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o e erre o 871190
. TJLANYHTRIV
R : 3% TULAHNY COFER pRiESE
L5 EE B 3R S ) .J .J n o
J3TEJ) 25mg
JYNDn>
I TEJIV75mg
JYNDn>
I3 7)1 150mg
¥
LY RICA Capsules 25mg-75mg-150mg
"J ') 73.0D3% 25m
QD g
") ') 73.0Ds#
.ODg 75mg
") ') 73.0Dsx
.OD£& 150mg
o
LY RIC A 0D Tablets 25mg-75mg-150mg
ATENBmg | NTEATBmg | HTENM150mg
ABES | 22200AMX00297 | 22200AMX00298 | 22200AMX00299
HR 5% B9 48 201046
OD$i25mg |  OD$é75mg |  OD%l50mg
ABES | 22900AMX00502 | 22000AMX00503 | 22900AMX00504
) - EMSE ML )T e iR % BA 48 20174:6H
2. BB (ROBEICBHSLEVIE) Wi — L e A
ARHFN DA L aBEE O BEERE D & 5 B -
yuzson | PT . . | PTLY | A
3. Rk - MR 150mg Im"’ H 5@ Im” @E’O 150 %5k
3.1 R
Wi5e 44 V) HH T )V 25mg V) A A T IVT5mg ) A H 7+ )V150mg 4. RBERITHE
ARG PAZ AV TV v VA AV =
(Eriit (25.00mg) (75.00mg) (150.00mg) 8g§§ FE%E .
SUHKRI, by u T | fKA. v Tua | Sk, R vena i RIE -1+ 0 725
PR N %4 YTFYTL Iy PN S 24 Lt ap 2 - BEY =
g | T A ) 5. ﬁabltiﬁ%tjﬂﬁﬁ?élim
o SO LEREEF MY Y| Ty U MVERERF R U |5 ) LERERF R Uy (RRHERRIEAE (S &)
e P i BREBEOBII . KE) v~ F 22058 (B S0
- e 7 Bt | D H D X IETICEM L. MEEBI S M 2B A0 AKS
W5t 44 1) 1) % 0D$E25mg 1) ) 1 OD$E75mg 1) 1) % 0D$E150mg A
RS TLHNY v VA AV M VA AV M
(& (25mg) (75mg) (150mg) 6. RERVAER

eIz

ATFTY VBRI A Ty A WL )R VIR ATV, SV
bl =2, D-v = b—=)b, JUAFEE R, A ABTIVI VBT
ALy A F )L, A7 Tu—Z, B TYVERAT
TUNF YT A

3.2 RHOMERK

Ey] e
W4 §1F (mm) i s
DD F e heer B Q; 53 PGN Frv 7Pt
25mg —14.3— % KT EME
A5 T
Bfiror | PN i . N
VA TRV - O 53 PGN | Fv v 7 il
T5mg —143— 75 A=t
4TS TRV
V) A H TRV Oi 64 PGN ¥yv7 Al
150mg —180— 150 R EARRN=Tc!
25 TN
SHF (mm) 2
B4 W
T T i A=K
1) 510D$E PT) | » . . PTLY H
obme 60 60 130 P w5
yynobs | [ PT PTLY =1
Tomng @ 83 TS5 ) 83 | &lus o i

(HREEEEER
WE. RANAIMIHE L LT LAY Y 1H150mg% 1H20 255
FCREOHG L. €2ORLEK I B2 CIHHE & LT300mgE T
WS %0 b Fe. FERIC K DEERNT 205, 1HRSHEE
600mgx iz 2\ e Ly WIENRB AN TROAKSG T %,
RRMEERRBIE (£ 5 &%)
. RN HEE LT LAY Y 1H150mg% 1 H2[E 2
S CROKSG L. £O®%LEM L AT C1H & & LT300meg %
T L 721, 300~450mg CHERFS 5o B, 4Ffin. AERIZL D
FEMM T 525, IH&EEHREIZB0mgE B 2w e L, WY
B TH2WENZ 3 TR G- § %0

7. BERUVARICEET 23R

7.1 KAIOFe 5% fIET 586123 47% < & S LAMPL E2 T TR 4
WZHET 2k, [8.251]

7.2 BHERERT AR LIRS TAHE. TRIORTZLT7F=
YT Ty Mk BE L LCRAIORS &R ORS-HE %
BTl F, MEENZZITTOWLEETIE, 2LT7F=0 )
7T AMEZIG U221 H RIS A T, MBI & 555 L 725310k
HIOBIMHEG 1T 2 Lo BHOHENHTE SN TV IIHEITIE.
BHEPSHE L. 2EEIRERIN. IR TH 256 RS
LTl BB, TTTORLTWARHE: - HEEY I 2L —a Vi
RICEICLDTH LI Ao KFEHETLITHEICHEL DS,
M- AEEZHETH2 0 (9.2, 9.8.1, 16.6.221)]



(TR E AR

rVTT=Y AR
2T 60 >30-<60 | >15-<30 <15 R aTe
X DRFCIED
(mL/min)
1H#5% | 150~600mg | 75~300mg | 25~150mg | 25~75mg
IE2Bmg | 12ome
13 LH LK
s | LE7me T b L id2m | 1E25me 25513
PR 1H2 - ik 1H1E 50mg
11A]75mg
LH1E 1/8/50mg
1H 10
118]50mg
- 118]150mg 183M 175mg 1F25 i 50201%
R 1H 20 L 1H 10 S0meg 75m
1H75mg 1A 1 ¢
1H 20
1[A1100mg 1175mg
e | 1E300mg | 1H3E VHZE ) mrsmg | 10000
R | o Wi L L .
1H150mg | 1H150mg g
1028 16 10
) 2HC1E., ARG 6IE I & A OB % S L By ey S 2 b— v 3 o~
RIS
(IEMEBRIBRE (S 1 S & iB)
sLTF=y e
sUTIeA| 260 >30-<60 | >15-<30 <15 | WGERTE
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(mL/min)
1H# 54 | 150~450mg | 75~22%5mg | 25~150mg | 25~75mg
1[H25mg 1[E125mg
- S
I B V7 e ‘ L L2 | 11m25me 253 1%
) = paks ] -
1020 iz 1M1 50mg
118]75mg
e 1[A50mg
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A 1028 L 1E 1 50mg 75m.
175mg 1A 10 e
1H 28
1181100
LI
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L L
(Frerde 5-ar) 1H 2l 1H 3l iz 1A 1A 100mg
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1H 20
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8. EELARANER

(hEEHE)

8.1 RHNOFEGIZL DTV, EIR, ERHELENH S b, HEHESE
MUZES72B1H 55O T, REFGHOBEEIE, BEHEO RS
B % S B OISR S W E D WET A2 L, [11.1.15H]

8.2 RHNOSE AT G A IRIZ LY, RIR, Bl B, TH. ALK
DS HESOBBIERDH S5 bNEZ EhHsDT, HGE2HIET 5
BAII AR L AMPL ERNT TR A ICBET 5 2 &, [7.15H]

8.3 AADEGIZ LV EREMINA KT L HLOT, PHHITEEL.
Hi OBAEA D S b a1, EHED, EEPRESEOMY) 4 0L
BEAIT) Z Lo 12, HGEOMM, &25VIERMEG AR
BIAERDSNDE L hH 570 EMICERERIZE/T 2 L,

8.4 RFOFLGITL Y, FHH. HHEE, B, EHEOREE)s A
C2WEEMED D DT, BRI, IRFEEICOWTHEZ 21T 5iE
BLBEDRO SN A IEY R LEZ 1T 2 &, [15.2.280]

(FiEEEMER)

8.5 ARHNZ & 2 MikRRE EPEIE O GBI LR R Cld e AHERT
BB DS FERHORR L 7 5 EBOBW R OHER & I TITV,
RENZBRETG Lz &,

9. FENHREF I 2BREICATIEE

9.1 AfHE - MEEEZEDH 2BHE

9.1.1 EED S ~MEOFLENEE
DIMEREZHETHEREICZBWT, I ol OAREDH bR b 2
ENd B, [11.1.288]

9.1.2 MEZEOREI H 5 BE
[11.1.53H]

9.2 BiREERERE

JVTTF=r o VT Ty MEESE L LA OKG RN OHRSH
B2 REIT A Lo RFNTEE L TRELEA R ICHRE S S 72
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[7.2. 9.8.1. 16.6.2%&/1H]
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9.7 /hR

NRFEEZMRE LA R/ & LR R SE
ML TWiave 37 v M TIRARIEOESMA T L SRR =
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11.1.6 &I (0.3%Kii)
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(BRI H3E)

141 EHZHFEOEE
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Lo PTPY — MORRIKIZL Y TGS AIS AEREA~FIA L, HIZ
BEfla B LTS OmELRAHHER BT 22 L0 b,
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14.2 BRAIRE
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15. ZOMOEE

15.1 ERER{ERICE D 154k

15.1.1 AV CEM S N2 R A 2 L EBOMTADATEIIBIT 5,
TADA, BHRBEZ S L 721990 7 5 b Ak W F R 5Bk
MEHERICBWT, BREAERCHEBEER OO ) A7 55, $iT
ADAEORABETT S LRI L THR2EE L BITAPA
FEARFARE0.43%. 7T £ ARHE:0.24%) . T T A D ASEDIRFIEE T,
7T REELRI000AH 720 1.9ANL W EFE I Nz (95%EH
X :0.6-3.9) /2. TALABREDOH T/ V—TTlE, 79%
REEL HRI000AH 7202 4NZ W ERHHE SIS TV BT,
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15.2 FEERFREBRICE D 155

15.2.1 2EEB O~ 7 ANABERBICB VT, RKEEHRE TOFY
t MNEFROMEL FOBERICHYT L REORSIZL), AR
HRAFR\Z M IR O FEAE DI L 72 & OFED D 27

15.2.2 29EB DT v P BABHERBRICB VT, RKERHRE TOFY
t MEFROSEL FOBER YT L REORGIZL D, I
TNVE Zy MIEFERD O N MEEHORBIEN ML 72
WD LY T720 Ty M EROHBEOARERICB VT, K
RTONC-T L H3) v R REDTH LM L NT & A LD
HRIZ L SRBIRTH o725 T v 13K U528 M A #5- 313
TR T BB SN h o720 IRICET 2EITEH®
FEHFIXT T RHEL D E L MRS xS & L7213~16
HPG-O 7 7 R GRS O 7T R EHETIZ3.8%
WA L. AHFIEE (150~600mg/H) T10.6%. EMH#&% G (33t
BRffE4) T1X10.2%. FAMERBRRAE 2 xR & L7216 MG 0 7T &
Rt BEEERD 75 & REETIE2.8%I1xF L AFIEE (300~450mg/H)
T9.2%. EMI%5RERTIZ9.4%TH - 720 [8.45MH]

15.2.3 T v + OZIGRER OCWIIIRZSE BT 2 3 ERICB W T, &
KERAETOFE e MREFEOBR U EOBRE R M Y3 5 A
OFGIZ LY JBREEOFAEF LML 72 L OWEDH 2,

16. E#EHRE

16.1 MeRE

16.1.1 BERS
HARMNEFER A IZ, 7L A31) 50, 100, 200, 250/ U8300mg (&#5-#6
BI) A G B AR LIPS L 72, 5 5 B LR TCnax T L T12d R
6IFHCTd o 720 Cmax X NAUCo-1E, 300mgF TOHEHF T, R
LY,



G Conax Tomax AUCo- Tiz CL/F  Vd/F Ae
(mg) (ug/mL) (h) (ug-h/mL) (h) (L/h) (L) (%)
50 2.03 0.67 10.7 5.98 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 5.93 4.64 39.7 91.8
(0.73) (0.32) (3.0) 0.32)  (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) (0.38) (6.3) 0.62) (0.52) (4.3 (7.3)

MRS &66), SFIE (iR %)

Crnax © H 7 ML i B2

T © 3¢ 15 1L Fh G FE 0 S R o

AUCo-e» = IIHE r i BE -5 ] AR T T RE

Tuz + IIU5EHA i E )

CL/F: oy sr 7oy A

VA/F : BA NV o542k

Ae (%) : HIAFEL-H60M5H F TOREAMR D SR b

10
. O :50mg
— A 1100mg
§D 8 O : 200 mg
5 ® :250mg
A :300mg
ﬁ 6 TR
A
o
"4\2 4
A
™
)
g
od . .
36 48 60

BE®IEE (h)
16.1.2 REHRE

HAR N AN 7 L F731) » 1AI150 % 1UF300mg (&#%5-&761) %1H2
|17 5 B AZRE G L 72, 351224~ 48 ] CERIRIEIEL . %57

HH®DTi20d 225,95 U%6. 31 H Tdh - 720 #5-7H HDAUCo121,
BEEIHEDL METH 729,

Crnax Tmax AUCo12 Tz
(ug/mL) (h) (ug-h/mL) (h)

BIH  H7H  1H TH  H1H 7TH H1H HTH

1m150mg  4.36 6.24 0.9 0.9 21.8 30.7 5.11 5.95
(1H2m) (0.68) (0.79 (0.4 (0.5 Q.70 (2.9 (0.75 (0.46)

1m300mg  8.73 10.5 1.6 1.6 41.9 58.7 5.40 6.31
(IH2E)  (2.52) (2.4 Q.1 (0.8 (7.4 (1.4 (0.9 (0.5

Pt () . &761
%188 F2~6HE $7HE

e 1E50mg1 A 2E#KS
il O : 1[E300mg 1 H 2@#S
P AR

MIFRTLAH/N Y EE (ug/mL)

Phis

o
0/1812 2345604812162021283236404/14852
B (h) 5 (Day) 5 (h)

16.1.3 £MZMIFREFM

HARNEREB 4B, 7 0 A+ =N =312 & ) 7L 773 > OD$E150mg

ATV AN v T NV150mgE F N ENEER RO G L

&, TVUHNY MR R S EIRE T A -5 U ToLB) T

& o720 OD§EIS0mgld /K% LIUIAKR TR L7220l BnTd,
T VAN 9 T 150mg & EWFEICRETH B Z LR SN,

@ TLHNY >HTEII50mg
6 H —o— OD#E150 mg (K% L THRA)
—8— OD§F150mg (K CHRAA)

FioE LR

MERTLHNY V2E (ug/mL)

4 8 12 16 20 24 28 32 36

HE5 % (h)

¥ 72, OD#£150mglidOD$E25mg ft "'OD$E75mg & Bt H B 2SFSCTH ) |
WA SE & A STz,

16.2 IR4R

16.2.1 REOXE
HARNERER AL BT, AR KO ERZRIZT L AN % 150mgH b
RS L 72D Crnaxl T F N N4 95K 183,22 11 g/mLy Tmaxl$0.947 12 03.37
M. AUCo-slZZ I 2N31.2 028 .8 ug - h/mLTH o720 HHBEHZRGIZBN
CCrmaxtZHI35WMT Ly TraxlZHI2 ARERIIE R L 7225, AUCo-4sD IR 12#98%
THho72Y,

16.3 2
HARNfBERERL AL 7L 4773 250,100, 200,250 % U8300mg  (%+4%5-=:661)
g RN AT S Lf’ﬁ@ BT O A (VA/F) 134940LTdh -
Too TULANY VIEMERICEEAT L, AR IREE IS 3 2 2RO L,
0.76CTH o720 7L AN iF, 0.1~20 u g/mLIC BV CIMHEEHIC, 1F
EAEREE L D 27259 (n vitroER) o

16.4 {5
TUHN) AT E A ERHE 2T v, RN (PHEIA6HI) 12HC-7
L AN »100mg (107.9 4 C) #5-#%. FRAZ NS 7z i iE o £799%
WEREARTH o 720 RIS NI T LHNY Y OFEERHWTH 2
N-A FOVFFERII RIS ED0.9%E LTRSS Nize In vitroikR
ZBWT, FL AN Y159 ug/mL (ImM. 600mg/ H #%5-8F 0 58 H IR FE
DCuax D #J10£5) TCYP1A2. CYP2A6. CYP2C9. CYP2C19. CYP2D6.
CYP2E1J O'CYP3A4IZR§ 5 FHEIXFRD SNt 2p o 72910,

16.5 Bt
HARMNERE S AL, 7L H3Y) ~50,100,200.250 5 U8300mg  (#5-4%5-=661)
AR I B AR O G L 72RO CL/Fid4.64~5.15L/h CTh - 72o T DR
DR HEEE1E83.9~97.7% TdH - /2%,

16.6 HENEREHTHEHE

16.6.1 SipH
SERED6T~T8i D H AR NERER IE 6B 7 L #7731 »100mg % H [l (4%
CAWA TN Tmc:n 4EM] T12136. 32 Td o 720 AUCo-w & U T1243
fEEEIE B GE 12 7L AN 2 100mg % HL AR $ G- L7z & i L T g
Iz iﬁﬁ&ULﬁ@"%@ﬁf]’ﬁf{”§*Lf_mo

Cunax Tnas AUCo- Tue CL/F
(ug/mL) (h) (ug-h/mL) (h) (L/h)

TR 3.24 1.4 26.6 6.32 3.82
i (0.55) 0.5) (4.3) (0.82) (0.65)
TR 3.56 0.75 20.4 5.66 4.93
ks (0.67) (0.27) 1.3) (0.59) (0.35)

MOEIEE S #661. P (EERE)

16.6.2 BiEERERE

(1) BHRED R 7 2 WERE 2662 5T RIZ, T L AN »50mgr BRSO S- L
7ol BREREOINTICHE > TT2dS IER L. AUC-AME L 720 CL/F L UV
VT ACL)IEZ LT F=r2) 75y AZBIL Y BHEAT— %),

HI RO Conas AUC: Tnax Tue

b (ug/mL) (ug-h/mL) (h) (h)
OD#£150mg 5.794 31.180 1.00 5.955
(k% LCii) (1.180) (4.958) (0.333-2.50) (0.679)
OD#£150mg 5.793 31.410 0.500 6.008
(KR (1.421) (4.560) (0.333-1.50) (0.698)

T aoan -

;;Z;I 5)0;& 5.787 31.690 0.875 6.036
KGR (1.231) (4.477) (0.500-2.00) (0.698)

BTl (B ) . Tmadd el Gr/ME-ROKME) . 2461
AUC: : ff&th > 7)) > Z gt % T o IS v i - e i i T T A

sLTFZY Coo Taw  AUGe  Tw  CLF  CLr

797724 (ug/ml) () (ug-b/ml) (W) (ml/min) (ml/min)
>60mL/min 18 100 15.9 9.11 565 4.9
(n=11) 039) 0220 (44 (28 (176 (236
>30-<60mL/min  1.53 1.2 2.2 167  30.6 15.4
(n=7) (0.29) (0.393) (5.0) 4.1 (7.3) (7.7)
>15-<30mL/min 190 1.93 52.3 %0 167 9.23
(n=7) (0.62) (1.48) (11.7) (6.7) 3.9 (3.37)
<1??:L1/>mm 169 100 101 87 830 4.30

e 0 50mg (R, P39 (R %)
CLr: 27 VT7I YA



(2) BEHZEYBEERET

83F DHERE (HARNATM % e - BERHEHERETOBI. ARV IS 12 MR
BB 2650, PRI AR AR B R D I A A T 5 B 15461 [ DN AE
e B 224010) AR L U CRHEMSE B REMRNT % FEHE L 72 A5 R, —
RN E GE1-a 28—t A ¥ P EFUPHES N, /L L CCL/F
Lo Lv7F=r2) 77 A (Cler) MUOHAMAE, VA/FIIH L
CBMI, BUAERTE, MR OMERHSEE SN72As, T L AN ¥ O3EYE)
FEICHEZ 52 5T L LTIICL/FIZH$ ACLadBEETH A EEZ S
Nize BHEBEREICBWT, CLerDkTI2X ), 7Ly »OCL/
FIMET 35720, Clerfiz % L Ll - HEOREDPLETH 5,
720 HARNOBERFEVE RS AR & 120k ) ERAE T BT, Clerd®
30mL/min 2L E60mL/mins& i (2K T L TW A EHIC T L H /3 »150mg
% 1H 2l AR IS (300mg/H) L7z& & o%EEIREEIZ BT 5 AUCH12
(AUCo12s8) DET VI & BHEEMIZ. CLer2%60mL/minkh o #1127
L7731 2 300mg % 1 H 2 AR 4% 5- (600mg/H) L7z& & LR L TH o
726 CLcr%30mL/minkh F60mL/min i O BHIZ BT 5 T LAY D
27 F v A, CLer2%60mL/minh LD BE DR TH - 7210, [7.2,
9.2, 9.8.1=MH]

JLTFFZ - AUCo 12,5 CL/F
INT YA S (ug-h/mL) (mL/min)
>60mL/min 1[E300mg 86.1 63.6

(n=31) (1H2[@) (27.8) (18.5)

>30-<60mL/min 1[E150mg 85.7 31.1

(n=14) (1H21) (22.6) (8.11)

T (R )

16.6.3 M BEITHEE
BT &2 T B HEERE 126012 7L A8 > 50mgx HIAE %5 L 721k,
AR OIMAGHENT I X 0 MAER 7L N VI3 50% F TR L7z, 20
DB 2 )T T > Al192mL/minTh - 72 JHEAT—%), [13.220H]

16.6.4 #3LIB
FEMRI2BER DL L oiZslim (1061) (2. 7L AN »150mg% 128 2 & 12
%5 (300mg/H) L7zB:, 7L AN VIdBFLICBITL. B OERFIR
REIZ BT BT IE, BRIEE T DT76%TH > 720 FLIROTFIHRILE
W % 150mL/kg/H EIRET H &, TLHNY Y OFRADIHBH72) D
PR 30.3lmg/kg/ H (REIRF T 2 & BEESROKNT%) LifEE
Enz? HHEAT—%). [9.62H]

16.7 EWIEEER
ARFNTT & L TRZAEDO T FRPICHERES L, & MIBLTIEE A ER
ENDZ LB, FRMPEEAICDEE LRV 20, RAIDEW A E
MEpI &R $THEEIEKY GHEATF—%),

16.7.1 ANKRLF >
RHFN & TN T 2 OFEYHESEHIZ DO WT, R ALLRZ 0 RI2 7L
HNY 2 100mg K S H N Y F 2 300mg % HIE S L 72308k, f OVMERERR
N18BIIZ 7L #H31) »100mgfe S A /3R ¥ F » 4A00mg % S AEH 5 ($5-F
W BER) L 7-iBR % HEH L CHET L7z 2o R, HERS R ORE
BEOWTFNIIBWTH, RADBEHIZ & o THNRY F > O3 H EIL
BAL L e drolee T2 7L ANY Y OWIPGEEE L N Y F I & -
THOFPIART L7225, WIUEIIBE D e o 7219,

16.7.2 #ROEHTEE (EEE/ VI F L FOCREIF IR NS F—ILDEHE)
R BE L N 1166 % ok A KRBT S (FEBE 2 v =F » Fu Y 1Img Rk O
IFZWVIA LT TF—10.035mgNAFIALE) & 7L A3 > (1A
200mgl H3[m) % 2RO S L2k, 7L AN Y EHEO 2 v = F
VRO Y DCmaxlE 7L AN IR & L TR, T LAY
YOEREED AUCo20ld 7L AN IEBEFIE & BB L C16%38im L. 7L
NY UIE VT Y N O v OSEY BRI EE RIS kb ole TLHN
) UHABOLF VI A T Y F — IV DCnak FAUCo2lE. T L N1
IEBEIE & Il L CENENS% L 1A% L. T L AN ST =
WVIANT I = VOEMBEIEE L RITS hhodzc, o0 KL
LT L AN COMBEPREE (FF 7)) ISRELY RITS Rho7219,

16.7.3 OS5 H/NA
fRERERL N 12061 % xH 5127 L AN » (1A300mgl H2[) % AR 5.
05 E88 (Img) #BEAHES L2, 05 €84 DCnut AUCH=1E
FLHN) PR & I L TENREN6% K 8% L, S L AN
VIEE T BN A DORYBRE B A RIS ol T2, BT ELBE
HEED 7L H N ¥ OCmactdy B T E 8 A FEGEHEE L D 208801 L. AUCo-
12031.8%K <. BT X INLIET L AN v OEY BRI EEE S 2 hh o
Too TULHNY e u T ENAOBIC LY RRAREEE & OHLE B Ak
2BV 2 BURSHE R LA AT, HAIP G 1 TN IR T 5 2 6
[ SRR B 7z,

16.7.4 #¥>aK>
BRI L200 2 K 512 T L AN > (1AE300mgl H 2 % KAERE 357
+* a3 Fr (10mg) PG L72KE, %23 F Y OCrnat WAUCo-
wldy T LAY VIR L L CTENENL 1% TN9.5% A L. 7
LANY) AEAF 2T R OEYBEIEEL RITS otz £/ 4
XA RYPEHEO T L AN O DOCraxlds FF T a FUIEGHBELY
4 5% 72H%, AUCH2dAMETHY ., AF T a N g7 LanNy »
DIEWBREHEL TG R holze TLANY Y EF X0 F U offfIC
L0 FRAIBRAE R OCHLKGEBIFRAE 12 B 1) 2 RUSRFE R IE A DS, Al
BRI AT T 3 2 {E 25580 & 7z,

16.7.5 T2/ —JL
TERERAN136 2 Xt 502 7 L AN~ (111300mgl H2[8)) % AR P 5-7% .
T 7= (0.70g/kg) # PG L2k, T8 7 — VD Cuax X 'AUCo
wld TUL AN CIEBEHIEE & LB CENENE 9% K V9. 6% A L. T
LHNY ZIETy ) — VOERYBEICEE RIZE hh otz £72. 1Y
7 = VPO 7L B8 ¥ DCrat FAUCk12id. T4 J — VIEPE I &
i L CEnEN2% K 1% E Do 7205, S OZEIR EREE 2 55T
FhwekEZ SN, TLANY) ey )= VOPFHIZL Y, RAEE
K OHIGEBY R 12 3B 1) 2 SUSHEEE R IE AL, A G- 12 TR
AR T 3 2 fEH A0 & /219

16.7.6 7Zz= k1>
7z = b Y HAIOHERHE G2 & D IERDRE L TV B BARG TADP A
BEI0G 2RI L A3 >~ (1EI200mgl H3IA) % AR %5 L 721,
TVUHNY) E7 2= M oiEERRE (T 7E) 1SR Y RIS,
FT A S TUANY  OEY BRI HEE G2 o7,

16.7.7 AIVNNTEES
HNINT B Y ¥ HBH 2 RS SN TV B RN TAD ABELE 23R
FL N v (1E200mgl H3M) % KAERE LS L2k, LA vk
HNNT B Y ROZFORBY (10, 11-TRF > FIE) omiEpiEE (-
T ) ICEEERIZET, TN EE LS T LAY OIEYE)
BIZHEE G2 o7z,

16.7.8 NV 7O
SN aEET b ABE R MRS SN TV R IRATARABRELA
AT LAY o (1200mgl H3M) % RAERE %S L7287 LN
Y RNV T aBEOImERERE (b 7)) SRR RITST, FN00
TUEEL TV AN L ORI E LY 52 ko720,

16.7.9 SERUX>
FE M) F Y RHERTHERG SN TV BERATADABEL2H 25512
FLAN) v (1E200mgl H3ME) % RAERE %S L7z, 7 LNy vk
FEN)F U OMmETEE (T 7)) ISR ERIZST. FLTENY
FrHTLHNY yOEYEEIEE 5 2 ko 72?0,

17. ERPRRLIE
17.1 H3ERVURLSMICEET 255k
17.1.1 ER7' 7 R BHER
HRAS AR RS 2R & L 213G 0 “E S RILERBRICB W
T FEFHHIEE Th 2 &Gl OEA I 7 I TEO LB TH D |
7L #N1) »300me/ H BE K 0600mg/ H BETIE 75 & KB L i L CRat
A B R EES RO Sz,

BRI O 78 A 3 7
A T LA 5122019 | SR o
gg/mz/’;') T s 4.81%0.20 -0.31 [-0.85.0.23) | 0.262
;;gmz/’;') Tl s 4.26+0.20 0.86 [-1.39,-0.32] | 0.002
;)&/mz;u) “ow 4.49+0.19 0.63 [-1.15,-0.10] | 0.019

a) WERFEVEH LT 20 A O HESD b HH L2 LM OT9E A a7 [0 Uisk L)
A510(Z N Lz i A) D1 TR S AL A 3 7 2R E WIE ETlVIi A & TR 0]
b) HGMEROCLerf@ 2 /. R—=A T A ¥ OFEJFA T & 0" L3 555080
o ZVTFZy )T Ty AHEEM (Cler) 12X 5Ty 30<CLer<60mL/mindHiBk
#1213300meg/ H >60mL/min®#5# 12 12600me/ H A% 5 & 17z,
VLRl R B ORIFR SR IE, 77 £ KT T43.9% (43/98f) .
7L 77/31) »150mg/ H#ET57.5% (50/87f1).300mg/ H#:C73.0% (65/89
Bl). 600mg/ H#:T82.5% (80/97f1) Td o7z EHEINEAIZ. FEIED
F 0 (31.1%) IR (28.6%) FERL (12.1%) RAPEIZIE (11.7%) TH o720
HHE2EIEMIE. 150mg/ H B2 TR () © REl{) . 300mg/H
PRI RN /R O 1 B2 (25 - [98) ¥R Sz,




HEPRIPE AR AR E LA ) BT 2 R & L 213G 0 “HE R
RGBT, BEFFHIEE T H 5 R aF ik O A 2 7 13T ED
EBYTHY, TLANY »300mg/ HEETIE T 7 R & i L Citat#
B B R UGE DR L

AR ¥ 2 7 74
B b= NEATAIED | s ko
s | R EY | omtmmage | TOREERR | o
= P e
77 R 135 -1.20+0.21 - -
TVAHNY v , -0.63 _
300me/ 134 0.2y 9,017y | 000
TVHNY v -0.74
0.3 -1.94% -
600mg/HY 45 4.08+0.32 1.94+0.32 [-1.39.-0.09]

d) BB AR LIRS 2 A0 Hak2 S5 L2 1AM O FHERK AT 7 [0 (idkz L)
H510(Z ML EZ W EA) D1LBRETREIE S L, A 2 7 AR EWVIE LRV A % 7R T, ]
e) G MOCLerfE % WT N—=AF A4 Y OEFFA T T % Whs &3 558050 Bk
HEFHEREDFIRA T T D= AT A 205 OZEALRIZ BT 2 7L /31 »300mg/ H
BETIUARBL OB EEANE L)
f) 7L7F=rs )75 AHEEM (Cler) 124 5T, 30<CLer<60mL/mind#Er#
121300mg/H . >60mL/min®D# 5% 1213600mg/ H A%% 5 S L7z,
Za R R AR OREIEH BRI, 7T L RBET36.3% (49/13561) .
7L AN »300mg/ H # T56.7% (76/134%1). 600mg/ H # T80.0%
(36/4581) Td-o7-. FHRBEWEHIL. FEIED £ (300mg/ HHE19.4% M
1'600mg/ H #37.8%) . f#IE (300mg/ H #20.9% & 0%600mg/ H #£40.0%) «
FAYMEFRE (300mg/ H#E12.7% 5 0°600mg/ H #13.3%) RIS HN (300mg/
H#£11.2% K. 0%600mg/ H #11.1%) Td - 720
MAERRE B it R & L1650 —EEREERRICB VT, £
SLEHMIE H T B AGHEEOSIRA I TIE TROEBY THY . LA
N1 B (300~450mg/ H) T7 T b AREEE I L CREMFRIICHE B 2
EHFRD H NP,

TAERFIRS O A 3 7=

EpacRis /N 5 bR E D
% b1 ”‘/Jﬁ’ﬁ%f 3] 77ch Lo o
+ Rk RR [95% 15 HEIX ]
751K 248 5.450.12 - -
LAY 0.
TVANY L o 5.01+0.12 0.44 0.0046

300-450mg/ H [-0.78,-0.11]
@) HEEEEHHEH LT A0 Hakd S8 L2 EM OISR A 27 [0 (A L)

P H10(SNELEZVEA) DLLERECREM S AL, A T 727K & WIT LRV AE 7R T, ]
h) HGBER T, N=AT 4 Y OEIGA T T &4 L 2 L5 HoT

ENEMG-RER GRAEFIRE) 2BV T, MRS S H 2 BI1EH
1384.0% (89/10661) 12720 b, FEREIEIZMER (26.4%). FEIED
T\ (24.5%) . REBIN (18.9%). fifk (16.0%) TH -7z BIFEHOE
FEBER, ZDPBRIETH ), WEDORIEHIERD S h o7,

EI R 538 (PRI E ) 128V T BT S 4 ERIER
BRI AER A & TAEEATEAL L 72 db B W IEAEER I T H o 72 1 BB L 72|l
PEIE, 87.4% (90/10361) (ZRB® HAv, EZRRMEMIZ, HIR (48.5%).
FREHIN (28.2%) FEIED F > (22.3%) RIPETRIE (17.5%) Th o7,

17.1.3 EBRERERARBRAE

HFHIRG R EH 2R & L7216 M%G o “EEMRILEEBRIZB W
T, EEFHEHE Th 2 HRHOKIMA I TIITROEB Y THY, 7L
N B (150~600mg/H) C7 7 AR & L CREHAICH = %
DD HNIB,

P A 2 7
U B e HHEONR—=25 1~ .
;}Rﬁﬁa, by TR D
TR | B0 TELE [9570/ ,F;EM? pfi
N + i ve
AA N 106 -1.07+0.149 - -
TLHINY v
et _ 20 08 —

150-600mg/ H 105 1.66+0.157 0.59 [-0.98,-0.20] 0.0032
a) WHEHEORSE. 150me/H 25 BIE L. H258 X 0 BT, BORE T

g L7z BRI TN S L6 F THEFFT A 2 & & L7z,
b) BEEE SRR 2HAOHE [0 GEAZL) 22510 (TP EZWIEA) ©11
BRECREIi S AL, AT THAREVIZERVITAZ IR T ] 2550 LA (1634
M) OIEFGEA T DN—=AT A b OFE bt % ¥ 5 WM T L7z,
R ONR—=2F 1 206 O ZE L=
LAEHM (16EM) OFHERA T -R=AF 4 Y OFERFATT] x [FHE
G ORGSR A5 HIH (1638 0H) ]
o) HEHR UM EHT. N—RA T4 Y OERA T ROFAIZET % BE Ol
AT &I LT B oo
AR R B P ORIWERSEHEIE 7T £ REET46.7% (50/10761) . 7
L AN CHETE7.0% (75/11260) TH o720 LR EIWER I AHIR (33.0%)
FEIEO T (19.6%) . KAHEFEE (13.4%) Th o7z, BEEZEIER L.
R HBERE LB Ay S v, IR L 7o
17.1.4 SE 75 Rt BBHER
TREE R REE E R E L ZEERILERBRICB VT, R
THHTH 2 i liFEOEBAITIETROLBY TH Y, wWIhoRER
IZBWTH T LN »300mg/ H#E K U0600mg/ HIECTIXZ 7' 7 L REEL Jb
B MBI B R ek 278 b z?,

LAVEEEI S B OBIVE RBIZEL, 75 L RBET51.6% (128/24861) . T TR YR A 3 7
FUH Y Y BECE2.4% (206/2500) T o 7zo EREIMEIL. IR e | BT [ | miREE | soereon |
(45.29%) 7B F v (28.8%) AT (14.4%) L HFE (12.8%) TH - 72, RS | [95%ME X R] ’
17.1.2 ERREAHR S HER AV R 3R
RIS B RS 12600, RETRAGPEAHS LR 1 P 5 P 12300, 1 [7rek [ 6 | 6uz0m | - 1 -
HRAE A FEAE S 106U S R MRS VR (CREBBARU B . TR e U R I -0.88 00077
5T £ S VEREALAE |20 0 5 0e) BRE10360 2 W5 & L 72 BRI 53 (» 180mg/H ) ] o [(-1.53.-0.23] | 7
FIH52H) 2B DADHE (0~100mm® Visual Analog Scale Tfii TVANY ¥ 08 5.07£0.23 -1.07 0.0016
. e e 7 2 " h 24~17) 300me/H ; SR [-1.70,-0.45]
DREVIZEBWHAZRT) OFHEEITEOEBY THo 2220, | | |TEEEE bR
TLHNY ¥ -1.79
j i a
A _ ] FADIRE (mm) \ 600may 1O 88 1.35%0.24 |, ot | 0.0003
R iEES i T«U{ﬁi%{ﬁﬂhﬁﬁﬁ _ *E?R’ﬁ‘[iﬂ*’rl—ﬂ‘%‘-xl&%k#\?J&iﬁ? SO T AR
RGN | TR | GRMEIA | PM= misE p E— o F— - -
5w 126 62.0+19.0 123 52.8+21.7 (54 F) ;;17/”77;;7\;&7; o "”":;’": ””””” :(7)&/71 ”””””””””
12;8 116 35.3£22.3 119 30.0£23.0 75me/ H 83 5.46=0.21 [-0.71,0.43] 0.7999
2438 105 34.0+23.0 112 27.7+22.0 Sraaye | T 007 |
82 5.52£0.22 0.7999
5238 94 28.3+22.9 97 24.8%20.8 150mg/ H [-0.64,0.50]
PR — 3 75 R 81 6.330.22 - -
& (mm) ® N e R B e B et T
- prp— : TETP—— A KA 1420.22 IR 0.0002
A A PR A AR I A 150me/H 5.14%0. [-1.81.-0.58]
FMIGIA | CTISMEEENRE | RMGOIEC | VIO = R U 76 """ 4 76+o23 """"" ST 00002
P50 106 61.8£23.5 103 67.1£16.6 300mg/ H OED [-2.20,-0.95] :
12} 104 48.9+23.3 98 44.3£26.9 4 75K 84 5.29+0.24 - -
o N N GHED | > 5y~ | | P
2838 101 48.3£23.8 92 146.3£27.1 TLH | 5602021 1.69 00001
5238 87 47.1%24 8 8 44.9%27.0 600mg/H [-2.33,-1.05]

a) 0~100mm® Visual Analog Scale TEATA X\ T EFRVIFAZ R,

EWNEMR SR GRREEEMER) 1CBWwT, el £ 5
DEIMERIL78.6% (99/12661) (258 H A, EREWERIZEES v
(28.6%)  FAEPEFHE (16.7%) MR (15.1%) MRESIIN (13.5%) TH o7z,
EIN R4 5-508 (R R P AR A B S5 1O 5 I8 ) 12w, &tk
AR B R O EIER 1£70.7% (87/12361) 12780 Hav, E 2 IEM X,
IR (22.8%) . MREEEIN (22.0%). FBEED Fv» (20.3%) TH o7z,

a) WEERE M H LT A0 Hakd S50 L 22 LA O A 37 [0 Gidkz L)
2 5H10(ZNELEZ i A) DR CRHIli S L AT 78R EVIZERVIEAZ R T .]

b) AERLK O : %588, Hidk K OCLerB 2 . N—A T A Y OEFEA T % kit
[ W G
AER2R O3 PGB R UM E T N—=2A T4 L OERGATT 24w e § 54
Vi il

o V7 F=rr0) 7T v AEEM (Cler) 124 5Ty 30<CLer<60mL/min 45k
H1212300mg/ H . >60mL/min®D #5412 (3600meg/ H 254k 5 & 7z,

HVEH R BOS B BV CL e MRHEi RO R ORI BRI 7 7
L ARHET39.8% (37/936). 7L F 3 »150mg/ H#ET59.8% (52/87H1)
300mg/ H #ET64.3% (63/98f1) .600mg/ H#:T74.4% (67/9061) Tdh o7z,



FREERIG. FEEo v (150me/ H #16.1%. 300me/ H #:32.7% %
U%600mg/ H #£36.7%) . IR (150mg/ H #£9.2%. 300mg/ H #11.2% & F
600mg/ H#£25.6%) . A<M H:FIE (150mg/ H#12.6%. 300mg/ H #14.3%
J 0600mg/ H#£13.3%) Td - 72 BE 2 BIERIX.300mg/ H#IZT7 F 7 1
7% ¥ —HREB1EI. 600mg/ H BBk F VBT FEIE /7 BT 0E/ AR
TEFRE B IROSIEAS B S S, WL | L 72,
HHESS T/ MARRER2IC BV € BeVEFFIN R 60 o RIfEH B 7
F & REET25.0% (22/88%1). 7L #H/N1) »75mg/HEET32.1% (27/84
BI). 150mg/ HBET41.0% (34/83%1) CTdro7zo ELEINERIZFEIMED F
W (75mg/ H #E8.3% & (°150mg/ H #14.5%) & @R (75mg/ H #7.1%
T UN150mg/ H#9.6%)  IIPIE2 1 (75mg/ H 7. 1% K% 0°150mg/ H #4.8%) |
§96 (75mg/ H#1.2% K U0F150mg/ H #£8.4%) % THh - 72,
HVEIS T/ TARRERSIC B\, st iliat S5k o IR 3R IE 75
+ REET39.5% (32/8161), 7L 77 /31) »150mg/ H BET50.6% (41/81%1) .
300mg/ HE#ET67.1% (51/7661) Td > 720 E 2 BIVERIZFE 1D F v (150mg/
H#12.3% % 1°300mg/ H #£26.3%) . &I (150mg/ H#:14.8% &% 1°300mg/ H
#23.7%) . CINEHE (150mg/H#E9.9% K 0°300mg/ H #:6.6%) 4 Tdh -7z
EELFEIEMIZ. 150mg/ HHEIZHEEL, OEMEIISMGE, CREEREIR/ G
HHIIIGHE D3I SN 720 SIS DBEEIRIZ DT L E IS
LB/ CEENMGR R EE, $ELERIE R S iz,
HMEISS T/ MAHEBRAIS BV T RN e O BIMEA ZIERIE 75
£ REET36.9% (31/84%1) . 7L AN > HETT3.0% (65/8961) 12780 S,
FREIWERLFEIES T v (27.0%) JEIR (23.6%) KR VEFE (13.5%) .
CIWNEZRE (10.1%) . 5588 (9.0%) R OFEHEBAT (7.9%) FTholz,
17.1.5 SERPZS 55
TSR MR RERE R e L RIS HER (15461, i K312081% 5)
T2 (27561, #E17288%%5) 1281 DA OBEOTIHEIE TR &
BYHThHo729,

FAHDIEEE (mm) @
AP R85 wlBRL R8BS g2
A5 % P + R AR % P+ B
5T 154 69.4+18.7 275 67.3%17.9
Sz | | 2.8+261 | o1 | 103254
o | a | 4055251 | | 42249
Cosom | 6 | 832246 | 12 | 5.7:242
4w | 2 | %8232 | s | 325541

a) 0~100mm® Visual Analog Scale TiiA% A & W IZ LTRVEA X R T,

FHHG-RBRLIICB VT ZatiF i Reh oRIfERI375.3% (116/154
) 12RO S, ERRIERIZZENES v (20.8%)  ARERM (14.9%)
IR (13.6%) FHIC L 29M5 (9.7%). TINEEEE (8.4%). FMHHEFIE
T OVRF (£7.1%) EIJREK AL (£6.5%) FTdhorz. EELE
TERNE . Fl & A HM5300, ReE IR, EBIREE, K b 7 AME.
PRI O 2 ARG Jet/F X 2 AME /BRI & 2 AMES
BB S AL, b IfE L 72,
Fli#5-5088212 35\ TR EVERFAf S50 T O EIE 1365, 1% (179/27561)
RO SN, EREMERGEBES T (16.0%) . KMMEFE (12.7%) .
IR (10.5%) . MEJJ0iE. 594, (RERINL OVSR (455.8%) . #als (5.5%)
HETholo, EELRENEML, MRS, REBEL/ L0203 05
HIN, ZoOEFEENEIRBME, BETH- 72,

17.3 ZOft

17.3.1 BEOFEHR
HARNERBN &5 5 & LR R R VB IC 7 L 731 & % 150mgi [a]
RIS L7zR R8RS T Vo3BT, A%%55.3% (1/1961) L1
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