8J7

%% 2018FE108HE] (E 6 hR)

%2018%F 4 A¥E]T HMG-CoAETTEEREEA OAEEER o EES
prsmmg. 25597 P NUVNZAIF VNIV D LG 27280
<00 \
PPMVINAIF D 5:Emg (=77
\Y
PMUVINAIFV5i10mgi5=77)
B SRSE (TRRD) Atorvastatin
B LR AR TR BT & 5mg 10mg
{EREARR | HEE(ICERR (3F) FKEREES |22500AMX00301000 | 22500AMX00302000
3 R - BSOS LY SE(INE | 201356 8 | 201356 A
ERITZE BR5EREME | 2013 6 B | 2013%F 6 H

(1
(2

o=

ZISICN

(RDEBEICIFZRSLIENT E)

) REIDRT (C UBEUEDBIEED S 2 EE
JEFRSEENMETL TV EZEZSNBUTOR SR

BE

2R, IEMRRORMIEE, FFEE. R, 28
(FEZEEECHBNT., 7 MNUNNZXIFoMmEd
HMG-CoARTTEE SRS E M R M@ EALA I
RTEE U (AUCT4.4~9.81%) BarRaAERAUEN
HD. LI >T. INSDOEBEETIEAF DMmEED
BEHNEFEU. BERORIBEENBINITZISZ
nhH& s,
Fie, AENEFICHEICSVWTERLRBEIND D
T, FEEZELIE2HBZFNNLHD,]

() FEBEIFFERL TV D TREMD S B AR URAE

(Te. Him. Em RARS DRSS DESHR)

(4 TSTUE. FLEIREI - XUITFLE -

UrFEIL. FJUHTLEL - ETVVIREIE
®k5HOEE (13. HEER] OESR)

GHREX [FHNRICEHET D ERLDER)

() BRO/IICTHBREEZRREL. 83U AT0O-)
MiE. RiEMEIVATO—)VIMAECTH D &2
RUIC ETHEIDBERZZRT D&

Q) REMEIV AT O—)VMEREZESHEICDOWVT
(& LDL-7 7 T U—Y AEDIFEYFEEDHB) &
LT, B2VREENSDBEENRBARERGEI(C
KEDERZERT 5 &

@18 - IR
o= % P RIUNRIFUsE | P NUNRYIF UL
ol Smglo=77] 10mglr=77]
(BB ZNUNZIF> | (BB 7NULNZAIFY
B D HILY D LIKFIY) ALY D LK)
(1 #2d) 5.42mg 10.84mg
(7 MUAZIFVELTEME) | (7 MLASFYELTI0mg)
FLAEKFY). SKTE | FAEKFIY. SKZE
1%, BEBRELE [tV 1R, BEBREE
ROFXOCLEIV| ROFIFOEILEIL
O—X. EROFYF|O—X, EROFVS
Obt/bO0—2, X |OELELO—Z, &
AN Y| TTUVBRIRYD | TTUVBY TR
LA, EXOXO—X | A, EFOXO—X,
<203 —)L6000. | ¥ 2 O3 —)L6000.
BibFIv. 9T |BIEFIV. FILD.
="E{EEk. DL | AILFoNOD
IA\uly;
st e | <D TVEBD BEn
BRIDER | 5 ) a5,V | T4 bbT—7 475
o B (mm) 6.1 7.1
A | BE (mm) 35
A g8 (ng 136
= oo,
"
AlE [—
#AID— R NCP ATO
OEEX (TR

B3R 0O0—)VIDE
FiEES I U AT O0—)VIME

O ENUHE

- &1L XRF0O—)VImiE

BE. RALGE7 MUNXIFELTIOMgZ 1 H
1 @EROKST S,
B, Fin ERICKVBEEERT DD, BEDHES
(X1 BH20mgx TIBETE %,

- RiRtE 3 AT 0O—)VIAE
BE. RALGE7 MUNAIFELTIOMgZ 1 H
1 EROKST S,
BE. Fis ERICKVBEEERT D, EEOES
(¥ 1 B40Mgx TIBETE S,

OFERALDIF=

1. [EEKRS (ROEBEICIFIEERICERSTZE)

(1) FFEEXIFEZOBREREDHZBE. 7I/)VI—)LhE
DEH
[(FENFECHBICSVWTER LRBEHSN2DT. B
BEZBLLSEDIOEFNLHD. e ZIVI—IU
PEDOBEF. BHRBEN DSHNPITVED
WENH D]

(2) BEEXIFZFDEEFEDHDEE
SN ERIERE DFREHI DL < N BIKEEEEZE T D
BETHY. Fle. EHRBEICHE > TRRGE
KEBEDBEIEHERH SN T D]

B) T4 TS—bREH YT+ TS5—hF) . E
#E (oORMUVE), ZOFVEBEE (ZtU
FO—ILE)., PY—-ILRNEEE (1 337V —
JVEF)., TURONA Y ERSHhOES
[ ICHMG-CoARTTEESRBESEAI & DB BE/ERIC K
SRR ERAED S S O NPT W, ([3. BEER]
DIESHA) ]

(4) BRRDES
HERRZBELESE D END D]

(5) FIRIGHAER NEDEE, ELMOHEER (FHY R
hFOD 4 —%) NIFZDOREEDHDEE. E54E
DEFEEDEIEREDG DEE
(REURREREN D SHONP TN EDREND B, ]

(6) 2T ([5. BEmaE~\DR5] DIBESR)

2. BEEREANEE

MBSHUHEIVRTO—)VIEEEDEARTH D
BEERLZTV., BIOEFEAPEIMME. BEUEFD
RO OEREBEOURI I 779 —DEFED THE
T3,

Q) ®RE5PFMPEEEZERNICHREL, BEICKT
DRISHBH SNBVESICFESZEDRIET DTS,



#3% (3) BRAEICEI T SRR BBICEENRD SN EE
(S, AHNET « TS5 — hREREHAT BBEICIE
BELEPEZERVEHIENDBEICDHHAT
B &, BHRBRER(LE M D BIHREREDL &
S5HNPIT V. PEZERJ/IHAITDHEICIE. EH
NICERERESEZERL. BEFR (AR K
) DOFEFE. CK (CPK) FF. MR URP=F
JOEYVERWUICIEI VP F Y FREOBRK
BEORLZRDIBFGIFESICRSZRIET DL,

(4)E0IfnB . CK (CPK) BfE. KRIEZHDIRVENR
HEDERIE, FMIHMG-CoARTTEE R (HMGCR) #1185
MEZRYETIREBNERIRIFEEST/NTF D'
SHN. BEPILEELDHFRI 2HNHRSINTVD
DT, BEORREBZTDICHRITDI L, BH. &
FNEEIR S (C KU EDH SN &EDMSEHIHSH
%, ([4. BIER (1) EXREIER] DESHR)

(B) BIERFRZFDHXRD G SHNB T ENHBZDT, B
D BIE. BRBEDERNHSHONIBEICIEE
Alztplb U, ERIZFICOERT L DREICIEET S
&, REPFRSHBNISBER LI 128X TOD
BIC 1 EME ZNLUEEERN (F£C1E0F)
(CHHREIREZTT D T o
HEER

FEF. EEUTHOEYPRHERCYPIA4ICKIRK

HIND,

(1) HAE=

HALBEWZ &)

HRI2E BRPRIEIR - & TR - eRAE T

FSFUE
(F3EwT)

7 RILNZXIFUD
AUCH'7.9f8IC LR U
leED|EN'H D

REIOMPRED LR
L. EBLGNIEEHRIC
BRERIFT L SRE
R (EARREZS
B=F/NF—%) i
ZBBTNNH B,

s A )
[C K BCYP3A4DRH
ENEZISNTND,

FLESIZE)L
AL AV
U UNFEID
(T35 vT
2)

VANIAV S ol
HRENLREL. BE
RN (S L ERZ &
[T K SIREHERNF
RUPILRE2HBLTN
53,

BEUNFEILD
CYP3A4RBEEAM
[OYAUE AV
KD ARBDFNDEL
DIAHAECE DL
ERICKDBDEE
AHBNTWVD,

W JUATLEI
RUOETLUYIZEI
([CKDAEEIDEFAND
B IAHBAEROE,
M 4EZEE BCRP)
FEECED<IERIC
£2HDEERSN
W3,

JUATLENL - ET
LIZEIL (400mg -
120mg) EDHMICE
Y. ZNUNZIF D
AUCH'8.28f5. Cmax
M220fBICERUIEE
DWEL B 2. HID
moEEA FF 0. &l
EANREIRELYT <&
2HFNHBD.

dUHUE)
TR
e

(FTqLwh)

Q) HAER HAICERTSI L)

HRI2E BRI - BB TR - eRAET

J475—h
SREEE

Y747
>—h %

PP AR, BN CK
(CPK) EF. mepi
URP=470EY £
FEFHE L. 2R
BRI bz SR
FRRMBIEN S SO
FTNEDREN'H Do

W J175—h
REA| EHMG-CoA
EITERESE D
BIEREEFE DB
ERDREENTL
Do

BRET : BHEEIC
B J SmRFARE(E(C
EEPROESNZE
=]

¥ ZOF VEgE
&l
U hO-

%

WE . ZOF VB
Bl EHMG-CoARETT
BESRBEER & DEIE
FIFF M OHENIER
WRESNTWVD,

ERRET : BEEE

=
=

e

HR2E

RARIEIR - BB TTE

- ERET

bzl
2 J0RR
v F

1) BN e, BRSOk
CK (CPK) E£&H. m
hNUORP=F70E
VERERHEL. 2
B BRER(EZHD
R ERRAEN D 5D
NPITVEDIHREHH
%o

2 oO0RRYVE
DHAITKY . KEID
AUCo.2n 8. 715 (C L
FUEDHREN D
%0

BE 1) YIJ0XR
> EHMG-CoARE
TTERAEH D8
TERRAEFEDIENE
H. 2) Y70 RY
> C K BDHMG-CoA
BITEREZER DK
B - BB ohBE (O3
IRHEHEBCED
<WHEEHR. 3) 7
OXRUVICKBDAE
B DRFF~NDEL A HH
FRE(CE I<IERE
AP TREBENTWS,
BERET : B#eEE

=

7V — IR
BEE
(4 ~Z3F
Vb &
TUZOXA
2

AR, AR CK
(CPK) EF. Mmook
URP=A470EY £
FERBHMEL. 2R
BRI Lz DL
ERRMRIEN B SO
FTNEDREN'H Do

B 7YV —ILRN
HEEYEFIUX
ONAYVICLLD
HMG-CoAE TR
[EES =Rl ESN
RETNTWVD,

E@ﬁ?:%%%%

=

720X0%
A2

AFID MRy RE
DBEEFLER (Cmax:
+55.9%\ AUCO—TLast:
+81.8%) h'HH5MNT,

BR:oJ>UR0OY
AV VI K BHMG-
CoARTERAEH|
DRBFPAENTRIES
ncLad,

HVFOF7—

PRSI
AV VBRIV
J4FE
=%

AVEBEXILT 1 FE
IWEDHBICKDUR
BIDAUCH#1.718(C
ERITBEDW|EDD
%o

R NS DEE
(C & BCYP3A4MBE
ENEZISNTVS,

ITSVTUEN

TSI EILEDH
FBIC &KW AEIDm
hEYBRENLEF L
7z (Cmax : 5.66fZ,
AUCo. : 3.00f%) &
DHEN BB,

W ISV TUEI
([CRDEBEDCYP3A
RUOAEMMEED
(BCRP) DFEENZEX
5NTVD,

LTILEEI

LTILEEILEDH

B UTILEEI

RIS KW AH M

[CKBCYP3ADBHE.

PEYEENLEL

KA DB ~DEL) A

fe (Cmax : 217,

HPHE R OFL Mm%

AUCow 1 3.2918) &

&0 (BCRP) DBAE

DIENHD .

HEZSNTWVD,

TU=F7)—
YIa1—-2

TU—"TIN—Ya—
Z12L/BEDHAIC
K. AFIDAUCo 2
2.5 ER U
EDREN DD,

R L—2)—
WIa—2ICEKD
CYP3A4DEEHNZE
ZAHBNTWVD,

AERIDMETPEYRE
MET U (Cmax:
—12%. AUCo.24n :
—43%) EDImREH
BB

R IJOr7ELY
YICKDCYP3A4D
FEHNEZSNTL
Do

UJ7vEYY

Uo7y viEs
1705 B % (CAF =%
S5Ufe& I AARAFIDMm
FOEYEEE AR T U
f= (Cmax :—40%.
AUC : —80%) &Mk
Eh'5D,

KR UJr7vEY
VICEKDBCYP3IALD
FENEZS5NTL
2o

~NFoarYy

N+507 Y EDHA
([T KU EFDAUCH
FI50%ET L&D
HEN DD

BE . R_FHO7v
[T K BCYPIALDEE
BAZEZIS5NTVS,

B A%
il

A

FAIDMITEPRERYRE
HHI25% KT LT hh
IDL-OLRXF0O—-
DETEFENZNE
BEIRTERALEEER
DRED DT,

K CNSDOEE
[CKB7 MILNRS
FORINEE (0}
B) ([CEDLmE
HEYREDKRTNIE
A5NTWVD,




R SIRAEIR - BB E - iERE T

VIFVY | ERREICBVTIE | #F  XFIICLDY

hYIFVVEEN | T+ U OP-EEY
F9% (AFNOmgiz 5 |EZ N UIcBEEH D
T Cmax: +9.9%. [#i#EHRESNTL
AUCoom : +36%. Clr: | o

129 — 128mL/min.

80mg# 5 ¢Cmax :

+20.0%. AUCo24n :

+14.8%. CLr: 160

—149mL/min) & &

NHREINTWVD, #

B9 2i5a(F. miEdg
BYEEDTE_I—%

THRITITDT &,

RORFER | /)VTF ROV (Cmax | #% @ KFIICLD ./
JIWIFV| +24%. AUCoom: [ JVIF Y ROVED
ROV-IF|+28%) ROIFZ|IFJIVITRALSY
ZWIZANIWIRNIIF—=)U|ZFZ—=ILDYCEER)
SI4—)L |[(Cmax :+30%. |ROESHEZ SN

AUCo24n 0 +19%) | TLD,
DIEFEPRED LFH
FEHo5NT,

(FF : 7 MUINRY F B

4. BWER

FEFERRERESEOIERRRBEN PR TS
FBEEEEL TULIRL,
(1) EXBEIER (BBEER)

X1) A RERIE. S4/NF—  BIAE. Bk, CK
(CPK) E£F. MPRVRP=AT0OE Y ER#
T DBTRBEN D SHN, DUEBEESE
DEERBEENHSOHNZDENGDDT. &
RETDITITV. TOKRSBPERNGSHONTEE
HllEEBICREZRIETD &, Flee AN
F—HHS5DONDENBDDT. [LEFEAR.
AEEYCEHEGCK (CPK) O EERrSS5hNne
BEICF’EEPIETD &,

2) BN TEMIESEME S 4 /N F — | B EIETE
SHANF—HHESONDTENHDDT, HEE
+H(CTL. BEENRO SNIEREICEF RS ZD
U, BYRLEZITD T &

3) BIERTR. FFR. FFHEEEES. &8 @ THNICH
BZEIDBEBRZTHICTL. EENERHSN
EBGICIF RS ZRIE UBEYBAEZTD C &,

4)BEUE - MEMRUZE. 7740 5T —Rb.
EMEESTBEERD B S ONIEDRSEH B
DT, TORIPIERD B SHONIEBEICIEE
Sxthitgd &,

5) MEERIERAE. NMBRBAME. [M/VIRIEAME © 58
FIBRAE. SRINERGEAME. I/RRIAMEN & S5 HhN
2TENHBZDOT. EHNICHREZTSBRETSD
BRERZTL. BEENROSNICESICEFERSE
iE UBEYRLEZITD T &s

6) HESMERIBSERIFFE (Toxic Epidermal Necrolysis :
TEN). RZESHSERERAEIREE (Stevens-JohnsonfiE(R
BY). BWAIN : hEUREIBIERIRIE. NREFHGER
RIEIREE. SEAIMEOKBELFREN HSHNT
EDHRENHDDT. TOLDFERNDHSHN
EBaICE’RESZRIET D&,

7)EyE. ¥ERKR S BREFGS5HhNZ T
EPBBHDT, 8. S8R, 2EBRREDER
DORBCFEITDEEDIC. FHNICHREZITD
BRETHBERZTV., BEDRDSNEIBEIC
FRE5ZEDIETZRE, BUGALBZTD C &,

8) BB RN BN GO PNZ T EHNHD
0. RO R
. WEXIRRBESEHERO SNCES(CIF RS RS
IFU. BIBEEBRILE VEIDRSSEDEY RIS
Vo s Rl

(2) ZDfhDEIER

HOE A~ B
54 | TR FE. KB Bk HBERE K
R, KHEE. KiREH. TOESE
BB BmIEL M2
T fid |AST (GOT) EF. ALT (GPT) E&H.

7-GTP LR, ALPLR. LDHLER. HES

H b & |75 —ELF. TR WE B B
e, Ew BARE DESRE (DEY
DERE). EEEER. BIRTR. HERE.
Bit, BX. ORX. ER 08 SOLY
N OOLUN. EX B S oMM EE.
. &Rk OERXR. WIEAHUK

IF 0k & |

BB %R |CK (CPK) EF. HNE. 55/E. |- BOD
W, IhEUR K8, EIAE. k.
M. Bk, MP=470EY ER. BX.
]

ERERE., AMEORES. BIR B8

HFEWV. NE (). OELON (%), B,
RS, B, 15D B

FRAARIER

W 2 | TANXFOVES JUYIRTS—EE
F. TSHER. ACTHLER. ZILRAFOVE
T ZHEEAE

KEEE|JILI—X LR HPATCER., MEBEHKET.
{EIMAEAE

) fig |[KES. BUNLESR. M7 L7 F =280, m
PR

z O fi|BEE 25ER (). FE (B - UEFH).

WifEZE, k. HIREZ. B KREESR.
EEER. PR SEIR. SEPR. BEREEH. FI

5. SEENDKRS
SHETIE. BWERNRBEUIBSICIXBSERIET
2I3E. BYBRNBZEITD I &,
[—RICEEECTIE. EEBEEMETULTHSY. FED
Cmax. AUCo-ldBmE TIEINT 2 &N Hn D, e,
BERAREN B OO P T VEDHREN G D]
6. iR, ER. BHIABSEDKRS
MRS TRYIEFHIRLUTWSDTREEDH D EAIC
FRE5 UV &,
[BYRETHERHOBIROER. HBEICHT
DEENRDHOSN, BRICHDEEFERE TN KB
EBHSNTWVD, Ffee T v MIMBOHMG-CoA
EBILERAEHZABRS UEBEICREDBES
ERHREINTVS, EIC. & T, tEOHMG-
CoARITEERAERT. Hik 3 nBFCOMICIRA
Lic&= BRICERMETEN GO DNIcEDRE
N d.]
Q)R FARICEFBE LRV &
[Z v b THAPRANDBITIRESINTVD.]
7. INBEADKS
RHEEARSER., FiER. ALB. $EXIF/NBCHT S
LML TORL, (BRI ZR,)
8. BRELDIE
BEIZZATEF - PTPEEOEH|(FPTPY— b BB L
THRAT2LDEETDH &S
[PTPY— hDIRERICK Y. BLEHASH BIERSEANT)
AU, BICREBAZREI U CHBRXRSEDEERSH
FEEHFE T DI ENHRESNTND,]

OEYERE

1. EYFNEEEHR
7 MUNRIFUgEsmg[ 7 =T 7 XE7 ~LINR
IFUEIOME[Tr =T 7 SIFEREE, JOXF—
N=ZECKIZENZEN T8 (P MUNAIFVEL
T5mgX(F7 MULINRIFELTI0ME) R
WMABFICHBEORORS L TMERREER
EZAEL. B5NIEYEBRE/NSX—T (AUC,



Cmax) [EDWVTI0%ERXENAIC CTHistiRT 21T -
Je#ER. log (0.80) ~log (1.25) DEEANTHY.
MWEIDEYFANEF NSRS NI,

(M7 MUNRIFVigbmglr =7 7]

HE/IND A= BE/NOA—F
AUCo-48 Cmax Tmax tin2
(ng-hr/mL)| (ng/mL) | (hr) | (hn)

PNUNZSF e | 12.5814 | 2.0850 | 1.22 | 9.36

5mglor =77 +£5.3892 |£1.5679| £1.11|+2.48
IRAERA 12.3228 | 2.0676 | 0.81 9.98
(#&&l. 5mg) +£5.7405 |£1.1358| £0.48 | £2.91

(Mean=S.D., n=47)

(ng/mL)

3 (Mean+S.D., n=47)
_ ——7 NUNZIFUigsmg (=7 7|

m : --o- -IRERF (52F]. Smg)

E N I

& T

g1
011. 2 3 z.x e; Vi 1.2 VAT 48 (hr)

B R
(2) 7 MUNZIFVig10mglor =7 7|

HENS A=Y BE/INS A
AUCo-4s | Cmax | Tmax | tin
(ng-hr/mL)| (ng/mL) | (hr) | (h)

PNUNZASF g | 245892 | 45806 | 1.45 | 10.14
10mglr =7 7] | £10.7830 |£2.5349| £1.15| £2.84

IRAERA 25.8629 | 4.8994 | 0.88 | 10.11
(#&&l. 10mg) | £11.0151|£2.3961| £0.72| £3.21
(Mean=£S.D., n=54)
(ng/mL)
7r . (Mean£S.D., n=54)
6F: ——7 MNUNZAIFViE10mgIr =77
m . - --0- -RAERIA (feF). 10mg)
4
T 3t
“ B
- "o T
1 T EYTTTOYE z
ol . 6\’\«\04%_
0 1 2 3 4 6 // 12 // 24 / 48 (hr)

S

MEEDERE L ICAUC, CmaxZEn/$5 X — 5 (3%
DRER, FROTNEY - BEEOKBEUFICL> TR
BB EEEMN BB,
2. Bz
7’ I\)b/\‘X@?"‘/ﬁESmgf’IEj?J&UT’ NIUINR S
FUR10Mg[T 2 7 11F. ZNENEEEBHEERS
SRICEDSNI=T MUNZRIF VALY ™S LRDE
HIRR(CES LTWB T EDBRINT LS,

@ ENNFEIE

P NIVINZAIF ALY D LKDYIEIURTO—ILE
BRDEREES T DHMG-CoAR TR R 7 &IRM TR
EFBRTEICKH>TOAVRTO-ILDESREEIEIT 2.

OB ICEET DI EZEHHR

—f&2 . 7 NMUVNRIF AT D LKFIY
(Atorvastatin Calcium Hydrate)

{E%4 : Monocalcium bis {(3R, 5R)-7-[2-(4-
fluorophenyl) -5- (1-methylethyl) -3-phenyl-
4-(phenylcarbamoyl) -1H-pyrrol-1-yl] -
3,5-dihydroxyheptanoate} trihydrate

PFIL - CesHesCaF2N4Ono - 3H20

2FE :1209.39

HsC CHs3
OHH OH

DAL

N Z N/\/\\/Q/COf
H _

L " 2

M R TP NUNZRIF ALY D LKOYIEEE~

BEHEDBRMDMKCTH D,

KBEASY /= )JVICEBHTBIFPT L. IAF

IWZIURF Y RISBIFPVT L, KXIFITY /) —

JU (99.5) [CHB&H TAIFIT LY,

AmIFAIC K> THRA(CERBERD,
RERIFHEBEZENEBDH 5N D,

O EDFE
1. RERE
IS EPO—BH%IEERER T TRET S &,
2. TEMRY
RREEEGZRAVCIDRER (40C. BXEE75%.
6 nB) DR, 7 NUNZIFViRsmglr =7 7]
RO7 MUNZSF V510mg[7 =7 7 | REEOmS
TETICBVT 3ERRETH ST & DTN,

Cazt» 3H20

OTE
7 MUNRIFVigsmglr =7 7] 10088 (108X 10)
50082 (1088X50)
7 NUNZASIFER10mglor =T 7] - 10088 (1088X10)
50082 (1088X50)
[ E:3vE
1) BATIT7HAET  EYFNESECET 28R
(FHER)

2) BRI U7 D BHICET BN (HAER)

3) FTCHEBXREBL#EHE C173, EIIEBE =
=, 2016

4) BRI U 7MAa | TEMICEITER (HAER)

@ RAEEKIT

FEXMICEHEOHAERICDOETE L THTEICTHERK
<IZEL

BART =774t 28R

T101-0032 HRETHHREFRI2TH2E3S
TEL 0120-47-9321 03-3863-1225

FAX 03-3861-9567

&EHRFETT

BARTI77ixEw1t

RASBTHREFRT2TH2-3



