2014 4 1 HekzET (%6 8 ki) H AR AE RS b /0 FA 5

a7 ks2

872171

EEOA A ELI—T 44— LA

A APl A2 O TF FUil E6H 2008 (ZYEHL L CERL

SIMESE - FOEABRE, iGN Ca bz
BIE. OAEHAEER
BAERA 7LODEURYLEIEOENRIESE

PLOSELOD:=2.5m:"NS;
PLOSEOD=5mg NS,
PLOSEOD®10m"NS,

AMLODIPINE OD TaBLETS 'NS|

OD #E 2.5mg : FEAl GREE : HPENATEEEE)

|
Al OD § 5mg. OD & 10mg : 527 (F S D 362 © CEPIHBE6E)

&

B2 A 0 R G R oo BRE AGEAERN EE-EMEOLLTEACIVEMRTLZ L)

T AmYE 0D §E26mg INS] : 1R 7 v XU L@l (HR) 3.47mg
(TP ELT25mg) 284
7ArYE L ODSESmg INS) 18FT7ArYE XU @EE (HF) 6.93mg

A =
p I =2 = (F7ARVELE LT 5mg) #84
7AuYEY ODE 10mg NS 1 1EEFT7 20V <UL (HR) 13.87mg
(TP & LT 10mg) 2&H
i % 4« 7 hn P ROV (JAN)
- [a:3

¥4 : Amlodipine Besilate (JAN)

OD #E 2.5mg, OD #& 5mg OD #E 10mg

HEeRTARZFAB || WERoKREAR [ 20094 7)1 13 H 20134 8] 15
GRS - REEA A || FMEEGRFEAR | 20094 11 A 13 H 20134F 12 /4 13 H
J o8 4 A A | 2009411/ 13 H 20134 12 4 13 H

gt BT REERR NS A
R 52 gt B -dr 27 RS
e . — =St

F% - BLEIRSE (EA)
R#E - -KRETz#HB

EXFEHRIESEFOERE

Homdhkr 2T s RSt BRRMHRE
M v & H & & 0O|TEL: 0120-100-601
R BEMRAE AT AR — A X— 7 : http!//www.daiichisankyo-ep.co.jp/

ARTIF 132014 1 AKET (8 11 ) OWMNSCEOREIC KRS T UET L,
BT O SCERE X, RIS R A I AR A — A ~X— httpi//www.info.pmda.go.jp/
I CThERRLS 7230,






IFFIRDF5| S DME
— BRI AIE R —

1. BEERA VI E2—T+—LIERORERE

R FH R JE AL O FRB) 72 BHO G R & L CIER A ERIRA SCE (LR, I SCELIET) 35 5, ERBLE CERAD -
SEAAT S O FEFRAEFE A B B S B A PR SR L O A AT 9 BT, IRASCEICRRE S %
AT D FIZFEM R B RO DB RGN H D,

PEIRBL Tl YRZEIRMIC OV TRIBEAZE O ERIRFR Y FHIFEROBMFERSCESE L L CTERZ M7 L Txt
ML TETWD, ZORBRICKHERIFREZMEEOINZAFTLLDOOFERI AR LTA VF B2 —T =084 L
776

IEAFN634E I B AYpBE A< (LR, BRI EIET) FAifiE2/ hEZBan TEERA X a—T7r—4) (BLF,
IF L BET) OALERHT I ONCIFGERER 2 R E L, T 0%, EEEFH AT I ONC BT A RS = —
BAbZ %2 T, ERLI04E9 A IZ BRI 8/ N R B 2B W CIFR B HO LG M Thiviz,

BIZ10FE3 %0 L2 B, EIMEROAY FTHLRERIE, HVWFTH 5 EHREBIHOIAIM, WAL > TH
H o EEBREIIRE AL Z L2210 T, P20 H 12 B3R EEREHRE B STV TRz R IFGEHE EHE A
RESNT-,

2. IF&IE

IFiZ NRASCESEOHBREMTE L, HKARIEDOEREFEICL > CHEEBICLNER, BEELOMEERADTZDOD

B, MR DOZODOE®R, A OO OREH, EH SO IEM T O 7= O, ﬁ%%ﬁ$%#7@kmmﬁ
WENERN SN REMREROERSMHEL LT, ARESDIREREERE L, BRSO DI S % ERR N,
ORISR I AR ORI 2K L T 228108 R @R T B s,

fo72 L, HEERE - BURMEREEICRED S b o, BEEREORAIE ) BT 5 b O KOS E 5235 - 4
Wy - SREET RS HESIIFORHEHE L (TR b2, S0 5L, JERAE SRS IR, EAIEH 52

FEAM - I - BRAREEIS TS & & BT, BBERMEETHILOL W IRFEEAFIOZ L AFIRE LTV,

[(IFD#ER]

O IZALRR, BEE & L, FHIE LTORA > L EOTIR (KFIERLS) CTildi L, —@Rlo &35, 72721
T SCE TR - ez AVESAIciE, BRIt bo LT 5,

OQIFFLHEEICESEER L, FHEAAITT Y v 7K TRHET 2.

@FMOFHITHE— L. RRICHT CTHFIEIER D MTFRAO TS| 2 OME | oL EE#Tob0L L, 2HIC
FL05,

[IF D 1ERkL]

OIFEFR & L CRAI OB GRE (WAL EHHEL SVRAD ks h s,

@IFIZRC# T 2 A R OWEANE A3 RE L - IFC s s I ML 5,

QUM LEONEEZMTT H L DIFOEFITH > TRERERATIR SN D,

ORERDEOME LT 2 b0, REIRAREORAILE N 2803 5 b O R OSEAIN 213 U EREESE B O
il « I - R R E FRIZOW TR SR,



® [EHEMA o Z Ea—7 4 — LR EHE2008) (LLF,  [TFRRHZEE2008) LWET) 12X 0 E S N 72IFI,
BEACTORMEZIEARL U, LB U CRAIRE T4 (PDF) 2 HHEIBIL CTHEMAT 2, B ToRART
ZHTIZZ2 0,

[IFD %47

O [MTFFOHkZFH2008) 1%, k2144 A LIRS ICKEE S LT RS B H & 72 5

@ LFELISA o EHE IOV T, TTFREHEZERE2008) (2 X B 1Ek - $2H3sfl S s b o Tidzeu,

O LOWREOYUET, FHFAERM R UTHMAE R (BRI 23AFR SRR QNS EOILRE 2 8 S
A, ST RENAEPREL EDL S IEGAIZIIIFRSGET S D,

3. IFORMAIZH=-T

[TFECZEFE2008] (2B W TIE, RO EICMRIC L DR CoMt 2, PDFY 7 A WIZ K 2 EFBIATD
fRUEZFER L LT D, 1EMAEFIE T 2 AL, B A2 SR L CRIAT 2 2 & ARAIT, EEERE TOIT
BREEIZ K o T EIZS U TMRICHIA CORMEAEKEL T L L & L,

B EAROIFIZ OV T, IR R R A o 122 3 5 R AR 2R 1 AR LR — A — DI HIG TSR E S h
TW5,

R EET TR A VH B a— T+ — LERDOTFRI & | T > TERL - 2T 223, IFOFRZ B E 2, EHREL
BHIARE LT D IEHCIFVERL R I GE# LEEVDVB RIS WD TR RERMZEOMRE~D A U B =2 —(2 X 0 AR
HHOLPNERERESE, IFOFAME SO L ULERD D, £, HRFSGET SN2 HH EOEESICE T 5 FHEIC
BL T, IFRNSGT SN D £ TORIZ, HZERMOREEBEN RIS 2RI CELBM O EXEE, HDOWIEE
S SRR A Y — BRI X 0 A DT 5 & & bic, IFOEHICH 2o T, RHOIRAC
e R IR R R I AR R — A — U CHERR T D,

B, MEAHSCZEEOMRO S LHH I TS TERAGE] < TE24MNEToRERN ([T 2B %
AR FHICEDL Z E03H Y . ZOEHRWICITHoEETRETH D,

4. FIAICELTOEER

[F % LRSS O B HEBICB N TRNT T ENTERVERMFERFEE UTHEA L TIHE 72V, L L, FEHES

ERHEEL Y- g ra— FMEICK BN LY REAENERLEHRE L CRIETE 25 MICITA T

BRADR S 5, IFIE AREOGHEEHEZ 21 T, YEERH ORI ENMER - 1T 2 b0 ThH 2 Lnnn | itk -

FHUTTHZZ T I D RGN EEFR L T RITZ 2R 5720,

FERIEREIT, IFAH ETHIRMIEFELMET HEREM THY . 4% A ¥ —Fy P TOARELEE X,

IR EONERBNCEA LW S BE LIER SN TS Z & 2B L CTHERATEHT O LERD D,
(200849 H)



= R

I, BEICEATBEB e, 1 9. B DA BNERSS ORERAIRTE (oo 14
1. BAFE DB oo 1 10. BAIHF OB N DTETEIE oo, 14
2. B OTEFEFHY « BHIZAVREIE o 1 110 7T Al 14

12. IBAT D AHEMED & DHHEYD oo 14
I, BFFICEAT BIEE oo, 2 13. 1R B S R R A BET D 1 W, 14
1 BRTEA oo 2 T4, DM 14
(1) F B 2
(2) TE B 2 V. BEICET AIEE .o 15
(B) AFFDHE oo, 2 1o BNBESUIIAIT oo 15
Qe AL et 2 2. FAIERL O R oo 15
(D) 1 B (BB e 2 B BEIRARAE oo 15
Q) P B (BB e 2 (1) BRT —Z %0 7= e 15
() AT Do 2 (2) BEERZIIEE oo 15
3. MR CSUIIER 2 (3) ERPRZEFEAER « AAMERBR o 15
O = V) 0 o = SO 2 (4) TRARHRER « FAESUSRIERBR o 15
5. LA (BIZTE) oo, 2 (5) ARFEATFRBR oo 15
6. AL, P&, M5, BT e 3 1) MEVEZIAT FER R 15
7. CASBGETE T oo 3 2) FEBGRRBR e, 16
3) ZEAMERRBR oo 16

L B ZBET BIER oo 4 4) BE - REBIERBR oo 16

1. MBI EAOME T (oo 4 (6) TEFRAVIETH oo 16
(1) AMBL « PEIR e 4 1) RRERA - R H A (R RIR ) -
(D) TEIBHE oo 4 TG R B 1% B PR BRBR (TR BROR BB ... 16
(8) WRIBME oo 4 2) FEKEBEME L TEMTEDHNE
(@) mhs O o WA, BEE e 4 AT U7 3R BR OEE 16
(G 3= ot 4
(8) ZITABE oo 4 VI ZENEEIE (BT DIER oo 17
(7) ZOMDTEFLTRIEIE oo 4 1. HEZLRICBED 2 bE Y XATALE I o 17

2. HES DEFESAE FIZIT BLEEME oo 4 2 FEERIE oo 17

3. AR DORETBFRBRIE oo, 4 (1) VEFEL « EFBER oo 17

4. RIS DOTEBIE oo 5 (2) 2 BAHT DB oo 17

(3) VR BUREFE - FRBEIFRT oo 17

IV, BENZEE T DIEE ..o, 6

Lo BT T e 6 VI ZEENAEICRE T DIEB .o 18
1) FFEORBI, L OPER oo 6 1. MLHPEEEDHERS « TETE oo 18
(2) BUANDBIVE ..o, 6 (1) HRELAZD MR e 18
(8) BRI T = R 6 (2) Fer M AR EEBERER oo 18
(4) pH. BH&E/EL, KEFE, LLE. (3) FEARTABR CTHERB S U2 PR e 18

MEE O G R O ERPHIEE e 6 (@) HFEI oo 22

2. BUBNDFATI v 6 (5G) BE - JFHEDOEE 22
(1) HEES GEHERT) OB R e 6 6) BEM (Re=2l—ay) @Ehricky
(D) T oo 6 HIEA U 72 3 RN BN RE A BN TR e 22
(8) DM 7 2. FRIEFETRII /ST A= e 22

3. BREAL, AN OB T DER e, 7 (1) T /R=F AV PET i 22

4, MBNOEFEEAETITBT DREE oo 7 (2) WL BE TEE oo 22

5. FHELHE K OIS DZEENE (oo, 8 (B) NAFTRATEY T A e 22

6. Al & OELEZEL WEMLFEIIZENL) e, 8 (4) THZRBEETE R oo 22

T FRHIPE oo 8 (B) Z U T T R 22

8. AEWHIFRBRTE oo, 14 (B) Z3ATBTE oo 22



B WE U e 23
A BT A e 23
(1) i — MBI PR e 23
(2) i — FEAEBA PGB v 23
(8) FLIFA~DIEITHE oo 23
(4) BEIEA~DIBITE oo 23
(5) EDOMDIBE DT (oo 23
B A B e, 23
(1) ARHEHAL I ORI v 23
(2) B GT AEE%E (CYP450%5%)
DT FTE oo 23
(3) WIRlEBHEOE L PEDFE (v 23
@) R OTEEDOH MO e 23
(B) THEHERHEY OEEFRI/XT A —H v, 23
B. HE Moo 23
(1) BEEEAL B ORI v 23
(2) HEMEZR oo 23
(8) HEMEIREE ..o 23
7. BRI L DBRER e 23
. &£t (ERLOFES) ICETHIER ... 24
1. BENELEZOEE e, 24
2. BoNRLZOHE (FAESEZET) 24
3. BRESUIZN IS 2 EoER
EZDERH e, 24
4. MERCHEICHEST 24H EoEER
EZDBRH o 24
5. HERGNALZTOIHE e 24
6. EERIEAHEE & ZOPRE KR OWLE T .. 25
T FHEAEF oo 25
(1) PHAZERE Z OB e 25
Q) PFHEE L ZOHB (e 25
8. BITE oo 25
(1) BIEFAOBEE oo 25
(2) FERZREIWER & FHIREIR oo 26
(8) FDHDEIER oo 26
(4) T B RIEIE R AR K O
Y7 R R [y TR 26
(5) FEREZE, AOHE, EREE
K OFAR OF B 5 R0
BIEFAFEBUEIE ©oooeoeeeeeeeeeeee e 26
6) T LAX—ICKT HEE
T OFRBRTE o 26
9. B ASDBEE oo, 27
10. fhar, PESw, IR EASOE G e 27
11, AN RS DTE G e 27
12, BRRRRAAE R RIT TR e 27

18, METE T oo
14, TR EDTER e
15, ZOMDTEER oo
16, DM

(2) BIRAIIRIERBR oo
(3) ZEMEIRHHERER oo
(4) ZOMDIEBEFRER oo
2. FEPERRBR oo
(1) BEFGFMERRBR o
(2) RAEBEGFMERBR oo
(3) AEFHFEATMERRBR oo
(4) ZOMDEEZEFNE oo

X. BEMEBEICEATAEB .
I e
- BB A AR o,
I ARTESRAE e,
C IRAIR D E OB e,
FRFBERMEEE oo
B B e
FEBEDIAEL oo
Rl —R57 « TRIZDE e
B AEH B oo
BUEMRGEARREA B R OVEKRBTE S e
CERAEETEHAE T H e
L BREST B ELBN, FER OCHEEF BN D
FHHERZDHE e
13. AL, HiHifERARER H

JLRZE DPUFE oo
14, FFFEEIM e
15, B BREE ST BI T D B
16. BT B oot
17, PRBRAGHT EDTER oo

© 0N e oA W

—
RS

XI. X
1o GIHSCHR oo
2. FDMDBZE IR oo

KILBZBEED oo,
1. FERHNE COIETEIRDL e
2. WEAMZE T DERRIIETE R oo,

M. i e
Z DORDBIEE R ..o,

28
28

29

31

32



. #FEICBd 2TAH

| EICET 5IEE

1. RAREOER
T ARV RUOVIBEIERHRNE Ca #EPIIETH Y . AHTIE 1993 12 HIZ ElishiTwnd,
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e LT L, SEA%E 0331015 5 (CEAL 174E 3 A 31 H) (KRS &, BUS KR OBBRTIE &% E L TN
RER, A FRRSEMERBRZ I L, 2009 4 7 ARG A TS L. 2009 4 11 A LV IRFE & B L7z,
D%, N (65U L) Ok - HEOIBIMO AT AGEHGEZ1TV. 2012 4 8 J /&R 2 IS L7z,
F72.7 L1 Y OD S 10mgINS T, AR RS L R EEH AL & U TR & (i L /&% 0331015
5 CERE 174 8 A 31 A) 1283 % MUK OB EZ 32 E L OB, AW 7 [R5l 2 9206 L |
2013 4 8 HICARAEZBUG L, 20134 12 H X W BGEZBHAA LT,
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(D M AR E A E <. 1A 1 ARG CRE LIZBEER. JukEER 277,

(2) M HRER R % IC BT 572022 EILRIER 2R 3720,

@) YE RFrEY YR Ca i TH Y | MO BENARFYED L2 T LT v RVICRRISHES L, il
NSOV T DDA E Y EE L Z LKV IEZRT,

4) 720 ODEE25mg INS] . 72412 PE 2 0D §E5mg NS XOV7 A1 Y E L OD # 10mg NS
%, MEEOAH TIRAFEETH 2,

(G) EARZEWEA & LT, IFRERE, HE, M/, BimEkd, BE7 vy 7 BRsEIhTnd,
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1. BR5E4&
(MW 4
7 AT EY 0D & 2.5mg NS
7 Au ey 0D & 5mg NS
7 Au ey 0D $E 10mg [NS)
(2F %
AMLODIPINE OD TABLETS 2.5mg [NS]
AMLODIPINE OD TABLETS 5mg NS]
AMLODIPINE OD TABLETS 10mg NS]
(3)BFDH%
KEND—fetn 17 bw PN VERE ] IZHKT D,

2. — 4

(f £ (@g&%)
T ha U RV (JAN)

(2)F £ (g%
Amlodipine Besilate (JAN)
Amlodipine (INN)

B)RTF L
=7 2 VRN Y T AERER ¢ -dipine

3. BEANITRHER

: SOsH

M UG FAEAR

4. " FRULFE
433 0 C20Ha5CIN205 « CeHsOsS
& : 567.05

5 t%F%& (fgi%)
3-Ethyl 5-methyl (4 RS)-2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyl)-6-methyl-1,4-dihydropyridine-3,5-

dicarboxylate monobenzenesulfonate (IUPAC)



1. A4FICBI3 A1EE

6. ER&. A&, BE. i5ES
B4 - R VR T La Ve
BA%%E S : NSh41 (7Y E L OD §E 2.5mg NS )
BAR%E S : NS542 (7Y v OD £ 5mg NS )
BA%%E S : NS574 (7Y E L OD § 10mg [NS) )

7. CAS B8 &S
111470-99-6 (Amlodipine Besilate)
88150-42-9 (Amlodipine)
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(&R - IR
HE~HEABOMBBIEOM K TH D, DI DITFRFRRICBOAH D | BRITDOTICH N,
(2)i &R
AH )= ZETRT L, =H 7 =L (99.5) IZ00ITHIT < <L AKIZETFIZ W,
Vg (37°C) v

pH1.2 3.3mg/mL
pH4.0 3.3mg/mL
pH6.8 1.0mg/mL
K 3.5mg/mL
(3)&iEE
MR L
ARtm (DER) | BR. BER
il - K 198°C (4fi)
(5)ERIEEMRRE TR vV
pKa : 8.85 (73 7}, W&k, 25°C)
(6) P EElRE
MR L
(7)Z DD E %G RIEE

FENCFE © A& 7 — VIR (1-100) (3hESetE 2R S 7euy,
E}2(23Tnm) : £ 342 (HEEREETE A & ) — VIEIR)

2. AVHSDBRREEFUHTICE T ARE.
iRt DR EM (37C)

pH1.2 | 6 K THI 5% 0 fiEd %,

pH4.0 | 26 ¢ THI 3% 0+ %,

pH6.8 | 26 FEHIILETH D,
7K 26 RN I ZETH D,

3. AR, OFERRERE
AARRDGTT La Ve ROV ORGRRABRIEIZ L 5,
(1) SR AN AT R BE I 2 U
(2) BRI AT S AVRIEE (RAES Y o AEERITE)
(3) Al 30mg (ZAEEET R U 7 A 0.1g K OMEKREET Y 7 A 0.1g 22 CEREEGHE, Bhar BT 5,
Wik, R E AR 2mL L OVUK 10mL WP L, LERLIEAB L, ARICEANY v 282Nz 5
EEXAADOWHEEL D,



. Ao BE4 5 H A

4. BMESDEE!
ARG T Au Ve v RV O ERIEIC X 5,
Bk v~ 757 4—



Iv. fHIZE4 HIHE

V. 2HI|(ZBHd 51EH

1. &l #
(MFIFEORXA., FRIER TR
N IE P
B 52 4 ARGy P 7 & R & X SR
(mm) (mm) (mg)

o 1B T Al U B LU LR Q @
7LOSEY OD pere |,
4 2.5mg NS (HJm) 3.47mg =SS i) NS 541

(72T & LT 2.5mg)

. FET AT UL L
7umppyop| VN7 ARZE S SIMEER | g @
%% 5mg TNS] (H/R) 6.93mg CEEA) R0 NS 542
9 (7 AP L LT 5mg) Y

e Lo 18T Au VLRV Eijzj
avE: e ;
FLBTE > OD (H®) 13.87mg “T‘/fi Wik ‘ NS 574

. r \
§10mg TNSI | o) L ovs b L 10me)

HEF DM
FMEE L
@A —F
7 AuP e OD§E 2.5mg INS|  : NS541 (88#4l. PTP o — b &)
7 AP 0D £ 5mg [NS) : NS542 (§E#|, PTP 2 — &)
7 LArY By OD#E 10mg INS]  : NS574 (§£#4l. PTP o — h&i)
(4)pH. BEBEEL. #HE. LE. BEEOERUREL pH EHE
Y L7

2. WHIDERL
(MEBEXES CEMRD) O&
7 Anm Y E Y OD $E 2.5mg rNSJ CO1BEPICHARERR ST LYY N LR 3.4Tmg
(TP LT 25mg) 25H

7L YE 0D SEbmg (NS @ 1SETICHAER T Lv P XL 6.93mg
(7TArYErELThmg) &H
7L Y 0D SE 10mg (NS @ 1SETICHAER T Ln P X L 13.87mg

(7P L LT 10me) 264
(2)iR 4
D-vr=b—, BRTABRTVI=ZT L EFRFI TR LAY —F flifin—2 ErRRFRHK
T AL FLEKRM, 2 rARE Ry sa AR Ar—AF hY A BREEKT A, TR An—X,
AZ 7 YMEARY w—L, =F MBS U O LK, TASATF =L (L7 = =AT T=UAbA ) | ¥
UvFU, w4 s (X FTVY) [ BB, FAV R AT TV VBRI AT T L



Iv. #HNZE4 HIHE

(3)% Dt
M LR

. BAE. AAODHMEICKT HER
A LR

C BEIDORESFHETICEIT5RENE 2
(MMEFEEHET TOREMERER
7 AT EY 0D 2.5mg NS]

ThodZ LRSI,
PTP &%

. 7ArYE 0D EESmg INS) KO AP 0D 6 10mg (NS
1. BB & W72 EERER (40°C, FEEHEE 75%. 6 » H) OFER. R|IBMRFEICBW T 3 ERLE

FBRTHH (A% )

40+1C. 75+5%RH

B b 1% H#% 3 H A% 6 % H#
PEIR (%1 1 1 1 1
B akR (RAN AT BE I EVE) (3%2) 1 1 1 1
FIEERER (%3] i 1 ]| i
RIFN L —PEFRBR (15.0%LA4) 1 1 ]| ]|
OD #£2.5mg | 83.5~98.4 86.1~95.9 85.8~96.4 85.8~97.0
B (%) (x4 OD #Z 5mg 76.2~92.0 76.2~86.3 76.4~86.5 76.8~87.3
OD £ 10mg | 77.0~88.8 78.3~92.0 77.6~90.2 79.9~88.0
OD #£2.5mg | 100.3*+1.3 99.6+1.2 99.5+1.1 100.6+1.2
E& (%) (95.0~105.0%) | OD #& 5mg 100.2+0.7 99.9+0.4 100.3+1.1 101.0+0.8
OD £ 10mg | 100.1+0.4 99.5+1.1 100.2+0.6 100.1+0.6
AN AL
. 40+1°C, 75+5%RH
PURRELA st R A 15 A% 35 At 6 » %
PRIR (%) 1 1 ]| i
R (B AT RO L EVE) (3%2) i 1 ]| i
MIEERRER (3%3) i 1 1 1
BUHE—ME5BR (15.0%LLP9) i) it 1 1
OD #£2.5mg | 83.5~98.4 82.6~97.2 82.4~96.9 84.9~96.5
IR (%) (x4 OD % 5mg 76.2~92.0 76.6~87.7 77.3~86.5 76.4~89.7
OD #£ 10mg | 77.0~88.8 78.5~90.8 80.6~89.1 77.4~88.4
OD #£2.5mg | 100.3*+1.3 100.1+1.4 100.8+0.9 101.0+1.4
8 (%) (95.0~105.0%) | OD & 5mg 100.2+0.7 99.6+1.1 100.8+0.8 100.6+1.0
OD %€ 10mg | 100.1+0.4 99.5+0.9 100.4+0.7 100.5+0.6

%1 : OD $€ 2.5mg : EEADOFHELE, OD $E 5mg, OD $E 10mg : KE D HEFRA D FEE

%2 1 R 358~362nm (ZWRIN DK

X3 T Am VY KT HAERHREHR R 4.6 OFEEWE  0.9%A0, BLIK 1 0.5% K. Z DOl 1 0.2% A, A

1.4% AT

%4 : OD § 2.56mg : HAIKF HIEHRBRE 2K, 50rpm, 30 /0. 756%LL E
OD #& 5mg, OD # 10mg : H AR/ HEHHERE 2 %, 50rpm, 45 53, 70%LL E




V. B®AICBI4 2 H

QEDERETOREN.
7TAuTEY 0D 2.5mg INS) | 7Ar Y 0D 5mg INS] KO7 Ar Y OD # 10mg NS
DIEAIEDORANZHONT, FHEEMF TR L, ZEMRR (MR, E&. BEHrE M, R, )

AT o717,
. ik S
RS
OD #E 2.5mg OD # 5mg OD & 10mg
IR |50°C. 3 % A, BT A (Fik) 27 L 27 L 27 L
B [30°C. 7T5%RH. 3 » A, ¥/t 07 A (B AR AR AR
N e il RE AR i il RE AR i il RE S i
 |1000Lux, > — LB (8 H#%) (25 A ) (25 A #)

5 HAEERVARBEOREMN
AR OVANA

6. fuF L DERAEEIL (WMELFHEL)
YL

7. BHEEY
(M7 LOCEY OD £ 2.5mg NS| OBHESIZHITHEELM
BREIR S DLW LR ENEREBR T A BT A O IEIZ DWW T R 24 45 2 A 29 H A KA % 0229

%10 =
AR TE - B R—aABE EHERBRIE S FWE] 128D,
BRI

BRI & : 900mL IR : 37+0.5C

OB R pHL.2  HAIRPFEHRBRE 1K
pH5.0 7~ Mcllvaine D#EE R
pH6.8 HARIERHFIEHAERE 2 1K

K H AR RS K
Bl 5 % : 50rpm (pH1.2, pH5.0. pH6.8, /K) . 100rpm (pH6.8)

] FEE
A RTA L OHELED S B, RD
[pH1.2. 50rpm]
FEYERLEI Y 15 4y LANIC ) 85% UL Rig ¥ 2 84
BRI A 15 5y DANIZ ) 85% LA EIEHHT 27, XU 15 431281 2 s LA o SR ¥ H 2 3 A2 v A 351
DR R = 15% O H 5.,
[pH5.0. 50rpm]
FEAERLAN 28 15~30 47121 85% L EEHI T 2856
FEHERIF D LR DY 60% KON 85% (13T & 72 23 2 7 2 REAUZ I8N T, GREBR LA D L5 H S8 3 e
BUR ORI FE L 15% OFPHICH 55>, T £2 B OER 42 DL ETH 5.
[pH6.8, 50rpm] . [pH6.8. 100rpm]
FEERLAIAY 30 43 ANIZ ) 85% LA BV HI L 22 WG
FE S VTR RE S 3 W TIEEVERLA O SR ES 3R Y 85% LA B & 70 % & & | KEMERLA O SEE ¥ H 373

B9 LB > THREPEZHE LT,

=113
&



Iv. #HNZE4 HIHE

40% M O 85% T D 24 73 2 IR ST 3N T RRBRIEA] 00 SRR HH R DS AR IR B 0D SR HE SR £ 15% D
PHIC® 270>, 3 £2 BEOEIL 42 I ETH B,
[7k. 50rpm]
FRAERLAI AN 30 53 ANIT 45 85% LA BVAH L 722V 56
BUE S 7o BB T 3o\ TR SR D S0 HI 2873 50% LA B 85%IZ7E L7 & & | BEYERA S HUE &
VTR BRIRF I 36 1T 2 S R D 1/2 O VX R 2 7R 3708 24 70 R i M OWBUE S V72 B BR IR 2 o
CRRBR LA D SV SR SR MERLA OSSR £ 12% OFEFRIC & 5 5>, U £2 B ofEns 46 LI ET
H5,
REBRAER © TN TOBHRBRSEMC BN T TRBEEELOEMFHRIFEET A RT A4 ) OHELEICHES
L7,

BHEBICES T H5ELE (7LADE Y OD £ 2.5mg INS] RURERFIOFHBFHEDLE)

PR R (%) ) L%
R et M i TARYE 2 4 AL | & | HE (7 5w OD
(%3) | OD $& 2.5mg NSJ | (OD 4%, 2.5mg) | (i) 2.5mg NSJ O¥ S
pH1.2 | 15 93.7 96.4 2.7 T =85% 1L £15%
10 72.9 64.3 8.6 .
pH5.0 o5 95.0 85.5 o5 | @
. . . +15% I £2 B%=42
50rpm 5 37.7 36.1 1.6 .
pH6.8 i
30 95.9 83.4 12.5
5 43.9 32.8 11.1 . .
K 3] +12% X% f2 % =46
360 82.4 74.7 7.7
10 74.4 59.9 14.5 ”
100rpm | pH6.8 S| +15% I £2 B% =42
30 93.5 89.4 4.1
(BHEER)
pH1.2/50rpm pH5.0/50rpm
100 100 -
‘Fﬁ 75 ‘Iﬁ 75 -
fas] H
R 50 2= 50
(%) (%)
28 —— 7 AU ODEE2 5mg NS ) 2 —e— 7 AU ODEED. 5me NS |
-O--1EYERIA] (ODEE, 2.5mg) - o= fEIERIA] (ODEE, 2.5mg)
o (6 5 10 15 ¢ % 10 20 30
R (min) FFfE (min)



. WA AIEH

pH6.8/50rpm 7 /50rpm
100
15
%
H
= 50
(%)
2 —— 7 LU ODEE2.5mg NS | 2 —— 7 AT ODEE2.5mg NS |
-~ {ZUERLAI (ODSE, 2.5mg) -O--{ZYERIAI (ODEE, 2.5mg)
0d ‘ ‘ ‘ od ‘ ‘ ‘ ‘ ‘ ‘
0 10 20 30 0 60 120 180 240 300 360
Ff (min) FfH] (min)
pH6.8/100rpm
100 J_
A - ——-"T
w | 0T
i .-
= 50
(%)
25 | R}
—— 7 LT ODEE2.5mg NS
-C-- {EHERLA] (OD$E, 2.5mg)
0d : : ;
0 10 20 30

B¢ (min)

(2)7LOCE> OD & 5mg TNS| MBHESIZHITHELM
BREIR S DL R ENREBR T A BT A O —EIEIZ DWW T R 24 45 2 A 29 H AR A% 0229

%10 &
R - B R—iEERE A HRERIE S Vi) 12k 5,
RS

AR & : 900mL IREE . 37+0.5C

OBR W pH1.2 AARIRFBIIEHRBRE 1K
pH5.0 7= Mcllvaine DFEE K
pH6.8 HARIER HFIEHAERE 2 K

7K H AR =) 5 ks LK
o] #5 %% : 50rpm (pH1.2. pH5.0. pH6.8. /K) . 100rpm (pH6.8)

I HE
HA RTA L OHERLMED 5 B, kD
[pH1.2. 50rpm]
FEYERLI DY 15 43 INIZ ) 85% UL L3 256
FRBRALAI DY 15 53 ANIZ ) 85% UL BT 270, XU 15 4312381 2 s LA o0 SR H S 3 A A 4]
DI FEE15% OFFHICH 5,
[pH5.0, 50rpm]
FEYERLA 23 15~30 471214 85% UL BESHT 2 56
FEAERLF OO LI ER 2R DY 60% M O 85% (13T & 72 538 24 722 2 Al 3T BRBR BRI 0D S H SR )3 A v
BUROFELEHFE L 15% OFPHICH 5>, T 2 B OfER 42 L ETH 5,
[pH6.8, 50rpm] . [pH6.8, 100rpm]
FEHERLAIAS 30 43 LANIZ 45 85% LA EVEH L 72 W GA

W

%249 5 A SHE - TEBIMEZHE LT,

k=]



Iv. #HNZE4 HIHE

HE S 7R BRRF I 3 W TEEVERIF O SEHES HHE 85% LA & e D & & | FEVERIF O SERES H 33
40% K O 85% L D X4 732 2 REIZ I T, BRI 0D S5 HH 32 73 A MBS 0D S 241 HH 38+ 15% D i
P D h, T f2 BB OEIX 42 L ETH 5,
[7k. 50rpm]
FEVERLA 23 30 43 LAPIZ W48 85% UL B H L7eWaé
FUE S 4072 BRI L 3o U TR VERL A D SRS 33 50% LA 1 85%IZ7E L g & & | AR ERIFI S HLE S
AT RBRRFNC 31T 2 IR HER D 1/2 O V)R 23R % /- 373080 2 70 e R R OYBUE S L7z sl Rz B
TRBRELA D VR R DM YERLE O SETA R £ 12% OFIPAICH 25 hy, T £2 B oE» 46 UL ET
H 5,
ARERAE R - TR TOBHRBRFIFICENT RBEELOEWFRIREET A FT A ) OFEREICHES
L7,

BHEHICE T LS (FLODE Y OD fi 5mg INS] BRUMRERKIDEHAHED LK)

VA (%) e S
AR SR K | Faovey 8 4 AL | 7 il (7 512 OD 8
(%) | OD § 5mg NS | (OD §, 5mg) | (i) 5mg [NSJ O¥HZM)
pH12| 15 93.7 95.3 1.6 3] =85% Xix*+15%
10 58.9 66.7 7.8 .
pH5.0 ) 87.2 872 0o | ™
' - ' +15% X3 f2 B =42
50rpm 10 40.9 43.8 2.9 .
pH6.8 1
60 90.0 85.0 5.0
5 32.8 30.4 2.4 . .
K ] +12% XiT £2 B% =46
360 71.3 65.4 5.9
5 26.4 37.3 10.9 . .
100rpm | pH6.8 3] +15% I £2 B%=42
45 86.2 85.7 0.5
(BHBh#R)
pH1.2/50rpm pH5.0/50rpm
100 100
15 75
= %
fas] H
£ 50 =& 50
(%) (%)
2 ——7 AT ODEESmg (NS B, —— 7 AOUE L ODEESmg NS
- - E 8] (OD#E  5mg) / -~ [EHERH (ODSE. 5mg)
0d : : : 0cC : : :
0 5 10 15 0 10 20 30
] (min) FFfE (min)



. WA AIEH

pH6.8/50rpm & /50rpm
100 100 -
75 - 75 L
& =
Jast
% 50 550 |
(%) (%)
2 —— 7 AEUELODEESmE NS 2 —— 7 AL ODEEmE NS
-O--1EHERLA| (ODEE, Smg) -O--1ZHERIA| (ODEE, Smg)
od . ! ‘ ‘ 0d ‘ ‘ ‘ ‘ ‘ ‘
0 15 30 45 60 0 60 120 180 240 300 360
] (min) Ffi] (min)

—— 7 AP ODEESmg NS
-O--{ZE#E R (ODEE, 5mg)

0 1‘5 30 4‘5
B¢ (min)

(3)7LATEL ODE 10mg INS| MFHEESIZH T H5E LM
BREIR S DLW FRREMEREBR T A BT A O —EIEIZ DWW T R 24 45 2 A 29 H A3 A% 0229

%10 5

AR - B R GERERE TR HHERBRIE S FVE] Ik 5,
AR SR

BRI & © 900mL IREE . 37+0.5C

OB R pHL.2 HAERDFEHRRE 1K
pH5.0  # 7= Mcllvaine DXEE K
pH6.8 HARIERHFIEHAERE 2 K

7K H AR =) 5 pE LK
o] #x %7 : 50rpm (pH1.2, pH5.0. pH6.8. /K) . 100rpm (pH6.8)

) FEE
A RTA L OHELED S B, RD
[pH1.2. 50rpm]
FEHERLA 73 15 43 LANIZ 45 85% LA Bis 4 2556
ARBRBLA S 15 43 ANIZ 85 85% L REAH T2 7>, U 15 431381 T 2 akBR A 0 S5 2 3 BE HE R A
DR FEE15% O H D,
[pH5.0, 50rpm]
FEYERLAI DY 15~30 43124 85% LA Biat 32356
T HERIF D LR IR 60% KON 85% (13T & 72 23 2 7 2 RE AU I8N T, GREBR LA oD L5 H S 3 e
BUR ORI FE L 15% O H 55>, T £2 B OER 42 DL ETH 5.
[pH6.8, 50rpm] . [pH6.8, 100rpm]
FEHERLAI 73 30 73 LANIZ 245 85% LA BIsH L2 W6

%49 D BICHE > THREPEZHE LT,

=113



Iv. #HNZE4 HIHE

HE S 7R BRRF I 3 W TEEVERIF O SEHES HHE 85% LA & e D & & | FEVERIF O SERES H 33
40% K O 85% L D X4 732 2 REIZ I T, BRI 0D S5 HH 32 73 A MBS 0D S 241 HH 38+ 15% D i
P D h, T f2 BB OEIX 42 L ETH 5,
[7k. 50rpm]
FEVERLA 23 30 43 LAPIZ W48 85% UL B H L7eWaé
FUE S 4072 BRI L 30 U TR VERL A D SRS 33 50% LA 1 85%IZ3E L g & & | AR ERIFI S HLE S
AT RBRRFNC 31T 2 IR R D 1/2 O V)R 23R % /- 37308 2 70 e R R OWBUE S 7z sl Rz B
TRBRELA D VR R DME YERLE O SR R £ 12% OFIPHICH 25 5>, T £2 B oE» 46 UL ET
H 5,
AR - TR TOEHBRBREMFICE N T [HBBEERLOEMFRIREET A RT7 4 ) OHEEEITES
L7,

BHERICHITHEMUE (FLADEY OD § 10mg INS| BRUIRERFIDTFHBEHED LK)

PR I (%) ) L%
AR SR | 7aovey 8 4 AL | 7 HE (7 52 OD
(%7) |OD %t 10mg NSJ |(OD . 10mg) | (s 10mg NS) O M)
pH1.2 | 15 95.0 94.7 0.3 301 =85% XL +15%
5 50.8 52.8 2.0 .
pHS.0 =55 95.3 87.0 83 B
- - - +15% X f2 A% =42
50rpm 10 40.8 45.1 4.3 .
pH6.8 i
60 88.3 86.1 2.2
5 42.3 33.6 8.7 . .
K 3] +12% X% 2 B%=46
360 65.6 62.8 2.8
5 26.5 34.7 8.2 .
100rpm | pH6.8 S| +15% I £2 B% =42
45 86.8 84.4 2.4
GAHBRER)
pH1.2/50rpm pH5.0/50rpm
100 100 -
T5 ¢
"
H
%: 50
(%)
——7 LU ODEE Omg NS | % r ——7 LU ODEE1Omg NS |
-O--fZHERA] (ODEE, 10mg) -o--1EHERIA] (OD$E, 10mg)
1‘0 1‘5 ¢ % 1‘0 2‘0 3‘0
FFfE (min) FFfE (min)



V. A4 HEE

pH6.8/50rpm

7K /50rpm

100
75 ¢
"
H
5 50
(%)
25 | R o 25 . .
, —— 7 LAY L ODSEIOmg NS | —— 7 L ODEEIOme (NS
-O--{ZEHERF| (ODEE, 10mg) - - {EHERIA] (ODSE, 10mg)
od : : : ; 0 : : : : : ;
0 15 30 45 60 0 60 120 180 240 300 360
FFfE (min) FFfE] (min)
pH6.8/100rpm
100 | 1
15 b
b
H
=2 50 |-
(%)
25 | . _
; —— 7 Lt ODE1IOmg NS |
-O--1E #ERLH| (ODSE, 10mg)
od ‘ : ‘
0 15 30 45
R (min)

8. EMFHREREA
%Y LR

9. HAEFIhDBENE S DIERRERE
ARG T T v P8 RO U eta O N BREE e DR BRIEIC L B,
SRAN ATR I R E VR

10.8F P DEIRSDEE;
AARIER G T Lv P8 XU VR DN AR EESE D B &1EIC X D,

KiIkr7a~ N7o7 4 —

1.5
%Y LR

12 B AT AR 5 5 5EHE
KB L

13 AR LIRSV ELERICET H1ER
YL

14. 2 Dfth



V. BRI 55H

V. AEICEY HIER

1. SEERITHE
RLEAE, PCiE

<% - RICEET SERLDEE>
AANIWRFEHDPIRIR TH D120, BERIBRZ ET 2 N L ERIEICITRBHFTE oy,

2. BERUHE
BADEE
-ﬁmrr
WH, AT 2P LT 25~mg & 1 H 1EEAOKEET S,
7eB, SERICIS Ul EHI T 525, IRAT 0705 E5ICIE 1 H 118 10mg £ THETHZ ENTE D,
-ﬁ@f
WE. RAIIZT AP LTChhmg & 1 B 1 ERAKET S,
7k, SRR Ul E T 5.
INRDSE
(7LBTE> OD#E25mg INS] . 7LBZEY ODfE5mg INS] ]
- BMEE
WHE. 6Ll Eo/NRIZIE, TAarY YL LT 25mg A 1 H 1 ERAKET S,
@k\ﬁﬁ\%E\fﬁ_ibﬁﬂ%ﬁ#éo

<A - AEICEET SERLOEE>

(7LOPE> OD#E25mg INS] . 7ALBYE> OD fg 5mg NS ]

6 Ll EDO/NREA~OFEEIZEE LTI, 1 H bmg #2722 &,

[7LOSES OD 4§ 25mg INS) . ZAOSES OD§5mg INSJ . 7LAOSES OD 4 10mg NS ]
AAENTOENTHIEET 225, DFEKE SIS D 2 L3272, MR Ik THAAT Z & ( HEA E
DIEE] ODHEBM)

3. ERIRALHE

(MERRT—2 /8y r— (2009 £ 4 ALEERESE)
MER R L

(2ERKRZNR
MER R L

(QERFREHEAER : BEMHER
MEE R L

(A)IFRMRER - AERICIERAR
Y ERR L

(5)RREERIERER
1) EEAILEITHERIGHER

M EER L



V. I8EICBEd 55H

2) LEGAER
MR L

3) RLMHER
MR L

4) BE - REAIHR
MR L

(6):AEAE A

1) FERARKERE - FEFERABRERE FHIHEE) - AERGTRERAER (MREZERKRAER)
YRR L

2) RBEHLLTEREFEOABTIEERL -HBOME
M ER e L



VI RAKEIC B9 5 THH

VI. E3hEFEIEIZEHY 5I18H

1. EEZMICEEHDILEYMRITILEYEE
1,4-Vb Frbt YRk Cafihid (=7 = WLV EVE)

2. EIEERA

(1EFREREL - YERBERF ©
AFNITE Fa U PRy y AEFEHE UTOERZRT N, (ERAORBLBER TR TH D &
IR AERT D,
Ve RrEY DRI T AEGUEIE, BEEMKEE LML T AT v ROVICRERICHES L, Mlan
SOOIV T EOFTANERDZEDHZ LI2L 0, JHilECRMINE O FEHzEfiEsE5, FEVE krey
VURINT Y LEEFHE (RTANINANRVVFTEL) LT 5L mAERRMENE L DIGHE IR0
BTk 2 mIER IV,

(2)ENZEET T B HABRAAE
EEERR L

()EFAHKIRRFMA - e
EEERR L



VIL_ W Ehfe I c B4 5 HEH H

VIl. EYEREICET 5EHE

1. MPEEDHT - AEE
(1ARELEMGLFREE
MM ER e L
()&= I iR FE B ZE R ©
fEEERR A1 1 SE&R G

KT L7256

Kig LTIRM L7256

7 Am Y E L OD $E 2.5mg [NS) 6.1 R 6.4 I
7 hu P 0D § 5bmg [NS) 6.5 R 6.5 I
7 hu P 0D §E 10mg [NS) 5.8 ] 5.9 W[

(3)ERPREAER CHER SNz HIRE
AR R F IR

BB ERLOEM LRI SRR A R T A SO —HWEI OV Tk 24452 H 29 H AR AR S 0229
10 &

1)

7LOJE>Y OD g 2.5mg NS

7 Au Py 0D §E 2.5mg [NS| LREMERIFIZ . 7 0 24— N—EC XV ZREN 16 (Tardry
& LT 2.5mg) fEFEARAS FICHERREHRERE &S (K 150mL TIRA K OVKZe L TIRH) L Tl
ZALRREZRE L, BonEhEiE <7 2 —4% (AUC, Cmax) (22T 90% 58X M¥EIC THiaHR
B 24T - 1o 8 10g(0.80)~1log(1.25) DREFATdH v | iU 0 A MO IS ME DS HERR & LT,

i) KTHRALKEES

AUCo-72 Cumax Trax tie

(ng-hr/mL) (ng/mL) (hr) (hr)
7 Au ey 0D §E 2.5mg INS) 33.15+t8.54 1.11+0.26 6.1t1.6 39.2+8.7
FEHERIF] (OD #2. 2.5mg) 36.08+9.44 1.24+0.30 5.8+t1.4 39.1+8.7

P S =

tng/mL)

(Mean*=S.D., n=14)

—— 7 LA ODEE2.5mg NS |
-O--1Z#EHA (ODEE, 2.5mg)
(Mean+S.D., n=14)

FHE%EHE (hr)

MEFPRELKREHTS




VI Ehie B3 5 IH

[ 4R EEN ONE AUC, Cmax S5 00/3T A — 213, BBRE OB, (R OTRIAIEL -« RS ORI L - TR

IRHAREMEDS B B,

i) KGLTHRALKSGE

AUCO-72 Cmax Tmax tie

(ng-hr/mL) (ng/mL) (hr) (hr)
7 AP 0D #E 2.5mg INS| | 35.82+7.18 1.22+0.31 6.4+0.7 39.4+17.5
FEHERIF] (OD #2. 2.5mg) 37.35+9.17 1.21+0.23 59+1.7 40.4+17.7

tng/mL)

o AR B

(Mean*=S.D.,n=13)

—— 7 LI UE L ODEE2.5mg NS |
-O--1Z¥EEH| (ODEE, 2.5mg)

(Mean*=S.D., n=13)

00
0

ROATREVED B 20

7LAaTE> ODfE5mg NS

48

FE- £ (hr)

MEFhRELIKREHER
MAEFEEW N AUC, Cmax FED /8T A —HZ1E, #ERE ORI, (KK OTREEEL - BEH % OFRBREM > THR

60

7 Am ey OD §E 5mg [NS) LHEMERIFIZ . /7 o A4 —R_R—RICL D ZNEN18E (TP &
L T 5mg) R A S IR AR 0% S (K 150mL TR KR Ok 722 L CTIRA) L TRz (b
REEEAHE L, BN EyEhiiE X5 A —2 (AUC, Cmax) 1ZOWT 90%EMH X EIEIC CTHEEHENT %

1T o 7245 10g(0.80)~10g(1.25) DHEIFH T v . i A D AEW) R R HPED TR S iz,

i) KTHRALKSEE

AUCO-72 Cmax Tmax tie

(ng-hr/mL) (ng/mL) (hr) (hr)
7 A0t 0D #E 5mg [NS] | 66.79+18.51 | 2.14+0.48 6.5+1.4 43.6+19.5
FEAERIK] (OD $£. 5mg) 68.62+16.43 | 2.21+0.57 6.2+0.4 36.5+ 4.2

(Mean*=S.D.,n=13)



VIL_ W Ehfe I c B4 5 HEH H

{ng/mL)

WE T R B

—— 7 AT E L ODEESme (NS |
-O--tZ#ERF| (ODEE, Smg)
(Mean=*=S.D., n=13)

IRHVREMD B D,

i) KGLTHRALKESS

36 48

FE#&FE (hr)

MmEFHRELEREHD
MAEFHREENONT AUC, Cmax S D787 A — 2 1%, WBRE OFR, (REOTRIUEIEL - RS ORBRAFIC L > TH

60

12

AUCo-72 Cmax Tmax tie

(ng-hr/mL) (ng/mL) (hr) (hr)
7 Au e 0D §E 5mg NS 77.12+20.71 2.52+0.95 6.51t2.2 58.1+t47.7
FEERLA] (OD $E, 5mg) 81.71+24.02 | 2.73*+0.75 5.6+1.2 45.9+15.3

tng/mL)
35 r

3 -

W AR

—— 7 L ODEESmg INS
-O--1ZEBHH| (ODEE. 5mg)
(Mean=*S.D., n=14)

(Mean+8.D., n=14)

IRHVREMED B D,

36 48

FH G (hr)

MmEFHRELEREHD
MAEFHREEA NS AUC, Crmax S D/87 A — 5 1%, WBRE OFR, (R OTRIUEIEL - RS ORBRAFI &> TH

60

12



VI Ehie B3 5 IH

3)

7LOJE> OD g 10mg INS]

7 AP OD # 10mg [NS| LHEWERKIZ, 7o 2 d—"—jEIck v 2R En 18 (TanoEr
& LT 10mg) HEFERA S IR R AR 0 G (K 150mL ClRA &L OUKZ L CRAM) L CilfEfA
ZALRREZRE L, BonEpEiiE 7 2 —4% (AUC, Cmax) (22T 90% 58X MIEIC THiaHR
B &AT - 722 10g(0.80)~1og(1.25) DFEF T 1 | W FHI O LW A RS A HERR S Tz,

i) KTHRALKGE

AUCo72 Cmax Tmax tie

(ng-hr/mL) (ng/mL) (hr) (hr)
7Y 0D $E 10mg INS) | 162.12+28.83 | 5.15+1.06 5.8+0.9 415+ 7.2
fEHERIF] (OD #£. 10mg) 173.64+38.36 | 5.67+1.34 6.310.9 51.9+33.9

(ng/mL)

W AR

(Mean*=S.D., n=12)

—— 7 A ODEE10mg I NS
-0~ iZ A (ODEE, 10mg)
(Mean+8.D., n=12)

12

RO ATREVEDS B 20

i) KGLTHRALKESS

24

36 48

&G (hr)

MEFPRELKREHTS
IMAEFEEW N AUC, Cmax FED /8T A —HZ1E, #ERE ORI, (KK OTREREL - BEH % OFRBREM &> THR

AUCo72 Crnax Tmax tie

(ng*hr/mL) (ng/mL) (hr) (hr)
7Aa e 0D $E 10mg NS | 178.54+67.33 5.51+1.70 59t1.0 47.0+15.8
FEAERIE| (OD £E, 10mg) 194.70£64.34 5.84+1.65 6.3+0.6 41.7t 6.5

(Mean*=S.D.,n=13)



VIL_ W Ehfe I c B4 5 HEH H

(ng/mL)

. —— 7 AP UL ODEE 1 Ome NS
6 _ - O-- ¥R (ODEE. 10mg)
(Mean*+S.D.,n=13)

WE T R B

FE#&wH (hr)

MmEFHRELEREHD
MHEPHREE NS AUC, Cmax D37 A—F 1%, IR ORI, (KRR ORI - K] ORI L > T
IRDFREMED D D

(4)h =
M ERR L

G)RE-HRAEOZE
V.7 #EVER) 0HEASR

G BEH (REaL—ay) BT YHBELE-EMARNBELTEHER
MR L

2. EYRERP/INTA—4
MAavnN—FrARETIL
RMERR L
(2) TR URIR E 7E 31
Al v/
BNNAATRLZEY T«
MR L
Q)RR REEH Y
BERABFERERS (145)
OD #% 2.5mg INS| OD #Z 5mg NS] OD #Z 10mg NS)

Kel | K& Y4 F | 0.01843+0.00375 (n=14) | 0.01785::0.00519 (n=13) | 0.01728+0.00379 (n=12)

(hr)) | k72 L&#ET | 0.01813+0.00323 (n=13) | 0.01538+0.00539 (n=14) | 0.01594+0.00403 (n=14)

(Mean+8.D.)
BGYIUTIUR
B TERL L
(B)D AR
BRI L



VI Ehie B3 5 IH

(NmFEEFEE Y
97.1%

B
AR L

.2
(1) % — fixi B8 P9 @ 14
Al v/
(2)M % —ha BB @@t
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