6D13NC

* % 2026F4HME] (552HR) BAEEERIEES
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Bk SRR % % 3% S
HEDHAR © 35 FKEREES | 22700AMK00756000| 22700AMX00757000| 22700AMX00758000| 22700AMK00759000
AR5EREE | 20154E128 | 20154124 | 20155128 | 20155124

REMECalEnEg "HMG-CoAETTEEREEH|
B, NAEEFER?
P LOJVEYRDIEE « PRVINRAIF VALY D LKFIMEEEE]

P3IWIY M ESTE1E 577

PRIy ESTE2&E 1577

73Ty EESiE3E r=77

PI3IWIy M ESTR4IE 577

AMALUET Combination Tablets No.1 * No.2 * No.3 « No.4 “Chemiphar”
) RS QMBI K DT AT &

3.2 SIEIDMEIR
2. B2 (ROEBHICFRELEWVWT L) HADKER
ey S IS O] S5~ A - Ny TYNVIy MTILIy MT7IILIy b TIILIy b
2.1 RAIORAXIG VL FHEY Z 2 REEVITH LBH Bs | RARIE | RADE | RAIE | RAE
TEDOEHERED & 5 B (7277 | [7377) | [7377]) | [7377)
2.2 FREEPERL TS EEALGNAUTOL D 2 E [P uEED | AEDT V| ST LEED| BT (L
= [E27N P S P R B I B e e P R e
TV JHE T4 VT 7§
SR, BEFAOSERE, FEZ, FHE. 88 ‘ ‘
[9.3.1. 16.6.2 Z#] &
2.3 MR SASIEIR L C L A AR D b 5 IR O LR o
[9.5. 9.6 BF] IEINORES)
24 7V ATLEL - T LY AL ERSFOEE
[10.1 B B | ‘ |
- £f% 8.lmm | £% 8.1mm
3. AR - R B 6.6mm 6.6mm F21E 4.6mm | 581 4.6mm
s B 2.7mm 2.6mm 2.8mm 2.9mm
3.1 #A% HE 103mg 98mg 103mg 103mg
TILLY MT VLY MTZLLY MT 2Lk NI AN D S RN D S AN PV
Ws | RAKIE | MAE | KONE | WANE R A M IO Mg
(3771 | [7r377) | [7377) | [57377]
(B) 725((HF) 740| (R 740/(HE 740 4. MRERIEIHR
B 3,47 B 53,47 1056, 94me 8 56,94 A (PAOVEY - 7 MVNRSF VESH) 2, 7k
(TAuvt"y) (TAU“/“E"‘/) (YAEI“/“E)"‘/ (7m:~y‘t)°y OVEYRUT7 MUVINRIFVICLDEBENENTH DL
&£L7T2.5mg) |£LTC2.5mg) [&£LT5mg) |&£LT5mg B .
s |([ER) 7 L|(ER) 7 MY (ER) 7 RV (ER) 7 TOBECRRTS
(1E)  |\NRFFUAINRIFUAINAYFUAINAYF A
%vzzmm %/Orvgwm %:/Zzwm %/Oﬁgwm BIEEXIFIRVES. B30 A F0O—)VIMAEX KK
5.425m .85m 5.425m .85m = =
(P2 (F E sl (F sz (7 s BIURFO-VIEZHFEL TV BEE
FFLELT|FFLELTIFELT|FFELT
?ing> }fgmg) iin@ lgmg> BHE. 7LOVEVET MUVNAIF U DIHEE - FHRIFIU
fEEttlo— Rl —|ERtlo—|ERtLra— VEd
A VLBERER| A URRERER| AL TLRERER| AL VOMERER _"F(DEEF‘JKJ'C?E%O
HIVTT I | HNT T | ANTT L | HIT L, (ZLOYEY)
R 7 | 7 BB 73 BB T3 ORMESE
Ay T AL T[T A T[T AL T O
A (A s (A o e (A i e ’
Ty ZUuR| Ty, yaR|Fy, FaR| Ty, saR (P RILNZAIF )
FIRAA=A|HN AT = AV AT —=Z|F) AT — OZaLUAF0O—)VInEE
FRUTL|FRUTL, [FRUTLL [F YDA, ORBEMS T L 25 O— VI
ATFTY VB ATTY VB ATT ) VEEIATT Y VB EN =mEAVAT JUINFE
RTR VIR T AT T AT " - e
A - kP e P L 5. MMEENFHRICRIET BER
& y7uit|yFueLt|yFait| v Faeit 5.1 BEIE LT, P2 ROT NUNZAYF 2 26,
La—2A, Ro—2A, Fo—A, Fo—2Z, K SR oA~
JEZLT VD EZLT I D EZLT L) EZ LT L %éilcih)jﬂh ﬁ%@m}?“%’iﬁéf“ A D1
T—N-FH|aA— T T T T— T EMET AL, BB, MAMETOWT A —TF = RAH
P, Jv@@xy ) w@@xy ) »ﬁg@-ﬁxy D) wﬁ@-ﬁxa LTLWBEEICARAZERT 254813, BEOREEZ T
ZUNEEAT |7 ) IVEERTF |7 U VEERAF| ) LEEAF - e s )
LHEEE, | LEEAE. | LHEESE. LEEEE, L»%%bf:ifx %ﬁﬁJ@{#ﬁﬁ&@%KﬁU@&%?ﬁ’ﬁtﬂ’(
LT, BV, B YL o, BME| S Lo, BiE HAHMPEEICHMTT S &,
AT LA AR S LR AR - LS AN g 5.2 7 AU TEY EHRERSERTH B0, FAITRRL
ALFPsa AT Rn BIERET B ALEREIC R RASETE R,
% 1 5.3 BROHNC A aEZEML. &3 L AT 0 —IVILEE,
FHEEEIVATU—IVIAETH S L 2R LI L TR
RlOBHZZRT 25 &

54 XS I L A7 0 — VIMFEAR EBESEICOWVTIE,
LDL-77 2 L—Y AZDEEYBEORB & LT, H5



WIZZ NS DIRBENEE NS5 KA OB 2 E &
THI &,

6. FENURE
AE (FLuPEy - 7 RUNRYF UESHD) &, 1H1E
BOBET %, 28, LTFOo7udr &7 MUY
FrOfE - ABICE SR, BEBICHERZ DA &,
-7 LOYEY
(BIMERE)
WHL BRAIET LYY ELT2.5~5mg% 1 H1ERED
BE59 5, 78, ERICSCEEERT 25, BEA+S
HBEICIZIHIEIOMgE THET A2 LN TEZ .
GRITVE)
W, RAICR 7409y &L Tomg#lHIERO®RS
T3, 2B, FERICES CEEHERT 5.
s 7 NILNZAIFV
(U RF0O—IVIfE)
WH BRAIET P2 FF > & LT10mg#Z 1 H1ERRED
#5795,
mB. Fn ERICK D EEERET 20, BEEOHEIE1IE
0mgF CHBTE 2,
(FiEME I LR 5T 0O—IVIE)
EEL BRAICIET MUY F > & LT10mgx 1 HIEREO
B59 5,
B FEl ERICE D EEERT 20, BEEOHEIEIE
A0mgF THETZ %,

7. BERURZICEET %R
A (7LAVEY -7 MULNRYF UREA]) ERO48
BlDH 5.
1% 7402 22.5mg/7 MUWNAY F 2 5mg
2% 1 7 LAUTEY2.5mg/T PINAY F 2 10mg
3% 740 Y r5mg/T PN Z Y T 5mg
4% 1 7 LAuT¥r5mg/T FVWNZA Y F 10mg
LEESGHEMNMOREZKRET 551, EilO7 L0
DEVBIAIET PUNAY F VBRI R NS I ENTE
B ENTNOES ORE-HEOHBNTRET 52 L.

8. EEREANER

8.1 AANZ. 740 IYE2.5mgdhsW0II5mge 7 MULNZAY
F5mgH B W IZImgE ODERAAITHD, 7LaIE Y
ET MUNZAYF U RADORWERNHRT 28BN H 5
CEICHEET AL, (1. 2]

8.2 7TLUuYVE Y DORBREERICEDLODFTVESHLEDLNS T
EBHBOT. BFEE. BEEOEERSEERZ ML B
PIRETABICIITESE ST L.

8.3 72u Y dMABEFHSE S EEHRILE B BRG
FEEZDEARD 5N DT KA G H IR I fho BEEA
PEHTAEXIZ, ABLECICRERRBICEET A2 E 8
HEOWREZBEE L AP SERICKRST ST &,

8.4 Ho5PUHEILATU— VIMEREOELRTH 2 BHE

HEERTV, BIGESERECEME, BES OB RS

DIVAT T 7 77 —DEFEEL+HIEERT S L,

BERIIMAPREEEZ EHNICBEE L, RBICHT 5 KB

DWREOOENEWEEICIZREEZFIET A &

7 MUNRY F B D BERREOR RN H S5 b

HENHAHOT, B - B, BRBEOERPHSD

NIGEICEARZHRIE L, ERIZIGERT AL HBHIC

BT, HERIREHMEIIEERLVI2ZEE T

OMICIE B By ZNDFEIEERY CEEICIESE) I/

HEREETY 2 &, [11.1.7 BE]

T NIVNZY F 5 & O EEERBRE. JLIMEREAEE.

MVIMRBAEDR H 5N 5 ENHZD T, ERICHEE

EITOBEFTRRBEEITO L, [11.1.9 B3]

7 MUNZY FUBREIC KD EIIE. BRESHS5DbNDS

ZENHBHOT. OB, R 2EERREOEROFEE

WKEBTAEEBIC, ENICRERZITO R ETDLEE

152 &, [11.1.11 &0E]

8.5

8.6

8.7

8.8

9. BEDERZRIIBEICRIIER
9.1 GHHE - BIEEEDHDEE
9.1.1 BECMEDNENEE
TLUIVE U EEICED, SHICMEMERTABEN
WH%bo

* %9.1.2 DFEDHIEE

JERB MM DARIEIC K 2 EEDREERED 20RE LT
LAYV OBNERREICEWT, I RBEEHE
L7 Lul o BE5E#TR/KEORFSEESED» - 7
EOHENH BV,
H) LUV YOERBS NI-REE
O [BRIE] TH Do
9.1.3 PBRRDEE
7 MUNZRYFoFEICKD, BRFEBELLSESZE
WH %
9.1.4 1EARBBEN HSHONPTVEDHENGIUTDE
=
- FRIEHSRE K NRED [B
CEZEEOFER (BYA MO T 0 —%) XIZFDO5EE
BODH5EE
- FHRIEOHEEOEFRO D 5 BE
- P ad— LHhEOBRE
[10.2, 11.1.5 =H&]
9.1.5 EEMEIENFZDEHEEDH HESE
T RIUNZAY FUREICK D EEMEIE (RAFE, £
SR PEANIERT S ENDH 5, [11.1.13 BIE]
9.2 BikeEEEEE
9.2.1 EELBHKEEEEDGHDEE
TLAUVE NI K BEEIEVERESERT S &
H5o
BEEIIZDEHEEDH 5 EE
T NIVNRAE F U B X BB RRRE DS D %
SHBKERELETA2BRETHD. T/, BT
FEICE > TEREMAGEREDELLIRD SN TV S,
[11.1.5 28]
BREREEREDH 2 EE
KEE T 4« 75— hREH = HHT 25, BEL
LBV EHMESNABEICOAHHEATAIE, 7
MULNZYF &7 4 75— b2ERZ2HATHE. &
B BRREE L O BRURBIES H 5 b NI W\,
LR ETHAT ABEICIE. ERNICSHERES 2
EfE L. BEER (AR, B 0B, CKEA.
MERORFIA 7oy EEHCICmEZ LT F =
FREDBHEDE 2RO -BERES ICRE 2L
T5H5T &, [10.2, 11.1.5 2]
9.3 FrikeEESEE
9.3.1 FHBHEEMETULCTVR EZEZSNBUTDL S BEE
SRR, BHFROSHEE., FFEE. FHE. &8
BELLWZ E, 7 MULNARYF U OIMEREED &
L. BIERORISESEMT 2BEZNDPH 5. 72,
7 MUNZYF UIEEICHBICBWTER LRE s S
DT, FREZBSEE2BEZNIH 5. (2.2, 16.6.2

R [EIEE] K

9.2.2

9.2.3

ZHE]
9.3.2 FFikEEEEERE
HERICIERICRST AL, TLUV YV EAE

(10mg) IC BV CEWEAOHRBENE L S ATREEN B o
AENIEICHFCRB S NS 720, MHEEEHFOEE
KO R E-REE R NEE (AUC) kT (&
b, [16.6.2 2]
9.3.3 FIBEENFZDEEEDHZEE (9.3.1ICEET A
HxRL)
7 MUNZYF VIEEICHBICBWTER LR#E SN S
DT, FEEZBLSEE2BENNH 5. [16.6.2 B8]
9.5 1F®
TR SR L C WA RREE O H A I 5 Lan s
Lo THUIEYOBYERICB N, ERKHICRST
5 E IR R GBS ERET 2 2 LR 6N TW
B2 T RVINAYF 2 OBPERICB VT, BEREOE
DROEFE, HKBICHT2HEPRO 6N, RRICLAERE



RETFEHBFUHPROOSNT VS, £z T v MO
HMG-CoAB BRI ER 2 KBRS LHEICKRED
BERFEPRESN TS, EIZ, B TR, thOHMG-
CoABTBRMEAIT. BIR3INVA T TOMICRA Lz &
& BRICEREFEPS bR EOREDPH 5. [2.3

2]

9.6 &R

BELEZWIE, 7AUYEVde FEAHFICKITT A
EPRMESNTWVBEY, T RUNZAYF VOEYEER (5 v
B) 2BV, AHFHABITTEZ EFRESN TN S,

[2.3 2]
9.7 INR

NREZ R E U7 BRRFHBRIIER L T,

9.8 SinE

—MRICEEEESERNLTED., 740V RUT ML
NAZF v OMFEENSEINT S EDH 5
TLruYEVIXERAE (2.5mg/H) » o5 EFBT S
HREBHEOREZHELAPSEBIKRET AL, —&
ICBEOKEEIIFE LS ZnEsnTW,
BIERAAPHER LG EICIREE2FRILET 208, #Y)0
BEITOZE. BBETIE. 7NN ZRYF UHBEICED
FERRREDS H o b T WNEDRENH S, [11.1.5.

16.6.3 =]

10. 1BEEA

T RIUNZAYF i, EE L THFOEYABHEEZRCYP3IAS

kD R@tans, £/, P-HEEAYE (P-gp). FUEMME

EH (BCRP)., BH7=4> 5 AR —%— (OATP)

IBl/IB3OEETH 5, 7L ORBEITITTELT

EYRBBERCYPIA4D S L TV B EEZISENT VS,
10.1 HEZEZ (HALBWLWI L)
(Z RIVINAIF )

HAlBE

BRAREIR - SEET %

WP - fElEA T

JUATLEL - ¥
T Y AL
(w1 Ly )
[2.4 2H8]

TJLAHTLEL - ETL
¥ & A )L (400mg -
120mg) & DHFFRIC KD
7 NVNZEYFDAUC
8.28(%. Cnax?322.0£%
I ER L EDMED D
%o AEIOMAEED L
AL, BWERPHBE L
I LA2BENNDH 5,

W L AT LELD
OATPIBLI/1B3K U
BCRPHE, 7L ¥
ZEILDOATPIBIKR O
BCRPIEEICE D /EF
ILEBHDEEZOLNT
Wb,

10.2 HAEER (HACERTS L)

(ZLOYEY)

HHIZE BRER - B A W7 - R
MIEEAE AT 2% | BEERAERS NS B | HEICERALZERT 55
#l FNDH 5, ENDH 5,
CYP3A4FHEH IYRUATA YU ROV T LAY ORE

I AT, TV LFTELEDHBICK|BHICIHES N5 TTHE
IINFTEL D, 7AuYEYOMF | NEZ SN,

) hFEIL BENERLZEDRE
ZATRULEL - DB B,

Y hFEL

A rFarJ—
%

CYP3A4FEA

FLAaYErOmAEE

7 L0a Y OREHE

V77 EVVEINBERTE2BZNNH|ESNIAHEEIEZS

%o N5,
TVU—=FTN=V|7LuPCYOBEER| L= 7=Vl
Jai—2R PHERINDBENSH | NIRAHBTLOIE Y
%o OR#ZEEEL, 740

JEYOMFEEN LR
THAREESEZENS,

Y7 LA

FHICEKD Y70 LR
OMPBEENEFL, B
EEED Y 701) L AD
BIERAHET 2BZ N
Wb s, FRARICIEY V7
Y AADMFERE% £
==L, BEIHELT
oY) AADOHERH
BgHL,

N =DADR LA D)
LAE, FELTCYP3A4
IR RFSNB720.
fREICED Y 7a ) LR
ORBHIEE SN S HE
HEmnEIEND,

(ZMLNRIF )

A%

BEARIER - SEESTER

WP - fERE T

74 77— b REH
R A A
&

[9.1.4, 9.2.3.
11.1.5 ]

a7 CERBA
=ty bo— L%
[11.1.5 2]

MR, B CKE
v MR ORB I A7
oy ERERHE L,
S EREEL RS
MRFRARED 5 5 bh
RTVEDRENH Do

WF 71077 — MRE
Al EHMG-Co AR T B
FIAEA & OBEIERFESE
HEOHEIERARES h
TWad,
FERRRT- - BHEREICBE
BERREEICEREPR
HoNBHEE

R 1 = aF VEREAIE
HMG-CoAjE T B 3 [H
EHl & OBUERFAFED
EIERARBR S T

%o
JERET | B E

ST
YIuRARY &
[11.1.5 ]

1) B, Bi/1EG CK
bF M RORS I A
Jsuvy EREB#EL.
ML BRI D
ERHRMAE » 5 bh
RTVEDOHEN D S,

2) 7 a AR v EDOH
RIZ&D, 7 hWNRY
F > DAUCr2mH8. 715
I ER LI EOHMEDNH
%o

1) YrurR) v
LHMG-CoA&@ Rz #IE
ERH L ORIWERFBREED
MIEM. 2) Y7 AR
1) 212 & AHMG-CoAjE
TeEERBHEAIORH - B
gt A AT
EICESHEERM.
NTTUARY VICkD
VAAV.E L 22)Y: 2N
DELY AHAEICE S
ME(EARBS T

Bo
fEEET | B E

7 U LR EE
A hZary—)
&

TyRavA v

[11.1.5 ]

HARE, B CKE
i MR ORB I AT
oey EREREHE L,
S BEREE LS
HRATRURIE D & 5 b
RITVEDOHMENDH 5o

e © 7V — L RIEH
E- 3 E ) B S i G
DCYP3AIC K T 5 JHE
ERMEZ BN T WA,
fErERF © EhRemRE

77V AavA T

7 NIVLNAE F > DIk
FEVBEORR S LR
(Crnax : +55.9%, AUCo-iast -
+81.8%) MHLNTz,

W77 2avAL
> DOCYP3A4IZHRT ABH
EEAFEZLNLTL
%o

HIVZu 77—t
EH|
ov¥FeiL -y b
FENLE

o>l Y hFEL
EOFAICED T MU
A& F > ODAUCH5.88
BICERT 2L OMEN
H5o

e © C s DERIC X
%CYP3A4DIRENE %
5NTWV5,

ZJLF hLILE -
U rFE

HHEIZED 7 bULNZH
F U OMHPRED LA
HBENDH 5. T ML
NZEF > ORIWER M F
BLPTL hbdBENN
HBID, +HnBEE
TP SEEICES
L. REIZISCTHESR
REEDOHEY) 4 EE % 5H
ITHIE,

e © 7 FUVNAY F
OREEFENHES
BilzhEEZLGNTWV
%o

Y hLILEL
7 < IVEE

PRICE D7 RN S
FrOMAEEN LA
L. BIfFFAPHEELPT
{I8BBENDPH %,

B oY hLILEL
7 < VEE OCYP3AIZ xf
THHEERAPEZ 6N
TV,

75T LN

75 7L L (200mg)
EOHRICED 7 b
A8 F v OIMEEREY)E
FED EF U7z (Crax:5.66
&, AUCo- : 3.00f%) &
DMENH 5.

[ A A A< e
& % 58 OCYP3ARK UF
BCRPOIENEZ 5N
TV,

LTILEE I

LFILEEILEDHAIC
K0T MUNZRYF oD
MAEREYIEEDS EF L
72 (Crmax:2.171%. AUCo-o:
3.20(8) L OWENH B,

BF LT ILEEIICEK
%CYP3A. OATPIBI/1B3
K UBCRPOEEZENE X
5NTWV5,

TFNF=T

FRICED T bRy
FrOMFREN LR
L. BIfEFDPHIRL LT
S BBENNH 5,

WE: 7FNRNF =TI
ABCRPOHENEZ 5
nTtns,

JV—=TT7 V=
JVai—2A

TL—=TTN—=Y 21—
A1.2L/HEDBAIC &
D, 7 NUNZRZF 2D
AUComan» K92 5(F 1 k
AU EOHEDNH 5.

W . 7L —F7L—>
21— A& HCYP3A4
DHEENEZEZONLTL
%o

I77EL VY

7 NSRS F o QI
FREYIBESETRLZ
(Crnax : =12%. AUCo2 -
-43%) L OWMENDH D,

WF:T77EL 2 VIC
& 5 CYP3A4DFHE P
ABENTWVD,

V7T

Y77 ¥y o BREITH
R%ICT FILNZRY F
EHRELEEZAT ML
N2 % F @Y
BESET L (Crax
-40%. AUC :-80%) &
D|ENH 5.

V77T I
& HCYP3A4DFHE 3 E
A6NTWb,




A E g RAER - FEEHE WP - fEbRRT
R¥HosF NFEFTTF v EOHRIC|IEF - R¥FPaT ik
KOAREIDAUCH#I50%| 5 CYPIA4DFFENZE %
BEFRLLEOH|EDNH| 6NT NS,
%o
B F UZZHAHE |7 MUY F U DI BFE © Ch S DEHIC X
R DS KI25%E R | 27 MU A Y F 2Ol
L7z LDL-2 L 27 |IEE (HE) 1cEDL
O — LK RRIZZF N2 | AR EYEE DK R
NEBMTHEALL-EEZ|EZEZONTWS,
KO REDPSTZ,
VaAFT EHEREBICBW TSR |HEF 7 MUY F
TAFTVREN EFAT|I J:é/:li//@P—g
D (7 MUNZREY F V| ZN L HEHoIE AR
M@&%TQWHQW>%éﬂTMé
AUCo2n : +3.6%. CLr:
129—128mL/min. 80mg
5 TCmax - +20.0%.
AUCo-24n - +14.8%.
CLr : 160—149mL/min)
ZENRESNT NS,
PR 25E1E. MmEH
HYBEEOE=Y — %+
FIFTH T &,
frqmpiy s JIWVIF Y R Y (Crax: |BEF 1 7 FUNZ Y F >
JNVIF Y RUY-[424%, AUCoan: +28%) Ik 5/ VTF> K>
IFNVNIANT | ROZFALIARN TV ROIFLIANTY
IF - F =)l (Cumax : +30%. |A—)L O ElEELHRD
AUCon : +19%) OI|IEDHEZ SN TS,
HHEED EREPRD S
niz.
1. EIfER
ﬁ@ﬂ@ﬁ#@%bné t#%é@f BEE 0T
W EBENSROONGEICIIREEFIET A% CE
%E%ﬁ’?z . [8.1 Zﬁﬁﬁ]
1.1 EXZEIEA
(FLOYEY)
1M.1.1 BIERFR (BEEARHE). FFHEEERESE (0.1%KiH) . BE
(0. 1%1i)
AST. ALT. y-GTPD LR E %5 HikmEEE» &
5bNAZENDH 5B,

11.1.2 |BENERE (GHERH).
IR (BEEERER)
11.1.3 BEJOv T (0.1%KH)

TR, DFEVWEPHLDONLEZIENDH S,
11.1.4 #EREARIARIE (BHERNER)
. BB, CKLER. MARURFIA 7oLy
FREFHOONIEEICIZ, BE5E2RIEL, # R
WMEZITO T &, Tz, ERHBALEIC K 2 2ESE
EOREICERT S &,
(Z BIVINAIF )
11.1.5 SHEARIARAE (BHEREH). SA/INF— (BHEREH)
. BB, CKLER. MARURFIA 7oLy
FR2BHE T HEMATRBE S S5 b, SEEE
EZQDEERBEENHGODLNEZEND D, £
SFANF=DHE5ONEZENHAHD T, [RELHRA
. HNERSERLCKO ERAH 5 bN-EEaI1ciE
BEARIET A&, [9.1.4, 9.2.2, 9.2.3, 9.8, 10.2
ZHE]
BENTEMIESEES A /INF— (BEERH)
AT CKEE, RIE% D 7% WATRRMED EE5E
FHMG-CoABTtEE®: (HMGCR) ARG MHESE % 5%
LY HRBNEEEFEEIF S F —Dhobih. &5
FIE#% b ERET 26 0MESNTVwEDT, BEOR
RBEZ+HDICBEET AL, B, AEIHFHRSICX
DEEN AN EDORERHNH 5,
BUERTR (BEEREA). FFR (BHEAREA).
(0.1%K74). BWE (JHEARE)
[8.6 ZH]
BERE (BHERHH)
MEMREMEIZE, 7+ 74 5F > —KIb. EREZE
CBBEFERD D S5 bz EDREND S,
11.1.9 S|MEBRIIRAE (BAEREA). NIMERGEAME
MUIRIREAMEE (BHEERBH)
[8.7 &R]

BmikiEA (0.19%ki). M

11.1.6

11.1.7 FHEERE
11.1.8

(AR

% 3k

11.1.10 ShEs43RATIBFERIARAE (Toxic Epidermal Necrolysis :

TEN) (B ARHE). RISHRERAEIREE (Stevens-

JohnsonfiEfRE) (SEREEREH). SRAIBE (SHFERHA)

IKEERIE N H o bNi- EORENH 5.

SIAE (0.1%A0) . ¥EFRA (BEEERBH)

(8.8 2]

11.1.12 REEEMERGR (BEEERBH)
E%E%T%ofb\%ﬁ Mg, IFIREEE, FgErX
REFESAD oNIHEIC3HEEFIEL, BIBE
E$»%Vﬂ@&5%@@ﬂ&k%%ﬁ5u&

1.1.13 EEMHEDE BHERR)
SEEMEIE (IRFEL, 258) PSREXIELT S
ZENHB, [9.1.5 2]

1.2 ZOHtDEHER

1% ~ 2% A1

11.1.1

1% A1
O

SHEANEY
FAREEL FE. SRAL
B, ERRS. MER. 1M
BIEFE
BiE, HWEE, FR.
ERAE, KE9ER,. K
BaH. 2T oRE
M/ MRED . E Bk
HImEkE . B, K3
ASTER. v-GTPL&.
LDH.ER. #E, EK
OWN%. &%, &%, &
OLUN, OO LU,
Q% 8. GERICK
D) HEAEE. LR,
7 3I5—Y LR, BHR
Ry B, TR - BRE,
FHERBEM. BBA
. PEMRPREE, RIEANEE
B fge. Bt B
CKLER. mhI4r7uoe
> BR EEIRE, B,
FRERERTTHE, Mg, BAER
. HEE. B B
?Eﬁ%% BH. HE.
HRERE
R¥. R%. KO8,
xw%rf*z R E
Mmoo, EEE, RN
FER
FAMAFO TR, 2
VYIRATIT—Y¥ER
TSHLER. ACTHL R,
FURZAFOMETR, &
HALIE

BB

2

iibiE3 PFERERIE AN

JiF Bt fFiREREE  |Al-P LS. ALT
£57

HikE I’W”=$ JEESS |

B2, BREY
ViNE RS, % BA
RN E2TN
i B BB E R
B MER - MR,
TR

Fi AT

T MEER (R, KR -

HAB5DE

FrEEsE. NRIE

FR AR

R#EE mEaIL2A5a—)LE
5. HbAlc L&, B,
WA, R T R s

E\ RIFEEE., ME M

TEBR AR CjES WEXREE7OY 7,
TRELE DEME. SR

FRAR. MR,

B - WRER BUNER, 7LV 75 =
Y EFL MFA ) T L
P I ) T LA

SR - TRAESAIR. HRPRA
2, PELlEE, REEA.
E%émlﬁ%ﬁ\ REEG

Z DAt MitEsE, 2HEE, K
TR, EY. LU, 3
B, (REIEIN, (RERD,
. BEERE. M.
R

a) AAIEMNEE KRR ISV TERE S N-BIER

b) 7LuTEYBAILZ VL (KY) 7 FUNRY F VBT
Nn7-8IEH

c) Y]AUVE‘/IOmg'\@iE%l:J: DESEICRD 5N,
it}

13. BERS5

13.1 fEK
TLAUVE Y OBBHREIIBWT, BEORMMENLE
LD, YavrEetELVLMEET & REHEER 2
T ENDH S,
F 72, IEDEERUKIEDS, TA0 DY Y OBEHRE D24~
ASEERIBICHIT A 0D 5. kB, BEEE. OH

HRE S
[17.1.3



HE#ERFEZEHNE L-KEEE (BEROBARES) »E
HEmsulpElEdd 5,

13.2 &
BMENLBER IV, TAO0PE VY IBEABAERYSS
W7z, BIFICE BREFITEDTIE RV,

Fio. TLAUVEVIRABERICEERERS LA,
7 La Ty DOAUCIE9%IED U, ARFH 265 T 1349%
WA LEZEDPS, 7LV BERSE ORI
WE L L TEERBEPEDTH S EMESNTNEY,

14. ERLOZER

14.1 EFIRZAEOES
PTPEEDEAIPTPY — F 2 5MD L TRAY 5 &
ST HI L, PTPY— FOEAICE D BELHAE
DEEREARIA L, BICI3EEFLZ B T L CHERRIE S
DEELTEMELZHAET LI END S,

15. ZDMDFEE

15.1 EREREAICE D ER
REMEBIIHES P THEVD, 7LAIEVIZLBRETD
WDAEESRER (DERERZED) Parbnizs

DHENH 5.
16. Z4EHHE
16.1 MOEE

16.1.1 ZLOYEY « 7 MIVINRAYI F VEESHIDRE
1) BERALHTOICTLEIEY - T RULNZAYF >
FEEHl (74a2¥r2.5mg/7 MLINAY F >5mgX
X7 LE V¥ r5mg/7 LAY F 2 10mg) & Zh
PNEERICHEEHRE L EZ0T7L20IE Y, 7 h
WNZAY F U RBIMEROERBTW CH AT I FiEE
MBEDONRY Y VBEOULOKELE (M-2) OEYERE
INTG A= HRIINLTce 70 ROT ML
A5 F 2 DCmax X OCAUCIKERSEIZD U THEML.,
HHND Trax T LT VY DT3B S5 ICREE T
FEOMEER LIz, BERALFICT Loy -7
MUVNZSF UEAEE] (740 YE25mg/7 FLNA
& F10mg) = ZZIER R BB ICHEERES LR,
LU OENFEEICERICI S A LEEBIIT
HENT, 7T IUNAYF U DCraxld BEICLDET
T2HODAUCIKEERZ I D o7, BB, HEAA
EHAEANCBWTTLAT I Y - 7T MULNAYF UE
BRBEHROT LYY ROT FILNAY F O
MIENRE A LB LR MRl R BRI REE L
ROSNZP 7207,
BERANCBIATL0YEY - 7 FUNRY T VEEEH
HE SR OFEMBRE ST A — %

YL\D:/:B\/' i~ Crnax Tmax | AUCo-Tlast Tz
TRMERsEl B gm) | () | gl | (h)
FLOVCY | 146H0.37| 6,310 ] 55.4£19.9 |43.5210.6
2 o8 M8 [7 /i A5 7| 1 450.106[ LOELA] 9515477 | NC
M2 [0.568%0.095|5.583.1 | 9.1144.67 | NC
FLUYCY | 30500545 6.6E1.0| 1258318 |B.256.6
SMe/LNE |71/ $257 ¥ [ 3612154 | 1.050.7] 21.458.73 [I1.0%3.67
M2 | 1570.943| 2.682.8| 21.4%10.7 | NC
Croax * T MEERVEEE . Tiax © B A A B RS

AUCo tiase © THEFE - R R AAR FEIRE. To o IMAEFH SRR

NC: EHEd

B EHEERZE, ) N=8

(2) EYEHREENE

EERER A (4EBROEEH706]) 17 Lam Y - 7 hL
NAYFVEEH (7LaPE /T MUNAYF &
L C2.5mg/5mg. 2.5mg/10mg. Smg/5mgX 1¥5mg/
10mgz&A) 15g&. 70V (FLraIyE-
T IUNZAYFUEREGEIERRBOT L0V 2 EE)
BOT7 MUNZAZF U8 (F7LaPEY - 7 MULNARY
FUBARIEEREDT NUNAY F VA ER) &l5E%
ZERERFICH RIS LR, 74098y - 7 RN
A F VEEAEIREGE T LUV VEERTT LR
S F VOB SIIENFENICRETH > 10,
LAY - T RN AYF UREEIREEDO T L

O ROET MUNAYF 2 OEYEREIST X — %
ERIRLI: HEAT—%2E&T),

EMENFRSERBICB T 57 L0V - 7 PULNRY F VEEH
HEHR SR OHEMFEL/ ST A -5

TLaYEY - TLuIEy 7 RNVNZTF
T PN AG T G AUC Crmax AUC
VEEAIESE| (ng/mL) | (ng-h/mL) | (ng/mL) | (ng-h/mlL)
2.5mg/5mg
(N=36) 1.26 50.5 1.40 11.5
2.5mg/10mg
(N=40) 1.18 50.4 3.31 24.9
5mg/5mg
(N=39) 3.32 125 1.34 8.84
5mg/10mg
(N=55) 2.84 124 3.18 21.3

Cnax : B AT, AUC : M%Erh R dhis Fr
PR H R P ME
16.1.2 7LOYVEY ET MVINR I FUIHBIRS TORIE
(1) BEES
TERERLASHIC 7 20 VY 10mgR T ML RS F
>80mg™? DA & B BAN & BT REIR S L 7oA R,
TLUVEY OEMBREICNT BT NS F U
R#EEOHEIRDSNLNI5Tz0 TNUNZAYF D
AUCold 7 20 Y ABESRIC18%IEM L 72725,
Cinaxl I 9 B EBIIRD SN2 > 2P (HEAT—% ),
(2) RiERRS
BREALHIC 7 2a V¥ 10mgk "7 LN Y F
> 80mg™® Ot &, 7 MLNR Y F 2 80mgE BT
IHIEBHBEREHREG LR, 7 U RSYF 2O
CoalIW T 27 0PV HABKSOHEBIRO OGN
T AUCortasl 3 16%E I L 72 B ERZ IR O oM s
o7z (EAT—%),
F2) 7MUY FOENERHARIEL, IV ATO—)L

MEETIZIH20mMEgE ¢ FKEEE I L AT 0 —LIAET
IZ1H40mgE TTH 5,

7 LOYE VBG5S TO/ME

BB AGHIIC7 40 Y ¥ 2.5mg# | B 1E 148 MR E
5 L7 HaoiEHIRE IR GIn6H B LI ER
KEIGE L7z, it 5H (14HH) OChak O AUCHn
& N2 n3.5ng/mLKk U%61.8ng-h/mLTd 0. #[E
58 (1.4ng/mLK&%019.3ng-h/mL) DOF3ETH -
7z BeGHIEE, MEFREIZEE L., 25HIE5HE
12130.24ng/mL & 72 5 7219,

7 MILNZR S F 2 BEIE 5 TORIE

EERAGHIICT R LS5 F > 10mgKU20mg % 1 H1
EEARRTHERERS UicER. MEEREyRE I3 &
SRBRAHE S TICERRBICEE L2, 720 1H
HE7THEHOMBEHEYREZ BT 2 &, 20mgik 5
HTLEALTVW2bOOFEELETIRL L, EEER
MmO HNLIPoT2,

16.1.5 &EYZHEEF S

(PRIWIv hEEETRIE [U=XT7)D)

TYNVLy NEEHE3E [FI7 7] EAhTaTy ML
HEE3EE. JUAF—NEIC KD ENENIEE (7
LT VEYSmgKk VT MLNAY F5mg) EERA
BRICHAERDEORS L CMERREARE Z 8
E L. FoN-EMHE/ST A —% (AUC, Cumax) I
DU TIOWE R EEIC THREHENT 21T - 7o/ R, log
(0.80) ~log (1.25) DEHWTH . WAHIDAEYZH
ES SRR S N0,

16.1.3

16.1.4



HMEREIST A =5 EMHE T A —Y

HENT A =% BENT A= HEINT A —% BENTA—F
AUCon Crnax Tmax T AUCon Crax Tmax T
(ng-h/mL) (ng/mL) (h) (h) (ng+h/mL) (ng/mL) (h) (h)
7|7 Iy b 7 7Zlkl‘y k
L | B e 53 87.63%23.44|2.4630+0.5333|6.73+0.98|38.88+8.49 L | B e sEdsE 89.23+15.07|2.6067+0.3284|6.33+1.37|43.00£11.56
aifr377] a7 i77]
P DA
152 T T2y b
5 ;ﬂéﬁ%;ﬁj b 89.97+25.66 |2.5080+0.6174|6.53+1.04|38.10+7.45 vlEm et 94.64%17.30 |2.7455+0.4570|6.27+1.34 |41.13£8.07
T
7 LT 7<)k
}}‘: ga;é%:gﬁj ) 13.3344.97 |1.7466%0.816210.80+0.4812.04+2.93 1}1: ﬁaé\fﬁi“ﬁ 26.84+7.74 |4.1982+1.4189|1.14+0.69|10.77+2.32
NriTr] N[ri77]
2= 5
Z gy " AT 2Ty b
?/—_ éjﬂg%;_ﬁ/ b 13.57+4.57 |1.6898+0.6612]0.91+0.89|12.00+3.62 i BA SR 28.19£11.9914.3683+2.0086|1.13+0.88 |10.78+2.41
BATEERERE. N=30) AT HEL RS, N=30)
(ng/mL) (ng/rmL) v S
4 (EiaE LR RZE. N= 30) 4 (BT HIELRERE. N= 30)
—e— FYILITVNEEEE3E[r =7 —— FPYILIVNEEEIR4AE[TZT7)
O HF 1T v NEBH3E O AFATY MRS
3t F
ul z
2 7
N N
O =
J 4
[ e
¥ %
= =
= =

iSTE|
7 LAOYEY DMETREHRE
(ng/mL) ) o
4 (B HIE L RERE. N= 30)

—O— FRIVIvNEEEIR3IB[T=T7]
—--O--- DT 1T w NECEHR3E

KA\ WRN = S 7 N BB

iSE|

7 NIVNRY TV DMEETREHR

(PRIVIY NEESEAE [T 7))

TYLIy NEREH4AE [ 77]) &hTaxy M
GEEAE R, JURFT—N—FEILXDFTNEFNIE (7
20 YEY5Smgk T MVWNAY F U 10mg) R
BRICEAREERORS L CmEhRE (bR EE 2 8
EL. BoN-HEYEEE/SF X —% (AUC. Cmax) I
DN T0%(E FER RIS THREHEIT 217 - 72452, log
(0.80) ~log (1.25) QEHENTH D . WHIDEMFN
EEE SR S N0,

iSiE!

7 LAOYVEY DIMERDREHE

4 (EHFHE+EERE. N= 30)
i —e— P TYNEARIE =7
=--O-- T2 Ty MNEEHE4AE

iSE|

7 MVNRY F YV OMEETREHR

MAEFEES CICAUC, CuadFD/8T X —F 1%, HiER
FHOER, MR ORIEE - BEEORHBREMHICL -
TR AAEEEPH S,
16.3 0
16.3.1 7 LOVEVEIMES TORRIE
TLOuYE YOk MFEEREOEEERIZT. 1% (n
vitro) T#®»-72'7,
16.3.2 7 NVINR I F VBG5S TORIE
b MI#EE AW n vitoDEERT. 7 NIVLNZAY F
DIMAFEAEERIZ05.6~99.0% L E&2R LY,
16.4 {3
EFRAAOFNC T M LN AL F > 10mg Kk U40mg % Hi[a] 4
BUl&&, MFERICT I NEEMEBEONRY Y VRO



DKEEALE (M-1) RO DKEELE (M-2) D2
PWHERSN TV R, MEPEFERHIEIM-2TH -
729 T RUNRY Fr OEERBIEEIHETH O,
M-1%UM-213CYP3AMZ & > THERT 2 Z EAEHS I
ENTVBY,

16.5 Bttt
16.5.1 7 LOYEVBEMIES TORE

7 40V 2.5mg X d5me % EEER A6 12 BEE D
#£5 L 5A 0% 5%6H B £ ToRHEBEITRIE,
WFNORRICBVT L% TH 570 127 LTY
¥>2.5mg# 1 BIEI4EMRERS Lz 5a 0 RpHk
Wit 132 5 BR6 H E T2 IS E R IBICE L, 6H B B
BO1H %7 0 ORE(LADRAHMRIZ6.3~7.4%T
BHot,

FREER 26110 MC=3 7 40 ¥ ¥ 15mg % BEZ O
B5 L7 5e. B5120 B % Tl REMATHEDS59.3%
IZERFR, 23.4% 33 RR I BElE S N R AAURBE D%
KEMATH ). ZOMICOEDRBEMATD 5 N7
FEAT—%),

BB CNHREMICIET LTV Y E L SEIEE
FIEER® 5 h Tz,

16.5.2 77 MILINR S F VBG5S TORME

BEEERLNICHUC-7 MU R F U 25 Lz &,
STRED RAPFEH R IIMmD TR (<2%) . EHIRE(L
K, M-1EUM=2HF N2 NERRETEEDS.3%. 11.7%
R O18. 2%t S N ize FIZ, “C-7 NUNARY F
ZHO- e FETHRERERE T BE SN gTEE
D43.7~70. 2% T I HEE S . REL KD 1T D
IZM-1. M2 UM-20 7' )L 7 a v B & A D FEE S

nr?,
16.6 BEDNERZHIDEE
16.6.1 BiEpEEEEE

16.6.3

BHREEFHNI R OB REREE 14027 LAY
F10mgz1H1E4HBRERS Uiz & &, BiEE
FiE T MUNRY F U OFENROENERICHEEE
FlZs o722 (HEANT—%),

16.6.2 FFHERERESERE

(1) 7LOYVEYVEMBIZS TORE

JFEZ B (ChildaA, B) SHIC7 402 E 2.5mg
ZHEEG UER BERAICE L, 5728 %
DIMFEENERICEF L. Tin, AUCH-IZR R EE
ERULIEHERZIIZED NG o572, [9.3.2 2]
(2) 7 MILNARIF U BINESTORIE

BRI KR OHFEEBEFTOICT PUNAY F
10mg#z | HIE4HEREHREG LIz &, FHEERET
13 B AR A IC X T Child-Pugh AR 3 &% U'Child-
Pugh BEEICB W T, Cox TIEZNENS5E KT
14.41%. AUConTIEFNZF N4 4ME R OV9. 8EDIEN.
Trax CHEHWI NS 20BREPRD 5N BTLEIF e
AEEBE Lo Tz, F7z. MIBERREICHT A/EHIC
WFEDR P72 (HEAT—4). [2.2. 9.3.1. 9.3.3
2]

%Eu%

(1) Z7LOYEVEMIZSTO/ME

EhElEREN (FEERTI.7TR) IIT7L0VE Y
Smg#xH[Al, KOCHBRERSE LI-/ER. GHE/EREE
(FF4522.3m%) 1T L. Chan AUCrsldBRICEEE
RUTED, TICBEEZIIROONZ P79 [9.8 &
Hg]

(2) 7 MILINRY FVBIBES TORE

RFRERE (66~73m%) 6BIROEFE (20~225%) 6l
2y 7 MUNZE F 2 10mg % 2R I AR 5 L 724
B, BRE B ERITHARNTCrat UAUCo« 159213
I U 7275, Taad RO T1RICZITFRD S Nis 5 722,
[9.8 ]

16.8 ZDith
(PRIVIv MERESEFRIE [U=T7))

TIYLIy MEARIE (7377 & [GEVELRS
BOBRREAOENZNREERABT A N4 2] ICE

DE, TVILIy NRETEIE [/ 37 7] 2IEESF I
L& &, IBHZEHPELS SHE SN, EWEnIcFESs
ERIZENT,

(PRIVIvy hNEEEE2E [T 7)])

17.

TIILIy NEEEE2E (77 7] X [EEVELRS
BOBRMAOENZNREERB T A FT 4 2] ICE
DE, TVILIy NRETAE [ I7 7] 2IEESF I
L& &, BHEBF SRS BTSN, EYWENICES
ERIZENT,

BRARAR

17.1 BMERUREEICREY 5558
17.1.1 B5EE MAEEER

i MESE & =G MRE 2 3 L T\ 2 BBEE 166001 % X5
ELREZEERABICBNT, 7LA0YE ET ML
NAYF v OAKS (5mg+10mg. 5mg+20mg.
Smg+40mg. 5mg+80mg. 10mg+10mg. 10mg+
20mg. 10mg+40mg. 10mg+80mg)™® &7 Lua ¥
CVEMES (Smg. 10mg) XIE7 FNRY F U BE
#5 (10mg. 20mg. 40mg. 80mg)® % L7z, #%
583 #% O SBPkE EAEH K& O'LDL-CE R ER IR LR @
EBOTHY, 7LruICURUOT MUNARYF V%
PRBEG L7BETH, 740 I OSBPREEHA
KOT WSS T OLDL-CAE N VEF I R LR
LR AHBIROONLD 5Tz,

T RUNZAYF VAT L0 Y DSBPREEERICKITTHE

JP— T RANRTF

Omg | 10mg | 20mg | 40mg | 80mg
FHE R _ _ _ _ _
7| smg (mmHg) 12.6 13.6 15.3 12.8 12.6
N TLuIE B _ _ ~
o BEEDE 1.0 2.7 0.2 0.1
I PR 16.5 | -15.9 | -16.0 | -16.5 | -17.5
>| 10m (mmHg)
Sy novesmm 06| o5l 00l -11
BE5E0E : : : :

TLUYEYHT FIWNAY F Y OLDL-CIE FMERICKRIF T #E

RS A — 5 /4Rl TR AY T

10mg 20mg 40mg 80mg

Omg |SHFZAEER (%) -33.5 -39.5 -43.1 -47.0

Z FHEZEE (%) -39.0 -42.2 -44.9 -48.2
Smg |7 MUNAYF | _ _ _

E} B G - 5.5 2.8 1.8 1.2

= SPFZEEER (%) -36.6 -38.6 -43.2 -49.2
“110mg |7 b2y F | _ _

B G & 3 3.2 0.9 0.2 2.2

H) TN ZYF L OENARHARIE. &2 VAT O—)VIMETIE

1H20mg T, FEEEI L 250 — ) VIETIZ1H40mgE TTH
%o

BMEFOFIREIZ, 7 MUNZRYF VB (18%) KUY
T REE (17%) EHELT, 72uyE¥r+7 b
WNATF VBB T LUV BETIONRES D >
W, 7L+ T MULNRYF VB (29%) &
TLAAYEUEE (27%) OFRKRIZFAELETH > 7o
TLOIZE Y+ T MU RYFUBEETRD N
BIER X, RMMEIZE (8.1%). FEE (3.6%). FH
HEoFWw (2.1%) KRUOy-GTPH#EM (1.8%) TH -7/
FEAT—%),

(RMERE)
17.1.2 EAERAREER

17.1.3

REMEMEEICH 2H2R (TR Db HER
BEBIIEPR <) 1385.8% (467/544f51) Td o720 Fiz\
B EE % S S IMERE 100 LU Tid80.0% (28/354)
FIERG IMEE SR L CIE88.9% (8/9f) DFEZE AR
bf:28~34)0

B IR

TLAuYEr e LTomgx ] HIESAMESZIC, I
HA 1M E AY140mmHg Bl b % 7R 97 B E 30561 2 2812 93 1)
T, FAUYE Y E LTI0mgid5mg# | H 1 ESE R
BE L EZDIEEHMEDOR—ZF A > 2 6 DEAL
BOFEEIX. 10mgiEc13.7mmHgDE R, SmghtT
7.0mmHgDERTH O . MERHISRETRICERLZED
HH5NTZo



RAMEERE z & CEFRORBRIL, Smgh Tl
3.9% (6/15441) 12, 10mgETi39.9% (15/15141) i
RO5NTz. EHE (10mg) BERIFENEVHEE
SR S5, 10mgEET3.3% Th > 72,
S 51T, MfEE s L CERE L - RARSHBTT &
oIy &L Tl0mgxlHIEEE L CS2R#S Lz
B, HEIEDOR— 25 1 ¥ h 5 OE(LEDFI5E
1. 15.6mmHgDE R &R L7230, [11.2 SH]

(E3ILAFO-—)LIfE)

17.1.4 ER#%HEASE T8
BREIMIERE24301 2RI, 7 P AUNZYF v #21H]
|45 BHI2EMES L Bo MEREREERORE
RISEFZE KR R 24HE (2.5mg. Smg. 10mgX
1320mg) 1T &5 —EEMBEEIEBIEIC K VEM L,
7 MUVNZE F 5~20mgx I HIE Y &B#ICHE5 L7
BOIMEREMBOEIERHI L AT 0 —)L <220
mg/dL& g o EF OIS (Ba L 271 —)L<220
mg/dL#|&) . LDL-2 L 257 1 — )L <150mg/dL& 7 >
TEROEE (LDL-2 L 25 1 — )L <150mg/dLEIE)
I TREEDBD T 279,

Mg il WavAFu—)L| hY 7Yty R |HDL-2LVATO—)
(mg) (%) (%) (Amg/dL)
5 | sl -25.0 -19.7 3.2
10 [ 5l -30.2 -16.7 5.2
0 | 52 -33.8 -12.0 6.1
= - WAV ATO—)L|LDL-I VAT O—)b
ﬁﬁi g | PPV ome/dL | <150mg/dLL
e (%) e (%)
SEE -32.0 56.9 74.5
10 | 51 -39.6 72.5 36.3
20 | 2 -49.5 86.5 90.4

BIER R OBEEESBE SN > CHEREEEREE
EHFHOFKFERIIZNZN5.0~12.1%K% 1V33.3~46.6%
THY ., BHAEEEEELBHRELEP20mgHETOCmE
PolebDD, HERERIIRD NP o7, £
EIER 3 B A6 (2.5mg, 10mg#&14l). —i%
2 HRER2E (2.5mg, 20mg&1Hl) TH-o7z. B
HELREIERAAVEAREEREEZHORIIEED 5
nzm»-o7z,
(RIS L A7 0O—)VINE)
17.1.5 FRigEEI L A7 O—)VMEBEN T OXMREHER (EA)
FEHE I L AT 0 —)VIMENT DS R EE 24627
FUVNZ S F 2 10mgE8EBHEG L, Z0%, SiEfkE
1220mg. 40mg E#HE LA L7z, £ DR, 10mg
K A0mgTHR I L AT u — )ik EhEn-31.8%.
-41.1%. LDL-2 L AT U — )Lz Z N ZFN-37.7%.
~48.3% &N LIBERIEASE S 1722, BIfERAIZ16.7%
(472461) . BAEMEDSTESNZ P> ZEFBREEEE
EEIA1.7% (10/2461) 1SR 5 N7z. FERBIERIE.
REER - B(E Q1) ThoT. kB, HELEIEM
RUOERBEREEEZSHORIRIIRO 5 NED» o7,
KEME IV ATO—)VMESEREXNRAR (EA)
LDL-7 72 L—Y AT LTV ARBEES IV AT
U — VMAER EHEEEBREMMNIC. 7 MUY F >
10mgz=&AMHE L. £D#%20mg (8EH). 40mg (8~
20i) NEWHEHRS L0, ZOER, 6fl TR R
T O —)L7p-31.4~-4.9%. LDL-2 L X710 — )L
-39.3~-4.6% LK L7z, D3I ClIEIL AT 00—
JUA1.2~15.2%, LDL-2 L A7 a—)L»3.1~11.8%
EHEMUT. KTDERD 5 NIERID S B4AFITIE T -
N F R EFN2AIDL L% OFR U7z 8Bk & 13
BREEODKRIVATU—LEUOLDL-2 L A5 10—
ERAPEO 5Nz BIERIXIL. 1% (1/961). BEE M
WEES N D> CEREEEREELE344.4% (4/9
) g o, BIEAIZ. BFELTN (&) TH-7z.
7B, BEELSEWEAROBEREEERE LS OREIL
RBOONIZP T,

17.1.6

18. EMEIE
18.1 {EEERF
18.1.1 72u YV IO BEMKEEAIL Y T LF v
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: 3-Ethyl 5-methyl (4RS) -2~ [ (2-aminoethoxy)
methyl]-4-(2-chlorophenyl) -6-methyl-1,4-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate
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: Monocalcium bis {(3R,5R)-7-[2-
(4-fluorophenyl) -5~ (1-methylethyl) -
3-phenyl-4-(phenylcarbamoyl) -1/-pyrrol-
1-yl]-3,5-dihydroxyheptanoate} trihydrate
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