2018 4E 11 HikET (B8 7 )

H AR YEpS A S A

872190

EERMAVAEL—T+—LA

BARREFIENED 1 FEoHEE 2013 [ZHEH L THERR

% Caitin®E  HMG-CoAR TTEE SR A E A

P¥ILIv MNias 18
PRILIv MNiea2es
PIWIvy MNiean3HEH
PY¥IWIy MNieandB®

[ =1
| =
— 2.

'~

AMALUET® COMBINATION TABLETS

P4

: Amlodipine Besilate (JAN)

Atorvastatin Calcium Hydrate (JAN)

#ll | 88K (74 ba—TF 42 T8
WA o HOH X | BIEE AR (EE - EMEOAGEICLVERTAZE)
Ty | Ty | Ty | Ty
Hr 544 MEREAEE 1 FEEEEE 2 MACESES | MECASEA4
Hl="o| | K=o | K=o | HI="12)
AASKE S 7Aoo Lkt
(F7raoEr L)
A =N
n® aeE SN 3.47mg_(2. 5mg) [ 6.94mg (5mg)
(1*%;; HAZER 7 FAANAEF o T L s & KRl
: (7 MAARAEF L L)
5. 425mg 10. 85mg 5. 42bmg 10. 85mg
(5mg) (10mg) (5mg) (10mg)
4 . T A RUOVERE (JAN)
B i P T RANREF I AT (JAN)
i

B R TR AE AR
SEA FE ALY - FEEFEA B

BUEARFEAZAEH H - 20154 8 H 17T H
HRAMEMEIVERAEH B - 20164 12 H 11 H
:20154E 12 A 11 A

JE7EFH A

P - BUEHRIE ()
e - R E R A

BLEMRTE -

=7 At

= A i 2 38 00 S g

Bl & b ®

o
O

=7 nkAStt BRI R

TEL:0120-226-898 FAX:06-6375-0177

FERBRE BT R — A—
http://www. nipro. co. jp/

AT FIX 2018 4F 10 HSGETORA SCEOFRHEHICE S X UET L,

BB DWRATSCENE #IE, PMDA A — L — TER IR 5 1
http://www. pmda. go. jp/safety/info—services/drugs/0001. html 2T ZHEFR L 72 &y,


http://www.pmda.go.jp/safety/info-services/drugs/0001.html

I FRIAOTE & OBE  — B ARRA2—

1. BERBA U ZE2—T +— MMERORE

IR ESR G OFEARM 2 TRER & L CERAERLIFMISCE CUF, IRMSCE LK) 2
HD, ERBYCER « SEAIRNSE O R SEH Y B 5 35 0B 72 R SR O B A TS 215
R 2B, IMISCERICRRHE SN A 40T 2 BICFEZR SR LE RS E 0N & 5,

IR CIE, MELIE T DU TR 3 O [ 3 S Y 45 | T O B INEE RO 5t 4
LCREREMT L THL L TETCWD, ZOBRICHLEREREZ RV ATTE7200EH Y
ARELTA VA Ea—TF—ANHE LT,

WAFN634EIZ H AR e RAIRT 2 (LLF, BRI L) e/ EZEan [ERGLA v 2B
—7x—25] (LAF, 1FEMET) OMEMTWEONC T FitdikleRE Lz, Tk, EF
PEFEHE T W N HEE AT EENEFR = — XD b2 F T, FRK104EIH 12 HIRERZMES
INEBRIZBWT T F B HEOWET M T,

FIZI04ENRRE L, EIEGEROA Y TTH L REEYE, VT Th 5 BB O KA,
ML > THH - BEFEREIIRE S BIL LI Z & &2 T, 20429 7 1T H jps 5 S1 5 )
FERIZBWT I FRLslZEEH2008 035K E 7,

[ FRC#EMH2008ClE, I F 2#BHADOH 7-& LTI 2 50D, PDFEEOERM
T ELTHRETDIZE (e —1F) BRAIE 2572, ZOERIZHDOET, RICEIE
BWT % - hR o), S S5 EEAEARNEEOLET) REDOSGETRH -
TS A, BETOWRIT —Z 2B LIk e — 1 F MRS ND Z & o7z,

RERD e — 1 Fi%, Of) EELERERBABEDERMLEREIFA —L -
(http://www. info. pmda. go. jp/) M6 —FEL CAFA[HEL 72> TV D, HARFRGEIEAIIIES T
1%, e — I F&2E#T5ERLBERIBHER—L2R—UNA0Y A FTHHZ EITEEL T,
S AENE CHDOETe — [ FOIFMAMRFT T oM EARE L T, Hx D1 FRRMACE
ZMET 2 MEMERAEHRE L CHEVDEER - Rt o2 L,

2008 L VAR DA L F B a—T 4 — LRFTS A BilfE L2 T L CE o FHE A HEE
fliL, BSEp¥ICL > T, EA - EHEIZE>Th, DROBWERFE L T52 L 52E
RTee T TAHM, 1 FRl#liZEHEO —MSET 21TV 1 FEidli 120138 L TART HENE
Sy o

2. I1F&ix

I FIf NI SCESOBREMEL, HAAMEOEREFHICE > THEEBICLER,
SO SEEFRO D OER, WFTHRFOZODOER, T O D OfER, EHLOHEIE
OO DR, FEOREE 7T O OFRENER ST A W 7285 0 = 38 5 fif
AL LT, ARENGIHEELRE L, RIS D72 12 Y541 3 5 D RS AR 3T ERL
OB 2R L TV D TR EpLERT Hhs,

o712 L, $EEE - SRR R ICED S b0, REEAEOMAIE ) E BT H L DK
OVERAIAR B S 253 « Il - 28T _REFHEEI I FORFEFHELIIR LR, S0 D
&, BUEM¥E NSRS T FIiL, EHARTE S 2550 - JIlr - BREIST 5 & & big, &
FERMEETHLOLEWVWIHIFEHEERFOZ L 2L LTV D,

[ I F o#kK]

OFIFITAN, MiEX L L, JFAIE LTIRA v MU EDOTER (KEITERLS) Tii#iL, —
Bl T 5, 2L, ISIETHRE - REEZHWESEAICE, EFEETIE I
EObDOET D,

@ 1 Fil#EHEIcESEER L, FHEALITIY v 7 IKTRET 5,



http://www.info.pmda.go.jp/

@FMOFLHITHM — L, FHEICHT THFEERD [T FRHOFL 2 OME] o2
LEHTHLOLEL, 2HICELD D,

[ I F OfERR]

D1 FixFEHI & U TAIO & GREER] (NWAAL A, SMHAD (BRI,

@1 FICR#ET2HE KOS HIRSEMARKE Lz 1 F Rl B3 5,

O TEZEONEEZMTETAHALED I FOEEITIH > THERIERNILH NS,

ORSEREOWEFICET 2 b 0, RSP EORAKIZ ) 2 T 5 b O R OSEARN A 1T
U O EENEES B OGN « BT « SR T R E FHEICO W TERHE S 20,

©® TEHIA ¥ B a—7 +—L5aEE 2013 (BLF, 1 FRlsiEeE 2013 & 0E9)
WX OER SN2 T FIE, AR TORMEEZEARE L, MBS U CIHEAIRN A E 735
B (PDF) 2»oHIBLTHEHET S, ©BETORAKITMNAETIER,

[ I F DO%*1T]

O §'T FRo#EEAE2013]) 1%, “FRk254F10 A LIRS ARGR S frE3 i biEH & 72 5,

@ FRLADEIESICOWNTIE, 1 FadiEmE013) 1ok A1E/K - il sns b
DT,

O EOEEONET, HREME UIFEMAER KRB SAAR SRR
I ISIE DYERZGEN 72 S, RHTREANBDRKE LS EboT2HAICIE T FREET S
%o

3. IFOFATHE-T

(1 FREEEGE2013) I2B W CIE, PDF 7 7 A MIC L D E TR CTORM A2 AL LT
W5, TEREFIHT 23EAIME, B EANSERL CRAT S Z EnRAITH 5,

BEARD T FIZOWTIE, B3 ERERR R O O [ 3K 0 R AR E R AR — A
— VICHHESG TR E STV D,

SR TEEGA X Ea—T 3 —LERDOFSI &) 10> TR - 1R 2 235, 1
FORSERE 2, EFRIGICARE L TWAEHRS 1 FERIFICELHE LEEW RS IZOWT
TSR REDOMRE~DA VX Ea— |2 XV EAMER D PANREZRESE, 1 FORMME
EmbLMENDS, £z, MRFSGETSINAHH EOFEEZHEICETA2FHIZEALTE, I F
NUWET SND ETORIE, YikEHK ORISR T DR CESCB I O CES, b
DU ESR ERE IS EREE YV — ARSI LV AR DR FET 52 bic, TFO
FERIZ®H T > TIX, EFORM SCGE % B EFE AR R — A — U TR T 2,

7B, WEMASCREEOMMRO SN LREH SN TS TEERGRE ] < TE24NETOR
FERIL) \CET ATE B SR FHEICEDL Z ENH Y, TOREWIIT A ETRE T
H5,

4. FIHZELTOEERR

I FZ8AWNED B EBICBWTRNTZENTERWERLFERFEE L GEHLTIE
X7, L, BHEECERHAERL Y oET—y 3 ra— RSk a8fic kv, SUERe
ENEEMERE LR T AHAIIZIAT ERALRH S, [ FIXAREOTLHEEEY =
T, WEZEIRS OREEENER - T2 b0 TH DL Z L nn, R#E - BHIITHERE
ST EDEMG 2 NT E R L TN i b,

FREEAEE, [ FRAHL ETHIRMNCEEZMET H2EHREMTHY, 1 X —F > K
TONBE LR E 2, HFEEEORERANCHEAMA L 20K FE LERESN WD Z E2H
it U CHEMAZITHT 208N H D,

(2013 4 4 A4ET)




I. BiEICEY SRR

1.
2.

Bﬁ%éo)'fﬁjx:;fﬁ ........................................ 1
R DIETEEHY - WA oorrseeon I

I. &AW SER

L. JRGEA vereeemee e 3
9. BB e 3
3. HEYE R R oo 3
4. S TFRIROGS oL oeereemrereennnneeenn, 4
5. ﬂ::?j% (ﬁ%%{f) ................................ 4
6. B4, A&, BEE ZHETEE e 4
7. CAS BRERIE S wooremevemenemneneeeseneens 4

I. A s By 5EE
L B ZERGHETED oeereeeeeeeeeemeencnaees 5
2. AR ORI TIZRT DLENE - 6
3. ﬁ;ﬁﬁk%@ﬁﬁ%ﬁﬁ%ﬁ(f ......................... 6
4. ﬁ@ﬁ%@ﬁ;%(i ............................... 6

V. RHI“ET SRE
L FJG wemememeeemeneeee e, 7
2. BUFIDFAFE, -oeerrerrrrrrrreeerreeeenn )
3. WEEAL, FLAIONBAEISH T HEE o 8
4. BRORREME TSR 2 REM o 8
B, PHRUER OVEMRR DLLGENE oo 11
6. flAl & OB EZAL (MEULFENZE ) - 11
7. %t’j‘l\éf ............................................. 12
8. MM EERBRERTE oo 2%
9. RGHIHOEDRy OMGBABRIE oo 26
10. BUHIF OHFBRRS DEBTE e 26
VL. Sl weeemmememeemmememeeee e, 2
12. BT D ATHENED & 2 I -ooeeeeeeees 26
13, TERD LB - SMBLDNRFER TR 4812

Egj«é;l%%& ........................................ 26
Lh, D] weeeememmmmeneee e, 2

V. ARICEY 5ER
T e T 97
0 FHEERLOHBE oeeevereremmeneeeeineeens 97
S BEERRRGE oo, 28

b/

. EHEE(ICEY HEE
1. FEPARIC B S 2L AW UM LB -

. EYVBEICEY HEE

1. MLPREE DHERS « JUTEHE -oovvrrererrreeeees
0. HRMPBIEIRIG ST A B e,
3 WRUL <eeeeeeeeeee e
4o BYAT eereeeenene e
5. JRE <eeeeeeeeeee e
6. B <eeeeeeeee e
7. I UAR=Z BT o w e
8. é*ﬁ%b:ié%f%ﬁ ...........................

. ReM (FRALOIES) BT 51EE

1. %%W@k%@@m ...........................
2. HeWALzoin (FRsEET)

3. BNRESUIRN R BIE S D LoERE &

T T N
6. MEAR AR & 2 OB B O
UL -ooeeeeeerrereeeeseeeess e
T RREARF rreeeeeeeeeeensseeneeese
T
9. EHEAE ADEEE e
10 KR, BERE, BRI AOBG o
L A GBS B orreeeeeeereeee e
12. %%*ﬁﬁ%%b:&aiﬁ%ﬁ% ..................
13, SRS B oooeeeeeeeeeeeee e
14. i@ﬁﬁk@e‘z%ﬁ\ ....................................
T T
16, 20O erreeeees e

1. %@%}t%‘% ...........................................

37



X. EEMERICEHYT SEE

1.
2.
3.

© 0 =N o

10.
11.
12.

13.

TR 43 +ovveeeeermeemeseenneae s 51
ﬁ‘;j]/ﬁﬁ ﬁﬂx&i{iﬁﬁ/ﬁﬁ BE ......................... 51
R o AL cveereereeerneeee e 51
SEAN TN L ODVEEL T, veeeermveeeeronmeneeens 51
%%{7\%1&{;% ........................................ 51
/ﬂ% ................................................. 51
FRBEDMJEL worvverveenernemmennenreneaenies 59
Rl A5+ [AIZNZE woveereemmmermeeeeneeens 59
[EIBSHEAAR H | ceoeeereereemnemneenneneennen, 59
BUEIRCRRRHEH A R OIRRE G e 52
SRR ERAE H [ covveeeerremrmermeeeennnns 59
BRESUTNACBIN, ik O RZEH
SEANEEDAE H A RO DN coreeeeeemee 59
FRARR, PRl RAREN B LD

%g)lj\%j? ........................................... 592

14. ﬁ%ﬁ/ﬁﬁ&ﬁ ....................................... 592

15, A I RIS (2B D e oo 52

16. %*ﬁ:}.—}\ ....................................... 53

17. 1%[@%%{¢J:®(£%ﬁ .............................. 53
XI. X#k

1. glﬁﬁy% .......................................... 54

2. %@{ﬂ@%}%j{% .............................. 54
Xi. 3E&H

1. jfiﬁﬂ‘f@%éﬁ%{ﬂ ........................ 55

2. {@%L:%U’éﬁﬁ%i%'rﬁ%& .................. 55
X. %%

%@{ﬂ@%@@ﬁ** ................................... 56



I. BiZEICEY 5RE

1. FARORRE
TARYEYRUABEIZ, e R U UR AT AEFIETH Y | ffa
DBMARIFYE L A 0 5 F v XOVITRERINPTHES L. MIAN~O Ca® DA %
WS, BEECKHELE OFEHEmEIEs, —H. 7 hARREF AL
T AKFIMITa L AT e — L OASROREEESE TH D HMG-CoA = ILEESE O fHE
HTHY, abATa—VOEGHREMET S, 70T B XU VgL T v
WNRABF U N T LAKFYOEEFIL, AMTIE 2009 FIi2 EHiah T,
TAaIYE L 2.5mg DWW L bng & T ML ARRAEZF L bng D W 10mg ZHAS D
ETCHEAE LT~y FEGE 1HF =70 FAE2HE =7 v [FES3
FlI=7nm)] KOFEEAE =70 ) 13, =7 o WPARBEREM L L TR Z AR
L. FEEFE 0331015 5 Rk 17 45 3 A 31 A) TS & B R OB L2 5% E .
Bz e, A rrg &SRB 4 3206 L, 2015 42 8 H IZ7&GR & BufF. 2015 4
12 Aicise & Bas LTz,

2. HGOBEREYN - HFHFHEHE

OARANT., il EE K O ODIETRRIE T DRt V> U AEHIE DO 7 Ln o
vimalL AT — VIIELOEBEES IV AT e — VIEREETH D
HMG-CoA SZ TR LER DT b AR2A 2 F L ORAGRATH 5,

O7 vy v, BAPSERMEEEZRT IV T LAF ¥ X712y 1 —T,
e DR mIMERE ISR L TENTCIREIRZ RT, W< OhDED 5> 5T
HARUOVBIEITRICEN TR R R BT S Y,

OF FIARZRLZF /i3, IMG-CoA BRMAEIEFR THY ., Whp 2 =HRAZF
VREEREVWbRD Y,

OFFRMICIE, BIMERE, HidE (TP y) KOEa L AT e —LifE, %
BtEma L 27T — Vg (7 hAARZREZF ) ICHRAMERRD LN TWD

OfEAIORIZIT THE—7 T N4 - Btk - BE), BT THRIR S %%J®V
—W—HFEm L, £/, %%E*%%:@&%T“?&EUT‘% HE L,

OPTP v— FEMEIZIX, A THDLZ LRI D LD THRS4A - &%)
1 AUy FhZEIZERL, 72681 2—FH 1 AV v FRICER LT,

OFRZANEMR L LCix, (TavrT v y) BUEMK, RS, S, HERIEK
SE. AMEREA . R BET ey 7 BREERRE, KO (7 hLRR
HF ) BB RURRAE . I ANT — SRR I AN TF— BIER %
6. MFRERERE . PHUA. RMUE., MEERLERE . PUfERBAE . i/ RS E |
o S ST AR E  (Toxic Epidermal Necrolysis : TEN) . B g kb 5 AR i {6 A
(Stevens—Johnson JEMERE) . ZIALEE, mifbE, BEIRP., MEEMERH O

717



HTERHD HEAH),



. BAWMICET HEB

. BREA

(1) # BZ:T7~vLTZy MNidAELE (=7 1)
Ty NEGEE2E =70
TNy MILGEE3HE =71
TNy NEGEEA4E =70
(2) #* % : AMALUET COMBINATION TABLETS
(3)BMDER: —HAFEABARY =Y v 7 BEELFROBREEIETHL [T
~NxZy M AR THD =7 m) LT,

£
(1) 1 & (§B%) : T LX) Vg (JAN)
T RANRZREF T AAKFY (JAN)
(2) ¥ 4 (®%%) : Anlodipine Besilate (JAN)
Atorvastatin Calcium Hydrate (JAN)
(83) AT L T Aa U R UIVERE
=72V UR VT AFEBLA - —dipine
T R RAETF T KK
PUIEE R HIEA . HMG-CoA Z JLEER HE A : -vastatin

C BEAX T RS
Tha TRy VERE

Ch
Ca' ~ 3H:0




4. #FRRUDFE
SR T Au Y N UVER
T RN AREF 2 v LK)
NFE D T Aa YR VERE

T RANRZAZF T AR

5. {L¥8 (#%i%)

T AT N VRt

: CyollysCIN,0; + CoH 048
: CyllssCaF,N,0,, * 3H,0
: 567. 05

: 1209. 39

3-Ethyl 5-methyl (4RS)-2-[(2-aminoethoxy)methyl]—-4-(2-chlorophenyl)-6-

methyl-1, 4-dihydropyridine—3, 5—-dicarboxylate monobenzenesulfonate

(TUPAC)
T RIVRZAZF T AR

Monocalcium bis{ (3R, 5K)-7-[2— (4-fluorophenyl)—-5-(1-methylethyl)—-3-phenyl

—-4-(phenylcarbamoyl) -1H-pyrrol-1-y1]-3, 5-dihydroxyheptanoate} trihydrate

(TUPAC)

6. ERA, A& KBS, L5ES
Tha TRy VEREE
B RUVRT AT
T RARRAZ T U7 BRI
LR L

7. CAS B8 &ES

TAu YRR : 111470-99-6
T RN RAE T Iy AKFIY) - 344423-98-9



M. 58519 51EE

1. MELEZNEE
(1) 58 - R
VAN =R RN T 3 =)
HEa~HEHAAORMEOMRTH D,
ENICHRZIZBVWRH 0 . RITEZEN DY,
T RN AEF T KK
HE~MBEACOREEOM K TH D,
TR ZIENRBD b D,
(2) BfEH%
VAN =R RT3 =)
AZ )= VIZETRT <, =% 7=/ (99.5) TR0 ITIc< <, KIZHE
Fiz< vy,
T RIVRRAEF B AKFIY)
AZ )= VITBO THEITRT <, VAFILALKEFY RIZETFOT, K
XiF= s 7= (99.5) 12 THEITIZ U,
(3) ®iEH
HEER L
(4) MR (DR, B, HER
VAN =BV AN 957
Al K9 198°C (43 fiR)
T RN AETF T KK
HEER L
(5) BRIEEBEHTEHR
HMERR L
(6) NEFRE
M ER R L
(7) ZDMDOELGREE
VAN =BV AN 9517
AR =R (1-100) 1 TFEEMEZ RS R0,
%%E:K%@ﬁ%@@mﬂMml%%@memﬁﬁéEi;ﬂ%&u?
b5V,
K 0.5%LLF (lg, HEWMELE, BEEHRTE) V.
BBV Y 1 0.2%LL T (1g) Y,



T RIVARAZF N7 AAKFIY Y

BeYers : [al 5 @ —7~—10° (BiABICHEL7E B0 0.2¢. VA F L
ZJ)LARF TR, 20mL. 100mm)
K453 1 3.5~5.5% (50mg. 7B & TIE)

2. AVHSDBEEEHTICETIREM
Tha U Ry VERE
HEER L
T RIVRRAEF BT KAKFIY)
Ko ThxIZEAME R D,

3. AN OHERKARE
VAN =R NI .5
HAMBHOERLELED (72000 XUVERE | MR BREIC
T RANRRAEF AT Bk Y
HAMB T OERLESLD 7 MAVNRREZF Uy LKW fiRAREIC
L5,

4. BRDDEE!
TLAu T Ry UERE Y
AR HFOERBSED [T oY XU V] ERIEICLD
T RANRREZF TN KT Y
AARERD I OERMERZDOIT MV ARAZF N>y MKW EBIEIZLD



V. &H|ICEAY HIEB

1.

-1

(1) FDORXRB, 5E8REUHEIR
DRI 82Kl (7 4 v bha—F ¢ v 7 5E)
2) ALK OMIER - TRt RIS #

(2)
(3)
(4)

TNy M7y M T vy | Ty b
kR 52 4 BlaBE 136 | BdGBE2F | BB E | A4 FE
(=71 (=71 (=77 (=71
VI, NI .,
r=7ny r=>noj
4t iZ LA &F , NP FRALSARF 7 M HARTF
: f;:,‘g. i I ylg?‘;‘ i ?zasm"!'jst:y 71;.01:1"176&'/
| | | N |
DTV EAD DTV AD
HED 7 4 HED 7 4
. 7 v 3 _ A A= _
% /N _ . b a—T _ y b a—T
—7 /r ‘\/ N -7 /r ‘/ N
- PEVE/E - °© T EE
(Ef) 8.1 | (ER) 8.1
E£E (mm) 6.6 6.6 _ _,
oy GER8) 4.6 | (%) 4.6
& | B & (mm) 2.7 2.6 2.8 2.8
H & (mg) 103 98 103 103
TNy | Ty | Ty | Ty
M1 FBI=7 | 2FI =7 | F3FI=F| haFI=7
=NV =NV w] o/ =NV
ENENE AN T RANZR| T RANRZ| T RANR| T KRR
A F v bmg | XF v 10mg | X F > bmg| ZF > 10mg
AN =2 <l By VN = SN -l B VNI = SR -l B VNI = SR o
> 2.bmg > 2.bmg > bmg ~ bmg
BEOYHE : L ER L
HAO—F YL
pH, REEXL, #E, LE, BEEOERUVLTEL pHESE : X4 &R L




2. HEOHERK
(1) A8 S GEMHERS) O&E : Filflli#
(2) Fmyyp . FTioFITLH

TNy b | Ty b | Twmy b | Ty b
kR 52 4 Bl & e 1% Bl & BE 2 & Bl & 8E 3 & Bl & 8E 4 &
(=7 nm (=71 (=71 (=71

HARIKFSEF 7Aoo Tobv Uik
(72 ELT)

3.4Tmg (2. 5mg) ‘ 6. 94mg (5mg)

=h b 4>
ﬁéﬁi AR 7 MV ARRAZF BT AKFIY)
(7 b n"zxHZF L 1LT)
5. 425mg 10. 85mg 5.425mg 10. 85mg
(5mg) (10mg) (5mg) (10mg)

e — 2 BEIREE LS T A, KRB TRV T A, T
N7y —fbT T AN AR—RAF N TA ATT
Vo~ 32> Uh, ERexv o lkirin—2, K E
Wom | =T a— T UNNER AX 7 UNEEATIVIEESGIK,
VAN 2| SN o % P aN =R

WA= T b W = gk

Bk Bk

(3) ZDith
FY LR

3. BEAF, ALFOLBEIIRNT HEE
L

4. HHEOBZTEEXHTICETLILREN
R W17 A7 Bk
RERSAE  2512°C. 60+5%RH
O7~Nzy MEASE1LHF =71 ¥
PTP al%4& : WHEE (R 7oL 740 - TAIHE (TAI=TL K
TF LT IFR— T 4V AR))

RE | 3 6 7 OH |12 | 187 | 24
IHE & O

1% BRGGEE| At | A% | A% | A% | A% | A#
MR (9 F 0 D7
ﬁ%(ji %@ 1 WA | HEAe | EmAe | mAe | HWEe | EmEe | #mA
VT —F 4 T BE)
e R B WA | HEAe | EmAe | mAe | HWEe | EmEe | #mA
BRI — B (15. 0%
LLTF) N B B B B B N
(T AP HE e
P ¥ )




BHN— MR BR (15.0%

LLF)

(7 RARZEF L H wE B - B - | BE

VT KKFNY)

WHIERER (15 2 o

FoTREE) wa | Ee | Ee | me | Ee | Ee | EAe

(7 e X)L

35

TR B (45 > 0 H

% o/

f;ifﬁf;&%m wa | e | e | we | we | Ee | #a

VT KKFNY))

& (95.0~105.0%) 99.5 | 99.7 | 98.9 | 99.8 | 98.8 | 99.9 | 98.8

(T Lra PRI |~ ~ ~ ~ ~ ~ ~

i 1) 100.7 | 100.2 | 99.6 | 100.4 | 100.1 | 100.2 | 100. 3

& (95.0~105.0%) 99.4 | 100.0 | 99.2 | 98.9 | 100.0 | 99.7 | 98.3

(7 bR REZF 0 ~ ~ ~ ~ ~ ~ ~

L BKFn) 100.9 | 100.8 | 100. 1 | 100. 1 | 100.6 | 100.9 | 100. 1
(n=3)

@7~nrxTy FELAREE2E =71 Y
PTP @ : @¥ERE (R oLy « TAIHE (TAI=U b - KRz F L

FZIF— M7 4L 248))

e | 3 A 6 9K | 124 | 184 | 244
" OH

B R URH BH AR | H 14 H # A # H# A # H#
PR @D 7 4 A
r_ﬁ;fﬂ%) ! we | e | Wa | we | WA | #e | Eh
e R S BR WA | BA | BEY | HWe | HWe | EHA | E@E
BRI — PR (15.0%
LLF) N B B B B B N
(7 AP N HE Ha
#)
fA ) — PR (15.0%
LLF) ~ B B B B B ~
(7 RV RAXF v Ha L
> AKFY)
R (15 M o%H
$ : 70%1J\J:) PAN AN PAN SE N AN PAN AN
ramoE s | BO | B A | ES | ES | A | ES
#)
WHIERER (45 AR H
% : 70%1J\J:) PAN AN PAN SE N AN PAN AN
(F LR ST wWE | BES | BS | BES | BES | BAe | B
7 LK)




& (95.0~105.0%) 99.1 | 99.1 | 99.4 | 99.5 | 99.1 | 99.5 | 99.2
(T e X Lpg ~ ~ ~ ~ ~ ~ ~
) 100.8 | 100.4 | 100.0 | 100.7 | 100.8 | 100.6 | 100.9
G (95.0~105.0%) 100.2 | 100.5 | 100.3 | 99.6 | 99.5 | 100.6 | 99.5
(7 "RV RAEF T | ~ ~ ~ ~ ~ ~ ~
U LK) 100.6 | 100.7 | 101.1 | 100.1 | 100.2 | 100.7 | 99.9

(n=3)

@7~y NEAEIH =71 ¥
PTP Al : AETRRE (RY Fub'Ly - TAIHE (T AI=T L - RV ZFL T
SAX— M7 4NV L))

H O RE | 3D 6 7 OH |12H | 187 |24 H
B ! BRGRIE| Ht% | Atk | Atk | H#& | H#%& | H#
MR (D FTWVWEBED T ¢ | . . . . . .
Wb ) WA | #e | EA | EmA | EmA | EBA | EO
fife TR e B WA | #e | EA | EmA | EmA | EBA | EO
fFI— M BR (15.0%
PLF)
%A\ _ _ _ _ _ %A\
(Fha LR E=
b=
RN — M BR (15.0%
PLF)
%‘A\ _ _ _ _ _ %‘A\
(FRANZREF B | 0 B
7 LK)
mHERE (15 SR o
R 70%LL E
i?bﬁégyxyw@ WME | #HEe | #Ee | BmAe | EmAe | BAe | WA
b=
R ERER (45 DR OEH
R T70%LLE) .
. wi/x‘w%m/» WA | A | A | e | WA | e | e
DAV L7
& (95.0~105.0%) 99.3 | 99.5 | 99.3 | 98.8 | 98.9 | 99.0 | 98.8
(T LA PRV | ~ ~ ~ ~ ~ - N
b= 100.4 | 99.9 |100.5] 99.6 |100.7 | 100.4 | 100.5
& (95.0~105.0%) 99.8 | 100.1]100.11] 99.3 | 99.6 | 100.5
(7 "IV RAEZF T | ~ ~ ~ ~ ~ ~ 99. 7
DN S L7/ 100.5 | 100.4 | 100.7 | 100.3 | 100.6 | 100. 6
(n=3)



@7~y FNRAEE4LE (=7 a9
PTP A : AldEgRE (RY Yuvt’'Ly « TAIETAI=UL R ZF LT
X— b7 4 VA1)

-~
I
~

RE | 34 6 9% | 124 |18 | 24 4
TH H K OVHLRS
F BilaRE| A% | Ht2 | H#&2 | A% | H#%& | H#
MR (HEO 7 L3 — . . . . . .
S8 WA | EA | EBA | BA | B | BAY | BHA
fife B Pk WA | EA | EBA | BHA | B | BAY | HA
BRI — P BR (15. 0% LL
) N N
(T a3 E e L
b=
RN ) — PEFBR (15. 0% LA
)
%A _ _ _ _ _ %A\
(FhanzzFraa| 00 T
DAV L7
EHIRE (15 Mo’
R T70%LLE) .
(7 A0SR WA | EmA | @A | HA | @A | EmAS | HA
b=
WHEER (45 DB OB
R 70%LL E
i?bﬁi;&%yﬁw wa | wo |Ee | Eo | Ee | Ee | Eo
7 LK)
A1 (95.0~105.0%) 99.8 | 99.7 | 100.0|100.3| 99.3 | 99.9 | 99.4
(T A PRI | ~ ~ ~ ~ ~ ~ ~
b= 100.4 | 100.4 | 100.2 | 100.5 | 100.6 | 100.1 | 100. 1
A (95.0~105.0%) 99.5 [100.5|100.0| 99.3 |100.1|100.7 | 99.1
(T RIVRNAHF 9 ~ ~ ~ ~ ~ ~ ~
7 LK) 101.0 | 100.7 | 100.8 | 100.2 | 100. 7 | 101.1 | 100. 0
(n=3)

B ml o 2 7 R RER (25°C. MHRHEE 60%. 2 4ER0) ofEE . @
OHGIE FIZBWT 2HEMEZETHD I ERMRINT,

CARERUVBBEBEOREL

R L

e EOREEL (MELZOEL)
AR L




7. BHME

VA IR BYIC 38T B L

O7~nrxy MNiEREE1HE (=7 m ) P

(TR B EIESOED PRI EERBRT A 742 PR 9F 12 A 22 B EEES
487 . PR 13425 31 A —ERekIE BEHEFEIEN 786 %, VAl 18 4F 11 H 24 A
—ERMIE EAER R 1124004 SR OVERK 24 45 2 A 29 H ik IE A AR
0229 % 10 5| ROt [ RA A % 8 1 [T WA 0 9 210 R SHERBR T A R
AV PR I24E 2 A 14 B EREF 64 5, TR 244E 2 A 29 B —EKE KRF
A% 0229 %5 10 5 )

BR 05 1k

AR 2

BRI DR L -
BRI D &
BRI

BRI ORI

D ARG —ABRERERRE (N FVER)

37+£0.5C

: 900mL
: pH1. 2= H AR I MR 1K

pH5. 0= 8 7= McIlvaine O #%fEiE

pH6. 8= H A5 7 xR 2 K

K

[FI#% 50rpm DA pH1. 2, 5.0, 6.8 KUK
El#5% 100rpm DA pH6. 8

Rz TR OWT BUTIZRT (1) R O(2) 0 R HE % i

el & WHEBNFEE L HET D,
(1) R H =
O #ERLFI AN 15 43 LN ) 85% UL EIE T 554 -
ABRTAI Y 15 43 ANIZ 1) 85% UL LiEH 3%,
OFEAERIFN AN 16~30 73121 85% LA LT 2456 -
HEE YE I O SR ES A 60% S Y 85% 13T & 72 2 38 24 7
2 RF T B T BB oD 2 2 HH 3R 2 B v SR 0 S 1
WHI=E £ 10% OFPAIZ 5 2 2> T £2 BB i 50 B E
ThD,
OREAERLFI AN 30 43 AN ) 85% LA EIEHI L W&, T
FEOVWTN OO ICEAT D,
a. BUE SN 3BR R I 3 W THEVERLE o SE R PR SR 8
85% LA L 7p D b & FEYERE O SRV DY 40% K
W B5% AT D Y 72 2 Wiz W\ T, RERILAI D %
Vs HH SR AN B YE R D S PA AR T 10% O #iPHIC & 5 2>,
XX 2 O EIZ 50 L ETH B
19—



b. BLE S 4172 BB IRF 1T 8 W TR HE LK o0 S 2 9 SR
50%LL E 85%ICFE LR & & FEHERKINHE S s
ARBRIFRHNC B 2 F RO 1/2 OFHEHRE R
I AR B R OV S 7 R B CRBR R
Fl) 0 3B s L 5 73 5 ¥ B 1) D P2 P41 HH R 8% D iR T
5D,
(2) 18 % D =
A& LR IRE ST 38 1) 2 BRI A o 8 2 DB HIRIZ DO W TR
FTOWThNDOEREIZHEAT S,
a. IEHERIF| O LR RN 85% L EICiET 5 & &, sl
A OFEEH =R E165% ORI Z B A 5 b O 12 fidh 118
LIFT, 2% D#HZEB A2 H DR R0,
b. 1 Y B D SR H RS 50% LA EIZFE L 85% 1T L 72\
EE HBRBEH O EHEL12% O EB X5 ON
12 fEH 1 ELLT T, £20%0HEEEZ 5 b DR,
AR R CREERBR T A R4 > T vy MlGiE 1 & =
T CEERFIORHFB AR L, ZO/E. RTO%E
RICB W TR O R EEOHERE L2 L Tz,
AN A FICRE T D &Rl LT,
()7 Lraory
ABRIKR pH1. 2 1286 1T 2 I Hli# (mean+S.D. | n=12)

00 F e a
e
i
F B0 [
% 40 —e— FYIyhEES I EIZT0)
20 ---0--- PRI IvhBECEEEIEIZT0O)
(o L L 1
0 10 20 30

#Z BB (5
BRI pH5. 0 2B 1T B BB B (mean®S.D. . n=12)

100 F -
—
B 8o L =
&
= B0 f
7 40 r —e— LIk Bl & B -T0l
20 ---O--- PRI IvrECEEEIEIZT0)
O LI 1 1 ]
0] 20 40 [5]0]

FEIBOFE] (530



AR T pH6. 8 1251 B IR H i #t (mean=®S.D. . n=12)

100 F
e
80
H
ZE B0
% et o e sm
2 ap —e— FYAIyECEER B2
o0 ---OF-- PR Ivh BE &I EI 200
O D 1 1 1 1 1 1
0 B0 120 180 240 300 360

@0 (53

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100
E 80
=80
\U{U, 40 —e— PRUIvhBLEEHN BIZT0)
20 ---0O--- 7RI Iy ECEEESEI 200
0 . . . . . |

0 B0 120 180 240 300 360
2 E 0] (53

BRI pH6. 8 (100rpm) (2351 2 IR H iR (mean=*S.D. . n=12)

I B, w3 |

P
80

N

B0

% a0 e TR B

— PRIy BCEER BEIZTO)
20 -=O-- 72 Ivh oS3 B 2000
O LI 1 1 ]

0 10 20 30
fi 3@ B ] (557

()7 RN AHF
AR IR pH1. 2 128 1T B F R M i #f (mean=®S.D. ., n=12)

100
B s F
]
% B0
2640 —e— PUTukEREE B0
20 === PRI Bl EdEs & 0
O LI 1 1 1 1 1 1
0 o0 40 B0 83 100 120

fiee 1@ B ] (530



ARBRIE pH5. 0 1281 B E R H i #t (mean=®S.D. . n=12)

100
Eoan -
(it
w60
Q a0 L —e— P LIvhECEEH EBI-T0
20 ===O--= TR Ivh B S REs EI 20l
0 O ' : !
0] 20 a0 18]
#RIEEFE] ()

BRI pH6. 8 (2B 1T B LA B (mean®S.D. . n=12)

100 |
B ao
a
%= B0
% an —e— P Er A E200)
20 - ---O--- PRI Iv-EDSEESEI 250l
8] D 1 1 L 1 L ,
O 60 120 180 240 300 360

fiee 1@ B ] (530

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100 ¢

a4}
o}

—— FIIIvhECEE EIZT0)

() 4 EE 5
s @
S o

---OF-- PRLIxk LS I -0l

=]
o

O

Ll 1 1 1 1 1 ]
a 20 40 B0 80 100 120

fiee 1@ B ] (530

BRI pH6. 8 (100rpm) (2B 2 IR H Hh#E (mean*S.D. . n=12)

00 - e 0
% e L
]
F 60 —e— Ty ERa s B0
0,
é 40 ——O--= 72N Iv Bl EdEs & 70
o0
0 O ' ' !
0 10 20 30
#E 1B AFE] ()



@7~nrTy FELAREE2E =71 ¥

(MR EIRLOEMTFIOIRENRRBRT A RT7 A4 SER94F 12 A 22 B EIEFEH
487 %5, FRL 1345 H 31 B I IE EIFEFRE 786 5. FHL 184 11 H 24 A
—HkIE EREFEAFKE 1124004 5 K OVERL 24 4 2 A 29 A —HkiE KAEEKAER
0229 %5 10 %) KON TEHE&N R 5B 0 ERRAIO LY FHRSEERBRT A FZ
AR 1242 A 14 B O EEEE 64 5, FRL24 452 A 29 A — i E KAEF
A% 0229 55 10 1)

BRIk C AARSER T — R B A R B E (8 RViE)
AR SR A
AUBRIE DR : 37£0.5C
AERK O & 900mL
BRI : pHI. 2= H AH )G J7 s A BR S 1 R
pH5. 0= 7= McIlvaine O #EfE g
pH6. 8= H AR5 J7 v R 25 2 W’
K
ARBR OFESE ¢ [FHEE 50rpm D& pHI. 2, 5.0, 6.8 LUK
El#5% 100rpm DA pH6. 8
I KL vE TNy NEAHE1E (=7 m) OHEEELRFRT
BV LES AR A R A o CT vy MR EE2H [=
Ta CEWERAIOENFEES AL, TORE. £ TO%
RIZ B W TH I B O R MO E R EZ 2 LT\ iiz ),
AT A FICRE T D &HIT LT,
()7L PE
ABRIK pH1. 2 12861 2 Hli# (mean+S.D. | n=12)

100} O
B

=20 r
a
80
% ap —e— FTAIvElEE2 B 20

o0 ~=-O--- PN IvHECS EE4 B 2000

O Ll L L I
0 10 20 30
#2 i@ BFE] (439



ARBRIE pH5. 0 1281 B E R H i #t (mean=®S.D. . n=12)

100

¥ |

o]
[
T

() B4 EE g
@
o o

—e— TR IvhECE 2 EI 20N

20 === PRI BL& R4 B 2700
O Ll 1 1 ]
0 20 40 B0
#F @ BFE (55

BRI pH6. 8 (2B 1T B LA B (mean®S.D. . n=12)

100
s
80
t
F B0
Elé 40 —e— TR IvECEEZEIZTO)
20§ ---O--- PRIy BeEE4 & Z 0N
O U 1 1 1 1 1 |
0 510] 120 180 240 200 360
fietaE B ] (537

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100

B e - &l
s
)
%40 —e— PRUTuk B S ER2EIZT0)

20 ---O--- FILIvHELE S EIZT0)

O LI 1 1 1 1 1 ]
0] 20 40 B0 80 100 120

1% 1885 ] (47

BRI pH6. 8 (100rpm) (2B 2 IR H Hh#E (mean*S.D. . n=12)

100 o
B
80 |
i
F B0 |
%4 Ty B s B
L4 —e— FTNIvhECS R EIZI0)
20 ---0-- FIIvHEEEEEA T2 2000
O LI L L ]
0 10 20 30

% @8] (57



()7 RN AHF
BRI pHL. 2 ([2 BT B BB R (mean®S.D. . n=12)

100

o0
o
T

(X)) #4EE 5
s @
z o

—e— 7P IvhECEFEZEIZT0)

[
]

---O--- PRIy BEEER4 B 200

20 40 B0 80 100 120
R85 [ (53)

o
o0

ABRIE pH5. 0 1281 B E R H i #t (mean=®S.D. . n=12)

100

B oen t

i

= 60 |

% an | L:—[| —e— PRIy ECS T B0
e s ---O--- PN IvELEEFA B 220
o o ! L |

0 20 A0 B0
FR IR OFRS (4

ABRIE pH6. 8 121 B IR H i #t (mean=®S.D. . n=12)

—e— 7Y IvhElEFEZEIZT0O)

o = a0 PN L o < W=+ < e

O 1 1 1 1 1
8] B0 120 180 240 300 360

#2028 8] (53

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100 |
B 8o
un]
= B0
Q o L —e— 7Y NIvhBElEfEzEIZ70)
50 ---- PR Ty B4 T2 20)
(Ol I L L L ; !
0 20 40 60 80 100 120

#2028 8] (53



FABRIR pH6. 8 (100rpm) (2B IT 5 FEHWEH dh#R (mean+S.D. ., n=12)

{X)HEE 5

00 o e " |
20
60 —e— P Tk ERSEEE =S
40 O PRI b BREERAEI =T
20
O r_l 1 1 |
0 10 20 30
AR OFE (53

@7~y MilGE3 & =7 m ) ¥

(TEREIHELOED TR EERRT A FF7 4 ER 9 12 H 22 B EIEES
A8T 77, “F-pk 134 5 H 31 H —HBIE [EHFEFE 786 =, Fpk 18 4 11 7 24 A
—IIE EREF A 1124004 5 K OVEAL 24 45 2 A 29 H —#diE 3EEF AR
0229 %5 10 &1 )

AR T 15
N &S

BRI DR
: 900mL

B IE D &
BRI

BRI O FESH -

D B T — B IE IR HAREBRIE (8 FVIR)

37£0.5C

: pH1. 2= A ARIF H I HRERF 1K

pH5. 0= 7= McIlvaine DFEE K

pH6. 8= H AHK 5 J7 I B 2 Wik

K

DA =R
[FlI#5% 50rpm DA pH1. 2, 5.0 K TVK
M54 75rpm DA pHe. 8
El#E4 100rpm DA pHb. 0

)T MR EF
[Bl#5 5 50rpm DA pHl. 2, 5.0, 6.8 VK
[l#5% 100rpm DA pHb5. 0

L BRI O TV | B 0 TS R & T 5

TARTOEERBREMAICENT, LTOWTRrOEEICHEA
ToHEE, WHEBMAFB LTS &ET 5,
OFEHERF S 16 57 LLNIZ ) 85% LA B4 5256 -

B AN D 15 43 LNIZ ) 85% B BRI T 5,



OIEHERAN AN 16~30 7712V 85% UL EIE T 24546 -
TRHERLAN D PR H RS 60% MY 85% T & 72 D 4 72 2

I RIC BV T

A IR BT 0D S 28 P HH R DA HE B 00 S 2 i

RE15% DHFPHICH 5,

OEAERFIA 30 4y LANIZ 8 85% LA RIEHI L 722 WG4 -

UToREEIZHEHET D,

a. HE SN BREEMICE W TEER K O B EHERN
85% LA L& 7e D & & WA OB HEN 40% K O
85% 13T D Y 72 2 B AU BV T, sRBRRLAI 0 T 1R H
DIEERIF OB HE £ 15% O H 5,

(D)7 Lrr P

CHLUE E U7 BUBR R [T 0 W TR Y LA o0 S I SRR

50% LA | 85%IZi#E L7y & & | EMERLFI AN HLE S 4172 3Bk

WERIZ 35 1F 2 W =R D 1/2 O E R 2 73 2 /e

REAi . R OVHLE & 4L 72 sBRIRE L J6 > TR R B ) oD S B

H SR M HE RUH O PR HE £ 12% OFPHIZH 5 . U

f2 BB OEN 46 LLETH D,

BT D ASEERBR A R T4 o CT~vy MEEARSESH/ =
Tr CEMERAI ORI FS A KR L, TOME. 2T
IZB W CTIEHEB O BRI O R EEEZM 72 L Tz,
] BH DB E T LTV D Ll L7,

BRI pHL. 2 [2B T 2 L H AR (mean=S.D., n=12)

100
e
80
H
E 60
% a0
20
0

1
—e— FRLIvHELE&FEIEIZ 0]
------ EERE|(BO S EE)
m; : !
0 10 20 30

& BFfE] (53)



ARBRIE pH5. 0 1281 B E R H i #t (mean=®S.D. . n=12)

100 |

a4}
o}

() B4 EE g
s @
S o

—e— T IvhEiEFEaEIZT0)

---O--- REMA| (B S 5

=]
o

O

D 1 1 1 1 1 ]
0] 20 40 80 80 100 120

#2885 ] (570

BRI pH6. 8 (75rpm) (21T 2 B H AR (mean®S.D. . n=12)

10 ¢ o g
F ap L
it
E B0
% 4 —e— PIUTyHEEE R E =IO
o0 O EERAI(EE D)
O Ll 1 1 1
0 15 a0 45
FE IR OFE ()

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100 ¢

o
o

B TR S St

(X)) $4 EE o
s @
z o

—e— TR IvhECEEESEIZT0)

)
]

---0--- RERA| (LS EE

60 120 180 240 300 360
HE1@BFE] (53

o
=g

BRI pH5. 0 (100rpm) (2B 2 R H Hh#E (mean*S.D. . n=12)

100 F e O
L -
pes
80
it
= B0
% b -, g -
= 40 —e— P IvkEREiEIEI 2 D0l
o0 ---O--- B (Bl S5
O LI 1 1 1
0 10 20 30
#RIEEFE] ()



()7 RN AHF
BRI pHL. 2 ([2 BT B BB R (mean®S.D. . n=12)

100
F oen
it
s 60
E{U, 40 F —e— PRIy ElEHIE 20
20 1= [¢-r=r )
0 0O 1 1 1 | 1 !
0 20 ap B0 80 100 120

#2028 8] (53

ABRIE pH5. 0 1281 B E R H i #t (mean=®S.D. . n=12)

a4}
o}

—e— FRIIvHELEFIEIZT0)

() B4 EE g
s @
z o

---O--- RERF (AL S D

)
]

O 1 1 1 1 1 ]
0] B0 120 180 240 300 360

BB ] (53)

ABRIE pH6. 8 121 B IR H i #t (mean=®S.D. . n=12)

100
E 80
%= B0
% a0 —e— NI EA I E -0
T O AR AT
0 ' ' : . . .

0] B0 120 180 240 300 360
R85 [ (53)

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100

o
e}

—e— 7Y IvHELEEFIEIZT0)

(X)) B4 EE o
@
o o

---O--- RERH| (AL S

=]
o

0] B0 120 180 240 300 360
@8 [ (53

O



BRI pH5. 0 (100rpm) (281 2 P dh# (mean=S.D. . n=12)

{X)$HEE ¢

100 b |
g0
60
—e— 7 L IvhECEEEIEIZ Ol
40
- IR A D)
20
O LI 1 1 ]
0 10 20 30
#2BBFRE (4

@7~y NG 4K =7 m) 10

(TR ERLOEM LR GEERBRTA RT A4 FAL94E 12 A 22 B EHKEH
487 5. R 13425 A 31 A —#idiE BEIEEIEE 786 . PRk 18 4 11 H 24 H
— R IE AR IEE 1124004 5 K OVERL 24 45 2 H 29 A —fckiE EKARAR

0229 %5 10 =) )

AR T 15
N &S
BRI D IR EE
B IE D &
BRI

BRI ORI

I s
B EEES

D B T — B IE IR HAREBRIE (8 FVIR)

37£0.5C

: 900mL
: pH1. 2= A ARIF H I HRERF 1K

pH4. 0= 7= McIlvaine D FEE X
pH5. 0=7# 8 7= McIlvaine O #%f#iE
pH6. 8= H AR J&) J7 v e BR 25 2 W’
K
7Aoo
[Fl#% 50rpm DA pH1. 2, 5.0, 6.8 L OUK
NT RANRKF
[Fl#% 50rpm DA pH1. 2, 4.0, 6.8 L OUK
El#E4 100rpm DA pH4. 0

TNy MEAEE3E =7 0] OfELRELRFLC
CRIEMERBR A R T A > TT vy NEAEE4E =

) PERERFIOBEHESE R L, TORE. T ks
Z B F D pHl. 2 FERIE (50rpm) TITHELIMENR D S o
oo e B BEERRAN S 723t R & U BRI SRR T,
MRANTI AV FHICFEE TH L Z ERHERIN TN D,



)7L
ABRIE pH1. 2 128 1T B F R M i #f (mean=®S.D. ., n=12)

100 - -
R = S w s e |
beas
=20 r
B
B0
% ap —e— F7IIvEIA A EIZ S0
o0 ===C--- EENEH|(ELSFD
O LI 1 1 ]
0 10 20 30
FEIREFE] (4

ABRIE pH5. 0 1281 B E R H i #t (mean=®S.D. . n=12)

100
& e
nw
%= B0t
s 40 - —e— PR Toh BESEEEI 0
20 ---O--- EERA(E S 5D
O LI 1 1 ]
0 20 40 g0
BB ()

ABRIE pH6. 8 121 B IR H i #t (mean=®S.D. . n=12)

100 ¢
e
80
un]
E B0
fé a0 —e— FILIvHELEiFAEI 20O
20 ---0--- RERA| (A& T
O U 1 1 1 1 1 ]
8] B0 120 180 240 300 380
1218 BFE] (53]

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100 -
5 80
i
B0
%40 —e— PRIy EiEEAE 0
20 ----- A (EL S EE
O LI 1 1 1 1 1 ]
0 20 40 50 80 100 120

@ BFfE] (73)



()7 RN AHF
ABRIE pH1. 2 128 1T B F R M i #f (mean=®S.D. ., n=12)

100
& ogn b
H
i 510
= B O 0
¥ 40 —e— PR T Al SR EIC IO

20 ---0O--- {ZERE|( AL S §E)
O Ll 1 1 1 1 1 1
8] 20 40 B0 80 100 120

#2885 6] (47

ABRIE pH4. 0 1281 B E R H i #t (mean=®S.D. . n=12)

100
Fos0 e Ok
H
%= 60 [
a0 —e— pR T BT A4 E IO
50 ---0--- B (ETE D)
o O : ' )
0 20 40 B0
@B (57

ABRIE pH6. 8 121 B IR H i #t (mean=®S.D. . n=12)

100
B a0
a
= B0
E}g\ 40 —— 7Y IvHECSEAEI IO
20 ------ EERE| (AL &)
0] L L 1 1 1 |

0] B0 120 180 240 300 360
@B (57

BRI KR T 2 FEE i # (mean=+S.D. | n=12)

100 ¢

& oso t

s

= 60

Q a0 L —— FUIvhElEERAEI 20
o0 ------ EERE| (AL &35
O I-_I 1 1 1 1 1 |

0 20 A0 B0 80 100 120

R & B E] (53



10.

11.

12.

13.

14.

BRI pH4. 0 (100rpm) |

- EYMFRHEERE

LN

{X)$EE o

100

80
60
40
20

BT EHEH AR (mean®S.D. . n=12)

—— PRIy EIEREAEIZT0)

---O--- EERH|(EL& )

- BHAD OB S OHERHRE

Wks7a~ 7o 7 4 —

HEAPOEHNRTDEE:

Wk~ 727 40—

bRl
4L

BATDHAREMDHHRMY

U EE e L

15 30 45
TEIEBFE (52)

EENDELGRSG - NENBRROCEHRICEHT H1FER

AR L

FDih
PR/



V.

ARICEAT SEE

1.

LB ESES

AKEF (T T MARREZFUREA]) I, 7200 KO LR A
AF AN L BDIEBENEY THLUTOREIHEHT S,

BT Y E S . ma L AT e — VIIE X IXE RS a2 L AT a— ) VIILE %
FERLTWDEE

B, 7L LT MANRRAEF DG - NRIFUTOLEEY TH D,
7LODEY

« i I S

- BRME

T RILISRAF
cEmal A7 a—/)VIE

cFHEMES T L AT a — LIfE

(Bhee - HHRICEHET HAFERLDEE)
1BV =P 2
TAaVE IR BEPERTHITD, KANTBREARIBREE T 5 REE
POE TR LW TE R0,
2)7 RN AEF
(D#EHORINZHm7emEEEML, ma VAT —/VE, FEEma b A
THR—JMIETHDH I L EHER LT ETAROBEHAEZEETDHZ &,
Q)FEMEFE 2L AT v — VIJE R ETEASEKICONTIX, IDL-7 7 = L— A
SEDIEEYBEEOHMBIE LT, HD2WIEEN D OEBEENFERAGERLES
WCARBIOERZZET 5 &,

2. RERUVAE

AEN (T LTy T MARZRZFUREGH) X, 1A LEROKRET S, 28,
UTFTOT7 w7 MAARZREZFUoORE - HEICEKSE, BEEHICHEL R
HhHT L,
7LOPEY
o 1 I JE
WE . RACIE T P LT 2.5~mg % 1 H 1EBEOREST S, B, JE
WIS Tl BT 2 28 2R A 0723581203 1 A 1E 10mg E THET LI &
MWTE D,



- BROVE
WH . RANZE T Ae e L Teng 2 1 B 1REEAREST S, bk, JERIC
J& U BT %,
T RLNRAFY
s E L AT o — LIILE
WE, RACIET bAARZRZF L LTlmg 2 1 B 1EROKEET S,
2RE FE ERIC KD B EHEE T 2N FEIEDOSE AT 1 A 20mg £ THETE D,
- FZlEMER 2 L AT v — LI E
WE, RAIET bAARZRZF L LTlmg % 1 B 1EROKEET S,
2E FEE ERIC R D EEEE T 2N FEIEDOSE AT 1 A 40mg £ THETE D,

(B - AEICEET HSFERLDEE)

LFERHIE LT, 7P RORT MAARREFUEHMA. HDH0TWT—
FEFERLTWLIHEAEIC, AAIOEREZBRHTL2Z L, ok, WA O
TN —FHERHA L TWLBEICAKEZMEHT 2561, BFORELZ+7IC
EE L7 BT, SHRAOHH LY b ARFOE G EY Th 2 EEIH W 5
L,

2.AKH (TLruTE s T RANRREFURAH) TRO 4 -FIND D,

T~y MiGEE (=71 |

1% 7L0 P 2.5mg/7 RVRAK T bng
2% T AUV 2.5mg/T MR RHZ T 10mg
3FE T ATV bmg/T MIVINAH T bng
43 . TPy bng/T PN A KT 10mg

FREGHEUNAOHEZEGT 285413, @07 Lv v BAITT b
NWNRAZF VRN A NDZENTEHN, TNETNORSOHE - HEO#H
FHANCTHET DL,

3. EREKAIR

(1) BERT—21\v7r—2
MM ERR L

(2) BRERHHER
MM ERR L

(3) ERARFEEMAER
MM ERR L

(4) FHRERMRER
UG L

(5) IR ER
1) BEEALLTRHEREHER

MM ER R L



2) HEHE
MR L
3) REMHR
MR L
4) BE - FERRR
MR L
(6) amMmER
1) ERARMAE - HECAREAE HIRD) - WERTRBERAR (h
B 4 B BR AR
MR L
2) RREHE LTERFEONBXEEE L - HROME
MR L



VI. EMEBICET HIER

1. EEZMICHEHSLEMXITILEYME
AN =B N e Rt )R AT AR (=72, = H
TErr )
T hANRALZF o EIMG-CoA IRILEERILEFEA] (T NALZF N T L EZN
ABZF T L )

2. REHER
(1) 1ERERGL - ERHRF
1. 7LADEUARYLERE Y
e R U PRI LEFEL L TOERERT A, EHORE
DIER TR TH D LW FMAE R T 5,
e RrEU ORI Y AEFIIIEEMKAE LB LT AT ¥
FOVICH RIS L. fIRNA~O LY T AORAERL SED Z LI
£V SR L O R A AR S D,
2.7 FILINRAF AL LKkFH Y
AL AT a— VAEAKOEERES TH D HMG-CoA & Lk 4 B IR HLE
THZLICEoTaL AT —LOESK AT 5,
(2) ENEEMFITHHABRME
M ER R L
(3) ERAHBEM - FHFHtMHE
M ER R L



VI. EYFEICEAYT SIEE

1.

i b 2

(1)

(2)

(3)

DR - BIEE
AREAMGOLFRE
HMERR L
= 0 4R E E R
AR I, 7T~y NEAEE3H =7 8] 218 (FLarTEY
ELThmg, 7 ML ARAFF L LT b5mg, n=30) MemEEICRO#ES L2’
7 AT YO Tmax 134 6. 73 Kifi]l, 7 LN A X F 2D Tmax 1359 0. 80 FF
MY 7~Arxzy MilG#E4E =71 2 18 (TP ErE LT bng,
T RN ZF L LT 10mg, n=30) MEFICROKLG LK An vt
@ Tmax 139 6. 33 B¢, 7 F LS ZAZF o D Tmax 1349 1. 14 B 9 CTd -
7=,
R CTHERIA-OPEE
LW FR R SRR T A R T4
O7~Lxzy MG E1E =7 D
(TEEN R 2% 0 ERRAOEY FHREERBRT A FT4 0 CEik 24
20290 FEEFEAI 0229 5 10 %))
Ty MEGSE1E =7 X, T~y MEGESIE =7 1
AIEEMERAI L Lo & IWHEBRE L AMTFICEZE L 2l S,
v, ®HNCETHEB] o (1. EHNE] OEEZBR,
@7~y MilfgE2H (=7 ¥
(TME &R 2RO EERA O LY PR EWRBR T A NT 14 (CER 24
£ 2 H 29 0 EEFEAI 02295 10 5) )
TNy MG 2HF =7 v X, 7~vrzy MR 4LE =71
AIEHERA L Lo & BHEHRE L, AWFNICESE & AR I,
(v, ®ENCET2HE ] © (7.3 M) OHEE SR,
@7~y MNilf#E3HF (=71 ¥
(MR EHSL O LW PR EERRT A R4 E94F 12 H 22 B &
S 487 B, Rk 13 4F 5 A 31 A —#ckiE BEEF I 786 5. k18
11 H 24 B —HBciE FERFEIEH 1124004 5 KOV 24 42 H 29 A —
HSE FEAEEAR 0229 5 10 )
TNy MR E3IFE (=7 ) LEERFIOZANEN1E (T LY
e L Thmg, 7 hANRRFZF L L Thmng) #, 282807 a 24—
N—IEIT KD B AL M A HERE D4 5 LT LC/MS/MS ¥A1T T4
F7 AV RBERRT MR FUREZE L, SohTh
ZTHOEMENTE XT X —H (AUC)_ 19, Cmax) (22T 90% 15 #H X M ¥EIC
31—



THFHRENT 21T > 7o fEF. log (0.80) ~log (1.25) OHEHNTH Y | i
A D AW 0 [F S5 PR DS e RB & L7z,

M7LASEVEE

{ng/mL)
3 -
m 2 \ —e—FTIIy EEEEIERZ O]
%.E . ——IRENE (RS Sma)
T Mean5.0., n=30
As,
]
E
-
B
: S
0 1 1 1 Il Il ]
12 24 36 48 60 72
B (hr)
)7 FILIRREAFURE
(ne/mL)
3 -

—a—FTIIy FEESEIEH =70l

——FRENE (R&d#. Smegl
Mean+5.0., n =30

T AR RN B =1




HE T A—H BENT A

AUCy_ 704r Cmax Tmax t1/s
(ng-hr/mL) (ng/mL) (hr) (hr)
Z TN T oy MEASE| 87.63+ 2.4630%= | 6.73%x | 38.88%
- 3% (=70 23. 44 0.5333 0.98 8.49
;; TR B LA 89. 97+ 2.5089+ | 6.53+ | 38.10+
v (B 5 A, 5mg) 25. 66 0.6174 1. 04 7.45
-
LT wrxm oy MECEEE| 18.33F 1.7466+ | 0.80% | 12.04=*
Vol 3FE (=7 4.97 0.8162 0.48 2.93
7N
A
2 f E LA 13.57+ 1.6898% | 0.91% | 12.00=%
?i (B A&7l 5mg) 4.57 0.6612 0. 89 3.62

(Mean=S.D., n=30)
W R MR BR S & o T B AL 72 MUfErp % B2 3 DS AUC, Cmax B D /85 A — # 13,
W E ORI, KR ORBEE - BHSORBRENICL > TRR D THEMESD 5.
@7 ~NzTy A4 HE (=T o) 10
(IMEBEELOEMTFORERRRT A R4 ER9F 12 A 22 7 &
S 487 B, VK 13 45 5 H 31 A ¥tk iE EHKFERE 786 5, L 18
11 H 24 B —HciE FERFEEIEH 1124004 5 K OVERL 24 42 H 29 A —
M IE EREFEAK 0229 5 10 51)
TNy NEAREEAFE =7 ) LEERJOZNEN 1 (T LY
B e L Thmg, 7 M ARAZF L LT 10mg) %, 24207 v 24
— N —IEIC KD RN FICHE R EERE ARG LT LC/MS/MS #1Z Tl
WHT L e P RBRERYT MANRZFUREZE L, HFohil-®
NENOIEYBEHE/RT A —F (AUC)_ 79, Cmax) 1OV T 90% (5 48 X ] 1
\Z CHRERHBAT 21T - T2 fE 5. log (0.80) ~log (1.25) DO#PHANTH Y |
W 751 0D A 2 i [R) S VE DS R RE S v Tz



M7LOSEVEE

ing/mL}
A
3 -
f —A-TFINIy FEEZAE=F0O)
§ / —S— RS (E&4R. Smg
T Mean+5.0., n=30
i
o 2t
£
-
1 N_\_\_\_
oo
_________::___{%
D 1 1 1 1 1 1
a 12 24 36 48 &0 T2
Bl {br)

D F7 FILINRAFUEE

{ng/mL}
5 .

it AR RN RS B =

—— FYIUI v ESHE4HF =T O]

——ERIENE (S8, 10mg)
Mean+5.0., n=30

W Chr)



HIENRNT A —H BENRT A —H

AUCy_ 704r Cmax Tmax t1/s

(ng-hr/mL) (ng/mL) (hr) (hr)

7 |\ T~y NEEASE|] 89.23+ 2. 6067+ 6.33+ | 43.00+

ﬁ; 4% =71 | 15. 07 0. 3284 1.37 11.56
>

15 F2E Y& LA 94. 64+ 2. 7455+ 6.27+ | 41.13=+

v (B A&7, 5mg) 17. 30 0. 4570 1.34 8.07

{ Ty NidGEE| 26.84+ 4.1982+ 1.14+ | 10.77=*

Ju 4% =7 7.74 1. 4189 0. 69 2.32
A
A

é; F2 Y LA 28.19+ 4. 3683+ 1.13+ | 10.78+

o (B2 A%, 10mg) 11.99 2. 0086 0. 88 2. 41

(Mean=*S. D. , n=30)
AW R R MR BRIC & o TR B A7z I PR EE I ONC AUC, Cmax DX T A —Z (%,
W E QBN RO - RS ORBMEMFIC LI > TRRDIAEELRD D,
(4) HhEE
B R L
(5) B - FREOEE
L R 7 L
(6) B&EMH (REaL—23y) BMICKVHBALE-EMARNBBRESHER
B R L

2. EMRERMB/ANTA—4

(1) BiAE
HEER L

(2) RUNEEFEH
HEER L

(3) NAATFRASEY T«
REER R L

(4) HREEEH
O7~nr=y Ml EE3E (=7 1 |

fidt B Bl N\ B [B1R% 1 4% 5
b TAaIE T RN R R F
[5mg X 14E. n=30] [5mg X 14E. n=30]
kel (/hr) 0.018493+0. 003289 0.061109+0. 015992

(Mean=*S.D.)



@7~y MNEEAEEAE =71

fidt B Al A\ B [B1R% 1 i G-
b TAaIE T RN R R F
[5mg X 14E. n=30] [10mg X 15E. n=30]
kel (/hr) 0.017131+0.003983 0.067588+0.016270

(Mean=S.D.)
(6) VU7 VAR
U ERR L
(6) HMBAHE
ZUERR L
(7) MEEQKESR
TAuTEY  ED

T RAVRAEZF e MES R 7 FEARIT95.6%~99. 0% LA ETH D Y,

3. IR
YR L

(1) Mm%k — B EB
MM ERR L
(2) mi&—FBREMEEHE
BRI L
(3) HAA~DBITH
ThAaUEY b MEAWTICBITT A EnmE IR TS Y,
T RANRZEF o ERBRICEBN T, JITT BT T2 2 LA ST
Wb,
(4) BHER~ADBITHE
MM ERR L
(5) TOMOMEB~DBITHE
MM ERR L

5. Xt
(1) KEHMEIERUTRBER
TAr Ty s FICHTFIE
T RN AE T EITHT



(2) KBICEA5 9 58% (CYPAS0 F) O FiE
TharTEry  E& L TEDMREHEESE CYP3AL,
T hANRAE T FE e LT OEMAGHEESR CYP3A4,
(3) VIEEAMROEERVZTDEE
BRI L
(4) RFEVOEHEDOEERULLE
BRI L
(5) EHRBYVOERERM/INSTA—4
MM ERR L

6. Hitt
(1) HettEpis B 2 RS
BB L
(2) Hitw
MU B L
(3) HittiEE
M B L

7. PSS UARR—E—IZET B IER
MU ER L

8. BENEFIZLBIKRER

TAaYEY BEAMAERINEWZD., BINICEBREITIAD TIE R0,
T RIVARAETF Y ER AL



. 2% (FRLDOIEF) ICEHI HEA

AKENT, 720 T MARZREFUORAKITHHLTE-H, LLTFO [ EoEE]
T, BxORSD A FoEE] LvadE L Tnsd,

2. ¥5REBLEOER (RAEEZET)

2 (ROBHEICEEBEELAWI L)

LAFIOM S XTY e Fr ) ¥ RMEAWITx LIBECE OO & 5 B34
2 IHFRBENME T LTV EEBEZONHIUTO X S R EH

SPERF S, BYEAFR O SMERE R, A, PR, dE (AR BV T,
7 RV RRE T @M HEHR HMG-CoA 35 Ji I 5 PH. 55 16 MR (AR IR B 23t RRE sl A 1T bE
TEH L7 (AUC T 4.4~9.8 %) it ERRBREENH S, Lz ->T, =
NOOBREBETIET MANRZF o OMmMBFEFREN L U, BIVERH O R TUEE N
BT822 ndHsb, 2. 7T EANRNZRZF U EICFIBICEB W TER L
WIns07T, FEELZELLSELIBEALH D, ]

3. HE AT TR LT 2 ATREYE D & 5 i N S OV 3Lom (T4Rom . PEST . 45 FLom % ~
DL OIS M)

4. 77V EN, FLAEXAENL s XUEXTLENL Y RFENL, LT LE
e BT L2V ERGTOBRE (THHEEH] 0ESR)

3. MEXIIMNRICHET SIERLDIELZTDER
[V.IRRICET2IHEE)] 22RT5Z &,

4. BZERUVHEEICHET A HERHLDIELZTNDER
[V.IBRICET 2HE] 22452 L,

5. EERENRLZTDER
EEERE (ROBFICIEEICEET DI L)
N7LODEY

(D@EICMEDERNESE [FICmEMETFT28Fn0nd 5, ]

Q) FREEEDHLIBEF (T2 T EICHF R END =D, AFHERER
FBE TR, AR R U O Sk R M ON i R B — IRERRT AR N A (AUC)
DERKTD2ZE08H5, EHE (10mg) ICBWTEIEHAORBERNE £ D A
RRMENH L0 T, HERICIIERICEST 28] ( TRHERH] 0oESR)

Q) EE ((mEIE~0&E ] OESHR)

() EERBHEREDO D HBEHE [—BWICBHEREEDOH 5 BH TIX, BIEIC
PEPVBHEENE T T 220 H 5, ]




27 FMILINRAF Y

(DFFEEXTZEOBMEROH HBE, TV a— LHFEHmOEE [T A ARRZ T
VITFIHFBICEB WY TEH LR s 0T FEEZELIELIBZAN
b, Flo, Ta— HEOBEIX, BBBRENS S b T Vv eE o
WERH D, ]

(2) B EHE X2 OB RE D & 2 B3 [ AR IE O #5610 2 < 3B Re ke
FHERTHERETHY . F7o. BB BUARAE 1 £ > TR 72 B EE O B bR
BHHNTND, ]

B 747 T7— FREHR (P74 77— &), GENGHA (7aAKRY >
B, =aF UoBEAl (=) bo—L5E) 7Y - L RHEFEK (f T =
F=VE) m) A, v EEGTOBRE [—RIZ HMG-CoA IR LR
PR A & OF AAEFIC X 0 BRI EARIE 2 & D oo T ] ( THAAMEM]
DT "IVRAZTF v DEIASR)

W) BERIFOBE HERFEZELIEDI2E01H D]

(5) FURIRFEREIR TIE D B, EREOMER (YA be 7 4 —%) IZ£D
FHRIBE D & 5 BE . RO IEE OBEERE O H 5 B TR MARIE R H
bt DWMENRD D, ]

6) mnE ((mwE~0&kE ] OHEBR)

6. ERLNEARAMIBLZOEBARVLES X

BEEGERMER

AL, 7022 2.5mg A WL bng &7 ML AXZAEF L bng & AL 10mg
EDOREATHY, TP E L T MARREZFUNGORERNEE T HH
ThnbdrZEIcEETHZE, [ TRMER) omEsH]

Nr7LO EY

(DBEFEERICESSDENERLLDLNDZ LB H LD T, mATEE., BB
DEIRFLERE M O 2 BE T 2 RICITERESE L 2 &,

(2) 7 Lw VB T R R A R < R GIRR B RR IR AR BRI ) R 3R
HiILDH DT, KA LG H LB ICMOBEEAZEHT 5 & i3, HETOICE
HRBICHET 2 EBEOREZBE L 2N b EEICREGTHZ L,

DT FILINAREFY

MHoNLHmEmaT VAT VIMERKDOEARTH 5 BFRIELITV, BITHE
L0 L B E O M CIRED Y R 7 7 7 X —DOREES + 5
EETHZ L,

) B G ix i AR E A2 EWAICHRE L RIS T 2 ISD R D b v
AlCEEEERIET D&,

Q) FHBICHEH T AMAKREMEICEFTNROONIBHFIC.ARE 747 F—F
FREANEHT 255 ITEE LSS 2SRV S SN D550 &0
M2 2 L, BHRBEEREZ S MBUTHRIRIEDN H b bhed v, Rt
ERTOPRT 25 EICE., EMNICEEERESEZFEM L, BRER (A
. W) O3B, CK (CPK) E&H. ML OVRFP I A7 ey ERHIEW
G 7 V7 F = EREOBMED B ZBDEAITELICE S 2|
T 5z &,




()AL 71, CK (CPK) mifE., RIAEZ LD W RRME DO BEIE . HL HMG-CoA i
gl (HMGCR) HUIREGMESE 2 R & T 2 i N EVEEESENE 2 A F — 23 dh

bbb, BEPEROFRTDHDPMESNTNDLOT, BEDOREZ 5

%,

NN SRS ob g W ek,
5Tk,
PG-34 5B A6 S
By CEAIC 1 R5E)

EEEL Y 12 8F TCoOBIC

T e A 21T O 2 &

WCBIETHZ L, B, MEMHIAIEGICEVEENA LN & OWEFN
( TRIEM (2) ERZEMER & WIHER ] OHESH)

(5)FIJFHJ?%§%®HJE%75§3%>%%D%L%>* kz’ﬁz!@é@f“ ﬁ:‘u-
TIEARK & Rk L, ERTZE

Wa it 8RR S D E

HAET D L0 BEICHRET

=3

LEIELE £ LR I3E

7. HHE#%ER

T hu e R

T RANREZF T, F L L TIFOREMARHEESR CYP3A4
TEE LTRGBS CYP3M AEEL TS EEXD

RV REshD, £

ncns,
(1) BtREZEZ L ZOERA
DHAEZER BRLAGWVWI L)
T RILINABF Y
R BE ERERAER - fEE A E B - GIREF
T37LENL T RANREZF LD | BF T 77 L ENIC
(Fovv7) BEAICB W T, 7 by | KD CYP3A4 DFHLEMN
NAZF O AC B | BB TWD,
7.9 fFICEHLEZED
WERD D,
T RN R AT D L
HIREN B L, EE
72T EMICER & K
ET LR FES (R
o AR E & B e X A
F—5) PEIDHIBE
nnd s,
ALERREI =R | T hARZEZF O |[HF U KT ELD
ATLEIL - bFE | PRENSEF L, EE | CYP3A HEMEH LY
L R AT EMICfERAE R | N X T LML D
(VA4XT v R) ET & O REMERDRE | REIDOIF~D LY A I~
LT dbEh | HEICESEHICK
BdH 5, HHLDEEZLNTY
D,




(7 4L k)

(400mg - 120mg) & D
fEHICEZ Y, 7 hn
A KT D AUC 2 8. 28
fi%. Cmax 2% 22.0 %2
EHLEEOHEN
oD, AHNO I E
2 ER L REIMER DR
BLod < szt
NndH 5,

ERNLEF SRR - HEH & HEF - BREF
HLATLEWL-ET | ZLv T L -7 | #FE: L 7L ENL
LYAREIL r v ¥ A F L |IFEORETLLZXAE

AT X B ERHF O~
DY A BB F KO
FL M 25 2 (BCRP)
FHEICESSIERIC
razbvotEZLRN
T3,

(2) HrAZTELZTDOERH

HAEE (FFRICEEI S L)

TLADEY

LRENKDH D, HE
B AT O e LIk
BELTUHEHTSZ L,

ER2F FRIRAEIR - HiEHE HWrr - BIREF
BREERZRI SRR HAICIEMNZMET | MAICIEHNZHEBRTD

BThDRH D,

CYP3A4 [HE#l
T ) I Q= = O 4
s DNV FTE L
- U hFEN
A NTafFy—

vy

i

E =R P D 20
CILFTELEDHH
[l L IV N = S
O I PR E N EH LT
LOWEND D,

T Aa Uy ORHMN
MAHICES NS A
REMENREZEZ LN D,

CYP3A4 FEHI

T A O PE

T hm Yy ORH

N5, FREARAZ L
RWEIHICHEETHZ
&o

I GV EMME T T 28200 [ RES D ATREENRE
& H5b, bbb,

GL—TION—YTa | TLralrOBEE| S L—F70 =128
—2 AP Ins2BZ0 | ENDRINT LY

v R A RE L.
VA =R -
FEM 5T 2 AT REME 23
BE2zohb,




A2 F RIRAER - HEHE HWrr - BREF
290U LR fFHICK V27 A | TLarYE X700

A O I H O EE A A
L, BEEED X 71
U LA O EIER 3B
THBENRD D, OF
HAFRFZiZZ 7Y LR
DI HIREZE =5 —
L., BEIZIECTH Y
=RV PP B il i
T5HZ L,

UALxiF, £ LT
CYP3A4IZ X W B &
Lz, kD #
7 a Y LADOREH
FEINDAREENE X
bivd,

T RILINRAF Y

ER2F

FRIRAEIR - HB &

HWrr - BIREF

74 75— FREH
NPT 4T T— b

Yiray

—aF UBEA
=t baE—J1

A

2

P e . I 1R, CK
(CPK) k&, i KO
JRPIA 7o bR
ERE L, AW
B re Bk & 1 O B
ALARIE S & & b 0T
WEDHENRD D,

F . 747 7— %
HA L HMG-CoA & Tl
FIEHR & ORIEHT
FEAE D FRNNAE 25 7R
INTWD,

fa bR IR 7 - BEEREIC B
I 2 ER IR AR A A (2 R
DR HiILDH B

B . = a5 U ERELA|
& HMG-CoA i T F i
FHH & o EIE T3 %
OFEIEH 2R S
T,

faBRIK 7 @ R RE

o 7% 40 il
I B ARY
%

D g, Wik, CK
(CPK) k&, i K&
WNRFIA T
ERAERBEL, &
W 72 B R e AL &
9 B AR IE 23 B
b3 e o
ERH D,

) I BARY U ED
FHIcL Y., 7 hv
N R E F D
AUCq gy 25 8. T fi21C L
HLlLoRENH
7

BE D r7mARY
> & HMG-CoA & %
B2 A1 & o BIE H#5 %8
PEDOFIIER, 2) 7
1=~ N B N )
HMG-CoA 3% Jr. /% 37 Bl &
F O - B A PR
W24 % i o P 2
SLHEAEM, 3) 7
BARY LB T b
JVINZA B F U DRF~D
BV A ZPBRFIZHS <
FHAEA SR ST
W5,

fERIR 1 . B RE




ERIBF

ERAREER - B A&

Hrr - BIREF

FY—ILERERE
A T afy—n
&
TyRATA LY

A e . B i, CK
(CPK) k& i Je Y
R I A7 ey ki
FRAME L, RERE
B RE AL & £ 5 BB
FARIEDN & b LT
WEDRERD D,

R . 7Y — L RPiE
HE T 20~
2T X B HMG-CoA 38
JL I 55 B35 A1 o AR 34t BRL
ENRRBEINTND,
RN T BHRE R E

H/51)Z2A34 Y

T RN ARETF O
R SEWIRE DR E e
F5H (Cmax: +55.9%.
AUCy 11... : +81.8%)
DI BT,

W27 An<A
2T & D HMG—CoA &
7T I 38 PHL T Al o AU TR
ENRBREN TN D,

HIV o3 7—+tBRFE

=1

s AVINEERRINT 4 )
L

Yiray

¥

ANV EEX VT 4B
NEDOPEFHIZE Y T B
JVIRA L F D AUC I8
WLTFICEAT D E
DHREND D,

R . Zh b oA
L % CYP3A4 DOFRZEN
EZzZzbNTW5,

959 JLENL

77 F L e Dt
Hizkv7 bz
F o D I HE ) IR
N E&H L7 (Cmax:5. 66
fi. AUC, . @ 3.00 )
EDOWRENDH D,

R . 7771 Een
I X BB D CYP3A K&
OVFL# i 25 2 (BCRP)
DAENEZ LTV
Do

LTILEEIL

LTI EE N E DG
WCED T v EZF
> O I R SE IR R 8
R U7~ (Cmax : 2.17
. AUC, o : 3.29 £i7)
EOMEDRDH D,

BFE LT LEELIC
X% CcYP3A oHE, 7
RV IRZ B TF o DRF~
DHLY A ZFH 55 K VAL
PR 85 B (BCRP) @
FLE 28 E 2 53 T
5o

gL—72IL—vyTa
— 2

T —TTN—=Ta
— A 1.2L/B & DfOFH
Wi, TRk
F 2D AUCy_70 D3I 2.5
iz EH L7 & owE

W v —7 71—
VYU a— R KB
CYP3A4 DL ENZE 2 &
nTnsb,

N5,

IJ7ELYY T RANRAEF oM | =7y E LY
HEhIEBEE N T L | IC XD CYP3A4 OFFH
72 (Cmax : —12% . | M"EZHNLTWVD,
AUCypy, : —43%) & D
WEND D,




ER2F

FRIRAEIR - HB &

HWrr - BIREF

o7 ESY

U AN I S
17 FE &I h
ABF R L L
AT MR RAETF
O I 5 P RE W i FE N K
T L7z (Cmax: —40 %,
AUC: —80%) & O#H &
Db,

W V7 rrevy
IC X% CYP3A DFFH
NEZLNTWVD,

ANExH4oTy

_¥Huro Lol
IZ X0 ARHKID AUC A3
50% (K F L7= & DHE
N5,

N = AV e
L% CYP3A4 OFH#EMN
EZLNTWD,

BZ A A o R

T RN REZTF DL
HE R SR FE 3 25%
KT L7223, LDL-=2 b
AT\ =L DR T R
ZAE & B Tl H
LizEE LY REDNS
7=,

R 2o o AN
LA FANRREF L
DOWINPRE (KFE) 12
B < I A Y IR
DIKTFNREZZ BTN
%

\\'o
LL
4t
\\'o
\l

TE R E I B ) C i g
Y3 RENE
HT25(7 bz H
F v 10mg & 5 T
Cmax + 9.9 % .
AUCy g4, : +3.6% ., CLr :
129—128mL/min. 80mg
¥ 5. CCmax: +20.0%.
AUCy oy, @ + 14.8 % .
CLr : 160—149mL/min)
ZERHEINLTY
%, T 285G,
1% SE M IR B D £ =
i ul sl N o o
Lo

e 7 RV N A X T
YiZkavax oo
P-WEEREEZNLE
PEH O I 28 R S 4
TW5,

EO A E SR

s NV F v Ra v —
TF=)TAKNTY
F—Iv

J V=T F v e v
(Cmax : + 24 % .
AUCypy, = +28%) KUY
TF=)VT ATV
— /L (Cmax : +30%.
AUCyoyy, : +19%) 1fL
SR O EHRNED

bhi,

e 7 RV N A X T
SNk v F R
|=IVZ N A O Sty e i S
kT A — LD Al
W RO BE Z 5
nTWnsb,




. EBlfEA

(1) BMMFRDBE

| RANE. R S BB A IRE & 72 % A A M LT AR,

(2) EXZEIMER & MHER

BEAGEMER (BEFBHR)
M7LOPEY
OBIFERFX. FFHEEES. &HE
BIERF 25, AST (GOT), ALT (GPT). vy - GTP @ 5% % £ 5 FFkheks
ELWHENDLODONDZLENHDHDOT, BLEE H0ICITV., BE N
DOENTEHEACIIREGE AR L, @Y RAEEZITY Z L,
QEBEMBRAE., BMEREAD . m/NRED
EERRERE ., AR /MRS RS bid 2 e 5D T,
MAEZITO 2 B2+ 0170, BREPRO NG EICEREE
kL, @Y 0@EE2ITH 2 &,
@EEJovYy
BET vy 7 (FIHER Rk, OFNWE) Bbobhbd Il R H D
DT, BEPBDONTHE RS EZRILL, @ORLAELZITS Z
Lo
@1 B Bh A2 GE
FAUHEAIEN H SN b Z RN H LD T, BEE +012iT0 ., HA
e, W&, CK (CPK) EH. MK GRFIA 7oy EREND
b HAIIE, EH5aPIiE L, @Y RUELZITH)> &, £/,
KR EARIEIZ L D BB REORIEICHERE T L &,
D)7 FILIRREF Y
OEMHMAEE. IS4/ 3F—
e, B, CK (CPK) k&, M EPRFPIATIre s B %
R L 3 D BEAU BARFE S & D oy, BB R EEOEE LB EEHEN
bobdIENHDLOT, BlEE+DITITV., 2D X5 RERNH
LONT-HEICITEb G ERIETHZE, o, IFNT—0b
LD ENHDOT, INEL2 TR, i WERCE 72 K (CPK)
DOERERHLbNEEAICIEEREERIET D L,
QBENEMREES A NF—
FRENEWEBEFNE I ANRNTF—RNHobNDZ ENbIO T, BlEE+
ATV, BENRD SN ESICITHEE2 IR L, @Y R 0E 21T

= >
— o

QRBIFERFX. k. FFHEERE. &E
EHWHNCREZIT O R EBEZ 0TV BREPRO LNTZIHEEIT
X AR I LEORAEEZITS 2L,

@B BUAE
MEMREIEZE, 7577 0 7% v — Kb, B % & RBoUE RS H
SN EDHENHDIOT, ZOXIRIERND LbNT-HAITIE

KEERTIETDH I L&,




OEBMBRAE . NMMEREL A E. /MR A E
MR EROE . YL ERPRAE . i/ NMRIBAER S bbb Z ERH DD
T, EMIMICREZIT O R EHORBEZITV., BEXAROLNTE
BB 2P IE L@ R AEEITY 2 &,

©OhEMREIEFEFMAAIE (Toxic Epidermal Necrolysis : TEN). FEE%5
JEERfEIEBE (Stevens - Johnson fEMREE) . LMHIEE
H R 2 R B SR R AR E . R R KRG AR AE R . 22 T AL B S O A 3 95
MHLOLNTZLEDOHRERHDLOT, ZOLIRIERND bR GE
WG ER LTS L,

OB myE. HEKRR
mILEE, BERBA D SN ENHHOT, OB, HE., 2HBE
BEOIERDOREIICERT D LI, EHNITRELZITH> R E+HD
BRBEZITH, BEPROONLEGEICITERG 2RISR L, @Y
RAEEATH Z &,

@ & 1 fif
MEMERRRIDLDONDZ ERNHHOT EHELGTH- TH, HE,
MWK | D IR B X BB SRR LS A I &S 2RIk L,
IS REFRNVERIOBRGEFEOMEO)RAEZITH Z &,

(3) £t al/EHA

RO LD RBEIERNRO bR HEICIE, LIS, i, &K5PIEEOEY)
RALEZATH 2 &,

FEREN\ E R B

B OB ETY | ZOFE. SERLERL. BZ. SRR, FHKRE, mE %,
1. & v

34 B | BB, #IREZ, BAR, EEA, KEGE, RIGaR.,
Z1F. INOEE

i} & | ERERIE N, dn A B RS A ek, &
., 2R

FF fig | ATRERERE = . A1-P k5. ALT (GPT) 5. AST (GOT)

. oy -GTP E&H- LDH E&H-| #HJE, HEK
HOob B | EAREE. R, B, BEETRMERER B APE
RE R | 8 O A R R, A - MR, (EAR . DN,
T, &k, FOLON, ADO LGN, AER, OB,
GEMICXY) WWAEREEDY AR, 7I7—F k
S BECRIR, MEE. FHT - BR6E, PRERIBOEN. B
K

| %L PRERIREE, HEEAR PR, R, B, s
BB % %R | AW, CK (CPK) EH, mMAIA 7y kA, &)
iE, ARIEAE . FRESORTUE., Ak, PAETR. R, M.
I




il JE O\ B BRI

BB & | HORT. FH. HE, WRAEY

- RR | W, KE - 500, FEEwW. RIRE, R, RA.

K[TENEE, RMMRESE, @SAE, 5 o, B2 i

Fh B E IR

N o | FRBRE 7AMAT VKT, 22X 7 7—F% 1

F. TSH B, ACTH E&H-. 7V 2T r KT, &Mk

L7

K 3 E B M=z AT7ae—v kR HbAle E5. @EibE, HERF.

PR 7 R o ORER . AR MR i 35 SR (K T

B I’ | EE ZETY T (BUR, EEWE) . M.

MEEF., MEXIEET 0y 7, i, LERE.,

AR, AR, MER T, Kth

B - WRSE |BIN LR, 7o 7F = EH, mdp Y o a@m, @

VU LW, BIR - RESER, YRR IR, Bk EE

PREMEA . RIBMLEGME, Ry E AR

Z O b | IMFEZE, SHEEEE. PR, JET. LML, RBEL R

BN, EEED . KR, BREEGE. MJE. AR

HEDRBLEZBGCEEGERIETD L,

E2)7AL8TE Y 10ng ~OEEICKXVEHEICRERDO LN EDHREND
D,

(4) HEABMEARBEEERVERREERE &
HEER L
(5) EBKEE, GHE BEERVFHOAEZEERIOBIEARTEE
HEER L
(6) EMT7 LILX—IIdT 5 EBERUVRARE
2.2 SR L Zz0Rb (FAIZRA &) J0OHE
8. FIEM) DI % B,

. EEREA~OERS

—IZE S CIXAERERENMETL TR, 7280 KT hAARRZTF
OMHFRENEMTHZEnNH D,

BT T RICEEOBREIXGE LRV EINTVDLEDOT, 7TARVE U
A& (2.5mg/H) DOEGEZMBTHIREEBFORELZBE L 2N b HEEICH
54z b, (Tralvrricksd)

BIERN BB LG A I E5E2 IR 2508 @Y R0MELZITY Z &, [AnE
TIE., BERUAMIE N H bR T W EDOHRENH D (7T LR RZF T &
%),




10. 43R, EiR, BRIGF~AOERS

DA ST L TV A RO H i NZIx S Lisnwo &, [Tarv vy
DOEHHARIZIB N T, EIRRINCE G5 5 &R &K OV e RER 2 E R 3 5
EREOLNTND, T MAARRETF ORI VT, HAERKDH
DR OELF, BEICHT H2EENBD L., RIRICHAEFRIKT & BE I
BOLNTWD, £7-. T v M HMG-CoA B TR EHR 2 K&K S LT
BAECKHROBHRFEIRE SN TS, FIZ, B T, Lo HMG-CoA 3T
R EAIC, R 3 VA ETOMICRA L &, RIRICERETERS S
Pl OMENH D, ]

DFHAFOWNICIFELE LN L, [T ride NEAFICBITTS Z
ERHEINR TS, T MR ZRZF U OBYRABRICB T, Lt ~B1T
THZERHEINTVD, ]

1. MNERFE~ADERE

IR AR, AR, fIR SR SOI/NRISH 3 2 2t i3 ss L Tuh ey (ff
IR D 720),

12. BERBREHRICRETEE
YA L

13. BEHKRS

1) fiE K
TAaYErORMBEZGICEBNT, BEOKRMMLEILRICEY, Yav s EE
ELWIMFERT & XHEEREEZTZE085H 5,

2) g
D - FERFSEE D = Z — 24T\, BEENCImEZ P ET 5, FLWMERTAR
DOENTEHAT., MEOX E, @WiRoE5%, LILERICHTL0EEZTTH,
JEAR AU LA WA, MR MR & & OER EICEE LA b JEA o0& 5
EEET D, 7L E U TEABAEENRRVED, BITICKSBRETAEDT
ESAAN
Flo, TAun TV EURHBERICEEREZRE LIZGE, 74T E O AUC 1T
99% kA L, IRA 2 FEf CTlX 49% Wi LicZ &inn, 7T an v rikagks
R O INH AL E & U CIEERES DA TH DL L REINTND,

14, BREDIE

K 3R AT By

PTP BlEEDIANL, PTP > — b 22ROV ML TRHT 2 L5 ET 52 &, [PTP
= P ORI Y | WG S RER AR L, BT A R 2 LT
AR EFOEERAGINEL IR T 22 M Tnd, ]




15. ZDMDEE

REBMRITIHA O TRV, T2 X DREFICOHEESCARER (O
EMHNEEL) PAONTEDORENRDH D,

16. 0t
Y LR



X. FFERFAREAERICEAY SHAB

1. EEHER
(1) EMEEHR (VI EWRECEAIT LHER] $8)
(2) BlRHIEEKER
U ERR L
(3) REMEERER
U ERR L
(4) ZTDhDEEHER
BRI L

2. EMHER
(1) BEEESSHEHAR
EMER L
(2) REESSHERR
MM ERR L
(3) EEHLESHRR
MM ER R L
(%)
VI Z2ete (B EooiEESE) [T 58HE] © M0 0, fEk, =31
WE~OF G| O E S,
(4) ZDHMD4EHkEMH
MM ERR L



X. EEHEMEEICEAT HIER

1. BERXS
®OOA Ty PEAELE =70 1B SN UPE 10 U
Ty MREGHE2E =70 B, A7 S e SR A Y
TwNhTy MEAGHESE (=70 BIISE AL 7 S P A )
Ty MREGHE4E (=70 EE N U 1 SR
BRI BARERG 7Lhr PRV R, W HEEAELTY

HAER ST 7 PSR S F oy Dokl 407 SIS T
) MR- EMSOMLEI LY EHT S L

2. AHHBXITEALR
fEF IR - g 2 4 (BEMERBERICES)
(M. ®WHNCBET 2B ] © M4, WA OKFEERMETICBITHILEMN] OHAESMR,)

3. Itk - RESH
IR PRAF

4. FEFHMFWLEDFEFESR

(1) ERTORYFVEDBERIZDONT
YL

(2) EXRFEFORMFWICIONT (BEFICBEIRENEZES)
VI, Z2atE (B EoEESE) [T 5HA] © 6. HERERNER L £
OHH K OE ] KO T4 @8 EoEE] OHEAEBMR,

(3) AFKBFOBERIZTONT
BN/

5. RAEFHSE
BN

6. A%
TeATy MEAEE1E (=72 ;1008 (PTP)
Ty NS 2® (=712 ;1005 (PTP)
Tty MNdEE3® (=71 10048 (PTP)
500 & (PTP)
Ty NS4 E (=71 ;10048 (PTP)
500 & (PTP)
51—



7.

10.

11.

12.

13.

14.

15.

REOME
RUBE= LT 4 A, TV

R—m 5 - FEhE
FIH I h T ey MEAE LB, [ 2E, W3 E F4E (774 5)
W % . 7srpvrr
VERBEYVYRIAYY MERA (27 =V, A VE
vol)
T RN A KT
HMG-CoA B CEEZE R ER (FTINRREZF LU HNLI T L, EENRRHL
FUHNT TS )

. EffEEFAH

LN

HERTRBZEAARVERRES

BIEARFEAGRAEA B - 2015458 A 17 H

KRE T ATy NEARE 1L E (=712 22700AMX00741000
Ty MEAEE2HE =7 1] : 22700AMX00742000
Ty NS EE3E =712 : 22700AMX00743000
Ty NS84 F =712 : 22700AMX00744000

EMELERSBFEAB
20154 12 A 11 H

MEXIIMEEN, RAERVAEZEEENZEFOFABRUVZTORNE
BN

BEEHRE BIMERELAREABRUVZFTORE
BRI ANN

BEEYM
L

REHEHFHREZERICET HE®
AAENT, HE (HDVIFERE) HIHICET2HIRIZED bR TWRN,



16. £#Ea2—F

. - JE A= 57 1By A A LE7 kR
72 4 HOT (9 47) &% |~ =77 " N .
IWHEH S = — | mAEa— B
T x oy RS BE
3 124678001 2190101F1128 622467801
1% =701
T~ Ty A BE
5 124679701 2190102F1122 622467901
2% (=71
7wy LG BE
3 124680301 2190103F1127 622468001
3% [=7nm |
T =y MG BE
3 124681001 2190104F1121 622468101
4% =71

17. REREAFLDOZEE
ARFNL, BRI LR IEEIE ML ICEE YT D,



XI. X#k

1. 5|AxEk
DE+EE AARERG MalE (FEIIEE) C-284(2016)
) HHLdE HARIF S L (BEIEE) C-168(2016)

3) =7 m AN E R - LEME (RYMKGF) Bk

4) =7 v RAENE B - ZEN (REIRA) #ER

5) =7 m WA E R - LEME (RYKGF) Bk

6) = 7w fRALPNEBE - ZEME (REIGRAF) #ER

=7 nRAENE R EFERFESEE () AR

8) =7 m AL E B - AW FESEE (FH) B

9) =7 mRALNE R AW FERIFESEE (EH., miEhRERE) R
10) =7 m (AL B - AR (FH ., MR ERE) Wk
11)Naito, T. et al.:J.Hum. Lact., 31(2), 301(2015)

2. FDOithnsE
ZMER L



XI. s&&#

1. ELENETORTIRNR
R L

2. BNZEITHEBKRXIERR
EF BT D HESME S (FDA, A — A b Z U 7 433H)
AR T M EoEE Mk, k., RIABEF~0OKRE ] OHOFEHEIZLL T O
EBVTHY, KFDA, A—ANT U T LIRS,

[(FEREDEE] Tk, . RARE~DOKRG )

D)Wt AR L CW D AR O H 2 m N2 IdR 5 LanwZ &, [Tar v ey
OEVAERIC W T, AR EICR G T 2 LRI &K N R 2N IER T 5
ZEREHLENTWD, T RAARZREZF U@ REBRICE VT, HAERKDR
DR OES, BEICRT2HENRO L, BIBICHAEGFRET & FF M »
BOLNTWD, £/, 7 v Mo HMG-CoA & KL EA 2 KEHK G L=
GBI OFKGENRRES N TS, FIZ, B hTIX, Lo HMG-CoA iE T
BERPLEAIT, MIR3 VA ETOMICRALIEE &, BRICEREFE S L
bl OWENRH 5, ]

DA FOBACITHEE LN L, [TAarYEVTE MRELFICBIT TS Z
ERHEEIN TS, WT FANRREF U OEWRRICE VT, Wit ~BiT
THZERHRESNTND,]

k!

F—=A T U T D5

) T AT : C (2018 4F)
(Australian categorisation system for

T RARAEZTF 0D (2018 )

prescribing medicines in pregnancy)

25 pEOME
F—=AMT VT DI
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Accompanying texts should be consulted for further details.
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effects. Accompanying texts should be consulted for further details.
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