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15.1 BEFARERICE D 1EHR

15.1.1 REBERIZHES P TIEEVWD, TELZIEVICK S
BERICODHEZE, DALSPLAEIR(ODEMEZE)H
AOENTEDREDND %,

1512 7L =V I & Y CAPD (Ffe 9L RIS B HT)
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16. EYIENRE

16.1 MOGEE

16.1.1 BOi%S5
R ABELI2ENCAR (TN ATV > XA RFY IV
20mg/ 7N =I ¥ 16mg) & BHBEEFREOREG L & &,
BRI AL ATV D ROTELZ VG, FNE
N 54%3.5% 0308 ICCmax|Zi#E L. 5.9K% 01 1.2/
DOHEHA (t12) THE L.

INTA—H FIVAY Y >~ FTELZIE Y
Cmax (ng/mL) 842(20) 26.8(42)
Tmax®V (hr) 3.5(2.0~6.0) 3.0(2.0~6.0)
t12(hr) 5.9(8.1) 11.2(11.7)
AUCo.z(ng - hr/mL) 4258(16) 174(28)

n=12, P EACV%) . FEL) il (B Ml ~ ok fi)
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BREEEEN L, TELZVEYOAUCKRAEREED
57%TdH o7z,
16.3 9
16.3.1 MEFEEHESE (BRIE)
bt MIFEABERIEIFVATILY O B99%THD. 7
V= UD93%TH -7z (in vitro).
16.4 X
FNRAFLE Y XA RFY IV, BOKRSHE, FI9MEER.
R IEMEEICB W T T AT I —BIC KBRS EEZ T
EHEREIOA L AT LY VIRBSN S,
TENL=IE I, BORESR. FIMNEROFETRES N,
CYP3A4ick VY Fut) Y UEMERbEn S, [10. 2E]
16.5 Bttt
BELZBRABHEOHICHC-FLATILEY Y X RFVYIL
20mgE BMEREOKREG Lz &2 5. BRESHETREFRRIE,
FRADY12.6% (2408518 £ T) . ERH77.2% (31205 T)
Tholz(BEAT—%),
fBE 7 A B AGIC19C- 7 ¥ = V¥ dmg & BERED
BE L& 2 A, BE5RTHE TORBROERADOBRERSHETEE
PEER X, RAFA26%. ERAB63%TH -7z (BHEAT—%),
W2)AHDOEBARIALATILY Y ARFVIN/TELZIELELT
10mg/8mgX1320mg/16mgTdH .

16.6 HEDERZET BEE

16.6.1 BiREEEERE
(ERR 7 RN SESHI & . Btk RERR T R 2045 2 BRI I8 ~
OBIFT DB FI34BNTT Ly ANATFLEY > XN
FVIN10mgZz1IHIE7HERERO®REG LI EDTH
HOEFREICBH T 2 MEBEHA LA G LY > DAUCO A
PIMEIL, BRREEERFEHBRL T, BE, hEERVEE
BEHmEEERE TTATNL.OM. 1.86%, 2.8/ TH 73
HEAT—%),
BRI N 2 S SEREREH (IE 7 L7 F=21.5~
5.3mg/dL)Ic7E¥N=Y > 8mgZ 1 HI1E#HA%R7HE
REROHRSG L& 25, HE57HHDCmaxix17.1ng/mL,
AUCo2413154.5ng - hr/mLT» V. #51HH (Cmax :
8.6ng/mL. AUCo24: 67.3ng - hr/mL) ICHANEEICH
Motz [9.2.1 ]

16.6.2 FHkpeEERE
BEROCHEEOFEEREEZ 1261 LT LY &
A RFY I)V10mge ZERBEREORS L & &, fFEE
EHE & LT+ L X 3L % > O AUCH K F4y
EIENZNRLIE. 1L7ETH Y GHEAT—%),
BEXRUPEEOFKERSEBE R OBREASSHICTE
L= 8mgEBERELOHRSG Lz & 25, 1 ZIZFkDIMEE
HREH#EZR LY GHEAT—%). (9.3 2]

16.6.3 SitE
EE M EEEE (758U ) 176 A VAL E > XN
¥V 30 10mg#x  H1E14HBRERORE LEEC 5,
el BE ICHEB LAUCOEMFISHEAN . MEmEZR L
7ot BREZIZEAERD ENLDP >V (FHEAT—%),
T i ML EERE R (65~ 84iR) 5MIc 7 B L =2 ¥ 8mg %z
IH1mE SR 7 HRRERORG Lz 25, H#E7THHO
Cmaxi325.7ng/mL. AUCo0-2413242.8ng - hr/mLT#®» VD \
#51HH (Cmax : 15.8ng/mL. AUCo24: 107.0ng -
hr/mL) ICHARERICE» 2729,
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FOEBEZI R, TELZVEY 16mgkEHD
7LV OCmaxld. ANAYILY Y ARFY I
20mg D PRI GIC K ) Bl 5 & el LT 22% KR L7z
M. AUCIZRERZ T 2D o7z,

EYFNEEF
BEZRABEICAR (VAP ILEY > ARFVIN/TE
V=Y ELTI0mg/8mgXid20mg/16mg) 18EL . +
VAT Y Y X RFY INGEERFERBOLT IV ALY
VARFVINEZER)ROTELZ I VEERA ERE
DT7ENZIE L 2EH) & it LEBEEROKREG L
FR, FURXFILY VROTEILZ DY OIMSETEEHR
ARG & OB S TEB L. EMZENICFESETH - T2,
AEE SRR OSHEBIHABEO T VAT ILY VR O7 ¥
ZIOE Y DEMEREINT X —FIZREDEBY TH 77,

LD#E(n=24) HAIDEH (n=24)
IRTA—H (OLM10mg/AZ8mg) | (OLM10mgRU'AZ8mg)
FNVIFNT INTENVZIE N FNWAF VT V| TEN=VE Y
Cmax(ng/mL)| 339(15) | 4.6(34) | 324(13) | 4.5(33)
Tmax®¥ (hr) [2.0(1.0~4.0) |2.5(2.0~4.0) | 2.0(1.0~4.0) |3.0(2.0~6.0)
t1/2(hr) 6.3(12.1) |11.2(11.9)| 6.4(12.4) [11.0(14.3)
AUCo-32(ng -
hr/mL) 2109(24) | 35(37) |1977(21) | 36(37)
HD#E(n=23) BAIOEH (n=23)
IRTA—% (OLM20mg/AZ16mg) | (OLM20mgk U'AZ16mg)
FNVIHNT VNTENVZIE |\ F WA NI V| TENZVE Y
Cmax(ng/mL)| 622(20) | 10.5(39) | 581(23) | 11.0(41)
Tmax®¥ (hr) |2.0(1.0~4.0)|3.0(2.0~6.0) | 3.0(1.0~6.0) |3.0(2.0~10.0)
t1/2(hr) 6.6(11.5) |11.2(14.8)| 6.3(12.6) [10.8(10.2)
AUCo32(ng *
hr/mL) 4282(20) | 102(42) | 4274(26) | 102(44)

FA P (ICV %)« 13) i ofiE ()Ml ~ A fiE)
OLM : FILAFILE Y ARFY I, AZ: TEL=IEY

17. BRIRRNAR
17.1 BN UREECRET 5558

17.1.1

ABP (mmHg)

—30 L

EMEE maEER
BAE - PEESMERE 28R E L B HEGR
(BZEW12EM) ICBWT, FILATFILY Y XRFY I
20mg/7E L=V ¥ v 16mgiks (BHEE : OLM20mg/
AZ16mg) RUA N ALY > X RFY I)L10mg/7 ¥
=Y 8mgs (KA ER | OLM10mg/AZ8mg) 1. +
LVAFILE Y X RFY I N20mgHks (OLMBMEE :
OLM20mg) Ri& 7 ¥ L =Y ¥ 16mgiks (AZBME :
AZ16mg) & D L ERICENBEERE IR 5Nz (P<
0.001). 5 12ERFICHB TS b T 7 REEALILED MUE NFE
(B GA6 T IR IMILE & BRI ARME M E D22 @ ABP) IR D
EBOTHoT,
OLM 20mg/

AZ 16mg
(21481)

OLM 10mg/
AZ 8mg
(2215)

OLM AZ
20mg 16mg
(211%1) (216f)

#f

#t W
- skl

A 2 PIE (95 % fEHIX [H)
OLM : FNAHLE Y XRFY I AZ: TEL=IEY
#P<0.001 vs OLM20mg. TP<0.001 vs AZ16mg : [ K ORI L FE 2

ZThoAB

P (FA% A FHE) OBFHZEICOW T, BEHOMEE, i, AE2HERE

L7236t & i

F7-. HETE FIMERIEIC X % 24810 E H NS 2 15t
U7z, ANNRATFLY Y XARFYINETELZIVEY
OHAIFIELIEHRRSICBWT., MEANEEICEE L RIT
T ERL, TLBME - HH - REHORREHEICO»PDST
4B U2 B R A2 R T 2 E R S Nz,

EHENECEAEFOBIEARIBEE L. BEERS
6.0% (13/21561) B 12.7%(6/22141) . ERRIREEREH
5.1%(11/21561) K T*4.1%(9/22061) TH - 7= EFERE
ICBIFBELRBMERIZY-GTPERF1.4%(3/21564]) T\
BREFICBI 5 EL2BIEHIALTER. v-GTPER
#%1.4%(3/22001) . FE7E1.4%(3/22161) TH > 7=

17.1.2 BN MAEGER (REAR S5HER)

ANAFLEY Y ARFY IVRBTENL=ZIEVHEICT
MET > b a— VAR5 % REE MR I ERE B 2 R,
FIAGILEY Y A REY I)20mg/TEIL=I > 16mg
RFANAYFLEY Y ARFYINI0mg/TEL=IE Y
8mgZS52AMKE LR, RE LIRIOBEN R
‘/oniz.

B K MERAER ORI (BAREERY &
Zt)id. 6.5%(7/10761) % 1V8.7%(9/103f) Td - 7z
EHERICB T 2 E2EWEHIZEEED v, FutoEv
%1.9%(2/10741) T\ (EFHERICH T 2 F2EIEH I3FH
D EN1.9%(2/10361) TH -7z,

18. IR
18.1 {ERR

FIAFLY Y ARFVINETTRT v I THY., EENT
EERBM THEAFNATILY VICBBREN, ToIFT >
UIM(AT) % A FLAT) ZEFISGERNIERALTATO
WAZBANICHEEL, RERTH HA N OEIE(EM 2 M
T 5,

TENLZ I VIELEICaT v FIETMERICE S &, ME%
RS EAZEICXVBEEMERAZHRT 5.

18.2 FEEER

BIMFEBERFKET Y MICALAF LYY ARFYILE
TEN=ZDVE Y EHAROKS TSI EIckD., Bk EIC
HE U CHREFHOMRATRD Nz, oy FLXTFILY
X RFY INOBMES THYREEERSEONE» o7
EL = oHEEMEETLV(DOCABESEIMES v 1) &5 W1k
TENL=IE Y OB S T EEERPBR S Wi h o7
BlLoVESMEETV(BESIILES v MIZBWTH,
FNAFLT Y ARFVINETELZDE L OAKEIC
KVEBLBEEEREZRLED,

19. B ICEY SRR

"R

(FIWABILI Y X RFVI)L)
—fRZ AN RAFLY Y ARFY I

(Olmesartan Medoxomil)

#{£%% : (5-Methyl-2-oxo-1,3-dioxol-4-yl)methyl

4-(2-hydroxypropan-2-yl)-2-propyl-1-{[2'-(1 H-
tetrazol-5-yl)biphenyl-4-yllmethyl}-1H-imidazole-
5-carboxylate

DFI - C20H30N6Os

= . 558.59

A&~ MEAEOEREEOMKRTH S,

T = bYILRIEZTY ) =L (99.5)ICEFICL <L,
IKIZIFEA EBT R0,

H.C

SECHRES - log Pow=1.0(pH7)

Pow=(F+27% ) = WVHDOFTILAH LY > X RFY
IVEE/KEOFAILATILEY V X RFY I )LEE)



(FEIL=ZIEY)

—f%% : 7ENL=I ' (Azelnidipine)

{24 : 3-[1-(Diphenylmethyl)azetidin-3-yl1]5-(1-
methylethyl) (4RS)-2-amino-6-methyl-4-(3-
nitrophenyl)-1,4-dihydropyridine-3,5-dicarboxylate

SFIL ¢ Ca3H3aN4Os

DFE : 582.65

M R BHE~HEOBREEOHM KRNI EELHRTH 5.

I 7 —)L(99.5) XIEERE (100) IC¥E T %9 <\ KiC
FEAEBT RV, T4 ) —)(99.5)EH (1—100) 1
JEAHEZ RS 2V, BRBEFPROOND,

H
H:C. N_ NH,

|
H;C OMO O
1;3 o do TN
NO, O O GE R (K
DERE TV I Y OS5 EEE (HPLCHE)

pH 9 10
alctR# (log P) 4.43 4.42

*20. BERWL EDER
7O —USRFER SRR 2R, EALTREFT ST &,

22. @&
(LYILI REEEEELD)
(PTP : #2)A. HERFAAD) 10082 (108€X 10)
1408 (148E x 10)
500%E (10%E X 50)
7008E (148E X 50)
Offi: N T @ BOIRAL IRRARAIAD) 5008
(LYILY REEEEHEHD)
(PTP : #20FAI. BEBRRAIAD) 1008 (10%E % 10)
140%& (148 x 10)
500%% (108E % 50)
700%¢ (148% X 50)
Offi 1 8T @ B2iRAl BRERFRAIAD) 50085
23. FE=

d ) FEREMIZ A @ FEES: 2017 ; 47 1 1353-1355
Wk 2) BEERHII D ¢ R BRERHR ABI 2 ML 2021 5 29 & 49-54
3) von Bergmann K, et al. : ] Hypertens. 2001 ; 19(S1) :
$33-540
4) /NOFFRIE D © BRESE 1999 5 15(5) 1 765-777
5) #tNEE : FFRREREREZICB T 2 EMER(H L T Oy 7 §E
2003%F1 A31 HA&GR, HEHERMIE ~-10-1)
6) B HglEH 1 BRRESE 2000 ; 16(3) 1 375-387
7) HNER  SFEEME T T IVICB Y 5 BEER O (20105
1A20H4%G8. CTD2.6.2.2)

24, IHRFAERFERUEVEDEE
B-=Huat Rty —
T 103-8426 HEHEHIRX HAEAN3-5-1
TEL : 0120-189-132

26. BUERETRES
26.1 EHE/RGETT

O F—Siuaat

Daiichi-Sankyo %R%KEP%EBZF\T%zFHHS 5-1



