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BISE, MTEERRY
P LOJEYRYEEE - 7 MVUNRIF VALY D LKIIYEESH

P93I IYkie=18 "DSEP,
P I IvEea=2&E  'DSEP,
VY3 IV ien3& "DSEP,
Y3 Ivkia=d4E "DSEP,

AMALUET “comINATION TABLETS ' DSEP;

i B | 828 (74 v ba—F ¢ 2 Tk
& OF 0 R F X S| BEE AGEEEN F) FEEMEOLGEICIVERTLZE
BadE 1% DSEP) : 18EF 720l XU AEEE (A)/F) 3.47mg
(72ruPE L LT 2.5mg)
T MR REF ANy KoKkF (AJR) 5.425mg
(7 bvRRZF b LT 5mg)
FlAsE 2% DSEP) : 18T 7 2ud Xyl (HE) 3.47mg
(72uPEr L LT 25mg)
T RARZRBZF ANy LK (HF) 10.85mg
18 & o= (7 "R AZF L LT 10mg)
=S B | s s®& DSEP) : 150 7 AU U (HR) 6.94mg
(72uYE L LT 5mg)
T MR REF ANy KoKkF (AJR) 5.425mg
(7 "R RAZF L LT bmg)
At 4% DSEP) : 18T 7 2ud Xyl () 6.94mg
(7Y E L LT 5mg)
T MR RBZF AT LK (HF) 10.85mg
(7 "R AZF L LT 10mg)
_ i P i« 7 hu Ve RIS (JAN) ST SRR ZF LI v ey LK) (JAN)
= ¥4 : Amlodipine Besilate (JAN) Atorvastatin Calcium Hydrate (JAN)
. . RIERGEAGREA B - 20164 8 A 17H
BAERTEARDZEDB| e
pd - Jl—|L'
¥ 7% 4 H H : 20154 12H 11 H
BA% - RERSE BA) - | WG - e X7 7 Rt
R - BR5E & A | keRE: B —Ikart
B R IE L E OB L
=tk 27y RSt BERMERE
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T, RO DOER, AAOOOER, EELOBEEHEHOOOER, FKENREHF 7T ODHOE
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1. BEEICEd %A

| EICET 5IER

1. FARORRE

AFRIZIBNT, IFE, i E e & DR EOfERIRFEEIT, PA L WSERERIER L 2o T D, THEREE
BOMERIA T & U CiEEmEiE, FEREE, BEROBRBENS 0 | FEERIEROTHIL, b OERKE 1
DOEFNEEL /0%, Figitt Ca #EHERTHH 7 L P Ry Vgt (1993 4£ 12 A2 ki) & HMG-CoA
BIHRILERTH LT MANRZF vy AKF (2000 45 A2 Eifi) of&#IL, 1 H 118 18D
LT, ZhBERAT O 5 bl ERE &K OGS R E 2 [FR ISR T 2365 & LCTRZ S, 2009 4F 9
AlcEfianTtna,

7wy NEGEE 1% IDSEP) |\ 7wy MiAEE 2% IDSEP) . 7wy MNidA#E 3% [DSEP)
K OT <y MidAHE 4% [DSEP) (X, H— —“Hx 27 7 USSR RERL & U CHEEZEE L, KR
55 03310156 75 CERK 1743 A 31 A) TS E, BIAORBRTIELRE, ZEMRAER, EWyr RS
Bz i L, 2015 4F 8 HIZHARZ IS, 2015 4F 12 HITHRGE & BRAA L7z,

2. "WEDAREEN - HFIZHEE

(1) £tk Ca #H13E & HMG-CoA M ytE HFEAIOE A TH Y . 1 Al CRMEEXIFIHREL M L AT 1
—/VIIE Z [FIRFICVRIR 5 2 E NATRETH D,

(2) 1 $EC 2 FEOEAIB G A FIRRIC L, IRIET Fe7 7 20m ER#IfFTE 2,

(3) gEAlc, Wi L BEOEAREE S (1 ~4) Zm@EERL, HHILAL LTnd, £/, 7 hARRZF
DERIZEVERIOGEEZ, TLArPErOFEIZLVEROREEZ, HRHILE LTND,

(R &R DO &)

7 MRRETF > bmg : DT WVEED
« 7 MR RZF 2 10mg : HEE

T AuTEr 2.5mg : HEEE

« T APV bmg : MM BE

@PTP >— MIE vy F a3y bur—AzfTu, ®and LA BUEE S (1 F~4 %) OFRZHH LS LT
W5, Fio, BRIOFMSOEBOREEZ A A=V LTIcA Y VT AV R e ZORICHDRG O &EE
RLTND,

(5) FHIE v & 2 B IEIC 31 5 AHEN O 725, PTP v — MEEIZ, 1§82 &1CGS1 7 —# /N —a— R&FRL
TW5,

(6) PTP 2 — F ORI PP ZHH L. M OMEGRBAIETH D,

(N ERZEWEM & LT, 72n P TIIBNENK, ITHREREE, SyE, BERIERE, B fmERkEd, i
Do BEET Ry 7 BBERRARIED, 7 ML X T U CIIERTRARE ., I AT — RN TEMEEESENE
IANTF— BHERFSR, BFJe. ITHEREREE ., SUE. WEUE, HEFERIERGE, MERECE, @A E,
ML R AL E (Toxic Epidermal Necrolysis : TEN) | FZ i kEIREHRAE 7 #E (Stevens-Johnson JEMERE) |
ZIGALEE, mfubE, BER. MBS, EREAEENRE STV D,



0. AFRCBEd2IEA

Il. 2% (B9 S5IEA

1. R4

(Wf¥1 4
7wy hOELAEE 1 F [DSEP]
7wy OELAEE 2 % [DSEP]
7~y ROELAEE 33 [DSEP)
7~y ROELAEE 4 F [DSEP)

2F %
AMALUET® COMBINATION TABLETS [DSEP]

()& FDHEXE
MER MBI K O~ Y HUEL (EESAD) DM FEA s 3 NSRS AN S 4TV DRI DR R D EL
PN ONT (K 20 4E 9 H 22 HIRAEA T 0922001 5, HAZHKE 0922001 =) Bl 1 ERARLA
FIOIRTE4 4 OBER ) IZHEIL LR E LT,
[T~y h®) (L, —ALHEANAARY =3V v 7 [EIRE « A A4V T =22 X0 pEERR I N7
LY NRUIVERIE « T RN RAZF U I T DK OEAFION—T 7 v R4 TH D,

2. —fg4
(W1 & (&&%)
T Au T _RULEREE (JAN)
T RN REF Ty SKF) (JAN)
(2% 2 (@&%)
Amlodipine Besilate (JAN) . Amlodipine (INN)
Atorvastatin Calcium Hydrate (JAN) . Atorvastatin (INN)
B)RT L
=T 2 VBRI NT T LI ¢ -dipine
B MEE A, HMG-CoA & clifEHEH : -vastatin

3. BEAX(TRHERX

H3C. CH3
[::l\ 0 H OHIT OH
Ao~ cor
SOsH i ) ‘
[::::]// Ca®* - 3H20
F

i Cl .
[i:j/ H Ol Tt
L 2

T AR LR T RN ABF T T BIKFI)




0. AFRCPEd2IEH

4. PFARUVDFE
VAN = RVR SNV 757
4372 0 C20Has5CIN205 - CsHsOsS
5y : 567.05
T RIVINZRZTF T BIKFI
4373 - CesHesCaF2N4O1o + 3H20
5y : 1209.39

5. L& (f&iX)
T AB T E U VERE
3-Ethyl 5-methyl (4 RS)-2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyl)-6-methyl-1,4-dihydropyridine-3,
5-dicarboxylate monobenzenesulfonate (IUPAC)
T RN REF TN T DK
Monocalcium bis{(3 R, 5 )-7-[2-(4-fluoropheny])-5-(1-methylethyl)-3-phenyl-4-(phenylcarbamoyl)-
1H -pyrrol-1-yl]-3,5-dihydroxyheptanoate} trihydrate TUPAC)

6. A%, A4, KBS,
LR L

LEES

anji

7. CAS B8} &S
111470-99-6 (Amlodipine Besilate)
88150-42-9  (Amlodipine)
344423-98-9 (Atorvastatin Calcium Hydrate)
134523-03-8 (Atorvastatin Calcium)
134523-00-5 (Atorvastatin)



. A4 5 HH

. AT HHE

1. MELENHEE
(1)5448 - 144K
T Aa IRy LR
A~ A AORRERIEOBM K TH D,
T RIVIRRA BT J v KT
A~ A ORERIEOBR R TH D, HIcL > TR ICHAB LR D, BREENAROLND,
(2)afEM
T AT R Uit
AB )= IETRRT <, T =) (99.5) IT0R0FE Iz <, AKiZEFIz v,
WgEE (37C) v

pH1.2 3.3mg/mL
pH4.0 3.3mg/mL
pH6.8 1.0mg/mL

K 3.5mg/mL

T RIVINAR T2 T v DK

AL )= VRO TIEITROT K, VAT VAR F Y FIZETRT <, KXIE=% 7 —v (99.5) [ZHd T

BTz,
(3)iE 4

UERR L
@GR (DER) | BR. BER

ThAa Ty LRt

Al 59 198°C (4 fiR)

T RIVINA R T2 T DK

Pl v/
(O)ERIGEMHM TN

TAaIE R LR D

pKa : 8.85 (73 /%, W&k, 25°C)

T RIVRRA BT J v LKFI)

M ERR L
(B)P ERIRE

UERR L
(7)Z DD E 7 RIEE

T ha TR Uit

BENEE « RbEnD A S 7 — VK (1—100) 13HEMEZ RS 720,

E}r (23Tnm) : £9 342 OREEOIEEREETE A & ) — VIEIR)

T RIVINA R T2 T v DK

RNV  246nm (T IZRIUB K 2455,

FESEE © ()T :-7~-10° (BAMICHE L=b o, 0.2g, Y AT/ ALEF T K, 20mL, 100mm)



0. ARk ic B4 5 HE

2. AT OEBREHTICETAREM
T A YR LR D
Wigts D7 EME (37C)
pH1.2 | 6 KT 5% iR+ %,
pH4.0 | 26 FFfICKI 3% 7 fiR9 5,
pH6.8 | 26 FFHIZLETH D,
K 26 FEIXLETH D,

T NN AETF I KK
MR L

3. AMES OERHRE

T hAua TR )VERT

AAERS (7008 XUV OMRRABRIEIZL D,
(1) RSN RTR R N BE R 7 1

(2) FRAVEIL AT S VRIEE (RAES U ¥ LEEANE)

(3) HAb AU w7 KFRIRIT K D TR G
T NN AETF Iy BKFW)

AAIR ST [7 MANRZREF oINS T DKFI ] ORRRBRIEIC X 5.,
(1) R4 AT IR B I 2 1

(2) FRAVBIL AT S VRIEE (RAED U U LEEANE)

B) vy DO EMERR(D), (3)

4. AV DEE:
T AR YU RUOVERIE
ARG (7 20V 0 RUVEERE ] OERIEICE D,
Wik~ 7277 40—
T RIIRREF T BIKFIY)
AARIER ST 17 MARREF IV T LKFI ) OFERIEICK D,
ks a~ 777 4 —



Iv. WANCEE4 5 H

V. 2H|(ZBHd 51EH

1. # ®
(MFIFOREA., SHERR MK
N IE
Wik I 7 f RS o e
(mm) (mm) (mg)
FINIyp
Ty M 541 —
1% [DSEP] A
6.6 (H®) 2.7 103
FerTy MO » —
2 % [DSEP]
6.6 (H®) 2.6 98
7 4V
a—7 4 U
711111“
3
Ty MOk PERN —
3% [DSEP) AE g1
4.6 (JEE) 2.8 103
FINIyg NIy
4 4
T =)Ly MNEEEE “ @
4% [DSEP] 8.1 (BE®)
4.6 (575) 2.8 103
REFI DY
MY ER L
() #@Aa— K
Tl y MNidAEE1ZE IDSEP) : 7~sx=> 1 DSEP
Ty MNidAEE 2% IDSEP) : 7~y b 2 DSEP
Ty MNidAEE3ZE IDSEP) : 7~/sxTv 3 DSEP
Tty "NidBsE4Z%E IDSEP)] : 7~/ v 4 DSEP
(4)pH. RBIELL. #E. LE, BEEOERUVLER pH EF
R LR
2. WEIDERK
MADFS GBEHERS) OEE
7Ty MidaEE 1% [DSEP) @ 1#EHIC Thr UV (H)R) 3.47mg

(TAruvvEr LT 25mg)
T RANRRZF Ny LK (AJR) 5.425mg
(7 "W RAHF L LT bmg)
7Ty NidSEE 2% IDSEP) : 1871 TAu TRV (A)F) 3.47mg
(TAruvvEr LT 25mg)
T MR RAZF AN KT (AJR) 10.85mg
(7 "2 B F L LT 10mg)



IV. BFIZRE4 5 IEH

T~y MAEE 3% [DSEP) : 18EHIC T AT _XULEE (HF) 6.94mg

(72 YErE LT 5mg)

T RANREF AN LK) (B 5.425mg
(7 "2 HF oL LT bmg)

TAua e XU (HE) 6.94mg

(72 YErE LT 5mg)

T RNARZEF TNy LKRFW) (AJR) 10.85mg
(7 bR ZF L LT 10mg)

Ty Mil&EE 4% [DSEP] : 187F1IZ

(2)Fm
7wy MNiLGEE 1% [DSEP) . 7~y MNMid&asE 3% DSEP)
e — 2 WWRERBE LY T N RIE~ TRV TN, TAT 7t T T T AR AR — RS
M)A, ATT VUV~ R TA, EFaxvFatlilin—2, R =T /La—)L 77 )L
fg e A2 27 VNVBAFLVILEGIK, 2V r BbTF &, HE "Bk ooy
Ty NEGEE 2% [DSEP] . 7~/x= v Mid&GHE 4 %F TDSEP)
fhdE L — A BRI AN T L RIE~Y TR TN TAT7—bT o7 AR Ar—AF
MDA, ATFTT IV VB~ RV ULA, EReFv oo —R RYIE= LT La—)L T 7 )L
fg « AZ 7 YNVEBEAFNVEEGER, 210 BbFE o, Iriosay
(3)F Dt
Y L2

. BEF. FODEEICHT HIEE
Y LR

. BEOBREEFHTICETSREMS?

(RIARFHAR
B EL BRI & O T2 BRI RBR (25°C, AT E 60%., 3 4ER]) OfER, 7~/ v Mid&HE 1 & DSEP] .
T7TwxTy MNildAEE 2% IDSEP) | 7~y MidG#E 3% [DSEP] KU v /vy MG EE 4 % [DSEP)
ol E OB FICBWT 3FEMLETH D Z LIRS,

PTP @
ABRIEH (k&) BHGAHE | 6 » At | 14EH 1.5 %% | 2 442 3 1%
MR (3%1) T T 1 T T T
TR Bk T T 1 T T T
FUHIE)—PERBR (15.0% L) Sl 3]
EHRE (%2) SIEi] SIEi] 1 SIEi] SIEi] 1
1% | 1013 | 1013 | 10L.9 | 1018 | 1021 | 1019
mo 2% | 1005 | 100.0 | 100.0 | 100.9 | 100.1 99.4
3% | 1007 | 1011 | 1007 | 100.6 | 1003 | 1005
R (%) 4% | 100.8 | 1002 | 100.0 | 100.6 | 1004 | 1007
(95.0~105.0% 1% | 998 99.6 995 | 100.2 995 98.7
. C[2®][ 1009 99.9 | 100.1 99.9 99.2 98.8
TRSAST Y P T 1002 | 100.3 99.4 | 100.6 99.2 98.9
4% | 1002 99.9 99.3 99.9 99.5 98.4

1 1F. 3F:HYTWVWHEHBO T 4V Aha—T 4 78, 2F, 4K BEAOT 4V bha—T 1 V7§
%2 : 7AhuYE Ly : pH4.0. 50rpm. 1543,

7 RANRRHZF o pH4.0, 50rpm. 45 47,

70%LL E
70% LAk




Iv. WANCEE4 5 H

QQEARREORENL
T~nxy MNida$E 1% [DSEP) | 7~y NG $E 2 % IDSEP) | 7~ /— v Midé#E 3 % [DSEP) |
FO7~nxy MG EE 4 % [DSEP) OEMIEORANTHOWT, BFEEME T TRAEL., EMRER (HRIK,
AL, HEBR, B, ©8) £17-o7,

AR R
A | 40°C, 3 H, DL, K[EA G ZAkin L

A | 25°C, T5%RH, 3 » A, MO, Pl | BERSOE T, CoMoREEBITER L

13 - 3% (HELRE T, ZoMmoRIEHAITL L L
2% - 4% ML

it WA= 120 5 Lux » hr, > v—1

5. BABERVBREDREN
L

6. fu¥le DEAZ (MBLENEL)
M R L

7. BHMEY
(72T y hEEEsE 1% TDSEP)
EENERLIROERAUFNOENFHRFERBHA FS 4 VITED AR
7Ty MidAEE 1 & [DSEP) 122\ T [E&EN R 580 A QLM FHRSEHERBR T A KT A v
(PR 24 422 H 29 B 3EREAFE 0229 5 10 5) | IZWEV, T< Ty MG EE 33 [DSEP) % 1R vERLA
ELTHBDED Z EITHRBREIT S TR, 74P E U ROT ML ARRZ FUIHE S+~ ToREHRER
ST OCCHIERMEICEA L, T~y Ml sE 1 % [DSEP) L EHERAIORHEENIRI%E CTH D &~
ST,
1) 7LAOSEY
AR - B R RERERE EHRBRIE S V] 12k 5,
M e S
AR & : 900mL JEE : 37+0.5C
A OB pH1.2 BRI v HRERE 1
pH5.0 # 7= Mcllvaine DFEE K
pH6.8 HAIER I R 2 )]
K AASKR T RERK
[0 #5 %% : 50rpm (pH1.2, pH5.0. pH6.8, /K) . 100rpm (pH6.8)
MmERA . T~y MNidAEE 3% [DSEP]
PIETEME A FTA L OHEEED H B ROZ%YE T HHB > TRIFEMEZHIE LT,
[pH1.2, 50rpm]
SIS
FRUERLF 28 15 3 AT 45 85% LL BIE T 556
PRERBLA Y 15 3 LIPS Y 85% DL YA T2 2>, X% 15 /3123617 2 s BB 0 -2 PR H SR S A vE B A o
VR R 10% ORI B 5, 703 FEERGA| OSBRI ERDBR & 7e o 72 10 53 % e i FLie g s & L7z,



IV. BFIZRE4 5 IEH

il 2 DFEHIER

B K& LR RE A 35 1T D AR YERIA O SEEJPA IS 85% LA HICiE#ET 5 & & | BUBREAI O PR 2 £ 15% D
FZEZ 560N 12EF 1ELLT T, £25%DFAEEZ 5 b DR,

[pH5.0. 50rpm]

A R

FEAERLA) 78 15~30 431245 85% UL EIEH T 25 H

FEAERLA) O SRR DK 60% K O 85% & 72 D3 2 7 2 WERIZ 3T, aRERIALA 00 PV H 38 A 2 e 4]
DL R 10% OFPFHI S 27>, XUT £2 B OED 50 LA ETH 5.

il 2 DI HZE

B HE LRI IRE ST 35 U 2 AR MERUR O SRV IR A 85% A HICiET 5 & & SRBREIA| O AR £ 15% Dl
FZEZ5HO0 12 % 1ELLT T, £25%OFFHEZEZ 5 b DN,

[pH6.8,50rpm]

RS R

FEHERL 73 30 73 LAWIZ 48 85% LA BIEH L7 W6

HUE S = BB N B\ CREHERIF) O VA R 85% LA L & 70 D & & | FEHERAI D IR DY 40%
BN 85% (HE D 2 70 2 REALIZISUN T, FREBRELA D SR HH 2 )3 YE LA D SR 28 £ 10% DO #iPHIZ &
D, XX 2 B OMED 50 LLETH D,

fil 2 DA

B A& LEHE IR A2 3 1) D A YE R O SR RS 50% LA FIZEE L 85%ICiE Lgu & & RBRELA| O 57
RE12%DFHAZEZ 2 6D 128 TELL T T, £20% DM Z B2 5 b DA,

[7k. 50rpm]

LS R

FEAERLF 25 30 73 AT 45 85% LA BIEH L2 W&

HUE S 7 BRBRIE R o\ CHE LA O EIIR RS 50% LA E 85% T3 L 7w & & | FEHERIAI S HE S
7o BRI RIS B 1T 2 EA R D 1/2 OISR 2 /R 971 24 72 ke, R OHE Sz BRI R I BV
AR L O SRV H SR AT ERLF O SRV R = 8% OHEPHIC & H 7>, XUT £2 PIERDMEDS 55 LU L TH %,
7Rk, FEHERIAI O AR H RO & 72 o 72 120 73 & Bef& HLBg R & LTz,

&l 2 DFEH=R -

I K LRSI A 33 U D AR HE R O SEEJPR 2R 28 50% LA FIZEE L 85%IZEE L\ & & | BRERILAI O 250
RE12%OHPHZBZ 5 6 DO 12 8T LELLT T, £20% DMz 2 5 b DM,

[pH6.8. 100rpm]

RS R

FEVERLA 78 15 53 LIIZ 14 85% LA BiEH+ 2 56

ARERTUAN 23 15 /3 DANIC Y 85% LA BT 2 Ay, ST 15 3123517 2 3 BRIUA] 00 v H s AN HERLE o
SRR E10% OIS 5,

& OV HER

A& FLIR IR U F6 1 2 AR MR O SRS AR DY 85% LA RITiET 5 & & BRIA O I R+ 15% O
B 5600 12F 1TEHLLF T, +25%D#MHEAE R 56 DR,

ARBRAE AL -

TRTOFEHBRBREMICIB T [EEN R D 0 EERA O AW FRREERBR T A K71 ) OHE R
HIZHEA LT,



. RANCBId B IEH

BHEHICEITARFE (FYILT Y MEEHE 1E [DSEP] RURERFOFIFHEDLEER)

R SRR (%) ) i e U
AR | FHE | 7er o MELS | A UERLE 7 HE| Ty NS 1 &
(3) | $&17% [DSEP) GEAD  |Gits % 18) DSEP] DO HZAM)
pH1.2| 10 99.06 96.98 2.08 3] =85% Xi1L+10%
5 74.82 72.28 2.54 .
pH5.0 30 88.11 85.73 2.38 i
- - - +10% X% f2 %% =50
50rpm 5 69.73 62.25 7.48 .
pH6.8 1
90 88.86 84.18 4.68
5 57.97 54.30 3.67
7K i} +8% X% 2 B¥ =55
120 83.65 83.36 0.29
100rpm|pH6.8| 15 97.27 93.75 3.52 3] =85% XX +10%

RELBEATOT7IILIY ek 1% IDSEP] OEADAHE (%)

H19/ B AL IR A 2 10 40 [TEBVRHIER £ 99.06% | LR : 114.06% TR : 84.06% HIE
g()rﬁm 1 2 3 4 5 6 7 8 9 10 [ 11| 12 |
97.8 | 99.0 | 96.6 | 99.3 [100.9]100.5] 98.8 | 99.2 [100.5|100.7| 96.7 | 98.7 | ™
R LLIE I A 2 30 40 [PERTA R 1 88.11%| LR : 103.11% TR : 78.11% | &
EOHYZI(L/ 1 2 3 4 5 6 7 8 9 10 | 11| 12 |
pLET
91.4 | 87.7 | 88.7 | 82.3 | 84.3 | 86.8 | 93.6 | 88.5 | 87.3 | 83.5 | 93.4 | 89.8
HE.8/ R LLIE I A 2 90 43 [MEHIA R - 88.86%| IR : 100.86% TRR : 76.86% | HIE
gogi 1 2 3 4 5 6 7 8 9 10 | 11| 12 |
pLET
87.0 | 84.2 | 86.7 | 88.5 | 87.7 | 85.5 | 88.7 | 88.8 | 92.4 | 95.6 | 89.7 | 91.5
K A LEBR R A 2 120 4 |TEAE R - 83.65%|  LEFR : 95.65% TR : 71.65% HIE
501 p/m 1 9 3 4 5 6 7 8 o |10 | u |12 |
848 | 82.1 | 824 | 83.2 | 84.4 | 82.8 | 834 | 83.6 | 85.8 | 85.0 | 82.0 | 84.3 |
6.8/ BAE LG IRE A 2 15 47 [TERIR IR £ 97.27%| LR : 112.27% TR : 82.27% HIE
P .
100rpm 1 2 3 4 5 6 7 8 9 10 11 12 &
95.1 | 96.9 | 99.1 | 945 | 97.8|99.1 | 96.4 | 976 | 97.9 | 952 | 98.9 | 98.7

(FAHBh#R)
pH1.2/50rpm pH5.0/50rpm
—_— 7 ATy MNREFELE [DSEP]
——-0--- BHEEE (7w T v bELE#E3E [DSEP] ) 100+
7 b
picd pid
H H
® S
21 [ —e—7<nzy 1 E@A#IE [DSEP)
———0--- EHEEH (Tl Ty MRE$E3%E DSEP] )
. i . . .
il 5 10 0 10 20 30
A5 (min) AFF (min)



IV. BFIZRE4 5 IEH

pH6.8/50rpm 50rpm
H6.8/50 A&/50

o0 o0

K

) BEESE

50 F
%

25 H

51 e 7wAzy &% [DSEPS

---0--- BHERE (Fvl v MNREEESE [DSEP] )

—_— 7 7L Ty MEEEELE [DSEP)
---o--- EERE (7wl T v MEHEESE [DSEPI )

o El| B0 il o El| 2] il 120
B (min) B3 (min)

pH6.8/100rpm

o0

K

a0

) BEESE

%
2z

Br e 7Ty MEREGHE1% [DSEP)

---0--- BEHH (71 Ty MRLEHESE [DSEP] )

o 5 10 15
R (min)

2) 7RILNREFY
RERE - B R ERERE TR HERBRIE S FWiE] 12X 5,
AR
BRI & © 900mL JEE : 37+0.5C
OB WK pH1.2 BRI TR HERERE 1R
pH5.0 # 7= Mcllvaine DFEE L
pH6.8  HAIER IR 2 1’
K AAEERITREEOK
o] #x %¢ : 50rpm (pH1.2, pH5.0. pH6.8, /K) . 100rpm (pH6.8)
FEYERLA] . 7~ Ly NG HE 3 % [DSEP)
HEREHE « A RTA L OHERMED 5 b ROFET 2T B> THEEMEEHIE LT,
[pH1.2, 50rpm]
SRR
FEHERLAIAY 30 43 ANIZ ) 85% UL LW HI L 22\ 54
HLE S 7oA BRRF N 3o CTREVERLAR O VR DY 50% LA | 85% 123 Lg\ & & | BEVERIRI DN HE S
7oARBREEIC B 1T 2 L HE R D 1/2 OV HFE L T Y 2R, LOHE S BRIV T
AR LR O -5 R DS R UE R 0D SRS HY 26 + 8% DRI & 57>, XU £2 BN 55 LL ETH 5,
7pds, KEUERLE| O SRS & 72 o 72 15 43 & Ff& iR & L7z,
il 2 DV HIEE
e UM IRE A2 33 1T 2 A HE LA D S5 IS 23 50% LA FIZEE L 85%ITHE L7pW & & | BB LA oD 75 HY
RKE12%DOHHZEB R 5 H DA 12 fHH 1 HLLT T, £20% DHEMHZ B R 5 6 DA7R,



Iv. WANCEE4 5 H

[pH5.0. 50rpm]

SERJBS =R

FEYERL 23 30 43 AN ) 85% LA EESH L 72 W&

BUE S A7 BRIEN S W) TR BRI O IER RS 85% LA L& e D & & | FEHERIA O SERIES =R 40%
J O 85% A DY 7 2 RERUIZISUN T, BRI 0D AR H =R ) AF LR O S P40 HH R+ 10% O #PAIC &
D T 2 B OER 50 LLETH 5,

1 2 DVEHIEE

I & PRI IR )RS 38 1 D AEYERUR OSSR Y 85% LA RICET 5 & & BBRIUA O E R+ 15% D
PHZE A 260N 12 H LELLF T, +25%D#AAEA Db DHRR,

[pH6.8.50rpm] |, [/, 50rpm]

R

FEHERIAIAS 30 43 AT 44 85% LA B¥EHI L 72 W55

HUE S 7 BRIE IS W CHREHERLA O PR RS 85% LA B & 70 B & & | FEYERIAI O PR DY 40%
O 85% T DY 7 2 RERIZISN T, FRBRERLAI 00 SRS HY S 3 B O SRR R = 10% OFPHIC &
D7, XIE 2 BB OMEMN 50 LLETH 5,

1 2 DY HIEE

I U IRE A2 33 1T 2 A HE R D S5V IS 23 50% LA FIZEE L 85% 1T L7aW & & | SRBRELAI o 27 HY
RKE12%OHMZEB R 5 H DO 12 fHF 1 HLLT T, £20% DHEHZEB 25 6 DA7R,

[pH6.8. 100rpm]

SRR H R

FEYERLARI AN 15 53 ANIZ ) 85% UL BES T 2 556

FRERBLAIS 15 73 LINIZ T 85% LU EVEHIT 2205, XUT 15 /12317 2 3 BR LA 0 SR HH 3 S v B A o
R E R 10% ORI H 5,

fitl 2 DIE R

I LEIE IR SR 3 1 D A VERUAI O IR R Y 85% L ITEET 2 & & | RBRELAI 0O SE RV HI S+ 15% O
Pz A5 60NN 12 % 1TELUT T, £25%DHFMHEZBEZ 2 DR 7R,

B R
TRTOEHRBREMICBN T [EEN R 280 BRSO EMFENREERB T A K74 > O¥EE
A LT,

BHEHICETIR%EE (FIILT Y MEEHE 1E [DSEP] RURERFIOTEYFHEDLER)

vt T (%) i v
ARERAE || 7 o NS | FEERLK 2= fo |HE| T~r=y MNEAEE 1 F
(73) |42 1 % [DSEP) | GEAD |G xf )| BI% DSEP) D¥EHIZM)
5 48.00 47.38 0.62
pH1.2 T +8% X% f2 PI% =55
15 67.65 70.10 2.45
5 60.73 57.31 3.42 .
pH5.0 1
45 84.85 85.84 0.99
50rpm 5 60.69 4878 | 11.91
pH6.8 : . : 71.2 | # | £10% X 2 B% =50
180 87.94 84.52 3.42
5 62.89 48.58 14.31
7K 68.9 |
60 85.23 83.83 1.40
100rpm|pH6.8| 15 95.78 93.93 1.85 3] =>85% 1L +10%




IV. BFIZRE4 5 IEH

RELBEATOT7IILIY FEEiE 1% IDSEP] OEADAHE (%)

H /%%%@%ﬁ:uﬁ?ﬁﬁ%ﬁ%ﬁl%% LR : 79.65% TR : 55.65% HE
pHI1.2/ 7 2 3 4 5 6 7 8 9 10 | 11 | 12 | .
50rpm 1
66.1 | 66.6 | 69.1 | 67.5 | 70.0 | 67.2 | 66.1 | 67.7 | 65.8 | 70.1 | 69.5 | 66.1
H5.0/ RS PLIE IR A 2 45 43| PR R 1 84.85% | EBR : 99.85% TR : 69.85% | HIE
pH5.0/ 7 2 3 4 5 6 7 8 9 10 | 11 | 12 | .
50rpm 1
82.5 | 85.6 | 85.1 | 79.5 | 83.9 | 83.8 | 87.5 | 85.6 | 86.2 | 83.3 | 87.7 | 87.5
H /%%%@%ﬁ&&ﬁ?ﬁﬁ%ﬁ%ﬁl%% IR 2 99.94% TR : 75.94% HIE
pH6.8/ ™ 2 3 4 5 6 7 8 9 10 | 11 | 12 | .
50rpm il
86.7 | 85.1 | 83.4 | 89.5 | 87.4 | 85.1 | 90.4 | 89.9 | 88.5 | 89.4 | 88.4 | 91.5
X B PLIE I A 2 60 0| IR :85.23% | EBR : 97.23% TR : 73.283% | HIE
x 1 2 3 4 5 6 7 8 9 | 10 [ 11 ] 12 |
50rpm 1
86.1 | 86.5 | 84.4 | 85.0 | 88.8 | 84.4 | 82.5 | 84.6 | 85.7 | 88.6 | 82.4 | 83.8
He.8) B RS LEIGIRE i 2 15 40| TPHPA N E#:95.78% | LR : 110.78% TR : 80.78% HIE
pH6.8/ 7 2 3 4 5 6 7 8 9 10 | 11 | 12 | .
100rpm i
95.8 1 99.1 | 949 | 93.5 | 939 | 95.8 | 97.6 | 94.1 | 94.7 | 93.6 | 98.1 | 98.2
GAHBRER)
pH1.2/50rpm pH5.0/50rpm
o | —— 7 7 LT w bEREEELE [DSEP) 0
---0--- B (P Ty A #I%E (DSEP) ) %
il
Fi3 Fi3
H H
= ® gt
o5 L —_—— 7 7T w MEEEELE [DSEP)
cmom-- EEBH (7Y Ty MEA$EIE [DSEP )
i 5 IID l;3 f il 1;3 3.0 4|5
B (min) BfE (min)
pH6.8/50rpm A /50rpm
—— 7 7w MEEEE1E [DSEP)
o0+ o0 b =——=C——- Eﬁggﬁﬂ (77}]/:‘:“) FEE.‘:‘:’F?E3% rDSEPJ )
o o il %
H
B

a0

() BEEH

25

—_—— 7 7 T MERE#ELE [DSEP)

—mmOm-- BHERIE (FwLTw MLERIE [DSEP] )

B0

120 180

B¥fE (min)

2 9% =50

%
2z

a0

i

15 El| £ B0
R (min)

2 9% =50



. RANCBId B IEH

pH6.8/100rpm

o0

K

a0

) BEESE

%
2z

i

—— 7 7L T w MER-E#ELE [DSEP)

---0--- BHERE (Fvl v MNREEESE [DSEP)] )

o 5 10 15
B (min)

27=<)LTy rEESE 2% [DSEP]
EENELLIROBEBMUFOEMFNREERBRAA FS 4 VICED CFHEAR
Twnxy NG EE 2 F [DSEP) 2O\ T &N 20 ERRA O LY TR SRR T A R4 v
CERL 24 4F 2 A 29 B HEREHFEAS 0229 5 10 75) | IZfEV, 7~y MG #E 4% [DSEP] #IEUERL
ELTEADIS Z L ICRBRAIT TR, 7T ARV E LV ROT MAARRYF U TBE SN TR ToREHR
BRGMFIC B W CHELMEICEHA L, 7T~z y MiddE 2 & [DSEP) & AFHERKIOEHZFENIFA%ETHD &
IrRTR ST,
1) 7LESEY
ARERTE - AR ERBRE BB S R VE) 12X D,
ARBR S
FRBRTE R © 900mL Mg 37+0.5C
A OBR R pH1.2  HARIER HFIRHHERE 11
pH5.0 # 7= Mcllvaine DOFEHEE
pH6.8 A AIER IR 2 K
K AR ITREEK
o] #x %7 : 50rpm (pH1.2, pH5.0. pH6.8, /K) . 100rpm (pH6.8)
FEYERLA] . 7~ Ly MG EE 4 % [DSEP)
HIERYE A RTA L OHERLED H B IROFEYE T WA e > TRSEMEZHIE L,
[pH1.2. 50rpm]
SERJHS I
FEYERLAIAN 15 43 LANIZ 18 85% UL EWS T 2 5
FRERBLAIAY 15 73 AN T 85% LA RYEHT 5705, X 15 /123 1) 2 3B LA o - va HH =38 3 HERLA o
IR T 10% OFFHICH 5, 723, FEMERLAI O PGS ISR & 72 o 72 b 43 & B Figiie i & L7z,
il 2 DFEHIER
I & LI IR SRS 38 1 D AR YERUR OSSR Y 85% LA RITE#ET 2 & & RBRIUA O E R+ 15% D
PHZEA 260N 12 H T LELLF T, +25%DHAAEI DB DHRR,
[pH5.0, 50rpm] . [pH6.8, 100rpm]
PR R
FEYERAI DY 15 53 AL ) 85% L, LT 256
ABRIAI S 15 7 LIS ) 85% LA I T2 2h, SUF 15 4312351 5 sk BRI 0 -1 i R DS R HE R o
B E10% OFHIZH D,



IV. BFIZRE4 5 IEH

il 2 DFEHIER
Bt LIRSS 36 1 D AR HERUA O S-S R Y 85% MA BICiET 2 & & | BRIA O PR R + 15% Ot
PABEZ L0 12 1ELLF T, £25%DHAEEZ 2 H DR,

[pH6.8.50rpm]
PR R
FEYERL DY 30 43 ANIZ ) 85% Lk EESH L 72 W6
BUE S A7 BRIEHN I do W) TR TR O IR RS 85% UL & 70 % & & | KEUERUKI O - B A% 40%
B Ot 85% A DY 7 2 B RIZISUN T, RRBRILAI 0 PR P H R S YRR D S5 R £ 10% OFEFHIC &
D XL 2 BEOfEN 50 LLETH 5,
il 2 DFEHER
& LEIRERS SR 36 1T 2 BEHERUA D S B R 50% LA RITIE L 85%ICE L7gv & & | FRBRILA| D P57
1% DFHLAEZ D H DN 12 F L LT T, £25%DHHZEZ 5 H DA R0,

[7k. 50rpm]
LR - AEERIAIAY 30 4y LANIZ ) 85% LA ¥ HT L7256
BUE S A7 BRI do W) TR HE LR O PR RS 85% LA L 70 % & & | K UERLKI 00 SV Y 40%
B O 85% A DY 72 2 RERIZISUN T, FRBRERLAI 00 SEP HY S )M B O SRR 3R = 10% OFEPHIZ &
D, XAF 2 B OE, 50 LLETH 5,
fiEl 2 DY
e U IRE A2 33 0T 2 A HE BRI D SR =23 50% LA FIZEE L 85%ITiE LW & & | SRBRBLAI oD A HY
RE12%DFHAZEZ 2 6D 128 TELLT T, £20% DM Z B2 5 b DAR,
RS R
FTARTOEHRBRSMAIIWT TE RN 28 A BERRAIO P RFREERBR T A 74 ) OHIESE
WA Lz,

BHEHICETHRFHE (FIILTy MEEEE 2% [DSEPI RURERF DO FIFHEDLE)

Vi FHEHE (%) I He e
AR || 7wy MECA KRR | 55 o |HE| Ty MiAEE2 &
(1) |4z 2% DSEP) | (&l | Glaxtm) | BI%k DSEP] O HAM)
H12| 5 99.63 99.95 0.32 i
P : >85% it +10%
pH5.0| 15 94.58 87.36 7.22 1
5 64.17 44.33 19.84 .
50rpm |pH6.8 52.9 | i
270 90.83 86.08 4.75 .
+10% XiZ f2 B9%=50
5 55.34 47.82 7.52 .
K ]
90 83.86 84.89 1.03
100rpm|pH6.8| 15 97.43 98.20 0.77 1 =85% X1EX£10%




V. ®HICBI9 5HH

RELBEBATOT7IILIY ek 2% IDSEP] OEADAHE (%)

BAELEIGIRE i 2 5 4y TR ISR £ 99.63% | LR : 114.95% TR : 84.95% )

i

pHL.2/ 7= 2 3 4 5 6 7 8 9 10 | 11 | 12 | .

50rpm i
101.1]100.9101.5| 98.3 | 97.2 | 98.9 [102.0|100.3| 99.9 | 99.5 | 98.6 | 97.3

H5.0/ B LU A ¢ 15 20 PR R 1 94.58%| LR : 109.58% TR : 79.58% | ¥IE

pHo.

50rpm 1 2 3 4 5 6 7 8 9 10 11 12 -

91.1 | 94.7 | 93.1 | 95.3 | 91.8 | 93.7 | 97.5 |100.7| 96.7 |101.3| 93.3 | 95.8

i

A LEIGHE A - 270 23| SEYAE R £ 90.83%|  EBR : 105.83% TR : 75.83% |

pH6.8/

1 2 3 4 5 6 7 8 9 10 11 12
50rpm

86.1 | 949 | 87.1 | 89.4 | 89.4 | 85.5 | 90.6 | 94.6 | 96.5 | 91.5 | 94.3 | 90.1

-

B AS LRI 5 90 4y |SEHVR R © 83.86%|  EBR : 95.86% TR : 71.86% | HIE

KT 1 2 3 4 5 6 7 8 9 [ 10 ] 11 ] 12 |.
50rpm i
854 | 86.3 | 795 | 83.4 | 80.1 | 75.9 | 86.6 | 88.9 | 79.9 | 87.3 | 88.1 | 84.9
BAELEIGIRE A 2 15 40 | SEYPA 3R £ 97.43%|  EBR : 112.43% TR : 82.43% | HIE
pH6.8/ 7= 2 3 4 5 6 7 8 9 10 | 11 | 12 | .
100rpm i
96.2 | 92.7 | 93.5 | 96.3 | 95.9 | 95.2 | 99.2 |101.6|100.8| 97.2 | 97.4 | 103.2
(GAHHER)
pH1.2/50rpm__ . . \meso® rDSEP) pH5.0/50mpm,_ o ‘&gt DSEP)
o BHMA (7wl Ty MRA#LE [DSEPL) o L -mom-- BEMA (7wzy MEEEE [DSEP] )
— IS
75 | Forouuin
o o
i i
f 50 3
2 F
D 1 1
1] ] 10 15
B%A (min) B%R8 (min)
pH6.8/50rpm A /50rpm
100 F
4 —
%t _o-0-0--mm0”
% B
t S
f 5 4
% %
# ) —e—7wrTy b EAEE [DSEP P} —e— 7wz EAE DSEP
cmmOmm- EEE (P T v MEEELE [DSEP) ) - EEBIE (P Ty |EA§4E [DSEP) )
D? BID IQID IBID 2;10 f 1] SID BID SID
B%R8 (min) B%R8 (min)

2 9% =50



IV. BFIZRE4 5 IEH

pH6.8/100rpm

100 - k/&?.’"—_‘

K

a0

) BEESE

%
2z

Br e Fwizy \E&H2E [DSEPS

---0--- BHERE (Fvl oy MEEEE4EF [DSEP] )

o 5 10 15
B (min)

2) 7 RILNREFY
RERFE - B R EERE TR HEBRIE S FWiE] 12X 5,
BRI
ARERE & © 900mL JREE : 37+0.5C
OB WK pH1.2 BRI TR HERERE 1R
pH5.0 # 7= Mcllvaine DFEE L
pH6.8  HAIER IR B 2 1R
K HARSESE I HERIK
Bl 5 % : 50rpm (pH1.2, pH5.0. pH6.8, /K) . 100rpm (pH6.8)
PEHERLA) . 7~ Ly MG HE 4 % [DSEP)
HEREHE « A RTA L OHERMED 5 L, ROFET 2B TREMELHE LT,
[pH1.2, 50rpm]
SRR
FRAERLAIAN 30 53 APIIZ 45 85% LA B¥aH L 722G &
BUE S 7 BUBRIF I o\ TR HERURI 0 P 73 50% L E 85% I L 72w & & | FRMERAIABUE S
ToRBRRE IS I 1T 2 PR = O 1/2 ORI R A R T8 Y 2R, R OHUE SN2 BRIFRIC B0 T
AR LR O S5 HH R DS R HE R 0D SIS HI 26 + 8% DOFAPHIC & D 7>, XU £2 B 55 LL ETH 5,
7pds, FEUERLE O SRR & 72 5 72 80 43 & Fcf& LIk & LTz,
i 2 DY HIEE
e U IRE A2 33 1T 2 A HE LA D S5V IS 23 50% LA FIZEE L 85%ITEE L 7w & & | SRR BLAI oD 75 HY
RE12% DFHAZ A2 6 D2 128 TELLT T, +20% DM Z B A2 5 5 DAR,
[pH5.0, 50rpm]
SRR H R
FEHERLEI AN 15~30 4312 %) 85% LA RIsH 3 5454
HLE S 7o BRI 3o W) CREVERLRI O SIS R 85% LA B & 70 % & & | BEUERLAI O S =AY 60%
B 85% & 72 22 7 2 RERUZISUN T, RRBRIAN 0D 2B HH R )3 A R 0 S5 HH 2R 4 10 % O #iPFRIC &
D7 AT 2 B OER 50 LLETH 5,
il 2 DFFHER
B LI IR JR S 38 1 DA VERUR O SRR R DY 85% LA LICEET 2 & & BRBRIA O R H = 15% O
Mz 25600 12 % TELLT T, +25%DFMHZ B2 5 b DR,



V. RANCBIT DIHH

[pH6.8.50rpm] . [/K. 50rpm]
AU R
FEVERLA 73 30 43 AT 14 85% LA B H L7g WG
HUE S 4072 BRI T o W TR VERLAN D PP 273 85% A & 70 % & & | FEYERIAI O SR =Y 40%
Fe Y 85% AT D Y 7 2 REAIZISUWN T, FRBRELA O S H = DS R O SRR 2R £ 10 % O #EFHIZ &
B0, T 2 BN 50 LLETH B,
18l 2 DFF =R -
B & LLBEIRE i 35 U 2 AR HE U O SERYPA HI SR AS 50% LA FITEE L 85% I L7gw & & | BREBRBLAI D) PE HY
RH12%OFH LR 5 H DN 12 F L LT T, £20%OHHZE 2 5 H DA R0,

[pH6.8, 100rpm]
RS R
FEHERLAIAS 15 43 ANIC 48 85% LA B¥EHI T 235G
ARERTUAN S 15 Sy LANIC Y 85% LA EIEHT 2 2, ST 15 312351 2 3l BRIUA] 00 v H s AN HERLF o
PR E10% OHHIZH 5,
18l 2 DFF =R -
I H& PEIGIE ST 6 U 2 A HERLA O VR A 85% LA HICiET 5 & & RBRBIA| O AR 15% D4
P2 5600 12 % 1TELLIF T, £25%O&HAZE R 5 b DR,

BRI R
FTARTOBEHREBRSRMICIB T HEEN R 5 0 BIRRA O A FRIFREERR T A R T A ) OHIEHE
WA LT,

BHEECHEITAEENE (FYILTy MEEHE 2 %EF [DSEP] RUEERAIDOTIFHEDLLE)

Ta SR (%) HE L
REAEM || 7<=y NES | R 7= o |HE| T~y MNESEE2E
(43) |$& 2 % DSEP] EER) | GloeriE) | BA#K DSEP| DO HERM)
5 42.04 36.78 | 5.26
H1.2 B 8% f2 ¥ =55
P 30 68.93 68.78 | 0.15 & Ba
10 84.95 63.46 | 21.49 \
pH5.0 64.4 | i
15 88.75 80.37 | 8.38
50rpm 5 62.15 3652 | 25.63
pH6.8 ' ' 22 1502 | | +£10% i £2 BEE= 50
180 91.61 8453 | 7.08
5 57.69 4244 | 15.25 \
x 53.8 | i
45 90.83 8442 | 6.41
100rpm|pH6.8| 15 97.92 96.95 | 0.97 i >85% X1 +10%




IV. BFIZRE4 5 IEH

RELBEBATOT7IILIY ek 2% IDSEP] OEADAHE (%)

Hi9/ B LLIE I A 2 30 0 PR R 1 68.93%|  ETR : 80.93% TR : 56.93% | HIE
ptit. 1 2 3 4 5 6 7 8 9 10| 11 [ 12 |
50rpm i

71.8 | 67.6 | 68.6 | 67.1 | 65.6 | 67.1 | 70.6 | 70.7 | 67.7 | 71.7 | 70.8 | 67.8
A LEER R A ¢ 15 4 | PR R - 88.75%|  _E[R : 100.75% TR : 76.75% HIE
pH5.0/ 7 2 3 4 5 6 7 8 9 10 | 11 | 12 | .
50rpm Nl
85.5 | 90.0 | 91.1 | 87.2 | 86.5 | 84.5 | 91.0 | 95.8 | 88.3 | 96.8 | 85.5 | 82.8
[ LI A 2 1 . -
B SEREAT 180 i« 01.61%)| R : 103.61% | THE: 79.61% | HIE
pH6.8/ 73
50rpm | 1 2 3 4 5 6 7 8 9 10 11 12 -
92.2 | 89.7 | 88.6 | 94.7 | 93.7 | 89.3 | 92.2 | 88.7 | 97.7 | 90.7 | 89.6 | 92.2 |
K A& LEBR R A ¢ 45 47 | SEE R £ 90.83%| B[R : 102.83% TR : 78.83% HIE
& 1 9 3 4 5 6 7 8 9 [ 10] 11 ] 12 |.
50rpm i
955 | 95.1 | 87.0 | 90.0 | 90.1 | 84.8 | 93.4 | 94.2 | 85.9 | 90.4 | 94.3 | 89.3
A LEER R A ¢ 15 40 | PR R £ 97.92%| BB : 112.92% TR : 82.92% HIE
pH6.8/ 7 2 3 4 5 6 7 8 9 10 | 11 | 12 | .
100rpm 1
971 | 94.2 | 97.8 | 93.7 | 96.1 | 98.9 | 99.5 | 98.7 | 99.4 | 98.6 | 98.5 |102.5
(GRHdhER)
pH1.2/50rpm pH5.0/50rpm
e —— 7 v T MEEEEE2E [DSEP)
oo | T 7 ATy MEAH2E [DSEP) 100 | mmmOm-- EUERIE (LT w MERA3E4E [DSEP )
---0--- BEMF (Y7L Ty NRA4E DSEP) ) o
B T <3
H E H
B B
20 20
B (min) BfE (min)
2 % =50
pH6.8/50rpm A /50rpm
100 F 100 F
& - &
s ? w B DT Oremmmr T T
Fi3
i H
= B
a0 F — a0
Bl e 7oLz EAR2E [DSEP) B e 7Ty MEAE [DSEP)
——-0--- BHERIA (7w T MEO&BE4%E [DSEP)] ) ---o--- EHEMEH (7L Ty MEE#E4E [DSEP] )
D? 4I5 SID léﬁ IBID 0 0 1I5 SID 4I5
B%RT (min) B%RT (min)
f2 B9%r =50 2 9% =50



. BANC B3 A IEH

pH6.8/100rpm

o0

K

-
-

a0

) BEESE

%
Bl e vonzy NERAKE [DSEP
---0--- EEHH (7w Ty MEEHE4E [DSEP] )

o 5 10 15
B (min)

()7 Ty rEEEEE 3FE DSEP)
BREEROEMFNRIEEHREBH A K54 VITED GFHHAR
Ty MEGEE 3% [DSEP (ZoWT MERERMOEW AR FENABRT A 7 A4 > (PRl 24 45 2 H
29 H FEEFEEH 02295 10 5) | IV, BAEDRS ZEITHRBREITo2RER. 7 MAANZXZF ATHONT
HHE SN TR CTORBRBRE B CHEREICEA L, 7~y MdasE 3 % [DSEP) & fEuedl
KIOEHZFBNIELL L TWA Z ERRIES NN, 7T AP oW L, HE SRR T,
pH6.8 (50rpm) ([ZHBWTHIEREITHAE T, EHFENHELL TV Z EBRRIETE o7z,
1) 7LAPEY
R - B R ERERE EHRBRIE S RV 12X 5,
ARERZRAT:
BRI © 900mL IRE . 37£0.5C
A OR pH1.2 B AR HE MR 1)
pH5.0 # ¥ 7= Mcllvaine DOFEHEE
pH6.8 HAIKR HEE R 2 1’
K AASKRRERK
o] #x %¢ : 50rpm (pH1.2, pH5.0. pH6.8, /K) . 100rpm (pH5.0)
FEYERIA - BLASE (T A Y E Y bmg, 7 ML AZ T 5mg)
PIEFEME : A FIA L OHEREED S &, ROEYT HHB I > THEWEZHE LT,
[pH1.2, 50rpm] . [pH5.0. 100rpm]
FEVERL S 15 23 ANIZ 48 85% UL BIEHI T 556
ARERTUAN S 15 Sy LANIC Y 85% LA BT 2 Ay, ST 15 312351 2 3R BRILA] 00 51 H SR AN HERLE] o
SRR E15% OIS 5,
[pH5.0, 50rpm]
FRAERLF 23 30 3 AWIZ 45 85% LA RIS HI L 22 W56
HUE S 7= BRI S B W CHREVERIAN O SR RS 85% LA & 70 5 & & | EYERIFI O SR =S 40%
Fe Y 85%ATUT D Y 7 2 RERIZISUWN T, AR LA O - H SR DS YR O SR 3R £ 15 % O #HIC &
B, XX 2 BB oMER 42 ETH D,
[pH6.8. 50rpm] . [/K. 50rpm]
FEVERLA 23 30 43 LAPIZ W14 85% UL B¥EH L7gWiie
HUE S L7z BB IR S 30U TR ERLA O SRS 33 50% LA | 85% 1T L7\ & & | FEVERFI A BUE S 4
ToRBRIRE IS 36 1T 2 A IR D 1/2 OSFEJE SR A m 3 Y 22 s, R OBUE S 7o sl 50 Tk

__.2()__



IV. BFIZRE4 5 IEH

BRI D SR SR DS E A OSBRI SR = 12% OFEIC & 57>, X% £2 B O 46 L ETH D,
AR R

FTARTOFEHRBREMEO T T, 1 FEHORBRIK (pH6.8(50rpm)) (235 T [ 38 P 5L 0> A 171 A bk
RRTA R A > OWEEESESE T, WHEHPHEUL TWD LITHETE 2o T,

BHEHICHITHELE (FIILT Y MEEHE 3E [DSEPI RURERFIOFEBFHEDLER)

VAH P (%) ) v
BRI | | 7o o MEOA [REUERLE] | 3% fo [HIE| (T~ y MEESE 3 F
(0) |4 3% [DSEP) | (AN | Gxie) | % 'DSEP) DA
pH1.2 | 15 96.37 95.36 1.01 i =85% XiX*=15%
5 72.28 62.93 9.35 o
pH5.0 | £15% T f2 B%i=42
90 91.73 84.11 7.62
50rpm 5 62.25 47.07 15.18 .
o |pres 360 89.93 1769 | 12.24 | [T
. : : +12% X% f2 Bi% =46
5 54.30 43.63 10.67 .
7K 1
360 79.13 75.96 3.17
100rpm | pH5.0 | 15 95.01 96.55 1.54 i =85% XiX*=15%
(A HEER)
pH1.2/50rpm pH5.0/50rpm
ot / . ° i R 1
____________ —— p—
75+ F e 7 O ===="" Or=mmmes Ot ‘T
o3 o3
H H
* ot *owp
o L —— 7 7Ty MEEREH#ESE [DSEP] x| —— 7 v ATy MREFESE [DSEP]
---0--- B (FEIE T U5mg ---0--- EAEMH (FEIE FibL L ubmg
. . I?HLJ\ * ¥ ubme) . . . FHN 23F05mg)
0 5 li] 15 0 a0 B0 an
BFfE] (min) B%R (min)
pH6.8/50rpm A /50rpm
i 100
2 &
= =
e —— 7 v Ty MEEE#SE [DSEP) —— 7 Ty FERGEESE TDSEP)
i i
---0--- A (Fl-&#FE Tt 5img ---0--- BHERE (El&# TinY b romg
FhAn' 23 u5me) Fhin' 23F u5me)
0 : : : : 0 : : : :
0 an 180 270 360 0 an 180 270 360
AFF (min) AFF (min)

2 B <42



Iv. WANCEE4 5 H

pH5.0/100rpm

100 f °

,_ - "]
75t
b3
t
$ ED .
¥ —— 7 7Ty A& #E3E [DSEP)

%5
---o--- BHEMAE (Ea#E Tyt Ubmg
PRI R 5 mE)

o 5 10 15
R (min)

2) 7RILNAREFY
RERTIE - BR-MERBRE RHRBRIE S RVE] 12X D,
BRI
BRI R © 900mL JREE : 37+0.5C
AOBR R pH1.2  AAHER ISR 11K
pH5.0 # 7= Mcllvaine DFEE K
pH6.8  HAIER IR ABRE 2 1’
K AAEERITREEOK
Bl 5 % : 50rpm (pH1.2, pH5.0. pH6.8, /K) . 100rpm (pH5.0)
AR BLASE (7T APy bmg, 7 FAW SRR X F L Bmg)
HEREHE : A RTA L OHERMED 5 b, IROFET 2T B> THEEMEEHE LT,
[pH1.2, 50rpm]
PRSI 75 30 43 ANIZ 4 85% LA BRI L 722 W&
HUE STl BRIGF I do W CREVERLA| O S RS 50% LA E 85% 125 L7aw & & | FEHERAINHLE S
T-RRBRIE RIS 351 5 FHIVE IR 0D 1/2 O VPR R 2 3 3 24 20 WA, R OWLE S U= BRI R I o1 TRt
SR AL D -5 78 H SR DS HERLE O ST 2 £ 12% OFEPHIC & 57>, T £2 BIS Ol 46 DL ETH D, 72
B, FEERF O SEEIR R & 725 72 30 73 & Bl A L L7z,
[pH6.8. 50rpm]
FEYERLI DY 30 43 ANIZ ) 85% UL BB L 722 W&
BUE S A7 3RBRIEHN L do W\ TR TR O SRR 3R 50% LA 1 85% I3 L g & & | fEHERFINBIE S h
T RBRIF IS T B FRIEHER O 1/2 O FRITEH SR 2 /n 35 24 22 W8, & OBUE S -3 BRes i s s Ok
BR AT 0D AR H 2R AR VERIF D SEIUS =R £ 12% DO FEPHIC & D 70>, XU £2 BB OMED 46 LLETH 5,
[pH5.0. 50rpm] . [/K, 50rpm]
FRIERGR 75 30 43 ANIZ 4 85% LA BRI L 722 a
BUE S 7= RBREER W\ CTHEERIF| O PR R 85% LA L& 70 b & & | FEHERIFI O RIS D 40%
B Y 85% A DY 7 2 REIZISUN T, RRBRIA 0D A E P H 3R )3 A B 0 S5 HH 3R+ 15 % O #iFRIC &
B, XX 2 BB oOMER 42 ETH B,



IV. BFIZRE4 5 IEH

[pH5.0. 100rpm]
FEAERLAN 28 15 4y LAIPNIZ -85 85% UL EYEH T 28554
RERILAI S 15 53 PANIZ ) 85% LA EIEHI T2 2, XUT 15 4312361 2 sk BRIA] 00 VA H S8 A HE L] o>
IR ER = 15% OEFHIZH 5,
TRTCOBEHRBREMICBWT ERERLOLEYFNFRSHERBR T A K74 ) OHEERBICHEG LT,

BHEHICEITHELUME (FYILT Y MEEHE 3 F [DSEPI RURERFOFFHEDLEER)

e I R (%) ) AL
ARG Ref] | 7~ 1oy MRS | UERL 2 HIE | (T~ y MEEAEE 3 F
(%3 | $& 3% [DSEP] GERD | Rkt 'DSEP] Dy M)
5 47.38 37.99 9.39 . .
pH1.2 i +12% X0 f2 B% =46
30 68.44 63.98 4.46
5 57.31 43.53 13.78 . .
pH5.0 S| +15% I 2 B% =42
180 94.24 83.63 10.61
50rpm 5 48.78 37.90 | 10.88
pH6.8 : : : i +12% i f2 B =46
360 88.93 75.96 12.97
5 48.58 35.55 13.03 . .
K T +15% I 2 B% =42
360 96.23 86.34 9.89
100rpm | pH5.0 | 15 95.75 93.38 2.37 ] >85% XIx*+15%
(BHBh#R)
pH1.2/50rpm —e— 7 v Ty MEEA#E3E [DSEP) pH5.0/50rpm
-——0--- B (B&#E FARYY VEmg
o+ 7RI 2 uEme) 100 f
I Wmor
picd = picd
A R e —
2 i

a0

% %

o5 —_—— 7 7Ty MEEEE3E [DSEP)

---o--- BIUERIE (EHEE 7Y Uomg
P 23Fu5mg)

. . I e .
20 30 0 Bl 120 180
R (min) B5fE] (min)
pH6.8/50rpm A /50rpm
100 |
Ea
o i
= i
- —— 7 7Ty MER&$E3%E [DSEP) —— 7 v LT w FERSE3E [DSEP)
25 25
---0--- BHEMA (EE#E Fani 't ubmg ---0--- BHEMA (Bif#E Fani 't Ubmg
7T 23 u5mg) 7hnt 25 F some)
ne : : : : ne : : : :
0 a0 180 270 360 0 a0 180 270 360
B5fe] (min) B5fH (min)



V. RANCBIT DIHH

pH5.0/100rpm

o0

K

a0

) BEESE

%
2z

! —a— 7 vl Ty MELEEE3% [DSEP)
2 F
——-0m-- EHERE (EGE Ti0Y b 5mg

PRI R 5 mE)

o 5 10 15
R (min)

47Ty rEEEEE 4 FE TDSEP]
BREEXEZOEYMFEMRSEERBRAA K54 VICEDFHAER
Ty MEGEE 4 % [DSEP) (ZoWT MERERMOEWZRIRFEMBRT A 7 A4 > (PRl 24 45 2 H
29 A HERHFEAIE 0229 5 10 77) | IZHEV, FARS T LI EIT o IR, 7 Ar oA OV TIEH
ESINTTRTORMBRBREGICB W TCHEREICEA L, 7~y MlASE 4 & [DSEP) & HEHERKI D
TRHZEENIELL L TV A 2 EAREE ST, 7 MR ZZF ACHON T HE S EH RO b T,
pH1.2 (50rpm) ([ZHBWTHIEREITHEHAE T, EHFENFELL TWD Z EBMRIETE o7z,
1) 7LAPEY
AR - B R ERERE EHRBRIE S FVE] 12X 5,
ARERZEAT:
BRI © 900mL IRE . 37£0.5C
RO OR pH1.2 B AR HE MR 11K
pH5.0 ¥ 7= Mcllvaine DOFEEE
pH6.8 HAIKR FEE RS 2 1’
K AASERRERK
[B] #5 % : 50rpm (pH1.2, pH5.0. pH6.8. 7K)
FEAERLS) - BLASE (T Au Py bmg, 7 MALAZZF 2 10mg)
PIEFEME A FIA L OHEEED S H, ROFEYUT HHB N> THEWEZHE LT,
[pH1.2. 50rpm]
FEVERL S 15 23 LANIZ F4E) 85% UL BIEHI T 556
ARERTUAN 23 15 Sy LANIC Y 85% LA BT 2 A, ST 15 3123517 2 3R BRAUA] 00 v H s AN HERLF o
YRR E15% OFMEICH D,
[pH5.0, 50rpm]
FEVERLAI 73 15~30 431221 85% LA RiE T 256
T HERLE O VR D 60% & Y 85% (3T & 72 2 X 7 2 REAUZ IV T, BRBRILA 00 P2 HH 38 3 A v
FOF-LIEHFEE15% OFFAICH 50>, X 2 B ofEn 42 L ETh 5,
[pH6.8. 50rpm]
FEHERLAIAS 80 43 LANIZ -4 85% LA RVEHT L 72 W iGE
HUE S 4072 BRI T 3o U TR VERL A D LA 33 50%PA | 85% 1T L7av & & | FEVERGAIANBLUE S 41
ToRBRIERNZ 35 1T 2 VA =R 0 1/2 ORI R A R 373 24 72 R . R OBUE S e BRI BV Tk
BRI O SV H R DR VERF O P R £ 12% ORI D5, XU 12 BIEOMEA 46 LLETH 5,



IV. BFIZRE4 5 IEH

[/, 50rpm]
FEHERIAIAS 30 43 LANIC ) 85% LA RV HT L7256
HUE SN 7o BRIFE I oW TREERLAI O PR ISR 85% L B & 72 5 & & | AEHERUAI O SEEIER A 40%
LR 85% AT & 72 DY 72 2 PRI W T R ERIF OB R £ 15% OFIPAIC H 5 7, X £2 B o
BN 420 ETH D,
FTRTOBEHRBREMICBW T [HRBERLOEYZHR LSRR A KT A ) OHEEREITHEA LT,

BHEHICEITHELE (FIILTy MEEHE 4 F [DSEPI RURERFOFIFHEDLEER)

VR P (%) ) e
RS EN Bif] | 7= MNEZA | A UERIA 2= HE [T~y Ml E 4 &
()) | 4% [DSEPJ | (Al | (ki) 'DSEP) OFEHIZRM)
pH1.2| 15 95.73 92.98 2.75 1 =85% X1L+15%
5 54.44 64.94 10.50 . "
pH5.0 1 +15% I f2 B =42
30 94.46 85.45 9.01
50rpm 5 44.33 52.24 7.91 . -
P He.8 | £120% 03 f2 Bk =46
360 88.57 78.01 10.56
5 47.82 46.28 1.54 . .
K | £15% i3 f2 Bi%i=42
90 84.89 84.76 0.13
(B HehR)
pH1.2/50rpm pH5.0/50rpm
100 1 ﬁ‘:_____-...—_.—.-.e ______________ =) 100 1 Y
: L — 4
, i SRR T LS
7 F il - I
=3 b3
s} s}
* ot *owp
7 %
= —— LT w FELEEE4E [DSEFR) - —e— 7 7L T MERSE4E [DSEP)
i o5 |
———Qm—— E@Qﬁj (EE.‘%?E ?&U‘i’“tf’b’z_:mg ———Omm— E@%@ﬁ‘] (EE‘%%E ?&Di’“t°b’5mg
. . ThNTA0me) . . 7HN 25 010mg)
0 5 i 15 0 10 20 30
R (min) B5fE] (min)
pH6.8/50rpm A /50rpm
00 100
B
o i
* * 5
- —— 7 vl Ty MERAHE4E [DSEP) —— 7 LT w FEEGEE4E [DSEP)
25 #5
—--o--- BB (FAASE 74D L U5mg om-- FEUEBIA (ELEFE TADYE75mg
7T 25 10mg) 7t 25 510me)
D? 30 180 270 360 ’ 0 a0 B0 30
B5fe] (min) B5fH (min)




V. RANCBIT DIHH

pH4.0/100rpm —*— 7 ¥ T v MEEA#AE [DSEP]

---o--- EHERE (H&8 TinY 't ubmg
o+ 7N 25 10me)

) BEESE

%
2z

B¥fE (min)

2) 7RILNREFY
REBRFE - B R ERERE TR HEBRIE S FWiE] 12X 5,
BRI
ARERE & © 900mL JREE : 37+0.5C
OB WK pH1.2 BRI TR HERERE 1R
pH4.0 # 7= Mcllvaine DFEE K
pH6.8  HAIER IR ABRE 2 1’
K AAEERITREEOK
Bl 5 % : 50rpm (pH1.2, pH4.0, pH6.8, /K) . 100rpm (pH4.0)
PEAERLA) - BlAsE (7 Ar Y bmg, 7 RN ZAZ T2 10mg)
HEREHE « A RTA L OHERMED 5 b IROFHET 2T B> THEEMEEHIE LT,
[pH1.2, 50rpm] . [pH6.8, 50rpm]
FRAERLAIAN 30 53 APIZ 45 85% LA B¥aH L 722 WG &
HUE A7l BRIGE I do W CREEVERLA| O ST RS 50% LA E 85% 125 L7aw & & | FEHERAI N HLE S
ToRBRRE I 31T 2 FRIES = 0 1/2 O SFRJES = 2 7R 3738 Y 22 R . R OBUE S 7o BRI I 35V TRl
B UK D PR SR DR E R O S IPE R £ 12% O#PHIC B D 2>, T £2 Bk 46 LI ETH D,
[pH4.0, 50rpm] . [/K. 50rpm]
FEYERLAI AN 30 43 ANIZ ) 85% LA LW HI L 22 W6
BUE S A7 BRI do W\ TR TR O SR IJER RS 85% LA L 70 % & & | A UERLKI O SE B HI AN 40%
O 85% DY 72 2 RERIZISVN T, FRBRERLAI 00 SRS HY S M B O SRR 3R = 15% OFPHIZ &
L0y, XL 2 BB OED 42 L ETH D,
[pH4.0. 100rpm]
TEYERLAN 7S 15~30 4312 -4 85%LL BRI T~ 256
FEHERLA O FEIER R DY 60% S Y 85% 13T & 72 21X 7 2 REAUZ I T, aRBR LA O 2775 H 3 A3 i vl
F DR HFE L 15% OFPAIZH D 70>, AT 2 B DN 42 L ETH 5,

AR R

TRTOEERBRSEEOT T, 1 FEORBE (pH1.2(50rpm)) (23T THIEEIE G O LW FRIR M
RBRTA KT A v OHEEESESET, WHEHPHEUL T LITHETE 2o T,



IV. BFIZRE4 5 IEH

BHEHICEITHELUE (FIILT Y MEEHE4%F [DSEP] RURERFOFIFHEDLEER)

Vi P (%) I e
X eSS ] | 7= v MELA [ REvEs | o 0 |HE| (T~ MSEE 4
(%)) |$ 4 % [DSEP) | (Al |Gl | BI%k 'DSEP) DEHIZM)
5 36.78 22.22 14.56 . "
pH1.2 37.5 || +12% X% 2 BA%=46
60 66.06 53.03 13.03
10 59.35 48.28 11.07 . "
pH4.0 | £15% X% f2 Bf=42
45 95.88 86.16 9.72
S0rpm 5 36.52 4054 | 4.02
pH6.8 : : : 76.2 | W | =12% X% f2 BI%i=46
360 91.23 73.88 17.35
5 42.44 35.44 7.00 .
x 60 86.08 82.22 3.86 i
- - - +15% X% f2 Bk =42
5 63.00 50.42 12.58 .
100rpm | pH4.0 1
15 94.58 84.97 9.61
(A HEER)
pH1.2/50rpm —e— 7 v = v MEE&$24% [DSEP) pH4.0/50rpm
---o--- BHEIH (Blf#E FanD L uomg
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HBUTDREIZERT 5,
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(FLAPEY)

O& M

OFRIMVEE

(7 FILINRBF )
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ORMEMEI LAT O—/LINE
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5. PHEERIIRICEES 5FE

51 FAIE LT, 720 Y EUVKOT MAARREZF U2, HLHNTT N —HEEH L T D55,
AR 2 BFT 22 &, B, WMADEDOWTII—T 2R LTV D EF AR ZENT 25
A, BEOREZ+SICEE Lz LT, FHEAOHH LD b ARA O£ L2 #Y) Cd 2 AE RN
5Tk,

52 7 Lan Y NIRBEBER TH D720, RFNTRERIEHE L BT 5 NEEROIEITIT R T
ERNAR

5.3 WHORNC S REAEMH L., B L AT —/VIE, FEEES I L AT —VIfECH D 2 & %k
RLE ECAROHEAEBET D &,

54 FfEtkm = L AT 01— VIIEREHESKRICOWTIL, LDL-7 7 = L— 3 RS0 IERRiE O/ & L
T, HDHNIEND DIRFIENER ARG E AR OEA 2 EET 52 L,
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s P RMILINRBF Y
(&3 LRTA—)LMJE)
WH . RAIZIET FAARZAZF L LTC10mg 2 1 B 1 EEO&KST 5,
ek, . JERICK VEEMEET 5, EIEOHAIL 1 A 20mg £ THETE 5,
(RS 3 LR T 0—)LIMSE)
WH, RAZIET vz ZF L LC10mg 2 1 H 1RO #& 535,
7ok, A, JERIC KV EEEET 58, EEOEHAIL 1 H 40mg £ THEBETX 5,
FZERUHEDRTERZE - 1R
NEE R L

4. RZERUVHAEICEET 5IE

7. BEARUHEICEEYT 5
KE| (TouaPey « 7 MARREZFURLAAD) 1ZRD 4 8AIND S,
1F: 720 256mg/7 MV AZ T 5mg
2% . 7 Au Ty 2.5mg/7 MV RA X F L 10mg
3% . 7T Lu Ty bmg/T NV AZ T 5mg
4% 7T ATy bmg/7 MR A K TF 2 10mg
FREAHEUANOHEEZ G T 28561, BT an P BFIILT SRR F U8R VD
ZEMWTEDN, TNENORG ORI - HEOFRANTERET 52 &,
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1. EEPMICEESHHILEYMRITILEYEE
1.4-Ct Favr VP rR CaftfE (TEAL=VEy, ReUY Yy, =72V, A TVE UE)
HMG-CoA J# TR ER] (FTNRRAZF L VU NRRAZF U ERNRAZF | B ANRARZ T 5)

2. EBEER

(WIEREML - ERKF
AN =R =)
Ve R v U YR Y LMEFEHRE U TOEMZ RT3, TEHOFBRDBER TRH TH D & ) K
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ML A~D AN T LOWRAZRD SED Z LI LY | il A ML 0O -1 5 2 itk S 25,
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(QEMZE R 1T 5 HERAKE
%R L

) ERRIRE - Fithsf
A E RS L



VIL_ EYEhfelc B9 5 HH

VIl. EYEREICET 5EHE

1. MeEPREORS - MEE
(1)ag L ER MR
AR L
(2) 7% o 0 FE B B P
RERASFEERS (140) ©

. Tmax

Ak ThAhaTE T RN A R F
7wy Midf#E 1%F [DSEP) Pl v/ CNEE R L
7wy MNEAEE 2% [DSEP) UERR L M ERR L
T~nxy MG EE 3% [DSEP) 6.73 IKff#] (n=30) 0.80 I§f#] (n=30)
T~nxy MG EE 4% [DSEP) 6.33 IKffA] (n=30) 1.14 K¢ (n=30)

QEGRHER CHA SN -ITERE

AR R

1) 7<iLxTy hEE&REE 1% [DSEP] ®
Ty NG EE 1 [DSEP) X & &R 58 N EERA O AW FRREERBR T A K712 (OF
AR 244F2 A 29 A BEAFEI 02295 10 %) | ([ZHS&, 7wy MidAEE 3% [DSEP) A #EiER
All Lice &, WHEENE L, AWFNCAE L A shiz, ( TV78HM) 0EESR)

2) 72Ty hEEESE2%F IDSEP] ¥
T~xy MEGEE 2 3% [DSEP) 13X (B &N 580 ERRA O AW FRIRE®REBR T A FZ7 4 (OF
B 24 4E 2 H 29 B HKAHRANE 0229 45 10 5) | ([ZHESE, vy MlAEE 4 % [DSEP) % fEueil
AlL Lice &, WHEENE L, AWFPNCRE L A shiz, ( TV78HMY) 0EESR)

3) 7Ty +EEEHE3#E [DSEP) ©
T~vxy NG EE 3% [DSEP) CHEHERKIZ . 7 o A4 — "—KICE D ZNEN 18 (TarYE
L LT bmg KT hAARRZF & LT bmg) MEFERAS IR R EENR 15 L CiiEh R 2 bR
(7 2u P ROT MASRZTF ) REZE L, BONTEYERE T A —4% (AUC, Cma) T
DT 90%EHEK A TRERHIIT 24T > 72/ R, 7 4 D E U RER DT MR RAZ F U REITVTR
t 10g(0.80)~1og(1.25) DHLEPH T 0 | WAID AW F I RIS IED R S LT,

)R 7 LODE VEEH#R

FEMENRE N T A — X
AUCO-72 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
7~y MG EE 3% DSEP) 87.631+23.44 2.46+0.53 6.73+0.98 38.9+8.5

FEAERIA) (Bl 588, 7 A1 P B bmg,

+ + + +
7 AR HF L m) 89.97*25.66 2.5610.62 6.5371.04 38.1*7.5

(Mean+S.D., n=30)
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(ng/mL)

—— T~/ Ty hE £ 8E3E DSEP]

-O--1EERFE| (Bl TLAoT Y 5mg
TRV RAZF L 5mg)

(Mean+S.D., n=30)

TR

0 12 24 36 48 B0 72
5% (hr)
A7 Ao O RS

iMEERT FLANRE FUREKD
EWENRE T A — X

AUCO-72 Cmax Tmax tie
(ng*hr/mL) (ng/mL) (hr) (hr)
7vvxy MlA$E 3% [DSEP) 13.33+4.97 1.75+t0.82 0.80*+0.48 12.0£2.9
FEERS) (B A 82, 7 L P B bmg, N . L .
7 AR FF L Bm) 13.57+4.57 1.69%+0.66 0.91£0.89 12.0*=3.6

(Mean+S.D., n=30)
(ng/mL)

—e— 7 /L TohEl 5 #E3ZE [DSEP]

-O--1ZHEEA (B A8 T AU 5mg
T RVRAZF L Emg)

(Mean+S.D., n=30)

R R

0 12 24 36 43 50 72

=E%&ERE (hr)
MAEF T RSN Z F PR FEHER

MHEPRREENE NS AUC, Cmax FD/3T7 A =21, PUBRE OZBIR MK OTRIAEL - BpSE ORI
Lo THERRDREEND D,
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4) 7Ty pEEEEE4 % [DSEP) ©
7wy NEGEE 4% [DSEP) LEHERAEZ, 7 oX A —R—JRiclVENEN 18 (TP
L LThmg KT AR TF & LT 10mg) MEFERA S IR R BRI 135 L CiiEh R 2 bR
(TLrTEROT MARAZTF V) REZE LT, 507 EYERE T 2 —% (AUC, Cma) (T
DT 90%[E XA THERHIIT 21T > 7o R, 7 o P E U REMOT BN Z F URETWTR
t 10g(0.80)~1og(1.25) DHEIPHTH v | WAl DALY FHIFFEMEN R S iz,

MR 7 LODE VEEH#R

FEMENRE N T A — X
AUCO-72 Cmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
7~xy MG EE 4 % [DSEP) 89.23+15.07 2.61+0.33 6.33+1.37 43.0+11.6

AR (BLAHE. 7 A1 2P bmg,

+ + + +
7 kA A 452 10me) 94.64=17.30 2.7570.46 6.271.34 41.1* 8.1

(Mean+S.D., n=30)
(ng/mL)
—— 7 /L =y EEEEE4ZE I DSEP |

- 1EVERIA| (Bl 682 7L 5mg
TRV RAZF 2 10mg)

(Mean+S.D., n=30)

fn
m
ah
-
=
1
0

0 12 24 36 48 B0 72
& 5% EER (hr)
MAER 7 Ao O @ EEHERS

i)M#ERT FILINRA FUREHRE

HKIMBHEE RT X —H
AUCO-72 Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
T<nxy MNidGHE 4% [DSEP] 26.84+ 7.74 4.20+1.42 1.41+0.69 10.8+2.3

TEAERIE] (BL A e, 7 51 P B bmg,

+ + + +
7 hASA 4 F 2 10mg) 28.19£11.99 4.37*t2.01 1.13%0.88 10.8*2.4

(Mean+8.D., n=30)



. Y EhREIC BT 2 HH

(ng/mL)
o —o— 7 </l =Bl £ 424 [ DSEP)
-O--1EBRA (Bl 68 T AE L bmg
TR /RZAEF 2 10mg)

(Mean+S.D., n=30)

o ST

1 L 1 —_— 9
0 12 24 36 43 60 72

HE5%EH (hr)

MAEF T MANREF o EBEEHES

MAEFPREWNT AUC, Cmax D37 A —Z %, B ORI, MR OLRHR AR - By

Lo TRRDLREMEND D,

(4)h =1
PR L

(O)RE - HAROTE
R L

O)FEE (KE2L—3) BHICEY UL E-ENFRNDELEHER
PR L

. BEMEERNANS A4
(@A E
MR L
(2) W% U 338 FEE 7E 3%
Al v 2/
BN FTARLSZEY T«
Al v 2/
Q)YERRETEH
BEKABFERES (145) ©

BRI

. Kel (hr?)
A4

TLAaIr T RN ARF

7 =vxy MiRadE 1% [DSEP) ZEER e L ZEER e L

7Ty MiRadE 2 % [DSEP) ZEER e L ZEER e L

7~y MR #E 3% [DSEP) 0.0185+0.0033 (n=30) 0.0611£0.0160 (n=30)

T~y LA EE 4% TDSEP) 0.0171£0.0040 (n=30) 0.06760.0163 (n=30)
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CNEE R L

6. # it
(1)BERER AL R R B
TARTE Y
M ERR L
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MEERIFZRICEET HFB & EDER
(V2SR IERICEEYT TR 22MID52 L.

RERUVAZICEET 538 L TDER
'VARZRUAZICEET HFE #2552 L,

EERERWIE L TDEH

8. EELGEAMIE

81 AFNI. 7 LT 25mgHHVNEEmg & T FLARAXF L bmg HDHWE 10mg & DECAAITH V|
ToAuTerET MANRZFUORGORBMERPERT IBENRH L LICHET 2L, [11. &

i

82 TAuEUDBREERICESSODEVERNHL LN DZ ENHDIDOT, EirfEE. HEHOER%G

BR2 O B A BT DRI S E 5 2 L,

8.3 7 Lw Y d FhREE I N R < G IEER BRRIRREERGED 5D O T, AFIR G IR
(CHDBEEARZEH T 5 & &3, HREOCICRGHBICEET 570 EEFEOREZBILZ L bEEIC

BEGTH L,

84 HHNLOEA VAT B —/VIERRDIEARTH 2 BFFIELATV, FIEBRIECE ML, B D

REMPECIRED Y 27 7 7 7 2 —DERFHEL +3EET L L,

8.5 HGhii PEEE 2 EMRNCHA L GRS D BOG 380 b WG EIC i3k b 2 hikd 5o Z &,

86 7 MANRZFUFHEIZLYBIENFREOHEBH bbND ZLNHDHDT, HEl - IR, EEEE O

FERD & D ONTGEITITAA Z I U, EAFIEKE T2 X0 BF IR ET L2 L, REPITREH
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EWIMCREEZIT) 2 EHaBlEe21T> 2L, [11.1.9 2]
88 7 M ANRAXZF U ZREIZL Y EILEE, FERBENDODONDZENHDZDOT, O, HKR, EHEEK
®E%@%ﬁK&§Té&&%u\E%%L@E%ﬁﬁﬁk+%@ﬁ$%ﬁo_&o[Ullliﬁl




VI Zzs4efh (B EoiEEss) (CBId 5HA

6. RENERZEZHI HEBEEFICHI IR
(MEHE - BMEEFOHLESE

9.1 ABHE - MERFOHLEE
9.1.1 BEICIMENELES
TAaTVEUEREIZLY, SHICMENMETTAEENED D,
912 DFAREDHIHEHE
FERIMAE COFIEIC L 2 EELDAREREFEDEZMNRE LT Lu P8 OWMNERRBRICBWT, 77 F
REEE B L CTT Amr UV G CHKIEORBUBEE S E o7 & OWERH D 7,
) 7Au Y rOARINEXIIRIT TRMERE] KO RE] Th D,
9.1.3 WREDEE
T RN ZZFoREIZLY BERFEEZELIEDLZEND D,
9.1.4 BHEFRMBENHOLAPLTVEDRENHIUTOESE
- HUIRBRBERB AR T E o FB A
CBIEMEOFEER YA Mr T —%) IEOFEREDOH 5 B
- SRFNE DO FHFEE OB D & 5 B
s Ta— )LiiEOBRE
[10.2, 11.1.5 Z&H]
915 EEFENEXTZFOBREENDHIESE
T hARZEF oREICR Y BIEREE (RH, 250 NEAXTIHERTL22L1H 5,
[11.1.13 & ]
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9.2 BHEEERE

921 EELEBHEREEOHIEE
T AR TUE AN LDEEICHEWVBRENME T T2 08 H 5,

922 BEEXIZTOBEENHIEE
T RN RA L F BT R DR RRIE DM E B D% < DNEHRERELZ G T 288 Th Y. £z,
BRSO BURIE L P > TR BEHEEOELL RO bR TWnd, [11.1.5 BH]

923 BHEREEEREOHLIEE
KFNE 7 47T — NRIEFZ AT 2HE 1T 6K BT 2 520 L S 258 IS 0BT
DL, T RNREF LT 47T — NRERZ AT D L A7 B R 0k 5 BT Rl
JER D LTV, RSO TIHT 25410, EHICBMERES 2500 L. BRER
WG, B oFH, CK E&H. AR GRHPI A7 aey ERIENNCmESZ V7 F = ER%D
EWREOEAZROTHGAITELICEEZ R IET 52, [10.2, 11.1.5 &)

(Q)ifHREIEERE

9.3 MFirEEEEE

931 HRHEMETLTWDELEZZAONDIUTOLIGEEIAMENFL. BEFXOSHIBE, FEZE. i
. BE
BHELBRWZ &, 7 MAARRZF o OMBERIREN EA- U, BITEHORBUEE S ENT 582005
Do £To. T IAANZAZF T EICHIBIZE O TER LR# SN 20T, FEHELELSE 282N
N5, [2.2, 16.6.2 ]
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9.3.2 HHrEEERSE
HEMFICITEEICRG T2, 7o rsHE (10mg) ICBW TRIWEHOFRBEN G E L]
REMEDR B D, ARANTTITHF RIS D706, il H R B I8 OO JE B K OVl i 6 - IRy Fi Bl R e A
(AUC) B RTHZendb, [16.6.2 2]

933 HEEXITOBREEOHSEE (9.3.11CEETHIEEZR)
T MR ABZF ATEICBICB N TER LI S o 0 ¢, FEELELLIEL2BENMNH 5,
[16.6.2 & ]
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BE STV e

(5)4Eb7

9.5 1ttm
I TR L COW A FTREM O & D T G LW &, 7T An P O ERIZEB W T, R
KN 595 LRI R OV R NMER 32 2 E RO LN TN D 9, 7 ML AR L F o O
FEBRIZIW T, HAERBOWAD R OAELRF, BE KT 2EBRRD v, BIRICSEFRIET L EEFM
HIRWO LN TWD, £z, 7 v Mo HMG-CoA B iR LERZ KER L LG & IcBIRoE
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INREE S & LTI RAREBRI I 50 L T Zeuy,

(=
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T AU TEAE (2.6mg/H) 2O E AT 572 EBREOREEABIZ L 2N HEEICKRE TS
ZE, RICGEBEDOREEITFE LI VN EINTND,

BUERDNRE L e G/ Iid& 52 k3570 & MUIRMEERITHI Z L, mlE Tld, 7 hANRZF
VI X0 BB RMBIE S H S et W oG H 5, [11.1.5, 16.6.3 ]
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7. tAE%ER
10. #BE{EH
T RN ZEF %, & L TIFOEMARHEESE CYP3A4 IC L @S5, £7-. PHFEAE (P-gp) .
HEEmEE S (BCRP) . A7 =4 s A28 —%— (OATP) 1B1/1B3 oE ThH b, 7Lom It
CORENTIEE & L TCHEDAHIESE CYP3A4A "B E L TWD EEX BN TV,
(MBHRZER EZFDER
10.1 HEAZE HFRALGWLI L)
(7 RILINRAF L)
A4 5 BRI - & 71k &R - falRIK -+
LI T LENL BTV T LT LENL - BT VLUV XRAEALIEE : 7 v 7L ELD
LA AN (400mg * 120mg) L OFHFAHICEL Y. 7+ | OATP1B1/1B3 } " BCRP [H%E,
(w74 Ly h) NNRZZF D AUC 78 8.28 {5, Cmax 23 | EZ L Z 2E LD OATP1B1 &
[2.4 2] 22.0 (412 EH L= L OW&ENH B, AHID | O BORP FLEICHES EHIC L
MAPEENEH L, BWERANREHLLTL [ bDEEZLN TN,
ROBENLRD D,
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