20254F 4 H YT GE19K)

H AFEAEpS fh /085 871179

EELAARAELA—T+—L

H A5 B Al 2 O TF FR il ZAH201 31 HEHL L CTHERK

hrEmREH
ARERS URAY F U
JYARYR U 1mg/2mg/§3mgl P A |
ARERH URRY K

AR i1 % 5D A ]

RISPERIDONE

JZAARIK2,0D%:0.5mg/OD%E 1 mg/

OD%2mg/0D%E3mgl Y 1]

JARY FUORERNRRESE

RISPERIDONE OD

il | 7anba—F 7k HRz A FEE (D EEN AR EESE)
B AL 7S HR K
L H o B oSl X
B 7 — ESE O S L AT S o b
P 1 g 1 g 1g 1 g 1 g 1 g
B E
1mg., 2mg 3 mg 10mg 0. bmg 1mg, 2mg 3 mg
. i 4, M4 . U ARY R
* E4 - Risperidone
83 B 5T K PR AE A H| 2007453 14H | 20084E3 A 13H | 20074E3H 14 H [20124F 8 A 15H |20094E1 4 6H | 20104F1 A 15H
SR A AL YE Y H4E A H | 20074E7H 6H |20084E7H 4H | 20074E7TH 6H |20124E12H 14 B |20094E5 A 15 H | 20104E5 A28 B
¥ 5 HF A H|20074E7H 60 |20084E7H 4H | 20074E7TH 60 |20124F12H 14 H | 2009455 H 15 H | 201045 H 28 A

PHE - BIERIE (A -
e # - ke R A

(B

BLEIRTETT -

FOF R A A

[ A A 29 38 0D LA 5

AN

b ¥

O

FOFREERRGAS AL RSt > 2 —
TEL : 0120-381-999, FAX : 06-7708-8966

R BEMRE TR A TE Y A b : https://med. sawai. co. jp/

ARIFI320224F 4 A iZT DA CEDOTHICE S U

FT L7,

BT DU SCERF T, BRNZAT Bk N 38 ah EE R AR R S B S — L~ — Thttps ://www. pmda. go. jp/ I

TIHERB T2 &,




1.

IFRIADFSIZOME —aAmmrERme—

EERA VA E1— T+ —LEROER

[ 37 FH 15 36 05 D FEARH 70 BERO I it & U CRR R3S AN 3G (LR i SR L I8 23
%, EPRBL CIEAT - SAISE O EFEHESEE D B 5 0T 77 [ 3R 5 o5 EAE A s 275
T ORI, T SCEICELER S TG A AT 5 BICERM E M L ERIG SN H D,

PEIRBLE Cld, Y EHE IO W TREE R O EIRE RIS HF ITHEROBINGFEROE %
L CEMAEMMTE L TRILL TE T D, ZOBRICHLERTERZEREIICAFT 2720 0FH Y
AR LAV EE 2—T 3 —L0HE LT,

WAFN634EIZ H AP RAINI S (LA, AR LI 28 2 NEE SN ERLA VX B
— 7 —22) (LLF, IF &) OMLEAHT W ONCIFRR A R E Lz, 0%, EREHEE
I N R AN T R = — X D& 1T C, FRR104E 9 B I BRI 3/ ER
ZNTB W TIFRE#E EH O WET M TN T,

FIZ104ED R L, [EIRMIEROAID FCTH 2 MIEEE, T Th D [EHRBUE O KA,
BTN & - THEF « EIRBEIIRE S BL L2 2 & 2520F T, FR204E 9 H 1T H 7 S 2R % 5
ZEBITB W CIF L EAE200823 K E S 72,

IFFCE EAEH2008 Tk, [F A MREAOM 7 & LTI 2 55, PDFEOEKNT — ¥
ELTHREETEZ & (e-IR) NFEAIE 2o 7o, ZOEFRICHHOE T, IR SCEICBWTIZIHEE -
SR OBIN, T84 255« EEAREANEEONRET) 2 EOSRETRH > -HAIT, WETOR
WT — & 2B LT TR De-TF R RS D Z & 7o Tz,

AR Oe-1F1X, () EEGERBHEBSEEOEE LB RER R — L=
(http://www. info. pmda. go. jp/) " H—FE L TATRHE & 72> T 5, A AIFPESEAIRI 2 T,
e-IF Z#5# 4 2 E M E IR AR — A=V RN AT A S TH D Z & ITEE LT, AR
2 H DO Te IFDOERZ RFTT DM A SR E LTl 2 OIF 2N IRAM SCE A A 553 2 i E A H
fHEfME L CHUEE - et Lz,

2008 - LV FEAEDA U H B2 —7 +— LTS 2B L 7o T L C & 7o E A FET
filiL, BB LE STH, ER - BHMEIZE>TH, DEROBRWERFETHZ 252
Tre &2 TAR, IFFLHEHEO —WET 21T WIF L EE2013E L CTAR T HHENE 2o 72,
IFEE

IFIX TR SCEEOR A MTE L. RS DOEERIEFEEIZ L > THEEBICLE R EHK
SO EEE OO OMER, WITEF OO OEH, RO T O, EH 5 O EEH O
7o O DIE R, FFEN R BE T T O D OIERENEN SNTRER R O ERLAFTE S L
T, AR ELHEREZ R E U, FEIAS O 72 012 G54 3K 5 0 USRS 382 VERk & O 21
B L CWDFPINER EALEMT B D,

TofE L, L - SRR S ICB D 5 b 0, RS EORFIE 12 TN T 5 b DR
SKNAT E S ASEEAM « FIHr « $2 T R EFHESIIFOTHEFEL TR 520, SNz 5L, f
A DRI IFIE, AR A O 2550 - BT - BRREIN T2 & & blc, BERMTE
THHLOEWVWIFEHAEFFOZ L ZAIHELE LTV D,

[IFD#k=]

OHMEITA4R, HEE L L, FRIE LTORA v FULEOTAR(FIFERL) Trodi L, —@hlY

ET5, 122U, BSSCETHRM - REZ2 WA, BT A TIE I UCEY o T 5,




OIFFEHEHEICESEER L, FHBAIIT Y v 7K TRET 5,

@FMDFEHU T — L AU T T HIFESER D TFRH O F5] & OWEE O AT D
HboOLL, 2HICELED D,

(IFDERL]

OIF XA & U TRFI o 58850 (WAL EHAL SVRAD ICER S 5D,

QIFIZFL#ET 2 B L OBSIIE BRI RE L7 IFsCd BRI S 5,

O TEONREZHTET S L DIFOESITH» CHERERNTHENS,

ORSER O EICET 2 b 0, BEKAEORAIZ ) 2 BT 5 6 O R OEAATZ 1L U
PEIRIEEE B O DR - T - SRR _REFHICOWTERE S e,

OINEEIA ¥ Ea—7 5 — LG EaE2013) (BLF, [FREEEME2013) EE9) 12 X 0 Bk &
NIZIFIE, B TEARCORMA AR L L, MBS U CERAIR A E T 844K (PDF) 2> 5 Hljl
LCHEAT D, ¥ TORKTMAE TR,

[IFDF1T]

OMFFEREFE2013) 1%, FR264F10 A IBICAGR SN BB GO & 72 5,

@ LA DEIEBIZOWTIL, TTFEEHEEE2013) 12 X AR « #2EHTmE SN D O TRV,

OfEH EOVEREOUGET ., P AR T PR AR 5 ERPR FRaTAm) 23 /A3 S Av7z ke 0l QNS @S
JEDJERZENIR SN, T RENBERKE L B BB IR SET SN D,

3. IFOFAIZHT--T

[MFRLHEZEH20131 1BV, PDF Y 7 A M X 58 TIEA TORMAEEARE LTS,
12 R 2 AR X, BTSSR L CRIAT S Z EAKAITH S,

B IARDIFIZ DN T, 22350 PR aa i G A oD 2 3K Tl R R B AR T AR e AR — A —
(G E STV D,

BRI TERIES A # B a—T 4 — LMERRO FF| & J I TERL - 128223, IFDJR
RAEBE 2| ERBUIGICARE LT D EERSCIFMERR S GO LB SR (SO T RS 3
DOMRE~DA U H B =2 — |2 X0 EFIMER SBRNEZRESE, IFOFHAMEZ S D LE)N
b5, Fio, MERYSGT SN A EOEESICET 2 FHICEH L UL, IFRHGETENDETO
fIE, MRS O R ZEAR AT D IR SCECRB A BB B B 5 WILEIR G R
TEWAME — B A FIC L0 AR A ST 5 & & bic, IFDFERICH 7= > TE, THho
I SUE 2 R 3R L R AR AR T TR LR — A X — U TR 5,

728, W EME AR MO D R DR X TV D TR AUE | 0T E 225 E T o TER
DB 2B SIIAGRHREICEDLL Z L 03H 0, ZOEHRWIITHBETRETH D,

4. FACKLTOBER

IF % AR O B HEBICBONTRNT I ENTERWVERLEFRFEE L OEH L THEE
72U, Lac L, BEESEBRAERL et — g v a— REIC L AHEIC L b, S,
EHGERE U CRECE 2HIIZA T LRAN S 5, IFITHWEOTEEHELZIT T, Y4
ZER G OMIEPBENMER - BT 2O THDH Z b, Gl - REUIHINZZ T 5%
B2 L AR L TR R IER B,

FRIELET FRH ETHIMICELMTET DIHEREM THY, A F—Fy FTO
NP DN E 2 ML EOIRERENCEA L2 WX S BEE LIERS TS Z &2 HfiR LT
HERETEHT OMERD D,

(201344 H &7T)




I. WEBLICEETA3EE .o 1
1. BEBORREE 1
2. B OIREEN) - BAFRE. o 1

I, AFCEET2EB. ..o 2
1. BRIBA o 2
2 RA 2
3. KGRI AN 2
4. HFREOSF B 3
5. AbLSA (AT 3
6. BHA. B4, e, BEES........ 3
7. CASBERE . 3

M. ARSI 2. 4
1. MBSO, 4
2. AR OEEGEMETICB T A LEE. ... 4
3. BRI OMERABRIE. ... 5
4. BIRSOERE. .o 5

IV, BENCBIT 2B . o 6
1. I 6
2. BHRIOMAL ... 7
3. A, HAAOSEMEICHT HEE. . 8
4. WROEREEMETICB TS 2EM. ... .. 8
5. FPHRIEN OB OLEM. .. 15
6. Al & OELAEZL WEALFNIEL) ... 15
T 15
8. AWFHIEREBRIE. . 25
9. AP OHEERY OMERABRIE. ... 25
10. BAIFOBFIRDOEEE. ... 25
Lo 0l 25
12. BATDATREMEDH DKM . ...l 26
13, VEEDP LB - ML R R R AR

BIEH 26

14, ZOfl o 26

V. WBIRICETATER. .o 27
1. BhRESUTZNA: o 27
2. HNEMOME 27
3. BRRRGRE . 28

VI. SEREICBIT ATEB. . 30
1. RPN B AW UM LEWRE. .. .. 30
2. FEER .o 30

VIL EYEHEICEETDEA. ... 31
1. MmAREOHER - WEE. ... 31
2. HMPEEERRAINT A —F 36
BMRIY 37
A BT 37
SR & v 37
6. HEME 38
7. NIUAR—Z =TT HEHR. ... 38
8. BWTEEICELDRER. ... 38

VI 2tk (A EoEE) BT 5 ... 39
1. BENELZORME ... 39
2. BoNE OB (RS EET) ..., 39
3. FREUIN RIS A EoERE L ZED

B 39
4. RAEROHBEICEEST A8 ForE L 20

B 39
5. HEHGHNAEEZOHE ... 39
6. BEREANEE L FOMH K OYLE T ... 40
T MEER . 40
8. BIMEM .. 41
9. EERE~OBEL 44
10. e, PEMm, AW E~OFL oL 45
11, NSNS 45
12, BRRMRAERERICKIETREE 45
13, WERE ... 45
4, WA EOEE ... 45
15, ZOMMDIER . 46
16, FOML. o 46

IX. FERRRBRICBET2EHE o 47
1. SRERRRBR .. ... 47
2. BMERER 47

X. EFHMFEICBETDHEA ..o 48
1. BHBIRA 48
2. ARHIRSUIMERBIR ... 48
S.ORPE CARMESME 48
4. HABIR DN EOEES 48
G L 48
6. A 49
T RROME 49
8. F—RAy R . ... . 50
9. ERSEAEAH ... 50
10. BUERGEAGEAEA B R OERE S ... 50
11, SMEYENEEA D .. 51
12, ZhEEXIIZhESEM, AER O R T EMNSE

ODFEABROZONE oo 51
13, FEARE. FillifRAREA H K OED

S 51
14, FEEWR ... 51
15, BEARMIRHIPREE SIS BT AIEH ... 51
16, R — R 51
17 fRBHEAT LS 52

XL STHR. .o 53
1. BIUHSTER .o 53
2. FTOMDBEER ... 54

XO. BEGE. 55
1. ERAETORTBRDI ... 55
2. WINCBIT DRSS SHR ... 55

XIL. B2 55
ZOMOBEBER .. 55



. BEICBEd 5HA

I. #tE(CB89 5IER

1 BE SR DARIE e

U ARY K8 1 mg/$E 2mg/$E 3 mg/FRL 1 %/ODEEO. 5mg/ODEE 1 mg/ODEE 2 mg/ODEE 3 mg
(DA NEARY AXY Rr2E66T 2506 MRA T 5,

YARY RAL, XU Y FFYY —VEREAT 2506 AI T, Er b= FXI 0 -
Ty A A=A K (SDA) EMEER TN D,

AANL, BIEEIESE LT RREAC oS & | BOE AT ONTHUE K OGRBR TTEZ R E . ZE
PERBR, AW PR R SR ER 2 i L, ARE G T EifilcE o7,

€ 1 mg/BE 2 mg . . OD#%E 1 mg -
9 53 D%20. 5 " §
JUTR 1% $T 3 mg ODZE0. bmg JODEE 2 mg OD#E 3mg
AR R IZBR L - -
. N 2 174 3 A 31 A I EE033101575
YL L 7= 4, SERR1TAE 3 H31H HAERE =2
A 20074 3 H 20084E 3 H 201248 H 200941 H 20104E 1 H
E T 2007427 H 200847 H 20124212 H 200945 H 20104£5 H

20204F 8 HICU/NRIIOBEAA Y § T LEITEE D Sy RIBEME ) OZhEE - Zh R L OVHE - HENE
IAGRE T, [BE 1 mg/$E 2 mg/HHL 1 %/ODEE0. bmg/ODSE 1 mg/ODSE 2mg] (X. -12. )

. @Eﬁ@;‘ﬁ;ﬁiﬂq . %‘ﬁ']?ﬂ"]#?f'lét .........................................................

D)2 B L. SEAIAMRICEI = — R 256 L<IFZIRIL TW D, [$2/ODEE]

2) K7 U (MR D Z) T b A TRE 72 DIEEN FAEESE T4 %, [ODEE]

3) Ay b= EEHAT S, [ODEE]

4)EmEE, AWPENAREEEE, MRS D | 2 OIRBLUTIS U AT RIS FRETH 5,

5) RN VDo B EHEEHUER L O v b= 5 -HToaZ A REHUERIC X 0 H & RRIEICH)
RETRTLEALNTWVD,

6) EARZLREIEM & LT, BMJEWEE (Syndrome malin) , R AR TT | BREMEA LD
A PURRAB VR AR P WSEGERE (STADH) | AFHERERE S, HUE, BRSO EARE, I
Ik, Wi/ R, milbE, BERWEYES 7 2 =3 X BRI ME, RIbE, MRk ER
AE. MBI ZEARAE, PREBFRIRMARIE, FrgeehEliE S il STV D BEEEARI)



0. A3 5HA

0. £%#ICEAY %EE

UARY RUgE Imgl U A |
UARY RUgE 2mgl 47U A |
UARY RUgE3mglH U A |
URANY RMRLL %D A |
J Z~Y R ODFEO. bmg 4T A |
JZA~Y R ODEE 1 mglH U A |
JZA~Y R ODEE 2mgl U A |
JZ~Y R ODEE 3mglH U A |

2) %4
RISPERIDONE
RISPERIDONE OD

3) BFRDHRK
AR ITH 9 A22H HARAIF 09220015 | 1ZHESEMms Lz,

1) #% (f %K)
Y A~Y R (JAN)

2) ¥4 (fh4i%)
Risperidone (JAN, INN)

3) AT L
—peridone : FERfFE R A



0. AFICBd 5HA

. ﬁ%ﬁ&u%%% .....................................................................

ﬁj\%ft . C23H27FN 4 @) 2
sy & @ 410. 48

. 1t$% (ﬁ%;’f) .......................................................................

3-{2-[4—-(6-Fluoro-1,2-benzisoxazol-3-yl)piperidin-1-yllethyl}-2-methyl-6,7,3,9-
tetrahydro-4 H-pyrido[ 1,2-alpyrimidin—4-one

. 'IEFH% . g”% . Eﬁ%\ EE%%% ...........................................................
Rriz7p L

. CAS%@%%% .........................................................................
106266-06— 2



1.

ARSI BT S IHE

. FRRSICET S5RE

1. MELEFHITEE

4R - 11K
HE~BEH A GBORAIEDOHRTH S,

2) BN
AR )= LT H ) —1(99. 5) IZR0R0EITITL L . 2= /X ) — LT TEITFIZL < . K

WZIE & A EIT R0,
1)
Vo fit K 1 g B RS 5 72 O ORI &
AH ) —) 37mL
& ) —)1(99.5) 71mL
2-Fnr X)) —)L 200mL

RfRIE (37°C) 2) : pHI1. 2 : 16. Omg/mL. pH4.0 : 12. Omg/mL. pH6. 8 : 0. 90mg/mL. 7K : 0. 23mg/mL

3) BTt
RCBRICEE 1 0. 5% AT (1, BE. 80°C, 4 H§fH])

DR (DR R, BE R
Fls - 169~173°C

5) EiE K AR EE TE &K
pKa;=3.11(25°C, ¥V I YU, FE) 2

pKas=8.24(25°C, RX> X AXH ' —)L ELE) Y

6) HERY
PG R L

7 20O E R RIEE
BB L

2. BRSO EEEZRTICETHREM
K KEREHR (pHB. 5) . 100°C, 120F[# Tl 1% fFd %, 2

Wt (pH) @ 1mol/LiEfE. 100°C. 5 ARIZLRETH D, 2
1mol/L/AKER{LT + U 7 A, 100°C, 24B%[ET0. 4% R4 %, ¥

c U AR RUEIRIEL7, 0001x FC7 BRIZZETH D, 2

"
F D o 30% B kK FE K, 60°C, 1 WM TcisN BR{LIRL 6% Kk NtransN FR{LAAR0. 4% %

AT %,



. A& B4 %A

3. BN DRESEERERSE - - o oo
HIRITY ZA~Y R ORERERBRICHES S,
1) $-5h rT B B E v
2) RN A7 S VRE T

A FGIARON D TR SE oo oo
HRITY AXRY Ry OEBIEICHET S, (BALAEREER)



IV. ®ANCRT5EE

V. ®EICEY 5IEHE

1 §|JH.2 .................................................................................
D EIFDORXF, SRR
. y #* = il .
fiv 4 A Efemn)  (ERnmg) (L mm) R
o ven EIFEA
Vany kg | DR = e 0w
lmgr"j’U/l’J — :/y\*frh
TAST 6.7 %94 3.1
SV DI Q -
2mglV T A1 | a—7 4 VT EE hoa
7.1 #1130 3.8
JARY Rogg 7 4 IV Q @
3mgl# U A | a—7 4 VB Sl
8.1 %7188 4.3
U A~ R UHRL —
1% 71| AL 0e
Y AY R OD§E #E C) C) = a
0.5mgl %A | (1 ZEN Rt SE)
5.0 #9750 2.4
Y 22U R ODSE FIREA O FEE @ —
ImglH DA (O ZEN AR BE) Sl
6.5 #1100 2.3
U 22U R OD$E # @ (—
2mgl 7 A | (e BREESE) hoa
7.0 #7130 2.6
U 2~ K OD#E E @ —) _—
SmglH U A | (I WEN AR EEEE)
8.0 #9200 3.1
2) B DMtE

Q@AY FUEE 1 mg/$E2mg/$E3ng VU A
RFNE—VE . BJRY ARY Roge RAB—EOHEIC L GEHERBREZITHY L& K
BT e AP
WHE . BB Y AY RUgg IWHHEOEIZ L W BRA1T 9 & &, BUKICHES T 5.
(K. 304y : T5%LLE)
QU ARY RUAMKRLL %D A
WHPE © BB Y AU RUHIRL IRHEMEOEIC L 0B A1T O L&, HRICEST 5,
(K. 30%y : 75%LLE)
22 0 32.6° (SEHAME)



V. ®ANZRET 5HA

@V XY K ODEEO0. 5mg/ODSE 1 mg/ODEE 2 mg/ODEE 3mg YT A |
AN —ME - B R —REREBRE SRR R BEOBIC L 0 SRR BREIT ) L& B
FAZHEEGT 5,
FREEME - B R—ixEERIE EEERBEOHIC LV EER AT O L &, BKICEA T 5,
EHYE  BR—AGERE mHRBRE O R WE) ORI LV RE217TH & &, BKICESE T
Do

3) Ao —F
@V XY RuUBEImgl¥UA]:SW RP 1
QU XY RUBE2mgI Y TUA] : SW RP 2
QU ARY FU8E3mgl¥+FUA] :SW RP 3
@) XY KrODEEO. 5mgl¥ DA ] : SW 73
@) AXY FODEE1mglVTUA] : SW RP5
@) XY FrODEE2mgV U A ] : SW RP6
QU XY FLODEE3mgYUA] : SW RP7

HpH, ZBEL. HEE. LE. BREDERUVREGpHEF

MBI L
2. @ﬁﬂd)i’ﬁﬂﬁk ...........................................................................
DAEDES CGEHERD) DEE
QU RRY RUgElmglYUA] D LEEFICRRY AU Ry Imgz & HT 5,
Q@) XY RUEE2mglV U A c 1BEHRICHBY ANY Ry 2mga a7 5,
@V 2Y RUgE3mglY U A c LEEFICARY AU Ry 3mga &R T 5,
@V ARY RUKKLL % YT A ] 1gICHRY AU RUiimgzEH T 5,
@ U 2~Y KODEEO. smgl P T4 ] : 1EETICHRY 22U R0 5ngxaf+ 5,
QU A~Y RLODEE1mgl YV A ] C LEEFICARY AU Ry Imgz & HT 5,
QU A~Y RODEE2mg[ YV A | C LEEFICARY AU Ry 2mga &R T 5,
@) XY RLODEE3mgl VU A ] c 18EHRICHB Y AT Ry 3mga a7 5,
2)

Q@) ARY RUBE1mg/8E 2mg/8E 3mgl VU A |
wWnE LT, Aoy SEEKT AR, fatra—2 BbFEr ATTY
VEEMg, ZVY . huEmavF oSy b, e o An—R w7 aad—16000% 5
AT %,

Q@UANRY RUMRLL %P T A
Wy LT, BEEAKT AR, b, e e A —R&2E567 5,

@V Y K OD$E0. 5mg/ODEE 1 mg/ODEE 2mg/ODEE 3mgl VU A |
W LT, 7TANT =L L-T7 ==V T T = A0E8W) . I Aa—A BV Aa—2A
Ca, WEINKTI A, A7 7V VMg, hvEravsT 7y B Ry 7o ltn
n—A, D-~vr=hk—=L, I-A b=, VU UEKFECa, FEEEAT D,



Iv. RANZEI4 25 A

3 Z0ft
ek L

3. BBBE|. LI BRI BIEE - -
A L7

4. @ﬁuw%*ﬁ%ﬁ;qq:ﬁ”—éfirli ........................................................
QU ARY RUEE1ImglITUA)
1) PTPEZE S D2 E M (INERER) )
UANRY RUBEImgl MU A | #PTPRECR (b =17 4L A, TIVIHE) LIz DIC
DWT, REMRREIT 572,
ZDORER, BUEICES LT,

O, . *}E\ 7
RE&H Ty 40 C75;/°:; B
4 «y = N Sz

" 4% EE@DIM%AD T4 bTa—T 4 VTEETH ——
A B&IC A [/
WwoE KR OB HIk 2w A [A A2
N - S 5§ BRI a [F /2
EF =2 # BX 100. 9 100. 8

X FRREISHT 2B AR (%)
2) N Z B DR EM: (IEER) *
UARY RUBEImgl U A | 2" T0EGRY = F L UR) L7z b DI HOWT, LEMERER

2iTo7,
ZORER., BEICEA LT,
O, . ’,F-"—\\l
"R =2 0CTooRi B
=+, (7 - S E=Ne
e ® /EIJEODD'J#?)\D T AT —T 4 U TEETH -
O BRI a [F A2
woE RO BRI A [l /2
a B KR OB Bz a [F A2
E = A B 100. 9 100. 6
X FREICHT2EEE (%)
3)EAET OREERRY
UARY RUBE1Imgl VU A | OBAEEDORIANZHSOWT, ST CHREL., 2R

o e
ZOFER. UTORENE ST,



V. ®ANZRET 5HA

@ B 3t BrYpE
RESEHE | 1=>vL (m{?;ﬁ)(%%B%RH (MBS E | (BEREALT
31H) 607 1x-hr) 31 A)
EREROEF5 PN
% KIv 7 o= Bl el L el L el L
—T 4 T HE
EE (kg) 4.2 4.2 3.3 4.1 4.1
BHAER| MEARL RifE7 L RifE7 L RifE7 L RifE7 L
iE = 53 BR X 100.0 100. 6 100. 7 101.2 99. 8

A A5 Be KA il 23 [ 824 - 7 77 LA O SE AL DR AE T O E MG O FEEIZHE U Tl %
P

1IToTWV5,

A =¥ LEI00E LIZE ZDOEHE(%)

QU RARY RUEE2mgV U1 |

1) PTPEEE S D2 E M (INERER) °
UARY RUgE2mg U A | #PTPEZEGR Ve =1v7 0L A, T LIEb DI
DNWT, BEMRREZIT -7,
ZOREFR, BUKIZES LT,

BEEH Y 40 C75;/°:;' A
% 1K HEDT 4V bha—T 4 TEETH T [FIAE
e O OR R RS S [FIAE
MmO E M B BRI A [Fl/E
e RS S [
£ =2 B OB’X 102. 3 99. 4

X FRBITHT D E AR (%)
2) N Z B DR EM: (IEFER) °
UARY RUBE2mgl U A | 2" T0EGRY = F L UR) L7cbDIZHOWT, LEMERER

Z1T-o72,
ZOFER, BUSIHEA LT,

R R SED2IY CToRRe - M
<3 K| BAROT o NLa—T 4 U TETHT- EVE
R K B RS A/

o OE O H B B ISR EE=
A RIS A/
£ =2 B OBRX 102. 3 99.0
¥ BREICKTT D EHE (%)
3) |MEETOREMHRERS
JARY RUBE2mg (VU A | OEEAIEDORANZOWT, KFEEM T CHRITF L, ZEMERR
BT o7,

Z DR, LT ORERIFF LT,



Iv. RANZEI4 25 A

- SRR * RYpE
P Z 1=2%0 | o0 é”“s’; ) (25°CT5%RH | (REEsTE | (EREAT
35 A) 6075 1x-hr) 35 A)
o |DED7 RN mnl | ommL | swaL | sy
E (kg) 6.9 7.6 6.9 5.9 6.1
s A BR 2 L R L R L 2 L R L
EERHBR* 100. 0 101. 9 102. 5 101. 0 101. 6

H AJRBE SR AR =t [ 8E4 - B 72 A H OB EIERIE COREMEE R OEREICHE T CTRE %
fToTW5H, Mo =L E100E Lm & XDEHFR(%)

Q@) XY FUEE3ngH U A1)

1) PTPEZES D ZE M (INERER) »
UARY RUBE3mgl U A 1 ZPTPEE R Ve =17 4 VA, TAIHE) LTebDIT
DNWT, BEMRREZIT -7,
ZOREFR, BUEIZES LT,

BEEH Y 40 075;":';' Bk
% K HBOT ANV LAaT—F 4 L TEETHST- EE=
B R R B BURS (A [Fl /e
MOE o B HRRIE S A/
SN —HHEB HRRIE A A/
BB H OB BURS (A [Fl /e
£ =2 B OBRX 102. 4 99.9
X RAREITHT HEAE (%)
2) BEETOREHRERS
UARY RUgE3mgl U A JOBEIEORIAFNZOWT, KFESEM FCHRF L, ZEMERR
Z1T-o7,
FORER, UTORENE NI,
= BE Pl FEBAT
BEEHE | 4= ( 4006:”“;] gy | 25°CT5%RH HEHE | (BYE
31 A) 60751x- hr) 31 A)
o ow|DEPTORN mpnl | omeaL | swaL | el
EE (kg) 5.9 7.2 6.0 5.7 4.9
B A R R L R L R L R L R 7 L
= i B 100. 0 99. 2 99. 6 98. 1 99. 0

H A7 B KA Bl 0 [ 824 - 1 772 LA O MG R BE C O EMENG ) O FEEICHE L TR &
fTHoTW5H, Mo =L E2100L Lm & XDEHFR(%)

QU ARY RUAMRLL %D A

1) N7 @R OREM () ©
URARY RUHIEL L %D A 12T RY =F L UHR) Lzb DIiconT, ZEMER
BRaitoT,
ZORER, BEICEA L,

_10_



V. ®ANZRET 5HA

BREE# Pt 40 075;/":';' B
% % HEDOHIRIA] T - 72 [l /2
O ® # B BRI Ak
B OE # B S A A
wmoE K B AR A A2
w B R B AR Ak
B H B* 98.3 o714
X BRRICAT D EHE (%)
2) MEEEE T DR MR

UANY RUHIBEL L %90 A | OMaEORANZSOWT, FREMHT CTHRIF L, ZEMER
BrRatT o7,
T ORER, UL FOREBE LI,

= BE I rypE
BREEHE | 1=¥ L ( 400(';"‘13’; ) (25°CT5%RH | (MEHE | (BEBHALT
31 A) 6075 1x-hr) 31 A)
3 K| ABOHIKL 27e L ZEAb7e L ZEAb7e L 2 7e L
B R B R L R L R L R L R L
EEEBRX 100. 0 98. 1 98.7 98. 3 99.0

H AJRBE SR AR =t [ 5E4 - B 72 A H OB AEERIE COREMEE R OEREICHE T CRE %
fTHoTW5H, Mo =L E100L Lm & XDEFR(%)

@ XY FOD#EO. bmg% U A1 |

1) PTPEEG DR EM: (INERER) 1V
U AU R ODSEO. bmg 7T A | ZPTPEAE (R Ve =V F 7 4 VA, TI{E) L
72t%., En—adE (7 ) LiEboiconT, ZERBREIT o2,
ZORER, BUEICHES LT,

40°C75%RH - S

REEH 1=%)L 64 A
{3 1K Hao OVENRREESECTH - 7 A /2
w OR A B IS Al /2
M OE R B IS Al /2
SEHN—MHHAER Hg A Al /2
B & A B IS Al /2
R ARSI A [\l /2
£ 2 #H BX 101.8 101.3

X FREBICHT 2 EAE (%)
2) AL T OREMHRER?

U 2 KODEEO. bmg U A | OBE@DEEDORIFNZHOWT, KR TREFEL., Z2EM
REBRE1T o712,
ZOFRER, KOOSR T TR T RBIERINT-,

_11_



IV. ®ANCRT5EE

B SRRE (25°CT5%RH) =in
REZHE |41=v¥L o (25°C609%6RH
(40C37JH) 1jjﬁ 3jjﬁ 37]H)
o o OO e | sl | omkeal | sl
RREESE
BE (kg) 3.0 3.2 1.5 1.6 2.4
fmoE R OBR| MEARL Rz L MR L Rz L Rz L
AR & O OB RIERL R L R L R L R L
B o B OBR| MR L Rz L MR L Rz L Rz L
EFEERHEBY 1000 99.9 99. 5 100. 2 99.9
pir
REEH | 1=yl | (KRESHE
60A51x-hr)
e i® ;@;Dm Bl L
BE (kg) 2.9 1.4
o R OBR| MEARL R L
AR 3B Bl OBR| MEEAR L MREZ L
B o R BR| MEARL R L
EEHRRX 100.0 99. 0

H A5 B KA Bl 0 [ 824 - 1 77 VA O MG R BE C O EMENG ) O FEEICHE L TR &
KA =¥ LEI0E LTI XOEHE(%)

1THoTW5H,

Q@) RARY RODSE1mgl VU A |

1) PTPEEER D& E M (INEER) ¥
J2~RY RUODEEIme U A | #PTPAE RV E =Y F o7 4 VA, TAIE L
%, Eo—adE(7 34 L b oIlonT, BEMRBREIT 72,

Z ORER, BRRICES LT,

B s Py 40 C75g/°§;‘ A
k3 ® HEOERAD FiETh -7z [Fl /e
R R R RS IS A A/
i E H B RIS A/
BF & B B BRI E S [Fl/C
S=H—4HHER RS A [FI/E
Bd B R OB RS [Fl /5
£ = #H B*X 100. 3 100. 4

2) N T @I DL EME (NEHRER) ¥

X FRBITHT D E AR (%)

YARY RODFE1mg U A |2 N"NTa2EGCRY =F L U, #EBAIAY) L7zt Dizon
T, BEMERBREIT- 1=,

Z ORGSR, BRI S LT,

_12_



V. AT 5 HE
BE&E o 40 075;/":';' B
3 1R HEDEFRRAY ZBEETHH-T- [l /c
e R R R BRI S [FIAE
Mmoo E M B BRI A [Al /2
BF & B B RS S [FI/E
SEN—1MHER RS S [FIAE
R . HIRE IS [Al /2
£ 2 B OB 100. 3 100. 5
X RRBICKT AEAE (%)
3) \EIET DR EMRERY
Y ALY [ ODEE Lng ¥V A | DIEOBH ST, SHARI FCRIFL, RIEHER
BrRaito72,
ZORER, O T TRMME IR B ST,
= B b/ =R
REEHE | 1=ZvL ( 40(,(’;”"3"7) ) (25°CT5%RH | (HE&E | (25°C60%RH
31 A) 607 1x-hr) 31A)
o ow| DOOER D meal | omeal | meal | sl
EE (kg) 5.6 6.0 4.1 5.5 5.1
E R ER| MERL R L R L A E N R L
AR 1B B BR | RIEZL R L R L R L R L
B AR MERL R L R L R L R L
B 100. 0 100. 0 100. 3 99. 8 100. 5

H AR e S A AT 2 [ 2

1ToTW5B,

4)PTPAEER (P u —4A%ER L) o e
) x/\u l\ YODSE 1mgl U A | OPTPAEEN, (B 1

- | R A % -} )

HLIRTE T OLEMEN ) ORUEICHE U TRl 2

KA =¥ LH100E LT XDEFER(%)

—AEZR U)ITHOWT, FRasE T %

FEADN MR 21T o 7,
%@%S'E\ LT ORERDE BT,
_ s =R
Rt == (25°C60%RH - 6 5 B)
3 1R HEOEIRRA D SR BE 27e L
B E (kg) 6.0 5.1
WwoE # B M L RE7 L
B & OB B R L R L
B o OB OB R L R L
T B % B X 100. 0 99. 7

HAREIEKIMM SR EER - 7' A o a5k TR EMS
quﬁ%%??ofb\éo

T | 00 K 11

WA=y L EL0E LI XDOEHE(%)

_13_




IV. ®ANCRT5EE

QU AXRY RKODEE2mg VT A |

1) PTPEZE S D2 E M (INERER) 1
UA~RY RODSE2mg T A | #PTPRZECGR ke =0T 7 0 v A TV LT
%, ta—a3E (T LI LEbLDICONT, BEMRBRAIT- T,
ZORER, BUEICES LT,

BE&E o 40 C75;/°:;‘ Bt
% IR HEEDREETH - T [Fl/E
e O OR R RS S [FIAE
MoE M R BRI A [l /E
B E OB B RS S [
a2 —1%HR BRI A [l /E
Bd B O B BRI A [l /E
E =2 B B 99. 2 99.9

X RN 5 EAE (%)
2) N AL DR EME (IR ¥
Y ARY RODSE2mgl U A | 2T WLEGRY =F L U, JREFIAD) Lz boizon
T, LEMRABREZIT o T2,
ZOfER, BRRICES LT,

BE&E o 40 075;/":';' B
j£3 K HEDFEFETH -7 Gis
B R R B G- SR A Al /e
MOE o B HRRIE A [F/E
B & O B G- SR A Al /e
SN —HHEB HRRI S [F/E
BB #H OB BRI A Al /e
E =2 B B 99. 2 99. 8
X BRBICKT AEAE (%)
3) AL T OREMHRER'"
U AU RODSE2mgl 7 A | OIEEZEDRHFNZHDONT, FFEEMF T TRIEL, ZEMER
BRA&{To7,
FORER. UTORENE NI,
. BE pir =2
BREEHE | 1=vL ( 40(,(’;"’13’; a) (25°C7T5%RH | (#EB5tE | (25°C60%RH
31H) 607 1x-hr) 31A)
i K| BEaOEE Eiv7e L Eiv7e L ZEibe L ZEibe L
BE (kg) 7.0 7.0 5.3 6.7 6.1
oE | MERL R L R L R L R L
AR ER | ML R L R L R L R L
BAHEER| BERL R L R L R L R L
2 EH 100.0 100. 3 100. 4 100. 1 100.5

H A5 e SEA A 0 [ 2R - 0 72 VA O BERLEIRBE C O EMENE I O FEHEICHE L Tz
fToT 5, A=y LEL00E LI XDOEHR(Y%)

_14_



V. ®ANZRET 5HA

@®J XY FLODEE3mgVUA |

1) PTPEEE S D ZE M (INERER) 1Y
YARY RODEE3mg U A | #PTPRE (R Vb=V T 7 0V A, TVI{E) LTz
%, Eo—@iE(7 ) LEboiconT, “ENRBREITo 1,
ZOREFR, BUEKIZES LT,

BREE M Y 40 C75;/°:g‘ A
% IR HEDFEETH-T- [Fl/E
e O OR R RS S [FIAE
MoE M R BRI A [l /E
B E OB B RS S [
a2 —1%HR BRI A [l /E
Bd B O B BRI A [l /E
E =2 B B 100. 4 100. 1

X RN 5 EAE (%)
2) EELET DR EMERR"
U A~Y FODEE 3mgl U A | OBIEDOTANZ ST, SRS T THRAF L, REMER

BrRait-o72,
ZFOFER . UTORENMEONT-,

@ BE St =B

BREEHE | 1=y ( 40(,(’;"’13’; a) (25°C7T5%RH | (#AEB5tE | (25°C60%RH
31H) 607 1x-hr) 3 1A)

{3 K| AoHzRE b7z L ke L bl L bl L
BEE (kg) 8.1 8.1 6.3 7.3 7.1
MERE| MEARL M7 L M7 L M7 L M7 L
AR R B BR | AL RREZ L RREZ L RifE7e L RifE7 L
BHAER| MEARL MREZ L MREZ L RifE7 L RifE7 L
E 2 3 ERX 100. 0 100. 6 100. 4 101. 4 101. 1

H AR B SR AN Gl 200 TEER - 0 7' V| O B EREE COLE MG H) DIEYEICHE T TR A
fTHoTW5, A= LEI00E LI E XOEHE(%)

. %ﬁ%ﬁi&lﬂi’éﬁﬁﬁ@fﬁﬁ .............................................................
BEARR/4A

CABFIEDER S L IIBAEZEBIZE L) - - - - oo
@V XY RUARLL % VT A |
XII. & [B A2 R BRERE  & 0R20

<TEHZEENC BT 5 [RI%ME K ORI >
QU AXRY RUSBE1mglP DA 202
AFNX, BAERFTICED GNEHBKICES L T0D Z ERERI TN S,

_15_



IV. ®ANCRT5EE

N (LR EI T OEMFONREERBR T A FT A2 FaI3ES A31H [E3K
16 N2 st e o
ERIET65
Rl | SRk | 50rpm (pH1. 2, 3.0, 6.8, 7K). 100rpm(pH6. 8)
REREE 12Xy kL

[(BFRRERUVEE]
<50rpm : pHI. 2>
i B & 6 1653 AP S8 % L B L7z,
<50rpm : pH3. 0>
m A & 6 1653 ANIZ 44185 % LA R L7z,
<50rpm : pH6. 8>
] B & 6 1553 AP 285 % L B L7z,
<50rpm : K>
m A & 6 1653 ANIZ 44185 % LA R L7z,
<100rpm : pH6. 8>
] B & 6 1553 AP 285 % L B L7z,

VI EORERE Y mRAIORHEBILRE TH S &Rl Lz,
(75 R %)

<50rpm:pH1. 2> <50rpm:pH3. 0>

_16_

(%) (%)
120 ¢ 120 ¢
100 S 100 | l —0
ot o ol &7
B B
H 60 H 60
40 | —— JRRYRU G 1mg+ 1] 40 —O— YRRYRU G 1mg47 4]
20 | O RELFGER 1me) 20 | === O {BAEBFEEH, 1me)
(\Xe; ! L f f ) oS L ! ! ! )
0 5 10 15 20 2 30 0 5 10 15 20 25 30
B (min) B (min)
<50rpm:pH6. 8> <50rpm:7K>
(%) (%)
120 ¢ 120 .
100 | 100
80 80 |
B B
Ho60 H 60
oro — e URRURL G mE A ar —— UYL G mg 1]
0t 2 - O B BFIGEH. 1me) 0 | - O FEEBAIGERAL. 1me)
OCI, 1 1 1 1 1 J 0(} L 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B Sl (min) B (min)
<100rpm:pH6. 8>
(%)
120 ¢
100 | _ 0
80 |
B
H 60
4 —— URAURL G g4
20 | / O EABFIGA 1me)
00 : y y l l l N =) N St
o s 0 s ow s o | (] HEREOm AR
BEF i (min)




V. ®ANZRET 5HA

@ XY RUgE2mgly U1 2%

AANL, BAKRTIED bR EHEBICES LTS Z EPHERS TV 5,

N (LR EI T OEMZONREERBR T A R T4 2 FaI3HES A31R [E3K
SGIPSIE e 7% 5
ERIET6
R | ik | 50rpm (pH1. 2, 5.0, 6.8, 7K). 100rpm(ph6. 8)
AREREE 12Xy k

[(BFRRERUVEE]
<50rpm : pHI. 2>
m A & 6 1653 ANIZ 44185 % LA R L7z,
<50rpm : pHb5. 0>
A & 6 1653 ANIZ 44185 % LA RS L 7z,
<50rpm : pH6. 8>
FEHERA O SR HH 2R 70360 % (1043) M TU85% (1547) fHilE D 2 RE ALz T
HH =R AR AR R D SRS R+ 15% OFHIZ & o 72,
<50rpm : K>
FEHERAI O SR HH 2R 70360 % (1043) M TU85% (3047) fHilE D 2 R Az F T
HH =R AR AR R D SRS R+ 15% OFHIZ & o 72,
<100rpm : pH6. 8>
m A & 6 1653 ANIZ 44185 % LA R L7z,

PLEDORER LY . WA O HZEENIRS TH 5 Ll L7,

BRI oD -

AR A oD -

e
(Iﬁ&ﬂ%ﬁ)
<50rpm:pH1. 2> <50rpm:pH5. 0>
(%) (%)
120 [ 120 ¢
L N S LU N C—
80 | P o
% &
# 60 H 60
E= E=
20 | —O— JRRYRL EE2mg 1] 40 —O— YRRYRU§E2meglH 74
20 | === O--- IRERFI(FEH]. 2me) 20 | ---O--- FEHEBIE|(FEH]. 2mg)
0(/ 1 1 1 1 1 J 0(/ 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 2 30
B i (min) B8 (min)
<50rpm:pH6. 8> <50rpm: 7K >
(%) (%)
120 [ 120
wt e 100
ol e T 80
& &
Ho60 | # 60
0r — e RRURUEE2mgI T4 “or —e— URRUR g 2me T
2 -=-O---- {ZHEREN(FEH], 2mg) 2 F A ---O--- 1ZHERFIERH, 2mg)
OCI i 1 1 1 1 1 J O(J 1 1 1 1 1 J
0 5 10 15 20 25 30 0 10 20 30 40 50 60
B Rl (min) B8 (min)

_17_



IV. ®ANCRT5EE

<100rpm:pH6. 8>

(%
120

e )

—O— YRRYRUfE2meglH 71
-0~ IRERF(GEH]. 2mg)

5 10 15 20 25 30
Bl (min)

QU ARY RUEE3mgl T A |42
AANL, BAKRTIED bR EHEBICES LTS Z EP RS TV 5,

- [P R =IO A FINREERBR T A R 7 A 2] RIS A31H [E3K
SipSIE:3 b 7 B e L
EH 86
AR | SRk | 50rpm (1.2, 5.0, 6.8, 7K). 100rpm (pH6. 8)
AREEE [ 123y E0

[(BRRUER]

<50rpm : pHI. 2>

WA & 4 1545 ANIC )85 % LA FEAH LT,

<50rpm : pHb5. 0>

KR AERLA DA HIZR 5360 % (1057) S UM85% (1547) fFiT D 2 B 28\ T

=R AR HERH D SR R £ 16% DFHIZH - T2,
<50rpm : pH6. 8>

FRAERLA DA HIZR 9360 % (1057) K UM85% (1547) fHiT D 2 B2\ T

HH R A VA O SEEIR 3R = 15% O #iHICH - 7,
<50rpm : K>

FRAERLA D5 HIZR 9360 % (1057) K UM85% (1547) fFiT D 2 B miZ 8\ T

=R AR HERH D SR R £ 16% DFHIZH - 7o,
<100rpm : pH6. 8>

LA & 4 1545 ANIZ EI85% LA FEAH LT,

BRI DT

BRI DT

BRI DT

PLEDORER LY | WA O HZEENIRS TH 25 Ll L7,

s
<50rpm:pH1. 2> <50rpm:pH5. 0>
(%) (%)
120 ¢ 120 ¢
100 100
8o | 80 |
B B
H 60 H 60 F
40 —— YRR R 3me T4 40 r —O— YRRYRY §E3meH T4
20 | O {TAEBUF|(§EH. Bme) 20 b -0 RERFIGEH]L 3me)
O (J i 1 1 1 1 1 J 0 (} ’ 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
8 (min) B 8l (min)

- 18




V. ®ANZRET 5HA

<50rpm:pH6. 8> <50rpm:7K>
% (%
120 . 120 .
100 100 |
8 | o b e
& B
H 60 H 60
= =
o — e JRAUKL Gl T “or —8— URRUFBmel Y T
w0l / O BAMHGER. 3me) 0 | O FRAEMANGER, Smg)
O(/’ 1 1 1 1 1 J OC’ i 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 2 30
B RS (min) B & (min)
<100rpm:pHG6. 8>
(%)
120 ¢
100
8 |
&
H 60
= ¢
or L —O— YRRUYRL 3mel 4 T4
w b/ <o Oeer BHMHGEH. 3me)
OCI 1 1 1 1 1 J
0 5 10 15 20 25 30 " .
o (T : A3 A )
T8,

@) ARY KR Yo [T A 200

AANL, BAKRTIED bR EHBEBICES LTS Z ER RS TV 5,

N MZREIES O LW TR SRR T A R A ) - SERk134E 5 A31H [E3K
SipSIE:3 b 7 B e L
EH A T86
AR | SRk | 50rpm (1.2, 5.0, 6.8, 7). 100rpm (pH6. 8)
AREEE [ 123y E0

[(BRRUER]

<50rpm : pHI. 2>

] B & 6 1553 AP 285 % L B L7z,
<50rpm : pHb5. 0>

A & 6 1653 ANIZ 44185 % LA RS L 7z,
<50rpm : pH6. 8>

i B & 6 1653 AP 285 % L B L7z,
<50rpm : 7K>

A & 6 1653 ANIZ 44185 % LA RS L7z,
<100rpm : pH6. 8>

] B & 6 1553 AP 285 % L B L7z,

PLEDORER LY | WA O HZEENIRS TH 25 Ll L7,

_19_




IV. ®ANCRT5EE

A
(/ﬁﬂjﬂjﬂ{fﬁ)
<50rpm:pH1. 2> <50rpm:pH5. 0>
(%) (%)
120 ¢ 120 ¢
100 O 100 + O
80 80 |
& &
H 60 H 60
40 } —— YRRYRU K1 % T 1] 40 r —— YRRYRL M1 %I T 1]
w0 | -0 FEAEBHI(HRAL ., 1%) 2 -0 REERFIGBRL. 1%)
0(/ 1 1 ] OCJ 1 1 J
0 5 10 15 0 5 10 15
Bl (min) B S (min)
<50rpm:pH6. 8> <50rpm: K>
(%) (%)
120 120 ¢
100 O 100 }
/’Q %
80 80
& &
H 60 Ho60 f
% =
ar —— YRARYRU I %I T4 o —O— YRRYRU BRI %P T4
2 0o {BAEBIFIKERL, 1%) 20 t O ARERFIGRERL 19%)
O(J 1 1 J 0(/ 1 1 J
0 5 10 15 0 5 10 15
B P (miin) BEF 8 (min)

<100rpm:pH6. 8>

)
120 ¢
100 /O -O
80 g
B
H 60
o — e URAURL 1% T A
0t O FAETFIRIAL 19%)
0(’ 1 1
0 5 10
B il (min)

@ U XY K OD§RO. 5mg T A |»

s &3 =S DA FIR SRR T A R4 ) SERRISHFET1A 240 KR
TR 1124004 5

RBREIE | S FVE | 50rpm (1.2, 4.0, 6.8, 7K). 100rpm (pH6. 8)

R [E 12 Xy +r

<50rpm : pHI. 2>

[(BRRUER]

A & b 1553 LIPS 85 % LA Eis i L7,

<50rpm : pH4. 0>

£ 2 B oML ETh ol
<50rpm : pH6. 8>

il TUH DI HFINE R R BT,
<50rpm : K>

£ 2 B DOEN 2L ETH o7z,

_20_




V. ®ANZRET 5HA

<100rpm : pH6. 8>
LA & 5 154y LA 485 % LA Ry Lz,

PLEOFRER KO . WRAIOEHZFEENTELLL TORWEHIR Lo, Ly L7 6 il iR B i
RBRICBWTRETH D Z ERMER SN2, MRANTAEYFRICRETH D &k L,

I
(/ﬁ'l‘flﬂﬂ%%)
<50rpm:pH1. 2> <50rpm:pH4. 0>
(%) (%)
120 [ I 120 ¢
00 @— @& —— T, 0 100
80 8 |
] B
H 60 H 60
2t ot
& JANYUFZODEE05mgM T 1) ; —— JRRYKLODEE05mgM 71
20 r ----Or--- {BHEBF(GRH., 0.5mg) 20 ) O ABEEBIF|(GEH]. 05me)
0(} 1 1 1 1 1 J 0(/ 1 1 J
0 5 10 15 20 25 30 0 15 30 45
BEF i (min) Bl (min)
<50rpm:pH6. 8> <50rpm: K>
(%) (%)
120 [ 120 [
100 | 100
80 | 80
B B
H 60 | H 60
40 r ,/, 40
—&— YRAYEODER05mgl 4711 A —&— YRAYEUODE#0.5mgH71]
2 [f weOeene SEHHFIGEH, 0.5me) 2 ) O FEAERFIGER]. 05me)
0(1 1 1 J 0(} 1 1 J
0 15 30 45 0 15 30 45
B 8 (min) B fEl(min)
<100rpm:pH6. 8>
(%)
120 ¢
100 o]
8o |
B
H 60
$
w0t
0 | —8— YRR ODER05me ¥ 1)
----0---- RAEHFI(FEH]. 0.5mg)
0d . . ) . . ,
0 5 10 15 20 25 30 " 5 .
o (] - piE R oo & )
Fajimin

@ 2~RY RLODSE 1 mglH T A2

B G BN 7 2% 1 E A O A RISEMERBR T A KT A 2 P84
11248 EAFERE11240047%

Rmgtt | SEriE [ 500pmOK)

R [E 12 Xy +r

AR LA JZ2~_Y FODSE 1mgl ¥ A )

R U 22U R ODSE 0. 5mg 47 A1 |

[(BRRUEE]
B & 6 1555 ANIC 585 % LA B L7,
o ELERIRE L (1657) 123817 2 SR Dl 2 DFsHERIE, SEBRELA O X8 H 28 £ 15% D #iH
EEBZDLON2MEF 1ELLTF T, £25%0O®HEHEZ D b ORI Tz,

~ 91 -




IV. ®ANCRT5EE

IbEORRE D WRAIOEHEENIRSETH L & L7,

AR OIS IEF KT AKETH D MRFOBEHEEIFEETH 722 Lnb, MRANTE

W A%E TH D L B2 LT,

(A EhER
<50rpm: K>
(%)
120
100 0
80
S
H 60
=
)
—&— JRRYRUODEE 1mgMH 4]
0 -0 YR AR ODGROSmg 4 71
od . . . . . , PN N
0 5 10 15 20 % 30 (]: : *U}E%@@]@/ﬁ\
Bl (min)

@ X~RY RLODSE2mglH T A |30

Vevan

)

B 1A 24H FEATEATIEEE 1124004 2

(G B F 72 D% O BRI O W) L) RIS RBR T A R A 2] Rk 184

BRI | SRk | 50rpm (1.2, 3.0, 6.8, 7K). 100rpm (pH3. 0)

AR AL 12wk

BBREE | U AU R ODSE 2mg U 1 |

A28 HE K| Y 2~ R ODSE 0. bmg 7 1 |

[(BRRUEE]
<50rpm : pHI. 2>

WA & 4 1545 ANIZ )85 % LA FEAH LT,

I SRR A (1657) 12361 2 BRI O~ D¥a iR, BUBREGH O 278 3R £ 15% O #ilH

ZHZ D HOMNI2MEFT 1EHLLF T, £25%D&EPHZEZ 5 DN )h-T,
<50rpm : pH3. 0>
WA & 4 1545 ANIZ )85 % LA FEAH LT,

I SRR A (1657) 12361 2 R IAI O~ D¥a iR, BUBREGH O 37 3R £ 15% O #ilH

R D HOMNI2ET 1EHLLF T, £25%D&EPHZEZ 5 DR -T,
<50rpm : pH6. 8>
LA & 4 1545 ANIZ EI85% LA FEAH LT,

I SRR A (1650) 12361 2 BRI O~ D¥a iR, BUBREG O 378 3R £ 15% O #ilH

ZHZ D HOMNI2EFT 1EHLLF T, £25%D&EPHZBEZ 5 DR -T,
<50rpm : 7K>
WA & 4 1545 ANIZ )85 % LA FEAH LT-.

I SRR A (1657) 12361 2 BRI O~ D¥a iR IE, BUBREGH O X7 3R £ 15% O #ilH

R D HOMNI2ET 1EHLLF T, £25%D&EPHEZEZ 5 DN -T,
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V. ®ANZRET 5HA

<100rpm : pH3. 0>
Al & 6 1657 LLNIZ 3485 % LA B L7,

A& LEHRIRE AL (1649) 1238 1T 5 R BR LA DA 2 OFE T, FBREA O SR H 8 £ 15% DO #iFH
ZEZDHON12@F 1ELLTF T, £25%0#EEMZ 2 b ORI T2,

VLbEORRE D WRAIOEHEENIRSETH S & L7,
AR OIS EF KT BAKETH VD . MRFOBEHEEIFEETH 722 Lnb, MRANTE
MR RETH D E AT LT,

s
GAH Hh#R)
<50rpm:pH1. 2> <50rpm:pH3. 0>
(%) (%)
120 120 -
100 100 F Qe 41 =o==Q
80 80 |
@ &
60 Ho60 |
% ; %
or T VARUEL ODEE2me T ) or —&— JRAUKLODEE2mg 7
20 | weOrmee YR AR ODER0.5me 741 20 | O YRAUKS DO Sme )
0(/ 1 1 1 1 1 J 0(/ 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
BEF i (min) B P8l (min)
<50rpm:pH6. 8> <50rpm: K>
(%) (%)
120 120 ¢
100 O 100 Q
— o
80 80 |
B ]
H 60 H 60
® ®
2 F q )
—&— YRRYELODEE2mg 7] & JRARUFLODEEZme M I 4]
20 rf —--0--- YR AIF ODER0.5me 4 71 or "0t YRR ODER0.5mel 741
OC} 1 1 1 1 1 J 0(./ 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B 8] (min) BEF i (min)
<100rpm:pH3. 0>
(%)
120 ¢
100 O
80 |
&
H 60
$
4 r —e— R RUYKLODEE2me 74
20 | 0= JRRIF S OD§R0 5me 74
s w5 » » » 5 Y g T A
(T : e 20 5 )
B Pl (min)

@ 2~RY RLODSE3mglH T A3V

& BN 570 5% D E T RA O AW E R R SRR T A R T A ) SRR 184

Gyl G e
B 11H240 AFRERE11240045

Rtk | SRk | 50rpm (pH1. 2, 3.0, 6.8, 7). 100rpm(pH3.0)

AR AL 12 vk

ABRWA | U A~V K> ODEE 3ug U 1

A28 HE R Y 2~ R ODSE 0. bmg 7 1 |
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IV. ®ANCRT5EE

[(HRERUEE]
<60rpm : pH1. 2>
i BIF] & 1 155 LI 4185 % LA F¥RH LT,
A& LEHRIRE A (1649) 1238 1T 5 R BR LA DA 2 OFE I, FIBREA O SR H 38 £ 15% DO #iFH
ZEZDHON12@F 1ELLT T, £25%0#BEEHZ 2 b ORI - T2,
<50rpm : pH3. 0>
i BIF] & 1 155 LI 4185 % LA FERH LT,
A& LEHRIRE AL (1649) 1238 1T 5 R BR LA D 2 OFE T, FIBREA D SR H 8 £ 15% O #iFH
ZEZDHON12@F 1ELLTF T, £25%0#BEEHEZ 5 b ORI -T2,
<50rpm : pH6. 8>
i BIF] & 1 1555 LI 4185 % LA ¥R H LT,
A& LEHRIRE L (1649) 1238 1T 5 i BRI DA 2 OFE T, FBREA O SR H 8 £ 15% O #iFH
ZEZDHON12EF 1ELLTF T, £25%0#EEHEZ 2 b ORI T2,
<50rpm : /K>
i BIF] & 1 155 LI 4185 % LA E¥RH L=,
A& LEHRIRE AL (1649) 1238 1T 2 R BR LA DA 2 OFE T, FBREA D SR H 8 £ 15% DO #iFH
ZEBZDHLON12@F 1ELLT T, £25%0#EEHZ 2 b ORI - T2,
<100rpm : pH3. 0>
i BIF] & 1 155 LI 4185 % LA ¥R H L 7=,
A& LEHRIRE A (1649) 1238 1T 2 R BR LA DA 2 OFE T, FBREA O SR H 8 £ 15% DO #iFH
ZEBZDHON12@F 1ELLT T, £25%0#EHEHZ 2 b ORI -T2,

LLEORRE Y WRAIOEHEENIFRSE TH L & L7,
AFN OIS EF KT BAETH VD . MRFOBEHEEIFEETH 722 Lnb, MRANTE
MR RETH D E AT LT,

e
(78 H B #R)
<50rpm:pH1. 2> <50rpm:pH3. 0>
(% (%
120 l 120 r
100 | I ¢ 100 F g l eeQ
80 80
= %
H 60 H 60 |
% ; =
o & URRUFL ODRESmgl Y311 0 —&— JRAYFLODEE3me 4]
20 | ===-0--- YR AR OD§E0.5mgl 41| 20 F e O JZRIEL ODER0 Sme 71
Oc' 1 1 1 1 1 J 00 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B (min) B ] (min)
<50rpm:pH6. 8> <50rpm:7K>
(% (%)
120 ¢ 120 ¢
100 O 100
—o
80 80 |
% &
H 60 H 60
S ES
40 w0
—8— JRRYELOD§3me+ 71 / —&— JRRYRZODEE3meH 1)
or -+0---- R AR OD§R0.5mg M 4 o O YRR ODER0.5me 1)
O(/ 1 1 1 1 1 J OC/ 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
BF R (min) B RS (min)
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V. ®ANZRET 5HA

<100rpm:pH3. 0>

(%)
120 l
100 ~ T 0
80
S
H 60
40 r —&— 1JZRYRKLOD§E3mglH 7 1]
20 b ---0---- YZRARIKL OD££0.5mglH 71 Iz S >
(I:ﬂﬁ%@@ﬁéﬁﬁ)
0(1 1 1 1 1 1 ]
0 5 10 15 20 25 30
B fl(min)

8. E*@?E&]Eﬂ%ﬁ;‘f .......................................................................
LR

9. @ﬁquﬂd)ﬁs?jjﬁkﬁj\d)ﬁﬁﬂﬁit.%ﬁ,f .........................................................
QU ARY RUEE1mg/8E 2mg/8E 3mgl U A |
AU AU R UGE) OfERRREBRICHES 5, (GRAMrTHLIRSLEEI EE)
Q@UANRY RUMRLL %P T A
HETY AU R UML) ORERRBRICHET 5, (SRS AT B E V)
@V XY K ODEEO0. 5mg/ODSE 1 mg/ODEE 2 mg/ODEE 3mg VT A |
1) 7 =W - BrfgAIRIC L 2 BEaRG
2) SR\ AT RO BRI E v

] 0_ i‘éﬁﬂ EF' @;ﬁgﬁﬂzﬁ\wiil ............................................................
Q@) ARY RUBE1mg/8E 2mg/8E 3mgl VU A |
ARITY AU RUBE|OERIEICHET D, (RIK7a~ 757 4 —)
Q@UANRY RUMRLL %P T A
ARTY AU RAARRL OB RIEICHET D, RIK7n~ 757 1 —)
@V XY K ODEEO0. 5mg/ODSE 1 mg/ODEE 2 mg/ODEE 3mg VT A |
Wik~ 777 4 —

L
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Iv. RANZEI4 25 A

12, SBAT BTTEEME DI BBRIEN - o
BAEN TRINDEEMEIIE (1] REVHDH. Y

Cr/N CHS
-
0
X F
(1) X=N-OH(E)

13. EEANELRE - SMEA A RSRTRET BIBER
M ER e L

14. %G)ﬂﬁ ...............................................................................
gk L
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V. GRICET 5 R

V. AERICEET5ER

1. ;ﬂﬁgx‘i;ﬁ% .........................................................................

<HE 1 mg/$E 2 mg/FMKL 1 %/ODEE0. 5mg/ODEE 1 mg/ODSE 2 mg>

A I FE

INEBEIOEHBAANRY b T DEICEE D B
<$E 3 mg/ODEE 3 mg>
R R
| <HEXEMBICEET BEALOEE> |
LNEHIOBPAANRY T MEICHE D BRI AR 2T 5581, FAlE LTEL |
L RIS O BF AT 2 L, =

______________________________________________________________________________________________________________________________

2_ Fﬁ;’f&zﬁﬁﬁ% .........................................................................
QU XY RUEE1mg/8E 2mg/8E 3mg/HBL 1 % VT A1 ]

1) #EA RAE
WHE, FAIZY AU R LTl lngl H2EEVBBL, BRalCHET 5, #
FEITmE 1A 2~6mga Al LT1H2ENIC T TRAKG TS, k., . JE
WIZ IV EEHEET 5, AL, 1 H&EIX2nga B Ren2 &,

2)/NEHIO BEAA RS T LEICEE D Gt
K 15kgbL F20kg Rl D HBE
BHE, UAXRY R LT1H1E0.25mgl WBA4E L, 4HHXY 1 HO.5mgZ 1 H 219
T TR NG 5, ERICE D EEEET 223, HET 25513 1 ERLL LR
ZBHITT1IHEE LT0.26mgd DH&ET S, (HL, 1 HRIT ImgZ IRV &,
IKE20kgLL ED B -
wBE, UANRY R LT1IH1E0.5mglVBAAL, 4HH LY 1H 1mgxk 1 H 2[EIC
T TGS 5, ERICE D EEERT 228, WET 55003 1 EMLL EoRE%
HIFT1HAEELTO.5mgdT DH®ET S, AL, 1 HEIE, KE20kgPL E45kg Kl DHE
1%2. bmg, 45kgll LD EIT 3mgE A 70N &

| <PERUREICHET SEALOEE> |
| AHIOTEPERHDIL Y SY R Th Y, YY) R L OFIC L 0 (EREEHRT S |
L BENB DD, KHENE YN RrEGATHROMAL ORI, BTz L,
| (FIOHDTESE)

L 0. 26mgHAL OB LE R HAIL, MIRIZEHT 5 2 &,

@V XY K ODEEO0. 5mg/ODSE 1 mg/ODEE 2 mg/ODEE 3mg YT A |
1) #EA RAE
WE, AT AU R LTl lngl H2EEVBBL, BRalCHET 5, #H
FrEITEE 1 H 2~6mga il LT1H 22BN CTRAOKBET S, k. FH. iE
WIZE VD EEHEET 5, AL, 1 H&EIX2nga B2 Ren2 &,
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V. IBRICET 5 A

2)/NEHIO BEAANRY T LIEICEE D G
K 15kgbL F20kg Rl DB
wBHE, UAXRY R LT1H1E0.25mgl WBA4E L, 4HHXY 1 HO.5mgZ 1 H 219
T TG T 5, ERICE D EEEET 228, HET 25503 1 ERLL EOMIR
ZBHITT1IHEE LT0.26mgd DH&ET S, (HL, 1 BRI ImgZ RN &,
RE20kgbA L BE -
wBE, UAXRY R LT1IH1E0.5mglVBAAL, 4HH LY 1H 1mgxk 1 H 2[EIC
T TR G5, JERICE VEEERT 228, WET 55003 1 EMLL EoRE%
HIFT1HAEELTO. 5mgdT DH®ET S, AL, 1 HElL, KE20kgPL E45kg Kl DHE
1%2. 5mg, 45kglh EDGAIX 3mga X 702 &,

. <PERUVAEICHET EALOTE> |
L D AR OTEERBEMIT RV RY R THY AU ARY R eI L D AR |
’ DRENPH DO, KF LYY Rz2G a4 5 0HAIE OO, BT 52 |
. Eo ’
| 2)0. 26mgHAL COFMEINBERGEIX, MbIZ T2 2 L, |
LB AFNTAREN THELPCHEET 5 Z LA OIERD S (K72 L) THIRMAIRETH D, £ |

T2 ARFNLAERIE & ORI £ 0 ShARFEBL 2 R 5 AN TR 7w, itk |

(M 3K CERARAT 2 & =

___________________________________________________________________________________________________________________________

3. Eﬁ&ﬂz*ﬁ .............................................................................
DERRT—2/\wr—
RN

2) BB R
AR L

3) PR EERER
PG R L

0 BRI
BB L

5) RATAIELER
(1) e A AL 2T B RISHER
BB L

(2) B EtER
BB L

(3) REMHBR
AR L
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V. {#EICB4 5IHAE

4) B - REERIFER

ek L
6) SRR
() ERMAEIRE - HEERRARE HAIHD - RERHMRMER (hREERRR)
ek L

) REBEH & L TRBETEORBERITEME L =HBROME
LR
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VI. LRI 5 H A

VI. EWEEICEHT HHEE

1. IR B E R AL A S IFAE G IR - oo
tur b=y« R BRI (SDA) @ _u 2t u JEEEEKIY. a5

2. ;;;E{l';ﬁﬁ .............................................................................
1) YEFRERGL - {EFMERF
UANRY Rogd, R VDA METERB L O e b= 5 -HTAZ B EREFHERIC LY
A KIREICHNRETT EZEZLNTND, B, EZRIERICKT HHAMEIL, D ZREERLY
S5-HToaZFRIZH L TRV E Sid,

2) EIEEN 1 HHBAE
BB L

3) e FRRTRRSR - FHERST
BB L
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VI HRppEhielZ B4 55 A

VI EMEBREICET HRE

U ARY RBAIOEYFNREIZ OV TLULTO LB HEIN TN D,

1. MEREREDHERD « SHITEIE -« v o v e r e
DiaREADGMPRE
BN

2) Bx = I i FE )2 B
VI. -1. -3)&]

) ERPREABR CRER SN =R E
< AW R RIS >
@V A~_Y RUEE LmglP U A 23
BN Wﬁ%@%&mi%?é’aﬁ%@%ﬁﬁﬁ% RS A
ERkI34E 5 A31H EHERIET86
IRmAES | O, 0.33, 0.67, 1. 1.33, 1.67. 2., 2.33, 2.67, 3. 4. 8. 12, 24hr
AREEEAR | 7 HIH
BIEAZE | LC/MSIE

UARY RUGE 1 mgl VU A | EAEERIFI 2 RN T IS NE 1 8E(Y) AY Rk
LT 1mg) ZEMERFEAAIRR O 5 (7 B A4 — 3—35) L, MAEHR U ZA_Y RUREZHIE L
2o BOHNTEYENEE $T XA — % (AUC, Cmax) {22 TI0%IEHE X BB TR &2
1T 7M. log(0.8) ~log (1. 25) D&EIFANTH U . MHI DAY FRIRIFEIED R S vz,

A1 BEfR GREO I ENRE T A —H

Cmax Tmax Ti0 AUC,

(ng/mlL) (hr) (hr) (ng-hr/mL)
UARY R8E 1 mg

6.34+3. 56 1.0+0.3 2.24+0.5 19.49-+11.53
A1)
PEUHERIA (BEAI, 1 mg) 6.47+3.26 1.1+0.4 2.3%+0.6 21.54+13. 28
(Mean*+S.D.)
10 | —o— JARYRUEE1mgl Y 1]
o o -- {EERFIGEH]. 1mg)
8 fd_ Mean=S.D. (n=20)

RREE\ 7= N BB

(ng/mL) B

B’E&DER (hr)
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VI SAydhielZ B4 5 H A

XA O SFEEIE D 72 D90 Yo {5 HE X [H]

AUC,

log (0. 82) ~log (1. 04)

Cmax

log (0. 81) ~log (1. 12)

@ U XY RugE2mgly 712

T R FE IS DY PRI EMRBR T A RT 14 ]
WRR13ME 5 A31H EHSERE 1865
Fmess | 0, 0.33, 0.67, 1, 1.33, 1.67, 2., 2.33, 2.67, 3. 4., 8. 12, 24hr
REHIRE | 7 B M
BIEAE | LC/MSIE

UANRY RUEE2mgl VU A | S HEAERIF A2 R A B FIcFNZE 1 8E() ALY Rk
L < 2mg) ZZMEIF R OG- (7 0 24— "—i%) L, IfifEh U 220 R 2 HE L
7o Bon-HEIEE NT A — & (AUC, Cmax) IZ 2V T90%(EHE X VI THEEHRT 2

TToTiER log (0. 8) ~log (1. 25) DFFANTH Y | WAL FRIFIFEMEDHERR ST,
KUK 1 SR GREOIRYENRE T A —HF
Cmax Tmax Ty AUC,
(ng/mL) (hr) (hr) (ng-hr/mL)
) AY R bE 2mg N 4 4 +
o 16. 026. 86 0.9+0. 2 3.1+1.5 66. 17+43. 85
REAERLF] (B, 2mg) | 17.337%9. 30 1.0+0. 4 3.1+1.4 67. 50+ 46. 52
(Mean*+S.D.)
251 1. —e— NARYKRUEE2mgH 1]
--o-- IREHFIEEH]. 2mg)
% 0L 1] _—- Mean=*S.D. (n=19)
|I:;J: _
z 15}
~
1)
@
> 10 |
=
E
(ng/mL)
I 11111 L1
0“1]?2 13 4 8 12 24
S A 0D B D 72 D 90 %12 HE X[
AUC, log (0. 90) ~log (1. 11)
Cmax log (0. 84) ~log (1. 15)
Q@) XY RUEE3mgMY U A 2430
B (1% =3 D EW)F R T A KT 4 2] -
= VR34 5 H31H ERERET865
FRmBES | O, 0.33, 0.67. 1. 1.33. 1.67. 2. 2.33, 2.67. 3. 4. 8. 12, 24hr
REEHARE | 7 HIW
BIEAE | LC/MSE
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VI HRppEhielZ B4 55 A

U ALY RUBE3mglH U A | LAEAERFI A MEERA B o2 1 8E(Y ALY Ruk
L C 3mg) ZEREHFHAARE O 5 (7 o A4 — 3—1k) L, MY 20 R Z2HIE L
7o BHNIEYENEE $T XA — % (AUC, Cmax) {22V TI0%IEHE X MBI TR &2
1To 7=/, 1log (0. 8) ~log (1. 25) OHIPHNTH 0 . WA EWFHIR S MESHER S Tz,

A1 BEf GREOIETNRE T A —H

Cmax Tmax Ty AUC,
(ng/mL) (hr) (hr) (ng+hr/mL)
U ARY R8E Smg
o 16.37+7.24 1.3+0.4 3.1+1.3 82. 36+ 58. 26
PEAERLA] (FEA]. 3 mg) 16.52+7.95 1.3+0.5 3.1+1.4 83. 78+58. 38
(Mean*+S.D.)
25+ —o— YARYRUEE3SmgY I 1]
- -0 - - REHRF|(FEH]. 3mg)
% 20F JATF Mean=*S.D. (n=22)
7K j—
ﬁ T—
z 151 ]
/\0 il
1)
q
Y 10
=
&
(ng/mL)
I I |
0“1]?2“3 4 8 12 24
K EAE D SEE D 7 KEHAE D SERIE D 75 D90 Y% 3 86 X [
AUC, log (0. 98) log (0. 90) ~log (1. 07)
Cmax log (1.01) log (0. 89) ~log (1. 15)

Q@) XY FUMALL %D A%

g | BRI DY R AR K7 A )
~ PR3 5 A31LH PEHEFFT86%

RMmeF= | 0, 0.33, 0.67, 1, 1.33, 1.67, 2, 2.33, 2.67, 3, 4, 8, 12hr

REEHRARG | 7 B

AIEAZE | LC/MSHE

U ARY RURL 1 % 9T A | & REHERA 2 R 71 Z 40, 1g (U ARY R
E LT 1mg) ZEMERFHEE O 5 (7 v 24— "—35) L, miEp U 20 RUREEZHIE L
T2 BHNIEYENEE $T XA — % (AUC, Cmax) (22O TI0%IEHE X BB TR &2
1T T=HE SR, log(0.8) ~log (1. 25) D&EIFHANTH U . MH DAY FRIRIZEIED R S vz,

2 B0, 13t G-RF DAY ENRE N T A — X

Cmax Tmax Ti0 AUC,
(ng/mL) (hr) (hr) (ng+hr/mL)
U AT RUHRL 1 %
7.34+3.93 0.740.1 2.6+0.8 24. 08+ 16. 41
(71 )
FEAERIF] R, 1 %) 6.81+3.00 0.8+0.2 2.6+0.9 23.39+14. 52
(Mean*+S.D.)
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VI SAydhielZ B4 5 H A

T

12 —— YZRYKRHAFI 1% 1]

--O - - FRERFHERL. 1%)
_ Mean=*S.D. (n=20)

10

RREE TSN BB
D
T

(ng/mL) 2h

L1
13 4 8 12

Lll1ll
0 ] 1 T T2 T
067 1167 1267 n e
0B 1B 1B 5 OEM(hr)
KEEAE D S D 7 D 90 % {5 FE X [
AUC, log (0. 93) ~log (1. 10)
Cmax log (0. 97) ~log (1. 14)

@) XY K ODEEO. bmg 97 A 1%

T F?&%E%%@E%%E’Jﬁ%@%ﬁ%ﬁ% KZA 2]
TREISHEITH 24 B SEAFARH 11240047

MBS | 0, 0.33, 0.67, 1, 1.33, 1.67, 2, 2.5, 3, 4, 8, 12hr

REHAR | 7 HH

BIEAE | LC/MSTE

U AU R ODSEO. bmg 7 A | L AEHERLA 2R A B FI2 2N E 1 8E(U AU R
> & LC0. bmg) ZERERFHAIAIRR D3 5 (7 v 24— 3—3E) L, MEh Y 220 R U EE % )
E LTz, BN EYERE T A —% (AUC, Cmax) 22V TI0%15 FE X 1L THEFHE
WradTo T2 f5 5. log (0. 80) ~log (1. 25) DFEFANTH ¥ | i H] D M1 [R1 M D e

niz,
KHUH 1 e G RE QI ERE N T A — X
Cmax Tmax Ty AUC,
(ng/mL) (hr) (hr) (ng-hr/mL)

U Z~Y R ODEEO. 5mg

2.21%0.93 1.2%£0.3 3.0+1.1 10.47=+ 5.20
K| TH DA

BT

2.34%£1.01 | 1.240.5 3.1%£1.2 | 10.77+£ 5.65
(§EAl, 0. 5mg)

U A2~ R ODEEO. 5mg

2.75=%1.50 1.4%£0.6 3.4%+1.2 13.93%£10. 19
DA

RS
(5741, 0. 5mg)

SR

2.79%1.43 1.2%0.3 3.4%+1.3 13.39% 9.75

(Mean=*S.D.)
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VI HRppEhielZ B4 55 A

4_
K%L TR B O I iR E R
ﬁ% — e JRARYRLODF05mgH 1]
& 3 o B BFGEH, 0.5m)
1) T Mean=S.D. (n=34)
A Tl
~ L
Y T
Bool [ LA
R
= Al
21y
(ng/mL) | i |
1k
y:
_|+ L1 1
T0271 T1g72 ’
033 133 B 5% OEE(hr)
-
Al <7k &Y TR FREF O I R BE AR
i ! T — e RRIJRLODEE0.5melH T A ]
w3 LT ~--0---fREBHIGEHI. 0.5me)
1) S - Mean=S.D. (n=20)
2 KRN
~ AN | ol I
1) :III :\?\l ! ! :
F oo Wi=§$J |
e VA I\I i
= il i | i ! 1&\"
3 P
(ng/mL) i i pol
e
/I! I T | |
T¢1T¢2z5
0_3367 1_331'67 5 5% DB (hr)
KB OB D 7 KB D FEEIE D 22 D90 % (5 HA X [H
AUC, log (0. 99) log (0. 92) ~log (1. 06)
K7g L
Cmax log (0. 95) log (0. 87) ~log (1. 03)
AUC log (1. 04) log (0. 98) ~log (1. 11)
Ko 0 t £
Cmax log (0. 96) log (0. 88) ~log (1. 05)

IMAEHREE 22 5 ONZAUC, Cmax®D/37 A — 23, #RE ORI, (KIROTIRIAEL -
W% ORBREMIC L > TR D AREENRS 5,

@V Z~Y R ODEE 1mgl¥ 7 A%
Y ALY RODSE Lmg D A Ji%, [E RN 572 2 8% 0 FEI A 00 A=y 0 [R) SV
FZ A4 2 CERIBHEIL A 24 A SEAFAIHF11240045) | IHES &, U ARY FODEE
0.5mgl VU A | RHERIAN & LIz b & WHZEENF LS, EMFEIICFRSE & AL ST,

(v. -7.

Z M)

_35_




VI SAydhielZ B4 5 H A

@ U 2~Y K ODEE 2mgl T A %
Y AY RODSE 2mg U A J1%, [E RN 572 2 8% 0 FEI A 0O A=y 0 R SV
FZ A2 CERIBHELIL A 24 A BEAFAIHF11240045) | ITHES &, U ARY FODEE
0.5mg DA | ZIFHERFI L L7z b & IHEEAE L, EWENICRE E 2R S hT,
(IV. -7. Z8)

@ U 2~V KOD§E3mgl U A |V
Y ALY RODSE 3mgl W0 A Ji%, [E R 572 2 #% 0 FEI A 0 A=y F 0 [R) SRy
FZ A2 CERISHEIL A 24 A SEAFAIHF11240045) | ITHES &, U ARY FODEE
0.5mg DA | ZIFHERFI L L7z b & IHEEAE L, EWENICRE E 2R S hT,
(IV. -7. Z8)

DEE=E
ek L

5)BE - fRAEDEE
VI. -7. &HR

6) BHEM (RE 2L —a2) TS KU HIBAL - AN D B B
gk L

D BTSRRI A - e
1) FERT 753K
REER e L

2) B M
gk L

3) AT RAFE YT+
ek L

4) HKRETEH
@V XY RUBELImgl VU A | ZRBERASR I 188 (Y 22U Rk LT 1 mg) 22y B[]
OB 5 LT85 O ISE B E 5
0.32120. 066hr ™!
@V XY RUBE2mgl VU A | 2 REBERAE I 188U 22Y Rk LT 2mg) Z2iE iy B[]
RO 5 LT85 O ISE B e 5
0.28320. 126hr ™!
@V XY RUBE3mg VU A | ZRBER AR FIC 188 (Y 22U Rk LT 3mg) 22y B[]
RO 5 U T35 O Il B 5 oY
0.264=0. 097hr !

_36_



VI HRppEhielZ B4 55 A

@ AY RUMKLL % VU A | RS F120. 1g(U AU R LT 1mg) 22 ERFH
(1% 1B - U 7= 8565 0D Y 3ok 8 o 45 5
0. 288+0. 073hr™*
@ A~V FOD$EO. bmg ¥ U A | RN T FIZ 188 (U A~V R & LT0. bmg) 22 ERF
HERE O 5 L2356 O R B E 500
[7k721.70.250+0.073hr ', [/kd ¥ ]0.226+0. 069hr !

SVITIVA
ek L

6) TR
ek L

DImEEARKEEER
U ZARY Rf90%, 9-& RrF U 2 R17% Th 5, M

1) % — A BE P9 @@ 1%
AHITMARBIN 2 @i d 2 2 L AR ST D, Y

2) & — Ra AR EA P @ad i
IR PO EE N B G- STV 258, BrERICHALRE T . BUR, MRS, Rk,
BRRIKT . S OBEBUE IR CHERIMRIEIR S & & DIz L ORENRDH 5,

) EHir~DFRITH
¢ N CHIBATARBD B TS,

R~ OB
gk L

5) Z DDA~ DIBITIE
AR L

5. 1’t§§‘f .................................................................................
1) FCHHERR AL B N AHEER
G TR TRE# S D LHEE S, EREWIT-E FaXx VAT FTHYH)
[EE N R R DAL, P
- 37 -



VI SAydhielZ B4 5 H A

2) KBIZBA 59 S % (CYP4A50%F) D FiE
& U THHMREIEEECYP2D6 TG S LD, £7-. —H#ICYP3A4DREE H/RIBE D,

NWEEEASENDEHEERUVZNES
VI. -5. -1) &%

4 RBIDOFEDEERVULEE
9-t RuaF ) AU RUOEHIT Y AU Ry S IFIERFRE 00550, D

5) SEMER MO LR (54—
ek L

6. *;F/ﬂ- .................................................................................
1) HEtt BB B OB B
FEEERR AN 1 mghE KON 2 mghE 4% M 5 L= & &, T2REf & CTITR P ICHEI S - REBIRIT
$12%, ERHHO-E FrX U ALY RU43K20% TH -7, Y

2) Pttt R
VI. -6. -1) &%

3) it
VI. -6. -1) &%

7. F%yxﬂ—{’_g_(:@j-éq%#& ............................................................
LR L

8. BT T BRRTEER - oot
LR L

_38_



VI Z2t (A EoiEE%) Il 2HA

VI. R£t%(EALDOIES ICEATSEE

BB EFMIRE -
BARSAYA

. %EW@&%@I@E (JEE”%E%%@) ....................................................

(2R (ROBHIZIFBELEN &)

1) FHERRED B VRIEREZ B S B8T0NH 5. )

2) 7L B — USSR RS O HHX AR R BN A O BRI & B R (AR R E
DEEREND ZENH D)

)T R F Y v aEBGEFORE(T RLF U 27+ 7 4 7F v —ORKABFICHEHT S
BE ) ((FAEEH ] OESR)

A KFNDREHY KOV Y R R ATk UIBBOE OB ED & 5 B

. &k)]ﬁgx[i?ﬂ%':@ﬁjé{iﬁﬁi@;}%&%@}iEl ..........................................
V. -1. &

 BERUVESICEETAEELOEEEFOIEE o

V. -2. B
CEERBREEFOIEE - -

BEERE (ROBHICITEEICHRET S L)

1).0 - M REE, RILE, EENSORWOH D BE [(—\IEDIMERE T2 H 5 bl
HTENRDD,)

2) REENROBEAEFED & 5 iBF, e RMEQTIERIEMRE O BH IIQTIER A Z 4 2 & 235
BN TV DLHEANZ B OBE (AFOFEGIZL Y QTAEET 2 AR H 5. )

3) /N —F Y R XIT L B/ MERIERAAE D B D BE CEMSEEERE (Syndrome malin) 73
B2 VTR D, Fio, #EHAIMNEER OBALIZINZ T, 855l Bl LV, #x
B2 D LR LEEDIERDPBIT 2BZ1NH 5. )

4) TAMNEDFBIER B UL NS OBFEREOH 2 BFH UBBEL K TIE 8% h
N5,

5) BZREXOBEEM AR SELZATIREUERZEBELLIELBEZNRH S, )

6)IFEEDH 2 EH IFEELZE(LIE2B8EZNRH 5. )

7) BEED B L EE RA ORI OIER X CAUCHHERT L2 E03H 5, )

8 ) BEFRIF XL DB FERED & 5 A &5 WITHRIBOFIRE, difuhs, AEi % O B R RE
DIEMRINF 264 5 8BE UEHES EH+25 2 035 5 (TEEAREARNEE ), HEXA
RIVER | DTEZRR) )

9) miinE (IEEE ~OH 5| DIHS M)

10) /NE (NS A~O G| DTES )

11) S EOE O B

12) ik - 2R ERAESE 2 1F 5 B RWIR SR D & 2 B CEMEEREE 2 0 o970, )

_39_



VI Z2tk (A EoiEE%S) I+ 2HA

6. EE@EKE‘]E%:‘:%@EE&U@E?‘?% ................................................

BELGEANEE

DEE5NE. BRERH. BERIC o QBAMRGERTERICESEILIMELE.RH Hbihvd
ZENRBHDHDOT, LENOHBRACHEEL, KOENRS DO SA TEES, HY)
EETH) 2 &,

2)IR&. FEBH - &EDH - REEHREAFOETHNEZL2Z208H50T, KAEHHO
BEICIESEDEGERREZFESEBOBREITREBSELRVL ) EETDHZ &,

3)MERMEDBFIZH NI, BE, XY, BEZOEMERZEBIL 25 /JaEEN
H DO TEIERZ+H/ITATV, LR LG A I3 OIRHIEICE 0 B 2 5 7 L)
RAEEITH Z L,

A)YAFNOF G L0 | BB RIE OBEALN S Db, BEREIES T2 R—3 & B
RIGUESIEICED Z RS H DT, ARAIFRGHIEX, 0B, 28, 2R, HEIREOERD
FBUEET D & &b, BICHRBE XTI OBERED 5 WX OERIKNF 243 5 H
FIZOWTIE, MPHEORIEFEOBILE A +512475 2 &, (MEERE ), TEXRZREEM)
DIZHR)

SRMBENR D LoD Z LN DHDT, REIFEGHIL, B, Bk, @miF, Rk,
R, EmfEEEORMPHERICEET S & L I, MEFEOBEIESDBIEE 4312179
Z&, (TERZREWER I OESH)

6) AFNOEHIZEE L, SO0 U EFt4) KOS ORIWERANRET 2HERNH D 2 & %,
BEROZOFFRICHICHB L, SifEEk (ng, 28, 2R, HIRE) . (KiiFHE
KO, BERE. M. IRk, IR, ERRREES) ICEE L. 20X RERRH O
bil=GaIix, Ebic&kb5a2dhliL, ERMOBZRE2Z5 X H5mET 52 &, (MEE
b, TERZ2RIWER ) OIS I)

7)) PUBHIR IV T, ERE, #IRMARES O MRERENRE SN THDLDOT, N
BRRE, BHIEVR. M. BACKEEZEOLKRREN 7267 5 BE IR 5T 2551033 E
T2 L, (TEKXZEIWER OESE)

8)/NEMOBPAANRY N T NREICSE D BRI R U CAKIZ 57 2856015, B
BEVEROEIMEZFHG L, KRRV RG LanT &,

7. *EE{’FFH .............................................................................
ARENIEE L THGEHBEECYP2D6 T &b, 72, —H#CYP3A4DE S HRIB X1
%P
N HFREZEREFDER
HREZESWHRLENI &)
W OH 4 BRI R « HE &1 K« falRIK 1

TRV TRLVFUCOERZY | T RLFT Y AT LU 1E
(TF 74 7Fv—0Ka | i3S, MERTEZEZT |8t a. BZEEORFLAITH
BIEICERT2568%2K | 220355, 0. ARAEND o 5 FRRBEWRAER 2
<) XV BRI AEFH BN &

(FEx3) 720 MERETEANER SN

%,

_40_



VI Z2t (A EoiEE%) Il 2HA

2) BEREE LT DER
HAEE HRISEET D &)
3 H 4 F BRI - HEE 715 BEFF - SRR 1
HF R AR AT 1) 751 FEREIZAER Z 85T 2 2 | AFIE O 105 O FF| O Hii s
SOVEY = VERHER | LRHLOT EET S | BRIFIERIC L 5,
M| VEEICRSG T L,
NARIPE(E:E S FHAICAER 2853 5 2 | AFNE RS ERHERZ A L
ENRDH D, TWBHZEMND, RN AEH)
PERRRRIC B WD TR 2N & BT 5
AREERH D,
[IEEE"S FEEVER DR T 5 2 & | AFIR R4 D DA ORI
N5, iz X 5,
Ty a—)u FHACHER 289584 5 2 | 7L 20— LT AR i /e
ERDHD, EHT D,
CYP2D6 % BHET 23A] | ARA| M OTEMEAY O i | 23 5 O 3EA O SR R
NRaxvF oL FIEEN ERT DN | EEHICK D,
H5b,
CYP3A4ZFHET LA | AFN K OIEHERBHOM | 2 b OHEADOCYPIALTHEE
H NP FIRENMET T 52 &0 [ 1EHICL S,
TJx= MV H 5D,
77y
7 ) N)LEH—)
CYP3A4ZPBHET HHA | AF L OTEERB D OM | 245 OHFDOCYP3ALPHFE
A b7y — 5 HFRENER T2 &N | 1EHICK S,
H5D,

8. BIHERR -« - -
DEMERADOHE

ARFNLAE A A AR A O BIE I JE SIS 3 T & 70 2 A 22 20 L T e,

2) EXGRIVERASMBER

1) EXGEIMER (B ARH)

(1) BHEAEIREE (Syndrome malin) : MEEHRER 58 OFo@EAI, W T REE, SR, fE
DOEH), FBITENBEL, ZIUIBI SMEIFEEANALLNLGEIE, EHEERIL,
REH. AKOHREOEFEI L L LIE R E AT ) = L, ARERIERICIL.,
HIMER DML MIFECK (CPK) O ER-NABND Z LN, £lo, S4B VR
B BHBREDIK TRALND Z 0D D, 2B, BENEHE L, EilkbEE, g
R, TEEREL, BiASER, SMEBEE~LBITL, SEETH2e0H 5,

Q)ERMSRFROT  RHEEICLIY, DEAREOREEESN S L b, &5+
IR LRI D EnH D,

Q) FREMEA LR BB (BACRIR, Eols - a2 LV MER, I8 O H 5 0
R & OSBRI O 5 S>THEORER) 23k L, WEMEA LD RCBITT 5 2 E03d
HOT, BEMEN S LN HEIIE, 52 R T 57 E#Eu R 0LE LT H 2
Lo B ARENTEMWERR (4 X) THIMER A2 A T2 2 006, B - TEH%2 AR5
PEALS 2 AHEMEN B D D THEETH 2 L,

_41_




VII.

e (R Lo RS (2B 5 HA

W MRFIRAILE VR EE 5 WAEIEEE (SIADH) : K7 R U 7 A ME, (KIZBF MAE, R
B U o AR R O, EIRR, A, ERRREEE A O PURIR A VE AN
B WERERE (SIADH) 23 Lo b Z E R dH 5,

(5) FFHEEREE . #H : AST(GOT) ., ALT(GPT)., y -GTP® _EH %% £ 5 FFHgher &
HIENH LD ZERHDHDT, BIEEHDITITV., BEIFRD LS,
Behamik L, MUREZITO 2 &, (6) EBUERAREE - MR, Bi1&. CK(C
PK) b5, R ONRF I A7 ey ER 2R E T ARG RAEN D bbb
ZEMNHDLDT, BRENEDONTGEIITHGE2RIE L, BYURAEZITH Z &,
F 7. BEBUHRMRIEIC L 2 AMEBEEDORIEICEET D Z &,

(1) FEAR : DEMEY, DEEHAMEER S LDLNDZERBHDHDOT, ZD LR
AIEFEGERIET 5 8 WwUREEITH Z L,

@) NMEFEE : IMNEEENH SDONLDZ ENHDHD T, BENIRO LNZHAIZIX
Behap kT 57, WURMEEITO 2 L,

O BMmHE. HWRFEET 7 F—2 X BERBREESE 5 IO RIEOE(LRH 5
DL, BERWFMES TV R—V A BERFESIECED Z ERH DD T, AFIRE
X, B, 2R 2R, BREOEROFBBUTEE T 5 L & b, mbEEORIE
AT IR EH BRIV, BRENRD ONEEAIIE, BEEFIEL, A A
U RO EOMEY) IR ME AT O Z & (MEEER S THEERARER ) O-
Z )

(0EI#E : KMKEN D S D Z ENHDH DT, B, BEK, HBit. Bk, R,
R S ORI SR b2 GA I, &5 2 IR Lt R @E 2175 2
&L (TEE AR OTESMR)

(D|EBERERAE. BMERE D  BIREE, BMERBDO R H oD Z ENHDHD T,
BEE 01T, BEPRO OGS IR G Z2FIET 570 EEb) e @ 217
5Tk,

(12) M ZEARIE. REVEEARMARIE - PURSTHRIRICI VT, FHZERRIE, H R IMARIE 2 0 f ke
FERFEDME SN TWDLOT, BIEEL I TV, B, fdm, UEORE, &%
JEERFRD HNTIGAICIE, BHE2RIET 57 Py pEs2475 2 &, (THEE R
AR ) DIAS )

(1) B HARIE « o SRS E I S ERHEENH b D Z ENRHDHD T,
ZOLDBRGEIITE R MEEITY Z L,

3) Z DD EIER

2) T DoEIER

WD X5 REWERNED bNT-HBAICIE, HREIDSE, WYRMEZITH Z L,
A

REFES &K UVF | REK, BFER, WHiAK, Mk, HHK. YL Bk, HF
A RE Ble, A 7N W R, KOG, B BIRPER,
R TR, RIS, T AL RS K Rk, IR
e, PHK, NEEE, ¥ =KEX

MAERES LY > | Bl I/ MRBAE, i PERIBD IE

NREE
REZRBEE ™| 774 7x Kb, IBEUE

A H W fEF| a2 77F i

KB L UERE | BRERIR, SARME, BATTHE, ZH0E, RAEEE, &R MmE,
pEE K7

_42_




VII.

BB

B oM

Ok

RHRIE, A2, B, =4, 5o, L5, D DR, BR,
PEEA FEAER, HEREEE . Bk, A&RAX. HEELKE. U
B R—JuE, PR, U e ROk, thRtEiE, SOMET. HEE
R, AN T A DGE, A, MEIR R TR

mEREET ™

TATYT R, BUR, MEEE, S50%, BH, YA b=
—, . OFEV, LB A, BT, VAFRIT 8=
FoY = A0 SRS, SMER LE, HEh, e R
NFEE HREREE, LUV, K720, IRERESL, SR,
WEIR, SRR, EEk LV O, SEEE (EFEobondg) | Bk
REE ., BT, TAhA, K== —a o 3F— s
B ORIRE, S0 Bk, Kb, PERET. RIS, EHH)
PR, ERIH S

AR b= = | REIFEE . IREREMSFEIE, IRBeREE, AT, IR, A,
MAMEENARPAZE . B, MRS, ORBRGmAL, HRECHR, FEFEEEN,
L FRPIRE, T TR R IK T E A

EBFURBEE| Hm. BEsrEo Ev, B

D B BE FEY| IR, SR, B, OEMERSMNAE, BET vy s AT
2y 7 EEMEESMGE AR IR T s 7 AR
iR

m & & FEYESMEOE, iE, EifE, R, B, RRERA A

FPIRaR. MOERES & | SPA. FRULINEE, Wk, Sim, EISE D o, WEHR R SRR

UitfmiEE BE DIPRWREDR ., S, 5 o, Wk, W NP, AR
TR olfl, TE. FRREE, EHRK

B B B TR RE&EZ, EO, E SRS DA AT,
T B, MG, MR, HIERE. BREERE. MR,
WAPAZE, Wege, diJm, SEHEIE, HAREE DIER, FHEIR

FFREEREE| ITHERT

REHIVET | ZIHE. 85, £ OMFE, 5, Bk, f5E, B, BBE,

S MAEVEE, B, SRS . TR R, RMAEE, K
FRZE, SRS, K

FmERRE & U | AN, AR, RS e, BIEREE., F KT, R,

maEsEE PUische. PSR, RERILE. B, BUERE. AR,
5 L

BE LUK | JERNEE, RPA. R, JREE

=F=ES)

ATERE & O | ARbEE, BARE, FLrtWHE, ARALARE, SRS, Ltk

EBEE LB, VERERE R, FLEAPUR, Zhild Ra, HRRAE, A% H R,
Mo e FLEER, FLED W

EHEEE LU | SR, BE&. 0, AR, K57, BMTREE, B I

RE BATRE AR WA, ModE, BRI, AT, . NS,

TP, R, A 7 b CPRRRE, SR SEGRIEEOE R

_43_

et (R Lo RS IZBT 5 HA




VIl Zzeth (A EoiEE %) ISR+ 2 HA

AR
B & |ALTGPD)#M, CK(CPK)#ih, AST(GOT)#hn, M r L
T F =N, MLt R g, LDHSE, fE R,
077 F UM, R U AR, R 7YY RN,
AP RFBEHEN, DERKEETSD | DEXQTRERET | AFEREREY
. vy -GTPHEEI, 7'V a~E 7o N, f/MEasd, &
BE REREC ., REI, BiEREGR . i RN,
PRIVEABE, AI-PESIN, ~~ k27 U v MM DEXRTH
FRES) M PREEHAN, SR, ATEESR RA RBERE
ﬁ=~¢ﬂb;v R - 5%, BlonE M, B X DKW

ﬁr
Eﬂ)i BOLNTEEIIT, 5 A2PIET 57 SR ERZIT) Z L
&2Hfﬁﬁ%%bnt _iz%_mbfﬁiyifﬂ—#///%@&ﬁé ]

@@m%%ﬁo;&

B
B

1 3) L 75%;%2%%71 G A PIET 5 2 YR LE 21T O T
1k 4) & if’%fz (2179 726 <‘: lﬁi% %E%‘Lﬁ‘é &
E5) RERRO N HE IITE R LEZ1T ) 2 L,

HABHEERR AL R CBRREBRE 5
AR L

S)RIEEE  GHE. EEERVFHOAESE S ORERRIRIEE
M ER e L

6) EYMTLILF—IH T HIERVARE

(ZZ]IROBEICIFESLGWNI L)
4) KENDOR G KOS ) YR AT LIBBUE DREERE D & % B

BERS (ROBEICITEEICHRETSHIL)
11) SO O BH

gER
2) ZDDEIEA

WD X D REWER GRS bN-HAICIE, LEIZSTD, @YRLEE21TH 2 &,
HEE R
ﬁrﬁwﬁgﬁ“7f747%/~ﬁm W BEUE
E1LREPRDONZHEICE, 52 HILT 5 E@REr2IT7H) 2 &,

%%%?@ﬁ%%%ﬁ%%@@ﬁmﬁ%%bm%ﬁ<\it\%%%@%%ﬁﬁéﬁﬁf
e MAER RN ER U, RN IEETH 2 ENHHD T, A E (1[0, 5mg) M H %5
#5&& BEOREBABZ LN OEEICERET S 2L,

_44_



VI Z2t (A EoiEE%) Il 2HA

10. y}y%~ j—‘é’;&%~ 1:%;[]&%%,\0)1:95_ ..........................................................

1) b AR L TV A RTEEME D & D NI, 1B OB SN GRIEE ERlD &
SNDGEIZOREETHZ & URIEF O& 52T 22T L Ty, iR
BINZPUREMHRE NG SN TV DA, FrERICTLEE, (IR, MR R,
HERIEIK T, SIS S O BERUE IR-CHE AN RIER N B S o iz L ORERH 5. )

2) I OIFNICEST 255810, BAEZPIESEAZ L, (B hTHHBITRRO LN
W5, )

Tl N B A DR - e

WA RFE AR ARER, e, 2R, SV U3 NRIT T 2 LIS L T
U (FE FHRRBR S 72\,

INBHIOHEAARY N T MEICEE D SR AR AREE, HAeR, SR, R0
SRR D L AVEIIHEST L T (5 FRRBR 2N 72 00N)

12. Eﬁ&*ﬁﬁ%ﬁ%[:& [&j’?&ﬁéﬁ .............................................................
BB L

13. ;@%*ﬁ%—_ ............................................................................

DR, K - —RICERE S TW o EdE, ERIE, AFOER P BRNICREBEL LT DT
Y IR, SEE, SR, RME, QTIERE, $EARIMIERETH S,

2) LB : BRI fRERNT /WO T, ERIS K LT R R HERIE AT ) 2 b, BB
UC, KRBzt L, MEOMME RO Z 01T H 2 &, Bk, IEEREORET
RO 5250 FEh 2 Bt L, AR O 720 Ok 720 « EROE=2 ) 7%
OB T D Z b

14. ﬁﬁﬁia)ij:_%": ........................................................................

[$E 1 mg/HE 2 mg/HE 3 mg/HMRL 1 %]

FEXIRAE . PTPAEOIEAIIPTPY — bWV L CIRAT A L ofgiE+25 2 &,

(PTP>— hDOREERIZ X 0 | WBLA A BIEREEA~FIA L, BIZIEZE LA 2 L CHERRER

REOEERGIHEZ T2 Z ERHE SN TWD)

LOD#E0. bmg/ODSE 1 mg/ODEE 2 mg/OD#FE 3 mg]

1) ZFEHIZRZ A PTPAEOEAFIIPTPY — M bRV ML TIRAT A Lo 8T 52 L,
(PTPY— b ORARIZ LV | BEWELA N ER I A~FIA L, BICIX L2 2 LTt
AR EOEERGIHEZ T2 Z L@ ST D)

2) ARFARF
(W) AFNTFO RO TR A2 RIESE 5 ERET 5720, KL CRATETH S,

Fo, KCRATZZEHLTE D,
Q) AFNTE = FORETIL, KR LTRASE RN &,

_45_



VI Z2tk (A EoiEE%S) I+ 2HA

15. %a)ﬂﬁa),jz% .........................................................................

1) AANC L DiaHH . BEAHOZERIENRE STV 5D,

2) AW E CHEM S A7 FBEE T B L 7 kSR ORRRSNV R - 2R 26 T 5 mimiEE &
kG L LT 1TOREIREERIZIB W T, AFlE & OIEERPURsRER 5HEHT 7 7 e A& 5
BEL LR L CRE RN 6~1. TEEN -T2 & OWENDH D, £1-. SMNETOEFHRAEIC
BT, ERPUBARIE S IEERM UG IE & FIERICE RO ERICEE S35 & o®wis
N D,

NAFNEETe a7 RLF U UHEFUER O H 2 HA 2 %5 S - BE 2BV T, ANE TR
D BRI TIEBERE NS ST 5, it - fiifgic, IRSOHELZ 4 L 5 Ak
WD DT, WANZIRRHEIZARBE GBI O W T B2 L HEETLH 2 L,

4) RENTEERR (4 ) THIMERZ AT 52 &0 n, MOEANZIESL i, R,
RRREE 45 0 K 2 M ek & ANV 3 2 FTREMEDN B B

5)F o (=T A, T v MICHRE HED4. T~75(% (0. 63~10mg/kg/ A ) % 18~25 % H
MR G L7228 AUJEPERRBR 2B T 0. 63mg/kg/ A LA ECHIER (w7 A, T v k).
2. 5mg/keg/ H LA b CTFRIKEE (= 7 R) K OWENRN 3 W IS (F » b)) OFEMEED F
HARPEISNTWS, ZNOHDOFTRIZ. 7o 7 F @@ L2k e LT, (FoE
TiTE<mohnTnag,

16. %0)1& ...............................................................................

_46_



IX. FEERAREERIZB 2 H A

IX. JFERERFHERICEE T 5IHE

1. ;’?EIEEKE% .............................................................................
1) EhEEEHER (VL. ENREICEATLHIERISER)

2) BIREG SR ER

RH BRI L

3) R EREHER
LR L

4) T Dt D EHER

RHER e L

2. %:l‘igitgﬁ .............................................................................
1) B S H IR
A L

2) REHSEEHER
EER e L

3) EEFREF SRR
REER e L

4) D OFHRENE
V. -15. &M

_47_



X. FHRFIHEIZET HHA

X. EEMNFEHICET SRE

—

. iﬁ,?—ﬁ“ [ MR T T I I I

B | B
RS | #
) TR ORI kU BT 5 - &

N

 ATIREARSISUIEAE RN - -
fEFAIRR 34

B, B e ARTELRE oo
QU ARY FUEE 1 mg/8E 2mg/8E 3mg/HBL 1 % TH T A )
EIRLRAT
@ XY FOD#EO. bmg/ODEE 1 mg/ODSE 2 mg/ODEE Smg VU A |
EIRLRAT
PREMZ B R AR CTIRIFT D 2 &

4. ;?"eﬁuﬂ'y*&(' \J:O)ltjzf%":)f_‘-'.\ .................................................................
NDEBTOERFWVEDEERIZDONT
BN

2) BRRAAF DB DONWT (BEHFICBEINESLEEES)
BAMEELTA RN A, <FTVOLBY : AY
VI. -6.. VI. -14. XOVE. -15. 2

3 IRAFFDNDEERIZONT

VI. -14. &R

5. %Eﬂ%ﬁ;% ...........................................................................
L

_48_



X. FHRFIHEIZET HHA

Q@) ARY RUgE1mglV U A
PTP : 1008

T 5008

Q@) ARY RUE2mglV U A |
PTP : 1008

XF 5008

Q@) ARV FUEE3mgV T A |
PTP : 1008

QU ARY RUMKLL %P DA
/XF 1 100g

@) XY K ODEEO0. 5mglH U A |
PTP : 1008

@) X~RY KODEE L mgl YT A ]
PTP : 1008

T 2008

@) X~RY KODEE2mg VT A ]
PTP : 1008

T 2008

@) XY FLODSE3mgVUA |
PTP : 1008

7. ?éi'_ggo)*j-g ...........................................................................

@V ARY FUBE1ImglV T A

PTP : [PTPY—HNAR Vb =7 s VA TIE
[e—]RV=FL o7 /LA

NT D IRIKIRY) =F LU, [y vy 7R Tee L

@V AR FUEE2mgV T A

PTP : [PTPY—RNAR Vb=V T 4 VA TIVIE
[e—]RV==FL o7 4 /LA

NT D IRIKIRY) = F LR, [y vy TR = F L

@V AXRY FUEE3mglV U A

PTP : [PTPY—RNAR Vb=V T 4 VA TIVIFE
[e—]RV=FL o7 /LA

QU ARY RUMKLL %P DA

NT D IRIKIRY) = F LR, [y vy TR = F L

@V XY FODEEO. bmg VU A |

PTP : [PTPY—NARV =V T 7 VA, TIAIHE
(B —]7 VI T IR — 7 4L A

_49_



X. FHRFIHEIZET HHA

@V ARY FUODEE1mgl VYA |
PTP : [PTPY—NARVEE =V T 7 0 VA, T
(B —]7 VI T IR — 7 4L A
NT REIRY) 2 F VR, [(Fr vy TR e s
@V ARY FODEE2mg VYU A |
PTP : [PTPY—NARV =V T 7 0 VA, TIAIEAE
(B —]7 VI T IR — 7 4L A
NT KRR 2 F VR, [(Fr vy TR e s
@YU ARY FODEE3mgl VU A |
PTP : [PTPY—NARV =V T 7 VA, TIAIHE
(B —]7 VI T IR — 7 4L A

8. E—m%Y - ﬁ?j];’?:‘ .....................................................................
Fl—RR4y @ U A% — LBE 1 mg/$E 2 mg/$E 3 mg/FHRE 1 %/PNFHHE 1 mg/mL
/OD#$E0. bmg/OD#E 1 mg/ODEE 2 mg
/3 AHFRIFEM25mg/ 2 v A X FRIEAST. bmg/ = 2 A A F51E A 50mg
FZhE . v b=« R EREE (SDA) - Ru 2 n VRSB KfY, 7ar-ot ) 4%

9. El‘%gﬂiﬂgﬁ | = IR T I I R
A L7

]0 %ﬁgﬁﬁﬁgﬁﬂgﬁ E &Uﬂﬁﬁ%% .......................................................

Q@) XXRY FUEE1ImglV U A

REARFEAGRAEA B 1 200745 3 H14H ., /&&= 1 21900AMX00291000
@V ARY RUEE2mg[V T A

REARFEAGRAEA B 1 20074E 3 H14H ., /&&= 1 21900AMX00292000
QU ARY RUEE3mgV T A

REARFEKGRAEA B 1 20084E 3 H13H ., /&&= 1 22000AMX00640000
Q@UANRY RUMRLL %P T A

REARGEAGRAEA B 1 20074E 3 H14H ., /&&= : 21900AMX00289000
@) XY KL ODEEO. bmgl T 1 |

REARGEAGRAEA B 2 201248 8 H15H . /&&= 1 22400AMX01130000
@J XY FLODEE 1 mglVUA |

BLEIRGE AR B 1 20094E 1 H 6 B, 7&K S 1 22100AMX00011000
@J XY FLODEE2mgV U A |

BLEIRGEAGRAEA B 1 20094E 1 H 6 B, 7&G8EF S 1 22100AMX00010000
Q@ ARY RODEE3mgl YU A |

REARGEAGRAEA B 1 20104F 1 H165H ., /&&= 1 22200AMX00149000

_50_



X. FHRFIHEIZET HHA

11, BEMEEURELFER B - - - -
@V ANRY RUEE 1 mg/8E 2mg/MBL 1 %Y DA : 20074-7 H6 H
Q@ xRy RusE3mglVUA] : 200847 H 4 H
@V XY RLODEEO. 5mg T A ] : 20124E12H 14 H
@ VU ZA~Y FODSE 1 mg/ODEE 2mg YT A ] : 20094£ 5 H15H
@ XY RODSE3mg/ U A : 201045 A 28H

12. ShEERIIHREM. RERVAEEREMEDFEABRUPEDAR -
@V XY KU 1 mg/8E 2 mg/AMBL 1 %/ODEEO. 5mg/ODEE 1 mg/ODEE 2meg VT A1 |
A R A A H :20204-8 A26H
e - ThRNE : UNEHIOHAA ALY ~ T LIEICHE D BRISTE) OIEE - 228U,
ML - HENAE : 2h6E - FBimctevy, Bh#Eo Ak - A&E4 B L7,

13. BEAHER BMEERARERBRUFDRT -t
4 LA

] 4 ﬁgﬁlﬁ;ﬁfaﬁ ..........................................................................
24 LA

15, ARSI R R R ICRAT AIEER - - -
AFNE, B (H DV EG) BIMIZBE T 2 HIIRIZED BT 7Zeny,

16, BRI
&4 HOTH S o | v sy
Ul;?n;; ;:Tﬁ 118062601 1179038F1015 620005607
92;;;;_ ;:Tﬁ 118070101 1179038F2011 620005619
93;;;_3, ;:fi 118719901 1179038F 3085 620008158
) T;/j ;)‘H’]\U\//fﬂj*ﬁ 1180563401 1179038C1094 620005593
) ?;:(;‘_;?{iji 122198501 1179038F7013 622219801
’ legu(;_\;/?f)fﬁ 119193601 1179038F5010 620009455
’ ;;/;g%_;;?f)% 119194301 1179038F6017 620009456

_51_



X. FHRFIHEIZET HHA

JE A= G5 (878 ST JE e . e .
H HOTE £ o : Lt FEEo— R
i 4 et R EE 35 = — R FaL AL R
U AR ROD$E
119936901 1179038F8036 621993601
Smg[H 71 | F

]7 {%Bﬁf'f‘lﬁ\ﬁ-io)’}:% ....................................................................
@V ARY RUEE 1 mg/8E 2mg/5E 3mg/HPRL 1 %/ODEE 1 mg/ODEE 2 mg/ODEHE 3mg U A |
AFNIZHERIN EOBEERLTH D,
@) XY KL ODEEO0. bmgl T 1 |
Kric7e L

_52_



X I. ik

—C-6043.
2) BARNEE
3) PRI (BK)
4) PRFF R (FR)
5 ) IRFH-HLHE (BK)
6 ) PRI (BK)
7 ) R ELEE (BR)
8 ) PH-HLHE (Bk)
9) IRFH-HLHE (Bk)
10) PRFF R (FR)
11) PRFF BB (FR)
12) PRFF R (FR)
13) PRFF R (FR)
14) PRFF R (FR)
15) PRFF R (FR)

ImglH U A
16) PRFF R (FR)
17) PRFF R (FR)
18) PRFF B (F)
19) PRFF BB (FR)
20) IRFHLFE (BR)
21) Y 22 B,
22) IRFFHLFE (BR)
23) IRFFHLEE (BR)

m

L

T

S, ERHERS SEEWRE, No.26, FEHE AL, 2006, p.151.
FENERH ZENERER] U ARY RUgE Tmgl YD A |

FENE R R T O EMERER] U AU RUGE ImglH 7 A
FENERH ZEPERER] U ARY RUgE2mgl D A |

FENE R EEEE T O EMERER] U AU RUGE 2mg[H 7 A
FENE R ZEPERER] U AXY RUEE3mgl¥ U A |

FENE R EEEE T O EMERER] U AY RUGE 3mglH 7 A
FEPNEERZEEMERER] U AR R UKL 1 %D A |
FENERH R ELEE T OREERBR] U AU RUHRL 1 %Y U A |
FENERH ZEPERER] U AU R ODSEO. Smg 7 A |
N R RAEE T R EMERER] U AXY FODEEO. bmgl 47 A1 |
FENERH ZEPERER] U AXY RODSE 1mgl 7 A |

FENE R IR T O EMERER] VU AU KODSE 1mgl 471 |
FENEEHPTPEEES (B r —mdke L) o2 EMRER] U A~ R OD§E

tHNERHZEERER] U A RODEE2mg U A1 |
FENERH AL T O EMERER] U AT RODSE2mgl U A1 |
tHNERH L EERER] U AT RODEE 3mg/ U A |
FENERHIEEEE T O EMERER] U AT RODSE3mgl U A1 |
FENEEEL A ERBREGR] U AU RURIRL L % YD 1 )
o & HKF, 57(5), 661(2007).

FENERHAEHRER] U AU R Imgl T A
FNERHAEHRER] U AU RUgE2mgl T A1 |

24) phsFAth, 2R LK, 45(5), 475(2008).

25) POFHEE (BR)
26) P H 22 7,

27) POFHEE (BR)
28) POFHEE (BR)
29) POFHEE (BR)
30) POFHEE (BR)
31) POFHEE (BR)
32) POFHEE (BR)
33) POFHEE (BR)
34) POFHEE (BR)
35) POFHEEE (BR)
36) ROFHEEE (BR)

HNEEAHRBR] U A RUBESmgl VU1 |
E2p L #s2 BT(5), 673(2007).

PR I HERER] U AU RUARL 1 % H T 1 )
tNERH A HRER] U AU R ODEEO. 5mgl 7 A |
tNERH A HRER] U AU RUODSE 1mgl U1 )
tNERHEHRER] U AU RUODSE 2mgl D 1 )
tNERH A HERER] U AU RODSE 3mgl U1 )

FENE R A F R SEERER] U ARY RUBE Tmgl YDA )
FENE R A F N RISEERER] U ARY RUgE 2mgl ¥ U A1 )
FENE R A H R SEERER] U AT R BE3mgl VU1 )
FENEE AW PRI SEMEEER] U AXY RURIRL 1 % YD 1)
N R AW E N R SEERER] U AU K ODEEO. Smg 7 A |

_53_



X I. ik

2. %0)1@@%%2@; .....................................................................

_54_



XI. 8&Z&H#

1. EEHETORETIRR

O HEOMCESIF BBEER TR EDR - e
Bk L

XII. {iE

%@1@@@5@:&*4 .........................................................................
Al & LB AR
@) ZARY FUAMRLL % T A 120
<BlEHE>
UANRY RUMRLL %l T A ) 1 g& KFERLAET DA ZIES L, EEAEZLKDT HEZEOMER
(f, 2R\, miEkE, mEith) 282 L., GE2NE L.
GEIIAAEEZO U AXY RUE%2100% & LT,
(BRAFESAE) IRE © 1 ~30°C (=i Wi : 7HM
ik s O — VB2 L, IINALRNWEIICT D), BOET

20074 7 AVERY OB A AR B 2 faa L 7=,

_55_



UZANY RVHIRL 1 %Y DA |

EoSE ARG

A e & £ = [ & i ®
- o ek B ‘
B ronn o RoH £ |HeR ESE e — =8
RERIOMIR. (CHW) & B0 e | Eper | (%6)
e 81 % GH) o | DEOMEES [ bERIHRE | >
o (LEoMkE SLRHER, DT | VT LA 3.33g| g ok prr LB - . 100.5
| CAREL S TR | e PR e | ae
| 77V EY A BLErife | @O L ZL | Aw
% (FEHT) [N PAPA 0.83g| 1g 99.7
I (F 1 O MR, 4 EL) 7TH% | BtoMih =L =L | Rw
TN IR 1 % LA | H ok L %
(5] LAY 2L Rwv
i (Hfitry 5%) = TERA 1.67g| 1g 100.1
M (Bmomi, ws 7H# | Ao L L | Bw
ES g
)| L ¥V 5 A o LA | P ORIK mL L | BRw
(o= —41) PR PPN 2.5g 1g 102.0
(B, e TH#% | Htofk %L #L | Bw
| 77V b VAIRES0% o RAH T | OGO L AL | RO
< (25T 14 R) HWNTEYE v 2g lg 100. 2
Al (EEOfE, 55 7TH% | BHEoMk =L zL | Bw
j)\ =0 ~ okt
| 7S o Mk20% SOV T TR R RAMH: | RO L AL | B
= (s FIFERE) o 5g lg 100. 9
(B ORIk, mEL) 7TH% | HEoMk %L L | Rw
7 A b AL BAWE | PR L L | Bw
5| Ok HAMR) Uy SR 1g | lg . 100.3
IN| (G ok, fEsy) TH#% | FteoMik L HL | Bw
l — .
* s T/_ﬁffl 7 MIANFT 7= A TE % ?y%g*ﬁ*%d wL L R
5 (74 A2 =1H) OO 0.17g| 1g GO E A 99.2
| (Ao & HTRE, 5 B TR | paw Bl AL | Bw
>| BT AMK20 Biaiith | HEoME | BRZCEY | &L v
#1| CkHAM:R) Foxs ks | sg | 1g = LR s
(FE O/, FERZ B TH# | AmoME | HRZCBY | AL | Bv
*  EE TRV [ UEAR) TEALL THEAE]




o ) = % = [ e
. & BEHD) e
| @anomsk. s R4 & EaR EER 53
— & SR | wEp | (%6
T N A DMK % &
<n§71w77—7:ﬁ%%%)}9\/i$7nn/75g lg i ) BL | B
(B, 450) e FBOMK L& 7 0
LK N3 Y iH10% Eéiﬁmm 8 R
o K S e &
(S 2 V77—~ =HEIE) zix???// 3.33g| g L il Bl
(e e .2 AEOHIIE & , 116.0
FoS AR 1 % o il el
EEVINVT 7= =FEE) | =F T4 0.5g 1 Mol BL | Be
| (EHaOMIR, 50 ‘ e
et E1 DML BL | Be |
7 VAR 1 %
e oy Lerel 1 M B ORI L | Aw
(Mt DKL, 5L ¢ B 1t Ok 088
H MLAY. N
) o FYUiiki10% el B
(T AF I R) VFE Y 2.5g 1 HEOHE BL | B
(e, ) ' ¢ : 1000
‘ 18 DI L | Bw ’
. YLk — AR 1 %
E"g*ﬁ‘?’i) s ber | 1g | 1s 16 D T L | Bw
I ORI, 5 :
R, AEEL) 15 IV L | Bw -0
a7 T OVHIR50% \
ﬁ(71%7x) z?w@7l+7 0.532| 1 1 DAL L | Bw
(e, 5 e ' ¢ 1029
E9 5 ORI AL | Aw ’
£ r7ax A 1%
(Y vl =ZFy 277 -7 =HERD) 3g | 1 HE DI EL | Re
Bl (Eeoyk, ) ¢ 16 Ik 1000
JU KUV THARY R — il Rk
E§Z4ﬂ=ﬁ#=xw7§§) 3g 1g k| ABOAE BL | B
(11} A £
ol WKL, fE5L) % | AfosE HL | BHw 0
7 g <) — VK 10%
o osse| 1 B | oMk HL | Aw
(s ORIR:, 55 ¢ % | EofE 112
F 77U L WITT 7 E — il Rk
(X7 4 =3R5%) 0.6%| 1 Ak| ABONR L | Ae
(Mt DMk, 55 ‘ o
; 1 DT AL | BG |
F 7 < F — VK 10%
E;é%?x) ANEY R 20g lg HEORI BL | Av
ORI, HER 2BV
R, BRI B ) E1 ORI AL | BHw o0













	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的・製剤学的特性

	Ⅱ．名称に関する項目
	１．販売名
	1)和名
	2)洋名
	3)名称の由来

	２．一般名
	1)和名(命名法)
	2)洋名(命名法)
	3)ステム

	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名(命名法)
	６．慣用名、別名、略号、記号番号
	７．ＣＡＳ登録番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	1)外観・性状
	2)溶解性
	3)吸湿性
	4)融点(分解点)、沸点、凝固点
	5)酸塩基解離定数
	6)分配係数
	7)その他の主な示性値

	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法
	４．有効成分の定量法

	Ⅳ．製剤に関する項目
	１．剤形
	1)剤形の区別、外観及び性状
	2)製剤の物性
	3)識別コード
	4)ｐＨ、浸透圧比、粘度、比重、無菌の旨及び安定なｐＨ域等

	２．製剤の組成
	1)有効成分(活性成分)の含量
	2)添加物
	3)その他

	３．懸濁剤、乳剤の分散性に対する注意
	４．製剤の各種条件下における安定性
	５．調製法及び溶解後の安定性
	６．他剤との配合変化(物理化学的変化)
	７．溶出性
	８．生物学的試験法
	９．製剤中の有効成分の確認試験法
	10．製剤中の有効成分の定量法
	11．力価
	12．混入する可能性のある夾雑物
	13．注意が必要な容器・外観が特殊な容器に関する情報
	14．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．用法及び用量
	３．臨床成績
	1)臨床データパッケージ
	2)臨床効果
	3)臨床薬理試験
	4)探索的試験
	5)検証的試験
	6)治療的使用


	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用
	1)作用部位・作用機序
	2)薬効を裏付ける試験成績
	3)作用発現時間・持続時間


	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移・測定法
	1)治療上有効な血中濃度
	2)最高血中濃度到達時間
	3)臨床試験で確認された血中濃度
	4)中毒域
	5)食事・併用薬の影響
	6)母集団(ポピュレーション)解析により判明した薬物体内動態変動要因

	２．薬物速度論的パラメータ
	1)解析方法
	2)吸収速度定数
	3)バイオアベイラビリティ
	4)消失速度定数
	5)クリアランス
	6)分布容積
	7)血漿蛋白結合率

	３．吸収
	４．分布
	1)血液－脳関門通過性
	2)血液－胎盤関門通過性
	3)乳汁への移行性
	4)髄液への移行性
	5)その他の組織への移行性

	５．代謝
	1)代謝部位及び代謝経路
	2)代謝に関与する酵素(ＣＹＰ４５０等)の分子種
	3)初回通過効果の有無及びその割合
	4)代謝物の活性の有無及び比率
	5)活性代謝物の速度論的パラメータ

	６．排泄
	1)排泄部位及び経路
	2)排泄率
	3)排泄速度

	７．トランスポーターに関する情報
	８．透析等による除去率

	Ⅷ．安全性(使用上の注意等)に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由(原則禁忌を含む)
	３．効能又は効果に関連する使用上の注意とその理由
	４．用法及び用量に関連する使用上の注意とその理由
	５．慎重投与内容とその理由
	６．重要な基本的注意とその理由及び処置方法
	７．相互作用
	1)併用禁忌とその理由
	2)併用注意とその理由

	８．副作用
	1)副作用の概要
	2)重大な副作用と初期症状
	3)その他の副作用
	4)項目別副作用発現頻度及び臨床検査値異常一覧
	5)基礎疾患、合併症、重症度及び手術の有無等背景別の副作用発現頻度
	6)薬物アレルギーに対する注意及び試験法

	９．高齢者への投与
	10．妊婦、産婦、授乳婦等への投与
	11．小児等への投与
	12．臨床検査結果に及ぼす影響
	13．過量投与
	14．適用上の注意
	15．その他の注意
	16．その他

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	1)薬効薬理試験(｢Ⅵ．薬効薬理に関する項目｣参照)
	2)副次的薬理試験
	3)安全性薬理試験
	4)その他の薬理試験

	２．毒性試験
	1)単回投与毒性試験
	2)反復投与毒性試験
	3)生殖発生毒性試験
	4)その他の特殊毒性


	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間又は使用期限
	３．貯法・保存条件
	４．薬剤取扱い上の注意点
	1)薬局での取扱い上の留意点について
	2)薬剤交付時の取扱いについて(患者等に留意すべき必須事項等)
	3)調剤時の留意点について

	５．承認条件等
	６．包装
	７．容器の材質
	８．同一成分・同効薬
	９．国際誕生年月日
	10．製造販売承認年月日及び承認番号
	11．薬価基準収載年月日
	12．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	13．再審査結果、再評価結果公表年月日及びその内容
	14．再審査期間
	15．投薬期間制限医薬品に関する情報
	16．各種コード
	17．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	その他の関連資料

	IF_リスペリドン_細粒1％-錠1mg-錠2mg-錠3mg-OD0.5mg-OD1mg-OD2mg-OD3mg_「サワイ」.pdf

