% 2026410 HELET (55280
202442 HERET (55100

Bk - IR

HREE : 34

BAEEEAIEES
871190
25mg 75mg 150mg
AERES | 30200AMX00804000 | 30200AMX00805000 | 30200AMX00806000
BR5ehata 20204-12H 20204121 20204121

RiEAES (MRESER - EBHRE)
TLANY 2 OER B EREE

JLAINUJ ODsE 25mg M K.
JLANIJD ODER 75mg Mo K.
TULNIJD oDt 150mg ' v K.

Pregabalin OD Tablets 25mg-75mg-150mg [SANDOZ]

WIS
) EE - EMEOMTEI LY TS

2. B2 (ROBHFITEIBELEWVI L)
RAN OB LBEEDOBAIE O H 5 B E

3. MR - MR
3.1 fHRL
B TV AN 2 OD$E | 7L AN~ OD §iE | 7L AN~ OD $i
e 25mg [ K] 75mg [~ K] 150mg [¥ >~ K]
st | VEER T LATNY | TgER 7 L AN & | 1 g 7 L AN »
Gk 25mg 75mg 150mg
D-v Y= b=, Wik, B/ AFT) VBT LY) ¥, S
AhpE | RO =R, JOARE RS AT AT VI Y@
o FRYT AL oA F )y A, A FU—A, 7%
WEEA T 7))V F M) L, ATFTY) Vi~ 7 AT L, BF
3.2 WEOMHIR
i, FLHNY) 2 OD§E| 7L AN v OD§E| 7L AN v 0D
s 25mg [ K] 75mg [~ K] 150mg [4 >~ F]
#IE Es7d
i [=REN
R a7y,
B A Aop %
1S Z A
oy 75
>
— —
RS 6.1mm 84mm 10.6mm
FEx 3.1mm 49mm 6.2mm
H= 80mg 240mg 480mg
4. HEEXIIZHE
OMEEETHER

ORRMEBRIBIE CfF > &iE

5. MEERIIHHRICEET BEFE

GRS > &R

WMERG R DB, SKED) v~ FE00HE () il
HEOERRE) 7 2 O I TR L. FEEBW S N
BlLOREGTHI L,

6. AERUVAE

(FEEEMER)
WL AR LT L AN 1 H 150mg % 1
H2 B2 CREO%S- L. 20k 1AM E2TTLIHA
e LT 300mg ¥ CHiEd 5, 2B, Fih. ERICE D #EE
BT 525 1 HigmHEIZ 600mg 22 w2 L, w
NG 1 H 2 BN TROKS T 5,

(RRAERRIBAE | £ S & 78)
HH BAIMPIAE L LCT LAY v 1 H 150mg % 1
H 2[5 CROES L. 20% 1EMME»TTIHE
& & LC300mg X T#id L7k, 300~450mg THEFFT 4o
b, F. ERICE D EEMKS 2% 1 B AR
450mg ¥ B2 VI L L, wihd 1 H 2 IS5 TR
#5950

7. AERUVHEICEET X8
7.1 RFOFG 2T 20EI121E, Al b BRI R

FTHEAICH=ET LI L, [8.2 ]

7.2 HERRERCERE ARG T A AL, TRIORT 7 L
TF=r )T Ty AMEESH L L TARR O G R L UG
MR ZHRET T2 2 Lo T2 MENT & 217 TV 5 B35 T,
VL7 F=r )T Iy AEIOG L2 1 BAEICIA T, 1
WOBNT % i L 72 AR OB 55247 2 & BEDH
BEVREINTOLEAICE, BHELSHBL. ZEM)
RS, RAT D LRBEICHEETL L, B, 22T
RLTWAHE - HRIE Y Ial—Ya VERICES LD
THoHIENS, HFREZLIEEICHE L 25, Tk -
MEZAMT L2 E:[9.2, 9.8.1, 16.6.2 B]

(FiEEEMER)

4 ;j’ij LB
e >60 >30-< 60 | >15-< 30 <15 DHFEH
i)
(mL/min) &%
Va0 175-300meg | 25~150me | 25~75mg
"1 600mg
1 [f] 25mg
1[H25mg | 1 H 11\
s | 1E75mg | LHBE P OU 2 mon e | o5 s
WHRE | o | B f 1A1E | 50m
1/ 75mg | HiE g
1H1M | 1ME50mg
1H1E
1 1] 50mg
veree |1 150mg| TH3E | emg | LIS 5550y
HEFEm 1H 2 Bk 1H 1 & 50mg T5me
1 [l 75mg 1H1E
1H 2
1M 100mg | 1 [ 75mg
e |1 E 300mg | LHBE P VH2E G 100 i
REPCTR || LT E | 150me
1 150me | 1 il 150mg
1TH2® | 1H1M

1) 2 HIZ 1 Il ARG 6 et & 4 e IMEENT & F2hE L 72360 v
Iab—va VEERIZHED

HRHEBRTRAE (£ 5 7B T8)

- BT
L >60 | 230-<60 | 215-<30| <15 | omFEM
BE)
(mL/min) e
1HEsE | P9 | 75-205mg | 25~150mg | 25~75mg
450mg




1 W] 25mg
1[0 25mg | 1 H 1A
= | 18 75mg LH3E | HL<id2 1[0 26mg | 25 X
MRRE | R | RS ﬂ 1H1E | 50me
1 [A] 75mg it
1A 1E | 1@ 50mg
1010
1 [A] 50mg
veren |1 150mg| PH3F | gsmg | 112X 5y g4y
fEdr e LH 2 [ Xz LH 1 1% 50mg T5m
1 [ 75mg 1A 1 g
1H2M
118 100
LI
e
MEFFIE ) 5 295mg | 11 75mg | 120ME | LIIS0K | gg 5y
(%5 1H 2 103m 1H1 1% 75mg 100m
) Wik 1H 10 g
1 [ 75mg
1020

) 2 FIC 1AL AHHES 6 BRI & 4 BERIMEENT & M L 7-3a 0 o
Ialb—Ta kRIS G

8. EELEXNEE

(GhREHE)

8.1 AFIOBGIZ X DD F v, IR, FikHKLERSH S b,
HBEFWICE 72615 55 0T, KFIFEGHOEE 2L,
H By @i Sl & 1 O OB EIIER SR nw L )i
EYLHZ e [11.1.1 BIE]

%8.2 AH QAWM AETESHIFIC LY, AR, o, T, TR
NGRS HES OBEBEIRY S H b b 2 L b DT,
B G AT AR, e b AU E2T T, &
FHORBEBZ L 204 I0HET LI L, [7.1 ZHE]

8.3 AHN DG L WIREIINAZ RS Z LAH LT, il
TE L. Wl oBMERD S b 2ad, g, i
FEEOMY) MEZITH) T & TS, HEROWIN. 50
RGP R ERINABO SN 2 DB D720, E
WA E RN 2 FEHi5 5 2 &,

8.4 AH G2 LY. 5. HERE. S, EHSORRE
LU AN D 5 DT, SRR, IREEEIZDO W
BERAT)EFEE L, BEIED S NZGHAIIE Y R ALE &
192 & [15.2.2 ]

(FEEEMER

8.5 AHNNC X 2 HiHRhE EELR O R LR R Tl % < RHE
WETHLI DD, ERORRE 7 2 BRBOBW L ONHE
PR TITV, REIREREEG LEnwT &,

9. RENEREFTIBREICHTIEE

9.1 AHHE - MEEZEDH 5 EE

9.1.1 EED S ~MEOFLDEE

DEEESFETLEZICBNT, 9 o MELAEDH S D

NHLZ DD, [11.1.2 H]

1.2 MEMZEOBREL & 2 8BE

[11.1.5 =Hd]

9.1.3 EMHKEDERNDH 5 BEXIIBEEREDH 2 BE. FH
BEEOHZ8E
KAEDOIED R a Bl L, EEICERS T2, [15.1.2
ZHH]

9.2 BHEEETRE
JVTFZr )T Iy AMEESE L L TAAORGE KD
BOEEEHET 5 I Lo RENTEEL L TREEDIRFIC
PEIES N2 720, METHIEED S 2 ) BIERASE LR ¥
K BBENDD D, [7.2, 9.8.1, 16.6.2 BE]

.5 1T%

9.5.1 M IR L TV A etk d 5 L2k, HFEEO
B EDSEbatE % L% & HWF SN EICORFEE T 52
Lo BYWHERRT, IBIREY (RAE. WRRETEOSESE -
Ao FHRER, BEES) . HAEAORE ((REKT, £
HEEROMT, BEEHEERSOMET ., BEEIL, Al
T REEE) e TwaY,

9.5.2 RFN &G Lz o A LzgERicBn T, #Hidk
VS BUE RIS ST b,

*9.

9.6 R3LIB
RENF G-I 2 TS5 2 8, AKFlZe NEEFHAFAD
BATAED LN TV 52, [16.6.4 BR]

9.7 INR%E
INBEE R IR & L2 AR O a2 R b L 2R R
FERL TV RV, BTy P TIEIREORZEIE L. &%
KEFFEME (600mg/H) & RZEOUETEIZB VT, AR MIRE
K (AREHGERORELY) ROBRE~NOEE (—#k
OEERIIIH) PG SN Twb, T2, BREEHED
2 fE a2 RS CI R BN FUSOT A5, # 5 fFOBEE
THRAERIEH O E G ST 59,

9.8 =&

9.8.1 Z L7 F=v )T Ty AERSEIINSE, &5 MR
T AL, EEICKSG TSI L, BREEMITLTW
LN, (7.2, 9.2, 16.6.2 ZR]

9.8.2 HF\», MK, EHMASICL VI LESLies L
7B B, [11.1.1 ]

*10. HBE/EH
10.2 BEEEE (BERICEERT S 2 &)
e 4,48 BGPRAER - HFE i B - el T
HppR ) IR 4, A2 & | BRI
FETA FREYEH |72 8 OWELD S
FEVANY I T I % ORI ARG A R FIC & B
EEEIUN BB R RE S L T

ARAN AN AE S
bBLENNDH b

T I =) (ki)

k| PR IE A 5] &R O A IR & oo BE E V| H e R
FTHEK (T VAT VDR ENT VS EF %
CEMBERAERES)  RAL v BE T,

MAEEE (EmE. .
SAIRONEIR % &) % 5
THVAHNEELB
ENDH 5,
KRB 2 2R |[F7 V) Y REH L BEAN

KA OGRS & ) R
PiFIE & 5SS 5 ) R
U N E B BENND
Bo Fh FTUYTY
A 11 T 1%
EREE T 3RS L,
DA At 5 AL AL
F2I Edb b0, K
H & BRI 2 A1
BEIHRGT 5ok,

FIEH (FTVVT R
FHNE)

11. B{ERA
WOBEWER DS S5 h Z EHH 5HD T B T35 12470v,
SRRSO N E I3 G- 2 IET 5 7 EEY) R LE &
192k,

1.1 EXGEMER

11.1.1 HFEWV (20%LL 1), 1EIE (20%L.F) ., EaEX (0.3%
ES))
HDFE W, EIR, F#ELSD S b, i LaPrEEIcE -7z
EOHENRD Lo [8.1. 9.8.2 K]

11.1.2 DAL (0.3%Ai) . BiKE BHEARH)
IAREDY) 273 5HEHTIE, BEL 07w, £ZED
BOLNTEAEIZIEHRG 2R L., @Y R 0RELITH 2L,
[9.1.1 ]

11.1.3 HERUHREFE EEAH)
MR, B, CK L&, mikoRF I rary 4
EDHOONIAEICIE, TG ek L, W2 0LEE 1T
ko Fo, MERGRVEIEIC X A AN REEOREIEET
LT,

11.1.4 BFL (0.1%Aii)

*11.1.5 MEMZE HEAH)
M FESOBBIEDNH S bNEZ DD 5, [9.1.2 5
]

11.1.6 {KI¥E (0.3%Aii)
PR, BRUR, WiT. IR, TRk ORI RE IR 25
S aidx g Fdik L, MA@z 2 k.



1LL7E“E%£(%FT%>

A8 ﬁ%l% SFOWRRERE T Bg L, BED
RO BTl i%%XﬁAW$CTv®ﬁ§%%%¢é
ZEo MH ﬁ% REED N3G 2 Ik L, B R

HANVE VIO GEOE L MEEIT) S Lo
11.1.8 >avy BHEARH), 7F7717%>— (0.1%AiH)
11.1.9 REHEIRGERSE (Stevens—Johnson fEERE) (JHEEA
M) . SRALBE (BEEAH)

11.1.10 BIEERFFR CHEHEAH). FHEEEEE (0.4%)
BlIE4E. AST. ALT FAZ24E) HHREREE2xH 5 bt
BT BB,

11.2 ZOMOEIER

1%L 1 03%§§1% 0.3%ki# | SRR
I UF 2 R U A

M Lo~ i, LR

SRR E g
VIE

o CHRIR . | A

fe o ot B0
& e

R GEL. KRG |5 oM. b M. Wt
N %J&’iﬁa‘ HEEORE|NVH X L,
R B, 0 S, R
B ity 5ok, (B, -
RS Bl A%, /5=
D E k- |2 . B
k. BEIREEE. |50
R
RO O TR, L) B A W
CE . F | AL T S o SR
B S| VIR M| % X Kat
e ThE . k. VA%
B B[R U o R
S N T
HER R MR 2
I A
E;*t”h"r'? }:’]*}L
WL R, K
o0t e B
& LahE
B, B[R, |, |, B
BT | B VIR, WUk | BIEHL. TR

N B . O, B

e BRI, EAR | o B B &
5E. FHLL HA|f
W IR

H R O 3k |t £ o | B B

e

TWiE B TE 5 % [FEHIR

oy 7, R,

ol ¥ A IR
TR 0
S

e N

B JE. 13TH
e s WRRREE | S A | e, B

s W\ O X L
Ll B, 54

R, B . RS Rk T
N N N7 T N ST TS
MBREE gy W, WK B, BEE. §
. A% (B
I 75 | B, B |
RO 5. IR 3, BT
i z
TRIE
BT . | T
R O el POENE P 5
4 WE. I L [H5REE
e
RO B TRIE. B | R ZR
[ i
A, /i
. T, HHAL|[EERL. @
koA L5 Hit. @5
e M\Hﬁﬁﬁ
5. FLEN
L U118 (BT, A, 367 0 Wl
G B T O R IR 1R AL, 5
PEISIAE | SR R G N |YE. BRI
I

1%L 1 03%&*1% 0.3%Ki | HRARH
i
G R - %
ML A B
WEE | P CK M|, My ) v A
M. ALT Hi|soRERN |
. AST
Bk . dk 7 3
5 — EH.
ez L7
= i
13. BEEE
13.1 FEIR
15g ¥ TOMEHGHIPHRE SN TE) . BERGEIZAL
N ERERIE, EEIEE, (EIR, sEELIREE, #19) ©. ik,
HEHLEEDOLRE, BERETH L,
13.2 B
AANTMAGETIC X D BREENLEZ ERE, EHLTWDLIE

RO Z
ZH]

J& U CIEEN OFER A ZEET 5T Lo [16.6.3

14. BRLEDIEE

14.1 EFZFEFOEE

14.1.1 PTP B DAL PTP ¥ — 25 L TIRAS
LEIHET LI L, MP/~L@9% L0, AR
#Réﬁ@«ﬂkb PIIFZELE B L CHERIN £SO E
EBLRAEEZIIET A &#ééo

1¢L2$ﬁiﬁ@i~®%fﬁﬂ%mﬁéﬁék%ﬁTét
O, K LCTHRHAWTETH L. /2. KTIRHTAZEHT
&5,

15. ZOMOEE

15.1 ERERfEAICED < 153K

15.1.1 7L CHEM S N2 A H 2 ECEBOMTA»AZEICE
5. TAMA. BEESEZRSRE L2199 075 &K%
IR SRR OMEHE I BV T, BREE L HBRER OIS
HoOU 275, TADPAEDIRMEETT T L REEE L
TR 28 (PLCTAPASERHRE © 0.43%. 77 & REE
0.24%) . LT AN AFEDIRHEETIZ. 75 &AL X 1000
ANH720 1.9 AZ vt sz (95%EFEXM 0 0.6-3.9)
T, TADPABBOY 77V —7Tlk, 7IbREEL LN
1000 Ad720 2.4 AB W EEHEHE SN TWwBE,

) RFNIWINTIHTAPAIE L LTKRE SN TV A, R
FNZ B 2 ARHFIORHE - R [HREE . ST
WS B Th B,

15.1.2 SRS BE 2 S AREAL O W PECE N S T
W WS, RE F G SN B TIRTE O REBIATH I 12
HENTW5D,[9.1.3 BE]

15.2 FERRERERBRICE D 154k

15.2.1 2 4EH O~ 7 AN AFHERERIZ BT, IR KRR T
DO e NREGEO 6 UL EOBEEISH NS 2 A0S
12 &Y HEARAE A S AR O S A4 220580 L 72 & D3y
W BY,

15.2.2 24EH D T v b AEERERZ BT, KRR T
@$ﬁzb5@§®5@uiwﬁﬁ%’ﬁ%fé$ﬁ@&%

XD T Ve Ty MEE RS b IS MR ZEE O 5
HWEPEIML 728 OMEDRH LY, /2. Tv FEHW#M
ﬁ\ﬁﬁ% IZBWT, KEMETOUC-7 L 431 » el

FEDMIITMBE R FIT E A EDOHIEIZ SEIETH - 72
ﬁ‘7/%13&06&@%&@%%%@%%%@@*%%Kﬁ
T HEEITFRD SN b o7z IRICET 2 EIEHOFEIREL
TR RBEL ) E L R EERE AR L L7 13~16 4
M350 7 7 v AR (3RS 077 v KT
3.8%IkF L. AHIEE (150~600mg/H) T 10.6%. E#%S
2B (3 HERPEE) TIX10.2%. MMEFRE Y MR & L7z 16
HEHG DT 5L RRRERD 75 & REETIL 2.8%I2k
L. AH# (300~450mg/H) T9.2%. EH#FKGHEBTIX
9.4%Tdh -7, [8.4 BH]



15.2.3 {7 v b OZIREE R OCWHIIRSE B3 2 HBRIC B W
TRKREERHETOVE e MEERO 28 FLL LoOBEE =12
ML T 2RO LY JRIESEE OFSERE L 72
L OHFENH BV,

16. FEHEhRE

16.1 MAiRE

16.1.1 HEKSE
HA NHEHEBLAIS, 7L A781) 50, 100, 200, 250 & OF 300mg
(BHGR 6 H) 2RI R OH T L7 BG4 1 R
T Conax 12FE Ly Tuz (349 6 B T3 5 720 Crmax £ U° AUCo-o0 1
300mg % T HEMFIACT, FEIZILH L CainL 729,

Pe5dt | Cu | Toax ?BZ"’,“’ Tz | CL/F | V&/F | Ae
(mg) |(pg/mL)| (hr) hr/mL) (hr) | (L/hr) (L) (%)
% 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)

o | 356 | 075 | 204 | 566 | 4.9 | 403 | 9.0
0.67) | (0.27) | (1.3) | (0.59) | (0.35) | (6.4) | (2.7)

w0 | 63 | 1.00 | 432 | 593 | 464 | 39.7 | 91.8
0.73) | (0.32) | (3.0) | (0.32) | (0.32) | (2.7) | (2.6)

50 | 718 | L17 | 49.2 | 557 | 5.15 | 41.0 | 9.6
(1.43) | (0.52) | (6.1) | (0.72) | (0.61) | (3.8) | (4.4)

a0 | 825 | 108 | 617 | 580 | 4.91 | 40.9 | 97.7
(1.36) | (0.38) | (6.3) | (0.62) | (0.52) | (4.3) | (7.3

ARG &6 B, Il (BEERmRE)

Comax © i IML4E Hr s

Timax * H o TUAE HA 8 2 31 2 I ]

AUCo-eo © IfIUHEFp i £ IR ] AT T AR

Tz o HUHE A R 1

CL/F:A»r0o&ss) 75 A

VA/F @ BT oA %R

Ae (%) @ H.IAH 5% 60 K F TORZALRO R AHEER

16.1.2 RE#HR S5
HARNEFER A7 L A3 > 1A 150 K OF 300mg (%4#%5-& 8
B) % 1 H 217 HEEROES LR, 56 24~48 Wi T
EWIREIEL, 5 7THHD T2 l3ZNZ116.02 LU 6.31 F
fChoszo %G5 7THHD AUCH2 1E, 51 HED 1.445T
Ho 729,

Crax Tmax AUCo-12 T2

(ug/mL) (hr) (ug - hr/mL) (hr)
BIH|ETH|BIH|BTH|EIH|ETH|E1IH|BTH
101 150mg| 4.23 | 6.30 1.3 0.9 22.2 | 31.6 | 5.11 | 6.02
A H2Mm)|0.72)[(0.74)| (1.1) | (0.4) | (1.9) | (3.6) | (0.69) | (0.47)
1A 300mg| 8.82 | 10.3 1.6 1.6 42.1 | 58.8 | 5.42 | 6.31
A H2Mm)|(2.34)] (2.3)| (1.0) | (0.8) | (6.9) |(10.6)|(0.87) | (0.54)

I (A . % 8 6l

16.1.3 EHEHIFEHER
LA/ 0D g 150mg [ K]
7L A3~ OD $E 150mg [ K] &V 1) 74 OD $E 150mg % .
JUAF ==L ZENRZN18 (7L AN) v ELT
150mg) fHE R A 53 MLl £ BRI % 5 LTI 7' L A7)
VIBERE L BONITLHNY COEYFRENT X — ¥
(AUC. Cmax) 22T 90% 15 HEIX [ 12 CHEEHINT % 47 - 74
B log (0.80) ~log (1.25) O#PHNTH V). WiFIODLEYFTFE
MDA S NIED,
7L 31) v 0D §E 150mg [ >~ N | #e G-t o 1A b BEHERS (k
THRA)
(ng/mL)
8000

&

—o— JLJ7/\1) »OD$E150mgl ¥ > I
—e— 1) V) 710D#£150mg
Mean=S.D., n=21

e
e

6000 H

4000 (#

EV S S TN

2000

5

i

0 4 8 1216 20 24 28 32 36
B 5w (hr)

SEYTRE ST A — & OKTHRH)

AUCo-36 Chmax
(ng - hr/mL) (ng/mL)

Trmax

(hr) (hr)

7L JN1) 0D
%% 150me [ > I 37034.9+4323.0| 5802.4%+996.0 | 1.0£0.5 | 5.9£0.5

1)) 7 OD §E

36941.2+4331.7|6196.0+1056.5
150mg

0.8+0.315.9%0.6

(Mean=S.D., n=21)
TV I731) 2 OD $E 150mg [ > N 550 i iR Ok
7 TR

(ng/mL)
8000

—o— 7 L #/\1) »OD$E150mgl >~ N
—o— 1) 1) 770D$E150mg
Mean +=SD, n=21

526000 f
s
74000 1

i 2000

0 4 8 12 16 2 2 B/ 2 3%
#5120 (hr)
HWEE T 2 —% k& L TA)

AUCo-36 Crnax Trmax
(ng - hr/mL) (ng/mL) (hr)

Tz
(hr)

TV JN1) 0D
5% 150me [~ I 36528.8+4884.716283.0+1469.7| 1.2£0.9 | 5.9£0.5

1)V 7 OD #E

36556.2+4839.6| 6056.2+968.3
150mg

1.1+0.515.9+0.4

(Mean+S.D., n=21)

B, MEEFEREIL N AUC, Coax ZEOIYBHRE ST A — 5 1%,
BeERE OFR, AL OFRIUNEL - R SF OB S L > TR Z 2
TTREMED D 5 o

16.2 TRIR

16.2.1 BEOFE
HARNEHRBA 19 BT, MR OTERICT LN V%
150mg H M #E OG5 L 728 O Coax 1T Z N ZF 10 4.95 L O°
3.22 ug/mL. Tmax 1$0.947 L O° 3.37 [, AUCo-ss 1T Z 1L
31.2 H1N28.8ug-hr/mL TH o720 HHEHKGIZE VT Cmax 13K
35%MET L Tmax 1349 2.4 BERIER L 7225, AUCo48 DT 159
8% Td -7,

16.3 9
HARMNERB A, 7L A3 > 50, 100, 200, 250 & OF 300mg
(B35 6 B1) % flh fRF I B G- L 720 B 554
& (VA/F) 138 40L CThH o720 TL AN BRI L, 1
BE R T A EMTEE O, 0.76 TH o7z TLANY
iE, 0.1~20u g/mL ICBWTIIEEMIZ, T AERE L2,
5729910 (in vitro 35x) o

16.4 U5
TLHANY) FF L AEREE 2T v EERA YHEA 6 1)
IZHUC-7 L 731 ¥ 100mg (107.9u Ci) #5-t%. Rz S
72 RE DK Q9% SRR TH > 720 IR I SN2 T LA
NY Y OEENHWTH DL N-AF VFERIIRPICHEGED
0.9%& LChINE Nz In vitroRERIZBWT, TLANY &~
159 4 g/mL (ImM. 600mg/ H #%5-F 0 52 H IKHE D Crmax D FJ 10
f5) T CYP1A2. CYP2A6. CYP2C9. CYP2C19. CYP2D6 .
CYP2E1 KU CYP3A4 2K ¥ 5 FEILRD & A p o 729 1D- 12)

16.5 HEitt
HARMNERERAIZ, 7L A3 » 50, 100, 200, 250 % OF 300mg
(FH5m 6 Bl) % Hf A Re 2 BEHE S L2k CL/F 12 4.64
~5.15L/hr Th o720 T OO JRAPPEMFIL 83.9~97.7% Tdh
5729,

16.6 HENERZHIHEBE

16.6.1 SEE
DS 67~78 D H AR N & s 6 B2 7 L 4731 » 100mg
F BRI S L 72, Tmax 1 1.4 B, T2 13 6.32 1M TH -
720 AUCo- KON Tz &, EHIESEEEIC 7L A3 » 100mg %
HRE I G- L7z & e L Ch 3R R IR § 4 {0 A
RSN,



Conas O O I o CL/F

(ug/mL) (hr) hr‘/‘ ngl 0 (hr) (L/hr)

fee 3.24 1.4 26.6 6.32 3.82
b (0.55) (0.5) 4.3) (0.82) (0.65)
(9.3 3.56 0.75 20.4 5.66 4.93
JemeE | (0.67) (0.27) (1.3) (0.59) (0.35)

MRS & 6 6. T (w2

16.6.2 BHpefEERE

(1) EHaeD L7 B PEBRE 26 Bl % WSR2, 7L AN v 50mg % H
RIS L 72, BRI T I2HE > T Tz YR L, AUCokw
AL 7. CL/F RO 2V 75> A (CLr) 327 L7F=>7
V7T AHBIL 2 BEATF— %),

JLTF=v Crnax Tmax A(SZO:DO Tz %é’lfﬁ ((r:nLLr Y
271077 A|(ug/mL)| (hr) hr/mL) (hr) min) min)
>60mL/min | 1.86 | 1.00 | 159 | 911 | 56.5 | 44.9
(=11 | (0.39) | 0.22) | 4.4 | 2.83) | 17.6) | (23.6)
60258;3111 15 | 120 | 82 | 167 | 306 | 154
(n=7) 0.29) | (0.39) (5.0) (4.1) (7.3) (7.7)
soii;;m 190 | 1.93 | 523 | 250 | 167 | 9.23
pLmR 062 | 148) | AL | 6.7 | (3.9 | (33D
< 12‘1‘%“‘1 169 | 1.00 | 101 | 487 | 830 | 4.30

PG 50mg (AL, “PIfl (iR )

CLr - &2 V77 A

(2) BERMZEYEREHN
838 BIDBERE (HARN 474 1% &« EHERERE 70 1, w7l
SRR B 26 B, BEPRISTER AR E ) IH 2 A 35
R 154 B Jr ORELHERT IR IE R 224 ) & kb5 & U CREE 3 E)
REFRAT 2 92l L 7R, — R &8 -3 /85— X v MET
VRSN HERE L L TCCL/FICH LTI LT F =0 20T T
v A (CLer) M OUBEAATE, VA/F (2R LT BMI. #AGAKE,
R OAERDSF B S N2AS, T LNV OB EIREIZ B 2 5. 2
HHTE LT CL/FIZxtd 4 Cler NEETH D L EZ SNz,
ERREREEEIIBVWT, Cber OEKTIZED . TLAHNY) 2O
CL/FIXMET ¥ 5720, Cler ik 2 L L7 - HEOHRE N
PETH 5D,
F 720 HARNOMERIFE R AR E 120E ) B EHE B W T,
CLer %% 30mL/min P _E 60mL/min i (2T L CTWw A EHEICT
LN 2 150mg % 1 H 2 mAERE %S (300mg/H) L7z& &
DEFIREIZBIT S AUC12 (AUCo-1255) DETIVIZ K D HEEE
13, CLcr % 60mL/min YL EDBEIZT L AN » 300mg % 1 H
2 [ AR %S (600mg/H) L7z X &MU THo720 Cler 2%
30mL/min PL_F 60mL/min Kiili O BFIZBIT LT LHN) D7
7 5 ¥ AlE. CLer A8 60mL/min Ml kD EBEDOK P55 Th o>
7219, (7.2, 9.2, 9.8.1 &IE]

SLTF=y . AUCo12, s CL/F
7T T VA o (ug-hr/mL) (mL/min)
>60mL/min 1 [8] 300mg 75.5 69.2
(n=28) (1H20mE) (17.1) (13.8)
60?8;;11 1 [ 150mg 80.3 32.3
(n=17) (1H 2Mm) (16.5) (6.34)

Pl (B RS

16.6.3 M&BREE
MEEMT % 520 T B8R 12 612 7L 77731 » 50mg % H[alkE
¥ 5 L7z, 4 R O MUEGEAT 12 & ) fideh 7 L 78 Vg
#150%F CTRA L7ze ZOBOENZ Y T T~ AlE 192mL/min
Tho7W GHEAT—5). [13.2 2]

16.6.4 ®Iliw
% 12 HH L E o (10 61) (2. TV 77N >~ 150mg & 12
i e 2#e G (300mg/H) L7ziE, 7L AN S BERLICREAT
L. BEFLH OB IRTE IS BT 2 PIgieBE L. REE AL DF9 76%
TH o720 FUROFIGHFLERE % 150mL/kg/ H EET 5 &\
TVLIHNY YOI A~D 1 HH 72 ) O PR IL 0.31mg/kg/
H (RERFT 2 L R G208 7%) s sins? GHEAT
—%).19.6 2]

16.7 EMHEEIER
TLHN) FFEE LTREMEO F FRPICHEES L e Mgk
WTIFEAERBEND ZE R EMEERIZHEAE LW
Oy T LN CSSEA BRI &5 &8 2SRRI E10 (A
EIANT—%)o

16.7.1 ANNCF >
TVUHINY) 2 e T NRY T v OFEYHEAERISOWT, R A
11 B2 565127 L H/3) » 100mg Je OV /3~ > F > 300mg %
%5 L 7238k, e OfEEE A 18 BlC 7 L 4773 1) >~ 100mg S UV
NN F v 400mg & SRS (5 0 8 R Lo iBRa g2
i L CREET L 720 & OfFR, Bl G- K O BAER G- O w3 iz s w»
TH.TLHNY) ORI & o THINRY F o OFYERE L2 1L
Leholze 720 7L AN OWIPGER L 3> F PRI
Lo THFDPIMET L2ds, WIE IS BEDR Lo 7210,

16.7.2 BOBEE (BFBE/ VI F> RO ROIFZIIALSY
F—=ILDEH)
TR R N 21 16 B 2 AF IR CREAT S (FERE 2 V=5 > R 1 >
Img ROZF VT ANT T4 —)0.035mg DEH 1 H 1E) &
ZLI3) v (1A 200mgl H 3181 % [EF ISR OG- L2, 7
L AN UBEHERD ) VT F Y RO YO Cax 13 7L H8) » IEAE
PR & ol T2 b, S L AN EEED AUCou 17 L
FN) v IEBE R & el LT 16% B L. L AN ik VT
F U RO OEYEREICEEE RITS hholze TLANY U
JABOTZF VT A NT I F =)D Cmax O AUCo-2 (2. LT
NV IEGEITTI & IR L CE NI 5% O 4% L. 7L AN
VUEZF VI ANT VG — VORI B A T X 2
o770 Foy RIS T L AN CoMAEREE (T 7 )
R IEE o 7218 19,

16.7.3 OS5t/ A
TEFER N 12 Bl %2 MR 7L A81) >~ (118 300mgl H 2 []) % K
FEROHS%, 9580 (Img) ZHHHES L2, 05 E8
D Cmax LN AUCo-old. 7L AN VIR & b L T2 N2
6% TS 8% L. FL AN a5 B84 Y BHEIC
BERNTE o lze 20 BT ENRAHEEO L TN D
Cmax (& T T B/ LIEBERIEE L V) 2%3 N L. AUCo-12 13 1.8%1K
L BFENRLET LN Y OEYEREICHE L 52 o T2,
TVLIN) yEa T AO I &Y L REAIFERE K O GE B A%
RENC BT 2 BUSUEE R TE B 23 58 05 | LA G- |2 ST L2
T BAEASEED 67219, 200

16.7.4 A#x>aK>
TERER N 12 Bl % %5127 L 473 >~ (1[E 300mgl H 2 []) % K
EROFS%, A%y a >y (10mg) ZHEHES LK, %
I RO Crax KU AUCowld. 7L AN VRO & Hele LT
ENTNL %R I %HA L. TLHN) A FTarro
Y EREICEE R NIZ S hholze T2 F v a NV O S
LHINY) VD Crax 1E. 523 RUIEFEHIE LY 4.5%Kh - 72
23, AUCo-12 lZFERETH ), A F v a R I 7L AN oY
RIS EY 5 A ol TLANY) v EFFT TN OFH
2L RRAIBERE N OSHL BB RE 1 B 1) 2 BUS U R0 IE 4 3246
A3, HF PG A TR IR T 3 2 AR 57219
21)

16.7.5 T4/ —Jb
TERER N 13 Bl %2 %5127 L 473 > (1 [E 300mgl H 2 |]) % K&
BERO%5%, =% 7 —)V (0.70g/kg) ZHEMES Lz, =%
J = )V® Crax LU AUCo-wld 7L AN ¥ RO & Hele LT
TNEIN8.9% M9 6% L, TLHNY VIZEy /) — Vo
WEIREIC B E RIS R ole T2 28 ) — VB 7L
N 2D Cmax KO AUCo-12 V&, =% 7 — VIEBEHIER & fbig L T %
NN 21% K DN 1% 0o 7208, T OEITEIR EREE 2 75Tl
BWEEZ LN, TULAN) Ty ) — VORI LY GRA
BERE N2 OSHLGE BN AE 12 B 2 BUS T EE R0 IE A Z 578 A3 5.1
WA CTHIMA AR T § 2 A A5E0 67219 2)

16.7.6 7z=h1 >
T x = b A Y HHOMEFR G LD ERALE LTV BT
TADPABZ 10 BI 255127 L A3 >~ (118 200mgl H 3 [8])
B GRS L2, S LN UE 7 = = b A v IR
(N 7fl) \CHEARIZEST, FLTz b 2B TLHN)
DOIEYENRE N BEE 5.2 2o 722,



16.7.7 AILNTEE >
BN XY v B % MR G SN T DN TA»AERE 126
RGN T L AN (1A 200mgl H 318 % ARG L7
[, LN I ANV BE VR OFoORHY (1011-=K*
¥NER) omBERREE (T 7)) ISP ERIZE T, Fo N
YEE UL T AN OSBRI B R 52 o 72,

16.7.8 /NJL7 OB
SNV TafEF ) ABA R RS SN TR LRATAPAR
FZ 12 P E I T L AN (118 200mel H 3[H) % SRR
PH LUz, FL AN LENL SO o miErEE (b5 71H)
WCHEEARIZS T E T afd 7L AN v Oy EHEIC
BEHZ hhorz®,

16.7.9 ZERNUX>
TE M) F U x BEATHRR G SN TOWLRANTALARE 126
RGN L AN (1A 200mgl H 318 % ARG L7
BE, 7LHNY VT E MY F U OMmBERRE (T 7H) (1SR
ERIZET ETEN)F LT LAY Y OEYEERICEE LY
B2 ol

16.8 Z M1t

LA/ 2 OD$E 25mg [V K]
TLHN) 2 OD 8 25mg [ N E [ &84 55 D E TR
FIO WISV T A F94 v CPR 2442 H 29 H 384
FEAFE 0229 55 10 7)) | 12HEO &, 7L AN » OD $E 150mg [+
VN AR Lol & BIMBEIYE L L AW RS
EHRZENTA,

TLHNY 2 ODEE75mg [ K]
T L AN) 2 OD§E 7omg [ K1 [Emhs iz 2O E R
FlOEW A RS ERER T4 RS54 (R 2442 H 29 H 384
TS 0229 4510 5) | 12HT X, FL AN v OD $ 150mg [
VR REEREIE Lol & BMBEDE L L ARSI ESE
LR END),

17. BRERRXIR

171 BIHROREMICET 258k

17.1.1 BRT 7 RSB
WIS R RE 2R L L7z 13 BMKS o “EERILER
BRIZB T EEFHIE H T 2 I HGHIiRE O A 2 713 T ERD
EBNTHY., FLAHNY) 2 300me/ HEEM OF 600mg/ HEETIE T
T R & L CRGTHEMIC A B2 UEED 0 b v/,

AL REAG RE OO Y& I A =1 77ab)
75k 97 5.12%0.19 - -
gé/mz;gu 71 s 4.81%0.20 [—0,75?5314 by | 0262
37(;0217; E” " 4.26%0.20 [—1;3%;?(?. sy | 0.002
e w88, | oo

a) WEREAE RIS 2 AO O SHIM L7z 1 HMOTFIERKA 37

[0 GEAZL) 2510 (ZhBERWEAR) © 11 BBTHlish, 2a7

HRE VT EHR DA ZE R T o]

b) #GHK O Cler BEHKNT. N—=2AF4 Y OFEFAAT LR LTS

B NG

c) 7V7F=v U7 Iy AEEM (Cler) 124 5T, 30 <

CLcr<60mL/min @ #% 5% 121X 300mg/ H . > 60mL/min @ #% 5% 12 1%

600mg/ H 25 5- S 172,
ARG RO P ORIEH BT, 77 v KRBT 43.9%
(43/98 B1). 7L #/31) ¥ 150mg/ H #: T 57.5% (50/87 BI) .
300mg/ H# T 73.0% (65/89 f5) . 600mg/ H #: T 82.5% (80/97
Bl) Tholzo EREMEMIZ. FHED F v (31.1%). HHIR
(28.6%) . fHFL (12.1%) . KMMHEFHE (11.7%) TH -7z, EHER
EIFEMIE, 150mg/ H B2 CEHEZE 161 (§=)& © AK\lTE) . 300mg/
HE ISR /RImED 16 2 4 ()% © [IE) s S
7:26)\ 27>o
PERIR ARG AR B A D IR A R L L7z 13 AM &S0
ZHEMIILERERIC B\ O, REFHEIE H T & 2 i ATl O K
AATIEFEOEBYTHY, 7L AN ¥ 300mg/HETIET T
BRTE L L L ORI B R UGED TR b7z,

FeHERAER D A 3 7 de)
R=2F71 o N
TIkRED
T = TR . > 2l 2
B o ey | D ORI P
sepiy |k B =
RO e | PR | ostame | P
éﬂ#b ]
75 ex 135 | 4.8340.21 | -1.20+0.21 - -
FLANY ) 0.63
ot 134 | 4202022 | -Lgz=0.22 | 0% 0 0075
FLAHNY > ) 074 -
Ak £ 4082032 | 1042032 | 0T o

d) HEHREPEARET 2MAO L SEE L 1 EROFEERA a7
[0 GigaZe L) 20510 (TNPEZRWEA) O 11 BB TR, 2237
HRE VT EH A ETRT ]

e) SRV Cler BENT. R—=AF A4 VOEHAIT 2 LERET S
M (RAREHEER DIRGA I T D= A5 4 ¥ h 6 DELRIZBEIT B
TLHINY) 2 300mg/ HEEE 77w REEE O A FEAME L)

) 7v7F=r207 Iy AHfEEM (Cler) 12X 5T, 30 <
CLer<60mL/min O #5%# (213 300mg/ H . > 60mL/min O 8 Bk # 12 1%
600mg/ H 5% 5- S 7z,

ZaVERHlix BT ORITERZEBRIT, 77 £ RTET 36.3%
(49/135 1) . 7' L A/31) » 300mg/ H #:C 56.7% (76/134 ) |
600mg/ H#: T 80.0% (36/45 ) Ta o720 ELREIEAIZ. 38
e v (300mg/ H#E 19.4% K U 600mg/ H # 37.8%) . fHIR
(300mg/ H # 20.9% J% U 600mg/ H #¢ 40.0% ) « K 44 1% 7 &
(300mg/ H # 12.7%J% U° 600mg/ H #f 13.3%) . AHEIEIN (300mg/
H#E 11.29% % 0° 600mg/ HEif 11.1%) TH o722,
MEFRRE R 2 R L L7z 16 MRG0 " HE MBI B
W, EERHIEH Td 2 A%l ORI A I 7T IETRO LB
ThYH., TLANY VB (300~450mg/ H) T 7 bR EEL i L
TR A B R UEAD bz,

AR OTEH A 7 78
P . TR REDE

J 1 .

AR lososfEcr) | P
7T bR 248 _ _
TLANY 0.4
1?2(1)0-450mg/ 250 5.01+0.12 [-0.78-0.11] 0.0046

g) WEREDYVEH I A OHESHEE L7z AR OFIEERA T T
[0 GaAZL) 510 (NP EZRWEA) O 11 BERECEFlis L, Aa7
DREVIZEBVHA T RT ]

h) #GHEEZRT. R=A T4 Y OEFA T &5 &3 5 L5500
PR KB OREIVERFEBEIX. 77 L KEET 51.6%
(128/248 B) . 7L A/31) YT 82.4% (206/250 ) T -7z,
FRAERIE, IR (45.2%). FEIED v (28.8%) . RN
(14.4%) . fERL (12.8%) TH 722,

17.1.2 BAREREHER
WRIEIE AR FEE 126 B B PRm 1 AR AR R L A S P R
123 B, AAER R E B 106 B30 iR R R S R (B
TR AR R . 23 MEREALAE (20F 9 ¥695) 3 103 #l
xG L Lo RIIPEG-HER (WIhd 52 08) 128 AiADEE
(0~100mm @ Visual Analog Scale TR K & W IT EHRV VA%
RY) OFIMEIZTED EBY) T o 723032,

FAOHE (mm) 2
A1 T I L B
A1 |21 = O | PO | Bk
51l 126 62.0+19.0 123 52.8%21.7
1234 116 35.3*22.3 119 30.0£23.0
24 38 105 34.0%23.0 112 27.7%€22.0
52 31 94 28.3+22.9 97 24.8+20.8
A DRI (mm) 9
A1 U1 R P
AV |2 B | SR | = B
5w 106 61.8+23.5 103 67.1+16.6
1234 104 48.9+23.3 98 44.3+26.9
28 1 101 48.3+23.8 92 46.3+27.1
52 18 87 47.1+24.8 85 44.9%+27.0

a) 0~100mm ¢ Visual Analog Scale TEATA X W T EFRVIFAZT IRT o

EIA RISk CRROIEE i) 1238\ T e haFAlin 5
BIrt DEIVERIE 78.6% (99/126 ) 12780 Hit, EZEIERILT



ko £ (28.6%) . RMEIEFIE (16.7%) . ik (15.1%).
Bm (13.5%) Tah o723,

EI RS- GRS T R 24 ) I8 I) 1I2B T
LR MERTHIR R B OFEIER L 70.7% (87/123 B1) 12788 S,
EREIERIE, IR (22.8%). REMM (22.0%). FEITED £
(20.3%) Td o723,
IR G- GRAERRE) |

T

2BV, MR R B2
EIEH X 84.0% (89/106 1) 1278 B, 3 7 B H I R
(26.4%) . FEIVED v (24.5%) . EFEBEI (18.9%) . 18 F4
(16.0%) THo7zo BIEHOEEE L, L BRETHY , HEE
DEWERNZERD SN 7o 723D,
PRI 5308 (AR VE R R B EENR) 128 W, BITT A1
T,\Hﬁfim:i\i%ﬁ#%ﬁrr@#ﬁmij)zm IAR TG BRI 12
T IS L2 BRI IE. 87.4% (90/103 B1) (2386 &A1, E 72 HE]
ER . IR (48.5%). fREBIM (28.2%). FEE® T »
(22.3%) . FhyHEFE (17.5%) TdHh-72%2,

17.1.3 EEHEFREEFR BRI
BRIRG RIS RE 20t % & L7z 16 %S o —H Bt
ZBWTFEEHEE Th 2 BN OEBAITIETRO LB
Thl) ., FLAN) VB (150~600mg/H) TT I bREEE gL

TIATAIN A B R UED RO bz,
PEJi A 3 7o)
HEHONR—2F
I ) 4 /ﬁ\bﬂﬂiﬂjf’ e
G- — 7 7'&;‘]?&@?% _—
[95% 1=l i ]

77 R 106 -1.07%0.149 - -
A AV 0.59
}:150—600mg/ 105 -1.66=0.157 [-0.98-0.20] 0.0032

a) HEHEEOG1Z, 150me/ B2 SBMGL. 4 2 8 X 0 #EH 45&’5_’??\/‘ %
4 AR TR CYSE L BB RIS CES AP S 16 B E THEFET 2 2

L7z

b) WEREEARERT 2HAOHRE [0 AL L) 2510 (Ihblks
WIFA) O 11 BRECRFIE S AL, A3 TAKREWVIZEH VA ZRT ] 25
S L7 (16 80H) OEIHATT DN=AT A 2 b OF39% LR
PG T L 72,

BRI N =25 A ¥ b O LR

(A (16 ) OFEFAIT-N=AF 4V OFEEFH/AIT] X
(Wbt O 5 /H 5010 (16 38R) ]

o) BEHBER Uik % T N—=A 54 Y OEFFEATT ROFAIZET 2 B
ZOFHMOKBA 3 7 % 257 & T 5 A Eo T

FAMFMT RO P ORIEHFEHTR T 7 LR T 46.7%
(507107 1) . 7L AN YHET67.0% (75/112 %)) Tdh o720 &
ZEIWEIE, EHR (33.0%) . (RO T (17.9%) . ARAEPEIRIE
(11.6%) Td -7z EELRMEHIE, RIEHE 1 B2 S,
IR L 7259
17.1.4 SE T Z AR ERHER

RIS et B A 2 & Lo T HERILEERIC BT &
ZERHII H T & 2 Gl O A I 7II T ROE BN THY |
WINORERIZB TS 7 L3 2 300mg/ HE#E L U8 600mg/ H

HCTIE 77 REEL R L TREFFMICEE ZEIRD LN
f:36>*39>o
AT O A T 7
K 5 7TERED
PG T o A
g /H I s = ik
(RFAA ) SEBI 5L SRR | [05%E K p 1
]
A = SO R
TR 93 | 6.14+0.23 - -
FLHNY » 0.88
. 150mg/ H 87| 5.26=0.24 11y 55 93|0-0077
(3R | TN N 107
JE ) 300mg/H 98 5.07%0.23 [-1.70-0.45] 0.0016
FLANY ¥ 179
600mg/pe | 88 | 43021 437 457|0-0003
BV T/ T AH BB
75 R 87 | 5.59+0.21 - -
FLHNY ¥ “0.14
2 75mg/ H 83 ] 5462021 11 710,437 |0 799
(5 HH) Frar 0.0
A PAU M -0.07
150mg/ H 82 ] 5:52%0.22 11 640 50 0799

7T 81 | 6.33+0.22 - -
LAY ¥ -1.20
3 81 | 5.14%0.22 |, -°° 0.0002
sy |150me/H [-1.81,-0.58]
FLAHNY ¥ -1.57
0mg/ B 76 | 4.7620.23 |y 5% oq710.0002
) 7T 84 | 5.29+0.24 - -
8 JE TLHINY) . -1.69
(8 8JH) 600mg, 11 88 | 3.6020.24 |[ o o) 19/0.0001
a) WEHEIEARKT2MAO L SHEH L2 1 AMOTFIEERATT

[0 A l) 205610 (TP EZRVigH) @11 B
HREVIZEH AR T o]

b) B 1 ROV 4 RSB, B KO8 Cler BART. N—2F A ¥ DIEfG A
a7 &3k mgt‘:@"éﬁﬁj‘ﬁiﬁ\ﬂf

ER 2 O3 G RER O E KT, N— AT A Y OFEF{A AT 2L E
&g % o

c) v 7 F=rr) 77y AHEM (Cler) 12X 5T, 30 <
CLcr<60mL/min O #5% # 12 1% 300mg/ H . > 60mL/min O # 5 & 12 1%
600mg/ H 25 5- & 7z,

AV BOCEER 11238\ CL 2 VEFHR S50 v o BRI 563 3
13752 RHET39.8% (37/93B1). 7L H/31) » 150mg/ H#ET
59.8% (52/87 ). 300mg/ H#:T 64.3% (63/98 f51). 600mg/ H
HET74.4% (67/90 B1) TH o720 ERENEHIZ. FEtEO T
(150mg/ H # 16.1% . 300mg/ H # 32.7% & UF 600mg/ H #
36.7%) . fEIR (150mg/ H# 9.2%. 300mg/H# 11.2% K% 0¥ 600mg/
H# 25.6%) . KAYPEFE (150mg/ H # 12.6%. 300mg/ H # 14.3%
KON 600mg/ H#E 13.3%) ToH - 720 TEZEIEM X, 300mg/H
BT 74 7% 2 —FUS 1 6. 600mg/ H A FENE S F v/
TR /55 40D R/ ARG PR /B IR o 5 14828 1 Bl s S, »
TR EE L7230,
AREISE T/ MAHRER 2 12 B W T, ZaMRHlid S5 o IERZEE
XTI RWPET25.0% (22/88 ), 7L AN » T5mg/HEET
32.1% (27/84 $1). 150mg/ H T 41.0% (34/83 %) TH - 720
EBEMER L FEIED £ v (75mg/ H # 8.3% K UF 150mg/ H #
14.5%) K OMEIR (75mg/ H# 7.1% % O° 150mg/ H# 9.6%).
Pz (75mg/ H#E 7.1% M O° 150mg/ H #E 4.8%) . §9tH (75mg/
H#1.2%K% 0 150mg/ H ¥ 8.4%) 4T - 7237,
REISS T/ MAREER 3 12 BT, ZaMERHli L6 o IEHZEE
X7 T2 ARWET 39.5% (32/81 ), 7L H/\1) » 150mg/ HEET
50.6% (41/81 $1). 300mg/H# T 67.1% (51/76 ) TH - 720
FE4EIWER I FEIES v (150mg/ B #E 12.3% K% 0° 300mg/ H #
26.3%) . f@EiE (150mg/ H# 14.8% &% OF 300mg/ H & 23.7%) . 1
Mz (150mg/ H B 9.9% K O° 300mg/ H # 6.6%) %TH - 72,
ERE RN, 150me/ H BRI EEEL, OsEMEAMUE . II}J%‘IT—%K
IR/ L2 lékﬁﬂﬂlll’ﬂ”ﬁ@ 3B 4 A & nf_o NS DERIFIC
wf LE I . OB AN EEIR /O 2 A A | ;tSFIEl?E\
FEELIZ R ATRERE S 7238,
%l% T/ MAHRER 4 128\ T e taFifi 560k O RIEH 383
XTI ERET36.9% (31/84 1), T LA/ VBT 73.0%
(65/89 B 2RO B, EARRIERNIZFEIMED v (27.0%) . 1H

B CRli S, 237

M (23.6%). KA (13.5%). MNEREE (10.1%). §941
(9.0%) JUEEHRT (7.9%) ETH 7239,
17.1.5 S ERHR SRR
HRIEB HMRREE 2R e L RYRG B 1 (154 6], &E
312 8% 5 Kov2 (275 B, fed 172 ¥5) (I2BUT A RADIR
JEOPHMEILITED E BN ThHho 7210 4,
Fi RO (mm) @
FEAITS £ E 5 W L BN R 2
RV | 321+ AR 22 | R | P2+ B2
5.5 154 69.4%18.7 275 67.3%17.9
12 58 114 42.8+26.1 211 40.3%25.4
24 38 91 40.5%25.1 173 41.4+24.9
52 34 63 38.3+24.6 122 35.7+24.2
104 34 32 36.8+23.2 78 32.5+24.1

a) 0~100mm @ Visual Analog Scale TEAYK & W T LB WA %R T,

iG55 1 128w T, RatkRFlis ROl OI7EI 75.3%
(116/154 B) (2@ HAL, EREIERIZFEIED v (20.8%) .

fRERI (14.9%) . IR (13.6%) . i L 255 (9.7%). [T
WEZHE (8.4%) RRTEFIE R O (% 7.1%) . BITHE K OVELL
(%6.5%) FTH o7z EERRBMEAIE. FHIZ X 2505 3 61,
EMEHIR, EEYEE, K ) A uiE, REVEEISME L=



VRIS Jerl /30 X 2 AME/F0C X 2465 5 B 8 1S
S, wERb L 722,
FFG- U5 2 128 T, A tEri S 6 o RIERIZ 65.1%
(1797275 B1) (2RO B, FEHBWEANZZEMEDS v (16.0%)
RAYPEFIE (12.7%) IR (10.5%). MEJHE. G5, ARFEBIK
VR (%5.8%). &l (5.5%) FThol. EELREIEHE,
R RE & PRIERIE G/ o 2 B 3 A S, £ 0Bs)ild 2
NZIKRAE, HHETH 729,

17.3 Z Ot

17.3.1 REOHEHR
AARNERRAZHRE LCEERLTERICT LN &
150mg HIFFE G- L 72 OB £ v o Jgdisid, £k
5.3% (1/19 #) & fe~ififried5- 30.8% (12/39 ) T o7z
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(39-3-(Aminomethyl)-5-methylhexanoic acid
SFR
CsH17NOz2
SFE
159.23
27N
PO USRS EOR R TH 5,
FEEE (100) 12T R T, KRIZRREBEITIZL, 27 7 —
(99.5) 12D THEITIZC L THMSMYAIEA S/ —WI2IE
EAEEHET R

t2EER
NH,
chy (g
COH
HC
22. A%

(FL AU OD # 25mg [H2 K])
100 $& [10 $& (PTP) x10]
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