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B 4, TAUTVEVEE | TARTE V| TAUYE U JEE (mm) 30 3.3 37
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- I E
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B JERICIS CEEMET 525, REA TSR YA I IH LA
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6% VL ED/NBADTEGIZEE L Cld, 1Hbmgh A 22 &,
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F 720 JROBERIKIEDS, AH OB R G 024~ 48K F 2 12563
THLIENDH D, B, THEREEE, O EHEREE B E L2k
ZE (Wi oBmENS) PERNE 2 TREELD 5,
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BRI EHEEIT R V. AFIIEBABAENE VD, BITICE
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FBEOWIGIHIALE & L CHEMEREGAETH 5 L s hiTwn
Z)S)O

14. BHEDEE

141 FEHIAREFOXE

67

1411 DEIBITEDICHHT S 2 Lo DEIBRICHEH T 25481211,
BESED L30H NIRRT 2 &,
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1412 SEBIZROICHEHT 2 2L, DEBR O ETHET S
WA, A, BEBTCRETAZ L,

14.2 FEHIZFEOEE

(BIHH£38)

1421 PTPAEDOHEFIZPTPY — ALY ML TIRFT 5 X5
8552 L, PTPY — PORREKIZ XY . A S0 Al R
~HIA L, FIZIZZELE B L CHERSIN 255 O HEE 70 & 0HE % §F
BEHIEND D,
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1422 AH%#PTPY— M6 ML TRET 2561, 5.
FxmBTCTRET AL IIRET L &

1423 RENITFD LIZOFTHERZZEIEL LT 5720,
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15.1 EERR{EMAICE D < 154
FERBIERIZHA S 22 TS, RHNZ L A GBI O ZE R AT
Bk (LW E &) RSN OMERD 5,

16. EMENE

16.1 MAFRE

16.1.1 HEIZS
BEREB 206017 20 2 ¥ > & L Cl0mg# HlEFE S L 7z FE O M4 A i AE O Tmasy Cmaxs
AUCosast X OT120&y N2 NBOKERH] (Fpoefi) . 584ng/mL (“F¥9f#H). 278ng - hr/mL
(CFIHME) RUSHIRER CESME) TH Y. FHEIA L B L 2658, HETh 729,

16.1.2 REHRE
TERER 6B CEYER335HE) (27 A0 ¥ vk LC25mg% 1A 1M 140 B KRS L
FHEOMIETR 7 40T Vg, #%56~8HBIERIREIEL, DEROERKIZH
DONLholz RS H (14HH) OCmaxk WAUCo~2nrlE Z N2 N35ng/mL K T
61.8ng - hr/mLTd Y . MEFESE (14ng/mLK% °19.3ng - hr/mL) O#3ETH - 72,
Pehr k5, IS P B L 515 H HIC120.24ng/mL & % o 727

16.1.3 £HZHEEEHE

(1) 7LAYE §25mg [HETL]
T AUVY V§i25mg [HET] KO WSR2 §825mgh. 27 OAF —N—iEl2 kD
zhenlgE (74T Er L LC25mg) MBS T I AHTEFEOHRS- L ClidEh
TAauTY  EEERE L., BONIEYHE T 2 -4 (AUC, Cmax) IZ2WT
909615 HEIX 18 35\ 2 CRERHIAT % 17 - 7285 94 log (0.8) ~log (1.25) OHIPHNTH Y .
T D HE W 1 [ S P ASHERR S 729,

WP NT A =5

LA BEINT A

AUCo-72 Cornax Tnax t1/2
(ng - hr/mL) (ng/mL) (hr) (hr)
TAUTE b 44324852 | 144033 7421 | 3663632

25mg [HEET ]
J WSR2 §E25mg

4452+884 140+0.33 66=10 36.58 £6.03
(1$e#% 5, Mean+SD, n=10)
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2.0 q
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4D ERSME S & > TERZR B HIED D 5 o

(2) 7LAYE f5mg [HEL]
TAUYY yE5mg [HET] RO VSR 2 §E5mgh . 7 O A+ —N—iEI2 k) 2
ZNLgE (7 A0 Y ¥y & LThmg) REHERASR TICHE AR ER S L CldEh 7 4
VY VEEREEL, BONHEWENRE T A —% (AUC. Cmax) (22 TI0%IE
FEDK RS TRERTIIT % 17 o 7245 8, log (08) ~log (1.25) OHEPHNTH H . WH D
W R SR SHERR S 7z

HEYBE T A2

HIEINT A= BHEING A=
AUCo-72 Chnax Trmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
T ARV U . ;
S5me [HET) 88.1+21.8 2.67%060 65+1.0 417+118
J VINA 7 §Ebmg 86.2+24.3 2.69*0.63 65+0.7 394=108
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i EnERIsE (7YYL L C25mg) RN AT IS AR RREO%S L C
M¥Eh7 20 Y€V RELTEL, 155N WEE ST A —% (AUC, Cmax) (22
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0 WO LR RSSO THER S N9,
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45 —e— 7 LOYE>OD§E25mg [AET]
®
i --A-- 7 L0 Y > OD$R2.5mg
7
é 1.0 4 = 138#%5, Mean®S.D., n=11
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SEWBRE ST A =5 OK% L)

HIEINT X =4 BEINT A—F
AUCo-72 Crnax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
7 A0 ¥ OD§E
25mg [T 437+110 1.27+046 71+0.7 430127
7 A1 r0DE25mg 452+90 1.33+041 7417 442+10.7
(15845, Mean=SD, n=11)
(ng/mL)
2.0

15 —e— 7 LAY EOD$E2.5ng [HETL]
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4) 7LOYEOD#5mg [HETL]

7 A0 T ¥ rODESmg [HET] KUY 40P »0D§Ebmgk . 7 HAF —/N—ikiz &
D ENENLEE (7A0PE L L Chmg) BHEMAT T IHM S R 4% 5 L C s
P AR YU CikE R E L, 55N EEE ST A —% (AUC, Cmax) 122V T
90915 HHX 12 CHERHIRAT & 47 o 7245 5. log (0.8) ~log (1.25) OFFANTD Y |
i 7] O A= 2 g R SV SRR S 729

EWBRENT A -5 (kb HK5)
/3T A= LENTA—5
AUCo-72 Crnax Tmax tu2
(ng - hr/mL) | (ng/mL) (hr) (hr)
7 A1 ¥ rOD§E
5mg [HET ] 89.8+24.1 259+057 65+18 359+75
7 51T 2 OD$ESmg 90.3+235 262060 71+24 339+50
(15845, Mean=SD,, n=11)
(ng/mL)
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MAERSEIREENERS (K 1 $%55)
SWBRE ST A =% Ok7% Lik5)
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AUCo-72 Crnax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
7 A0V ¥y OD§E 0 AR ;
Sme [HET) 88.8+185 246057 78+29 370+78
7 A1 OD$Ebmg 89.2+14.1 248+0.30 80+28 364+6.2
(14 5., Mean =SD,, n=10)
(ng/mL)
4 -
o 3 —o— 7 L0V EOD§E5me [HETL]
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é 5 ] 1§85, Mean*S.D., n=10
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16.21 BEOHE

BEHE I 7 A0 Y ¥ Y & L Thmgk 7 10 A+ — /8N — 12 & ) 2B T AL Eﬁ_lﬁ_
85 L7295 & OSEMBIRE/ ST A — 5 ICHFEATRBO LN, 74V E OIS
BTEFOEEILEVEOLEZ HND0,

16.3 4

16.3.1 MFBAFEE

b MIEEERE & OKAEIZ7.1% (n vitro . EEHENTEE) THh o7z,

16.4 a8
F2BRPREEIE DL FOE Y DUVROBILLIZE) ¥ Y BURR O Z ORRLBL T 3
JETH o712,

16.5 HEitt

16.5.1 Rkt
BERERLAGHIIC 7 20 DY & L TC25mgX1d5mg % BRI IIHE S L2286, IRACRE
btk e LTl SN B EE 1S <L WO RIZ BT R RZE L ARIEE L
G- TR 2AWEH F ISR SR OKI3%, 144K £ TIZH8%TH o720 F7:25mgx 1H 1M
14E| A G L 72 & ORI B G A6 H H CLRITEHIRBISE L, 6HH DL

FED1H 472 1) ORZLEO R HEIER1363~74% Tdh > 727 12,

fEHER 2P ZMC-E 7 20 2 ¥ > 15mg & HRlE 195 LU;E‘/”‘ HH12HE T2
PG BUTRED59.3% I3 PR 23 491X FEH PRI S AL, SR G720 £ COIRPSEED
A HKEAUR T o720 ZOMIZIEDILH WD SN 7z12 GHEAT — )0
B, INHRHWIIET 2B I L Lo CEBENIERD SN TWiRy,

166 BENEREHTHEHE

16.6.1 FHispERERE
W2 8% (Childs3 A, B) 5EIC7 20 ¥ v & LC25mgk LS L -4
DI EERER AL TN E/8T X — F ZHROEDMY) Th Do KA L.
?1'572%”{79:”)@‘430—?*‘:73 U2 EF L. Tie, AUCIERREEA R L7223 E 2 IERE
HENRPo 729, [93 BH]

(ng/mL)
5 -

o FFiBEREERE (n=5)

o fRERA (n=6)
1{¢ *p<0.05
1 ! MeantS.E
& s N +SE.
2 0.5
B
Y S~ ~
0.1+ S~ °
T T T T T T 1
6 12 24 48 72 96 120 (RRE)
5 %R
Tmax Crnax AUCo~ Tz
(hr) (ng/mL) (ng * hr/mL) (hr)
e 72+12 19=02 1040+155 43080
TR 7304 164 =007 681+54 333%22
HEAENOE © ns.
Mean+SE.

16.6.2 /R
EIMEAEREIZ7 20 Y ¥ 2 & LTLH13~20mg % ilifiefs 5 L 72 B4 HSEm B g ik B o>
KE 20T I v A CPSME) 1k, 6~12/% (3461) T249L/hr. 13~17i% (28f1) T
279L/hr EHEE S, BAIC B B LA TH - 7219 BHEAT— %),
1) NEEEIZBWTARHORKE S N1 HMEE HE325mgTH 5,

16.6.3 &
EAERMIMIEAEEF6P] (B2, &4, THEMTITR) (2720 v & L Chmgk Hal,
T OB H I S 5 L 7 5 DS B HE /S 5 A — 7(ii€0)1_V)’C§>Zn ﬁl_l? CAWE
B BEHEEER (B6. TIER22.35) | H:L Cimaxs AUCIHH EIZHEA R L 72
P Tl AEATRO SN o7, )Z{F?”" zi%ﬁﬁmmﬁm7Auvzyiﬁ
JEIEEEE LD b CHER L 72as, %@/\7*/!ib$%‘blﬁﬁibfiﬁ")\ EHEHTE
DOEREDHERT HHEALED SN dro7Y, [98 BHH]

AR MEERE AR
HRE G BUgES R | Bl GR | ROER SR
Cmax (ng/mL) 4.24+0.08" 149+222 263+0.35 751%032
Trmax (hr) 72+049 80+18 6.7+042 8007
Tz (hr) 375%6.0 474%113 217+46 34.7+27
AUC (ng - hr/mL) 1169 =84 — 632+55 —

Mean*SE.. AUC : 0~48B [ fi
@ p<005, » p<001 (vsfilHi#)

16.8 ZDfth
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L7z& &, I EFS & e S, AW L Ak S0,
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7217 23)
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H30561 % BT T, TARYE Y E L“(lOmg)( $5mg# 1 H1FSHE M %5 L7z &
EOYHRIILE DR =2 5 A4 ¥ 06 OZALRE O, 10mghf T13.7mmHgD KT
5mglT70mmHgDIE FTH Y | ﬁ'ﬁﬁ&ﬂ:ﬁﬁ'ﬁm:ﬁﬁ&%ﬁi& foﬂf:o
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17.1.3 EREERE
T AU Y YYD OVERESE 2 G- Lo wEE (TORELE) (2B A EIEREIS T A4
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17.3 ZOft

17.3.1 ERBICRITITHE
PRI & DEB & R I SE R EA3E) (B9RLLT 2 HT0R L E) (27 209y
L LCIHLA25~5mg (—EOERICIE75mgE THIE) #1280 #% 5 L T b
XEEALHEBEEG Z o720,




18. FEhFEIE

18.1 1EAHE
MBI O BLERRAETE S V27 5 F v R OVICHERIICHE A L. M~ Ca2* Dt A
B SEDH T LIZ XY RIS R KA LS O E 2 BliR S 5
BTy AEFIEROFBULEETH O . FHENTH %o T2, LHHIERIEEE <.
A FARPEDSTRD 5TV A2 29,
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FERCALIE  PRAIE 25455 O IR ZE D364 B W & 2 23 & 7230 80,
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19. IR ICEET 2B{EFFE

— g FE T 7 A Y E Y _XYOVEE (Amlodipine Besilate)

1544« 3-Ethyl 5-methyl(4 RS )-2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyl)-6-methyl-
1,4-dihydropyridine-3,5-dicarboxylate monobenzenesulfonate
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