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71 7 v 25mg 717V T5mg 717 )v150mg
& 52 & =/ 30200AMX00859000 | 30200AMX00860000 | 30200AMX00861000
IR 55 B A 20204127 20204£12 /1 2020412
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(w1 7] 25mg \ 75mg \ 150mg # % Fehe (CEP S
i~ 7]7:» FVr, erFaFdFrryuollbira—2x, D-¥ = b= LS He
" L) % (mm) 6.1 3.1 10.1
ﬁuﬁf@b@%%&y\ﬁﬁ%y‘?WUW%@Na 2 % (mm) 3.2 3.8 4.9
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no4 TV ANY) OD§E| 7L A1) Y ODEE| 7L AN ODEE B AT PAY I TLAHNY v TLHNY v
e 25mgl 7 1 | 75mg[ %7 1 ] 150mg[ 17 1 | ARFR OD 25 OD 75 OD 150
BRI TLHINY v +IA vkt + 4
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JOARE Ry, fifitrvo—2, 27 50—2, 277 4. ;}JEERBM%
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4 (mm) 14.2 14.2 15.8
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L, HERETLICHEEICBIE LS, A - A=t WlEld s
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(mL/min)
1H#58  |150~600mg| 75~300mg | 25~150mg | 25~75mg
| %5mg 1f125mg
1H3H 1H11A]
- 1[E75mg 3 L 320 | 1kH125mg 251
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1H2[m] paks 1H1IA] 50mg
1[l75mg
1H 1 1[A150mg
1H 1l
11E50mg
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BABISE L2V OH2ICHET S 2 L. [7.15]

8.3 AH DG X W EEMINE KT 2 EHHHOT, I
L., WloERD b ad, ESREE, EEREE
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L. UARED 5L IEEALT 2 s W, IR R o &
CEBB B0, KA BT S I | b, OB
DR AI RIS T 5 L, M ok B |25, Bk
R— B W%
. B fE, DR
ROBWER DD 5oL ENHLHDOT, Bigzr +012T, B Ok | sk o £ | G T i
RO SN A5 2 P kS % 7 LY 2 ML % 4T B s L _
528, LI iE % — i 5 5 7| AR
= oy 7, SR,
111 Ekt{m“f'ﬁﬁﬁ (Iﬂlif\%ﬂhi\ (IE]
11.1.1 HFWVQR0%LL L) EEE (20%LL 1) . EREEEK (0.3%Hm) PRGN, s
WEV, MR, FRYEDD S DN, EBE LB Rz 1M
DHED D H.[8.1, 9.8.25H] I 5 (SRR
11.1.2 DR (0. 3%ki) . BiZkEE G <) i L i3 |
LRED) R0 BB HEETIE, BEE TR, R [0 R sl it
BN S Pk Ly B 2475 & £ .[9.1.15) e AL B
11.1.3 HEEUERRIAREE O EEA ) BREE ([ . ERBEE. B AEas. BBk, W
e, &, CKEA. MR ORI 4 7 0 E Y LRSS Lo PR REL BB B EuRs, |5
&HobNIHEII, R L, B RREET 2L, L O
, Gl e S A - £y A B A ) 7% = - Il ‘Jé
if“f"‘m’”ﬁmﬁ@f7“"“"%Fﬁm@%ﬁ“‘i“‘“’“to R R O | 55 ZHHEIE. B, | B, Gt |5
11.1.4 BAZ (0. 19%AH) AL it e S N e
11.1.5 MEMEZEE G ) ATy BT, B W . &
M RIS O BIE A & b D & Ehd %, [9.1. 25 8] O AL S RO IE AR, [ B .
11.1.6 B (0. 3%4il) L5 VU | s
BUVEL R AT, R SMEESORMBERY S  |HEORHE IRRIR. SRR | =R
SR - e 73 = = _ S .
11%;*;%5;% Dréﬁnﬁ?%iiiﬁ HYZMEELH Z Lo FENA . DA SR, T
1. PRI (BN Ak % TALILE R 4,
WO IR, FECE O R A B L R RgE. 15
RO LI A ITIEEXAL. ECTEHEOME L i3 5 2 ;{ Hﬁ‘fﬁi
Lo MBS D N3G R Rk Ly BT BCE L AT
I fﬂf‘ A HIFR SHEER T M. OB R B % |
WL FOBGE OB RILBELT) = Lo OGRS, . [EEE. M A 5
11.1.8 Yav I BHEEARH), 7FT14S5F—(0.1%Kii) e L N V. BT
11.1.9 FEEEIREIREE (Stevens-JohnsonfEIREE) (B FE A P,
BI) . BRATHE O3 B AH) HFIE
11.1.10 BUERFS R . FFREBEREES (0.4%) | L
BUENT 6, AST. ALT ERS 506D IFliERE N B 5 bns |05
1132 kg;;)m%a;‘mm ERE | (R |0 HCKIE . | O % A | in 7 ) 7 A
: 5 ALTH fil. AST|sgEighn |
1%L 0.3%Lh E1%Ki5 | 0.3%A BHEEAH Bom. 7 3
MR O B o BRI | IR A 5 — R, I
>N RREE H MLERIRA AE 7 L7 T = H
R R 0% B IR. k| o i
Al o Joite, e 13. BEKS
RS RIRE (85 &l & 5 4[5 2. % bBEAKE. Mot 13.1 fE4K
i L, (K E OB S, VAL, 15gF TOMEHZGHNFHRE SN TEY . BEHRGEHICAOR
RELE. O (270 A i%ff;@) ?:@: REAIERIG, WEIREE . WU, SEELIREE. W10 o, Wk, W%
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14.1.1 PTPAEOHEHFIIPTPY — F 25 L TIRET 5 &
IFFEFT DI L, PTPY — FORREKIZ X D . WA EE
AL, 213l 2 B2 L CHERBIR 250 EE 2 46
SEERT LI LD D,
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14.1.2 AFNITHFO L2 THER ZEH S5 & fiET 572
B, K L CTHRETRETH b, T2 KTIRHTLZELTE
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15. ZOMthDEE

15.1 RARERICE D B

15.1.1 #EHhCHEM S N7 A H % & L EBOITA»ASIZB
Ly TADA, FIEEEL R E L721990 7 F 1 ARt R
RRBOBEHERICBW T, RSB LR AR EROIHD)
A7 D, MTADPAEORMETT I L REEL LR L T2
B FUTADPAZERMEE 0.43%, 77 2REE:0.24%) . Bt
TAPAEDORMEETIZ, 79 v REELH~1000AH7201.9
N\ LR S (BWEHEX 0 0.6-3.9) 0 720 TAD
ABEOY 77 V—7 Tk, 75t RBEEL 100005721
2ANL\VERHE STV,
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15.2 FEERPRERERICE D < 1EHR

15.2.1 2O~ AN AEMEREBIC BT, AHEHNETO
iy MEFERE O LOEE RN T L ARIEORG 12X
. BRI A AIE OIS LERDSEANN L 72 & O#i 73 57

15.2.2 24EM DT v M HAFERERICB T, HKEKRAZETO
T MEFEREOSEL FOBEE R ICH M T 2 AREOHKG 12 L
D, TV E Y Ty MIlE RS 512 HEREZENE O S ER)
WL 7z 0SS 50, 20 T v b EIH /s A5t
BRIZ BT, KK TOUC-7L N v Bk R Dl 2213
MR NE & AL DRI HEIHETH o205, T v M3K
O52:8 [ SARHE G- B Tl R R a3 2 B R H
irolze IRICHETAREIEHOEBRII TSI L REL DS L,
T MR A A R & L 7213~ 165 0 75 & Ryt Hg
SHER (3R E) D 7T B RBETI33.8% 2% L. AFKIEE (150~
600mg/ H) T10.6%. R+ sk GHEREE) TiE10.2%.
HHERFIE A MR L L7216 50 7 T 2 Rt BB o 75
R TIE2.8% 26 L. ARHFI#E (300~450mg/ H) T9.2%.
Wi 5388 T139.4% Tdh - 72, [8. 4B ]

15.2.3 T v P OZFRRENR MRS EICB T 2 HBRIc B W
Ty WARBERHETOFY e MEFEO28ME U EOBEEIZH
M LAREDOHEGIZE Y, BIREFOFAEIS ML /28D
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16. EYEhEE

16.1 MAEE

16.1.1 BEO%S
HAR NS ALZ, 7L #3150, 100, 200, 250% UF300mg (%%
6B % A BRI G L 2o B B 12 A0 1B ] T Ca 2 5
L. Ti2ld 6 CTd - 720 CoaxX FAUCo1E, 300mgF T H &=l
BT, AR CHGI L TR L 7Y,

Erasn iy Chnax Tmax AUCo- Tz 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)

A E RS- %60, T (R E)

Comax * T 1o HLSE AR

Tmax * 952 155 HILAE H % FEE ) 53 R 1]

AUCo-  HIUHEH % B2 - I AT T

Tz o HHE R RE ]

CL/F: Bpriio&gs) 75 A

VA/F @ BT o5 fisifk

Ae(%) @ HAIFEG- 60 F TORZ(LAD JRhHEEEE

16.1.2 RiEH”XS
HAR NERERR AL 7L 473 1) 211150 K% 18300mg (£-4% 5-m:861) % 1H
21817 H M AR 8 G- L 72, #5124 ~ARIE ] CoE i IRTBIZE L,
5TH HOTred E 216,025 06 31/ TH - 72 F57H H D
AUCo2ld, #5HEIHH DL 45 CTdH - 729,

Crnax Tmax AUCo12 Tz

(ug/mL) (h) (ug-h/mL) (h)
BIH 7H  EIH HTH  BIH BTH  B1H BTH
118/150mg 4.23  6.30 1.3 0.9 22.2 316 5.11 6.02
(apzmEn) - .72) (0.7 1.1D) (0.4 (1.9 (3.6) (0.69) (0.47)
1181300mg 8.82 10.3 1.6 1.6 42.1 58.8 5.42  6.31
(1H2[n1) (2.3¢9) (2.3) (1.00 (0.8 (6.9 (10.6) (0.87) (0.54)

P (R (RE) . 4861

16.1.3 &EMENRIEF MR

(TUANYVATEILSEMe[TD A1)
TVLHINY A Tn2bmgl T A JE D) A h TR 25mg R
BFI2EzNZNn1h TV (T L AN ¥k L CT25me) 228 E [l #
e (ra Ak —N=) L. MEER 7L AN ViEr e Lz, 1%
5N7-FEYEHE/ YT A — & (AUC. Cmax) lZ 2\ TR EHEX T
MREHIAT 24T o 7285 %, 10g(0.80) ~log(1.25) DFEPANTH v . WHID
AW R SR DS TR S 7z ”s

BRHN 7 TRV GHE DI B ST A — 5

Cmax Tmax Tz AUCo-24nr
(ug/mL) (hr) (hr) (ug-hr/mL)

A AUV 9%
2Bmal 7 1 | 0.99+0.29 1.0+0.5 6.1x1.0 5.23+0.68
VA A7 EN25mg | 1.01+0.30 0.9%0.4 6.2+1.0 5.12+0.72

(Mean=S.D., n=20)

L2r —e— TLANY AT 2l T A |
I --o-- JUHH Tt 25mg
s Lor Mean=+S. D. (n=20)
K
L 0.8 ‘
% i
N 0.6
1
w04
JE
(1eg/mL) 0. 2
TR R I I I 5:\17
0 Q 152253 4 6 8 12 24
0.17/0.5 s £
00T e 5.4 OREH (hr)

(TLANKY AT EINOMgT T 1)
TVINY ¥ TR 150mgl $ T A JE ) ) A A T v 150me & fEHEK
ANBFIZENZNLA TRV (T LA/ ¥ & L T150mg) Ze 5 B nl %
PG (7 m 24 =N =) L, MmEh 7 L AN i 2 J5E L7
&N BRE/ ¥ T A — 2 (AUC, Cmax) (22> TI0% MR 12
THERHRAT 247 o 7245 1og(0.80) ~log(1.25) DFEPHNTH 1 . ]
DY AR SRR S N 727
BRFN N 7LV GO IEYEE ST A — 5

Cmax Tmax Tz AUCo-2thr
(ug/mL) (hr) (hr) (ug-hr/mL)
TVIHN) v h TRV
150mel 47 1 | 5.09+0.98 1.4+0.9 6.2+0.6 30.41+4.09
V) A7 E)V150mg | 5.51+1.09 1.1%£0.7 6.1+0.6 30.36+4.31

(Mean+S.D.,n=19)




T N —e— S LANY >IN 150mg T A |

i | --0-- U HhHTEIL150mg

4t | Mean=+S. D. (n=19)

o

7

L

%l

VA

)

>

i

1

(ng/mL) 11
TR A A R | | | ;:\Q

Oppr152253 4 6 8 12 24
0. 01}330- g 1 545 OB (hr)

(FLHINY ~ODE Mg[b D1 1)
T LN »OD$E25mel 7 4 1& 1) 1) 51 OD$E25mg x fEHE R A T
IZFNENLEE (T L A3 & L T25me) Z2JE I Rl 4% 5- (7 1 A
F— =) L, MR 7L AN ViR E L7z, 155 N5 )
fE/¥F X — % (AUC. Cmax) 122\ T0% {2 #H X J 12 CTHEEHAMT %
1To 7ofE 5, 1og(0.80) ~log(1.25) D& TH O . WjH]| AW [F]
SMEDHERR S 7Y,

FUHFI G S OEM B ST A — 5
Cmax Tmax Tz AUCo-2anr
(ug/mL) (hr) (hr) (ug-hr/mL)

0.91+0.20 | 1.3+0.6 6.0+£0.6 |5.12%0.56

7 L N1 2 OD§E
25mgl 7 1 |

(n=19)| V V 77 OD##25mg
7L #NY) »OD$E

0.93+0.20 | 1.4%+0.9 5.9+0.7 ]5.04+0.52

K
;J?) S5mal 7 1 | 0.92+0.18 | 0.7£0.2 | 6.3+0.7 |4.98+0.66
Ul
(n=20)| Y U #0D$E25mg | 0.93+0.11 | 0.7+0.2 | 6.3%0.7 | 4.80%0.49
(Mean=S.D.)
L2F (7k% U CHRAB O MoERE fiR)
molob o —e— JLJi/N ) 2 ODgE25NE 7 1 |
i --0-- 1J 1) /JOD$E25mg
Z’ 0.8 Mean+S. D. (n=19)
5
N0.6
!
w04
3
(ng/mL) 0.2
N R | ! ! ! 5:\17
OMm1152253 4 6 8 12 24
0.17/0.5 e
080T % 5% OkeR (hr)
1.2} (K CRRAABS DI RE HAR)
% Lokt —e— F LN > ODgE25me 47 A |
ey i --0-- 1) U JODE250g
‘7/“ 0.8 - Mean=S. D. (n=20)
N 0.6F
!
w04
B
(rg/mL) 0.2
) T | 1 1 1 1 5:\?
OWQ 152253 4 6 8 12 24
0.17/00.5 N b i
080 1% 5% D¢ (hr)

(FUL#I\U ~0DEE150mel BT+ 1)
7L #31) »OD§EI50mgl 7 A | & 1) ) 5 OD$E150mg % M EE A+
IZENZNEE (T L AN v & L T150mg) Ze R H k13 5 (7 1
AT —IN—=3) L, MR 7L AN iR lE Lz, 55723
BAE/ ST A — & (AUC. Cmax) 122 T0% EHEIX [ 12 CREEHRAT %
1T 72455, 1og(0.80) ~log(1.25) DFFANTDH V) . WiFI O 4 W21 R
DT S NI
KA G G OSEY BYE N T X — &

Cmax Tmax Tz AUCo-24nr
(ug/mL) (hr) (hr) (ug-hr/mL)

7L AN »OD§E

% |150mgl 1] 4.68+0.95| 1.5%+0.6 6.4+0.6 |30.53+2.91

L
(n=19)| YV #70OD$E150mg | 4.63+0.99 | 1.4+1.3 6.3+0.6 |30.07%+3.19

7L 4N »OD§E

150mel 7 1 | 5.07+1.05| 1.1+0.5 6.2%¥0.6 |31.12+3.94

(n=19)| Y Y #0D%¢150mg | 4.60+1.10 | 1.1+0.6 6.2+0.8 |30.77+4.02

(Mean=S. D.)
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7F (k7% U CHRA O MAEE R
% 6L —e— J LA\ > ODEELS0mg 57 A |
i ---o--1J 1J JOD#E150mg
v Mean=£S. D. (n=19)
v
%l
N
Y
>
B ooLbr T
B
(reg/mL) L
THN I B | 1 1 1 1 ;Z\?
OWQ 152253 4 6 8 12 24
L 01.7330- g BB OWEE (hr)
7+ (7K CHRAABF DI RE HR)
Iﬂ?’{l 6F —e— 7 LI\ > ODEEL50mg 71 |
i r ---o--1J J /JOD§E150mg
VA or Mean+S. D. (n=19)
L N
Vil 41 A
N =
U 3r
it
< L
I 2
(ng/ml) 1L
1 1 1 1 S\_q

I Y I |
0 1152253 4 6 8 12 24
Oﬁ% . B H O (hr)

MAEFRIREE 7 5 NZAUC, CmaxS /87 A — 71, WEE ORI, 1K
ORI - BRSO RS L > TR D WHEMDL D 5,

16.2 MRUY

16.2.1 BEDHE
HARNEEER ALIBIZ BT, MERETERICTLA N V%
150mgH [l 4% 5- L 720D Cinaxld F 1214954 1073 22ug/mL. Tumax
130.947J% U°3.37H: . AUCosld # 1L 2 131.2% 0°28.8ug - h/mLT
HoTze HEHEBEGIZB VT CnaxlTHI3BWMET Ly TrmaxlEF2. 4F5 I IE K
L7275, AUCosDIE FiE#8% T - 729,

16.3 £
AARNBEER IS, 7L A3 250, 100, 200, 250/% U8300mg (4-4%
H6H) % HE £ (MR %S L 2B BT o547 B8 (VA/F) 1
FJAOLTH o 7zo T LN ATMERICBAT L. AR 54
MAEED IR, 0.76TH o720 T LHNY Y, 0.1~20ug/mLIC B
WTHHEERFIC, 1 FEAEREE L D729 10 W (n vitroif) o

16.4 {38
TLUANY HIEE A ERHEZT v BB (DEE A6HI) 121C-
7L H N 2 100mg (107.9uCi) #%£5- 2 JRHIZ AN S 72 T GE 0 #9
QUASKREALMR T D > /oo RIS SN2 T L AN v o FEAH
WCd HN- A F VIFERIZR A G ED0.9%E LTS 17z, In
vitroiERIZB W T, T LAY Y 159ug/mL (ImM. 600mg/ H #5-F D
ERIRFED Crax D FI106%) TCYP1A2. CYP2A6. CYP2C9. CYP2C19.
CYP2D6. CYP2E1M USCYP3A4IZRI§ % FHEIZFRD SN o 7212 19,

16.5 HEftt
HANERESR A, 7L #7231 50, 100, 200, 250/% U8300mg (4%
H-m606) % A IR H R G- L 72 OCL/Fid4.64~5.15L/hC
Ho7z0 ZOHEORHHEIHIL83.9~97.7% TH > 727,

16.6 HEDERERTITEE

16.6.1 =&
AEHTA6T~T8i% O H AR NMEHEE|E6FIIC 7 L 73 1) 2 100mg % H.AlFE
4% 5 U721, Tmadd 1. 4B, T12136. 320 T2 > 720 AUCo-o K O
Tield, REREIEEIE 7L H/3) 2 100mg % IR 4% 5 L 720 &
L CThE PSRN RS A @25 S 7z,

Crnax Tmax AUCo-< Tz CL/F

(ug/mL) (h) (ug-h/mL) (h) (L/h)

i HE 3.24 1.4 26.6 6.32 3.82
e (0.55) (0.5) (4.3) (0.82) (0.65)
T HE 3.56 0.75 20.4 5.66 4.93
It (0.67) (0.27) (1.3) (0.59) (0.35)

MR - %661, PI5ME (R (R )

16.6.2 BiHEEEEE

(M EHERED R 72 2 BEERE 260 % X R12. 7L AN ) ¥ 50mgk B nlk
Bh L7k, BREOK TS > TTweA R L, AUCeH-238 1 L
2o CL/ERUS 2 )75 ACL) 327 LT F=> 2075 ALkt
BIL 729 (HEAT— %) o



JL7F=%  Com  Tam AUG~ T CL/F  CLr
7079 A  (ug/mL) (b))  (ugh/mL) (h) (mL/min) (mL/min)
>60mL/min 1.8  1.00 159 9.1l  56.5  44.9
(n=11) (0.39)  (0.22) (4.4) (2.83)  (17.6) (23.6)
>30-<60mL/min  1.53  1.20  28.2 167  30.6  15.4
(n=7) (0.29)  (0.39) (5.0) (4.1) (7.3) (7.7)
>15-<30mL/mn  1.90 1.3 523  25.0 167  9.23
(n=7) (062 (148 (L7 6.7 (3.9 (33D
ShomLmin 69 100 101 487 830 430

$e58 0 50mg CBIAD) . P39l (iR 22)

CLr: 27U 77 VA

(2) BRI ENRERRAT
838 D W R (H AR NATAB % & e R ERETOBI, 2 IRIE IS B tifg
S 2610, B R M RN R 2 S R A A T A B 1540 J U
TRMER A B 22401) & RF G & U CHRESE SR B RE AT & SN L 7oA
By KN E G- 8= M AV FEFVDEE I N, L
LCCL/FIZxf LT L7 F =227 5> A(CLer) Jt OBLEAR TR,
VAd/FIZk L CBMIL, BUAEAE, 50K OCEkE2SHE S zh, 7L
N Y OFEYEN RSB A 52 5 KT & L CIECL/FIZH 3 % CLlerd®
EETHDHLEZ LN, BREREEZIZBWT, CLadfXTIZX
. LN Y OCL/FIMETT 570, Clerftiz 2% & L7k -
MEOHHPLETH 5,
F 720 HARN OBERIF AR wifR B 120k D SR B 12 B W T, Cler
A330mL/minkk L60mL/min i I T L Cw A EEHEIZT LNy v
150mg % 1 H 208 R 135 (300mg/ H) L7z & & DB HEIRFEIZ BT 5
AUCo12(AUCo12.58) DE T MIZ & AHEEM L. CLer?™60mL/minkl o
BEIZT LN »300mg 1 H 20 AR 1% 5 (600mg/H) L7z & &
LR L CTdh o720 Cler?®30mL/minkh E60mL/minsii O B &I BT 5
TVLHNY D7) T T v A&, ClerA60mL/minbh o B of)
T 72910 [7.2, 9.2, 9.8. 1]

A A= penE AUCo12. s CL/F
IIT T VA (ug-h/mL) (mL/min)
>60mL/min 115300mg 75.5 69.2
(n=31) (1H2[m) (17.1) (13.8)
>30-<<60mL/min 118[150mg 80.3 32.3
(n=14) (1H2[m) (16.5) (6.34)

TPl (B i)

16.6.3 MREREE
MUEBNT % 521 T B BERE 126012 7 L 4773 1) > 50mg % Hlal ke 4% 5
L7z, ARER O MUELEANT 12 & 0 A2 7 L 778 i EEIER950% £ C
WA L7 ZOWOENZ1) 7 5~ 212192mL/min T - 7219 (4HE A
T—%5).[13.25]

16.6.4 1B7LIF
FEMR120A M P o 32 2L (1060) 12, 7L AN v 150mg% 121 & &
W25 (300mg/ H) L7z, 7L ANY I REFLICRRIT L. Bl oo
TWIRREIZ B 2191, FHMEMEE T OFRT76% TH - 72 FLIEDFY
B E 2 150mL/kg/H EIRET B &, 7L Y OFEA~DLH
H72 0 OFHEEFERIX0.31me/kg/ H (FEIRFA T2 L EES RO
7%) LHEE SN DY FHEINT—4),[9.65 ]

16.7 EYMEEER
TVUHNY) AFFEE L TREMEO F FIRPICHEES L, B MiZBw
TIFEAERBEINDLZ LR, FAMBEERICDHEA L2 WVD,
TN VS EAE R % 5] & f 2 3RE MR (SEEA T —
5o

16.7.1 HI\RVYF
TVLHNY) EHNRY T OEFEYHASERIZOWT, HEER AL
ZRRITT LAY 2 100mgle S H /8 F 2 300mg % Hlal$ 5 L 725
By M OERESALSBIC 7L 773 1) > 100mg M O /3R > F > 400mg
PG5 (P 5- T FE - 8RR L 72 5kBR % 20t L TGS L 720 2 DR R
KA L O EE G OWFIUZBWT L, T AN Y OPHHIc L -
THINRY T ORI ZEAL L oo Tze T2, TLHNY YO
PUEFE XA NN Y F VBRI & o THOTRIMET LzAs, WINE 2 IE 5
BM T2 o 1219,

16.7.2 ROBMIRE(EEE/IVIFY ROYRUOIF VIR NS IF—
ILOEH)
TEHE RN e PE16M1 % 0k SR AR 3E (FERE 2 Vv = F > F i v Img e O
IFZIVIA R T Y F —0.035mgDAFILHLE) & 7 L8 (1
200mgl H3[H) % [ IR %5 L7287 LAY YO 2 v
IF 2 PO Y DCumald 7L HNY) »IEBE I & Il L T2 b3, 7
L AN B EEDAUCh2ld 7 L 7773 > SR FEIEE & i L T 16%54
L. ZLHN) Y VEFr Fay OEYERICEEZ RITS R
ol TUHNY VHHBOLZF Z VT A NS TV F — VD Crax L
AUCo2uldy T L AN VIR & Felst L T2 L2 415% K ON149%347m
L. ZLANY) VI3 F VI A NI VF — VORYBIREIZHEE T
IEE Dol T, BIORHEEIZ 7L AN v olsEdiEeE (5 7
) (2R BT & i o 7220 2D,

16.7.3 OSE/I\LA
TR R N 12000 % 5 502 7 L 473 ) > (1IR1300mgl H 2[0]) % B A58 1 #5-
thy T FE8A (Img) 2 BEAHG L 2H. 05 £78 A O Cra L FAUCH-
wldy FLHNY VIR & L L CENEN6% R 8% L ., 7
LAY i3 a 5 B8 A QMBI HE LY RIS hholze T2,
05 BSAPEHBEO 7L N ¥ DOCraxld, B 5 B2 KLY
2% L. AUCo12131.8%MK <. 15X/ 7L AN ¥ oS E)
MRICIE R G2 otz TLHNY e TESAOMHIZEY,
FRHIBRAE N OHL AR B AR 12 B 1) 5 DU 2 AR, HAI
BRI IETHIINAY I 3 2 B 25580 57z 2,

16.7.4 #FY ARV
e e N 12610 % %F 512 7 L AN ) o (1A1300mgl H 210) % R 8 R # 5
B, ¥ T3 (10me) 2 PG L2, %23 F Y OCuua X T
AUCo-wld. T L HN) VIEPEAIE & Jlk L 2 211.1%K% 189.5%
WAL, LA V4 F 20 N OB HES RIZTS ko
2o /20 X VAN UBHEBEO L HNY) Y DCradds FF IR
PR X ) 4.5%(KA - 7285, AUColid[FREETHY ., FFa by
WXT VAN ORI E L G2 ol TLHN) T F
A RO LY. RRARERE L R E BB AR BT B RO
RIEAFREEDY, WAL G AR THIA I T § 2 55780 51
t24)\ 25)O

16.7.5 T#./—IL
TEEE R N 1360 % b 512 7 L A7 31) » (1A1300mgl H2M0) % AR RT3 5-
%, =% /7 —(0.70g/kg) & PERIZ S L2, =%/ =V DCuna L O
AUCoeld. T L AN BB & Il L T2 2n8.9% % 1%9.6%
WAL, TLHNY) VIFT s ) = VO BRI RITE o
2o Fio I = VEEFHEEO T L AN ¥ DCmaxc X FAUCo 121%. T
5 — VIEGE R & I L T ENREN21% K F1%E o 72h5, S D7
R EMEE R 2 TE RV EEZ SN, TLANY YLy ) —
VOB X0 . FRAHRRE L OHLRE BB RE 12 5 1) A RUSHEFE R IR %
HAEDS HHI G A CHIIN B AR T 3 B A0 S 7 20,

16.7.6 Zxz=hA
7 x = M EFIOMEREG X D EEIRDEE L T AR AR T A
W ABEL06 %2 % 512 7 L AN > (1E1200mel H 3 % B R % 5
L7208, FLAN) iE7 2= M Y OMBERRE (S 5 78) ([2E
ERIZET, FT2 b AYDTLANY) YOS EREICEEE S
Ao l®,

16.7.7 AILIX\REEY
HVINT VY U HBH F MRS SN TO DA TAD ABELG % 5
FAZ 7L AN~ (1H200mgl H3M) % SRR % G- L 728, 7L AN
N AE AT Y Y R E O (10, 11-2 R ¥ ¥ FIR) o 4 d
(N T 7)) IS EZ RIFET, AW EE LT L AN
VOB B R G2 o 12B)

16.7.8 J\)L 7O
SNV T EEEF N Y A HA R MRS SN TW A BATADABRELL
Bl %6k 502 7 L N > (1E1200mgl H 3 % SOERE O35 L 728, 7
LN P3NV T aEEO MR RE (M7 7 ) 1B Y RIS,
TNV TUEEDL T LAY O BREIERE 5.2 b 2P,

16.7.9 SENUFY
FE M) F U EBEFTHRHE S SN T ATAD»ABEL2E % 5t
AT L AN ¥ (1A200mgl H 3 % RAGRE 5 Lz, 7 L AN
VT M) F L OMBEREE(N T 7)) ISR EE RIZTET, $72
FEN)F YL TUANY) R BRI E L G 2 o727,

16.8 Zfth

(FUAHNYYATEIVISMeT DA 1)
TVLHINY) U H T e NTEmgl A NIEIRBEI kRO X, TN
U H TEMS0mgl BT A L& A RS & A Sz,

(FLHINYUVODEBMeB D1 1)
T LI N) Y ODEETSmgl T A NIIE S E D&, S AN v
OD$E150mgl 47 A | & AW [R5 & A Sz,

17. ERPRRGIE

17.1 BMENUREMEICET 255R

17.1.1 BT S inNadiReER
RIS T RS 2o B & L 7213 B R 45 0 — I B UL BB
BT, EEFEIEE TH 2 RMEFFMEEOEKEA I T I TEDO LB
THh, 7L\ »300mg/HEKU600mg/ HEETIZ 7 I L AREEE L
B L ORI A B A WSRO b e 92,

TR AT D A 3 7
Az T 97 | 6.12#0.19 | - T
G| ® | 4ss0m | 0ar0wm 02| 0%
Mot | 89| 4me0m | 080w | o
égg;:;;gf,“ o7 4.49+0.19 | -0.63[-1.15,-0.10] |  0.019
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a) PEBRFE 3 H AL T B A O Hab o & B L 72 LM P399 A 2 7 [0 & 7
L) 2 510(Z Bl EZ2 Wi A) OLLERS TRl S AL, A 3 7 AR E WIT LTV &
EIRT o

b)&;ﬁﬁ%U\CLcrE EWF N=AT A4 OEFATT R ER LT DI

I VTF=r )T T v AHEEM (CLler) 12 & 5T 30<CLer<60mL/min D ¥
1213300mg/ H+ >60mL/min®#ER#E 1213600mg/ H 258 5- S 7z,
VR RE R ORIMERASEEF L, 77 1 RBET43.9%(43/98
). 7L AN »150mg/ H#EC57.5%(50/87%1) . 300mg/H#ET73.0%
(65/89%1) . 600mg/ H#T82.5%(80/9761) Td - 7z L ZBEIWERIL. F
PR F 0 (31.1%) . IR (28.6%) . fHFE(12.1%). FAEMEFE11.7%)
Tdh otz TEELBINEM L. 150mg/H BE 120 A 22160 (527 © R W
15). 300mg/ H#ELZ 3 a2 /R E o 151244 ()7« [A1482) A% 7z,
W PRI AR RS AR B 5 A D R 2o R L L7213 RS-0 &
BRILEGRBRIC BT, FZFHIIEE CTd 5 RGO/ A 3 7
EFEROEBYTHY, 7L AN »300mg/HEETIZ T 7w RIFEL L
B L CRERHAMICE B R AR b,

IAS R P A 3 79

N=AF4 2hb

#5EE e |ANTIE| 0L o T TR o
B i | OSSR tostmxn) | PR
135 | 4.8320.21 | 21

;)é’mz/’;['f) 7 45 | 408032

-1.94+0.32

Q) BBRE DY N T 2 M A0 HaEr S 5 L2 B OFI5355 A 2 7 [0 & 7%

;@;ﬁﬁ:hﬂﬁ&wﬁ%)@ﬂ&%fﬁﬁéﬂ‘x:?ﬁk%wﬁ&ﬁw%&
NER

)X G BER OCLrB 2 T R— AT 4 ¥ OIERA DT &I b+ 5558055
WE (AR OIEIEA T ON—=2 7 4 ¥ 6 OBALRIZ BT 2 T L AN ¥
300mg/H#E & 7o RBEL oA FEAME Lzo)

DZLT7F=2 2075 A (CLer) 12 & - T 30<CLer<60mL/min® ¥ i
1213300mg/ H . >60mL/min®# B (213600mg/ H 23 5- S 17z,
e AEVERHI O B ORIERZEBLE X, 7T 2 RHET36.3%(49/135
B, 7L AN »300me/ H B T56.7%(76/134%1) . 600mg/ H # T
80.0% (36/4561) Td - 720 EAREIEM L. FEIED T\ (300mg/ H #
19.49%J U0%600mg/ H #£37.8%) . {E#HE (300mg/ H #:20.9% &% 0°600mg/ I
40.0%) . RHSPE IR (300me/ H #12.7% K U600mg/ H #13.3%) . 1A
I (300mg/ H EE11. 2% % 0°600mg/ H #11.1%) Td - 720
WAERRERE RN R & L2I6AM RS o —EERILEREIZB W
T, EEFMIEE TH 2 REGHIFOEBA I T IEITEROEBY TH
D, FLHNY CEE(300~450mg/H) T 7 F £ R & ik L CHErE
A B AR 5 72803

A O A 7 7+
BSH P e A
EOR | Ui | oo famxm) pil
7ek | 248 | s5d45%012 | - ] -
TVANY ¥ 0,44
300-450mg/H | 20 S-012012 | 19.78.-0.11) 0.0016

o) W Y H AL #2964 0 H 3k & 5 L 72 LA O F 3955 A 3 7 [0 & 7%

;@;@}0(:mumxaéﬁ&muw%ﬁwné M 237 AR EVIEETRVIGA
TR o

WHEGRERFT. N— AT A ¥ OEIGA DT %R L3 5 I
LA VERH R R B O REIEHFEB L. 77 2 R BET51.6%(128/248
B TLA N L BETS2.4%(206/25061) T - 720 ERBIVEMIZ. MR
(45.2%) FEITED F 2 (28.8%) RTEEIN(14.4%) . FHFE(12.8%) TH—720

17.1.2 BRI SHER
RIS B e AR 1260, A PRI M SR AR I P D R R
123051 G A7 85 0 AR B 106151 304 v AR P Aot s 2 ek o (R B 120
. AR R SRR LRE L PR D R ) BB 1036 2 it G & L7z
FEHH%G 3B (W b 528) 12 B 1 5 i A O 5 E (0~100mme Visual
Analog Scale CEAK Z VI ETRWiA X IR T) OFHEITTERD & B
0TI o 723988

Jii A D BREE (mm)
AR £ wRIEE R B PRI AR R R L2 ) e
FEEIEL | PN = RS | REMBIEL | TN = AR
$ 5 126 62.0+19.0 123 52.8+21.7
1238 116 35.3+22.3 119 30.0=23.0
2438 105 34.0+23.0 112 27.7+22.0
5238 94 28.3+22.9 97 24.8+20.8
Jifi A O (mm) ¥
FRAMRE RAE A A AP R R E M
RGP = B RE | RRGIER | IO = AR
fiacn:i] 106 61.8+23.5 103 67.1+16.6
128 104 48.9+23.3 98 44.3+26.9
2838 101 48.3+23.8 92 46.3+27.1
5218 87 47.1+24.8 85 44.9+27.0

a)0~100mm® Visual Analog Scale TEATK & W F ETRVFEAZ 7R T,
N R % 53 B R R T ) 12 B W L A PERRAR S5
DO FEIMEH1278.6%(99/12661) (278 v, ER eI FEIED F»
(28.6%) ARVEIFZAE (16.7%) . IR (15.1%) . AEHEN(13.5%) TH 720
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I P U195 - 2k B O PR 9 1 A iR B 22 L2 0 9 ) I B W T, &4
P 5T A R S 1 T D BRI IE70.7% (87/12361) 12380 S, T4 B
V. IR (22.8%) . AREEGNN(22.0%) . FEED F 2 (20.3%) TH - 72,
] P9 R 1% G- 5t GREAHE AR R 0 ) 12 B\ Ty 2 e MR R Alsek S v L2 AR
JH1384.0% (89/10661) (2588 S AL, T 72 BINE L AR (26.4%) . B
D F W (24.5%) . AREBGNN(18.9%) . HFE(16.0%) TH - 720 BUEH D
EIEEIX. £ BETH Y. BEEORERNIZRED bNkroz,
] A 2 0193 - kB (P A e e B S PR ) 12 B L AT T A LR
L R S BREEDEAL L 72D B W IZ BRI s 8 7212
SEHL L - BIVEMIE. 87.4%(90/103%1) (2780 b, E4EIEMIE.
MR (48.5%) FRILHINN(28.2%) . FEED F 2 (22.3%) . KM FIE
(17.5%) TH > 720

17.1.3 EEHEERR RS
FRIEGHERESE 2R e LIGEM RS o —EERILERBRIC B
W, EEFMEHCTHL2EENOERAITIEITEDOEBY TH
D, LAY CEE150~600mg/H) T7F & R & i L CHats
HINZAH B YR TR0 H iz,

,)"g,’zﬁx ] 7l>,c}

n b i) R ONR—2F 1 s
BRI e | o omesE TILRLOE |
ol ey e s | (95 (EA ]

-1.07=0.149 - -

FLHINY v . . - U D
150-600mg/H | 1° 1.66=0.157 0.59[-0.98,-0.20] | 0.0032

) IR G132, 150me/ B2 S BIMG L, 528 & ) BEBR % 47\, S4B TR
VCHE L7 B CESE S S 6B E TR A 2 L & L7,

b) e B AV H SRS 20 4 0 HEE008 A 2 L) A 5102 BB 7 Wi d) D118
B TR S AL, AT 7 AYKE VIR R A RS o] B S L 7z it e (1638
) OYSEA T T D= AT A b OPIEEACE & 5 ME T L 72,
EHRMON— 254 s OPHE(LR=
U (16 ) OTPIERGA T 7-R— 2 7 4 ¥ OFIEHEA 2 7] x [ &Y
OFESWIR /A5 Q6 ]

OBGBR MR AR T, R—R T4 ¥ OERHATT RO 2 BEOFM
DA T %W E T 5 I
LGRS R B ORIEMZEIEIL 7T 1 R C46.7% (50/10761)
T L AN Y HETE7.0%(75/11260) T - 720 EREIMEMIE, @R
(33.0%) FEPED T (17.9%) . FAEVEZIE(11.6%) Tdh o 720 B
Ze BRI . ARIUHERE LB AS S S, [ L 72

17.1.4 5175 R igaER
WREB R EE 2SR L L EEREBRBRICB VT, T
FHUITEHH T 2 RAGHIEF OERBA I T TEOEBYTH Y, T
NOHERIZ B VT 7L A3 2 300mg/ H#E M 0600mg/ HEETIZ 75
LR L R L ORISR B S ATED H e,

. SRR PR A 7 7
i AR -
B Epasais e RN | TR REDE
(D | s | oswmmem) | PH
PASE i RS
1 7R 93 6.14+0.23 - -
A3HEE) |y | T T T R
omg/l | BT | %02 |53 .03 | 0077
VA PAD M -1.07
Somg/n_ | B | SOOI |y 79 .45 | 0006
VA VAV IV -1.79
600mg/ H© 83 4.3550.24 | [ 5 4a") 157 | 0-0003
HVESS T/ TAH B ER
2 7T R 87 5.59+0.21 - -
GHM) LNy | T 014 | T
mg/H | B | 20%0A | romoay | 079
VA PAD IS -0.07
150me/ H 82 5.52+0.22 [-0.64.0.50] 0.7999
3 7T R 81 6.33+0.22 - -
SHEM) |y | T 00 |
omg/f | B | S MEOZ g gy | 00002
TLHINY v -1.57
300mg/ H 76 4.76+0.23 [-2.20.-0.95] 0.0002
4 7T R 84 5.29+0.24 - -
@HE) |ZrHoNy o T 169 |
600mg/ H* 8 3.60=0.24 1 1y 5371 g5 | 00001

a) WBRE DME HELIT 2 A0 Hiko & 5l L 72 LM o F¥3% 58 A 2 7 [0 & 2
L)2510(Z NP EZRWiidA) OB CRMI S L, A T 7K E WIT EFRV A
ERY 6]

b) BRL S A4 58, Jiix B OCLerfg 2 [/ F. N—2 7 A ¥ OEFGA 3T % ki
P P a i i
RER2 L UBFE G R UMk 2 . N—=A T4 v AT 2 ihEm L35k
Pae @i
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—f&%2 : 7L #/31) ¥ (Pregabalin)
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