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PO s s s e op Sy Bt o = 15% ORI B0 5,
50rpm FEHERLEN O RIS R DY 60% L Y 85% T & 70 i 24 72 2 BRIV T aRBRELFA
pH6. 8 | D EIJVAH R IEHERIK O GV H R £ 15% OFIHICH 5 H>, T £2 B OAE A 42
PLETH 5,
FEAESRUR O SEIJER R D 40% K O 85%FHE D 2 7e 2 BRIV T, B LA D I
7K VIVR 3R AR ERLA DS JPA ISR = 15% OFPAIZ & 5 2>, X% £2 BB 42 B
LTH o,
DR ]
e | s | WEI | T e
() 30mg TAHE) FEERLA 7
pH1. 2 15 91.9 99.8 -7.9 A
pH5. 0 15 94.3 89. 4 4.9 A
10 61.8 62. 1 -0.3
50rpm pHeé. 8 bliey
20 93.7 85.2 8.5
10 29.1 35.3 -6.2
7K WA
90 93.7 84.3 9.4

LLEDOFRERE YD . X TORBREFITB O TEEEBORPMEOHERBEITEE Licizd, I F e i



30mg THFAR) IIARHERGA Ly @ P L TV o SHIES T,

120 pH1.2/50rpm 120 pH5.0/50rpm
100 O 100
meo T = % 80
H H
=0 & 60
% %
~ 40 ~ 40
2 —e— SILEYE R I0me EH 20 &— SRS eme )
-0 $RHE U] (B 30mg) =e-O- MBI (B, 30me)
& 0D O ‘ :
09 0 5 10 15
0 5 BERS (43) 10 19 B (40
120 pHB.8/50rpm 120 7K /50rpm
100 _;J_g 100 e -
80 Ve S
i
% 60
%40
—e— 3 LAY U i30mel 24 ) —e— LA RImg F ‘
20 -0 BIBH (FRH. 30me) O $RA B (A, S0mg)
(i¥e; - :

15 20 120

10 £o
B (43 B E (4

10. B3 - A%

(1) FEADELGER - OF. NEIVERLCES - AEICHT H1FRH
FY LR

(2) %
(LAY E & 15mg T
100 & [10 8% (PTP) X 10]
500 & [10 && (PTP) X 50]
500 §8 [/NF ., ]
(ZILAHE 8 30mg T&1)
100 & [10 8 (PTP) X 10]

Q) FHEE
Y LA

(4) BHEOME
(PTP 12 5]
PTP A% . RU AL E =L 7 4 VA, TIAI=7 L5

1. AR E S SEME

B LA

10



12. £t
gk L

11



V. BEICEYT HI1EH

1. ZEEX (IR

4 BHEEX ISR
PACIIREVRSEIN 1=

2. MAENITHRICEET HIE

SZEER EHRICEET 5

51 #io 2HOEEICEY | 24 FTORE T, BEASE., BRAEROY 27 B3 NT 5 & OWENRH 572,
AENOEGIZHToTE, VA ERRXT 4y bEBETLHZ L, [8.1-8.4, 9.1.1, 9.1.2, 15. 1.1 Z#]
5.2 A% 18 AR OK S DFMEEERFICELET HBICIES A EEICRHN T2 L, [9.7.1, 9.7.2 5]

3. RERUVRAE

() AZERUVAEDOMHER
6.AZERURE

BE, RATIEI AP EE LT H 1mg 2#0IHEE L, 156~30mg 2 1 B 1 [EBERNCRE OG5,
ek, AN, JERIZIS U 1 B 46mg 2 2 7o W VEiBH CRE T 5 A, BB 1 B LoRREE HIT T 1 H
FAEL LT lomg 21792 &,

2) RZERUVAEDHRTERRE - RBR
L L

4 RERUVRAEICEHET HIE

7RERVARICEETSIE
AENOBGEIIMNER/NRERD LD, BEZLICHEEICBELANSHRETEZ L,

5. BRERAHR

(1) BRERT— & /8w —S
e gk L

(2) ERPREICIEGAER
DR L

12




() AERIGIFRERER

17 B ERFii#E

17.1 BNERUVREHEIZET 55

17.1.1 ERE LTS R BLERHAR
IOJRBEEMRE L 6 HEOMIEAL —EEREEERRZ T Lz, TXTOIAX P FERE T
FAEIT 15mg/H & L. 30mg/ HEEKL O 45mg/ HREE 2 8 B IZ 30mg ~FRHHEE. 45mg/ H AL 3 B H (2 45mg ~iR
IR L, SR ERIIAEEAMER L, A X 16mg/ AREL D 30mg/ AEED, #BEHKT (Fik)
B HAM-D &8t 227 (17HHA) OR5RMHTO 0Z ki (LOCF) 1177 B AT L THEICRE o
Too 7B, VAV YL 4bmg/ ARETORRIE, 30mg/ BEEE LRID O TiElehno7 ¥ 9,
#17-1 HA-D AEtA =7 (1THHHE) oG/ T (Fik) Koz ki (LOCF)

PG n HAM-D 25 dik v 7#?
77 KRk 70 -10.4 (7.5) —

15mg/ H #f 65 -13.3 (6.8) * -2.8 (-5.3~-0.4)
30mg/ H Af 66 -13.8 (6.9) * -3.4 (-5.8~-1.0)
45mg/ F f 69 -11.9 (7.6) -1.6 (-4.2~0.9)

1) Mean (S.D.), *:p<0.05 I HARFHIHLTHEZEDY (ANCOVA)

2) 7T RRBEIRT D) 2 BIFEH O ZEOHEEM K OZ D 95%(FFEX

BIVERRBMEE L, SAZ P 16mg/BRET85.5% (59/69 ). 30mg/ H AT 80.0% (56/70 f5l) . 45mg/H
RET80.3% (B1/T1 ) M OTF T HAREETET. 1% UT/T06]) Thol, &bEh-oFEERIIMEIRT, I
Z Y 15mg/ ARET 44. 9% (31/69 ). 30mg/ AEET 54.3% (38/70 5) . 45mg/ AEET 42.3% (30/71 fi)
KO ZEREET30.0% (21/706)) THoTo,

(4) tREERIEHER
1) AR

17 BRER RS

17.1 BNHERULEMEICET 58

17.1.2 EREIHE 7 IILAR XY = O xt BB ER
IONRBE AXR L L 6 MHOMBELL ZEEREERBRICIENT, IAVFFEEERE (15~45mg/H)
OFEHKT (k) KriZB T2 HAM-D G52 =27 (173 H) O GBMEFI 5 O b&IE-13.8%£7.3 (n=95)
Tholz, —J, ZVE¥FH I~ A Wil (50~150mg/H) TiE-11.7£8.1 (n=98) THH., &b &E
DFELZFD I5%EMERMI1L-2. 20 (-4.35~-0.04) ThH-7=" (p=0.0462),
BIEFSSEBMEIL, SAZFEURERET 78.1% (75/96 ffil) MONTARFH I o~ LA VIRERET 68.4%
(67/98 f5l) Thotr, LEDSTZEWERIZBEIRT, VX P EUHERET43.8% (42/96 #I) K7 LR
XY I v LA UBRERET 21.4% (21/98 f5l) Tho77,

2) REMHR

17 B RS

17.1 BHHERUVRLECET SR

17.1.3 ENE I HEHIRSHER
IONRBE ARG L Uiz 52 G (15~46mg/H) (2L 0, HAM-D Aft2=27 (17THA) 1%, #5810
10.2+6.5 (n=107) S 5BA 6 M TIE, 6.915.1 L7ro7= (00), 5 6 MELIK, &5 52 #% (4.0
+5.2) ETTRBETEELTHB L, IALZVP L ORMBETOMENHERSNT-, £7, ILFFE
30mg/ A 75 46mg/ H ~DEEIZ XL i LTIEBI B3RO Sz 9719,

F17-2 HAM-D &3t2 =7 (17THHHE) (00)

B S Be5-BRLART #5 6 % BE 12 W% 5 24 B 5 52 W
n 107 100 97 83 71
HAM-D &3t 2 a7 Y 10.2 (6.5) 6.9 (5.1) 5.7 (4.9) 4.1 (4.1) 4.0 (5.2)

1) Mean (S.D.)
BIVERZSBIAEEE X, 79.8% (87/109 ) ThH o7z, b0 o -EWERILMEIR 42. 2% (46/109 f5l) TH o7,

13



(5)

(6)

2)

Q)

BE - RN
PR L
RERNER
1)

ERARERE (—REARERE. FECRARERE. CABELERE) . ERTERT —2~—2
HERTRERABROAR

Y E R L

ABEHELTERFEOABXIEER LI-HE - RBOME
MY ERR L

Z Db
BB L

14
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VI. E3hERIB(ZEH 9 BI1EH

1. EEZPHICEEHOILEMRITILEHEH
NaSSA (/L7 KLU SAEBIHE - 45 RAGE 1 k= ARBIMERT 5 SAD (BT B LAz L,

2. EE{EH

(1) YERERL - 1EFREF

18.1 YEFAA%FF
INAFENIFRO T F T AR a, 7 RLF UV HOZFEREOANT o Z/5RICH UTEFIER 2R L, F
Wota h=2EO /T Kbt U v Ol OMBMBREZIERT 5, IAZFE X 5-HT, KO 5-HT; &K
ZIHET S0, B r b= OMRSEE RIS XY B 5-HT SARERPEE SN D, SAZTELDS (+)
S BMRIT 0 RIRE 5T, R EZ TICHE L, R () S8EGEERIT -0, 2R/ 2 EICHEST 5, NI
AF AT T » MK THE R H SR T, a0 ZRE RO 5-HTy TR IE~OBFMIZ I v &2 P e &
IE*%}E“@%O?”: 11>~13>O

(2) FEEZENMTITHHERRIE

18.2 f15 D4EH

18.2.1 [REERE Sz~ v ADKBEITE) 2 Ifl L7 1Y,

18.2.2 7 v M &= DRL72 AT v MTENEHEEER IC B W\ TSR 4 LR S8 1Y,
18.2.3 {EH G CHEREH 7 » b OEBY BIUHEE IIHI L7 1P,

18.2.4 XEHGTT v b & AWIZREIKIKRBRICIS 1T D ARBYE & 4 S 172 19,

(3) ERRIRER - Friukefd
LB L

15




VI

1.

EWENREICET HIEE

1 H R E D H#EFS

() BREAVGOHRE
BB L

(2) BRERHEBR CHERE SN nPREE

16.1 MirhiRpE
16.1.1 HE#S

AARNEERE A PEIC I V2 PR 16 XL 30mg & HLEIRR M 5 LTz & & | IR0 RIS - B AL, A0
FNEN3LT, 32. T CTH -2 10 19,

16.1.2 REHRE

#16-1 R AICHT 2 BIENE DGO L2 F L OEMBIEE T A — 4
& Tmax Cmax Ti/e AUCp-co
(ng) " (hr) (ng/mL) (hr) (ng * hr/nlL)
15 4 1.1%£0.3 38.1%5.8 31.7£8.2 477.2x115.5
30 4 1.4£0.3 76.4+17.0 32.7t4.4 1006.3*116. 4
Mean=S. D.

HAS ABERERE A BRI S L2 15, 30 T 45mg 2 1 H 1[E 9 HIRERAOKEE L L&, £REEDORK
EGIZRE W, 5% 1.5 Bl (P fl) CRmmIEFIREICEL, AUC) o KT Cmax 122 6D HEDH
FHCHEFERAMEZ R Uiz, 45mg ol 5% o L 23. 2 Bl ¢ h - 7=,

FRERELE BT, T AURICERREICEL, E-8EMEER0 RN T 19 20,
F16-2 EEER AT 5 KEER SO I V2 P OB FER) T A —X
M= Tmax* Cmax Tise AUCp-4
(mg/H) ! (hr) (ng/mL) (hr) (ng + hr/mL)
15 9 1.5(0. 75~3) 43.449. 44 — 393+84.6
30 9 1.5(0. 756~3) 83.2427.5 — 778+178
45 9 1.5(0. 756~3) 146+49. 8 23.246. 06 11474288
k UL (/I MIE~ fe R AED) Mean=S. D.

EMFHRE R 2

(IEYEEE 15mg T
BIE I DLW FIHR SRR T A RT 42 CERL 2445 2 H 29 A BEARATR 0229 85 10 B) ITHEV, fRE
N 5B % kS A IR R 2 SE0E L 7=,

SVEYPEEE 15mg [ LV 7L o7 REE 1bmg 27 0 AA—N—EICX D ZNZEn 188 (ILEZPE
L LT 15mg) BERERRA D HICHe B EIRR NG L CiEhREZHE L, B o3 MEnE 7 A — & (AUC,
Cmax) IZ 2T 90% (5 HE K A THEGHIRNT 21T - 7255 3. 1og(0. 80) ~1og (1. 25) DEFHANTH V| MAlIDOA
W RIZNE D R S Tz,

IEEIHE T X — X

Pl N F A — & BHENTA—H
AUCy-72 Cmax Tmax Ty
(ng * hr/mL) (ng/mL) (hr) (hr)
INVH Y BE 15mg T 5K 398.3£121.2 42.7+12.6 1.7£0.7 19.0£3.9
U7V w7 AEE 15mg 403.2+115.6 44.2+114.3 1.7+0.8 19.0%3.8

Mean*S.D.,n=24

16



(ng/mL)

60

50

10/

i
3
¥
112
8
A
£
o
i
BE
0

40 |

30

20

—O— )L v ZEE15mg

—8— S LAY iR 15mel K

Mean®85.D,, n=24

CowT

: 1
24 48

B 5 BB (hr)

(3R EE A ONT AUC, Cmax FED/NT A — 2, HBRE OB, HIEOTRRAEL - BpESE OB L~ T

RIRDWREMDLH D,

(LAY E & 30mg TH+)

BIIEIT OEYFHIREMERR Y A R4 0 CERL 24 F 2 A 29 B SEFRAR 0229 4 10 B) ITHEV ., MEETK

N % G A A R 5 R BR & T2 L 7,

INFYEUEE3Omg [HH] LU 7Ly 7 AEE3Omg &7 R AA—"—IRIZ LD ZNEN 18 (It
L T 30mg) fdtREpk A B oA R N B U IR R 2 JIE U 15 DAL= I EIRE /X A — & (AUC, Cmax)
\ZDUWT 90% BRI FIVEIS TREFHIFNT 21T o 725 . 10g (0. 80) ~1og (1. 25) DFEFANTH U . WH| DAY 1)

RIS M MRS STz,
SRMENRE N T A — X
Al N T A — % BEIINT A —H
AUCo-75 Cmax Tmax Tis
(ng * hr/mL) (ng/mL) (hr) (hr)
VAP U HE 30mg [ A5 AK 711.0£160.6 85.1£30.7 1.6+1.3 18.6£3.2
U7 Ly 7 AEE 30mg 734.1+153.7 89.1£27.9 1.3%+0.4 18.9+3.3
Mean=®S.D.,n=239
(ng/mL)
120
—0— 3 )LAYE L ER30me T
— ‘Jjb'?azﬁ:!ﬂmg
Mean=®5.D. n=39
i
i
#F
I
4
A
£
=
=
B
~\§_ \
/ )\Q-“,JW
0 1 I i‘i I L.l
0 12 24 ‘ 48 ' 72
BE#EOER (b

M3 FHREENW QNS AUC, Cmax %D 3T A —Z 1%, HBRE OBR, AEOTRRAE - FFHEORBRRIMFICL > T

RIpDARERD S,

17



Q) HhEE
PR L

4) BE - tRE0DEE
) BEOZE
IVI. 4. WX DOIEZHER

2) HREOFE

16.7 EMHEEER

16.7.1 ¥ kaFvJ—iL

fEEHERR A B 22 B I L ZHE L 30mg 24 b= — LFD (CYP3A4 FHESR) 1 B 2 [5] 200mg @ 7 HRIRE
BOFEEORSE 3 HHICHEIROBEE L& 2 A, BMBESRHZLERIAZTFE LD Cnax KT AUCiXZ 1
I A42% K 52% M L1z 2 (HEAT—%), [10.2 BHE]

D) R O AIEN AT TE

16.7.2 AILNTEE Y

TEEERR AN BEIC I R~ B B (CYP3A4 #5EHE) | A 2 [0] 400mg % 21 AMIERO#E5% I L2 P 0 30mg
Z 7T HRIRAER N EETHM., H2W0EINZ P 30mg 2 7 HRKERAREZ I LA EE L 1 H 2 [FH
400mg % 21 HREIMEROBEGTHALIZEZA, WTHOLAE S INFTFE LD AUCiu iTH LB E IS
X DEERFHEAN AL 60% B0 Liz, —J, IANTBE U OHEMBYIE ST 2 — X ZOFHIC L BBE 2T
ot ® GMNEAT—4), [10.2 B8]

16.7.3 Zx= k>

TR A B IV 2P 1 H 1A 15mg % 2 HRERERHEE L, Hild <1 A 18 30mg % 5 AMRKER D
BehH#%, XY 1 H 1A 30mg KONT == hA > (CYP3A4 #HEIK) 1 H 1[0 200mg % 10 HEER O
HTHHLIZEZ A, JFRICL Y IAZ P E LD Cmax LU AUCoo4 1T Z4VE 4 30% K TN 46 %84 LTz, — 7.
7= b U OEYBEEIZIIHAIC L ZEBIIRD SRR o7 B GMEAT—4), [10.2 5]

16.7.4 VAFTY

fEEHERR A B 12 Bl A F 2 (CYPIA2, CYP2D6, CYP3A4 Z[HZESK) 1 H 2[4 800mg % 5 H KGR O#%
BE#%INVZFE 1 H1E30mg % 7 HRXKERHEGTHHALZEZA, IAZPFE LD Cmax KT AUC) i3
BUMBEGHE & LE_TZENEI 24% KON 64%E M L7223, PRMNICIIAERZ IR O b hotz, —FH, &~
AF v OFMBERIIIOHHIC L A EEBIIED N7 2 (SMEAT—4), [10.2 ZR]
16.7.5 ST E/L

TR A B R ORI S L Z e 16mg &7 B8 16mg 2 CHEROKES Lz Zh, IAFFY
O MR BT B G SASIERRRICHER LTz, —J7, U7 B R A o mEhIREIZIIOFHIC & 55080368
HHNIEHoT? GHEAT—H), [10.2 3]
16.76 T4/ —JL

fERR A B 6 BIIZ I V2P 1 H 18] 30mg & 7 HRIER D 5%, 8 HEIZINVZ P E L 16mg BBl
A5 30 yicm X /) —)L 60g ZHEREAKE L= 25, MEh I N2 P REITT Y ) — L ORI
L0 ELLHB T AEARRD BT, — ., =& ) — L OMUIETRERRITT % ) — VI 5 L FETH
ST, AUC 1T % ) — VHUM P G & el UKo 72 2 GHE AT —%), [10.2 2]
16.7.7 NO0¥FEF >

R A BRI VX E 1 B 118 30mg & 3mtF 2 (CYP2D6 FHFESE) 1 A 18] 40mg % 9 H R
RERNEE LI 2 A, INZFELD AUC o [FHIMBE G & L 18%IM LTz, —J, /\me¥EF Lo
Cmax KON AUC) o4 (X PRI & 0 BEEZ T 2o 72 %2 (SMEAT—4), [10.2, 11.1.1 ]
16.7.8 kB F oL

fREERR A BAEIZ I L2 P B 30mg D HAIRE O 4% 52 HA I RER Y 7 4 1 B 1 [8] 600mg OKIER D50
10 BRICHBIREA®ZELGLEEZA, JFRICE D IVZ P OERBBIE~OFEBIIRD o7z 2 (4
EAT—%), [10.2, 11.1.1 5]
16.79 TILT7Y >

7o ho A 1L4~2.0INR £/ XU NT 7 ) U EARAKRS U EERAEM 16 flic I L2
B2 1 H1E30mg &2 7 HEERORSTHALIZE ZA, Fu b EVRIZU LT 7 U o BB 505

18



3

4.

LEHEE L, DFNTIEHIPNAEICEE L7 (U7 7 ) o5 1.6+10. 1INR, I /L& P -0
1.80.3INR) # (UFEAT—%), [10.2 ]
16.7.10 7S R TF U

TR A B R OB MEIZ I LA e 1 B 1A 30mg @ 9 AMREROKESGS L7 I MY FF U1 H 1Al 75mg
9 HMEROESEZRA L2 ZA, SERICE D BHETIEIIANZ P O Cnax 13X 36 %M L7223, &tk
TIEINZF U OEPEIE T 2 — X BB LN D o7, —J7, FRICE D LETIET I N 7Y
> O Cmax J OV AUCy04 1ZZE NI 23% KON 13%9804 L7225, BTl Cmax 28 23% 80N L7 2 ULE AT — %),
16.7.11 YRR Ky

MARMEBET2ICI ALY 1B 1[0 30mg ORERALLE LY ZY K1 H 2 [F 1~3mg ORERD
L (Wb TEMELE) 20 L2fES, PERICE D U A2 R ORMBIEE~D BTG L h >
7% GEAT—#),

1 2) AFIOEBZIREX [520F - 2Ok TH D,

EYLRE RN A —42
(1) fEFrAE
L L

(2) TRYEEE E R
g L
Q) HREEEH
g L
@ U7
L L
(5) HMER

g L

(6) Zmith
LR L

. B&EH REavL—av) @

(1) A E
LR L

(2) NF A= EHER
LR L

IR 4R

16.2 IR

16.2.1 BED#EE

TEEERR A I V2 Y 16mg MR R OVEIEN BB ICHREIRR N &S Lz & & RRICE_EE&
FEEURFIZ I Tmax 23D T ICEIE L7 (HERE 1. 6 REfHE], SN BB B 2. 4 KF[E) 23, Cmax, AUCo o2 OV
I RFOREIRD SN2 GMEAT—H),
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5. o
(1) %k — Rpi B P @@ 1%
BB L

(2) ik —RREEEIPT @B
Vil. 6. (5) #Thw| OIEZMR

Q) FAA~DFITHE
VIl. 6. (6) #&Him) DEESMH

4) BER~DFITHE
MY ERe L

B) ZDDIEBA~DIEITHE
MY ER L

(6) MEEFHESE

16.3 9
16.3.1 MPFEHEE
SAEFE DO MR EAS~DOREEERIT, 0.01~10u g/nl OFEFEEFIFH T 85% Th o722 (in vitro),

6. K&

(1) ARBIERRL R UM HIRER
16.4 ¢
INEPEAIEFICRE S, £ OEEREHRE L, 8 M OKERE, N-2 (LD A F Ak, N-2 fLDE b &
TN a BRAEICEDEART I AL TH D EHEE I NIz, 8 /KEE{LIZIX CYP2D6 K TN CYP1A2 28 FIZBA G-
L. N2 firfii A F AL K OV N-2 AEERAIC X T4 CYP3A4, F 7= CYPIA2 HE L CWd b ot E 2 b7z, [10.
BHR] F7=. IAZFE LD CYPIA2, CYP2D6 & Uf CYP3AL IC 3T BFREERIITHVE D L& 2 Sz 22 (4p
vitro, SMENT —%),

(2) RHIEAET S8R CPF) DHFiE. FE5X
MVIL 6. (1) REHBALKL O] OHSM

Q) MEEENROFERVEZDEE

BB L
@) REDOFHEOEERWEMRLL, FHELEE
BB L
1. Bt
16.5 HE

RIS [MC] THEGERLZINZ P 20mg 25 L b &, 851 168 FEf £ TIci& 5 L=k fE o 80
~94% DR K OFEFICHEIt S RIS 75%, FEFITR 15%) ., TDIZE A LIIREThH -7, Rf~D
REACROPEM BT 5 LI EHED 5% LU FTH Y . EF~OREEOYE L IEF DR TH 7 2%
GMEAT—4),
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8.

10.

11.

b3V AR—F—ICET H1EH

LB L

BITEICL HBRERE
gk L

BENDERERILBE

16.6 WEDEREZHTSHE
16.6.1 BHEEEIEERFOMETFHRE
INEFEL 15mg BEERG Lizd &, FEELOCEEOBHERTHENE (FLT7F=07 0T 7 A ER
40mL/min Af) 12381 B AUCo-old, BHEREIEH B REIZ AR TENEN 54% LN 116%IEML, 7 V7 7 > Ak
BAREIET L7, UL, BEOBMER TR CIE. BHEEEREIICIESCEE R 72 GMEAT —
%), [9.2&M]
16.6.2 FFHREMEE RO MTHIRE
INHF L 15mg A HEIFR G Ui & & ORI T Ml B R R RS 0% R0 o
7oo E7o. AUCe ol IR R Hn B BRI L~ R TR lin B RE T 67 % M < . METHIEL7=2 U7 7 » A3
RRAR T s e © 33% 1K - 72 %2 (SAEATF—4%), [9.3 BR]
16.6.3 EEE QMR HIRE
INEFE 20mg 2 1 B 1A 7 ARG Lz & OEFIREBIZBIT D AUCox 13X, FEMEF I L EiE TF
BloEmnods (B LefE, &l L1465 » GREAF—%), [9.8 1]
16.6.4 B&IH I+ 2 miEhiEE
INFYPE L 20mg & 1 A 1E 7 AfRE Lz & & OEFIRIEIZIIT D AUCeu 1%, B~ TrRroTe
Qe £ 2.0 5, @lE 1.2 ), E72. EEIIZB IS T TERICEN-T- GESlE 1.6
. mlpE : 1L.36%) % GNEAT—%),

g2k
DRI L
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VI. ££tt (ERLOIEF) ICETLHEE

2.

[

ERNBTEFODER

EEN TR

R

ERABEEETDER

2ER (ROBEIZEFEBELEWIE)

2.1 ARFIOpAx U COREUE OB O & 5 BH

2.2 MAO FHER] (B VXV VI, 79XV ATV, 7 0 FAVVEE) 2859520 k5
ikt 2 LN OB [10.1, 11. 1.1 B ]

MERTHARICEET 2FE LT DER
(V. 2. BRI BT IR 25T 2k,

RZERUVREICEHEY 2B L ZDERA
(V. 4 ERORICEET 5 EE) 2 BET52k,

EEGERNIE LT DER

S ERLGEAMIE
8.1 > DEREET2REIMEIENHY . BECROBENRH LD T, ZO XD BE TG T

NG REEAEET LHRICITBEFEORBROWNEOZb A EER Bl 52 &, [6.1, 8.2-8.4, 9. 1.1,
9.1.2, 15.1.1 &H]

8.2 Rz, Mg, BUEE, = 7 3E, FIR, FREME, BOE. BURME, e, T U7 R EE AL,
BEEE, BORERDL LIS Z ENME SN TS, o, KEBRIZHL A TIE AW, 2 OfER - 178)
ZoR LTIEFNZ W T, R E OB T AR SR, AREN, METARRE SN TS, BEOREK
DIREED B AR EIRS BET 5 L L bIT, THhHDIEROMENRE SN SAITIE, R 2R3,
RAZEE L, PIET 5k S E e T 2 &, (6.1, 8.1, 8.3, 8.4, 9.1.1-9.1.4, 15. 1.1 &[]

8.3 HAHBMTORERMAZY <=, ARMBEANRD LN BE LS T 25120, 1 BESOL) A% Kk
IRz DBk, [6.1, 8.1, 8.2, 8.4, 9.1.1, 9.1.2, 15.1.1 BH]

8.4 FIHEIZHRSESCHBREK, HE, KB, GREMEEOTEIOZ(L R OEMEEELLRNH bbihd U
JEIZOWT R 24TV, ERE BEICEEZI A L omEd52 L, [6.1, 8.1-8.3, 9.1.1-9. 1. 4,
15.1. 1 & 1]

85 R, ®EWERHHLDONDZ LAHDHDT, AFEGPFOEBEFITIL, BEHEOEIREMERZ O R O%
Rt SR nWE 2 @EE T2 &, [16.1.3, 15.2 5]

8.6 Gk (JERDMIL) Ik b R, Bl HE, FEIEOE WV, R, FRACELEN D bDILD
ZERHE SN TS, BEEZHILT25EICIE, 22RO P IEA RS, BEOIRBA B LD bikx [
THZ L,
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6. MENDERERI H2BAHICHT IR

() EHE - BEEZFOHLEE

9.1 BHHE - BEEZEOHIBE
9.1.1 BREEXIIEREHDBEFINOHIEE. BRSEDHIEE

BEASE., BRGNS LLNAZ ENH S, [6.1, 8.1-8.4, 9.1.2, 15. 1.1 &)
9.1.2 &5 DREE

Brin, AREKPHODLNDZZENH D, [6.1, 8.1-8.4, 9.1.1, 15.1.1 BH]
9.1.3 MOFEMEEXIMERAENDREDHHEE

IR A EEIE L2 03B D, [8.2, 8.4, 9.1.4 BIR]
9.14 EBMASVVHEEETEE T LEE

FEEIR A EEIE L2035 D, [8.2, 8.4, 9.1.3 BR]
9.15 TANAEDNEEBMEEIIIINSDBERENHDESE
JERRIER L Z T Z 2D B,
9.1.6 IMEE (LHFEE. . GEEEE) XIFEOLEDHLHESE

JERE B ST ETNNH B,
9170TERXIFZDEEEDHDHEE. ERLHRIRDCEN Y YV LMEENHDESE
QTR DM (torsades de pointes #HTr) ZEITHENNH D, [10.2, 11.1.7 BH]
9.1.8 HAEXIFENETEDH D ESE
JEREZBLSEDBENNR DD, AFNT /AT RUF Y Ui a2 RET 2,
9.19 HFRAHEEDHDHEE

IERZEBLS DI BENRD D, AFNT /AT RvF U Uitz RiET 2,

(2) BHEEERE

9.2 B ERE
AANDO 7 VT T U AMNMET T L AREENH D, [16.6.1 2]

(3) Al ERE

9.3 FFieeEESSE
P REE E 2 B S BB FNNH D, 2. AHAIOZ VT APMETT D REMRNH 5, [11. 1.4, 16.6.2
2]

(4) £EREERT DA
ROE ST

(5) 4Ei&

9.5 iFim

TR SOFIEIR LTV B AR O & 2 Aothicid, 1B OB RN AR E ER 2 &l &S A 5AIc0 s
TBHZ &SR OO T~ MIT 100mg/kg/ B 28 0 #5 (b M 45mg 2% 5- L7z & & 025 IRTE & (AUC)
DOF) 2 fFITHY) §5 &, BFRBIECERD L, HAEROKRERINME K OSE L ROBMMEHE SN,

(6) #=FLiF

0.6 IBE.IB
TEIE FEOBIEMEKL ORISR EDOF M EZEE L. A0 L < i3k IR 5 ofksi e L < X9 1k %
Batd s &, Bkt b TIHHICBITT 2 Z EB@MEEn TS ¥
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(7 MR

9.7 INRF

9.7.1 /NRE A %G & L EWNERRREBRILF L Ty, [6.2 5]

9.7.2 #FSMCHEME STz T~17 5O K 5 Dfitkla® (DSM-1V PI2ds1) 5 5048) BEEZXIGE L7 7 RO
ERIRBERIZB W THEIMERHER TE o L OWMENRH H, [5.2 B
) DSM-1V : American Psychiatric Association CKEFGHIESSS) O Diagnostic and Statistical Manual of
Mental Disorders, 4th edition (DSM-IV ¥5HEEOZWT « $iit~==27 /1)

(8) =#ndE

9.8 EiE

BEOREL T+SICBE L), BEICEG T2, MPREN ERT28ERH 5, [16.6.3 ]

1. FE{ER

10.1EEA

AFNT T & U CAFIEESE CYP1A2, CYP2D6 K OXCYP3A4 IZ L v it & b, [16.4 BM]

() HFRESEZNER
10.1 BtRAERE (BFRALAWLI &)
AN % AR - BB TR B - EBRIA -

MAO PR

TLXY UERBE (=)
SHEY AR (T
M)

P74 F I RAVARRE (=77
4 7)

[2.2, 11. 1.1 8]

e h=EBEHEAS DD Z &
b5, MAO BREAIZ G- FH D\
WG IE% 2 BN O EBF I
G L7aWZ &, Fi2, REIB G- MAO
FLERNCY L X 585405, 2 BHE
DI i] oY R R

N AT FLFrl v e h=ro
WRCENEE D EEZDND,

(2) HIRFEEZDER

102 $tRAERE (FRICEET H L)

AL

AR - BB TR

B - BRI+

CYP3A4 PRI

HIV 7 v 5 7 —PRREH

T VRPEREE (5 haty
— L)

T 2o A

[16.7.1 &)

AAOER 2R T DB END D
L. Fle. TNHOFEAIOEE IR
%, AHOEREES T DL
HD,

CYP3A4 DHEMEHICL Y. AF| DI
SEREEE N KT D ATREME N B B,

CYP3A4 #5385
TINR~=E
TJx=hr Vv
[ SR SN -
[16.7.2, 16.7.3 &)

ARAENOMER BT 2 BTN b
Do £z, THHHEFOPH ZH 1L
To%a. AROEMPHERSND
AIREVEA B Do

CYP3A4 DFEEMIC LY, AF i
SEHPREE N9 B ATRENER B B,

AFT
[16.7.4 ]

ARAOIER Z WM T D2BENDH
50

D CYP 4y 1fd (CYP1A2, CYP2D6
SN CYP3A4 ) OEMEMICE AR
A o ifn B PR BE AN HE KT B TR ME S

b5,
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B PERAER R ER SN 2B ZNDSH MY R2EFIEM 27T 2 EB8B L

NV VTR RIEHE B, 7. UTERAEOMHIZE BN,

T BN D SR EEIAE & OV S EE

[16.7.5 ] WoRT D L OWMERH D,
Ta— (fRiE) EHAEANER SN D BE N H|FINK - RN Z2EFER 2R &
[16.7.6 ] Do AAIMRAPIXHE BT S5 | BEZLND,

TEDBEELY,

e b= AEASE o b= EREENE LB EN | E b= U EANERT D BTN
Bt b= RV IALRH 20T EELTHRETLZ L, |H D,

EH

L=~ U7 ~7 7 a5 R
NS
kT~ F— VRS
VYU R
AFNTFF == KK
W (A F LT —)
IREED T N
TAa A REXY YD (St. John's
Wort, B> b+ ¥a—r X U—})

HHAER

[11. 1.1, 16.7.7, 16.7.8 HIE]

AN B Ry FN 7'u b v R AEINT D B | R
[16.7.9 ZH] NRHLHOT, Frbe e Uk

OEEIE®EL (INR) 2 F=F—1 5%
TEREELY,
T IEEZEZ T2 ENRMLN TV QT EE, DM (torsades de|fFHIZL Y QT IEEAVEHSFRANNIZHE

7 3R pointes ZE1r) I TRBENN|IT BTN H 5,
[9.1.7. 11.1.7 ] »H5b,

gl4EFR

11.8I4EA

ROBWERDRH oD ZLBHLH DT, BELZ 2TV, BENRO ONIZHEIITRG 21T 5742 E
HWY)RILEZITH Z &,

(1) BEXGEIER & EAER

11.1 EXGEERA

11.1.1 0 b= R GEEARH)

Nz, R BUEE . SEEL. FIF. WL EE mmE. B, SR, 347 e —X X BEMRRLEERH
BbohdZ bbb, tu b= AEHELE OMFABICRRT D REESEL D720, FICEETDHIZ L,
[2.2, 10.1, 10.2, 16.7.7, 16.7.8 ZR] BHENRD LNIZHAIITEES 2 HIE L, KEHE, KOWHED
EHEI L & HISETREEIT) Z L,

11.1.2 |EAMERAE. WFHERHADE (W3 b BERH)

JEYSEDIRER I LT E e & MBS U CIRREZITH Z &,

11.1.3 &L (FERH)

11.1.4 FFEEREE. B8 (W bEERE)

AST, ALT @ LERZEZF S JFREIRES ., 3ENH b D Z b5, [9.3 5]

11.1.5 JARAILE > FEE S HAEIREE (SIADH) (B AHT)
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& MY o AME, KESEEME, R U v AHEEE OB,
JVE RS PWMERERE (STADH) BB HbND T ENRHDHDT,
KRB OHIREME ) /L@ 51T Z &
11.1.6 KRIEHLIZAREIREE (Stevens-Johnson fEIREE) . SWHAIBE (W34 4HEERBA)
11.1.7 0T R, DEHEA (WF b HEEARR)
[9.1.7, 10.2 ]

HEPRBD b

FRIR, R, ERRRES A A D FURIR AR
BllEEGeRIEL,

(2) ZDtDEIER

11.2 =D EIER
FRIEN\ S 5%LA F 1~ 5% 1%AS BEE A A
BEER RE VN, 8 S R B, RAEVERIE M SR R [
(15. 2%) RIEME, RERED
PRl a7 F
fE . FLHRIE. &
PEALILE
FEARAREE AR (50. 0%) , FRESME|(AALIED 0 ERREM[EEDRE, 70 o [k, $5EL. EEhR %
BHEV, FHIF B, IRER, ANRSE, A7, i ES BEE (I A7 r—xX R R
FhlEE SERRIE . TREER IEARRE |0, L5, FEMEB) O
SEMRRE, BE RS, AR GEEHEFRIE) |
N 3N L REAR, OSSR, &
NE, BB, S
e ERE (12.7%) . 18| EAEEE, T B (M8, DR, 36 < | BRI, MEWR S IATT
(20. 6%) B, g, JEE O, DO |
AT
T BR e B, MTE A IS EE a2yl e ST AR | A ifn 1
R Lxo<b
ik ~EZ B B UREA B AR RMER L, T
M BRIE D A BRI | BRI | i/ MR B iE
% . [FERER % . IFT
ki U oo Bk
& ALBE, ZVTIE. 2 O FE|/KIE
i, %
S P bR IR
filE, HRRE
i hi AST b ALT LE&H|A1-P L& LDH k&, v U e
(12.4%). v -GTP L k5
=
WAIR AR BEIR PRYERGIE . IREE A GE| R EA, SRR R 5
GRS AT H i Rt EhiEfiE
B - A5 AR BA &Y MPdE ., W ST, 7 |CK R
IR, DU ARG
Z DAt W, RAUTE, 2 V| RARIR
27 a—)L &

FRRRERRICRIETEE

BNy

BE SN TV

1§

K&

\!

=]
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10. BERE

13 BERS

13.1 fER

FApfER & UCHEAR, & iE SR ILE 2 £ 5 724556 & OEERE 2 o P i e o #il 23 s 4T
D

13.2 L&

R RO 2RBANL R, HEITG U T, RG-SO LB AT Z &,

. BRLOZEE

UERLEDEE

14.1 FHRIZABEDERE

PTP ELHEDIKANL PTP o — b BB L CIRAT 2 L 588+ 52 &, PTP I — FORAKIC X v, BWHifh
HAVETEREEA~RIA L, B2 B2 U CHERAR SO EERAIHEZ IR T2 80 5,

12. ZDHDEE

(1) ERRRERIZE D IER

15.1 BRERERICE I ER

15.1.1 #ESh THEM SN T-K 5 O PEEESEORMIEREF T HBREEL MR L Lz, ARz a0 5 SF
DE T 7 2 A% RERRFBROBRFHERICB N T, 24U FOBRE T, BRASESCHEACRORE DY 27
DBHLD SHEERECTT T 2R E I L ClEidro 7o, 728, 26 il EOBFE TR 2 ARSESCARER 0%
BHoU A7 O ERIFFRED LT, 65 MU B TFZEOY 27 83 Lz, [6.1, 8.1-8.4, 9.1.1, 9.1.2
Z ]

15.1.2 1T 50 A L& R RICFEM SN2 OFEFREICS N T, BREE R F =B AL HEARO=
BRI DAL ) DR GINTBE T, BIOV AR ER L OWERH 2,

15.1.3 EER ISV T, RIRIRSHIN L, ABRE CORFMAEHE Lz & o@miERH 5, [8.5 5]

(2) FEBREREABRICE D 1B

15.2 JERRERSRERICE D < 154k
T F AW HER - FETERBRICB VT, RSN LS oWmiENH D Y, [8.5 BR]
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IX. JFERPREHERICRE T S IHE

1. ZIFHAER
(1) FZHhEEBHER
[VI. SP3BT A2IHE | OISR

(2) REMREHER
BB L

Q) ZDithoEEHER
g L

2. HEHE
(1) ERRS5EEHR
LB L

(2) RERSHERER
LB L

Q) BEfaEMEHER
LB L

4) AARMEFER
LB L

(5) AREFAFIEHER
LB L

(6) BFTRIBMEEAER
LR L

(7 ZothoRkEN
LR L



X. EEMEREICET HEE

1. HRERS

#l Hl o IAZYPEEE 15mg/30mg TR SR AL S R A T
W) EE-EMEOLGEICLIVERTLIZ &
Ry « SAZHFE FES

2. BHM
AR « 3 4

3. EENRETOIE
FERIRAF

4. BRFWVEDIE

RESNTHARWN

5. BAMITEM

BEMEELTA R HY
<FvoLsy :HYy
Z OO AT ER
INZYEUEIBHZRAEN2BESA L ZKEO T~
(Fa—Vr VAT ¢ RS ERBEAGREINT YA & https://www. med. kyorin—rmd. com/ (Z#5#)

6. R—Ri% - FBE
[El—RD3E : U 7 Ly 7 ZAEE 15mg/30mg. L A & $E 15mg/30mg
B . TINVTFYAERE, BT UERE, T aud T UERE, Nu Xt T UERREK
¥, VBRI LA VBRI, ST URERBE, IATUTT RS

=

1. EFEEEABE

199449 H 1

8. WERTAZDEABRVARES. EMEAENHEABR. REMBEAR

HR5E4 HERFTAREAR AKRES EMEERHEFERR HRsERAtBE A B
INANZFE UBE 15mg
. 2018 4E 8 A 15 A 23000AMX00653000 2018412 H 14 H 2018 4E 12 H 14 H
=
I ZFE UBE 30mg
. 201848 A 15 H 23000AMX00675000 20184 12 H 14 H 2018 4E 12 H 14 H
=

9. MEERIIHREM. AERUVRAELEEMFNOEABRUTZNOAR

L LR
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10.

11.

12.

13.

14, fRER#GHT LD

BEEHR. BIMERRAREABRUVEORE

AL LR

BEAEYM

LR

REAFEHRICE T 517
AAINE, BRI S HIBRILED STV A,

KEI—FK
5 £ 551804 A L IEESa— K Lt 7 FEELE
e El ?f%%ﬁ % EREE A : HOT (0 4) BE il a%ké
INEEEHI—F (Yda—R) SRATFLRAO—F
IAZFE U BE 15mg
1179051F1010 1179051F1100 126618401 622661801
54K
IVE P U EE 30mg
1179051F2017 1179051F2106 126619101 622661901
54K

=z
=]
RSN

AANIZIEN EOBREBEIL TH D,
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X. 3k

1. SIRAXE

1)

2)

3)

4)

5)
6)
7)
8)
9)
10)
11)
12)
13)

14)
15)
16)
17)
18)
19)
20)
21)

22)
23)
24)
25)
26)
27)
28)
29)
30)
31)
32)
33)
34)
35)
36)

37)

Fa—V U AT ¢ ARASHALNE R

I Y U BE 15mg THFK) - 30mg [ 4K) D2 EMERBRIZEI 92 &k (IndakiR)

¥a—U ) AT 4 AR SHALNE R

INVEZYEUEE 1bmg TAA] OZLEMMBRICET 5 &k (EuiREE oL EM)

¥a—U ) AT 4 AR SHALNE R

SZ P BE 30mg TEH) ORZEMRBRICE T 288 (BOLRE TORIEME)

¥a—U ) AT 4 AR SHALNE R

IVF Y BE 16mg AR - 30mg [AAR) OEHIPEICBIS 2 Bk

KFFEZ « BEARREAEEE. 2009 ; 12 (2) : 289-306

772 AR ERERBR (L A2 Vg, U7 Ly 7 AEE:2009 45 7 A 7 AR, HEEEEHEESE 2. 7. 6. 28)
FHEEHIE A - BEACRERSEEE. 2010 ; 13 (2) : 339-355

KTFEZ : BEAHRREMHEEEL 2009 ; 12 (3) : 503-520

RHIBGRE (LA gE, U7 Ly AFE: 2009457 A 7 A&RR, HFHEEMEEL 2.7.6.57)
AFNIORE - HRICHOWT (LAv g U7 by 7 ZEE: 2009 4E 7 A 7 HARR, FAREE)
FEBEERBR (L AR UEE, U7 Ly 7 AE: 200947 A 7 HKR, HiEErHEEE 2.7.2.2)
Haddjeri, N., et al. : J. Pharmacol. Exp. Ther. 1996 ; 277 (2) : 861-871
INGFEOFEIEM EORHE LIS SIEM (LA r U gE, U7 Ly 7 REE: 2009 4 7 A 7 HIKGE.
HEHE B 2.6. 2. 6)

Andrews, J. S., et al. : Drug Dev. Res. 1994 ; 32 (2) : 58-66

0’ Connor, W. T., et al. : Neuropharmacology. 1986 ; 25 (3) : 267-270

Nowakowska, E., et al. :Pol. J. Pharmacol. 1999 ; 51 (6) : 463-469

RBEFRITD « FEME L ERR. 1990 5 24 (10) : 5365-5377

AARNHEEHR SRR (LA, V7 by 7 A5 2009457 7 7 HAR, HEEEEMEE 2.7.6.4)
KRG (LA UEE, V7 by 7 A6E 200945 7 H 7 HARR, HGEEEMEEE 2.7.2.2)
IR (L AmgE, U7 by 7 AfE: 2009457 A 7 A7AGR, HEHEEMIEEL 2.5.3. 1)

¥a—U ) AT 4 AR SHALNE S

SVF P GE 15mg [HAR) « 30mg [HAR) DEM AR FSEMERABRIZBIS 2 &k

M EER (LAnsgE, U7 Ly A58 : 2009457 A 7 A&, HHEEMEE 2.7.2.2)
Spaans, E., et al. : Eur. J. Clin. Pharmacol. 2002 ; 58 : 423-429

Sitsen, J. M. A., et al. : J. Psychopharmacol. 2000 ; 14 (2) : 172-176

Loonen, A. J. M., et al. : Eur. Neuropsychopharmacol. 1999 ; 10 : 51-57

BEOYERR (VAR UEE, V7 Ly 7 A6E 200947 A 7 HAGE, R grHEE 2.7.1.2)
ML X7 L OfEA (LAaEE, V7 Ly s ABE: 200947 A 7 AAGE, HFHEEHESE 2.7.2.2)
Dahl, M.-L., et al. : Clin. Drug Invest. 1997 ; 13 (1) : 37-46

VANG AR (LArUEE, V7 Ly 7 AE 2009457 A T HAGR, HEEEEMEE 2.7.2.2)
ARG UARER (VAT UEBE, V7 Ly 7 ABE 2009457 A 7 HARR, HEEEEMEE 2.7.6.9)
Bengtsson, F., et al. : Hum. Psychopharmacol. Clin. Exp. 1998 ; 13 : 357-365

FRSREIR T ORE (LA U gE, V7 Ly 7 A8E: 200947 H 7 H&AGR, HiEEEMIEE 2.7.2.2)
Timmer, C. J., et al. : Human psychopharmacology. 1996 ; 11 : 497-509

Kristensen, J. H., et al. :Br. J. Clin. Pharmacol. 2007 ; 63 (3) : 322-327

Ruigt, G. S. F., et al. : Eur. J. Clin. Pharmacol. 1990 ; 38 (6) : 551-554

¥ a—V U AT ¢ ARKSHAENE R

IVZ Y BE 15mg [ AR DO EMERBRICBIT 28k (5 @k (i) T2 EMERER)

¥ a—V U AT ¢ ARRKSHAENE R

NP BE 30mg [H5hk) O EMRERICBIT 2 &R (fts 0% @ HEaR)

31



38) Fa—UrU AT 4 ARRREAANEE
SAEPFEUEE 15mg [ HR] ORERGRBICET &R
39) Fa—UrU AT ¢ ARRAESHALNEE
SAZHFE E30mg TR ORGSR ERBR BT 5 &Rk

Z Dt DSE
gk L
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Xl. 3&&H

1. EGHSETORETIRE

M L

2. BB ITHBRERZIEFR
LR L
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fwE

1. FA# - lREXIEICKR L CTERIRFIEZ

p— -

172

[ZHT=-2THSEIRR

REDITEHRIZET 2 EE
AEIZIIAREZ T CORWHEICET 2 BRI EEN D,
HLETHERBMINTOIRBAGETHEONIBREZFEL L TIRR LTV D, EFRIEHFE DS HRBEHZ R
5 ETOBREERTHY, MLEORTERTHEDOTIEARN,

AR EEPHELL TORVHNELEEN TR,

PERRIL - TR = HE i DU R TR BN BT 2 A R T A UITBT 2 Q&A IZHOWT (2D 3) )
TRICE 9 H 6 AT SRS B R - AT AR R - RO RER R

(1) #H#x

(ZILRHFE 4 1omg &) 0
PRIESME - 25°C+2°C. 60%RHE5%RH  {R1FTEHE

CEAM(T T VR Y T Ik — M)

(LAY EEE30mg M) 7

ORRFFRM  BROATSRE, K DATSRE, ENEEDE REIPHE

RERIA H Bk (%) BRIy 238 1A 27 A 35 A
PR HE~MEAAOBRE AROHE | AEOBmEK | AROHE HEOBE | BROKBE
F 8 2 e 0. 2% LA 0.03% 0.03% 0.04% 0.03% 0.04%
R A 1L.0%LLTF 0.07% 0. 08% 0.09% 0.09% 0.10%
JESRES 95. 0~105. 0% 99. 7% 99. 9% 98.6% 98. 7% 98. 6%
(n=1)

VX —LV (BT Ty T TR ESTZH D)

RBRIE H Hs (%) B AR 0.5 %A 1% H
o {8 % K 0. 2%LA T 0. 038% 0. 040% 0.041%
PSR AF L 0%UT 0. 038% 0. 052% 0. 086%
N . 87. 4% 91.8% 90. 4%
RHHES | 60 537 TH%ELE (79.9%~91. 8%) (91. 2%~92. 5%) (89. 6%~91. 0%)
A 95.0~105. 0% 99. 32% 101. 15% 100. 56%
Ptk i BIRED T 4 )L LR EREDT 4 VIAH | EHIRED T 4 L BH
RETL2ABOMEK | RAETHIABOHBEK | BETDHAAOHK
M - 1.9% 2. 0% 2.5%
X6 B LS (B /M~ Fie KA
(n=1, 7272 LEEEn=3)
OMRAESRME £ 30C+27C, T5%RHES%RH RAFERE : % — L (T T v 7 TR E -T2 b D)
RERIE H HEE (%) B Af kg 0.5 % H 1% H
s | TR 0. 2% LT 0.038% 0.040% 0.041%
A L 0% T 0. 038% 0. 053% 0. 058%
. . 87. 4% 92. 8% 92. 8%
) 607 T5% 2L E (79. 9%~91. 8%) (92. 4%~93. 3%) (91. 5%~93. 3%)
EEE 95.0~105. 0% 99.32% 100. 37% 100. 49%
. HEIRBD T 4 L LR BEREDT 4 VAR | BEREDT 4 L L3
RETHGOME | BRETIAHAOKBE | BETDHAOHE
LA - 1.9% 2.8% 2. 6%
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OPRAFARAT - VAT SR, BV AT S, 10001x MRS PRAFIZHE :

Uy —VL (T Ty T TR ESTEH D)

RERIE H Bk (%) BH AR #1713 H (30 5 1x-hr) | %25 H (60 5 1x-hr)
R 18 % Fe k0. 2% L0 F 0. 038% 0. 043% 0. 068%
MR A3 1. 0%LLF 0. 038% 0.164% 0. 249%
87. 4% 90. 6% 91.5%
A 60 4y 75%LL I
TR A TE%0 L (79. 9%~91. 8%) (89. 2%~92. 3%) (91. 1%~92. 3%)
EmiE 95. 0~105. 0% 99. 32% 100. 73% 100. 57%
U i BEROOT 4 VLD | EREEICOWTOR | ERETEIZOWTOR
RETDHBOHBE AL HEL
R e 1.9% 1.9% 2.3%

X6 o L DA (B ) ME~ e KD
(=1, 772 LiERIE n=3)

(2) FiR - BAMRURBEREF1—TJ0EBMN
(ZILEHE 8 15mg T&RK)
[R5 1]
HREERERER
TAANY DR N BERERYD . T4 AR —RNICERMEETOEE 1 HANLTERA M ZRL,
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