f:s:l)o

17.1.4 S ETZ R R
RIS R RS R R L L S EERILEG
FEFHIRE DIEFEA I TIETEDOEBY THY, Wi

300mg/ H ## } 10%600mg/ H#ETlx 75 1 Rl & L L T%HT%H’J

BRIz a‘o‘«"C FEFHIEE Th % i
) Jo\nT¥>7l/7‘J)\')/

BRYEND
7B 39
EEFAIRE DY A 3 7 b
ek R 5 = = fﬁ 7 ja: RKEDE
Y ' . :
(AR ﬁmm‘g, (95 X ) i
AV B RO AR
1 TR 93 | 614=023 -
(AHEH) [y g5 > 0.88
150mg/ H 87 | 526=024 [-153.023) 00077
TLANY > 107
300mg/ 98 | 507=023 [.170.045) 00016
TLANY > 179
600mg/H 8 | 435=024 [-243-115) 0.0003
A4S T/ A R
2 TR 87 | 539021 -
GAEM)  [FLgy > 014
T 83 | 546021 oo 07999
FLANY 007
o 82 | 552+022 otk 07999
3 TR 81 | 633=022 -
(83 [H]) FLANY v -1.20
150mg/H 8L | 514022 [-181.058] 00002
TULANY Y 157
300mg/ H 76 | 476=023 [.220.095] 00002
1 TR 81 | 5292024 -
GEE)  [FL5y > 169
AGAL 88 | 360+024 s 00001
a) BEEDMEHFRIRT 2 A0 Hibiz S5 L2 AN O mA a7 [0 (ikz L)

2510 (HPERWEAR) OB TIFM S, 2T TR E VT ETRGIRA Z IR
3]

b) B K OC4F 58, iR OCLerf@ 2 T, R—AF 1 Y OFIiAT T & AR LT
LRy G

B2 R OBH G RE R O MR & T, N—= AT A ¥ OPSHA 27 % Akt & 53655
i

V7 F=r 7)) 77y AEGEM (CLer) 12X 5T, 30<CLer<60mL/minD#5k#E
1213300mg/ H+ >60mL/minD#Er# 1213600mg/ H 2345 iz,

AV UG BRI B T i 551 b o> B T 5
(37/936) . TV AN ¥ 150mg/ H#ET59.8% (52/8761) .
Bl). 600mg/ HEETT44% (67/9061) T - 720 EAEEME. FBEo v (150mg
/HBE16.1%. 300mg/ H#£32.7% &% 0°600mg/ H #:36.7%) . IR (150mg/ H #£9.2%.
300mg/ H ##11.2% K U600mg/ H #:25.6%) . KA§IEIFE (150mg/ H##12.6%. 300mg/ H
#14.3% )% 0600mg/ H#£133%) Td - 720 EEZEWEIL, 300mg/HEEIZT 5715
F ¥ —HRBUS LB, 600mg/ HHE LRk /BT IR/ 45 0 / AR 117 R /A IR 0>
SEEASIBIH S S, b [ L7239,

AHESS T/ MARGUER212 B\ T R ARl B O RIEH B 7 7 2 KT
25.0% (22/88%1). 7L #/3\1) »75mg/HEET321% (27/84%1). 150mg/ H #:T41.0%
(34/83B1) TH o7z EAENEMILFEMED £ (75mg/ HEE8.3% & UN150mg/ H &
145%) K OMENE (75mg/H#E7.1% % O150me/ H#£9.6%) . I1N#Z M (75mg/ H#E7.1%
T ON150mg/ H #:4.8%) . §9#1 (75mg/ HE1.2% % 0F150mg/ H #E8.4%) 4 Tdh - 723,
SRS I/ AR ER3IC B\ T LRI R B R ORIEH B E1E T 7 A RET
39.5% (32/8181), 7L A4/3Y »150mg/ H#ET50.6% (41/8161). 300mg/ H#:T67.1%
(51/7661) T o7z EAENWEMIZIFEINED v (150mg/ H#12.3% % U8300mg/ H
26.3%) . IR (150mg/ H #14.8% % 05300mg/ H #£23.7%) . 1Pz

% (150mg/ H#£9.9%
T U300mg/ H#£6.6%) 55 Tdh o 720 BEELEINEIZ, 150mg/|l§’¥LZv:§'EL\ L

C

By

S 7T 1 R TET39.8%
SOOmg/EIﬂ'fTGA:B% (63/98

Wi OB PEANEENR /L 22 P A MG D 3B 25 #y S 7z S s OffFiz > nT
LE IS, OB AR/ C = P P IGE R, SH LIS IR ATERR S 728D

AHESE T/ MAHBBR4IZ B\ T RN KRB O RIEHFEBERIZ T 7 2 R EET
36.9% (31/84%1), T LAY Y BETT30% (65/89B1) 123830 AL, F 2 BIMERILFB)
D F v (27.0%) . IR (23.6%) . KAHPEFE (13.5%) . NG (10.19%) . 554
(9.0%) BROFHMBAT (79%) HTdr o723,

17.1.5 SERAREHER

RS AR AT 2 R & L RIS B (154610, wE312H%S) K12

(27501, HR172:885) (2B BADBEDFHHEIITEDO L BY ThH o723 0,
i HOUE (mm) @
FPAMR RS- BRL B G-# R
Rl P = R S P = B R
5 154 694+187 275 67.3+179
12:8 114 42.8+26.1 211 40.3+254
2438 91 405%25.1 173 414+249
5238 63 383246 122 357242
10438 32 368+232 78 325*24.1

a) 0~100mm®Visual Analog Scale TfiiA A & W I EFRWEAZ R T,

""/\

RBRLIZB VT, AFAlixE G OEIFEF13763% (116/15481) |

ﬂ j:&ﬁ:{“{’ﬁﬁq ;t(%imttaf)iw (208%) RN (14.9%) . MR (13.6%) .
LAME (9.7%) TINEZE (84%). AMVEFIER OVRH (%£7.1%) . BIJHE K L
(£65%) FThorzo BEREWERIE, FHUC L 25M5300, LR, EBREE.,
™Y AdfiE,  REVERISMIGE O S NI . St/ S & B AME/Fli &
BHMESBISIEA I S, W L 724,
R G5B B\ T MRl S B0 O FIFEIX65.1% (179/27561) 12728 5
. EEERITEIED v (16.0%) . REPEFE (127%) . HIR (105%). #J)
SE. G9H. RERINL OERE (%55.8%) . Bl (55%) HFTH iz, EELEIE
JFRERERE & PR IS/t O 2613 sty S, 2 OFmlF I3 2 L2 LR E, l&f
o7z,

17.3 ZDft

17.3.1 BEOHEHR
AR NN 25 R & U TR L OV RIS 7 L 781 & & 150mg B IR 1% 5 L 72
B IEEI D £V ORBIERIE, AEREG53% (1/196]) & G Ar%5-30.8% (12/39
Bl) TEipo7z®,

18. RIHFIP

18.1 {EM#F
T U AN IR RN B TREMARGENE S V2 7 5F % 3OV OFERE 0 Ui
BEEE BT a20 M T 2=y PEDIEEEAL T, HIVT T AT ¥ R VOMBIER T
DFBRROH N7 BFAFIHRI L, 7V 3 2 BRSO MR E Y B #4103 5
CZEDIRIBENT WS, BT, 7L AN v OGRS TR RRE RO 2 v T
FLF) ROt n b = oIS A2EH LS L Twa Z EAURIBEETW
244 48)0

18.2 $EREIER
TLUHNY Vix, BERI B\ TR R SRR T B AR BN S, KRR
FEWE B OHE IR IR LS X 2 Hiee e st VI NG N B MR A R 2 03 % 0 F 72, b3
P, ST, MR SR SN2 BRER. HEBEEE T VIS BT O #EEMEH AR
—;HIQ? 756)0

18.2.1 1@MEInMEEE (CCl %7"")»(:3!7 PM7OT 1 =73 {EA
FLHNY YiE, Ty FCCIETIVIC L W ROBI T O =7 & L b I L
71 \()‘

18.2.2 EREMIERLE (SNL) EF MBI 2707« Z716R
TVHNY ik SNLETFTIIZ LD T v MOSAESEBHN R OB T a7 1 =7 % ¥
il L 7250,

1823 RAPLT YT (STZ) BRIFETINICH T BRT7OT « Z74ER
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