#2023 7 HERET (55 5 . BEEER)

*20234 7 ASET (% 4 W) B EEmROEES
872189
B-Tif | SRR B & HELD Bl & HEHD
BMEAR - LD : 30f& A, HD : 296 A FAERES | 22900AMX00965000 | 22900AMX00966000
ARFEREME 2018% 4 A

NGO RAFO-)U SV AR—9 —PEER], HMG-CoARTTEERBEFIEEESE
IPF=T /7 NUVNZAIF ALY D LKIYERSEE
N ®
Ph-tvkaaiz LD
YE=-tvykazz HD

AR | EE—RES 0L %I ® P .
DR e ATOZET® Combination Tablets LD, HD - ORGANON
2 2R (ROBECHFBSLBLTE) 6. Eﬁﬁgﬁ%ml@l% R s s
2.1 A OB UBBHEDBHEE D 5 5 B otih - w \LLT ST/ T L 7
2.2 EEZHEEREDH 2 BEKOFRBESMETLTL L T10mg/10mgXix10mg/20mg) %BEIKEOBSGT 2,
HEEZEZOGNBUTOLD EH N " — R .
o , SRR 7. BERUEECEET 2FR
SR, BHFXOZEEE, %z, e, #E /
w%ﬁﬁa??gé P TR, T SR 7AUFROIEF ITET FUNRYF 2 ALY LRHOH
2.3 G IEIEIR LTV 2 AR D & 5 & K O AL ﬂ%g‘@%ﬂ%i A BEBIARIOBEREERT S Lo
[9.5. 9.6 B] IEF= L )
247LAFLEL - T LY H AU LEREHOBE gg%gkgglégléékigﬁgggy?@ﬁ&ﬁu
[10.1 ] ° N N z PLINERIE B
7 NVINZS F VALY D LKi
o GV RFO—)LIMIE)
3. #HAL - 1R EH BAICIRT MUAZRZF & LT1I0mg#E 1 HIERED
3.1 #8R% B5T 3,
WFes |7 Rty NRASLD |7 F—y F RAFHD TB. ERL ERICK D EERRT 52 BECHAI1H
S IX¥FIT/ 20mgx CHETZ %,
HAERS 7 MUNRYF U HL T LKAY FiEME I L R 7 0O—)VILAE)
A 10mg/10.8mg (7 ML |{10mg/21.7mg (7 ~L WH. RAIIE7 MU ZFF & LT10mg# 1 H1ERED
G N2FF»ELTI0mg) |)NAY F > & LT20mg) 575,
FREKIY. BRELE—A, ZJOAHL AT —R f:bgﬁ%im E%jg:&@iﬁﬁi%ﬁ?‘éb‘\ HEOHAIXLH
FRUTL, RERY. STYLHBFT UYL, OmgE CHETZ 5%,
. AFTI VBT AT A e RaFyFaeiLt 72FHELT, TEFITI0MgR T PAUNZRITF L ELT
VR ba—2Z, RYYVILR—r80, LEREHIL Y 1I0mgZzHALTVWARIBE. H50WET MUNRYF U EL
L, BERKTI A, e aXu—, v/ud— T10mg% M LAIREA+2 2581, RHILD (T¥F37
L6000, B{tF &>, ¥ ST RUVNZSF &L T10mg/10mg) D %% T %
3.2 MEIOMR c&o o \‘ . .

20mgEHALTVAHEAE. HEVIET PUNAYF U EL

AITE - Ei BHIE - 7403 =7« > 75 - A& T20mgXBIEFIT /7T RANZTF L ELT
) 10mg/10mg =/ LRIRA+ D 5810, AFIHD (Z¥
£ - ~ ( ) FIT/TMUNRTF > ELTI0mg/20mg) D%
E£:12.7mm E1% 1 14.5mm ST az &,
584% : 5.1mm 5E1% 1 5.8mm O
e — 8. AN VER
i : « ) 8.1 A#liZ. TEF3I710mge 7 MRS F > & LT10mgdH
5VIE20mgE DA TH Y. TEFITET MNARSY
- — — P AFORERBTAT S5 3126, AL
; ) %) HTsz e, [11. B8
SR B3 :4.5mm J23 :4.5mm 82 557 LHEIL A7 10— LMIEEEOEATH 5 LEEE
kAl — R 353 333 BTV, EIOEBRED, BIUE - BES ORI OERO
Ao VA7 7275 —DERELTDEET S &,
4, FheEX [FzhER 8.3 B 5 HIZMA AR EEZ EHIICHRE L. IBEICT 5 K
51U RFO0-)VIME. REMES3I L AT 0O—)VINEE T SN VIESICIIRE AT A .
N N . N 8.4 7 MUNZYF UEEHIZRIERREDOH AP HODLNS
5. SBEN IFRICEET 5= ENBHHOT, B - B, BEBREOERYH 5 b5
51 FKFZ2EI VLV ATFu—)VIIE. REEEI VAT O —)LINEE Bl Eedibk L. ERiSICHEKT 5 KO BEICEET S
DIRBEOE—EREE LTHW RN &, Z &, REIOBREFEXIEZT MUNAY F 2 OB XD 1258
52 WHOENC R BEE2FEML. IV AT O —)VIME. F FTORNICIEBD B, ZRDREITEHN GEEICIESE) I
BEEEIVATA—VIGETH S I EZHER L ETARAO MEERE 217> 2 &. [11.1.5 ]
HEHEZEBITHZ L, 8.5 MM ERAE, FLIMERIAME. M/IMRIBADERH S bbb &
5.3 A EBESHREREES 2L A5 0 — VIIKEIC DWW TIE. LDL BHHDOT, EHNICHREZTORETDEBELR2TO L.
77 L=V AEOEEYBEORBE LT, HH0IEEFN [11.1.6 ]
5 OEBEDPERARE LR IGEICAROBEHA =ZET 5 &, 8.6 BIifE. BIRRADSONBIENHHD T, B, HHER.

2HBRBREOEROFEFTICERT 2 L &b, EHNICTHK
BT TR LBE2ITS &, [11.1.7 3]



8.7 HIRIGHEREME TRE. PAZEMH O S HEZRE, BHEBEARE., B
REOWEBOSH., MIBREICEREL S X %A ORI
DZRNERICK D ERIIEZZE L TWAEEIR. JFRED
B, ER OV D BEZFEERELR D Ei L7z ETARFITO
HEEEET AT L,

88 IXFITELT7 47T FREFOHAICEEL T, HHAR
BARoNTWD, AT 2551 HAEZ EORIEHO
HPRICERT L&, 74 75— bREFITIIEITADaL
AT u—)VHtE NS Y. BAERSA6N5Z E5H 5.
IEFITRAXTHOSHITHFOI VAT - VEBED L
AFRESNTWS, [15.1. 15.2 2]

Q. ENERZRITDEEICHTIER
9.1 BHIE - BHEEEDHDEE
9.1.1 ¥ERIRESE
IEF I T CIREBERIEDO ERETT MUY F
TIRBERROELIRE SN TV S,
BIRERED S SHNPITVEDREN H D LUTDES
R RE R N RED B
CBEBOFEER (YA MO 70 —%) IFORERE
DdH»HEE
- FHFMEOHREOHEROD 5 EE
. P a— LhEEE
7 MUVNAY F U TIIBERBE D S bhPdT e
DOWEDDH B, [11.1.3 ]
*%9,1.3 EEHEIENFZDEEFEDH 2 EE
HREMEIE (RHE. 258) »PEAIEHERT S
ENRDH B, [11.1.9 ]

9.2 BikptEZEE

9.2.1 BREEXIEIZDEIEREDH ZEE
7 FIUNRE F 2 TIIEBUHEARE O R EF D % < B
HEREZ2ETL2EETHD . . BEAHBMAIEIC
o TRBABKEDE(LIROOENTVDS, [11.1.3 &
]

9.2.2 BHEREBEREDH2EE
ARNET 4 T5— N R2EAEZHHT 2HHICIE. BEL
RUEBLVWEHMEINIGEICOAHT LI L, &
e BRI Z S BB RRELS H 5 b T 1,
RLEEITHATIESICIZ. EHNICEKERESZ
Eis L. BRER (BARRE. HIER) oX#. CKEAR.
MpECRPIA 7y ERENICmMEZ L7 F= >
FREDBHEDE(L 2RO IEAIIES IS 2T
T5Z &, [10.2, 11.1.3 2]

9.3 FFikpcE=EE

9.3.1 EERIFHEEEEZEDH 2 BENRUFRBRENMET LTV
BEEZSNBUTOLSIBES
SRR, BHFROSMIEE. FEE. . &8
BELEWT E, 7 RMUNRYF U OIMEREED LR
L. BHERORBRBEESENT 2BEn0PH 5. 7.
7 MUNZAYFVIEERICHBICB O TERLR# S h 3
DT, FFBEZBELSELIBZNMFH S, [2.2. 16.6.2
]

9.3.2 TEEDIFHEEEEZEDH 2 EE
BELZWIENEZ LW, TX¥FITOMEFEES
ERTEHIBENDSH D, [16.6.2 ZHF]

9.33 FFEEXIFZDEEEDNDH HEE (9.3.1. 9.3.2(C%H
IBEEZERL)

IEF I T CIRATHEERE DR IS U CmEEd g
BEOLERPRBEOSNTZ, 7 FMUNZAYF VIZEICFREIC
BLTERALR#EN DT, FREL2FEILSELBZ
NH 5, [16.6.2 28]
9.5 Wi®
R IIFR L C WA AR D H 2 w3 R E L an &,
IE¥FITET MUNZYFUOHARSIZIBVWT, I b
THREOHKENEH., 7O FTEREFEIEDLENTVS, 7
FILNZAZ F 2 OBYERICBE VT, HAERBOBD RO
F. RBICHT2HENDTOON. BRICOEFERETEFR
BMHAEDSNT VS, oy T v MZHOHMG-CoAR
TLRAEER 2 KBRS L7 BE IR ROBREEI#HE S
nNTWw3, HIZ, & FTIE, fiOHMG-CoABRTTEERHEH]
T BIR37 AE TOMICRA L& &, BBICERESE
BHobNi:EDRENH 5. [2.3 BE]
9.6 EELIF
BELZWIE, ZEFITTR. & NEEALFRAOBITOHA
EIIARHTH B D, FREPSBAMETRELEZS Y T
HRANDOBITAEOLNTWS, 7 MNUNAYF TR,
Z v M THHFANOBITHRE SN TS, [2.3 BE]

9.1.2

9.7 INRES

NREERE U7 BRRRBRIEER L T,

9.8 Snd&

BIFAAPRE L GEIC3REE2TIET a2 L. B2 0LE
IO &, —MRICAEBBESET LTV, /o, B
MEN H S DNRTVEDHRENH 2. [11.1.3. 16.6.3

2]

10. 18E{ER

7 MUNZFF U E, FE L THOEYRBEBERCYP3A4IZ K
DR#sNB, £z, P-EEAE (P-gp). AEWMEEA
(BCRP). Bi&7=*> b5 AK—%— (OATP) 1B1/1B3

DEETH %,

10.1 HAZER (

[16.4.2 1]
HALBZWLWT &)

FEHIAE

HEARER - HEETIE

B - fERA T

JVvHTLE

L-ETLrHy

AL
(74l
)

[2.4 2]

T RUNZRYF L ET LA
FLEL - T LY AY
)L (400mg - 120mg) @
PERICED. 7 RN Y
F > DAUCH8.281%. Cumax
M22.0ZIC EF L&D
EWVHB, T MUY F
CoOmABEN LR L. B
TERAMPRHALPLITL< 2B
TNNH 5,

WF: 7L h7Lre
JLOOATP1B1/1B3
K UOBCRPHHZE., ¥
TLYHAELD
OATPI1B1%U'BCRP
FHEICE D <fEHIC
ErbnEEILHN
TWa,

10.2 HAEE (

HAICEFETSRIL)

EHE HRARER - IEESE B - fERET
7 14 75— bRHMG-CoARTRRMBER HF : 74 75—t
S EDOBRIC X VARG, | REA & HMG-CoA
RNY 7 ¢ Tk CKER. mMpRORETEREERE O
I — & A ruey R R BIERAFEREOHEM
[9.2.2, 11.1.3|& L. B aBREELZ EAPRES AT
2] PES BT RURIE S H 5D |5,
NPT VEDWENDH S, |fERET : BHEEIC
B9 2 R R A I
BEIPROONLE

"
—aF v BF a5 B
Al #l & HMG-CoARTT
=tV tru— BERIEEA & OFIE

L R FHFEE O INER
[11.1.3 2] PRBENTWVWDS,

fERET - B
=

SPENHIA -
IR ARY
M

[11.1.3, 16.7.1

2]

1) T¥FITEDOHAIC
DI ¥FITROY I
AR olhiEED LR
BH NIz, REEHHT
ABEIE. YO RARY
OMmMPEEDE=Y —%+
FIFTH T &,

2) OHMG-CoAZTTEHR
FHER & OMFRICE D HA
. B, CKER. me
RORBPIFATZury bR/
PR E L, 2 EReE
EAb & P S HERUS Bl RE A
HobNPTWVEDREN
H5

QF "PWNRRYF eV
OARY EDOHFFAHIZELD,
7 FPILNRAY F LD
AUCo2anD8.71FIC ER L
T EDREND B,

R 1 1) ANBA

2) Oy 7uaARY
> EHMG-CoA&TT
BEREEA & ORIE
& sEoMEmE
A, Q¥ Z7a AR
2 X HHMG-CoA
BITEEREER DR
B - B
THRAHFICED
<HEMEH. @7
AR V& BA
Al DFFADELD A &
REE I E S < HEAE
AP RBIEhTW
%6
fERRIN T« BHSEERE
=

=

7V - ILRHE
%
4 ~7aF
=)L
Ty Z2avA Y
v
[11.1.3 &Hg]

HMG-CoABRTTR R HEH]
EOBRIC KD HARE. B
& CKLER. MmAKRUR
It Tuey EF R
L. BB BT
O MU AUERE A & 5 D
NRTVEDHEDTDH S,

W 7Y —ILRH
HEHEXIZT) 20
<4 DCYP3A
IR B AEER A
EIH6NTWA,
fEBRINF © B EERE
=54

759y 2a<xA
P4

7 MUNZAEYF > ORI
K07 MUNAYF VDI
hEYEEOER L LR
(Ciax © +55.9%. AUCo-1iast
+81.8%) A LN EDH

D5,

WF: 75y 2av
A 2> OCYP3A4IC
w9 AHEERAD»E
AH6NTWVW5S,




A E

HEAAER - 1B

W - fERRE T

HIVZus7—

YRHEH
or¥Fen -
J hFEL
RV IVEE I
74 FEILE

7 RUNRYF &S
LY RFELEDHH
&, ZRIUNRY F
DAUCHS5.88f%. 7 ML
A F v EXTIVEEFR I
T4 FELEDOHEICED,
7 MUNZH F > DAUCH
W17 BRI 2 E0lE
BH5,

W : 2h o 0FH
IZ & 2CYP3A4DTH
ENEZohTL
%o

75T LE

T NUVNAYF L ETTT
L el (200mg) &t
RICED T MUNRY F
O YRR O bR 3
HHMN7z (Crax * 5.6645.
AUCo. : 3.00%) o

WF: 75y 7LE
NIk 3BED
CYP3AKU'BCRP
DOHENZEZONT
Wb,

LTILEE L

T MUY F v EDHFHIC
KD 7 MUNARY F > OIAE
YR D R H SNz
(Cmax : 2171%\ AUCO-OO :
3.29f%),

R LT LEEIL
I2&H5CYP3A.
OATP1B1/1B3}%
U'BCRPOHE N Z
AH6NTWVW5,

TV—=TT7 )N —
VYa—2A

T MUNZAYF o ETL—TF
IN—yTJ2—RA1.2L/H&E
OFFRICED. 7 MUY
F > DAUCo72n D HI2.5(Z12
FRUEEOBREDP DS,

W 7L —77
VAVl S i
%CYP3A4DHEN
EZIH6NTWAS,

I77EL VY

7 MUNZAYF 2 EDHH
WCEOT7 MUNZRFF 2D
MEEPEEYNREAE TR L2
(Crmax = -12%+ AUCo-24nr -
-43%) EDOMENH B,

W .77V Y
WIZ & B5CYP3A4D
FENSEZOLNTWL
%o

77Ty

U7 7 Y ARG TR
127 MUNAYF o 2851
FETAT FUNAYF D
MEE B R E SRR L7
(Crnax © -40%. AUC : -80%)
EOWMENDH %,

WF:V77 Y
2 & HCYP3A4D
FEPEZONLTW
%o

RNF*¥Hoar >

7 RMUNAYF v EDBHA
WCEDT MUNZRYF D
AUCHRISOBETRLIzED
WEDD 5,

B - RF T 7
I2 & CYP3A4DH
WAEZSNTL
5.

[& A 7 > 23t
fig :
ILAF IR
IVAF T3
Ve
[16.7.1 2]

1) T¥FITEDHAII
EDI¥FITOMmApERE
DETHHENT. KENZ
B 1 o > R MsAE O 2 51
2R D B\ T 55 4ARR
DEoBEzHTTHET
BHTE,

2) PRUNZATF L ED
FRICED T MULNZ S F
> O Il HE R E IR AT
25%& N L7245, LDLa L
ATa—LOETRIIZN
FhEBEMTHEALLZEZ
FOREDPSTEDOREN
H5.

W1l T¥5F3
THEA F 33t
EE#EE L. RIS
SBIEH 2 WVIZEAT
BAEEED D B o

2) Zh s DEHNC
EB7 MUNRAY F
Y OINEE (]
&) ICEOL migsh
SEYEE DT E
AH6NTWVW5,

vaxTv

T RNIUNAYF DA
XD EFEREBICE VT
WHhYITXY VBEES LR
T35 (T rIULNNAYF
10mg#% 5 T Crax * +9.9%.
AUCo.24nr - +3.6%+ CLr1:
129—128mL/min. 7 ML
NZHF80mgik5 T
Chax - +20.0%. AUCo-24n -
+14.8%. CLT :
160—149mL/min) Z &
HEENTWD, Kl %6
HI s YTF v
OMmMBEREMRBED €=
7 —E+DIITH L,

R 7 hLNZ S
FUIEBIYITFY
> DOP-gpE v L7 #E
HoMEIARES N
TL‘%’O

AUCo2ar : +19%) D IMEE
FRED LRESED SN
EDOWRENDH B,

AR E iR - HEE W - fERET
BOEEE: (7T IUNRYF U EOHBAET : 7 bULAARY
JNVIFURIICED I Vv FrRar|Foitksd /LI F
a2 -TF =|(Cpax : +24%. AUCooanr = |~ FE YV RUTF =
NI ANTI428%) BROLFZ)LIARNILVIANT V4 —)
F—J 5 VF =) (Cumax : +30%. |07 [ 38 i 5 5 D I8

LhEZSNRTY
%o

7<) VR

IEX¥FITEOMAICKD

5 N

B : 7u by Y R E R
TINL7 7Y v|¥HK (INR) OLEEDPHS
% Nniz. KElZMHHT 258
ICIEBEINRBEZ1TS Z
to
11. 8IEA

ROBWERDPH5DOND I ENHLHOT, BEZT7ITITV,
RENVRD SNIBEICIIRG2HIET 5 4% SEY) L LE 21T

2 &, [8.1 ]
1.1 EXIRENEA

11.1.1 BEHEE BHEEAHA)

TrT7 4 IFy—, MEBREIRE,. 2% E&OBEE
RBBHosbNI2EDRENH S,

11.1.2 thE4REVIEFERIARAE (Toxic Epidermal Necrolysis :
TEN). FZEtLAEARMEIRBE (Stevens-JohnsonfE(RES) .

LA (W3 NG SHEERA)

KIEHFED b 5Dz EOWMENDH B,
11.1.3 SBIEHRIRIE. =4 /N\NF— (WIThLHEERR)
FWNFE. B, CKER, MHAKRUPRFIA 7oy b
AR ET HIMUBMBEYH o bh., SEERES
DEHELEBEREFPHOSDLNDZIENFDH D, /oo IAN
F—HoDONBIENHHDT, IKEEHARE. HA
FEREPLEHECKDO LR H 5 b HaIcidfkEszhik
$5Z &, [9.1.2, 9.2.1, 9.2.2, 9.8, 10.2 ZHH]
11.1.4 RENEREFEESF/NF— BEEAH)
T MUNARY F U EHRIGEMH . CKEE, RiEZ
b WFHREMEORIE, HHMG-CoABR TR H
(HMGCR) HUfEBM1EE 28 & 9 2 R EEEEN: 3
INRF—Hobh., BEHILRLERT 20/ HE S
NTVBHDT, BEOREZTIICBEI LI L. &b,
FIEMHFAR G IC K D BEBLFAONT-EOREF DD %,
11.1.5 BIERFR. FFX. FFRRERE. 2B (WIS HERH)

[8.4 Z&]

11.1.6 SERRAMIIRAE, NMBKEAME. MIVMRBAME (W h bR

FEAHH)
[8.5 Z&]

11.1.7 SM¥E. $BRE (L3N LHERH)

(8.6 2]

11.1.8 BEEMEMN GEEAH)
EHRETH-oTH., FE . FRIREE, FmXmRe
WEDPRDSNIGEICIREG2ZHdIEL., BIBRERIL
EVROBREZDOMY) R MEEITH L,

*x11.1.9 EEMESIE (SEERI)
HREMEIE (RHE., 258) PHEEXIIELT S
EBBH B, [9.1.3 BE]

11.2 ZOHOEIER

1%L E 1 %A SR

JRGE & UV 3 R, OEANLARR,

A HE HREEZ, A7 0Ty
RN i3

TR EE, BEREE. AR
(fE). 5>¥K. >

i e HFEWV, LUNI., FEE.
HERE., BEE. KE
BE. KRR, BSE. K
., LEHREE. KiF
B2 —a)8F—

DM PR B E. BiE. SR
TAPERRIR

MG AS . RER TZI I R

T Ok b P e




14. BRALDER
14.1 REIRGHFOER

PTPREDFEAIIPTPY — b6 MO LTIRAT 2L 518
HYy2HZ &, PTPY— FOBRICE D BOHAIA EERS
JEARIA L, BICIIEAZ2BI L THIRAXAEOEE 2 &0
EZHETHIENDH .

15. ZOHDER
15.1 BRERERICE D<A

BEMERIIERE ZNRICUBHOZSHZ _ESH TS
LA (62561471 2B I, 576612 1 ELIN O
By icBwt, MiErS A7 3IF—E0 R (F¥EMEER
DO3Ex W2 HERE LI LR) ORRE (BEHB CHE)
3. 727475 —  EWEET45%, TEXFITET )
T4 7T — MR T27%TH - 7. RIS, HO S T
OFBRRIZ, 72/ 747 5— NEMBEET0.6%. T¥FIT
72 )74 75— MHBTL7%TH o7, CKER (F
BEFROIOEZBA %) 1oV TiE. ARBOWVWThOR
THROOLNEDP o, Ty TXFITET ) T4 T
F— MBI 32— BN EEERIIBE TH o7z, 2B,
AERIE, BRI L WEAEER 2B CHET S LD
ICIETFHFAL v EanTuzzn 2, [8.8 ]

19%DIE | 1%k FEAY] 15.2 FFERERETERICE D < 138
BEREE B, EHEL, BH, EERAR, ARXTIEFI7 (0.03mg/kg/BUL) D1 ARG IC &
B, (ER (R, RE. B, OE D, HOSHEHT IV AT O — VEBESKI2~3EHM L&D
K. COA%K. OB, WESDHBY, L L. 300mg/kg/HZA X212 ARERS
ORERARER. 0o LY LTHIEED 2 VIAT - BERNOEBRASN D>,
n. EOLVHh. E%. v R2EMEHE (5mg/kg/H) LTHHOSHITFIL A
ENE. R, B TUO—VBEANDOEEBIIA SN - 7Y, [8.8 BIR]
MR, BRRE, D N
B (DB, 1%%?3{333
BRI AN PR A MePRE
T, HE, PHED 1611 EUHBIFIEHR s s
s B o e o Sk
HFABIE SR & favE S o WIERIE, BA BOIYFI7 (10mg 158) RO7 NUAZYF > (10mg 15
fE, JHEER NI28E) OWEEMEATZ OAF —N—HEICL VIR T RO
e 8 B O KR ZFORERE. BB, SHE. 5L, AAREHOIYFIT. T¥F I THEARKOT ML
S RS, FR. HEUBEL NAYF 2 OEYFHAEIST A —FZUTOROEBYTHY . K
R, EREas. B AlEFMBOTEF ITROT MLASAY F > OHAIGHT, &
ERE. o= WARRSEEAS RO 50720 7,
HEBRRRD BAER. AIPURE. AREHE. £ AHI10mg/10mgKk U 10mg/20mg % HERR 5 L = B 3By e/ <
A AR HiE, H-HOZD, FA—%
IhIXD R, MR, # EMBE T A—y] TE¥FI7  [T€TFITHAK[T IR T
WD R #i%. 10mg/10mg
fEE2¢ . R e 149 149 149
B B OF PR % e BEHR, MR, HERKR, Cnax 578 733 385
= HERINSE, SR gl X8 (538,620) | (687,782) | (356,415)
—fi% - R Mase. MIGE. FE (E ni&f
ER UG m- A, OB, & Olast 922 553 18.8
Rk . OBUR, BB, 2518 (%'M?U%? (87.2, 97.5) (520, 587) (17.8, 19.8)
B (%), B ng Eq - hr/mL*)
2 (&), Trax® 1.50 1.02 0.750
i R ALTHN Asgi]% 1’3‘1; ﬁ;lj\ClKiiEgg EI{N-%DDE“ (hr) [0.483,24.0] | [0.483,4.00] | [0.233, 6.00]
Y- B CHEMN 73T — ti2l 18.2 17.3 10.0
. Al-PHE &N, HHEERERE. (hr) (48) (50) (33)
il M B M/MREED 10mg/20mg
MPEACTH ., MK % 48 48 48
#win, mAHLDHIEM, Cumax
. 7.65 59.8 9.53
FRTSHEEM., 7L R’ (ng/mLT X%
2. s L ng Eq/mL?) (6.73, 8.68) (53.9, 66.3) (8.22,11.0)
TF=UHEM. My AUCO'“‘S; 97.3 400 39.3
YT AT 7B, i (ng - hr/mL I XE| (g ¢ 7 g) (361, 443) (35.9, 43.2)
L F Y — VAL e e e e
_ 0 A ar ) ) )
E;éJjgiéﬁﬁu (hr) [0.500, 8.03] | [0.500,3.00] | [0.500, 4.00]
7 R e R m¥: tual 19.2 17.1 9.63
1ﬁm6y;m‘m¢ﬁ (hr) (45) (48) (34)
R, MRS I BERITTIE (95%/FHIXR)
r#ﬁ@ﬁ%u‘ﬁééﬁm TIEFITROT MUNRYF v
B B e b AN URe 0N
ELILRED § hsRfE [RIME, FoAfH)
Z DAt BREGR. BHIE. BH. 3191 (CV%)
FTh, &, KimbE.,
LHALILE. SRS 16.2 T

16.2.1 REORE

(1

(2

16.3

) IEF=T

TR S IC A 10mg/10mg (13f1) % U'10mg/20mg (1441)
% BT ZEIERCBER G U7z & &, ZIERICHNTRBRS TO
MR TEF I 7 FEEEE) DAUCIES%~14%. Cmaxid14%~
18%(&H> > 728),

7 NMUNRIF

R A B ICAAI10mg/10mg (1361) K0'10mg/20mg (144)
ZEBNITZEER ARG U & &, ZEICHRTABIRS T
M4EFR7 MUNZE F > DAUCHE21%~23%. Cmaxtd47% ~ 68% 1K
»o7zd,

b2kl

=

16.3.1 ITEF=T

b MMEICRIL 72 & EOBBAZEEIZ, SH-TEF 3 799.5%~
99.8%. 3H-TXF I 7Ha&1K87.8%~92.0% T - 7z, FFHEERE
EPBMAEREIC X 2 MEEORARANOHBIRD SN TN,

16.3.2 7 MILNZRIF Y

16.4

b MR OEABARIR, 95.6%~99.0% ETH 57210,
e

16.4.1 IEF=T

IEFI7EF EIMBICBT 2 ENEELRIC K > CEEENE
R#tchbsrts I 7Hadh (72 - WHKBREICETS S
Lourigtass) cREshs.

EERRAFBME (8F]) 1ICHC-T¥F I 7H L L20mgh % H[EE
A#G Lz &, miEhoRBETEICSED 2 TEF 37 GiHad
%) RUOT¥F I THAFEOEE (AUCH) Behzhll%kd
82% (A7F193%) Th -7V GHEAT—%).



16.4.2 7 NUNRIF
R AGHIC T P LN Z Y F 10K T40mgH) % BiERE OIS L
o &, MBEFICT I NEAMNEONRY X UV ROALOKELE
(M-1) RO 0KEEILE (M-2) O2EHEAPHERSNTWVSH,
MmAEREFERHYIIM-2TH - 7212,
7 MUY Fr OEERBIERIFETH . M-1KRTM-21%
CYP3A4IZE > THERT A Z EFHLR2ICENTVAS, [10. 2
He]
16.5 Hettt
16.5.1 TEF=J
(1) R - EohEtt
EERABME (861) 1IC4C-T¥F I 7H SN 20mgH) % HEFED
B L&, BEH2408H £ TORSTREHFHRIZEFIZ78%.
RPIZ11%TH - 7210 HEAT—%).
BERASBE (F6Fl) ICT¥F I 710, 20, 40mgH % H[aliE
O#%E L& &, ERT2EMETCOIYF I T GEHadE) &L
TORBPYIFIZ0.05% KM TH . RPBRTEF I 7 GEfaEE+
HEk) PRIERIZ8.7%~11%TdH > 7219,
(2) BE+ohsEtt (BRAFEER)
IEF I THRAREIETRICHRtsh 05, BRMEZICX D0
fagz>3. I ¥FI7 (FEasF) L LTHENRSAS
(FERTESRR) 1D,
HEH =2 —LZ2iELMES Y MZHUC-ZE¥F I 72 HEZO®
L& &, % 5%48K5 M & TIcHRt S L7 it REIE . RIS
40%~63%. PRHICIEZ3BLINTH D KRR £ £H#EFICHRES 1
TRt EENE21% ~32% TdHh 5 720 IS NI-ZHITZHIZ v SO+
BEAANEE Lz & & BERETRED54% ~ 81 %P HIRIND D 5
IR S h7z15),
16.5.2 7 NUNRIFV
BERAICHC-7 PN F U 2R O#&5 L& &, BEED
FRAFEMR LD THEL (<2%). FHRIZRELE. M-1K%UM-2
BENENHEPREEEDS.3%. 11.7% KU 18.2% S iz, &
12, WC-7 LN 2% F Y ZRWwizk ETREREBR TR, &
%5 S N HERED43.7% ~70.2% A I HElt S h, RE
BLEDOMIIM-1. M-2KRUM-20 7L a > BiaaEsFRE S h
7210 (HEAT—%)0
16.6 RENDERZHEI BEE
16.6.1 BHREEEERE
(1) T€F=7
I¥FI710mgrEEOBLHBHERERYE 8. 7LT7F=>
275> A10~29mL/min) ICHEREOHREG Uz & &, @ERA
9, ZL7F=>27V 75> ZA>80mL/min) &ML Tl
IXF3I7 GHEGHE) RUOIEF I THAKEEDAUCIZENE
NHLOEROLED EABRD 5N JEAT—5),
7 NUNRIFV
B REEH H o0 R OB EZ 1461127 ML AS F > 10mgZ
THIEREMREZO®RS Lz & &, BREREX. 7 Uy
F 2 OB RN REICH B Z TS 257218 (BEAT—%),
16.6.2 FHHEEEREEERE
(1) T€F=7
I¥F I 710mgxiRE, PEEXIIEEOBEFRERERE (&
4F1) F L FBERA (8f) ICHERRO#E L&, BE, F
HERVEEOFRERELZONETILYF I T GEadk) o
Cmaxld BEEAEHEXRT, 2 ZN1.165, 3.4(5 K% 04,245,
AUCIKZIhZN1.AME, 5.8FE/RUV49EEL . TX¥F I THaa’ko
Cmaxdlds ZNENLA4ME, 1.8 R V1.9M%. AUCIKZIhZNL.7H5.
3ARBRVA0EE P o 1o FEEREOEEICRCZEFIT
GEagk) RO EF I THashomiEhEmsEo LR sRo 5
Nz BHEATFT—%). [9.3.2, 9.3.3 2E]

(2

=

(2) 7 MILNRIFY
7 FVNAY F 2 10mg % @R A K O A 85 849" 1c 1 H 1[E]
EMKERO#REG L& &, FEERE TIHBREBEAICHERT
Child-Pugh A## (5§) &U'Child-Pugh B##& (3fl) icBWVT,
Cmax X FAUC0-240rDF L WEEIAT A 51y Tmax X OERHIZIT &
AEBLL P o7z o MERREICHT 2ERICIEEN 2 h -
7o MMEAT—%). [2.2, 9.3.1. 9.3.3 &&]

16.6.3 Siih

(1) T€F=7
IX¥FI710mg%EmE (1261, F#65~75:) IC1H1E10H
BRROEG Lc & &, JEmectiBaE (1160, FEm20~24m%) &g
LCIiER T ¥ F I 78 FBEDAUCICHN2.450 LA DD &
nizhs, MR T EF 37 GHadE) BEOAUCICHS » 221l
3D 5N h 7220,

(2) ZMILNRIF

7 PUNRY F o 10mgzEilE (66l Fi66~73i%) ICHERE
OG5 Lz &, JEmmatiaat (6ffl. F#20~22/%) &ML T
MEEHT MLNZAY F > B D Cnaxfk AU Co-o 3 HI 2N L 72
By TmaX OEREICH 5 22 ZLIZRD sk 722D, [9.8 &
|

16.7 EYEEIER

16.7.1 TEF=J

(1) F NTOLPASOBERRDEE
BERA (126]) 2x5E LT, T¥F I 720mg® &&@EF L
O LPASOBRROELT L 2 2 REMSHEREZ AL L &,
CYP1A2, CYP2C8/9. CYP2D6}U'CYP3A4iEH:, I VITN-7
TFNRT VAT 25— EEEANOEEERD 5Nz h 2729 (SHE
ANT—=%),
—5—

(2) 7/ 7475—bEDHEEER

BRA (8. LDLI L A7 a0 —)L{fi2130mg/dL) ZxHR&E LT,
7x)7475—1h200mg (1H1[E) &T¥F3710mg (1H1[E)
AL EE, MEHPIEF I TIRAEREE D Cnaxk CAUCIEZ
NZENHLTEROLSE ER LD, BEREEKOD 21O TIER
Molze 717475 — bOEYFHBICKITTIEF I TORET
RBHoNEN-722 HEAT—5),

2 I0ORRY VERIEDOEEER
JUVT7F=2 707 I AM50mL/ming@Bx. D, —ERHE
(75~150mg 1H2E) 07 axX > 8H ZRAhOEBHEES
(8f) iIcz¥F I 710mgxHuFBE L&, RtEFI7 Gk
faak+asik) OAUCIIERRA & LB L TH3.4EREZR L
722, BlORERT, EEOEHREREO-OEBELITVL., /0
AR VEIF S CEBOEAIC K 2EEEZZT VLB (14,
ZVFPF=rZYT I YA 13.2mL/min) IZTE¥F I 7 10mg% B
5 L&, BIX¥FIT (GHashHad k) OAUCIHER
R & HE L TR 2MEEMEE R L7229, BEERA (126]) 2i5e
LT, T¥F3I720mg® (1H1E8HR) 0#E#KE7THEICY 70 R
ARV VBFN00mgZE BERO#KG L& &, MkFT7a xR v
D Cmax X FAUCIR Y 70 AR Y VB EG & i L TEhEh
10% K T'15% B L7225 (SEAT—%). [10.2 2]
AUVAFIZVICLBEE

A (8. LDLaL A5 a—)L{E2130mg/dL) ZxfHE LT,
JLAFT3Iv4Ag (1H2[E) &T¥F3I710mg (1H1E) %08
Liz&&, MEPIEFIT GEEEHE) R ETF I TREHE
EOAUCIRENZNRL/SRUT/2ITET L7220 (SEAT—%),
[10.2 8]

Z DO ENEZIEEER
HEYHEERICHET 2 EERRBRT. TE¥FI710mge 7L 7 7 ) >,
VIAFT Y, FBILEEE (ZTFZLIAMNT VA=, LRSS
A ML) ZHALLHER, IhSOENFHEAOZBIRZOON
BHoIze YAFIVEIEF I TI0mgE A LIFER, T¥F3
TONAFTRATEY T4 IIRT 2EEEIRDONEH» 5729,
BERl OKBBILT VI =L EKBbv 72T L E2ER) E1XEF
IT710mgEMA Lz E &, MEERIEF I 7THEHRE D Cnadd
FIB0%ETR L7245, AUCANDEEIRD 5NEh-7220 (SEA
T—=%)

(3

=

(4

=z

(5

=

) AHlOARBESN-HEROCHBIRIHLIEIE (ZEF3I7 /7 FULNR
% F > & LT10mg/10mgXix10mg/20mg) BB ICEOKRETH 5.

17. BRERALAE

17.1 BHUERURLHE(CET HHR

17.1.1 EREME_EEIREEER
HAANEI VAT O — VIERE3096 2RI, T¥FI7
10mg. 7 bUNZAZ F10mg. 7 FINRE F220mgz £ h
ZhHEAHL HLRBIEF I710mgE 7 PUNRY F 2 10mght
A5, XET¥F I 710mge 7 bN RS F 2 20megftH# S
OV nrE1HLIEN2ERES LEREL RO LB TH > 7.
R=ZAF4 VP 5DLDLA VAT —VELRICBVLT, TEF
I710mge 7 FUANRY F 2 10megl B S IE T EF 3 710mg
KROT7 FUNRAYF 2 10mgOEHAHEG EOM, T¥F3I7
10mg& 7 MU A S F > 20mght 5 IR TEF I 710mg K
7 FIWNAY F 2 20mgDERARY G E ORI, BREIRD 5N,

£ BIVATU—VIMERZHEZNRE LENH_-—EEMREERBROHER
(LDLa LV Z2A5a—))

EZ10mg|EZ10mg

Eitasziid EZ10mg |AT10mg|AT20mg TATI0mg| +AT20mg
kY 35 68 68 68 69
N—=RAF4 >~ 163.4 164.8 166.2 164.6 172.6
(mg/dL) +24.0 | £21.7 | £239 | £23.7 | £26.9
oA AT 1 230 e 131.6 91.4 84.1 72.8 68.2
(mg/dL) +19.3 | £16.0 | £175 | £15.8 | £22.7
-19.3 -44.0 -49.1 -55.6 -59.2
(-22.7, | (-46.5, | (-51.5, | (-58.0, | (-61.6,
-15.8) | -41.6) | -46.7) | -53.2) | -56.8)
-36.3% | -39.98
vs.EZ10mg - = - (-40.5, | (-44.1,
5 -32.2) | -35.8)
1t | B -11.68
& | [ |vs.AT10mg| — - - (-14.9, -
(%)| %= -8.2)
* -10.18
vs.AT20mg| — - - - (-13.5,
-6.8)

EZ: ZTE¥FIT, AT : 7 bIUNRFF

NR=2F A ¥ ERH&FHTi 1 288HC D W T FHE H EEFEZE, 2RO n
TIEE/N_F I (95%EFEXM) 2R L7z

T RAROBITTRER

TR, MR EBREHOREER., BRE ) A7 EHEX S (BIRBELEER
FRAHA RTAV2012FMOH 7 IV —58H) OXREERAZRTE L
CLDAET N (RIEHIET — ¥ MOMHEBEE & U CREEN O 58t/ 8#
1151% H\wiz)

§ p<0.001. Hochbergi%ic &k 0 #ED L E M % %



I¥FI710mge 7 bUNZF F > 10mght 56841414
(1.5%). £72TXF I710mge 7 bILNRY F > 20mghtFiS
69BIH3MH (4.3%) ICHFRBEHEORE2ECEEHAI RO LN
7oo FHBIERIZALTHEM T, TX¥F I 710mge 7 MUY F
> 20mgHtF# S T26l (2.9%) TH-7:29,
17.1.2 ERE IERRSHER

IEF I 710mgHAR G XIET MULNZRY F 2 10mghE LL I
20mgHAE 51 CLDLa L A 70— Lo RS B IEED 1<%
LTWARWHAAE I L 25 0 — VIERF 13561 (~NF afEsk
HREEE IV AT O VIERE210 2 &) 20RIC, KH]
Z1HIES2EEES Lz (ZEF I 710mgXiE7 MULNAY F
Y10mg THBEEZZI TV AZBFICREAAE LTAA
10mg/10mg#%. 7 bINRAY F 2 20mg TiHEE2 T TV B
ICIEAHI10mg/20mg Z 5 Liz)e "N—AF4 > A50LDLI L
ATFa— VEE (52:EK) OFHHELEERZEZ. AAH
10mg/10mg#58#£T-35.9+£16.7% (1114l). AAI10mg/20mg
BERT-242+16.4% (14f]) TH -7z,
AHI10mg/10mg# 581 1761 K% O AH 10mg/20mgik 58 184
IZBWT, BIERORFIE LD - 722,

) BIRRE(LHEEB TR A K51 220128 RIcE < LDLa L
70— )LOREEE T B EE

18. EXNEIE
18.1 {EF&E
AENE/PETO IV ZT 0 — VR OHEY A T 0 — )L ORI % ZERATIC
HETZIXYFITE, ILATFU—LOEGEEZEET 57 PN
AYFVOEEHITH %,

182 IEF=T"

18.2.1 {EFRHER
IX¥FITRAEFEROETEIL 27T 0 - LR ZHET %,
IEF ITOMERABMIINETHY . NARY —F2H V-89
RECBVWT, /METOI L AT 00— LOINZRIRICFHE L.
ZORER, FEOILATu— LB ETREE, MHPIL A7
O—)LZET &30 -3, T¥F I 7/ NGEEMRICIEET 5%
BH'E (Niemann-Pick Cl Like 1) #/LTa L AFa—ILEY
MW AT O — VO EEET 239 30, ZoZers, TEFI
7 OfEFAE O B RRIMAEIAEA] (HMG-CoARTTEERIAEA.
Ber F o REBAE. 7« 75— FREA, EMATO—L) L
B b, 18floma L AT u— I VIMERE 2R E L2 ENOE
REHHBRICBWT, T¥F I 7TELEMOHREIC LV /NMETO T
L 250 — )V Z 75 & REHH US4%FHE L7237,
I¥XFITINETOI LV AT O — VIRREEIC X Y O a2 L
ATU—)LVEBEEKTSELH. FETOIL AT u—LDESE
BARERICTUET 5. IV AT O—LOEARZIHT S
HMG-CoABRTERMAER L OMHAICEY ., MFILATO—)L
PHEHIETRT 22 &8, 4 X2RAVZRESY ROwNO=Ea
L AT 0 — VMRS 20 R & LRSS 40 [CBW RSN,
2. Sy bHIIBLWT, TEFI TR AL AT a— L EUHEY
AT U= )LOIRINZRIRKICEET 575, ABHiEE. BiTE. o
FAFAY, TFZINVIANTIF =LA EEE Y I VAR
UDOWII IR L 22 Ao 7230,

18.2.2 MchI L RFO—)UETER
EARFRI AR A X320 ROTAHF LD ZHVWT, T¥FIT0a
L2ATa— UK RERZ®RE Lz, T¥F I TIIREREZSIC
LD MEEEIL 270 — LD FREZIHEIL 7=,

18.2.3 SRR ENARER LR E BHIHIER
BAREIRIER ¥ F30 2 ETEMEBRBIRELE T L BV T,
IXF I TRIRERERSICED . REIIR U EER O 3R B R
TELRZA DM ZHHI L7z

18.3 7 NUNRIF

18.3.1 {EFRHER
7 RMUNZEFVidMiEhoa L A5 a—)LVEz2HET 5 FEE
BT HDAFEOHMG-CoABRTTRER 2 B IR DB ANICHE L.
7 IMUNAYF v EAREOEEE2ET AREME LB, TR
DALV ATH—LEREIHT S, ZORER., 7 MUNRYF
BIFEOLDLZ A A B EZ NS, o) READMWZMFE T 5
ZEiICkVMbEEEEETSE %, £/, 7T IUNZAYF UL
MEESELHEL T, &I VAT O —IVILEICES SIRRE(L
DFAFEZMET %o

18.3.2 JULAFO—-)LERHNFHIER
b NPEMR R HepG2MIfgIC BW T, 7 MUNARY FidaL
AT U= )VOEA AR OEEEESR TH HHMG-CoARTRHR %
BEFPOBENICHEL, BRI SOIVATU—ILARE R
FEARAF AW L 724D
BHIZT PN RYF L EROBEICED, Ty bOFIL AT
O — L ERE R L g U TR I L7242,

18.3.3 BEEIEETIVEMICH T D IEER TER

(1) JVAFO-IVIET™ER
AL ZAFO— LAY FROCILVATO—LVEHIZTZICBWL
T 7 MUNZRZF L EROFESICE D MFER IV AT 0 —)ViE%
BEREESEEBHIC, LDL-2 L AT 0 — UER O 7 KBlE 2 (&
T&E®743) 4, LDLZAERIBY 7 AR OWHHLY 3 FI2HB 1T,
7 MUNZRY F U dMEER I L A7 — U EKROLDL-2 L A5 a—
JUAE KR &S 7245)- 46),

(2) NUZULY RMETERA
AL AFU—)VAER IZ T ROy a AR R MY 7)) FILE
Ty MIBWT, 7MW ZRYFYRIMH MY 7)€Y REZET
7oA. A7)

18.3.4 ENiREE{LERINGI(ER
IV AT U= )VARHEEEY Y FROWHHLY 3 FIicBWT,
7 RN Y F Y 3EIREORERE R O NEEI L AT 0 —)L
EREBTSELD 0,

18.3.5 L DZEIEIER
b MIBI2EREME. 7 I FEAMBORY LU ROMIOK
BBbik (M-1) RO2MLOKEBLE (M-2) THOH. ZhsoREH
MIHMG-CoABR B R HEF L 2R L7219,

18.3.6 UREBRHICK T B1EA
HepG2fificBWT. 7 MUNZRY F UMl L A5Fa—)L
EEZETSES L EHIC. FLDLZAAMRNAFRHE & OHF
LDLZAAEEZ NS, 7ARBAWERO Y 7)Y RO
BEETESE/49. 49, FEELEY MIBWT, 7 MUY F
CVIRFLDLZAKEE 2HNSE 5 E & HIC. 7RBOWEZET
S0, AVATH—LVAERIZTZICBWLT, 7 MULYRY
F VIZVLDL-7 ABEAEE # K RS 7249, LDLZAMAKRIEY
TARBVWT, 7T MUNZRYFET L AT 0= )L iEE 2K
TEES, YafEamim b7Vt RIES v McBWT,
T RUNZZF UG MY 7)) ROEEZET S84,

19. B (CRET I EEHAR

—#&%& : T¥F 37 (Ezetimibe)

{E2% : (3R,4S)-1-(4-Fluorophenyl)-3-[(35)-3-(4-fluorophenyl)-3-
hydroxypropyl]-4-(4-hydroxyphenyl)azetidin-2-one
C24H21F2NO3
409.4
HEDHEKT, X% /=), T /=)L (99.5) XIEN,N-I X
FLTERTIRIKBIRTL, T FZ MYIVIIRREITP
T, KIZIFEAEB T 2L,
= #9163TC

YT Q
F/©/Q Oﬁ“@

T RN RY F AT T LIKFI

(Atorvastatin Calcium Hydrate)

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

CecHesCaF2N4O10 + 3H20

1209.39
HE~MEHEOKEEDOWRT, X% ) —VITED THET S
T IRAFLALAFY FIBFRT L KIELyY ) —)b
(99.5) IKBHTHIFIZ Lo JUT K-> TIRXICEHABLE 55,

HFR
AFE:
K

OH

F

HFR
AFE:
R

HsC CHs

0 HOH H OH
N ~ NWQCOf

H — Ca?*+ 3H:0

F

20. BRWL EDEFR
KR OBLz# T 2720, PTPY— O EREFEL. IRAERICPTP
DA EY: ) ke el

22. g
(7 h—€v hEEESLD)
1008t [108 (PTP) X10]
(7 h—€v hEEASEHD)
1008t [108 (PTP) X10]
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