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R DORZE
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03310155 [EA 57l EEIE A SR REE [EELOEGEHFEICOWT] ITHEDE, H LU
FEERRE, IERER, AW PR R SMERER 2 506 L. 2009427 H 13 H IC&RZ 15T, 2009411
13 IR S = b2k 2e T K 0 F88 S vz,

2. HEOBEREFEN - BEIZFHRE

(1) AT U FRSEL OREE Y %38 U C HMG-CoA SR et A B A MICHET A Z Ll L /03K

%) (LDLEDIET) %542 Y,

(2)ERZRBIEM L UTHBmRATE. I A/ 3F— SENTEMEIEN: I AT — BEIEMES

SE. IFHSRERRE T | MEUER, MEMEMRRH LD ZeNndH D, (VL 8. (2) ERAREIEN
EWTHIER ) DIHZM)
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TIVINA S F U BE 30mg [ =T

(2)¥ 4% : FLUVASTATIN Tab. 10mg “SANWA”
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2. —i4&
() B @RZK) : 7R EZF S U 7L (JAN)
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(3)RT L : —vastatin HMG—CoA 3% ST % 5 BH 55 38
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5. {e248 (ffiE)
(£)—-(3KS, 5SR, 6F) -Sodium—7—-[3—- (4—fluorophenyl)—-1- (1-methylethyl)-1#indol-2-y1]-
3, 5—dihydroxy—6-heptenoate (IUPAC)

6. EFA%, M4, BE,
Hriz/p L

LEES

7. CAS Zi%&/S
93957-54-1 (T /NRZRXZF )
93957-55-2 (ZJLNRAZFLF KUY L)
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VRB : 74 ba—TF ¢ o TE
2)5HR
TIVINAH F U FE 10mg [ =T

& = B m

s T O =

#HAIOD—R | ER(mm) | EE (mm) | EE2(mMg)
FLV10 5.6 2.7 66.0

TIVINAH F U BE 20mg [ =T
I = Al m

N7 () | =

#HAd—F | BEE(mm) | BEE (mm) | B2 (mg)
FLVZ20 6.6 3.8 129.0

TIVINAH F U FE 30mg [ =T
= = fl

s ()| =

HAIO—R | BE(mm) | EE (mm) | E8(mg)
FLV30 76 4.6 1930

3) MK
TINALF o E 10mg [ =) - EEO T Vv ha—T 4V IEETH D,
TIVSABZF U BE 20mg [ =F1)  IREEBDT 4 Vv bha—T 4 TEHETH D,
TS ABEF E 30mg [ =F1) : iIREBDT 4 Vv bha—T 4 TEHETH D,

(2) BFIDOMIE
MR L

(3)#EAa—F
TR L F o E 10mg T =) : FLV10
T VSRR L F L BE 20mg T =)« FLV20
TR AL F o fE 30mg T =) : FLV30

(4)pH, RBEL, ¥E HE BEOERUKREL pHEHE
A% L7
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(1) B GBS DEE
TIVINAH F U FE 10mg [ =T
LEEF T NNRAZTFF R 75 10.53mg (ZANRAXTF L LT 10mg) Z&H
TN INAK T BE 20mg [ = F
LEER 7NN EZF o F R A 21.06mg (FANRAEZF & LT 20mg) 2EH
TIVINAH F U EE 30mg [ =T
LEET I ANZZF T R 7 31.59mg (FANRNREZF L LT 30mg) 2ah

(2) &
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HT %,

(3) Dt
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(1) hnssaiEg 2
- AR
AEREH PRAFSAE PRATHIH RAFIERE
10mg 20mg 30mg
~ 40£1°C, ]
P[IBEEE 6 5 H PTP @3t | ZBfb7a L | Zfk7e L | (k72 L
75 5%RH

REEE MR, MedilBR, MERER, A — (FES—MERER) . B, &
¥ oRMAERVEE =L T 4V A E T =T AENLRAHPTP A3 L L, waH (B4 T
ABR) EEBICTAI=ZTL - RVTF LU TIR— M7 4V IBITHALLEZ S D,

B A& AL IR R A D72 IR RRER (40°C, FEXHEEE 75%, 6 % H) OFEHR. 71 /2 2 F 6 10mg
[=F0). ZNUNZAEZFUBE20mg [ =F1] HONT ISR ZF U8 30mg [ =F0) 1305 O ey
BRIZBWT3SHRIZETH D Z & NHER =i,



(2) Gk 2 e i °7
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10mg 20mg 30mg
i S -
40+£2°C 35 H j;ﬂﬂ ZAbia L | e/ L | Zfele L
B R A A

F60% D FEAS T NERD b7z
34 A Y - BABL | (B OFEHEN), £ OMoORIE
HHEIZ W TIEE AR L,

Bl phTa 25+1C.
ZEMERER | | 75E5%RH

B W
e e | EfE7ZRU | 7L | B L
60 Ji 1x * h KA

HEEE - MR, BEEE, MR EE

5. RBERVBEREOREN
A% L7gW

6. fFlEDERALIL (MBELENEIL)
R L

7. BdtE
(1) 7N RAEZF U EE1Omg [ =Fin| ¥
OaE tHZEgh O FERIM:
FR184E11 H 24 B AR R A I 1124004 5RA J7 B8 A RN REAE FRRRIEM [R%
=S DAY FRIRIEERBR T A R T4 VFEO—HWIEIZ DWW T IZESXEE
RERHE  THR) —BRERBRIERERRE S FE)
FRER I R 900mL
BRI DIREE : 3710.5°C
B #i5 %% : 50rpm (pHIL. 2, pH4.0, pH6.8. 7K). 100rpm (pH4.0)
OBk R pHl. 2= TR RS 1R
pH4. 0= 7= McIlvaine OFEEK
ph6. 8= [H ) HHFERE 2 K
K = THJF) ik
PIEFLNE DI ORBEITHEAT 2 & &, WHEHHELTH D LHET D,
@ : ERERIFI 15 2 LANICEY 85% LA EEH 4 254
FRERTLAN 2 16 73 ANIZ R 85% L0 E¥EHIT 52>, XU 15 /ri2 3T % sl il
FI D PR H 2R A HERIKI D SEY YA H % + (5% D &ETAIC 5 5,
@ : HEHERIFIA 30 43 LAPNIC ) 85% LA EYAH L 22 WA
c. BUE S NTZARBRIFF R I 60T AR R D0 I3 50%ITZE L 722V &
x| FEVERIKI N E S M- BRBRERRTIC 36 1) B VAR D 1/2 OB H
RARTIM Y 2L R OBUE S 72 R RBREERT 12 B\ T BRI 0 )
T HH R DS AE R D SRS R+ 9% DEEFHIC & D 7>, XU £2 BB E D
53U ETH D,



i B . 50rpm @ pH4. 0, pH6. 8 K UK TIFAEAEIZ S L7225, 50rpm DpHI. 2 & ¥ 100rpm
O pH4. 0 TIHEEICHEEE T, EHZEBOBEMEZFER TE o7,
BIEILSL DLW FHIRIEMRR T A BT A Tk, i ZEE OB A FER T
< TYH, b FCREMEAZFEH CEX U, AW FRIZRFEO RIS & HE S
HEdD,

AE, YK ORNEERELZ R LI & 2 A, MEHITAEYFIICR%E TH

DRERDF LT,

ABRIK ¢ pHL. 2 [HIERHE:Gc]

BRI ;- pHA. 0 (50rpm) [ K (D)

120 120
—O— TILIREFUEE10mel =F1)
100 —o— IZAEBHF| (FEHl. 10mg) 100 |- 0 —0
------- |3
80 | Mean=*9% r
% ;5; —O0— TILIARAF R 10mel =F0J
1 L —o— IZHERFISGEHI. 10mg)
i@ w8/ 85%
Mean=*15%
0 O L L L J L L J
0 30 60 90 120 30 45 60
SRR IREREERE(5) SER R IRERAFRA(5)
ABRUE : pH6.8 [HIEREYAE:D] RBRIE - K DHEEREE: @)
120 120
e Q;
100 F;oﬁ 100 | W 0 O
e —O— D ILNRBF 4R 10mel =51 [ —O— FILISREF4#10mel =H1)
a —e— R LA(GEH. 10me) " —e— EEHGEHI, 10me)
1 85% N 85%
15 30 45 60 15 30 45 60
BRI IR AR5 SHER R IR ERBERE(5)
FABRIL : pH4. 0(100rpm) [HIEHHE: D]
120
100 | /D/:(‘ O
8o |
% —O— TILINRAF L4 10mel 711
5 0 —o— AEHERF(GEHI. 10mg)
L A 85%
40 r Mean = 15%
2 |
O C} L L L J
0 15 30 45 60

SERRIRERERRE (5)



(2) 7R ABEF o BE20mg [=Fn) ?
O B OFALINE

R I8 4F 11 A 24 BAFSRAFEA T 1124004 B2 A B8 3R A 0L R A B Rl an [ 14

FEEIRGL D FIIRI SRR A R T A4 VEO— T IEIC 2\ T ) ICES & Eii,

ARG TR —ERBEE HRBRE (X RWE)

FRER K R 900mL

AR DOIEE - 37£0.5C

o] %5 % : 50rpm (pHI. 2, pH4.0, pH6.8, 7K). 100rpm (pH4.0)

R OBk MR pHL. 2= TH/E) WHREBRE 1K
pH4. 0= 7= McIlvaine DFEER
pH6. 8= TH R BT 2 K

A = THFE) KRk
HIEREYE DT ORBEICTHEET 2 & &, WHEHNELUTH D LHET D,
@ : EAERIFIZS 15 23 DAY 85%LL L4 584
BRI 16 73 ANIZ R 85%L0 BIEHT 572>, XX 16 /3123817 £ iRl
| OO SR H SR DS R YRR D S-S HH 2R+ 15% DHIPHIC 8 2
© : EEAERAKIDS 16~30 312 FE 85%LL LA T B354
FEAERLH) O IR R DY 60% M Y 85% 1T & 72 B34 72 2 REALIZRBW T, 3
SR L) O SR H SR DS R TR D SR HH =R £ 1B% D #IPHIZ 8 2 70>, T £2
% DEN 42 LI ETH 5,
@ : FEXERIFIDS 30 43 LANIZ YY) 85% 20 EFEH LR2WGE
. BUE ST RBRIF I U T BR YRR D -2 HH RS 50%IZ 1 L 72 &
X FEYERLEKI AN E S - REBRIR RIS 3 1T B S R D 1/2 OSEEEAH
RA T Y 2R R OBE S - BREEIIC ) T RBREUE oY
S HH SR DS VE R D SR SR 9% DEEFHIZ 8 7>, XU £2 B fEN
53 L ETH %,

e B 50rpm @ pH6. 8 K UK TIEILHEIZ S L7223, 50rpm O pH1. 2. pH4. 0 % TX100rpm
® pH4. 0 TITEEICHAGE T, BWHBRBORLM AR TE o7z,
BIEILSL O AW FRIRIEMREBR T A R T A4 2Tl W O BRI A FE T
x72<TH, b FCTRZEEAZEI CEIL, EWFRICFZEOEIRMS &HE S
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Aela], UEERIFI O RN EN R A TR LT & 2 A, mSANI A EICF% TH

DRERNE L LT,

FRBRUE : pH1. 2 [HIEHYE:O)c] SERIE ;- pHA. 0 (50rpm) [HIEH%E: @)
120 120

100 L —O— JILINREF U §E20mel =F1) 100 -
—e— ARG 20me) */*//049:9

so T 50% 8o [ /
~ Mean=+9% ~
£ s
60 - # 60 1
H O———O0——0 H N _
e © —O— TILINRETF U §E20mel =711
[ 40 ¢ —O— HREBF(FEH. 20mg)
------- 85%
2+/ / - 60%
Mean=+15%
0 O L L L I 0 O L L L I}
0 30 60 90 120 0 15 30 45 60
HER R IR EREFRE(S) SER R R AR B RE(SD)



BRI - pHe. 8

[HIE YD)

120

100 r

80
—O— TILIAREF U EE20mgl =F01)
—o— 1ZHEHAI(GEH. 20mg)

60

120 r

100

RERG : K DHEEE D]

—O— JILINREF U EE20mel =70
—O— IRAEHFI(EEHI. 20mg)

TR H (%)
AHE®

40 r

20

o
o O

FERR R A REI(SD) FERRREERR(9))

SERIE - pHA. 0 (100rpm)  [HIEH%E: (D]

—O— TILINRAF U EE20mel =F1)
—O— 1RERKIEEHI, 20mg)

FRHE®)
8

Mean=15%

15 30 45 60
BRI RE(S)

(3) ZNRAHEF U gE30mg [ =Fn) 10
O iz 8 D FAELME
PR I8 4 11 7 24 AASEREFFATEE 1124004 52T B AR A AL R A
FE O EY LIRS ERBR T A KT A4 SO IEIZ W T | 2-;2
BRI  THR) —BERBEEHRBE (X RWE)
BRI R 0 900mL
ARBRIE DL« 37+0.5C
[A] #i5 %% : 50rpm (pH1.2, pH4.0, pH6.8., 7K).
OBk WR : pHL. 2= TH/E) BB 1K
pH4. 0= 7= McI1vaine DFEEIR
pH6. 8= [HJm) ¥HFERE 2 iR
K = THR) BRK
HIERYE LT OREEICEHAT 5 & &, WHHEEPELTHD LHET D
@ : EFEHERAD 16 LAY 85% A LT 5586
B ELA S 15 4

100rpm (pH4. 0)

Oy ANIZ AR 85% LA YR HT 5 78, XU 15 431
H D L)1 SR DS R HERIAF O SR R = I5% DO FEFEIZ H 5,

60

B LR



@ : EEHERIFIAS 15~30 4312 FY 85% LA FEHT 5B E
FEAERLEI OO LV RS 60% M OF 85% T & 72 53 X4 72 2 REAIZIB VT, 3k
B I 0D SR L SR DM HE A 0D SRR [H SR £ 1SR D FEPHIC B 5 7>, XU £2
B DEN 42 LI ETH 5D,
: BRYERUAI 23 30 S LANIZ ) 85% LA EEEH L2V iGa
c. BUE SV BRIF[EIC 350 T BEVERA DI85 HH R 3 BO%IZ3E L 72 u N &
& EEMERIRI D HLUE S 7o BRIFIRNIC 351 2 SEEE IR O 1/2 OB
SRART I Y 2R R, R OBUE SN RIS 3 T BRBRILA 0 )
T R DR ARG O S R £ 9% DOFHIZ & 27>, XU £2 B OfEA
B3LLETH D,
i B2 50rpm @ pH6. 8 K OVK CIFHEAEIZ# A L7223, 50rpm @ pH1. 2, pH4. 0 & T*100rpm
@ pH4. 0 TITAMEIEEE T, B OBPMELZFE TE 2o T,
B RIS D A EIO RSB T A BT A 2 ClE, IR g OFERIE & FE ¢
< TH, & FCRESMHEZFEH T, AW FRICRIFEOEIEM & HE I

LEHD,
ARl URERF OERNERERE L MR LT & 2 A, MRFITEDFHZRFETH
Dt RDFF DIV,

FRHE®)

FRHE®%)

BRI« pHL. 2 DRHIEHAE: O]

ZABRIE - pH4. 0 (50rpm) [fIERKHE: @]

120 120 -
—O— JILINRAF U §E30mel =0
100 ¢ —o— 1M BF(EEHI, 30me) 100
------- 50% ,Oégj
80 | Mean=9% 80 [ W
£ 60
+§i_:l+ —O— JJLINREFUEE30mel =F0)
K40 +$ﬁ§é=§§%ﬁﬂ(ﬁﬁﬂ\ 30mg)
N A A 60%
------- 85%
Mean=+15%
OCI L L L J I L I}
0 30 60 90 120 30 45 60
SUER R IR EREFRA(S)) HERRIFEEFRE(S)
PBRIE : pH6. 8 [HIERME: D] ABRIK - K DEERYE:O)
120 120
—)
100 F /tgﬁ_—o———g 100
80 -
—O— JILNREF U EE30mel =1 % 60 —O— TILINRAF U §E30mel =H01)
—e— 1ZHEBFI(FEHI. 30mg) 33 —o— 1ZHERFI(FEHI. 30mg)
------- 85% " 40 “oee- 85%
20 -
L L J OCI L
30 45 60 0 15 30 45 60
SERRIREREFRA(S) HERRIR AR
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9

10.

11.

12.

13.

14.

SERWE - pHA. 0 (100rpm) [H/E % (D)

120

100 /L//g:@:a

% —O— TILINREF U E30mel =F1)
Ee| —e— T BH(EHI. 30me)
oL/ oA 0 85%
Mean=+15%
0 C/ L L L |
0 15 30 45 60
HER R IR EREERE(5)
. EMERERERE

PR

. RAIR DA OHERHARE

(1)iEadEsamesk (M) « =% 7 — )L alikic & 2 2EMS
(2) S&AF AT BE RN E 15

WA DDENED DEE;
Wik o~ ~75 74—

palfii
PARPAYA

BAT DARIED 555
AR L

ERMNREGES - NMENFRCERRICET S 1ER
R L7

FDith
PARPANA
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V. AEICEY 5ER

1. hEEXIIZHE
Ea L AT a—)VIGE, FiEMSE 2 L A7 2 —)VE

2. BERUHE
THNRZEF L LT, @E. RAKIEL B 1 [EY &% 20mg~30mg Z #0515,
7k, FEIT 20mg KV BAGA L. ol - SERIC K BEEIT 523, EEOSEIL L H 60mg £T
WETE 5,

3. BRERAUIE
(1)EERT—2/1\vH5—
Eiéli%*ﬂriﬁ L

(2) BRI R
AR L

(3) EREREIEHER
LR L

(4) BRIHR
MR L

(5) BIERIHER
1) FAE AL 11T B RIS HER
AR L

2) HBRiER
AR L

3) REMHER
LR L

4) BE - mEEAIEER
BRI L

(6) BRI
1) ERRAERE - BEEARRRE EFHRE) - RERTERERAR (TREERRHR)
A% L7

2)%nh%1¢t LT%%%E@W@XI;%% L,T_u'ﬁﬁd)*ﬁii
Y LW
-192 -



VI. EMEHE(CEHI HIER

1. EEZPHICEEHHLEYXTLEYE
HMG—CoA % e[ 5 . 38
A PAVS & e all SRV
c UNRARTF
« T RIVRAZF 2 H L7 BKFI)
= DAV B IRy NN, & 1L
C B ANREF T A

2. FEBkHR
(1) ERERML - e

HMG—CoA 3 CHFERPHEIEIT, HMG-CoA FHLLDIEEZ b H, AN\m VBROAGBATHEZT L
TalbA7Ta—/VEAKRZIH L, IFHRTOa L 27 e — L a8 K F S8, filEm~o
LDL ZAERKHEEZRINSES, ZOMBENI L 2AF 0 —LEaEIC k5 LDL ZRAFEFEIL.
27—/ Vi L A b (sterol regulatory element, SRE) 3 L IV SRE #t&%2 H (SREBP-2)
2 X DEREFREEIC K> TITh s, MilaNa L AT a— 3 RZ 35 & SREBP A3 HHuE
TR L, BENICAT L T, LDL 2 BFRE s 10O SRE SEBICHRE G DMt R, B G0 &
o, Wiz, MlENa VAT a— A 0NREIICSH D & SREBP-2 [JiEM(L & ez, LDL &%
ARBTG5 T D, 2O XKD 7250 FHET HMG-CoA 32 uEFEFRPAERITNHMIaD LDL
STRBFBLZRE LT, 587)7 LDL B FEH 257,

(2) T EREA 1T 5 HABRAH
MR L

(3) fEFISETRRERT - FERRSRS
MR L
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e

VI EMENEICET HEE

1. MPREOES - WS

(1) AR AT nPRE
DR L

(2) BB RETERRE 2
TANAZF L E 10mg [=F0] :0.63+0.27 (h) (Mean=S.D.,n=15)
TNNARF L fE 20mg [=F) ¢ 0.7240.39 (h) (Mean=S.D., n=16)
TR ARF U BE30mg [=F1) :0.73+0.31 (h) (Mean=S.D., n=28)

(3)ERARABR CHRA SN RE

R 18 4E 11 H 24 HATSEARARE 1124004 554 54 E 3N R HEE @M (%

HEEIR G DA FHIRIEERBR T A KT A U EO— S IEIZ DWW T 1255 & i,

1) 7R AZF 8 10mg [ =Fny 2
TN AZF FE 10mg T =Fn) EAEYERGR] (BEAI, 10mg) &, 7 v AA— "—ikICL v %
NENLEE (ZNARREZF L& LT 10mg) AR AFF 156 FllK 150nl & & HIZHER
B A5 L TS RS AR 4 LO/MS/MS IS THRIE LT, 5 b - yshie N5 A —
% (AUC, Cmax) (Z-2UNT 90%5HE X MEIS THEGHIRNT 21T o 72k 5. AUCo-s &L Y Cmax D x%f
O FEMEDOFED 0% XX, £ Eh log (0.85) ~log (1.01) KU log (0.81)
~log (1.23) THY ., log (0.80) ~log (1.25) DHFPANIZH D Z Linb, WAIDEYT:
HIRI M R S 417

HIE AT A —H BHENT AL

AUCo-s (ng+h/mL) | Cmax (ng/mL) | Tmax (h) T2 (h)
TIVINAZ F L EE 10mg [ =Fi | 59.5+17.3 63.0125.0 0.63+0.27 | 0.65%0. 25

PEAERLA] (BEAI, 10mg) 65.3£25.2 68.0*£44.7 | 0.73%*0.29 | 0.80*0.71

(Mean=S.D., n=15)

(ng/mL)
100
80 | _
—o—ZIINAZ FiE10mg" =1,
Jnfﬂ 60 - —o—EERFI(ERA. 10mg)
EE Mean+SD, n=15
% MJFN
& m& N
e ol P
LI o—0——0o——o0
0 1 2 3 4 5 6 7 8(h)

I TR EE G ONT AUC, Cmax 250085 A — 2%, #RERE ORIN . (KK OELE R » B s
DHRBREMC K- TRRDATHEMEN S 5.
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2) T IVNAKF U BE 20mg [ =Fn) W

TS AZF GE 20mg T=Fn) LAEYERGR] (BEA, 20mg) %, 7 m AA— —lEICkD %
NWEILEE (ZARRZTF L LT 20mg) MRS 1 16 FllK 150mL & & HIZHEE
HEFE G U Tl ARZE(LIARIREE 2 LC/MS/MS MBI THRIE L7, 15 b7 EMENRE X T A —
% (AUC, Cmax) 12DV NT 90%EFE X VA THEFHIENT 217 o 725 . AUCo-s & OY Cmax Dt
BAE DO V-MED 720 90%(E XL, ZALZ4L log (0.965) ~1log (1. 103) KT\ log (0.802)
~log (1.247) T& Y, log (0.80) ~log (1.25) DEPFHANICH D Z b, WAIDOAEY
TR R ST,

HIE T A—H BHENT AN
AUCos (ng+h/mL) | Cmax (ng/mL) | Tmax (h) Ty (h)

TN A LT EE 20mg [ =F0 ) 161.7%49.4 173.2%£84.4 | 0.72%+0.39 | 0.83=*0. 22

FEVERIA] (BE4]. 20mg) 155. 7+44. 1 171.5%80.1 | 0.69+0.27 | 0.82+0. 22

(Mean=S.D., n=16)

(ng/mL)

300

250+ |
Moot |7
ch —o—ZILINAZF R20mgr =1,
x 150 Q —o—1EXERA (FeAl. 20mg)
:fEI:" \; Mean+SD.n=16
& 100+ /| "\
= L1

04 T 5
0 1 2 3 4 5 6 7 8(h)

MBI NS AUC, Crax 8 0D/85 A — 413, PR OBIR, (RIEOERIREIL - 5%
DRERGEIENT L - TR A EEEMENH 5,

3) TN NARF U BE 30mg [=Fn) W@

TR A L F U BE 30mg [ =F) LAEAERIA] (BEAI, 30mg) %, 7 B AA— S—ILIC LY %
NZN1EE (FANAZF L LT 30mg) A HEHER AR 28 fillo/k 150mL & & & ICHaf
B AR5 U TR 2 LR B 2 LC/MS/MS I THRIE LT, 15 b= RmEE /R 5 A —
% (AUC, Cmax) (Z-2UNT 90%/E 8 X FEIVEIZ THEFHIFNT 247 o 7o 2R, AUCo-s X TY Cmax OD%f
BAEDFLHMEDZED 90%E XX, £ log (0.95) ~log (1.06) KT log (0.84)
~log (1.13) THV, log (0.80) ~log (1.25) DFPHNIZH D Z &0, WAIDEYF:
HIR S R S T,

HIE AT A= BENT AL

AUCos (ng*h/mL) | Cmax (ng/mL) | Tmax (h) T (h)

TN AZ T 5E30mg [ =F0) | 267.2£109.2 | 296.8+195.3 | 0.730.31 | 0.92+0. 27

FEAERIA] (BEA]. 30mg) 262.6+102.8 | 294.2+174.6 | 0.63+0.24 | 0.95+0. 29

(Mean=S. D. , n=28)
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—o—ZIIIINAFF EE3I0me =,
—oZXEERF (F2F. 30mg)
Mean=x=S.D, n=28

4
R ]

I AR DN AUC, Cmax S5 00/37 A — 5 (%, Wt OB, (RO EREUEIE - %
DG L > TR D RN H 5,

(4) sl
AR L

(5)BE - fHEDEE
TVIL. 7. fHEAEA ) DIESME

(6)BER (KEaL—3>) @& YHE L ENENBEEHER
BB L

2. EMEERMSA—S
(1) AT A%
PH LR L

(2) BURRFE 2
MR L

(3)18AATRLSEYT 4"
5~30%

(4)HEEEEH
TNNARF o fE 10mg [=F0) @ 1.2240.48 (h') (Mean=S.D.,n=15)
TN ARF o fE 20mg [=F0) :0.8840.19 (h!) (Mean=S.D.,n=16)
TNNAR T fE 30mg [=Fn) ¢ 0.8140.23 (h!) (Mean==S.D., n=28)

(5O VT7S VA
KPR L
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(6) R mEHE
EER R L

(7) MIEBEHAE
DR L

3. Y
BB L

4. 9
(1) M ix—AxRE P & @

LB L

(2) MiE—BAARREPSE B
LR L

(3

~

I~ OBITHE
UL L

(4) BB~ DT
AR L

(5) T DDIHA DT
MR L

5. R
(1) BB B AL BRER D
REEDBAL - TRk
R © 50~80%7% CYP2CI |2 K o TRIEMAR M A SN D A3, CYP3A4 & CYP2C8 & F
oy TN REF o ORFHZEE LT\,

(2)RBICBEIET 58K (CYP450 %) DR FiE"
CYP2C9, CYP3A4, CYP2CS

(3) HEEBEHNRDERERVZDEIE Y
FFRIElE B R 2

(4)REYMDFHEDOHEER LR
R DIENETR L,

(5)EMERBMDEERH/ NS A —4
EERR L
-17.



6. HEitt

7.

(1) Bt b R AR RS
LR L

(2) it
MR L

(3) it 2 E
AR L

S URKR—E—IZEH9 B1E#H
mMER L

. BREICLBREE

LR L

-18-



VI ¥£% (EALOIESF) ICBEYSHEHE

2.

B

ERNBEFNDER
2 LR

Wi

o

ERRREE0ER (RAERZEV)

(1) AR ORST%F LISBUEDRERERE D & 25 BH
(2)EERTEEDH 2 BH [(AANTEICHICBOCTER L, $7-R# S5 o CiFkEE 2 E L
SELBENNRD D, ]

(3) b A THEHR L TS FIRetE 0 & Sl N M O3l (TVIL 10, Abhs, e, RFUImE~DOER G
DHZM)

5.

. DREXRIIRICEET SEALDEE L TDER

BARSAA

. BERUVAEICEET SEALOIE L ZTDOER

BARSAYA

BERERBT L TOEH

(1) 7 a—LhEs, FEEXIZOBEROH 588 [AFIXEICHRICB W TERL, £/
RMSNDOTCHEELZESEDIBZENRH D, o, Ty a— /VHEE L, BT
NHHEDLNRLTWVEDRENRD D, ]

(2) B pENITZ OBEREIED & % B [HMG-CoA 1R TTlEsE P A 5-WFIC A & AU 2 RO, Rl e
ZPBREREL AT LRETHY | Eio, BHRIRARE I E > TR BHEREL S 5
bnsZENnH 5, ]

()W 2 B UTIRAE [BRURARIE DN & D b T W EORERH 5. ]

1) 74 77— RFEH (XY 7 4757 — ) 2Ghoid (VL7 HEER] OESHR)
2) RIS REIK FE D B
3)BBEOHEER (HYA hu 7 ¢ —%) XIZDOFEEDH 5 BE

4) FAWEDFHFEEOBERED & 5 BE
5) EYLIE

6) MG, HOEWEE

7) ARG, PN IRETE K OVEE AR B
8) v hu—VHEERTANADS HBEH

(4) EIEF M RE X X2 OB O & 5 B [HEEMBEE (R, 288 MNEUIFERET
52N DH,] (VL8 FIEM (2) ERAEIVER & FIHIER ] OEHSBIR)

(5) =i (TVIL 9. @i~ 5| OESHR)
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6. EELQERWIREZDEHRVNES X

(1) ORN e E A2 Em L., oL AT o —/VIE, FEMES2 V 2T o —/VIE Th 5
Tl ERMER LI ECARIOEHAEBET D Z &,

(2) LN LOE I L AT 0 — )VIEIRIR O AR TH 58 1k EER LS OIEEMRIE T,
TN RRD LN VBRIC ORI G TH 2 b, o, IERWIREIIAKI 5 b ki
5L, WICEIME - WIS OB M RED Y 27 77 7 X —OESE L +oc BB+ 5 2

&o
(3) Feh-rhidfn AR B 2 BRI A U IR IR IS 2 BOSRR 0 bR WEE I35 2 ik
T5HZ &,

(4) BHSREICRET D IR MRAEMICRE NEO LN BHIC, AF &7 4 77— NRERZIAT 5
Ba i, I6R LR 2G2S SN DG ICOR0F T 5 2 &, RIMR B E LA
O BRI RRIE DY B b O, R 2SO T 2561013, SR B HREmA S 4 5
fi L. AR (. BAE) oRB. K (CPK) F&H. mPERORFIAZaey 5
WNCIE 7 VT F = ERFEOBEREDOEN ZRD LA ITEL IR EL IS5 2 &,

(B)ITHERERE N H LoD Z ENH DD T, JFAlE L THRERMGE 12 UM R A 21T
VY, BIEE AT ZENEE L, Fo, HMERBEBRICIT) 2ENEE LV,

(6) AL/, CK (CPK) mifE, ZRIEZ LD\ Wk DESE, $T HMG-CoA ZEIrl%E (HMGCR)
PURTEMESE 2 8 & D0 N AEVEEESENE 2 A RF— 03 H Db, #5-F 114 & Hifee 32 6l
WMESNTWVWDLOT, BEDOREL+SICBIET L2 &, 2k, MEMHAREIC L0 SER

Aol OREIN DD, (VL 8. BIVEM (2) ERZeGIEM & ATHIER ) DESM)
7. HHEER
(1) HREREZTDER

BEARRNA

(2)BtREE L ZDER

P SEE BEAIER - FRE TR
7 47 T — hRIEEA SR B RE AL & 1 O B
NPT 4T T— M E RRIED b B o DB E N

&
I
@
=
=3
+

ST ARARAE D 15 28 &
Do

S g% i 7
vruaARY
=aF g

) B G w s

WD, AR (PR,
iR DFEH, CK (CPK) L
A WP ECRFIA 7 E
Y ERWNCIE s v =
¥ BRSO BERE D B L 258
DG EITEbICR G 2Pk
THI L,

JEBRIA -« BB BT D R
RBEMEICREPROLND
A

fEBRIE - - B R A

7~ U Rtk Al
i ) N

PUBEMLAE I 235035 2 &8
Ho,

PEFF I STy,
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KA %

BRPRIEAR - HEIE 715

PFF - faBRIAF

B A A 2 2 RS A1)
AL ATFT I

AL AFT I EDOPFHIC L
D AFN O M PR KT L7
EOWMENHLDOTIA L AT
TIvEER, YelLtb 3
IR [ Rl 72 LS A 2 4 B3 %
ZENEFE LY,

B, MOEA A AWk R
FNZ DT & AHI D 1 H i
MR TFT2BENRH D,

ARFN & A A 2 AR 12 W
B, HEERND D O
BNMERTT20EEZI6N
%)o

NPT 4T T— b

ARFNIOMAFREN EFHT 5 Z
ENRH D,

ARFNOFHAGH L E S 4. )
AR ME T LI2b o &
FEABND,

VAFTY
T=FTr
FAT T =

ARFNO M PR EN EFT 5 Z
LD D,

NS OIEKNT L DT HEE
FIREVER & OVE N pH D Z81E,
WL DEBNREZ NS,

Z)va ) —)r
RATZLaF ) —)u
T hTED

ARFNO M PN EFT 5 Z
LD D,

AFNLFEIZ CYP209 TRETE
NS X%
CYP2C9 PREMEAIC & 0 AFI D
RBDBEF SN D,

V77

ARFNIO M AFRENME T 5 Z
ERbD,

Y77 ORF S
BERIBEERIC & 0 AAI DR
BARES B LB LB
50

=S VAx O AUC IZEARITRR | I S v Tuneny,
DO TN, i
BENSEFLEZEOREND
DT, BlEE+HIITO Z
L,
8. EIER

(1) EMEROME

ARF 3 Rl A S O BIVE S BB L DS e & 722 DA &2 M L T 7,

(2)EXRGRIER & MEEIR GHEARI)

1) BEBUGRARRE, I AT — iR, &, K (CPK) B, MR OYRF I AT mE v
R AR T DRBUBRAE DS S Db, ZhictEo TANREES O EE L BREEN
SOOI ENHLHDT, ZOXIRGAICIFELICEGEZHIE L, #UR0EZITH
Tl o, HREBOLIANTRHLLNDLZEDRHLHOT, INERTWE. BTk
RFEW 72 CK (CPK) @ ERARH b oG aIlidt 521352 &,
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2) R NAEMEEEFCNE I AT —  RENTEMEIEIE I AR TF =N bbb D Z &N D DT,
B A T3IATO, BENRO NG EIIIREGETIE L, EWYRLELZITO 2 L,
3) EAEMENAE  EEM I E (IRFA, &) NEIET L2 EnH50T, B
L ToIATV, BEDPEO ONTSGEIC3&K G2 P L, WEORLEEZTTO 2 &,

4) FTHERERESE : T8, WEFOIRREREENH LN D ZeNH 2D T, EHITHAEZIT
IR EBIRE HIATV. RENRD ONIZGEIITRGAPIE L, WORLEZITO

<

5)BBUEIR : V— T ARIEMHE, MK, METHEE, 777 4 T % RS OESBUEIR )
HOONDLZENHLDT, ZOXIBRGEITHRGEZTILTHZ L,

6) FIEMERR : FTEMMR S D oD ZENnHLDT, R TH-oTH, FEE KK,
MR R XA SRR DN HEIIE R G2 FIE L, BIBRERLVE RO S
FEOWY)RILEEZIT O Z L,

(3) ZDfDEIER

LITO LD REWERZ S b b I GaI1cid, G2 570 CEORLEZITY 2 L.

BERE AN

] W2, R, SRE. 2. BB, SRR

Hib# B, Moo, IR, RS, BERL. FHT. SRR, NEERIRL, Rk, A
N, O, BER

ik AST (GOT). ALT (GPT). ALP, LDH, y-GTP, LAP ® L5, =y rxzz25F5—F I
g

R Mk BUN, Ifii7 v 7 F=rD L5 KR

5 CK (CPK) & MhPIm. i/

R | O FEV, BEE. MEIRRESE, MR (LU

111724 ek B, f s AFEREREE 2

Z DAth, R, MEA Y 7L bR RER B BIEYE., JEE B, WRERE . PRI,
FINERE, 13T, B RA

(4) EE MBI RETEE R SRR EERY
PH LR L

(5)EBKE, AOHE EEERVFHOEEEESNNOREAREEE
MM ER L

(6)EMT7 LILF—ITdY 5 EBRUVARE

TVIL 2. 222 NEF & 2ol (FAIEsE2ETe) |, (VLS. (2) EAZREIER & FIMER ] LW
[VIL. 8. (3) =D DEIWER ] DIESMR,
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9. EmE~DES

(1) &l CITAEEEENMET L TWAZ 08B 50T, BITERNIREE LIS S I ZEIVEH O
AR L., WET SR EOMmMUIRAEEITO L
(2) EE CIIHBRAER H DO T W\ E OENH H DO THEEICHR G T 52 L,

10. 3w ER RIABF~AORS

(1) A SUFEEIR L TV D TREMED & D im AT G- LienwZ &, R o5 1CB3 5 24t
XML LTy, E7o, BIER (T v 8 TOREESELGREBR Bmg/ke LLE) [ZBWT
SRRtk O — RN R OSE A Sh T, ]

(2)BIFITHELE Lz &, [BFER (T v B THRHF~BITT 2 2 LB ESN TN D, ]

11. PNREADERS

IR AR HrE R, L S SIS 2 e RIS LTy (EHIREER 2372 0)

12. BERREBRICRIZTTIZE
MUEE L
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M ER L

14, BRALDIEE

%ﬁ&ﬁﬁPWa,@1%&PW/—%ﬁ%ﬁ@ﬁbf%ﬁ#éio%ﬁ?é L. (PTP > —
DN LY | BEWEAE A EIEREA~FA L, BIZIEFALEE 2 U CHERRIAREDOEE RS
{#E%ﬁ%ﬁﬁ“é ZEMHEINTWS,)

15. ZOMDEE

(L) EWFERR ((X) TRYIKE (24mg/kg LI L% 6 » AR, 16mg/kg & 2 4E[]) ROREGITLY
HWNFEZGED ST & OWEDRH 5,

(2)HSMIIN T, AN Z & T HMG-CoA SZE Tl L EA B - D B T, FERIFFIIED U 2 7 23
BT L OBERD 5,

16. Tt
B -v
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(1) BEEHER (VI ZEEICEHT HEE] Z8)
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(3) REMEEHR
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(4) ZDHOEEHER
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2. HEHER
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(2) RS BEHER
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1. RHER5S

il Kl ZNUNAEZF R 10mg [ =F0), TANARZF U8 20mg [ =F1], TANRRAE T b

30mg [ =Fn)J

&&jj l:ilﬂﬂ

BN« TR AZFF MY 7L
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(EE-EMEONFTEIZLVFENTLZ L)
L7z

SR - B&E 3 4 MEICEROMEHIRNICHEMN T2 2 &)

3. frik - REEKHK

FRARAF (PIEMR IR 2 B THREFEO Z &)

4. EFIFFEWNEDEER

(1) ERTORFEWVWLEDEESIZDINT

BARPNA

(2) BFIRAARFOERFENIZDOLNT (B

RIS « PTP )

EE(CEEITRENAEEE)
EOIANL PTP > — R0 bWV HH L CIRAT A L 28552 &,

(PTP

/wl*@»ﬁ’)( F U BENGAAEAN EE R IR~ L RIS 2L A 2 L THE

bea Il ¢ 55

DEERBIHEZRT DL 2 ERMEINTND,)

BEMTERLTA RN AY

FvYoLBY : AV
BERERARAZ . B HFYEE2HEL TV,

N AE5F/RERBSNDBER
Bl E =AU LR

LIRS T ARE MEPOIVATO—ILEH
S5THLFOTT.

COBLTDE. BAOBEALLTTIE T
EDRIREE | * HEC BT ELHISNTLETY,
RDKSIFFERDH S & LIS HRREAED AT
REENSEDFETDOTESICRAEYPH T, 9<IcE
SREDICEFICIFFRABIDSEICTHB T L.

OFHENEL  @FEDALASELN
OFRDENEN (FERICESD)

BERIEEABBLIDICDHBOFTL. RHICE
RUBHIENEESCEAFABRCELTEEFE
AEBHER A,
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HBFEL,

(BEICD <)

(3)FAFFDBEERIZDONT

B4R

5. REKKF
M L

-25-

*RRAURARE S (3
HRHRE &L HE RIS LD RN DS
DN BORS (SAT0E) B MERICHRN T
BRRTT . FBEORFRSNAC LD, i
STHLEH AL (BROBEENME FURLEIC
LIFD)ICBDTEEBOHET .



. B

TR AKF B 10mg [=Fn] : 100 £ (PTP10 £ X 10)
TR AL F B 20mg [ =) 1 100 #£ (PTP10 £ X 10)
TR AL F U 8E 30mg [ =) 1 100 #£ (PTP10 £ X 10)

. BBROME

PTP : RV b=, TAI =7 L
LAl B4 T A B

tr—: 7 AI=ULA RV F LV

%A« MR

. B - R%E

Al —mmH : o —2—/L§E 10mg, 77— 2 —/LEE 20mg, ©— 2—/LEE 30mg

Rl % . TIRREF T RNITL YU NAREZTF U T MURREZF U HV T LRKFIY),
EZNAZF N0 LK, B ZANALF T A

. ERsLEEAR
)

. HERFTAREABRUVERES

RLEARTERRRAEH B 0 2009 457 A 13 H

HKRE S TN EZF 8 10mg [ =F1] 1 22100AMX02065000
TR A B F U EE 20mg T =) 0 22100AMX02067000
TN AR T E 30mg [ =) : 22100AMX02066000

. EMBEERHEEFEAR
2009 4 11 A 13 H

REEXI(IZREM AERVAEEEFENEOEABRVZTORE
g L7

¥t

I
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. BEERR BIHERRAKRFABRUEZORE
RN

. BEETHM
RN

. BEHRMSIRERERICET 51ER
AANL, BEEHARNCEI T A HIRIZE D HAL TR0,
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16. &£Ea—F

W 7E4 HOT (9 #f1) &= Eﬁ%@%ﬁmgﬁ L7 hERa—R
I E PR3 = — R
TN A L F U BE 10mg T = Fi ) 119642901 2189012F1011 621964201
TS AL F L E 20mgl =F0) 119644301 2189012F2018 621964401
TS AL F L E 30mgl =Fn) 119646701 2189012F3014 621964601

17. RIRGTLDEE
AFNTZ WM EOBRERLTH 5,
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1. BIAX#E
1) BYHE " MESR . Vo R~y « S~ USEE 512 5 (F)I11E5) 1134, 2013
2) VA I RS HENER (T ARA X TF UBE 10mg [ =Fn) AdEEER)
3) VA IS AR (TR Z T BE 20mg T =Fn) INEEAER)
4) A IRt NER (TR ZTF U BE 30mg T =Fn) NEEER)

5) VA I ARSI HENEER (TANRZF b 10mg [ =0 SEAEEZE MR ER)
6) A I AR S HERNER (TR EZFUE 20mg [ =0 EAEZETERER)
7) A A I AR AENEE (A RA X FUBE 30mg [ S| MRS AR ER)

8) vA/ r IMNRRREH AENERE (TR T UEE 10ng =) VEHEER)
9) A/ 7 IR HENEER (T2 2 F g 20mg [ =R I HIRER)
10) A r IS HNER (74822 F U 6E 30mg T=Fn) ¥ HEUER)
11) WP TEF fl: NEW KBRS SGTH 6 it (R @ 505, 2011 J522108
12) A7 S NS HNER (TR ZF i 10ng T =R BRI 2R BR)
13) A7 NS HNEER (TR ZF i 20mg T =F0) WA R v BR)
14) A7 IANRREH HENER (ZARZZF o 4E 30mg [ =F0) AW ERRISERER)
1 5) Gerald GB, et al : Drugs in Pregnancy and Lactation 8th ed. 765, Lippincott Williams &
Wilkins, 2008
1 6) Therapeutic Goods Administration, Prescribing medicines in pregnancy database
<https://www. tga. gov. au/products/medicines/find-information—about-medicine/

prescribing—medicines—pregnancy—database > (2023/7/14 7 7 & &)

2. ZOMOSEXH
AR L
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1. ELEHNETORTIRR
(1) AA & [ —BIFNTAMNE TIHTE STV,
(2) 7 NWNRZAEZFF R o A 8FIE UL, FETHRESNTND,

2. BB T AEBRRXIEER
IR B HESMER (FDA 08, A —A T U 70454 1519
AR 2 EoEE ks, Eiw, BAES~0®5 ) OHEOFLEIILUTO LB TH
0. KFDA A —A N T VT ONFEE X RS,

<MEH LowE> Mim, Ehwm, RHRE~0RS )

(1) i SR LW D aTEEME DO B Dl N3 G- LisnwZ &, UERP O# G ICET %4
PEIZHENL L Cue, £, BiER (7 v &) TOREESR SRR Bmg/kg UL E) (2B
THOMRET T it O —REICRE OFE C G ST s, ]

()AL EG L2 by [BFER (T v b)) THAHF~BITT 2 énmEshTn
%, ]

FDA : Pregnancy category X (2008 &)
A=A NZ VT D4FE

D* (2023 4F 7 H BI{E)

An Australian categorisation of risk of drug use in pregnancy
2% pFHOME
<FDA : Pregnancy category>

X : Studies in animals or human beings have demonstrated fetal abnormalities or there is
evidence of fetal risk based on human experience or both, and the risk of the use of
the drug in pregnant women clearly outweighs any possible benefit. The drug is
contraindicated in women who are or may become pregnant.

(B E 21T FTOMHET, BERRENGEH SN TWL5E, HD W M TOREARER
JRIBA~DIERIEDFELY 6 2 % E . EIXZOW T OHET, IV 55 EARFREED b
HONERPRE NSO, Z OB SN DFANT, £ 7213 2 /TR0 & % I
ANZFHERTHD, ]

<A —AFZUTDO45FE (An Australian categorisation of risk of drug use in pregnancy) >
D : Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs
may also have adverse pharmacological effects
[t FRIEORTERLAR AR EE O AL LT, 723, I LEEbhd, £2i3Zo
IR EHER SN DHE, Zno0iTiTEz, AERFERENR S 2006 Livew, ]
XKL AT u— VIR OREICMLHARO TRIBIZEEZE Z 3 ieEnd 5,
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