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7. RS

EA2NRE2F Y Cafig Img TBFHI OBEHFENICI T 2 RSN

EEN e D8 0 E A O A IR SRR T A R T4 2 Rk 12 4F 2
H 14 BAHESESESE 64 5 (—ck b Fak 13455 A 31 BATEIEFEIRE 786 75,
VR 18 4F 11 A 24 HATSEAHAIRE 1124004 &)

B TIE - AASRR R HRERIE D /S RVik
RS
SERG R - 900mL T : 37+0.5°C
B o pHL. 2 HARIER I HRERE 11
pH4. 0 D 7= McIlvaine DFEEK
pH6. 8  H AR s HERES 2 ik
7K H AN J5y A K
El#s% : 50rpm (pH1.2, pH4.0, pH6.8. 7K). 100rpm (pH6.8)
AERESL - & 12 Xy BL
FRBREFRE] : pHL. 2 TIX 2 BFE, OO TIZ 6 R &35, 72721, B
YERULA O SEEAH RN 85% 2 i 2 1-BF i C, RBRAEK T 952 &
MTE 5B,
AT Rk e~ NI T T 4 —
FEYERIA] « e H N A H F o Ca BE 2mg [ H )
HIEREME . A RTA L OHERED S5 B IROE B IZHE - TRIZMEZ2HE L
7=
[pH1. 2 (50rpm) . pH4. 0 (50rpm). pH6. 8 (50rpm). 7K (50rpm). pH6. 8 (100rpm) ]
FEYERIFIAS 15 53 LANIZ ) 85% LA BIaH 4 5554
SERHEIHFIAN 15 45 LANICEY) 85% UL FsHT 570, YT 15 BT AR
BUHN D SR H R DR AERLA O SRR £ 10% O#EHICH 5,
BASLERERE A (15 43) 12381 2 3B BA| O 2« OYFHFRIZ OV T, FEHER
FIONERHHRN 85% LI EIZiET 5 & & RBREA O R HER £ 15% D
FPHAZ B2 2 O 1289 1 LR T, £25%DfEEZBEZ D H DR,
FER ORI R OME 2 OIEHRE LICH A KT A o ORUERE 2Tl LA
2 Eh 3 A5 & S V7o 7o AN T A P[RSR & B de ST,

pH1.2 50rpm pH4.0 50rpm

120 120 1

100 | 100
gy g e
# 60 # 60
# —— EAARAF Y Cait I mel B 4
B ogr € Kogt —e— E 48R 4F > Caft imeT BT

e o e ;
0l —0—EANREF Y Cafit2mel B3] 0 | o EANAAF CabiomeT B
0 . . , 0
0 5 10 15 0 5 10 15
B (min) B8 (min)

,13,




pH6.

120
100 [
80 [

60

BHE (%)

40

20

50rpm

7K 50rpm

120

100 [

—8— AN RAF 2 Calit Imgl BET)
—0—E 43R4 F U Cafit2mel B

BHE (%)

pH6. 8
120
100
8 f
60 |

I (%)

4t

20t

10
B (min)

80

60

40 F

20

—8— S ARSF L Cafit i mel BHT

—O0—EA\RAF > Calit2mel BEf)

—— AN RBF Y CafEImel BET)

—O0—EAINRAF Y Cafit2mel BEf)

E5fE (min)

5 10
B (min)

K EHZEENCR T SRS GBI K UM HERA] O PR H R O )

StER S V RAERFI E&/N\X5F > CafE
o (E" 41 25 Ca & 2mg TE ) Tmgl B #7) ¥I5E
ElEn%k | BB | $RENERR T EHEY T AHEY
pHL. 2 15 4y 101. 1 99.6 e
Sorpm |40 15 4y 98.8 100. 1 ey
pH6.8 | 154y 101. 6 100. 3 ey
K 15 4y 99.9 100. 0 A
100rpm | pH6.8 | 154y 101. 5 102. 1 A
(n=12)
7% IEHEFEENC BT D RSN GRERRAIOE « DY)
. EA/N\XA2F > CafE
ARER sup gl B ) s i
ol | BE | T8 | EAO HEEE e
ElEn%k |RER%& . L
BT | B
AN ~ MAN
pHL1. 2 15i 99.6 | 93.4~107.2 L 0 e S 0 EZ
Soron PHA.0 | 155y | 100.1 | 97.7~102.1 | spysymipise + 150 oo % A
pH6.8 | 154y 100.3 | 96.9~104.6 [Hx 25 H O 12 T 1{ELL| A
A& | 154 | 1000 | 96.9~103.5 | F T £25%DFEHEBA [y
BHDIINTRUN,
100rpm | pH6.8 | 154y | 102.1 | 98.8~106.6 A
(n=12)

EA2/1\RAZF > Ca g Img TEHFH 1T, AAERBHFEERLEFIZED HNZY
HNARF T T AEEDIRHHRRITEE L TWD Z DRI TN D,

PRBRIE EIL L IRF ] Vi HHIRAS
7K 50rpm 15 43 85%LL k
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E2/1R&F > Cafig 2mg TBH1 OV I D FEINME
BRI O AW FIIREMNRER T A N7 A 2 9 4F 12 A 22 HFHESESR
55 487 5 (—HPELIE @ PRk 13 4F 5 [ 31 AATEIEFEFEE 786 5, “Fpk 18 4 11
H 24 BAHEREFAIE 1124004 5)

ARERTVE © A ARSER R HRBRIE D /N RE
B St
BRI R - 900mL  JEFE : 37£0.5C
i pHL. 2 AARIER R HEERE 1%
pH4.0 7= McIlvaine OFEMER
pH6. 8  HAH R J7 i HHFBR 2 2 1%
7K H AL R 7 kG K
[E#i5%% @ 50rpm (pH1. 2, pH4. 0, pH6.8, 7K). 100rpm (pH4. 0)
ABREEL - & 12 Xy 'L
PBRRER] : pHL. 2 TIX 2 KEf], ZOMORBRE TIT 6 R &35, =72 L, %
HERLAI DS BPR N 85% i 2 7o il C, Rz 73452 &
NTED,
TETE IR e~ NI T T —
HERAE A R A4 L OHERLEED S B, IROIABIZHE > THEEMEZHE L
72
[pHL. 2 (50rpm) . pH4. 0 (50rpm). pH6. 8 (50rpm). 7K (50rpm). pH4. 0(100rpm) ]
FEVERLAFIAN 15 23 ANIZ Y 85% LA RiaH T 256
PRERBUAIN 15 3 AN 85% LA E¥s I35 2y, XL 15 /32 Bi) 5kl
L D L FPR HH R A3 HE LR O SEIIR =R+ 15% OFFHIC B 5,

R DWTFROHBEICEWTHIHEBNEL L T D EHE S,

pH1.2 50rpm pH4.0 50rpm
120 120 1
100 f 100 F
S 8Ff S 8
60 # 60
{3% 0+ —o— 2N RBF > Cafit2mel BRI ?% 40
—O— {ZHEHK (525, 2mg) —8— A\ RAF U Cafit2mel B
0r 0r —o— B (S 2me)
0 . . . 0 .
0 5 10 15 0 5 10 15
B (min) B (min)
pH6.8 50rpm 7K 50rpm
120 1 120 ¢
100 100 +
g 80 § 80 F
W 60 [ N L
3 I;ak 60
o4t W oL
——E 53R 5F 2 Cat2mel BH) —
20 | S o) 2 ——EBNRBF L CafE2mel BH)
—o— BAEMH (5%, L
s e —o— IRHAERE|(5AL. 2mg)
0 . ! . 6 :
B (min) B8 (min)
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pH4. 0
120

100
80 [
60 [

BHE (%)

40

20

100rpm

—o—t 5\ RAF > Cafft2me B$i)
—O— RAERK (FH]. 2me)

0
0

10
E5 ] (min)

K EHZEENC R T DHEE GRBREA M OMFEHERIA] O PR H R O L)

. REERF ES/N\RBF 2 CafE
HBRE (. 2mg) ome T B %) i
EEH | SBE | BREE || FORHEY TR E%
pHI1. 2 15 43 99.5 98.3 e
50rpm pH4. 0 15 43 96. 6 96. 5 PRy
pH6. 8 15 43 99.6 96. 8 PRy
7K 15 43 99. 6 97.0 o
100rpm | pH4.0 15 43 99.7 101.7 Pray
(n=12)

ER2/1NXA2F > Ca g 2mg TEHFH) 1T, AAERBHFEERLEFIZED HNZY
BNARF o 7 DEEDORHIRICHEAE L TWD Z ENHERENTWS,

HREATR [ iR TR R Ve RS
K 50rpm 15 4y 85%LL I

,16,




E2NRE2F 2 Cafigdmg TEFHI OBEHFENITI T 2 RSN
EEN e D8 0 E A O A IR SRR T A R T4 2 Rk 12 4F 2
H 14 BATEIRES 64 5 (—ERCIE @ PRk 24 4F 2 F 29 BATSRAFEA S 0229
%10 =)
RER L« A AR R HRERIE O X Rvik
RS
BRI - 900mL  JRJE : 37+0.5C
AR pHL. 2 B AR IR HEREREE 11’
pH4.0 7= McIlvaine DFEEIR
pH6. 8  HARIE T i R 2 ik
7K H AL J7 78 ok
[Ml#s% ¢ 50rpm (pHI. 2, pH4. 0, pH6.8, 7K). 100rpm (pH6.8)
BRI - A 12 Xy kL
ARBREER : pHL. 2 TIX 2 B, ZOMORBRIKE TIL 6 Kl &35, 72721, 1=
YERIFN OSBRI 85% il 2 1= ©, BREaKR T35 &
MTED,
gtk ks~ NI T T 4 —
FEYERIA] « & X N AHF 2 Ca BE 2mg [ HHT)
HIERNE . A RTA COHEREMED 5B IROEHICHE > TRIZEMEZHIE L
776
[pH1. 2 (50rpm) . pH4. 0 (50rpm). pH6. 8 (50rpm). 7K (50rpm). pH6. 8 (100rpm) ]
FEAERIAIAS 15 5y LINIC ) 85% UL IR 254
ABERUFIAS 15 43 LIS 85% UL Fist4 57, Xid 15 Bt 5B
BUF) D PR H =R DR AERLA DS A R £ 10% OFEIPHIC 5 5,
Bt AL (15 29) (181 HalBRIAI O fE « ORI oW T, TR
B OFERHFEDN 85% LU LICiET D & &, RBRIAIO A EL15% D
FHZEZ2HON 12 8% 1 {HLLF T, £25%OHFHEZHE X 5 H DD,
FER PR R R OME 2 OVEHR E ITH A KT A > ORUERE 2 Tiilz LA
HHZREN AN A5 &Il S 7o 7o AN A PRI RS & A STz,

pH1.2 50rpm pH4.0 50rpm
120 120
>l . A
~ [ ~ 80 |
g ¥ 5
# 60 W 60 |
H H
K40 40
—8— 4N\ REF U Cafitdmel B 1 —8— 5/ F U Cafitdmel B
2 —O0—E#AR5F U Cafit2mel BHi1 27 —O0—E4\RAF L Caft2mel B# ]
0 ) 0 )
0 15 0 15
BFf (min) B (min)
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pH6.8 50rpm 7k 50rpm

120 120 ¢
100 r 100 | /
~ 80 F / ~ 80 |
$ R
W 60t # 60
k| kx|
@40t 40
53R 57 CabiAmel B3] —e— /5257 Calitdme! B
20 —O—ES\RHF> Catitmel BHF) 2T O~ EHIREF Y Calitingl B3I
0 ' 0 '
0 15 0 15
B (min) B8 (min)
pH6.8 100rpm
120 ¢
100 | /
;\g 80
W 60 |
B
@ 40 |
—8— ' 2/ARBF > Caldmel BHT)
20r —O0—EANREF UCaftamel B
0 .
0 15
B (min)
= IHEENC I T A RISEME GRBRELA K OMEHERLE O X9 H 2R O LLig)
e A B ER/NXA2F > Cat
St R ool 4 B\
(t° 41 A5%Y Ca £ 2mg T E$R1) Amg T H#7) ¥ E
EEsEy | HERK | IREEERI EHAEHEEY EHAEERY
pHI1. 2 154y 101.0 95.6 A
50 pH4. 0 154y 99. 3 96. 7 A
TN 8 | 15 4y 98.8 97.9 e
7K 15 43 98.3 97.3 ke
100rpm | pH6.8 15 43 101.5 99. 4 e
(n=12)
#£ : IEHZEENC BT A RS GREREAI DO 2 O H=R)
i EAX/\R AR
UL N Bkt
IS LB Amg B #h) | 5 -
- — FIEELE ¥E
Eias |SE Bm Tty Reg1)
R B | AHER
H1. 2 15 43 95.6 92.4~99.5 iy
. - BRI D R A BB S0 |
pH6. 8 15 43 97.9 97.1~99.1 |z 2L 12 1 {EL | @A
A | 154 | 97.3 | 95.7~98.5 | FC. t25%DEEMHAERR [y
BH DN, -
100rpm | pH6. 8 15 43 99. 4 97.9~101.0 WA

ER2/1NRAZF > Ca &g dmg THF] 1T, AAERHFERLEFIZED LNZY
BINABRF 2 N7 DEEDEHEHMEICHEE L TWD Z ENHERIN TV,

BRI R %L JLE PRF Ve S
7K 50rpm 15 43 85%LL F
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BN A

9. HAIMDHEMSD
MR ER A

HAREIG G &L RRATF o I T MEOHERRBRIEIC L 5,
FRON AT BE I 7 1

10. HFPDHEZHKS D

AARERHE X ANAZF AN T DFEOFERIEIZL D,

EE: kv~ s 7770 — (FEEHEE)
1. At AANTIMMFETRIZREY Law

12 EAT DAREIED &
e 2y

- EURC a i F

- ¥R C a ¥

Z 7 bR

13 FBNRELRES -
NED IR R AR
B9 51

A% L7

14. £ Dt

BA=RPAA
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V.ARICET 51EE

1. EERIFHR

Ea L AT a—/)VIGE, FEMS D2 L AT 2 — VIILE
 HEE - HBICEIET HEALOEE |
D LEAORNIC Y R REEZER L, B3 LATE—LIE. RiEESaL |
L RFO—LMECTH D Z L EMR L L CARIOBEMA A ZET 52 L, |
D2 R 2 L AT B VIED 5 B AR EEA IOV TR AR |
L RVOT RR ERD ARV S SN DB AEDSH LDL-T 7 = L— |
L Y AROIERYEEOMB &L L TAROBEMN 2 EET 5 L,
L3 NRICE ST 25 A3 NROFRIER 2 L AT B — L IEDIRIRIC T |
D TR M ORBR 2 RO IERT O b & TUAFI OG- EY) LTSS |
L BEICOWTOREMEEE T D 2 & (VNREA~ORE | OESHR), |
L4 B CIEBIIRR B ORI B R TRV ERE STV S Y 2
’ EBEE X, LU T DAAB G OEHRIZONTIE, U AT - SEKT
#4 > NEBRE URICEEISHWT 5 2 & (TRIWER ] T, sk, 3L
SO OEBMR), ek, ENERRRICHO TR A
REBIE, ’

2 AERUVHE=E

=3 LATFO—/LIME

WE. RAIIE I ARZRZF oy LT 1I~2mg 2 1 B 1 [EfFRA#%
595,

RE. AR, JERIC KV EEHE L, LDL-2 L AT a2 — ) UEOK TR AR +4y
AT ETE O, ARG EIZ L H 4Ang £ TET 5,
FiEMEEa LA T 0—)LIE

N EE . RACIZEZAZZF N AE LT I~2mg % 1 A 1[A]
BO#535,

7RE, AR, JERIC KV EESE L, LDL-2 L AT a2 — UEOK TR +4y
AR TE 00, RAKGEIZ L H Ang £ TET 5,

AN aEE, 10ELL BRI X RAZF o A E L Cngx ]
ERYEI [ YNE EAc e

7RE ERIC X D EEHR L, LDL-2 L AT 0 — /UEOIK F AR+ 7256
WZITHHETE A, RKEGEIZ L H 2mg £TET 5,

<HBE>
BN
BE 1mg $E 2mg BE 4dmg
L AT a1 —)VILE O O O
FtEE o L AT 1 — LiE O O O
/MR
FE 1mg $E 2mg $E 4mg
L AT a—)VILE — — —
FltkE o L AT g — LfE O O —
O : ABHE - HEHY — KRR L

<% - REICEET AERALDITE :
L FEEOH 5N G T 25, ARG EE 1 Ing L, &K |
ﬁﬁiﬁﬁﬂmiﬁkﬁéoit\ﬁﬁ%wﬁémﬁmﬁﬁﬁé%émg
D EL 1R Img R RS (MEER L OHBHR), §
D2 ARKNI B G R (R REER) ORI, AR e Bl A H g
WRET 50T, mg ([CHET A0, CK(CPK) 5. 347 mE |
BRI R OB IR 5 D A AT R AT R TS 5 = & DK |
NIEAMEERABRIC RN T 8mg LU RO G I IR RLARIE & OB 5 |
HEOFBUZL D IS TS, ] '
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3. ERER AR

MWEERT—%/3v 7
-

(2) B PRZH R

(3) e PREEHR 5L BR

(4) BRZRHOEHER

(5) 1RELAYEAER

1) EEAIELITH
= RIGFHER

2) LB ER

3) REMHAER

4) BE - AR AR

(6) ;&A1 A

1) fE FARRARER & - 4

EEARERAE
(FRIFRE) - &
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B (MARRER R
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) RBEHELT
EEFEDNDHNE
XIE=EHE L =&
BROBME

BN - AP
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VI EEEICEHT HHE

1. BRI (CEEEH B | HMC-Coliz ol 2
IEEYXITIEEMEE T RAVNABEF N T BKF), o NAETF o ST NAEZTF F b
VL, TWNRREZF PRI TN BANRREF T A

2. EBEAR
(M VERSREL - ERME | X ARARXF U AN T T AKFIIEa VAT o — VEAKROBEEESE CTH D
ES HMG-CoA i il F A HINICHET D5 Z Ll Lo Ta L AT e — VO ERKE
il 5,
Q) ENHEZBMITHER | iZ4ERR L
ERRIHE
Q) ERFLREM - 35 | sXM4 BRI L
o B P

,22,




VI. EMENREIZEEd SR E

1. MAREDHT - Al

i

(Dam LA MmH
=E

(2) = iR E EE
¥ fid

(3) ERPRFABR THERR

hi-mehigiE®

B -v 2
[VIL SEEhEEIZ RS9 2 THA 1. 3) BB CHER I N7 MR | 220

B2/ \ZX42F> Cafit img TBHI

E2/AREF > Cafi Img TEH) (1, [ERNEZ B8O ERBAID L
RISEMHEREBR AT A F7 4 CERK184E 11 H 24 H  FEAFA L 1124004 =) |
ICHS & BFARRZTF L Ca BE 2mg [HHT AREUERIFIE Li- & X, 2
REFELL ., EMTFRIICFESE &R ST,

E&2/XX A2 F> Cafig2mg TEHEI

P9 S D /M RIS VERRBR T A BT o SRk 9 4F 12 A 22 PSS
%5487 5 (—ERCLIE : Rk 13 4E 5 H 31 AATEIREIG 786 5. AL 18 4E 11
A 24 BATEEEHATRE 1124004 )

ER/NZRARF> Ca fg 2mg THFFI SHEHERAIZ . 7 o 24— R—JEIC LV %
NENLEE (BXZNRAEZF e LT 2mg) BEFERASRFICTHERE
[ElRE O 5 L ClEh R LRREZE L, BoNT-RYEE T A —X
(AUC, Cmax) 122U T 90% 5 HE X IVEIZ THEFHIEMNT 21T > 7255 3. 1og (0. 80)
~log (1.25) OHPHANTH v, WAL RIS MR ST,

HIE/INT A—H BEIINTG A —K
AUCofss Cmax Tmax T1/2
(ng*hr/mL) (ng/mL) (hr) (hr)

EA2/INRA2F > Ca g
2mg TH#A
HEE A A
(BEA, 2mg)

78.69%£22.00| 33.48%£8.85 | 0.8%£0.2|3.9£1.1

76.64126.42(33.544+10.20(0.7£0.2 4. 1F£1.1
(Mean=*S.D., n=18)

——ER/NRAF 2 CatiEg2mel B#T
—O— FEMERGHI (BEA, 2me)
Mean=£S.D., n=18

P " L Py
0 4 8 12 16 20 24 28 32 36
FFfE (hr)

i 3% e G ONT AUC, Cmax SF /3T A — 2 (3, BRHE ORI, ARk O BRI
¥ - RIS ORI &> TR D AHEMN B 5,

,23,




(4) &

O)RE - HAEDFE
488

ER/\RX 48 F> Cafit dmg TEHI

EZ/NRZF 2 Cafedmg TEHH 1%, [EESRLR 280 ERRA O ALY FH)
RSB A R T4 CERL2442 A 29 B EAREFE 0229 55 10 =) |
IZHEDE, BEXNRZF U Ca $E 2mg THHT) ZEEERFIE Lo & &, EHE
NG L, EMFEMICFES E R ST,

BB L
L 24tk (B RS (BT AR 2B

(N mMEFEBFEEES

6)BEHE REaL | Z4EkRL
—<ar) I
S YUHIBAL =Y
TABEEHER
2. EYEERAI/NS A
—4
(1) A 7% REERRL
(2) WIS BE 7E 38 BREERRL
@NAATRASE | VL EYEREICBIT 25 H 1. 3) BARAER TR Sz mTiRE] 221
T4
(4) HREEEH U ERR L
®oIVT7SUR U ERR L
(6) T A UL

99% AL (b MSERT 4% b MIET /LT 32T 99.5~99. 6%, 0.06% E b
o BEVERE S /N7 T 94.3~94.9% Th - 72),

3. KU M ER e L
4. 9%
(1) %k — xBTS EE | B4 &k e L
4
(2) % —RRAERAFT@E | S M &k e L
B
@ EAA~DBTHE | VI 222t (H EoEEs%) (BT 5HEA 10, 4T, ER. RIS ~0
B (2) ) B
4 BERA~DRBITHE | 4Bk L
(5) Z DR~ D | LU ER2 L
BT

,24,




5. {5
(1) B ER L B U 3
RER

(2) KBIBEET 5B
% (CYP450 %) @

JFF b 27 1 — 2 P450 (CYP) IZ X 0 1F & A ERGEH & 7200 (CYP2C9 ThHP 7zt
o),

EMFI 7 ey —2%HWREEER (in vitro) IZB W THOT ISRH S 1.
T2 CYP2C9 (2 & Y 8 Wi/KER LA Z A= U e, IR TIERZE(IR K O T
THDHT77 hARRRD LI, TOMORHEP E LT T o R EEFEA, 8
REAKBBILIR D DT NICRBO biLTe, IRPTIIREE, 77 FAR, T R
77 MR, S KB EIR L N Z B DA ERN TS DT MR b, ©)
[VIL SEEhREIZ B9~ 2 THH 5. () RHRAAL R ORI ) 25

7nFiE

Q) MEBEBHRDE | LU EE R L
BRUZDEE

4) REMDBEDER | A&k L
BRULE

O) FHERBMYDRE | A E ke L
WMEINS A —4

6. HEitt

(1) B ARG R UMRRG | R4 ke L

(2) ittt > R PRI IR S L RZALIRT 0. 6% AT, 727 hAKT L 3% A, &5t T

b 2% AR TH T,

(3) BEit SR P ERHR L

7. b VRKR=E—IT | Y ERRL

B9 51F#

8. BMFICKDRER | KU HER L

,25,




VI. 2% (ERALOFESF) ICEATSHEE

1. BERNREZOERA | Y FE L
2 ZRNBLTOEA | [[22 (ROBEICIERELEWL &)]

(RAIEZZED)

L AAN DR Wi BUE OB D & 25 3

2. HEERATREESUINEPAZED & 5 BE [T b OBHE TITAH O 5E
WREN EH U, BWERORBBEREINT 282001 b5, £, Ik
FrbSELBThDRH 5. ]

3. v uARY G ORE ARIOMEEPREN EF L, BWERO
FHBEDPHEINT DB TN D 5, £, BRUTRLARIE S O EE 2 EIE
MBRFEHTLBTn DS, ] (HHEER ) OEZH)

4. PG SATIEAR L CW D ATREVED & Dl N R O sl (M, PER. %
LR SE A~ DL | DIHZH)

3. WEEXRIFNRICEE | [V.IRRICETLEHE ) 22752 L,
TAHAFERLOEEL
ZDHEH
4 REZERUVRAEICEE | TV.RRICET2HA 22RT52 L,
TAHAFERLOEREL
ZTDHEH
5. EERERNELED | ROBEIZKEZICKRST S L
HH (D AFREE T2 BRI O & 5 8E . 72— hm@Es RANEEICITIRIC
Z< M LTHERT 20 TIFESE 28 bS8 b5, £, T
a—)LPEE . BRUHRAHEDS & 5 b T W e ORERH D, ]
(2) B UL Z DREEE D & 5 B RGN RVIRIE O i 51 D 2% < 3B FERE
EEZATLOEETHY, £, BHRUHRMHE Z M > TR B O
ERRBHEN TS, ]
B) 74 7T = bREH] (RYT 47T —15F) | =aFrBeiRETORE
(BT BARIE S & b ooV, 1 (HAMEH I DTES M)
(4) FUR B REIR TIED BE . BIEOfRE (HY X b7 0 —%) X3t
DFEBERED & % B FEHWEDFHIEE OBAERED & 5 B [T RARIE
Do HLONRTWEDORENRH D, ]
(5) miinE ([l ~0# 5| DHES M)
(6) /N (VNRZEA~OFS | DIHZ)
(7) EIE A I E U3 Z ORAERE O & 5 8 [REMREE (IRFHH, 257H)
DEAEITHRET D2 e85, (TERZEIWER] OHSH)
6. EELEARMIEL | FAFDFERICH-> T, RORITTRIZBET S &,
ZFOEARVLES | DHOLNLOE I L AT o0 —/VIAEREOEATH 5 BEBEELZITV, B
& BEREC, SiE - BIEFEOR MO RED Y X7 7 7 7 2 — DR b

+oBETHZ L,

(2) BEHEBEICEAT D IR MAEMEICRENRBOONIBEHIC, ARl 7 4T T7—
N REREZ DT 25E810IE, IBEESTE SV M SN 5EICO
HOERT 5 2 & A7 BREREIE L 2 1 O BT RMARIE 23 & & o030,
R AT OFHT 256810, EMOICBHERESE L LR L, BRIER
(B PR, ) DFEBL, CK(CPK) E5-. ML ORFI A7 ey B
WNZHE 7 V7 F = EAEOBEEEOEMIM LR O TG ITE HICKE
AHIETHZ L,

(3) IFFE e &2 B 5-BAARF L 0 12 8 F CoOMIZ 1 FLL L, Z AR IS ER
CEFIZ 1EI%) 179 2 &,

,26,




(4)F 5P ImPEEEZEHNICHRE L, RIS 2 IS8 Hiven
el Ao sl o RS I

(B) ITALAHME ST, CK(CPK) B, HIE Z b 7 W ATRRME DEESE, BT HMG-CoA iE T
Fi% 32 (HMGCR) HUIR B ESE 2 51 & 3 D S MRS E S A R TF =0 b 5
biv, BHFIEEZ LT 2003 HE SN TN 0T, BEOREEZ 5
BT 52 8, ek, REMRIAIRGICEVEERA LN & OWEH]

Wi % (TERZRRIER OEEZM),

7. HHEEHA

(D FRAEZEENHE
==

Q) HRAFELEDE
==

AKENIFFF & 27 1 — 2 P450 (CYP) IZ L 0 I1F & A PG S 0720 (CYP2CY9 T

MCR#sns),

HAZES BRALLGWLIE)
EHAF FREREEIR - HETTIE HWF - BIREF

I aARY
(74 312y)
(XA—F )

M B RE AL & P O M
RO R ARIE S O EE A EH
HENFEHR LT,

AR K
0 A D 1 HE R
N EFH (Cmax6. 6 £,
AUC4. 6 fi%) 3%,

HRICEET S &

EH&%F

FREREEIR - B E

HWr - ElRREF

7477 — bR

#l
NPT 4T T —
e

=aF Uk

SRR AL & O B
AR AIE N B 5 b T
VW, BREIER (W, Wi/
) DFEHL, CK(CPK) F5-.
mf L NRPIF7a e
EHWNCmME 7 v 7 F=
v EREOBEKEDEAE
BOEEHITEBICKE %
HikT5Z L,

A & & R Al A
JEDS A ST %,
FEBRIA T« BEHEREIC
B9 % B AR MR A B LS
BENRO LD E
=1

fEBRIAF- « BB PEE A
bo%E

AL AFT IV

AFNO M AIRENME TS5
FREMENRH DD T, 2 L AF
7 v OE5% A+ 57 EE
T TARKZZGT 52
EMNEFE LU,

AP - L 0 A H
DOYPIRPE TS 2 7]
REMEN B 2,

i) I Q= GV S

L R RE AL & £ O B
WATRAE N S S b bk
b5, ARGER (A
Jig . W18 D3, CK (CPK)
EF R ORI A7 e
vy BRI NNCmE S VT
F = EREOBHRE DR
bZROTGEITE BT
HEdiEds b,

)R AV e

OFHIZ X 0 ARAID Cmax 23
2.0 f, AUC 28 1.3 f5ic L 5-
L7 DOHENH B,

FERR AN X AHA
D FFlg~DEL Y JA Fx
NHEFEESND =0 &
ZEZbN5,

,27,




8. ®I{EMA

M EMEROBE

Q) EXLGEMER LW
HE K

Q) ZDHDEIER

ARFAN A FH A A A 2 O RIE RS BB EE A3 AR & 72 DR A FhE L CTuh7puy,

(B FEAH)

() AR RAARIE « APPSR, B, CK(CPK) B&-, Mk ORP I A7 ne
SR L T DR ERIE S B Db, IS TAMBEES D
HERBEENL DN ZENHDLDOT, ZOXIRIERND Hbni-
Ak ERIET Sk,

Q) ZHNF—: IFNNT—REobNDIENHDH DT, JLERTHAR. 7
AIEIRCE R Z2CK (CPK) O ER-03H b b =583 52 hiE45 2 &,

Q) BBFENTEMIRIEME S A /NF — - ENEEEEE I AT —Rb bbhd
ZERBDHDT, BELEZTHITITV, BENEO ONTGEICIIR G2 H
1L, BYRAEEITH Z &,

(4) FFH%BEpEE . B9 : AST(GOT) . ALT(GPT) ®Z L\ RS 40 5 ATRERERS
HIHRD LD Z ENH LD T, EMPICIFHEERES OB Z /01
TV, BRENSEOONZEAICEFEEEPIE L, BURAEZITY 2L,

(5) f/MRIFEA : I/ MBS b d Z E RS DD T, MRS ORIER
ATV, BRENRO SN AIIEI RS 2 IR L, @Y 2 ALE 21T
5 &,

(6) B M : MEMERARS LD Z ERHDHDT, EHEEGTH-T
b, BN MEMK, PRURIRIEE, B XAREE SN DS TE S &
Hik L, BB RE R VE CAIOBGZEOMY R AEEZITH &,

(7) EIEREAE : EIEMHEE (RFHEL, 2880 MARIETELT 2 Z &0
HHDOT, BEE oI TV, RENRO oNGA TG ERIE L,
O AEEITH Z &,

M E &~ B

BBYEY | BB, T OFE. SRS, REE, A METEE

HiE2R A - B, B, 0¥, HERE, Mo, R

B, R, DA, WEME, BACRIR. R, THI

BFF B2 | AST(GOT) 5. ALT(GPT) 5. v -GTP L5, LDHER-, vV

NLEVER, a2z xF5S5—F 5. Al-PEH

2 & BEJR. BUINER., iE7 v 7= k5

B AT | CK(CPK) B AN, B, Mk, S A 7ney bR

FEMRR | BEE - BHEEL, LOYL, O FV, 2K IRK. AR

m & i, d g BRIERED . B ERED . A ERERIE 2

HifEkEE L, a7 ) v bR 7 — A ZRBROBMHEAL

R 53 i TARNATRUAKT, TV RATR KT, TIVRAT

v kS ACTHES., aF Y —)L k5

ZDfth &R, PUEURO AL, B, R, REESE. 1

TH., BAfR. wE, B, Bob oo, HRRK, RIE

i, JREEME B5-. mygK B migP E&-. SRR, S

PR, iE

H1) 2oL RGac3Es 2T HZ L,

HE2) B2+, BREPRO NG G213 57 L
U7 L& 21T 9 2 &,

7 3) BERUT BMRIE O RIBEIR O ATREMEN & 5 DT, B E2 +0I2fTv, &4
BN UG EFIET Sk,

,28,




(4)IEB RIRIERA IR
ﬁﬁ&ﬁ%&&ﬁ
=

(&ﬁWﬁh~nHF~
BEEERUVFMHD
FEEESROE
ERARBE

6) BT LILX—IZ
e HFERUE
ERi%

LR L

LR L

A D st UIREUE OBEEE D b 2 BREICITE - L 2 &,

9. B E~ADEZRE

—fRIZ E i CIRABEREME T L T2 O T, BIER A REL L 7258121308
BILREEETD I &, BBIRAHEN D bbhoT v e @%&ifﬁ&péo]

10. 334m. ESR. RELR
EADBE

HOH DM NI LanwZ &, [IEREF 0%
B FER (7 v ) TOREEY LR,
AR (Img/kg LA L) 1TIWNToHiERT XX 01 0 — R - R1E)
Wy D FE T N 3R w%hfwé T2, UV X TOREF AN SRR
(0. 3mg/kg LLE) i U‘Tl@%@%tbl &)%ﬂ“@/‘é Z v Mo
mG%Aiﬁ%ﬁmiﬁ%ﬁiﬁgbt IR RO BERAE N HE S
TW5, ®IZE h Tl m@mm&miﬁ%%miﬂf MR 3 » AE T
OFIZIRA LT & &, BIRIZEREGERN D Lozt ORERH 5, ]
QFEAFOImANIFRE LenwZ &, [EWER (7 v ) THHHF~OF
ITRMEINTND, ]

(1) # b ST IR L Cu 2 Al RE
HAZEE 4 2 23T LTy,

1. INREADERE

(D /NRICERET 25613, EBOSECHMAE, CK(CPK) EAIZIER L, HEIZ
BHE4HZ 8, UNETIIEBOMERLHREN RN TRE LS 255
éﬁkb\%ﬁ%ﬁ%%bﬂﬁﬁwﬁ%hﬁ%éﬂ

O AREIE, #rAR . LR U105 O/ NIk 5 22 VEI T~ L
fwﬁw(lw wfmﬁﬁﬁ WM I T Ok AT D/ IR 5
il BRI 720,
12. FEERRBRERRICRIF | &2 4#HEmER L
=E
13. BE&RES U TIHECRIE R L
14. EALOEE EKIZS (B - PTP A%k @iﬁimP/w%ﬁEWDMLT%%ﬁéioﬁéﬁ

A& (PTP ¥ — MBI LY . BEWSAE BRI~ A L, BIZI3%
LERZ U THPRIAREOEE R EIHEZ 0T 25 2 kﬁ%iéhfwé)

15. ZDHDEE

4ﬂ®ﬁm&ﬁﬁ%@m&yauﬁéswﬂ%1m&yﬁui%uwﬂﬁ)
fEWh@%ﬁ# WD HNTWD, B, tody (7> ., $u) 2B T
WD BTN,

16. £ Dt

BN A

,29,




IX. JEFR PR ICEY 9 SIRE

1. FEIBKER
(1) E3hFEEHER
(TVI. E3hZEE (R
IHIEH] SH)
(2) B R HIZEEEEA BR
() BRE M A ER
4) Z D) ZE B K ER

REERRL

2. =4HER

(1) BEx 5 =4HER
2) RiEIREE1HER
(3) ETE R A = HEHER

(4) Z DD FFHFEN

BB L
VL et (P iR S)
VL e (BER EOTER)
BH()| EBH
BB L

s

¢ o

el

WZBT AHEE 16 FOMMOEE ] » 38

(B2 HE 10 4w, PEMm. 1%¥L

2 At

I S~ D

,30,




X. EHENERICHI SRE

1. BHX

gl Kl AFEERN (FEE-EMEONMFEICLVFERATL L)
HEhAk sy - BIZE

2. BRI E R
iR

AR © 34 (LEMERBRRERICEES<)

3.0 - REESH

: /= R BA

4. EHERFEOEDEE
=
(M EBTOERY HKL
FOBESIZTOWN
<
(2) EHIZATHFDELY
FTNZDNT
(BEZICBEIAR
LAY -ESEEY
Q) FAFIFEDBE A
201\ T

REAHE

() FEHABIRNTH > TH, BEZITR DX ESChITHATD Z &,
(2) BREMZ T 28T TIRIET A 2 &

TVIL 224t (fEH EoiEESE) (23T 2HE 4. @A EoFE] 221
RE L BRI RS TIRGT 5 2 &,

BEAERSTA R /Y XFvoLEy : HY

MERRESE . A0 (XL ZOMOREE R 258)

Hriz7p L

5. KBEHEH

RN

6. 0%
= PTP @
£ Tmg 100 &£, 500 &E
g% 2mg | 100 £&. 500 &2
£% dmg 100 §E
7. RHBDME
a%E e
PTP A%t : RU K=, TAI= A
PTP Po—giE . 7 iz b RV F Ly - RV F L
FLTHL—FTFIF—h
{EBERE : A&
8. FE—Hm%H - A%E | F—p/mIE: UV 3a8E Ing » 5 2mg - §E 4mg
R % . T IARREF DN T LK, Vo RAETF . TTN

ARF LT N TA, TIVNRAZFF RY TN BANRNRK
F ol A

9. EffFEAFAR

R

,31,




10. B EBRERRE R B i _
&gﬁ%g%_ RE BEIRE AR A A ERBE
ER/NX A F > Cafg ImglBE] 20134E 8 A 15 H | 22500AMX01686000
E2/I\X4F> Cafe 2mg TA ] 201348 H 15 H | 22500AMX01687000
E2/1\X4F> Cafe AmgTA ] 201542 H 16 B | 22700AMX00507000
1. EERERESER R E—
% EMEEINEEA B

ER/NX A F > Cafg ImgTB#]

2013412 H 13 H

ER/\X 45 F > Ca g 2mgI B Hi)

2013412 A 13 H

E4/NR 4 F > CafE dmgTHFRI

201546 H 19 H

12. hEe X IFFHREM.
RERUVRAELEE
MEOEABRUZE
DAR

(&€ Tmg, &F 2mg]
<2013 4E 11 H 26 BAF THIVE - &) OZE (1Y 8%KSE ) OFIIRZ R

<2019 4F 11 A 13 B TEBEMEE 2 VAT v —)VIIE | O@Ecs/NE ok -

RS IENIIN

13. BEERR. Bl
HBRARFABARD
ZTDORE

BA=RSNA

14. BEEHRE

RN

15, IEHREFIRERE M
2B 9 & 1EH

AFNL, BEWIRIZBI T 2 HIRIZE D BTV,

16. £f@a—F

EEFEE

R NER | mmmemm | 227"
EXRa-—F | *

ER/NZRZF > Ca g ImglBF | 122822901 2189016F1192 | 622282201
T8 53] 1)

5528 F > Cafngl BF | 122823601 |~ o0 | 0200l

2189016F2016 | 622691800

ER/N\R2F > CafEdmglTBHFT | 124262101 2189016F3276 | 622426201

17. RER#EHT EDEE

AANIZHHRN EOBRFEELLTH D,

,32,




X 1. XXk

1. 5| FACER

1) ARRGEHRSH HNEER (ZEN)

2) AABURHRASHE HENER (IR ENE)

3) HARUERRASt HNER (RSN

4) Castelli WP. :Am. J.Med., 76(2A). 4(1984)

5) HiHBekiE B ARG MFRLE, 4094, JE)IIE)NE (2016)

2. £ DD SEH

WL R L

XI.8EE&H

1. ¥ ETORTR
o

BB L

2. BB ITHERRX
ERIFH

BB L

XII. %5
Z DL OBEEH R I TE 4 N2 F 2 Ca BT AT & IR S5 MR~ 1

# 7R — A~ X— (https://www. yg—nissin. co. jp/) (ZHE L T35,

,33,




	表紙
	ＩＦ利用の手引きの概要
	目次
	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
	２.一般名
	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
	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
	２.製剤の組成
	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

	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

	Ⅶ.薬物動態に関する項目
	１.血中濃度の推移・測定法
	２.薬物速度論的パラメータ
	３.吸収
	４.分布
	５.代謝
	６.排泄
	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
	８.副作用
	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
	２.毒性試験

	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
	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




