% 2026410 EeET (45300)

BAEEEmAIEES

20264 3 AekET (520) 871190
Bk L SiRRE 25mg 50mg
B3EAR 0 (25mg. 75fig‘ 150mg) 36 H ASREE | 30200AMX00822000 | 30200AMX 00823000

(50mg) 24f& H BR5ERIMA 20214E3H 20214F3H
RRERA] (RSN - RIERE) ﬁﬂé“wmi%&mmwmﬁ%ﬁmw
Ny ALRE- kD) RES MX00824 MX00825
TR S BR>ERAA 20214E3 A 2021463

FTUANY o OEREERE
J LA/ > 0D#25mg [HETIL]
LA/ > OD#E50mg [HET ]
LA/ > OD#E75mg [HET]

L7/ > 0ODEE150mg [HIETL]

Pregabalin OD Tablets

) EE - BEMSONLEICLYERT L L

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

3. fHE - MR
3.1 #HRk
754, 7L AN 2 ODEE 7L AN 2 OD$E
25mg [HEET] 50mg [HEET]
1§EH 1§EH
ARG TLAINY v TLAHNY v
25mg 50mg

D-vr= k=,

FrETIYF YT, . YL,

whl

pEyiliEl JUARE RV, A2 FU—A, AFTY VBNV YA,
Rl
Wi, T LAN1) 0D 7L I31) »OD§E
e 75mg [HET ] 150mg [HEET]
15 1t
RIS TLAINY) v TLAINY) ¥
75mg 150mg
D-vY=h—=), byETQITFT T, ML, ZV 7,
I JUARERNY, A7 T0—A, ATFTY VBNV T A,

3.2 HA DMK

Wi 4 7L JN1) »OD%E T L HNY) 2 ODEE
I 25mg [HEET] 50mg [HEET]
T ESH HIA Y DR
i3l £
=
oD
AT [ — D
EE (mm) 6.1 76
JE£& (mm) 28 40
i (mg) 80 160
EA AN ZA RV
e — 25 50
EXUS TN oD oD
HEET H &L

e FLHN1) »OD§E 7L 781 » 0D
e 75mg [HET] 150mg [HET.
HITE e B YNUROE <7
i3 it
P \/ﬁ/‘"’z,
£ ﬁ)gg(’ A OD
)
SN Y
o | B Nope oot
8ES 51 g%
5 (mm) 84 106
JZE (mm) 47 6.1
H& (mg) 240 480
A PAD M TVLHINY v
_ oD oD
AR 75 150
HET HEET
4. HEEX IR
O fEEEERE
OMBBEICHESER
5. SHEEX IR ICEHES X8
GRAETRRIE (S S RE)

UEIEOBITL, KB < FEROME (BI) K50
100 7 B 12 26 2 BRI L FESERIT S R 6120
BETH L.

6. AERUVHEE

(FREE AR
WHE . RAIZHE S LT L AN Y 1H150meg% 1 H 20
WA CRO%S L, 20B1IEMU EATTIEHEE LT
300mgF THHE I 5. B, Fln. ERIC X ) EERHT 505
IHREHEIZ600mgz B A W L Ly wWEFR L 1H2EI25
FCROKS T %,

GRRMERRRAE IS 5 &E)
W, A HEE LT LA N Y 1H150mg% 1 H2H
W CRO%S L, ZoB1IEMUE2 T TIHHEE LT
300mg T Tt L 7-1%. 300~450mg CHEFE T 5. B, EE.
FERIC & 0 B EBR T 2 A%, 1H i HE13450mg % B 2 7 wv» 2
e L. WINHTHZENZ 3T TR G5 5.

7. BERUAEICEET 3 EE

740 RKE OG- EWIET A6, a8 S THEBLL E2T T
HAIHET AT &, [82 2]

7.2 BRREREET AR EZ G T A AL TRIORTZ LTS
)T 5y AMliEBE L L TCARK ORS8O G- %
HitarIk, 72, MEENTZZITTCOLEETIZ, 7L T7TF=
YU )T T AECIG U THHEISZ T, MEENT % 506 L
TBRICARKI OB G- 24T 2 Lo BEOMAENREESNTND

[HA-10



LElid, BHEL LG L. AEM RS R D%
GEICHET A Lo B, T2 TRLTWAHE - HEIdY
a2l =T a YERICEDCLDTHL I LMD, HFRET LIS
BEICBIZ L 2A 0, Hik - HEZHETT 52 Lo [9.2, 981,
166.2 ZHi]

&

(FEEE AR
VT g
s)7Iv Al 260 | >30.<60 | >15-<30 <15 | MEENE
: OHTHEY
(mL/min)
1H#54 |150~600mg| 75~300mg | 25~150mg | 25~75mg
1[[125mg 1H1Z5mg
1H 30l 1H 1M
P 1/8175mg Tix b L <iF2l | 1m25mg | 25301%
PURE 1H2Mm Xid 1H1[E 50mg
18]75mg 1]
1H 1 1150mg
1H 1A
118150mg
e | 1E50mg | VBE | jEzsmg | TEBXEL 50y
HERFRE | o | U 1H 1 ome | e
117]75mg 1H 1
1H2[
1[E1100mg 1[H75mg
e o | 1AI300mg 1H3ME 1020 1A75mg | 1003i%
RRER | o | K i3 1H1E | 150m
1150mg | 1[E1150mg €
1H 2\ 1H 1\

) 2HIC1A, AFHIFE G685 [ 57 & ARF R BT % Efti L 2 A0 3 2
L= a VRIS
(REMEBRTRAE (1 D &)

IVTFZY

FEOEN S
JUTIVA| 260 >30-<60 | >15-<30 <15 | MEAT
. DR HES
(mL/min)
1A% 5% |150~450mg| 75~225mg | 25~150mg | 25~75mg
18125mg 1H§%§g
o | LE75me 15%” b U< 2 | 1m25me | 2530k
AUBE 1 2m Wi 1HILME 50mg
1[75mg
1H1E 118150mg
11
11a50mg
werne | 1E150mg | TS| qgzsmg [T 5oy g
ERE | o X 1H 10 Smg | op o
1A175mg 1H1Mm\]
1H 20
17100
LI
R | 1A2%mg | 1A75mg 125mg | 1ESORI | 7og s
GREtrsm)| 1H2E | LA3HE 1816 sme | 00ng
" Wik LH1M
118175mg
1H 20

) 2H 1AL, AHIPE G687 & AR R MEENT % Efi L 725 E0 > 3 2
L—2a UERICEDS

8. EELREARANIEE

(e @)

8.1 RHOFHGIZL VDT v, HIR, EkiESSH S b, HE
HHBICES720b H 5O T, REFGFOBEZEIZIE, HEHEO
B EIR A E) BMOBIEICREF SR VW I I EET L I L,
[11.11 &R&]

* 8.2 AFOAWMALEGHILIZL ). AR, El, FEF, TH. A%
T OB ITESOBRERDY S 5bn b 2 ENH LD T, Kh %M
52856120, L ES LA LT, BEORELEH
BLAEDWOELIHETHZ & [71 2]

8.3 AHIOFRGIZ L VIRERINZ R 2 L 50T, MLICEE
L. i OBEND &b Gaid, EFERE, EEREEOH
YL@ 2479 2 ko R0, HGROBN. &2 VIZRMHS12
FENRERINASED 5B 2 LD 570, EICARER %
FEhiTH &,

8.4 AHIOFEGIZL D, 5o, WERE ., B, EHSEOIREE)
B U TREMED S 5 DT, LRI, REEICOWTHZE2TD
HEEL, BEPROONGAICIEY 2 MEYIT) Z L,
(1522 &)

(R E AR

8.5 AHINZ X 2 Mk E VS O R LR R Tl 7 <ORPERE
ThbHIEDNS, KIROFERH & 7 5 5 EOBW & ORI % e T
T, BHNEEREZG LW &,

9. HENEREHFY SBEICHT 2R

9.1 AHHE - REEEFOSH 5 8E

9.1.1 BEEDS > OTLOBE
GIEEE AT EEIIBNT, ) oM UAETH 5 b s
CENDH D, [1112 ]

*91.2 MEMZEORE,r&25EE

[11.15 &)

91.3 EYEKEFEOERDH 2 BEXIIBREREDH 5 BE. BHEES
NDHh>3>EE
KGEOIMER R W EBIE L, BRICESGTL2L, (1512 &
1]

9.2 BREEEESE
sVTF=r )T Ty AMEESE L L CRB OB G5 KOS
MREZ ST 52 Lo ARNTEE L TREMEDIRBICHEL S
Lz, MHEFRENE L R VEWERAPEBE LT kb BTN
Wb, [72, 981, 1662 ]

9.5 iz

9.5.1 IR AIZIFRE L CW AUt H 5 iz id, R EoFLE
PEDSERBE % F 2 &SRB SN EHEICOREEST LI L, B
FEhgc, JBIREEY (KAE, BREFEOREE A, BHE
B BALEESE) . HAERAORE (KEET. EFEEOET.
RS OB O, SEERE. AR 3 % 85 i3k
HEhTwal,

% 9.5.2 AFEHG LHEe S A L ERICB T, Hid g

WIBEBEE R SRS ST b,

9.6 IR
KA G A E RS2 2 L, BEIIGE NEEAHR~ORLT
MEDOLENTWBY, [1664 BIR]

9.7 /MR
INBEEE G & L2 R O e A R & L 2B R L
LTV, BFE T v b CTEAREO KNS . KR
H (600mg/H) & FZOBEZEIZB VT, PHCHESER (B 55E
LR O E L)) ROMENOFEE (—#@MEo REsinm
Hl) AHE SN TV D, o, KRKERHEO2EY B2 LR
CTHER MBS RS O T 25, #9565 OB CIHRIEIPOE £ A
HEINTWBY,

9.8 EmE

981 /L7 F=vr )T Iy AiEsE IS E, 5 HEEH
Hid Al HEICHGTLIIE, BREMET LTS Z LD
%\, [72, 92, 1662 2]

9.82 I\, AR, EEEEZEICX VER LERgEERI L2
W be [1111 2]

10. #HE1EAR
10.2 HEREE (BFRISEET S L)
ESilEd ERRAEIR - T8 )i e - ek
R A 1) MW AN 4 B A5 A O | BRI ASEH
FEF A FREFH (N OWMERD D,
FEyvary TR B B S T OVHLK MR 2 S & B
s AN TE B B AE =S L C
TV =) (Fkil) AR A H I VA S
LBENDD 5L,
s | PR IE % 51 &R 2| s v E & o B | B AR
FTEHK (T IV AT BRI TS EK E
TUERBRIAESRS) IR L T BE TR,
M FAE . 1,
SHIBOWEMR 2 &) %5
WET A AN EE A
BENDDH 5,
KWMMEREE 25 2R |77 V) Y v REH & BEAH
FTEK (FT )T\ EKAOBEHIC L) KR
FHEFHIEE) PEFE % SEES 5 ) A
INEELBENSD
bho Flow FTVI)Y
> FRIEHN R E B
EYINT R i
L. DA DSSE XX
ENT LD LT
O RKE LT S
AllEEICKS TS
Z &,

11. EER
ROBWERDH S b D 2 EDHDHDT, BEEE 3TV,
HEHRRD LN A3 G 2 I 5 2 EEY) 2 iEE TS &
to

11.1 EXEEIEA

11.1.1 HF WV (20%LLE) . 18R (20%Lh E) . B#EE (03%HF
i)

OF W, IR, EHREENDS DI, B LETEHEICES2ED
W ndH b, [81. 982 BIH]

11.1.2 DAL (03%Ai) . FKE (HEAH)
LARED) A7 03% 5 BHE T BEE T0I14TV, BEHIRD
SN 2k L, YR NEY T 2 &, [911 =
]

11.1.3 tENERBIARAE (B A)

BIARE. B, CK RS, M R ORP I 47 0v v &)

L
3




HOHbONIGEIIE, SRl EURREZIT) 2. F
7oy WERUBRMRE S L A S NEEBEEDOREIEE T &,
11.1.4 BRL (0.1%KiH)
*11.1.5 MEMWZE (HEERH)
MRS OBEGED D bbb Z Db, [912 ]
11.1.6 {KIMIFE (0.3%K:i)
B, PRI, Wi, IR, ERREESORIMEHERDS D S b
NG 3G 2 hik L, SR LEz17) 2 &,
11.1.7 BEMRR HUEAH)
W0k, DR REE, SEEAEORRIEIRZ T2 BE L. S0
SN E X, WECTEHEoMAE 2 Eiid s &, |
B R Beb A 13k G2 ik Ly B R E ARV E »Hl
OB GO R MEEITH Z &,
1118 Yavy BHERH) ., 7F71 7% — (01%Kiil)
11.1.9 BEHERERE (Stevens-JohnsonfEf&E) (HIEEARH).

SHAIHE (HEEARH)
11.1.10 BUERTR CHEEARD) . FHREERE (04%)
BUEF2E. AST. ALT ERHSEZ M) IFEREENH S5 b D 2

LB 5D,
11.2 ZDOMOEIER
o0 0.3%2 e B
1%L+ Lok 0.3% A HHPEEAN
MR )~ IF A ER G A | IS A E
Ay = E . F I ER K
AiE
R R O 5 22 BHRA IR, A& | B
% WO, i
IE
R ANRSE FEEL. M| D o, B (B E,
W LER|EEOR S|V X LE.
G ROE | AT, WM. WREE R
b NI ) ORG I, ) YR —
G AN | TuE, =y
VoY R — | 7 sE. B
g MR R R
&, BERY
REREEE 9 B M o F IR, TR | B, RRANEE Rk, WLREEE
Wy BESR. F|BEE. ORESE . I o 7[R BTEE
fhrfe s, EE) R, FEIR. B o — X A, K
e EEE. GUE| L. VA
Bk, R FAY - B
FEIAL L 1oh 7 | 2 B T o
TR hAr ko F
Vo SR
. BEH R
OB
g, K5y
ke E
IR i T, AL BLREEE. W BRI, IRIR . B

BT gttt i WOE R . OHREE. BhIE L.
Fo . BROR E|R R o &
55 . U R Ak, oW
. e | B &, gk
B ML
L R
hen PR | PR F o | HE TS
Lo BiFE 55—y = 7| TSR
oy 7, M
ARl A
2
MR B
SHIHE
I R A IE . K
. 1ETY
W0 % B 5 -1 R 2 BRI, | B W L B
Al WE,o O E (B WEE A
Bibl, gt |I&
ElCl FERL . O BRI G. WRAEE . B M. e TR
RN R IR (A N SN 3 RS = Bk X S
Mg 1t B B, BB, BEE
AP, LT | AR
BRI O T | 5895 ZOFE, | T E . W
HLER I ¥, ME R . RS
TR Wi
i 4 R O R . B\ A A . I
KA REE FEAE . B |, BE B R
AR DA | AR R
i
B T U IR e T JRISEE . HEIR | JREA ZIR
& GSE:

—
1981 F O&%g 0%l | R
AL O 5L L5 B SR RAE . T
T ANa, AL | FEREAS 4, B
LB R, LB
W H R
5. FLEIA
EHREELO|FE ., E. |8 E . K| E B | R
PG RS (g U7 . BRI . O E TR Bililg
L A AT R\ BE . BB R |TE. BRI
&= OBEEFE | Ko
[CE=NE ) QL e
AT A i
[ifs R A A REREN M CKE M, (R A, | fid s ) 7 4
AL TH 0 | hREREIN |
ASTHEN, i
T e
¥, s
L7 F =
il
13. BEKRE
131 EHk

15gF TOWEHGBIAHGE SN THY , #HEKGRIZALNZ

TR, HEIEE, IR, SEELIRE, 119 o, Bk, %54
EDRS, WEEETH D,
13.2 L&

AANIMPGENTIZ L D ERZSND 2 Ep b, ZEHL TV BRERD
FERIZIE U CET OFE 2 ZIET 5 2 Lo [1663 ]

14, BRAEDEE

141 EEHZMHFEOIE

1411 PTPEED#EFIIPTPY — b 25 L TIRAT 5 &5
4228, PTPY — FOREKIZ XY . BEOSEAEEAT A R
~HIA L, TICI329L% B 2 U CHERSIN 255 O B 7 A 0HE % §F
BT LI LD D,

14.1.2 RFENIFO LI THEE 2 IEE S5 & iiET 5720,
K7z L CHRAWRETH S, $720 KTHRATAZELTE A,

15. ZDMDEE

15.1 EER{ERICE D 155

1511 VN CE SN A H % G HEBOMTADPAEIZBIT S,
TAD A, FEEBSEZ R E L 721990 75 b Kok B R st
OBEIFRERIZBV T, BREERVCHBEEROZRILD ) A 7 95,
PMCAPAEDRAET T 7R BE L I L TH2GE < (i
A AEIRIEE © 043%. 7T KRB 024%) . FLTADAED
IRABEETIZ, 79 B RBEELRI000AH7ND1IIANL W EFIE S
N7z (9B5%IEHEIXE : 06-39)s T72. TADABEZEDOY 77—
TTE, TIRRELIERI000AH 72024 NE W EEIH EINT
VA B )

1) AHNXEILTH TADAIE LTRBEN TV DD, AFIZBITH AR
KIOREE - FFAT TR S . MR 2R D ] T
2o

15.1.2 EWELHIZ BT 2 SR OEHER IS T
WA, R E B G S 7B CERAF OER AT IS ST
W5, [913 2]

15.2 FERERREAERICE D < 1B#R

15.2.1 24EM O~ 7 A AFEERERIC B VT, AR HRE TOF
e MEZEEO6HEU EOBRGERICH LT 2 REOHSI2LY .,
FHEARFF RIS RE OSSR AN L 72 & O H 5,

15.2.2 2EEH DT v MHFAEERBIZ BT, RABERAE CTOF
e MEZEOME LoOBRFEEICH YT 2 REOHSI2LY .,
TG 7 IV E Ty MBERD 5N 5 M ZEE O JEBIEHEM L
T DWEND BV, Tz, Ty MR AT RIS B
Ty KR TOUC-T L AN v BB I i & O%1F
LA EDRRRIZ S SRBIRTH - 7205 T v M3 U525 FAHE
Be G ERE TSR IS 2 EIIFRO SN b o 72, RIS
B 2RWEHOREBRIZT T bR L D, iR SR %
WHE L7213~ 16AE#% G 0 7T LR lRRE SREES) O
7T B ARBETIEI8%IIHAT L. AHIEE (150~600mg/H) T10.6%.
EP5-3E GRS T13102%. SMEVREEZRE L2
1650 7 5 & Kt R D 7T £ REETIZ28%12% L. A
#I1#E (300~450mg/H) T9.2%. EMHEGRBETIZI4%TH >
720 [84 2]

1523 T v s OZREE L IR IS A B3 A BRI B W,
mARERHAE TOFE e MNEZEO28ME U EOBEEIZHNT 5
REEDOPEGIZ X0, JBIREFE OFAMEEHI B 72 &£ oG D
61)0

16. ZEYBHHE
16.1 MeRRE
16.1.1 HERS
AAR MR AL, 7 L3 250, 100 200, 250/% 08300mg



(BAR5-5600) % i AR HLIERE 1S L 7ok, 35540 LRE ]
TCmaxlZE# L\ T1/26i7{f76E#Fﬁqu‘;)Of:o Cmax&ZﬁAUCO—wbi‘
300mg % COMHEH T, &G L THmL 729,

5 Co Tmax AUCop.e Tz CL/F Vd/F Ae
(mg) (ug/mL) (h) (ug-h/mL) (h) (L/h) (L) (%)
50 203 0.67 10.7 598 472 40.6 839
040)  (0.26) (1.1) (0.65) (0.44) (4.9) (54)

100 3.56 0.75 204 5.66 493 40.3 95.0
(067)  (0.27) 1.3) (059  (0.35) (64) (27

200 6.35 1.00 432 593 4.64 39.7 91.8
073)  (0.32) (30) 032)  (032) 27  (26)

250 718 1.17 49.2 557 5.15 41.0 95.6
(143)  (0.52) 6.1) (072)  (061) (38)  (44)

300 8.25 1.08 61.7 580 491 409 97.7
(1.36)  (0.38) (6.3) (062)  (052) (43) (73)

MR G 600, Il (i)

Crnax 3% fo IILAE 8 85

Tonax * 35 o IILEE HA 8% 2 1 332 I ]

AUCo.e = IfiL4% Hp et i - ] i~ T f

Tzt HAE P EE 10

CL/F: R osg s )75 A

VA/F © B o7k

Ae (%) - HIAFEG 4608 £ TORZEAD R HEEE

16.1.2 RIE#HRS
HARNERE S AL 7 L A3 1) 2 1A1150 K O88300mg (%545 5-5:8f1)
Z1H2M7H M ARG L 72 F . 3257224~ 481 ] TR IR
MEIEL, 5 7HHDOT1203 2 216,021 6.31ETdHh - 72,
5 7THHOAUCo2iE, %58 1HBOLARETH - 729,

Chnax Trnax AUCo12 Tz
(ug/mL) (h) (ug-h/mL) (h)
B1H ETH  FIH B7TH B1H HTH EIH ETH
1/A150mg 423 630 1.3 09 222 316 511 602
(1H2m)  (072) (0.74) (1.1 (04 (19 (36) (069 (047)
1[81300mg  8.82 10.3 16 16 421 58.8 542 6.31
(1H2\)  (234) (23) (100 (08 (69 (106) (087) (054)

T (FRE(RE) . %861

16.1.3 E£YFHEEFMEHER

7L AN OD$ELS0mg [ HETL ] KO ) #0D$E150mg %
TJUAF = N—=F XN ZFNENLE (LAY & LT
150mg) fERERE AP PRI A HL R O3S Ok L CHRAE R OVK
TR LCmdEh 7L AN VIREEREIE L, &S S E)
fE/$5 A —% (AUC. Cmax) 2D\ T90%[EHE X i #:12 THERT
fRHT 24T > 7ok 8. log (0.80) ~log (1.25) O#EERHNTH V) .
FIO AWy B R S SRR S T2,

HEREIST A — 5 (K7 L)

HEINT A= ¥ BEINT A—F
AUCo24 Cmax Tmax ti2
(ug-hr/mL)| (ug/mL) (hr) (hr)
TV IIN) 2 ODEE
150mg [HET ] 302784421 | 4595+0906 | 1.25+0.66 | 6.19+082
1)1) 770D$E150mg | 30.377 £4.024 | 4537+0.886 | 151+0.79 | 612+0.77

(1885, Mean*=SD., n=24)

—@— 7L #/31 >0D$150mg [AET]
-4~ 1) 1) HOD§E150mg

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

R\ = S8 O BE

°0 ’ 5 2 6 20 24
o B8 (hr)
MAEHSEY R RS Ok L)
HERE T A—5 (KH D)
HEINT A =¥ BHEINT A — 4
AUCo24 Cmax Tmax t12
(ug-hr/mL)| (ug/mL) (hr) (hr)
T L HIN) v OD§E
150mg [HET ] 28111+3892 | 4586+0.834 | 094+0.38 | 6.14+054
1)) 770D$E150mg | 28208 +3.819 | 4513+0.825 | 090+041 | 6.12+0.63

(1885, Mean*=SD., n=46)

—@— 7L #/\1) > 0D$E150mg [AET]
~--1) 1) #0D$E150mg

1§8#%5, Mean+S.D., n=46

R\ = SN O BEE

20 24
B5fE (hr)

4 8 12 16
MR SE IR Ok D)

MLAE T EE SR NI AUC, CmaxZ /89 A — 713, R 0%
?;\ PR OPREUAIEL - BRSO RERSIE 12 & - CTE 7 2 W REMEA
%) o

16.2 DRIR

16.21 BEOEE
HARMNMERRALIBNIZB VT, MAERETERIZT LN V%
150mg s ARSI 13 5- L 72 D Cmaxld Z L2 N4.95 % 183.22 1 g/
mL. Tmaxl$0.947 % OF3.370¢ . AUCousld Z 2N 312K 5288
ug - -h/mLTHo7z, EEEGIZB W TCnaxlIFI3HWIET L.
Tuax | 3RI2AREHER | 72725, AUCosDIL T 13598% T - 729,

16.3 9
HA&R MRS A, 7L #28Y »50, 100, 200, 250%% 1M300mg
(B 5-8661) 2 MR E RS L 220 BT 050 Fi %
& (VA/F) 1 3#940LTH o 720 T LAY ITMERICHEATL .
MR I 5 liEEOIIX, 076 TH o720 TL AN
)03, 01~20p g/mLIZ BV TIIAER IS, 1 FEA LKA L
o 725 9. 10) (m vitro %iﬁ%ﬁ)o

16.4 X35
TLHNY FIFEAEREEZ T RV, ERERA (DFHEA6H])
[ZUC-F L F731) »100mg (1079 1 Ci) #%5-#%. B ICEILE
TS REDRI9% A REALR TH o 720 SRHIHRIE SN2 T LA
N T D FEBERHY TH BHN-A FOVFERIT R IG5 00.9%
E LTI E NIz In vitro FERIZBWT, TV ANY) »159ug
/mL (1ImM. 600mg/ H %% 5-Bf O E HIRFE D CraxDFI10H) T
CYPL1A2, CYP2A6. CYP2C9. CYP2C19. CYP2D6. CYP2E1
T OCYP3A4IZRT§ B B ILERD SN o 729 1D, 12),

16.5 HEtt
HA&R AR A, 7L #8250, 100, 200, 250%% 1M300mg
(F3eG-5601) %M ARICHE RS L 72RO CL/Fi34.64~
515L/hCTH > 720 Z OO R PHEMZRIZ839~977% T - 725,

166 HENDERZ2E T 2EBE

16.6.1 =k
AEWDS6T7~T81 D H AR NS & 66012 7" L 477 /31) »100mg %
HAE %G L 72, TomaxlZ 14T, T12036.320 M Td - 726
AUCo L O T2l EREIEREEGE 127 L #731) 2 100mg % Hi [l
D?i%: L 72 & Fle LT § 0 2R K OV IE R 2 {8 7] 3k =2
ﬂf:lS o

Crmax Trax AUCo.0 T2 CL/F
(ug/mL) (h) (ug-h/mL) (h) (L/h)
TR 324 14 266 6.32 382
o i (0.55) (05) (4.3) (0.82) (0.65)
faBE 356 075 204 5.66 493
Elg (0.67) (0.27) (1.3) (0.59) (0.35)

MM G %60, FIE (EiERE)

16.6.2 BiEEEEZEE

(1) BHEEEDOEL 2P ERE26H 2RI, 7L AN Y50mg% H
AREORSG Lo, BHREOCKTICH > TT128 TR L.
AUCoS ML 720 CL/FRUEZ Y 75 A (CLr) Z27 L7
F=r )T T VAIKBILZW BEAT %),

JL7F=> Com  Twm  AUCe=  Tiz  CLF  Clr
27077 A (ug/ml) (h)  (ug-h/mL) (h) (mL/min) (mL/min)
>60mL/min 186 100 159 911 565 449
(n=11) (039)  (0.22) (44) (283) (176)  (236)
>30-<60mL/min 153 129 282 167 306 154
(n=7) (029) (0.39) (5.0) (4.1) (7.3) (7.7)
>15<3mL/min 190 193 523 250 167 923
(n=7) (062)  (148) (11.7) (6.7) (39) (337
SlomLamin 169 100 101 487 830 430

G5 50mg (B, il (FERE)
CLr -2 UT7 VA
(2) BEMEYEREMHENT
33BBIDHEERE (HARNATAG % & - AREEBERE 706, Hi Rs



Pt B 2600, BEIRI M A AR E I ) R A R T A8
H 15450 K OSRUHE R e B 5 22400) & kG & L CREERISE BhRE
AT %2 Il L 7o F . — RN E & & l-a v /8= M A Y VETIV
DHEEIN, X Ew L LTCCL/FICX LT LTF=0 20T T
v A (CLer) BROBAAE. VAd/Fioxh L CBMI, BAHAE, M4
UK OSERGHIE GE EMT2hS, T L AN v O ERE | B A S
ZAHWT L LTIECL/FIZxf 3 ACLafEETHL EEZ LN
7oo BRREREEEEICBVT, CLer®ETFIZLD ., TLHNY
YOCL/FIMET§ 4720, Clerfizs® & L2 - HEDOH
HiAUETH 5,

F 72 HARNOHERIFE AR AR E A ) B 12B W T,
CLer#%30mL/min A E60mL/min £ 1K F L CW B EFIZ T L
HN1) 150mg % 1 H 20 KAERE %S (300mg/H) L7z& &
EWIRFEIZB T 5 AUCo12 (AUCoa2ss) D E T IVIZ & 5 HEE
(3. CLcr2%60mL/minbh E B2 7L 7731 »300mg % 1 H 2[H]
AR S (600mg/H) L7z &R LETH o720 Clerd®
30mL/minPl F60mL/minkii D EBEIZBIT LT L HINY) Do
)7 T v Ak, ClerA%60mL/minbl Lo BF DK 55T -
7219100 [72, 92, 981 ZHd]

VA= e AUCo12 ss CL/F
T TV A X (ug-h/mL) (mL/min)
>60mL/min 1171300mg 755 69.2
(n=31) (1H20=) 7.1 (138)
>30-<60mL/min 1[1150mg 80.3 323
(n=14) (1H2[a) (165) (6.34)

P (LR )

16.6.3 MiKBETESE
MLHENT % 520 TV B BERE 1260112 7 L #N1) »50mg % Hilal %
425 L 72, AR O MUOEMTIC & gk 7 L 7N iR
13#950% F T L7ze EOWOBEN 2 1) 7 F >~ A12192mL/min
THo72W HHEANT—4), [132 BHE]

16.6.4 E3ILiE
FERI2EM D Eokzlim 108)) 12, 7L AN v 150mg % 128
M &S (300mg/H) L7zEE, 7L AN VIZBILIC AT
L. BFLF OB FIREEIZ BT 20 L. FHRImEEh o #76%
Td o720 FLEOFIYREFLERE 2 150mL/kg/H L RET 5 &
TLHNY Y OFLIBANDIA B 72 ) O F30F%130.31mg/kg/ H
(RERE T 2 L BEERGEONTY) LiEESNDD (FEEA
F—%). [96 BH]

16.7 EMHEEIEH
TVUIHNY viEFE L TREMKD F FIRPICHEES L, & M
BWTIEEAERHENLZ L, FMFEEAICOEE LR
Wiz, TLANY SSEYIEAER % 5] &k 2 3 RE R IR
WD (FREIAT— %),

16.7.1 HIANRF >
TVUHINY TNy F 2 QOFEYHELERIZOWT, REERA
1161 % %57 L A1) > 100mg e O 78 % > F > 300mg % Hi[Al
Be 5 Lz, R OMEHERALSHEINC 7L AN ) 2 100mg M SN
NV T 400mgE A (FeG-bE  8KE) L 7 alBi & F ki
L CHERS L7z 2 ofER, BN 5- K O REER GO Wi By
Th. FLANY ORI E > THNRY F ¥ OFYBREIZZ
bLehrorze 720 FLANY) ¥ OWNGHEEEE N F
JAZ X o THOIMPIAET L7225, TR TR o 7218,

16.7.2 BOBEE R/ IVIFLFOCREIFZIIZALS
TFH—-ILDEHE)
TR N PE1660 % % SR DA 38 (WEfe 2 v =5~ > Fo v
Imgh NTFZ)VT A MT T4 —10035mgDEFIIHLE) &7
L AN o (1E200mgl H3MA) % [FEEC#E OG- Lz, 7L
HNY) IPEREED /) VT F 2 RO Y DCmaxd 7L 31 v IR
B e i L CBbE$, L AN YO AUCLsE T LA
N IEPEHEE S LR L TL6%E L. S L AN Lk VT
Y RE ORI E LS RIZE hh ol T LAY VHEH
HOILFZWVIA T T —VDCmax & FAUCo241Z. T L AN
) IR & LR L CENENE% S O14% L. T L AN
VORI FZVIA N TV F— VOEYEREICEE LY RIZS A
Molze Ty BOMEHRIZ L N v olindEdigEE (b9 7
i) \Z5B% RIFE 2o 7219,

16.7.3 OS5 /N4
TR 1260 % 6 5027 L A3 0 (1E300mgl H2[) % K
FO%GH, 17 €88 (Img) 2OFHES L2, 0 JE8
DCumax e FAUCold, FLH N VIRGEHM & L L TF N2
6% 8% L. 7L AN »idu ¥/ L 03HWEhRE 2%
BERNITE Dol T2, 0T Y SAGHEO 7L AN VO
Cmaxld. B 7 E/XAFEPEHIEL D 2% L. AUCo12131.8%1K
. agENL T VLHNY COEYBIREICHE L 5 2 o
oo TLHNY U TENAOMMIC LY R K OHLIK
TEEPHERE I BT 5 BUGHEE R IR A, AR G5 12 T
IR T 5 225580 © 417220,

1674 #Xx>aK>
TEEERAN1260 2 6 R 7L A8 0 (1R300mgl H2[A) % K48
BOFGH, A% a Py (10mg) ZOEHES LK, %>
3 F Y DCmax X FAUCowld, T L AN BRI & el LT
FNZENLI% K O95%A L, FLHN) igFFvaRFroH

VBRI B RZ & hholze T2 A F O FUHEHEED S
VAN Y DCmaxldy FF 23 FVIEBRE X D 45%1K20 - 72
. AUCoIEFARETH Y, FF LI FE T L HN) ok
WIBIREI B R 5.2 TdroTes TN v EFF ORI OB
FIZ & 0 FRAHERE S OSHLGE BN AR 12 38 1) 5 RS EE R IE A 5%
*r?ﬁ) AN B 5 R CTHII ISR T 5 2 #2550 5
7220,

16.75 T4/ —JL
FERER N L3B1 & 3 G2 7 L A78) 0 (1M300mgl H2M) % RAE
B G#%,. =% 2 — v (0.70g/kg) % PERAES L 72K, =%
J =)V DCmax t NAUCo.0ld 7L H/NY) VIEGEFER & Lk L C
FNZEN8IB K V6% A L. T LAWY YidT s 7 — LD
THRE B RIS e hrolze T2, T8 /= VEFRBO 7 LA
N Y DCmax i WAUCo121d . =%/ — VIEBF IR & Il L ¢ %
NEN21% T 1% Do 7275, TOEIGHER EMEE 2 57T
EnweE2z Nl FLANY) ey ) —VOBFHIZEY .,
SRAIRERE T O IGEBIEE AR 12 51T 5 UGS L IE A& )s, HF
P G- 2 e T LA 3 2 [ 25580 B 17222,

1676 ZT=hA>
7 = MV HEFIOHER G2 X0 SRS E L T B AL
TANPABZIOB 2RI T LN~ (1a200mgl H3mE) %
FABRES- L7z, LAY Y37 = = b A v O dErigss
(T 7MH) ICHBEEZRITST, FLTdz= b1 bT7LANY
YOS BRI E 5.2 o 728,

16.7.7 ALY EE>
HNNT Y v HAFE R G STV BN TADABREL26]
R T VAN v (1H200mgl H3E) % AR5 L7
B SLHNY VAN Y RO FoffEy (1011-2 8
F¥FR) omEEhiEE (b 7)) ISHEE RITET. o
W XYL TLHNY v OERYBEIZHEE 52 b o
f:ZSJO

16.7.8 /NJL7° O
IOV TS N ) AEE R RS SN TV ABRATAPAR
F12B % RS F L AN~ (1EI200mgl H3ME) % RAERE T 14%
HL72HE, LAY 30 S aBo ke (M5 7 )
ISR TS, VT amd 7L AN oY IR
R 5.2 o 7®,

1679 JEMUX>
FE M X EBHTHERG SN T HATADABE126]
ZRRIZTL AN 0 (1H200mgl H3IE) % SAER %S L 72
B, LAY VIESE N FroomiEdniEE (b5 7HE) 1%
BERIZET, T M)FL T LN Oy BRI Y
BEEZ I o®,

16.8 ZOfth

16.8.1 ZFL #/\U > 0OD#E25mg [HETL]
T L AN ODEE25mg THIE T | &, 7L AN »OD§E
150mg [HET.] #iEesig) b -k &, iHEEH L & H %
S, BRI EEE L AT ST,

16.8.2 7L A/\Y > 0OD$E50mg [AETL]
T L AN OD$ES0mg THE T &, 7L AN »OD§E
150mg [HET. ] #iEMediy) & Lz & &, EINEshEss: & e
S, YRR EE L AT ST,

16.8.3 L #/5U > 0OD#E75mg [HETL]
T L AHNY) OD$E75mg THET | &, 7L AN »OD§E
150mg [ HET | #iEaEsH L Lz &, iR FEE &%
B, WIS & Al SdFz2),

17. ERPRRIE .

171 B RUORLSMIZEET 555

17.1.1 BRT 7 RSB
REE R R EE R e L 1SRG o EE I
ERlZBWT, FEFHMIEH T 2 GBI A 3 713 F$#R
DEBYTHY., FLH/NY »300mg/ HE: K °600mg/ H BTl
77 2 R L I L CREHANCA B R UGEEDTRO S 7z20. 28,

AU OV A D 77

EIE e K ene |l | o
F5 LR 97 512019 ;

K;()sz; E') 7 s 481%020 [.0,505%1.23] 0262

;;(‘)/mz; MR - 4264020 . 0002

S o | o |83, |

D) WEBRENEHLE T 2EAOHESSH LA O PEEFEA a7
[0 FBAzL) 510 (TP ERWEAR) OB CHMI L, A
ATHREVIIERFEAERT ]

BWHBENROCLer B2 T, N=2A54 YOImA a7 #EmEL+ 5
5 H AT

s LTF=r o) 7Ty A4EEME (Cler) (24> T, 30<CLer<60mL
/mind#EEEH 1212300mg/ H. >60mL/minD#ER#E 12 12600mg/ H 254%
&z,

LANERTN S h ORIERSEBEIE, 77 2R ET439% (43/

#:2)

£3)



98%l). F LAY »150mg/ HEET57.5% (50/87%1). 300mg/H
HEC73.0% (65/89%1) . 600mg/ H#E:T82.5% (80/97%1) T&H -
7ro EEWERIZ, FEMEO v (31.1%). MR (286%) . ﬁﬁé
(12.1%) . RKWMERE (11.7%) Tholz. BEELE f’ﬁﬂ%
150mg/ H B L ZELR] ($R9% © RBI4E) . 300mg/ H B IC 2R
HIR/RIME O B0 (05 R 29EiE S 7z,
FEDRIFVE AR AR = (P S R 2 R L L 13S0
ZHEEMRILEGERIC BV T, REFHIE H Cd b mAEETHliR o &
WAITEITROLBYTHY, 7L/ »300mg/HEETIE
7T R B L ORGSR A B R U ET RO H D),

SeAS A PG A T 7T 75
R | B T P0 SR 0%
) 1l ﬂ‘ - 7 T
et oV T T
754 | 135 4832021 1204021 :
LAY > 063
ety | 134 4202022 asz=0z2 | 0% | 000
TUHNY > 074
o | 45 [408x032] deax0zz | B0

H4) HHREPBHLE ST A0 HED?SFEM LA TEBOPSEEAa T
[0 B L) 2510 (2B EAviEa) Ol CHFHS A, 2
ATHRECITERIFAZIRT ]

BB ROCLer@ 2 N, XN—=ZAF4 VOERAIT 2 IWEmL 35
AT (G OEFEA I 7 ONR—=R T 4 206 OZEbRIC
BIFH7TVLAN) »300mg/HEfEE 7T REL O FEAHWME L
720)

sVT7F=r )T Ty A (Cler) 124 5T, 30<CLcr<60mL
/minD#EEH 1212300mg/ H . >60mL/minD#ERE 12 12600mg/ H 25%%
H-aihiz,

AR R ORIWEH KL, 75 £ REET36.3% (49/
135%1) . 7L #/3) »300mg/ H#:CT56.7% (76/134%1) . 600mg/
H#T80.0% (36/4561) Td -7 LEEIWERIZ. FEIMED T
(300mg/ H #19.4% & 18600mg/ H #37.8%) . fa#lR (300mg/ H #
20.9%J% 1'600mg/ H #£40.0%) . FAHMEFE (300mg/ H#12.7% K
U'600mg/ H#13.3%) « RN (300mg/ H #E11.2% &% 18600mg/
H#11.1%) TdH -7z

FRMER R E B A AR & L2165 o ZEE IR IC B
WO, EEFHEHH Th 2 MR OERA I TIETERO L B
DTHY, LN B (300~450mg/H) TT I bREEL L

¥5)

11:6)

B L TR AR IS R AR H 70,
SRS DY g A T 7D 1)
F e MR | G | o
77 kR 248 545+0.12 -
i/ | 20 | SO0 | porgpy | 0006

TE7) W M ALY B A0 Hab» S8 L2 LM OFERH A 3 7
[0 GiAaZzL) 22510 (SN EZRWA) OLIEM T, A
ATREVIIERAFHAERT ]

18) HEHART. N—A T A Y OERGA T % L2550 &3 5 L5 H T

FAVERHIR RO ORIEHZEBIERIE, 7' R HETEL6% (128

SHIR OBIERIE78.6% (99/126%1) 12380 S, EREIEMNIX
FEIE v (286%) . FAYMEFIE (16.7%) . AR (15.1%).
ERAN (135%) Th o7
IWEHH&%%% CHE RGP AR R 2 2 1 21 5 ) 12 B W»
VAR S R O BIE T IE70.7% (87/1231%) 123 5
n TR R, EIR (228%). REBE (220%). FEitko
Fu (203%) THo7o
FEIPEII 53 (RUERIE) 12T, e tkEE xS S 6ih
WZREIVEIT1384.0% (89/106%1) (2386 &, 7 BIVE I MEIR
(26.4%) . FEESO v (24.5%) . KEBHI (18.9%) . 1HH#
(16.0%) THol:o BWEHOEIEE L, ZLHPBRETHY ., BE
DEWERIZEED SN dr o720
FEIN R 530 (AR RS 12BW T, BT 5
IFTAHEH.,K;K%%#bﬁrﬁ%\ﬁﬂsbtﬁéw IAE BRI

{3

B HEH L 22BIERE. 874% (90/10361) 1280 5, Tk
BIEE, IR (48.5%) . REHAN (28.2%) . F@i1E® F v
(22.3%) . FAYVEFHE (175%) TH o720

17.1.3 ERFHEFEERERRE

ﬁ"n‘ﬁfﬁ% BRI TR & L2168 50 " HERILEGEAER
I2BWTC, EEFHIIEH TH BN OKHAITIITRO LB
DTHhh, TLIHNY U (150~600mg/H) T7JLREEL I

B L CHEHER I B AR 728,
:}é{ﬁﬁj\ oy ELD. EI2)
o = L) HEMONR=27 14~ - N o
BSR sl | ooTuElE | L2 CREDE
e | (95 M)
75k 106 107+0.149 -
FLHINY) v -0.59
150-600mg/ H 105 -166=0.157 [-0.98-0.20] 00032

#10) HEBRIEOFEG L. 150me/ H 2 554G L. 45208 X 1 s E B 2 17\
B4R I PE L 22 BRI CHESED S 1608 F THEFFT 5 2
e L7

W11 BEREEHRET 2MAOHRE [0 GBAZL) 7510 (Zhblk
HWFEA) DI THEM S, 23 7HAKREWIE LRV A Z R
Fol 2HHEW L72EEN (16AM) OEBAITON=AT 4 ¥
5 O IR & G-I s L 72,
EEONR—2 5 1 96 DT L=
CAE (1638M) OFHEIFAIT-N=A T4 v OFEEFEA T ]
X [BHBE OF G-I /A5 HE (16:80) ]

E12) BHEEROMEHRE N, X=2A5 4 Y OEFEEA T OIS
HEDOFMiORA 37 %85 &3 2 550

W AEVEFEM Sl ORISR EIL 77 v REET46.7% (50/

10761) . 7L HNY YBET67.0% (75/11261) THo7zo F4HE

ERIE. BIR (33.0%) . FEIED F v (17.9%) . KA M7 E

(11.6%) Td o 7zo BEEZFEIEAIL, I AE LB 2SS S A,

B L 720

17.1.4 HET 7 R BHER

%?lﬁf@%fﬁ?ﬂiﬁfﬁ%%%ﬂ% E L THEERILEEERIC B W T,

EE?Z?%IE HTHLREEFHIFFOKIFEA I TIEITFEDOEBY TH
CWTNOREBIZBWTH LAY »300meg/ HEER O

600mg/E[ﬁ=“( X7 7%*?#&kt$xb“(%uf%ﬂﬁ CHELRUGEN

FHD 51 7236). 30

/24881) . T L AN L HEC824% (206/25081) Tdo7zo Tk i B ‘ Bl QAR 3 720 B
RIPEM L, IR (45.2%) . FEITED T\ (28.8%) . REMN R | T g RO T eREoE |
(144%) . B (128%) TH-72, sREE | [95%EHEIX 1] p
17.1.2 ERARERSEHR A s RO A
RIS T A I LB 12661 L BB PR PR AR A B 5 120 5 g 1 774K 93 | 6.14+023 -
BB 123610, f%fﬂiafsz R 106051 31 AR e 8 it 551 lif@ﬁ:? F (I3EM) [ 8y o 083
B, B, S RIHLE L@ i) B omg/b | 87 | 520202 | pis30oy | 097
i e RN e R T m:m LAY o7
DiEFE (0~100mma Visual Analog Scale TSk 3 EQaL A 300mg/ H % | 507023 [-1.70-045] 00016
r&%Tj‘) 0):':1‘]145‘ iT%@&j")k)fﬁ)Ofsn 34) 7“1/‘7f/\"7)f/ -1.79
600mgy H i | 88 | 4352024 [243.115] 0.0003
HAOME (mm) RS T/ TAABR
B A WRIIS AT RIS AR P 9 |Town 87 5592021 -
MBI | P B R | FEmEI | PO = R A GHEM) [FL 7y > - 0
5E | 1% 620190 123 528217 75mg/ H 83 | 5462021\ 710437 | 079
1238 116 353+223 119 30.0+23.0 FLHNY » 007
82 | 552+022 0.7999
24318 105 340+230 112 27.7+220 150mg/ B (-0.64.0.50]
5238 94 283+229 97 248+208 @ ‘ng'tn IR 81 | 633%022 -
FADME (mm) 19 T Gt | 8L | s1az0zz | S| 00002
RS 41 AT A A PR T P 7 LAY 5
FRAIE | P = i | BRI i 30mg/H | 70 | AT6FO0B T oap09s) | 00002
51 106 61.8+235 103 671166 1 PERTEN 84 | 529%0.24 ;
1234 104 489+233 98 143+269 (&) [ 5> 169
28 101 183238 92 1632271 600mg/pins | 88 | 360=020 T oas 105 | 0000
5238 ]7 471+248 85 449+270 1#13) %&%?%L(ﬁ}jrf H ﬁﬂ%&m‘ %9 r&(ﬂ H L LD ﬁJHﬂLL g_ lﬂﬁzﬂém +i"€lfﬁi{“ A 3
oy e - R LI SRR = 710 GEaiL) #6510 (SALEAVRER) OL1ER TRl S L,
9) 0~100mm® Visual Analog Scale TEAYK & W T LRV A % RS . a7k %Tz\bi &55:11\«};_07%%\/]\?" ]‘* i
RS 550 (SIS ) BT, 4t PE4) RBULO © 58, Bk R OCLorkd & 8T, =27 1 ¥ OFEHA

a7 &I E LT 5 AT



A2 O3 - B G RER Ok A . R—=A T A Y OFAaT &k
R L § B T

H15) 7 LT F =) 7T v AHEEM (CLler) 12& 5T, 30<CLer<
60mL/min®# 5 1213300mg/ H . >60mL/min D #5512 1£600mg/
HAae 5 sz,

SHE R ROSRERLIC B W T, A tERFAR G50 b o BIE 583
KT T L REET398% (37/9361). 7L 431 »150mg/ HET
59.8% (52/87%1) . 300mg/H#:T64.3% (63/98%1), 600mg/H &
T74.4% (67/90%1) THo7z0 FRBEIER G, FEITED
(150mg/ H #£16.1%. 300mg/ H #£32.7% K% 0°600mg/ H #:36.7%)
fEIE (150mg/ H #9.2%. 300mg/ H#:11.2% M °600mg/ H
25.6%) . AMVEFEME (150mg/ H #12.6%. 300mg/H #14.3% K& OF
600mg/ H#13.3%) Tdh o720 BELBIEMIX, 300mg/HEEIZ
TFT 4T F Y —RBUSIB, 600mg/ H B FEN D T /T
VRN /55 ) R/ ARAY R AE IR OS2I B P I s S, w
NHMAIEL 720
HHESE T/ MAHERER21C B\ T e VERHMi S5 b o RIVE 588
RKIIT T REET25.0% (22/8861). 7L 4/31) »75mg/H#ET
32.1% (27/84%1). 150mg/HET41.0% (34/83%1) THh -7, £
HEMWERNIZZEES v (75mg/ H #:8.3% K (F150mg/ H &
145%) e OME[R (75mg/ H #E7.1% 5 0°150mg/ H #£9.6%) . 1A
sk (75mg/ H#E7.1% )% 0F150mg/ H #:4.8%) . §54 (75mg/ H #
1.2% ) 1N150mg/ H #£8.4%) ZTdh > 72,
AVEES T/ AHRRERSIC B\ T et R e oRIVEH 38
RKIFT 5 L ARBET395% (32/8161). 7L/ »150mg/ HEET
50.6% (41/81%1). 300mg/H#:T67.1% (51/7661) TH o720 E
ZEIVE T B £ v (150mg/ H BE12.3% K& 1F300mg/ H &
26.3%) . fEHRE (150mg/ H #£14.8% % 0°300mg/ H BE23.7%) . 1A
Bk (150mg/ H #£9.9% % 10°300mg/ H #:6.6%) 45 Tdh - 72, B
ZEIWEMIZ, 150mg/ H A E5EL, O EMEMAMNTE . OE A
R/ O 2 A AU O 3B 2SS S fze TNE DERIFIZO N
T DEEANURG . OB EA LR /OB PR AU 1 R [mIAE
FEELIE AL HERR S 720
HHEISE T/ MAHGERA IS B\ T e VEERAle 6] b o RIVEF 5881
RIL 7T RBET369% (31/84%B1) . 7L H N L #HETT730% (65
/89B1) \ZFED S, E R EIERIZFEIED v (27.0%) . R
(23.6%) . AAYVEFIE (135%) . LIP982KE (101%). 556 (9.0%)
T OB ARAT (79%) S THh o720

1715 SERBREHR
TS B R E R E L BRG] (15461, &E
312H5) K O2 (27561, HE1T2HIET) (2B BIFADIRE
DFHEIITEDOEBY Th o723 39,

A DIRE (mm) O
SR £ R 5 8% F M 5 ek Bk2
FEMEIEL | I = R | AR | T = B
EEaen ] 154 694 +187 275 67.3+179
1238 114 428 +26.1 211 40.3+254
2434 91 405+25.1 173 414+249
5218 63 383+24.6 122 35.7+24.2
10455 32 368232 78 325+241

1#16) 0~100mm® Visual Analog Scale TIHAYR Z W T ERWEA L R T,

FMHGRBELICB W T, et iS40 O RI1ERI1E75.3%
(116/154%1) 12380 S, FEARBEWEMIZFEITED v (208%) .
fREIEIN (14.9%) . IR (13.6%). FHic X 2405 (9.7%). M
Pz (84%) . FHRYMEFIE N OS8R (47.1%) . HEJIHE K OV
(%£65%) %CTdh o7z, MERBEMIL, FHiIZ X 24M5361, L
SR, ERIREE, A M) AME. SIS O
PEIRSMIGHE, S/ Filiic X 2 745 /F00 12 X 2 4 MESBIs s
S, IR L EFEL 72,
FHIH 53080212 B\ T LR S 60 o o BIEF 1365.1%
(179/27561) 12380 5, EREWERIGFEMED v (160%) .
FRYLEEIE (127%) . IR (105%). ME%E. G958, (RERS K
OB (%£5.8%) . #ls (55%) FThHorz, EELREEMZ.
R JRER G/ KA D213 S, F Ol Z
neEnERME, METH -7,

17.3 ZDOftk

17.3.1 BEOTZEHR
HAMNMERBEAZ MR E L CHAR K OCERICTL AN v %
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