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. WD T 1 )b I RIEED T 4V 1
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_ R a—7 4 T a—7 ¢ U
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<95.0~105.0% >
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<15 %y, 80%LL k>
a8 (%) * n=3
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(&) wE (kg) 911791 13.3 13.4

K RREICHTTOEAE (%)
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<95.0~105.0%> 91180 0 01.79 99.9 0
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. PR EEEBD T 4 LI WD 7 4 LI
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T4 TEE>
WHME (%)
11801 5~102. .8~103.
<154y, 80%LLE> 91180 93.5~102.7 80.8~103.0
a8 (%) * n=3
©95.0~105.0%> 911801 101.41~101.79 98.26~99.09
(&) wE (kg) 911801 16.5 6.3

Ko RTRBICHTOEAE (%)

OTNNRAETF 8 30mg [NIG) #EAEE IR E 60 7 Lx-hr [KUER]

AEBRIE H by R IR
< k> ” BRI 60 /5 Lx-hr
PEAR i .
. REBD T 4 )L WREEAD T 4 IV L
<UD T 4V ITa— 911801 (Kgéw . N N /f?%@w N ! Sz
e a—F 4 T a—7 1 T EE
T AT RE>

WHIME (%)

911801 93.5~102.7 92.9~101.9
<15 %y, 80%LL k>
P=N x —_
S (%) n=3
911801 101.41~101.79 101.67~102.30
<95.0~105.0% >
(&) wE (kg) 911801 16.5 15.3

KRBT D EAE (%)
7. ARERUBREOREN
A L7220

8. MFlENEEEL (MELFHELL)
AZM L7g



TR 2
< T NWRAZF UHE 10mg INIG] >
BAREIR DL FRIREMERRTA 87 4 VEO—MBIEIZ DWW T CE 18 4F 11 A 24 H JERHK
HFH 1124004 75)
RS
RE . AR wHREERE N FUWE
iR K ORI : 50rpm (pH1.2. pH4.0. pH6.8, /K). 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) Tli. EEUERIKIA 120 432 81T 5 IR R D 1/2 O VR R 2 /)31 S
FBUNTAR S OIFLIEE TR E A O SV R 9% OFEIFHIC S o 7243, 120 /3 ICB VTR
O SR HH SR I AT HE R 0D SRV HH 38 = 9% D PRI 22 7 o 72,

- pH4.0 (50rpm) Tid., FEHERIFIIL 15 43 LA 85% L BIAH L. 15 43281 B ARG D
B H SR A ME R D A5 R £ 15% D FEPHIC & o 72,

- pH6.8 (50rpm) TiE, FEAERLAIE L ORI E 12 15 0 LANIC T 85% L BRI LT,

7k (50rpm) Ti, FEHERIAIR L OARMIE & I 15 23 LANIC ) 85% LA BiAH L 7=,

- pH4.0 (100rpm) TIE, 15 F3IT351F D A D LA H 32 3R HE B 0D SR HH 3 - 15% 0D i P
W22 o T,

YL b RO 28 2 R HERA] (o —a—/L8E 10mg) & e L7z . pH4.0 (50rpm) . pH6.8
(50rpm) . 7K (50rpm) DOFRMITINT TEWERREMERERT A R T A ) O¥EEEES

L7z,
(B il R)
BHE (%) pH1.2 (50rpm) BEHE (%) pH4.0 (50rpm)
100 F 100 |
—— 7L/ Y25 F #§F10mg NIG] —e— 7L/ YR FF 4§F10mg NIGI
80  — & —p—2—)L§E10mg 80 [ — 2 —O—a—LE10mg _p = = =
60 60 | -7
40 + 40
rd
20 | o == =tm == == m - A 20 | ’,’
0 L‘ 1 1 1 1 0 b 1
0 30 60 90 120 0 5 10 15
B () e ()
EHE (%) pHB6.8 (50rpm) EHE (%) 7 (50rpm)
100 | 100 }
80 80
60 60
40 40
20 ’f —— 7L/ AARF F10mg TNIG) 20 2 —e— 7L R F 4EF10mg TNIG)
= # = 0—J—JLF10mg 2 = = [0— 23— JLF10mg
O L! 1 1 1 0 L! L 1 1
0 10 15 0 5 10 15
BEfE () iR (4
EHE (%) pH4.0 (100rpm)
100 r—e— 7 L/iZ&F /4HMOmg TNIG) _ _ - A
g0 [—=-0 —j—hﬁmmg’ A
60 | -
a0 |
20
0 r¢ .
0 10 15
IR (49)
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< T NWRAZTF FE 20mg INIG] >
BREIR DAY FRRSEMRBR T A BT 4 VO IEIZSWT CERk 18 4E 11 A 24 A IRAH
A 1124004 5)
B S
i AR RHRBRE S RUE
[Blfin % & ORBR K - 50rpm (pH1.2, pH4.0, pH6.8, /K). 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) Ti&, HEHEREIN 120 /532810 2 FEHED 1/2 O FEEHFEZ R TR KL
OV 120 431238 T, A h O SR R 3 R ) 00 SRR HH 38 + 9% DR IZ 22 v o T,

- pH4.0 (50rpm) Tix, fEAERHFIOFIIIEHZED 60% & Y 85% D 2 RESIZRB VT, AR
Py SR I AT HE L) D SRR R £ 15% O FPHIZ 72 D o 72,

- pH6.8 (50rpm) T, FEAERIFIIS L OARMIT E HIT 15 S LAIPNIC T 85%LL FIEH Lz,

<K (B0rpm) TiE, HEERIAR L OARSIZE BT 15 23 ANIC ) 85%LL BIRH L=,

- pH4.0 (100rpm) TIE. 15 S3IZI1T D Ak O YA ER H =R I A HERLE oD SR HE =R+ 15% 0 i [
2o T,

PLE, REOEEFE) 2 EERA] (0—a—) L8 20mg) &g L7=FE%R., pH6.8 (50rpm). /K
(50rpm) DOFEMFITHNT TEYFERIENERBR T A F 74 2] OHELEIES Lz,

(B H R
BHEE (%) pH1.2 (50rpm) EEE (%) pH4.0 (50rpm)
00 e L1245 #20mg TNIG 100 ¢ L
80 F— = —0O—3—L§20mg 80 | -="
60 | 60 |
40 | 40 | A
20 | g—-ﬂ-—,ﬁ--ﬂ.._-_ﬁ.____f_\ 20 | ,’ —— VAR TF EF20mg TNIG)
0 . . . . 0 = = — 0 —J—/L§f20mg
0 30 60 90 120 0 0 20 30
BEfE () B (7))
BHLE (%) pH6.8 (50rpm) BLE (% 7K (50rpm)
100 | 100
80 | - 2= 80 |
60 | p 60 | ,
s 4
L L rs
40 Ry 40 ,
20 o, —e— TR F ER20mg TNIGY || 20 | —— T/ IARF /EE20mg TNIG)
— =0 — O L5 - = = O— 31— /L#E20
0 o* - = — 0 — 3—JL§20mg 0 Lz . mg
0 10 15 0 10 15
BEE (40 BEfE (430
BHEE (%) pH4.0 (100rpm)
100 - —e— 7L/ 2% F EE20mg TNIGI  _ _
g0 |==-O0-—a—#20mg _ A=
- - -
60 |
40 | e
4
20t -
0 1¥ :
0 5 10 15
B ()

11



< T NWRAZTF FE 30mg INIG] >
BIEKBOEYFOFEERR T A R T A VO ERIEIC OV T CEAR 18 4F 11 A 24 B KB
A 1124004 5)
B S
g BARIERSG  BWHRERE S RE
[l ORI : 50rpm (pH1.2, pH4.0, pH6.8, 7/K). 100rpm (pH4.0)

CHIE]

- pH1.2 (50rpm) TiE, HEAERFI 120 /32T 5 FEIRHERD 1/2 O R R E2 7§ i &
U120 S8 T A O SR H S TR E LA O SRR 2 = 9% ORI 72 v o 72,

- pH4.0 (50rpm) Tid, FEHERF| O FIIVE A 60% M O 85%FF3T 0D 2 B fIZ VT, AdhD
P HH SR A ME BRI D SR R £ 15% O FGPHIZ 72 Do 72,

- pH6.8 (50rpm) Ti, FEAERAIF JUOARERIT & I 15 53 PANIC ) 85% L Eva L7z,

<K (B0rpm) TiE, HEERIAIR X OARSIZE BT 15 23 LANIC ) 85%LL BIRH L 7=,

- pH4.0 (100rpm) TIL, 15 43IT351T D A O A H 33 AR MERLA D SRR HH 3 £ 15% D Hi B
W22 o Tz,

YAl RSO FE) 2 R ERA] (2 —a—/LEE 30mg) &R L72#5 R, pH6.8 (50rpm). 7K
(50rpm) DFRMITINT EWFIREMRER AT A KT A > ) OHEEEICEAE LT,

(P& H i #R)
EHE (%) pH1.2 (50rpm) FEHE (%) pH4.0 (50rpm)
R FILIY AR F $E30mg TNIG] 100 ¢ -
80 = % = O—3—JL§#30mg 80 | ---
60 60 | P
rd
40 40 | ’
9 L= =l = A e m el Ly 20 | A —— 7 JL/IRAEF /E30mg NIG)
=+ =0 —3—JL%30mg
0 L 1 1 L 0 L 1
0 30 60 90 120 0 10 20 30
el (53] B (41)
BHE (%) pH6.8 (50rpm) BEE (%) 7K (50rpm)
100 F e 5Lt AR F 4i30mg TNIG] 100 T e S8 mF Ui30mg TNIG) _
80 [- = -O—J-Lifsomg_ - 87 2 80 [ == =—0-2-L30mg_ "
60 - 60 | -
40 0 |
rd
20 20 | -
”
0 1 : 0 ry : .
0 10 15 0 5 10 15
B (4 BFRE (430
HEHE (%) pH4.0 (100rpm)
100 F —e— 7 L1 i % F /8830mg [NIG -
80 | —+—=O—O—L#30mg AT
-
60 |
a0 |
20
0 r¥
0
BEfE (4

12



10. B -aF
(1) FRMIRELGER - BF. NEI/RKRLER - AEICEHATLHER
% LR
(2) A%
(IR 2 F i 10mg TNIGD)
100 8 [10 8 (PTP) X 10, #ZERFIAY ]
(ISR 2 F Uk 20mg TNIGT)
100 & [10 &8 (PTP) X 10, #ZIREAIAY ]
(ISR B F ik 30mg TNIG))
100 & [10 &8 (PTP) X 10, #ZIEAIAY ]
(3) PHEBE
% L7
(4) BROME
PTP : RUEbE=/L7 4L A, TIAI=LE
Eo—: 7AI=UL - RKIZFLUTIF—FT 4L A
Rl AT A

1. BRI EIhZEHME
MM ER e L

12. ZDh
MG ST L

13



V. ARICEYSEE

1.

2.

3.
(1

PEX PR

VAT —)VIE, FEtE 2 VAT a—) VIiE

MEEXIIHRICEET HEE

5.MEEXIRRICEET HFE
BEHORNC DB L2 £ L, ma L A7 m—/VlE, FEESI VAT e —VIETH D Z &

ZHER LT ETARIOBEH Z B R 5 2 L,

(i)
BHRIEFEOHEYIENR A VAT 0 — )VIEIRIR O FEARTH Y | HN 0% 5y 7ol 2 IR kE
I D7 ITERE LTz,

RERUVRAE

) AERUVHEORS

TNNNRAHEF oL LT, @, RAIZIE T B 1Y R% 20mg~30mg #0595,

7K, BEHIX 20mg XV BASA L. AFE - SEIRIC X 0 EHEKT 523, EAEOH AT 1 H 60mg £ THY
BT&5,

(2) AERVAERDOHERE - 178

(1

B R L

. RERUVARICEEYT 53R

BRE I TV

. ERER AR

) BERT—4/1\vHr—
B R L

(2) ERERZFEHER

AR L

(3) AERBRREER

DR L

(4) BREMIELER
1) BHEREHER

(BRERARITH TILKTORBRERETHY . REITORRITIToTLVELY,)
17.1.1 EREKIE 118K
FEEEa L AT e — VIIERE Z G I L AT o — VIERE 2R E LA —7 B (v
NAHFF L LT 20~40mg, 1 HY B 10D 12 8EEE) (2B 26880 1%, 82.1% (243/296)
Thotlz, MiERalL AT o — ik PN LDL-2 L AT a— U HEOERLRK T, HDL-2 L 25 1 —/)L
BEOEF KO 150mg/dL A EOEED U 77U &Y RMEIZR L THIE TERARRD b7,
LAMEIZBE L CIE, 318 filH 14 5] (4.5%) 2 28 EOEWER B3RS b, EREWERIL, Ko 2
f (0.6%) . 52 1 (0.6%). % 2 FEK 2 1 (0.6%). 2 21 (0.6%), HE V24 (0.6%) % T
boto, £z, WEEMBMETIZ 24 6] (7.7%) 1RO i, ERBFERAEMERFILALT L5 12 1
(3.8%). y-GTP L5H 11 (3.5%). AST L& 84 (2.6%). ALP & 8 (2.6%). CPK -6
 (1.9%) S Tho72?),

14



17.1.3 ENEIERER
FiEtEEma L 27T o — VIEREZ S ma L AT e — VIIERE 2GR E LI RED &
BB ORE SR TN ZRE F L OF FRMERTRD b,

RUWERZBLRIL, A& F U8 (LUF, XU B LR T 20 FiH 4 4F (20.0%). 77 EARHET 20
B 51 (25.0%) ERIRECh o7, EARRNWEMIX, XU B CHEBAMRE 2 14 (10.0%) ., (ERMEH
11 (5.0%) ., #E 11 (5.0%) THY ., 77 R CHEMER 11 (5.0%) ., SRMER 114 (5.0%) .
FEREE 14 (5.0%) . #KE 14 (5.0%). PRSI 11 (5.0%) Tholo, Fo, ERRMRAMRE RS
1% XU BET 20 filH 17 ¢ (85.0%). 77 &AREET 20 B 12 4 (60.0%) ThH o7z, E/REGKBRTAE
E AT XU B T AIMmERERED 2 4 (10.0%). ALT E5- 2 (10.0%). Ca E&H 2+ (10.0%). /&
B (AmER BEH) 24 (10.0%) HTHY., 78R FETALT EF 24 (10.0%). LAP L& 2 4

(10.0%) EThot=?,

17.1.4 ERETHERER

FiEtEEma L 27— VERE A S E I L AT o — VIERE 2R L LEBERE0 —HE
R ELEGRBR OFE R, T AR R EZF o O FAENED bz,

RWERIZEBIRIL, XU BET 175 il 11 7F (6.3%). 7'I "2 ZF U ff (LA, CSHE) T 178 ffil 13
1 (7.83%) ThoT-, FREWEMIZ. XURTHE 14 (0.6%). B 114 (0.6%) ., &iT 114 (0.6%) .
FOLOIL 11 (0.6%) . EHmEFEE 11 (0.6%) FThHY ., CSHETIL LM E /21X HHMAPIE 3 74

(1.7%) . EHAEW 11 (0.6%). HO5iL 114 (0.6%). & 14 (0.6%). MU 114 (0.6%) .
e 11F (0.6%) Th-olo, E/o, ERKMRAMEER L XU BT 175 fid 54 £ (30.9%) KU CS #
T 178 Bt 20 14 (11.2%) T o7z, LR EFRRRAE R 5L XU # T ALT b5 11 14 (6.3%) . v -GTP
k5 (6.3%). ALP L5 91 (5.1%). AST k-5 8 (4.6%). LDH L5 6 1 (3.4%), CK L5 3
 (1.7%) %<Hv, CSETCK LH 5 (2.8%), ALT L5 4 (2.2%)., LDH L5 3 {4 (1.7%)
MTHoT20),

2) REHHER
(RERARITH TILKTORBRERETHY . REITORRITIToTLVEL,)
17.1.2 EREREE I HEER
FiEEE oL AT o — VIGERELZGvEa L AT o — VIGEREZ XS L LicA—7 8k (71
NAHFF L LT 20~40mg, 1 HY R 1 [l 52 #HE#EE) OFER, 7 RRAEZTF o ORITES
WM 4208 L CHEFF S, £ OFRIERIT 90.6% (192/212) ThH o7,
ZAVEIZBI L CIE 217 6119 8 4511 (8.7%) (2 9 R DRIER 2358 8 B LTz, /e BIVE AT Z 24 (0.9%)
Fa>1F 2 4 (0.9%) . FOREIREE 11 (0.5%). BAEVE 114 (0.5%). 2 11+ (0.6%). MIH&HL 1
f (0.5%) S Tho7-, £72, BFEREMRTIT 9 B (4.1%) ICRO S, ERBERREME I
ALT E5 31 (1.4%). v-GTP &2 (0.9%). AST L5 2 (0.9%). ALP L5 1/ (0.5%)
BT o120,
(5) #BFE - WEBAIFAR
17.3.1 EEEICH 1T 55
ElE 2 L AT 0 — VIIEBFIC TV ARA L F L LT 15~30mg/H 16 #M&Z 5217 1-f5%., <
DENFRIL 89.7% (35/39) Th-o7=7,
17.3.2 BE - WEARER
AEAAEEL, AR, i A7 v oA RARE R OBERBNC KT T OV TR LR R, EEELE K&
FEE 7o le, Fio, FERFE, BIEXIIHRVESIFICB N THRI L AT e — L2 FEICIK T &
B, AOHEICHEREL MITTZ L3R m®) 18,

15



(6) AEMEHR
1) EARERE (—REARKRE. FECEARKRE. EARELERAE). RiERST
—RRE. RERFTREBRAROAR
U ERR L
2) RBRFH L LTEREPEOABRNITEIE L-AE - HROBME
L7
(7) £k
PR

#T—4~

16



VI. EMEBICEYSEE

1. REPHICEAESSLEMX T EaMEF
HMG-CoA 1z el 52 FH % Al
EE  BED D LB ORIEE « ZIRFIL, KRFOBRMNLELZZRT DL &,

2. ¥BEER
(1) {EFAEREL - fEFRBF
TNNRAEFrF MU AT, 2V AT e — VAERKROBEEEFE ThH S HMG-CoA iEIul%FE % Fr
BN OB AMICE L, RICFCBIT a2 L 27 e — LA E T 5, ZofE%E,. Ifo LDL
SARMIEMEN R L, 550 LDL OB IAZZHIN L, {4 LDL BEME 95, ZOEMIT,
MarzFo—, LDLalLA7Fo—LOEFE LTHEShL Y 18,
(2) EDHERMITIEBRRE
18.2 A LR TO—/ILABBEEER
TNANRAZFLF R AORKRAOBGIZEY, 2L 270 —LARO EEERChHIFE T2 L R
Fu—LARERBO LR (T v b)),
18.3 FRICH T3 LDL ZRGEHEICRIZTTRE
TINSALFF ) U AE, T LDL Z B RIEMEZ 58 L7z (Hep Ge i . WHHL v %%
YO, Fio. AZAKROESE (Hep G ») . mRNA £ (WHHL 7% 1%) OHMNR
HiL, TNANREF N K D LDL Z FERE OB R~E STz,
18.4 MEFa LA TRA—)LIETER
TNNRALZF o R T LAORAFRGIZED iR = L AT e —/L KN LDL 22 L A7 m—/Li3
AEPOHEKRGFHICIKT LAY (WHHL 7 5%),

(Hep G2 A8 : & Sl A ueR)
(WHHL %% : b NEEMEE 2 L AT 0 — LIIJEDE T LEY)
(3) ARG - FFHeSMH
R L

17



VI. EYERICEI SEE

1. mMPREOHTR
(1) ARLEDLGOGRE
MR L
(2) BREBRTHERBSA-OPRE
16.1.1 £PF MR F1EHER
(ZILINR 2 F U 10mg TNIG])
BIEIEIR L DAY R RV SRR T A BT A > (CERE 9 4E 12 J 22 H B 487 SHIH)

TNNAZF 4 10mg INIG) & m—=2—/L§E 10mg Z, 7 1 A4 —"—ikIZ LD ZhEh 18
[FNANRAEF S FY o aELT10.53mg (7 /LR ALF L LT 10mg) ] @R A B I
AR O &5 LT R ERREZRIE L, S oniEyshie 7 2 —4% (AUC, Cmax) (T
DT 90%(EFE X IS CHREEHIENT 24T - 7245 5. log (0.80) ~log (1.25) O#HIPHNTH Y . i
HI D AW AR DS HeRB S 7= 1),

100 -
sl T o FNAF T 5 10mg [ NIG
E e O—T—LE 10mg
E 60 by + B, n=15
g
H a0 |
0 o o
0 1 2 3 4 5 6 T ]
5 H oM (hr)
IRMBNAE N T A — X
5 & AUCos Cmax Tmax T
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
TIVISAH F B
10 59.5+17.3 63.01t25.0 0.63£0.27 0.65*+0.25
10mg NIG]
o — o — LB
10 65.31£25.2 68.0+44.7 0.73%£0.29 0.80%+0.71
10mg

(P EFRAERZE, n=15)

MR NZ AUC, Cmax 5 00/37 A — &3, #BRE OFRR (R OLRHEH « B 5 075k
R K> TERRDAREMEND D,

18



(ZILINRZ F 8 20mg TNIG])
BFEEIR L DB PR SRR T A R4 (CERE 94F 12 A 22 H EIKES 487 BHIW)

TNNASTF B 20mg INIG) v —a—/L§E 20mg &2, 7 0 AL —"—JKIC LD FNEi 16

[TNNRAZFF FU T AE LT 21.06mg (7R AXF L LT 20mg) ]| fEFERL A B F12H
BHRERE OGS R LRREZIE L, 5oz Bt 7 A —% (AUC, Cmax)
22T 90%15 #E X VA THERHIENT 24T o 725 . log (0.80) ~log (1.25) DOHIPHNTH Y |
WA DAY I [ S DS R S f= o),

Bm -
L O DTN AY T 2B 20mg [NIG
T‘:] e 00— —ILEE 20mg
E ol EE) + PERREE, n=16
% 150
% 100
al
0 o o
0 1 2 3 4 5 6 7 g
5 bR (hr)
HRMENHE N T A — X
k5 & AUCo-s Cmax Tmax Tz
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
TIVINA R TR
20 161.7+49.4 173.2+84.4 0.72=+0.39 0.83+0.22
20mg [NIG|
7 — a2 — )LEE
20 155.7t44.1 171.5+80.1 0.69*0.27 0.82+0.22
20mg

(P E=FRAERZE, n=16)

M AEPHR AN NZ AUC, Cmax 5 00/37 A — &3, #ERE OFR (R OEREAH « 55 O #ER

R L > TERRDFREMEND D,
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(VISR Z F 8 30mg TNIG])
HBIEEIE L DLW LR SRR T A R4 (CFRE 94F 12 A 22 A ESKES 487 BHIW)

TNNRAHE T 8E 30mg INIG] L u—a—/LEE 30mg 2., 7 B A4 — N—iBZ L ZhEh 18
[FANZEZFF R A E LT 31.59mg (7A/8ZZF L LT 30mg) | MR A B FICH
HEREA®ES L PR MRREZHE L, o7 Ey#g 7 A —% (AUC, Cmax) (T
DUVNT 90%[E FE X A IS TREGHIENT 21T o 7o fE F:. log (0.80) ~log (1.25) DOHIPANTH V| i
DAY R RSN S i),

E{:] ~
— 400 + o 1 FNNA ST EE e [NIG
g ® : 00— 22— L 30mg
EET T P, n=28
B
100
0 - —0 o
0 1 2 3 | 5 6 7 8
5 P (hr)
WY EHE N T A —H
kE5 & AUCo-s Cmax Tmax Tz
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
TIVINA R T BE 267.2 296.8
30 0.73+0.31 0.92+0.27
30mg NIG] +109.2 +195.3
o—a— L& 262.6 294.2
30 0.631+0.24 0.95+0.29
30mg +102.8 +174.6

() HEHER 22, n=28)

MR NS AUC, Cmax 50035 A — & (%, WBRE ORIR A ORI - BRI o35k
ST K - TR DATREMEN S 5,

16.2.2 REHFERFOEREMLE

TERERR IS 7 LR 2 2 F 0 & LT 20, 40mg ZZ2fERE U3 B%IC 1 B 1|, 7 HRRO#EG L&
X, MR ORZBICREE OB ERIBIZFE S EFITRRO o7, £, FIRROEREE 5%
DIEMBIE T A —Z [ ZFIFFALETH Y . ERIEITRD bR 7220,

(3) thEl
MR L

20



(4) BE - ftREOTE
1) BEORE
16.2.1 BEDOEE
ek, BERANC TN ARALZF L LT 10mg & 7 1 A A — N—iETZEIER K OV 30 45 Hila]
BOEL Lzl 2A, RAOWLED D OWNGHEE T RFIZL W EELZITEIET 508, 47T
RATEV T LI L Vb DB N2,
2) D3R EE
(IVIl. 7. MHEAEH) OEZH)

2. EMEERONTA—4
(1) BifAE
LR L
(2) WRUREEER
AR L
(3) HEREEEH
M PR L
(4) PYVF3532A
AR L
(5) HHEE
AR L
(6) £t
M PR L

3. BEM (REaL—ay) @&
(1) BIAHE
MG R R L
(2) RSA—REBHER
MR L

4. R
(TVI. 1. (4) B - FHROZE ] OESR)

5. 9

(1) ik -FeiBE P& @ tE
Pl v/
(2) Imi&k-RadkEarE &
(TVIl. 6. (5) iftm) OIHZH)
(3) Ait~oBiTiE
(IVIl. 6. (6) #lta) DOHESM)
(4) HE~DOBITHE
MG R R L
(5) ZofioBm~DBITHE
MMERR L
(6) MBFEAKSE
MG RR L

21



6.
(1) REEBEIR UCRBRER

16.4 1% 35

TNNRZEZF AT MFI 781 Y — M2 X0 IKEBLE LR O A Y 7' 1 e bR~ &G &, Kz

LR OWiA Y 7 e EABICIZE L LT CYP2CO S LTW5 2, [10. ]
(2) REHICEAET 58% (CYPE) OHFiE. 5%

AAFNTEIC CYP2CY TR#t a5, [16.4 ]
(3) VEEEHNROERRUVZTOEIE

BRI L
(4) REVOFHEOERRUEELL, FHELE

AR L

7. Bt
R AIZ SH- 7 VR A X F 29 R U 7 A 10mg % ZEfERFHAAIRE D 4% 5 LU 7= B, %5 120 B§ff#% £ C
WCEHBEIZIR T 5% M V3 92% Bk & 722 UEADT—4),
T, BFERAC T AV RAZF L LT 10, 20, 40, 60mg % ZEFHFICHAIRR OB L7ZBEORE
EARD IR F g1, e 5-1% 12 FE £ CIIREHR T L, & 5% 24 £ COPRMIERITE G- &0 0.02%
DLFThHo7-29,

8. FSUARR—E—IZET HIEHR
MR L
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2.3 s IR L CW B RIEEME DO & 5 et K OMZ s 9.5, 9.6 SR ]
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6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESOHIBE

9.1 AHHE - IEEFDHLHEBE

9.1.1 BBHMBEND oDONPTVEDHRENRHIUTORE

(1) HURIFEREAS FE O B3

(2) BEHEOHER YA a7 o —%) XIZOFEBOH 5 BH
(3) FAMEOMIEEZEOBERED & 5 B
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(5) /ME%. B OEWES

(6) EEJEZRREHT. PR K OVEE AR B L
(7) v bu— L HiER TANADD % BE
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91.2 EEHFENEXTZOREEOHSB8E
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V. FETo. BRUBRURIEIC o TRBRBEEREREEN DL DN D Z LD 5,
9.22 BHEREEREEDHLIBSE

KHN &7 4 77— FRFEAZ T 2551203, BR LD EFRV S 258120 A 0
T 52 &, B BHEREREAL A 1 O BT RARIE D B b o T 0, R 25T 0T 256812,
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2 RERURS R ARE D FIEREFF O NI 52> TiX 22y, fifaEf o a L 27 v — LG KT,
A = e 7 > AR NI X2 FAl SO AR E O E S FK & & 2 5 Tn5, BRIAT
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11.1.4 JFREREREE OFBIBEF X 6 22 TIXA WD | RFNI ISR CIER L, F72# s s729
MHREZ BAL S DB ZENNH Y . FToAFN KT 2 AR OIFHEREEE N E 2 bl d, K
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X, BEMERICEYTSRE
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1. RS
TNRALF EE 10mg [NIG) | AL SR G
A TNSARF 8 20mg INIG) | 7)) HEE - EMSEOLSTZEIZ XV ERT
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AR - 34
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TIVINA R F U bE 2022 4 2022 4F
TR n I

30mg NIG] 12H9H 12H9H
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AR ANA

10. BEERR. BIEERLARERARUVZEONE
LR
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AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,
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Eal 2Fo—VIIE, FREEI VAT —)L | ZARZREZF L LT, @E. RACIEZLIA RS
HIJE AH%20mg~30mg&E R & 545,

ek, FHII20mg X W BALA L. - ERICE Y
T EH T 228, BEIEDHE 131 H60mg F TH &

T&E 5%,
<DailyMed (USA). 2022 4 12 H 5>
4 X
ey Novartis Pharmaceuticals Corporation
W44 LESCOL XL- fluvastatin sodium tablet, extended release
HIFE - itk | tablet, extended release : 80 mg
INDICATIONS AND USAGE

« Hypercholesterolemia (Heterozygous Familial and Nonfamilial) and Mixed Dyslipidemia
+ Secondary Prevention of Cardiovascular Disease

DOSAGE AND ADMINISTRATION
+ General Dosing Information

Dose range: 20 mg to 80 mg/day.

LESCOL XL can be administered orally as a single dose, with or without food.

Do not break, crush or chew LESCOL XL tablets prior to administration.

Since the maximal effect of a given dose is seen within 4 weeks, periodic lipid determinations
should be performed at this time and dosage adjusted according to the patient’s response to
therapy and established treatment guidelines.

For patients requiring LDL-C reduction to a goal of > 25%, the recommended starting dose is 80
mg as one LESCOL XL tablet administered as a single dose at any time of the day. For patients
requiring LDL-C reduction to a goal of < 25%, a starting dose of 20 mg may be used.

+ Adult Patients With Hypercholesterolemia (Heterozygous Familial and Nonfamilial) and Mixed

DyslipidemiaThe recommended starting dose for LESCOL XL is one 80 mg tablet administered as
a single dose at any time of the day.

- Pediatric Patients (10 to 16 years of age) With Heterozygous Familial Hypercholesterolemia

The recommended starting dose is one 20 mg fluvastatin capsule. Dose adjustments, up to a
maximum daily dose administered one LESCOL XL 80 mg tablet once daily should be made at
6-week intervals. Doses should be individualized according to the goal of therapy.

- Use With Cyclosporine

Do not exceed a dose of 20 mg twice-daily fluvastatin capsules in patients taking
cyclosporine.

+ Use With Fluconazole

Do not exceed a dose of 20 mg twice-daily fluvastatin capsules in patients taking
fluconazole.
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Drug Name Category
A=A ST VT DIIA fluvastatin D
(2021 4F 4 A #5R)
2E  PEOME

F—A2 57 U7 D45 (An Australian categorization of risk of drug use in pregnancy)
Category 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. Accompanying texts should be consulted for
further details.
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