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13.1 fEIR

7 A0 VY Y OBEEGIIBWC, BEORMMEILRIZL D,
T avrEELE LWIERT & R RSS2 805 5,



13.2 L@
G EEE IV, TAT YV VI3 ERESENE T
B, B L BBRIEHERTIE RV,
F7o. TAauP Y ryRAERICEEREZRS LzgE. 740
DY Y OAUCIZ99%iK A L Bl FI2WF I £ CUEd9%is 4 L 72 &
B T AU Y Y VEREGREOUININEALE & U TR K
KEDENTH D L s TnsY,

14. BRALDEE

14.1 ERIZMIFOER

PTPA DO IEHIIPTPY — 5 L CTIRAT 4 £ 5 4R
WYLk, PTPY — ORI L D) . B S AR AR
AHIA L, Il 2 B2 LTRSS EE 26 HEE
BERT D2 DB D,

15. ZOfthDER

15.1 BRIRERAICE D <185
KRBRIEHS 22 TH WA, 7 A8 T E 2 X DEBEHIOH
MEERAEIR CLCEWIN 2 E0) PR O N L OREDPH 5.

16. EYENRE

16.1 MEE

16.1.1 E£YFHEIE MR

(FRIVIv NEEEEAET D1 D)
TRNVIy NEAFAE I A 17 2Ty MR FEATE 7 A
BricEnhEnE(7au0Y ey e LChmg. 7 hUVRNAYF U ELT
10mg) ZEERF L AR P G- (7 O Ad —N—F) L, 720V RUT
MVINAY F 2 OISR L E L7z, O N-EYBRE ST X —%
(AUC. Cmax) 22\ "T90% 5 $EIX M5 CHRERTHENT & 1T o 7245 . log
(0.80) ~log(1.25) DHIPFAANTH V) . WiHI O AW R EEEAER S 7Y,

B HHN L G R OSEYBEE ST A — ¥

Cmax Tmax Tz AUC*
(ng/mL) (hr) (hr) (ng-hr/mL)
7 o
FYNVIy MEASE
g SR 1 3.64+0.76 4.9%0.8 40.2+6.9 | 122.6+30.5
sy reak
e o 3.68+0.79 4.8%0.9 39.7+7.4 | 125.9+30.8
o |4
-
M7V Iy MEASE . A
4B 1 ] 4.74+2.54 1.6+1.2 9.6%x2.2 [29.25%+11.39
N
A
= w AN g
P\ #7amy VREE | y ggip 08 | 12+1.0 | 9.4+1.9 |29.38+10.38
F 4%
v
X720V EY D AUCH2me, 7 FIVINAZ F > 0 AUCo-s6n
(Mean=S.D.)
or —e— TILTy M ART T A
o HFa Ty MNEAHEAR

4+ Mean+S. D. (n=58)

BECMCONNEEE
w
T

(ng/mL) 1

58 DIksfH] (hr)

] e PNy MNRARAE ST
it o AF 2Ly MEASEAT
woooT Mean 8. D. (n=58)
7
]\
W
JAY
2
%
7
pd
b3
4
(ng/mL)
0.3370.67 L
1L9°L67 % 5.4 O (hr)

MR 72 & ONIZAUC, Cmax®00/85 4 — #1, #ERE oEIR, K
TEOFRI L - e ORERSME I X > TR 2R D 56

16.6 HEDERZERTIDEE

16.6.1 FFEEEEEEE

M7 LOVEVERES TORIE
JFEEZE B % (Child348A  B)SBIIC 7 A0 2 ¥ »2 5mgk HIalHE 5 L 724
B EHERCIE L, G728 B o MR EIC LA L. Tue,
AUCo= 3R Rl % R LA BRI SN0 729,[9.3.251]

@)7 BIVINA Y F BG5S TORRE
R 1\ e OSBTREZE R 8B4 D127 b VN A & F 2 10mgZ 1 H 114 H
IR G- L7 & &, JFREZ % TR RS A IZ [ X CTChild-Pugh A
8% % U°Child-Pugh BEZIZB W T, CanxTIEZ N N5 .56 K 1144
5. AUCo-un TlEZ N ZN4 415 K 089, 8F5 DN, Trax TldW I H1/2
DEFEDFRDO SNI2D T3 T E A LB L eh ol T2, MIEREC
W AVEIIEZED e o 72D (AMVEIN T — % )0[2.2, 9.3.1, 9.3.32H]

16.6.2 SkE

M7 LOVEVERES TORIE
v i v I R 60 (G 4EHRTI T/ 12 7 A0 Y ¥ v 5mgH Hal, K
O8H M AR 5- L7 . #AFR e (FF3922 . 35%) 1230 Ly Cinass
AUCrHsld HEICH M2 R L72A, Tl AEE 3o Nk d o
729,[9.8% 1]

)7 MVINR & F VBG5S TORIE
T B i (66~ 735%) 661 Jr UM 4R # (20~ 225%) 66012, 7 PN R &
F > 10mg % Z2E I 12 Bl # 5 L 22 0. S S AR R T Cmax
Te FAUCo-o 1 RI2RE I L 724, Tk O T2l 23D SN2 2o
72¥,[9.8% 1]

16.8 ZOfth

(FRIVI v NEEEERIBT D1 D)
T7YNVLy MRAHIEY T A BN IICHESE, 7Yy MR
BEATET T A | & WA RS L AR S,

(FRIVI v NEEEEREIT D1 1)
T7YNVIy MREAF2EY T A BN BEEICHESE, 7Yy M
BEATE T A | & IR L A S0,

(FRIVI v NEEEEBEITDO1 D)
T7YNVLy MREAHIEY T A BN BEHICHESE, 7Yy M
BEATE T A | & IR L A S,

17. ERERRIHE

17.1 BERURLMEICET HiH5R

(SIMESE)

17.1.1 BN MEHER
7 auY ¥y L ComgxlH1RISH M # 5 %12, DU I E 2
140mmHgbh | % 75§ B H3056 2 2812015 ¢, 7AaaYEYELT
10mg X 1Z5mg#x 1 H 1AM 5 L 72 & 2 O IGHEIME D R— 2 F 1
b OEALEOFIE L, 10mgHf T13. 7TmmHgD K T, 5Smghf T
7.0mmHgO T Tl b . MEEISHEIICAH B RENA LI,
[ PR AR ATl S % & D BIE I O 56 BI 1%, Smghf T13.9% (6/15441)
12, 10mg# T129.9% (15/15140) 1278 &7z & (10mg) $£5- K5
WZIFIEA B W TR 51, 10mglET3.3% Tdh - 726
SHIT, AR e L CER L 2RISR TT AR Y L LT
10mg# 1 H 15 L Co2 3% 5- L 72B%. PGFEIIE D N— 25 4 >~
5 OZEALEOFISMHEIL, 15.6mmHgDE T 2R L7229 W, [11.250E]

18. EFNEE

18.1 {EFRER

18.1.1 7210 Y ¥ VISHIBBRE D BEAAKLGEME S )V 2 7 WF v 7 ROV IZE
BIFEA L. HIBAANOCA DA BL L L2 XY, wInE
RRMW ML OB & ik S5, 7V Y 7 AEHUEH OB ER
THY., FERNTH L. Tz, LHIHIERIZEE . MmERIUEDFRD
SENTWVBY,

18.1.2 7 MU NA Y F U XIM@EHF O3 L AT U — )vima 3 5 E2NR
#CTH B OHMG-CoAR LR % B OB A I E L, 7 b
WNAYF v L ABREOTEEEHETL2REE L bIc. oL A
TH=VERE I 2. TOMER, 7 MVNR Y F VIFFEOLDL
STEEEEREMSE, o) REASREIGEIT A2 212X ) mmdE
HEAET 2, 700 7 MVNAY F o dilib g B ahEE % ik L
T, B3 VAT E—)VILEZRE ) BIIRTELO S8 & #3519,

19. B ICRIT DIBLFRIAR

19.1 7LOVYEY

—i%% : 7 40P ¥ XY OVEEE (Amlodipine Besilate)

£ : 3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)methyl]-4—(2-
chlorophenyl)-6-methyl-1,4-dihydropyridine-3, 5-dicarboxylate
monobenzenesulfonate

SFR : CoHzCIN205 - CeHsO0sS

SFE 1 567.05

B = 198T (4rfE)



: " ©/so JH
. _Cl
(j T O A

M R A~ EACOMSEOR R TH L, A5 ) —VIEITRT
(v I8 7= (99.5) IR RIEFIZC <L AKITHEITIZ e X
57— VI (11000 13 et 2 /R & 2

19.2 7 NMUVIKRZFV

—f% T RN F 2 vy LKA (Atorvastatin Calcium
Hydrate)

{E%% - Monocalcium bis{(3%, 5%)-7-[2-(4—fluorophenyl)-5-(1-
methylethyl)-3-phenyl-4-(phenylcarbamoyl)-1/-pyrrol-1-yl]-
3,5-dihydroxyheptanoateftrihydrate

9FI : CasHesCaF2N4Owo - 3H20

PFE 0 1209.39

B

@\ 0 H OHH OH
* \ €O~
N 7 N/\/%
H

Ca’*- 3H:0

F e

M R e~ HEOROERIEOR R TH b, A5 ) — VIO TEH
FRd L, VAFNVANVEFY FISETRT L, KT
7 =)V (99.5) 1D THEITIT L Vg IS & o T4 ICH P L
b

22. @

(PRIVIv NEESERIBTI1D
PTPLEZHEHIA D ] - 1005% (105 x 10)

(PRI v MEEEEBIT DA D
PTPL#ZEAI A Y ] 1005 (10%E x 10)

(PRIVIv NEEEE3BE T T1D
PTPRZIEFIA D ] © 1008 (108 X 10)

(PRIVIv NEEERRABTT1 D
PTPLEZHEHIA D ] - 1005% (105 x 10)
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13) 740V ¥ Yomg CHERTI R BEICHT 27 40V E 2 10mgk
WG O MR OERE (T 20 2 Y §E/ODSE/ / VNS §it/
OD#$E : 20094E2H 23 H KGR, FATHEE)
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