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- pH1.2 (50rpm) Ti&, HEERFILOARLITE HIT 15
- pH4.0 (50rpm) Ti&, FEERFI K OARMIZE HIZ 15
- pH6.8 (50rpm) Ti&, FEERFIMOAMIT L HIZ

15

LAY 85%LL s L7-,
Sy LAY 85% LA A L7,
Sy LAY 85% LA A L7,

< 7k (5Orpm) TliE, FEAERIF KR AL & HIT 15 43 LANIC Y 85%LL Bis Uiz,

YL b, RSO HZEE) 2 ERH (A 32 F U8 10) LR LR, 2 ToORBRIKRIZE W T 1535
O LW FRIRFEERBR T A R T4 ) OHERBEIES LT,

(B H i #R)
BEHE (%) pH1.2 (50rpm) BHE (%) pH4.0 (50rpm)
100 } 100 |
80 L 80 | —e— 7322 F Naii10mg MNIG]
60 | 60 | = & = /i0F V0
40 -7 40
i _ ~—e— T 5/i22F UNafi10mg i
20 . ¢ TNIG] 20 |
0 o¥ , - = {0F UEE10 , 0 o ,
0 10 15 0 10 15
BERE () BFfE (50
BEHE (%) pHB6.8 (50rpm) BHE (%) 7K (50rpm)
100 100
—— S *Nafi r
80 | —e— 75/i2%F Na$t10mg MNIG] 80 | 77 NAXF /Nafii10mg TNIG)
- a = {07 V810 - & - AR om0
60 SERe 60
40 | 40
20 | 20
0 ¥ : 0 ¥ .
0 15 0 15

B (53)

B (53)
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10. 75 - o

(1) FENDELGER - 2K, MK LCERSR - EKICEYT H1FR

% LR
(2) A%
(F5/8X 4 F > Na & 5mg TNIG])
100 &£ [10 &2 (PTP) X 10, ®ZJEAIAY ]
1000 #£ [10 §2 (PTP) X100, FZfRAIAY ]
500 5& [TV I48, NT | WA ]
(FS5/8R 32 F > Na g 10mg INIG])
100 & [10 &8 (PTP) X 10, #ZIREAIAY ]
500 & [10 2 (PTP) x50, FfEAIAY ]
700 §E [14 §2 (PTP) x50, FfRAIAY ]
500 #& [TV 48, AT WA ]
(3) PHEBE
% L7
(4) BROME

PTP w4k

5k

PTP : RUBLE=LT VA, TAI=LE
a—: 7AI=U A RIZFLUTIFX—RT (VA
WA AT A4 b

L. TNI=TU LRI F LT IR

— K7 4 VA

[0 oy | Il b A G N

1. BRI SINIEHME
MM ER e L

12. ZDh
RZ YGRS TE e L

12




V. ARICEYSEE

1. DEXIEHE
ORI AE
OFEMEm = v AT v —/VIfE
2. PHREXBIHRICERET HFE
5.FRE XFRICEET BEE
WHORNC o 7mE 42 L, SRIE, FEEma L 27— VilJETh s 2 L 2R L7z b
CTARIOWHAZZET S L, AFNITE 2L AT 0 — /VIEN TR Ch A msEls L < Ks
T %,

3. HERUHAE

(1) BZERUVHAEROREHR
BERANSIE T T AAZFF NI AL LT 1 H10mg %2 1R E2F 2 TRO#&ES5T 5,
7R, - ERIC K VI EHERET 52, BEIEOSH AT 1 H 20mg £ THETE 5,

(2) BERUHEORTERE - B
MR L

4. REBRUHARICEETSEE

7T.RERUVAEBICEET 58

A0 CEROAEGITERNITTES 2 Z L BHRESNTVLOT, EHIZH->TE, 1 H 1[E#H
GoGE, YRBERGETDILENREELY,

5. ERERALAE

(1) BERT—321Rvr—o
MR L

(2) EREKZEEFER
MUERR L

(3) AERERFERR
ZUERR L

(4) BIEMEER

1) AREREERER
17.1.1 ENE IERR
TIGNABFF N UL REERRBIIEEE S 2 L AT n—/ VIERE 160 6% & temiEin
JEBE 508 B, ShHHIERER] 404 Flickt L, I NNAZF U RY 7 A 10~20mg/H, 1 H 1~2
Al 12 W EE G XD 80.0% (323/404 f5l) OANRIEF LT, MiEHR = L AT 7 —/UE )T LDL-
AL AT R MEOERRMETAA LN, HDL-2 L A7 o — U ED FEBR@D b, £, @il
DFY 7V ETA RICHLTHEFEARRD S 4,
17.1.2 ENEIERER
FlEtem 2 L AT v — VIE B % & TR e B 284 5, ZhALEIESER] 252 FliCxt L, 773
AL FF R T A 10mg 1 H 2[E (bmgxX2) XiIxtIEE L T2r7 Y /74077 — b 600mg % 1
H 3[E (200mgx3) 16 EMFET 2 “EHEMIEGBRAZ TR LIcL 2 A, ARRIIT I AR Z T
F RV T AEERET 76.2% (99/130 %), 7V ) 7 47T — hEGRET 32.0% (39/122 f5) THY |
BEIZT T NAZTF U U o MBSO GMER R N2,
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BIEHRBIBHE L, 772 FF o M) U LARERET 2.9% (4/140 ) TH Y . EREWEHITFRZ
2.1% (3/140 ) Th 7=, BEFEMREMIRF L 7.9% (11/140 #1]) T, LKA R 1T AST |
S ALT B5-. JREE BA-. JRIEMGHEDSS 1.4% (2/140 #)) Th o7,
17.1.3 ENEIERER
FlEtEm =2 L AT v — VIE B % & e iR e B 352 5, ZhALHIEsER 314 Flicxt L, 773
AHFF R 7 A 10mg 2 1 H 2\ (bmgx2) XIIHHAIEL LT e 72—/ 500mg % 1 H 2
7] (250mgx2) 16 @& G2 “EEMRIERBRAE FEM L= A, AHRIXT IR ZF T b
U AEEERET 90.4% (1417156 ), 7'u 7 a— VEHRET 73.4% (116/158 f5l) TH YV, AEIZT
TNALFF WU 7 ARG REORIEDN EN- 729,
RITERZBUEE L, IR EZF o MY U AR T 2.3% (4171 4]) Tholo, ERARMRAEIF
1% 7.6% (13/171 %) ToH YV, FREBARBAMERTILALT A 2.3% (4/1714]) Th-ol,
171.4 BEREIHEER 1 B1EARBRELIRELDHE)
FlEtEm 2 L AT v — VIE B 2 & e i e e B 77 i, S RIERER] 66 Flloxt L, 77 /3 A
ZF 2 hU U A 10mg/H % 1 [RIEISIAIC 12 BFE 5T 25 “EEMRERBRZE R L7-L 2 A,
MmiFwa L A7 — /L KON LDL-a L A7 a— L 3e, Y5 EHICERIIRT L, AiEEns
A 84.4% (27/32 %), 91.2% (31/34 %) TH V. WMEEMICHEZIT 21727,
BIERIZMBE CHRBL L o7z, E/o, BIRMAMERE TP 5H T 5.1% (2/39 f#i), ¥ &5HT
10.8% (4/37 i) ThH VY, FREARBAEERT I, @& G T ALT 157 5.1% (2/39 f) . & &58
CLDH L5 8.1% (3/37%1) Th-7,
17.1.5 ERENHEZRER 1B 2EE5E 1@AIREEOLER)
FIEMEm = L AT v — VIE B 2 & TR e B 208 5, ZhALEEER 171 Blick L, 773
AZFF R UL 10mg 21 H 2H (bmgX2) XX 1H 1E (10mgx1) 12 MEKEET2 _#HE
B 2 R L& 2 A, MiFRal AT — L KON LDL-a L AT —E 1 B 2 \#E5, 1
H1E#EE BICEFICKT L, AT 93.0% (80/86 ), 92.9% (79/85 i) TH Y .
WEERICA BT e o728,
BIVER R B X, 1 B 2 [ 58T 2.3% (2/8841) TH V., 1 H 1 [BHEGEETIIRE L2072,
FRARMRAE R 1T, 1 B 2 [M#5RET 3.4% (3/88 %), 1 H 1 [MHEERET 4.7% (4/85 ) TH Y |
TR REMEF X, 1 A 2 BEEETALT L5 2.3% (2/88 1) ThH-oT-,
2) REMHR
17.1.6 ERFIHEER (RUKBREHER)
FiEMEE = LU AT v — VIE R 207 6% & T @i iR fE B 484 Bl Zh BLHIERER] 417 Bl L,
TINAEFF Y 7 A 10~20mg/H, 1 B 1~2[AZfKE 15 # A £ TREYEE LR, 7o
22 FF U U LAOMIEIREI S 2Bl E N R M OL BN TR v, £ DHRHIT 87.56%
(365/417 f5l) T -7=9 19,
T2, 484 B0 H b FiRMERE 2 VAT 0 — VIIERSE 107 B, IEF MR 2 L AT v — ViiERE
77 Bkt L, &R 8 FHOBMHFHAEZITo/ofR, RIRGICBIT LTI 24 FF M) U AD
BIWE & L RMED R S iz 1)
(5) #BFE - WBHFAR
MG R R L
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(6) AEMER

1) EARERE (—REARKRE. HECARKERE. CARKLRAE), RERFLRT—4A
—RARE. REFRFTREBRAROAR
17.2.1 TR#&EAE : MEGA Study
FEEN IR B ST 28 F O BEFE D Ap W E IR ME R 2, BRSRIE+T I AR ZF o R oA 10~
20mg/ A Of FBE ST A SR B MR IS AR 2 (S EBIGHT 7, FEE R T ) 5.3 BB L 7= fifdir 5 56
7,832 BIZF\ T, BIEMEFEBSEIE L FEIE, POIME, LMSE/ZEIRBE, K OB IR IMA T AT hE 1 T D
WTNOOEBAREBOFIEIL, 7T AR ZF o F b U o AGRREE 66 6] (3.3/T A - ), RIEE
HEE 101 451 (5.0/F A « 4F) ThY, AEENRD LN Y,

2) RBEHELTERFEORNENITEEL-RAE - RBROBME
R LR

(7) =0ttt
17.3.1 MERERENDRE
AL AT o — VIERFIC ST NZREZFF R 74 10mg/H % 12 ) W?@L Z DOHIZRIZ BT
% MARHEEE R~ D2 MG LR R, IEIREOEN ediE L & bIT, ERE - /MR TTE DO S
MERD BT W,
17.3.2 MFRTAAS FRILEVICRIZFTRE
FHELESIRIIERFIC T I NRNALZF o F Y A 10~20mg/H Z#5 L, BRGHICKEEAT 14 R
NEVERIELZER, WL REEITGERD bhrnoiz
17.3.3 BB IEEICRIZTTRE
BB IMERZC T T RAXFF h Y 7 A 10~20mg/H & 12 8M#S L, IRHARE. R E %
BE LIRER, K= VAT o — LV iEfERe. IATEREEER O WIS b #5814 CREITR b zeh
ST 16)
17.3.4 MpPPERBICRIZTEE
Rl MAE 2 £F 5 BEPRIGEBE S 7 T N AZ F o R U 7 A 10~20mg/ H #5517 o 75581, fric &b %
RO 17,
17.3.5 RHREICRIETEE
i I AR 1 7Ax&%/%b)¢Aubﬁm@a 6~12 » A5 L, &GRS M
ZEDIRFHRE 21T o 7245 R, FRCBE 2R Rn-o 7219,

ot
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VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
HMG - CoA & cl% 3R [HE#
TR BEDH DB ORIEE « ZIRFIL, KRFOEBEFIRLEZRT D&,

2. ¥BEER
(1) {EFAEREL - {EFRBF

TINAEZFF MY U AT VAT a— VESCROHEESR THH HMG-CoA IZEILEE & Fr it
I OFEHIAICBEE L, tOAES BT ELZ 5 2 0, ZOERIZa VAT a— LV ARKOE
FEISC o A . /NBICEIRITH Y . M2 VAT 12— B2 HL0NC 08 I T S, M
HERE A SESE D,

18.1.1 BIF/BIRWaLRATO—ILESREEER
FIRAZFLF R T AET Y MCBNTa L 2T o — L AEARRO EEEE T 5 5 I/ g
DL AT a— ) VAESREZBIRAICIEE L, RV v ELNER 7 & et Olgies COEIXIEF 1259
Moz 19,

18.1.2 LDL RBKFHICRIZTTHE
TINALZFF N 7 AT WHHL- 73X (b NEBEER =2 VAT a— /VlEDET VE) (12
BWT, ab A7 —LOESKEZRE LIFMENOa L 27— L& %K T 87z, ZOR5E,
LDL Z A RIEMEA R L, b2y & PPN~ LDL OV A3 LiE$ o LDL-=2 L %
Tua—VEME T L,

(2) EDHERMITLEBRRE

18.2 [EH{ETHER

18.21 I NRALZFUF MU T AFRAFGIZED, A X, Y, v FoMmEa L AT a— iz
HEARTFNAR T &7 19,

18.2.2 I "\ 2X & F o+ MU U A 12.56mg/kg/H % WHHL-U VX2 H L2 A, MiFa VAT
o—/UVEITAEICIK T L, 72, 50mg/kg/H D582 C VLDL X° LDL ® =2 L 27 1 — /U{f % &
FHNIR TSRS Z L @B b 9,

18.2.3 7Y I NRAXTF U F MU U LADOERNHH TH D 3a-iso- MR D HMG-CoA RIckESH D FHE
TEMEIEF< (T AREF o F MU U LD 2%DEEM) . 6-epi-BYEKITT T NZZF o F R
7LD 80%DHEIEMEAEF T HNVETH LD, (KN TIEIRE(ED EE 2GR TH DL LB 2
iz GMEAT—%),

18.3 BRBIRFRERVEGBEBICRITTEE
TINRAEF U NY U A WHHL- U ISR OKE L& 2 A, wbIRENIRFZ OFIEHE DK
T HERMFEINED b, £, FEEAMOMERZMmE L2,

(3) eSS - B

MR L
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VI

1.

EVBEICEYSEE

mhREEOHD

(1) ARLEMHEODRE
B R L

(2) BERBEBRTHERESL-OPRE

16.1.1 EMFEHRFHEHR

(753X % F > NafE 5mg NIG])
I EIR S DA FI R SRR T A RTA 1220 T CERR94E 12 H 22 H  [ESKEH 487 )

T R2 2 F > Nadi bmg INIG) EANRTF UEEL &, ZaAd—_"—iEZL 0V EnEn 28 (7
TNRAZF o MY AL LT 10mg) fEFERRA S ISR EEIRE 0BG U T R IRR %
HE L, Bon-3EyEEe/ T A —4% (AUC. Cmax) [ZOWTHEMENT 21T > /%, mAlO4EY

SRS TR ST,

35 r
. a0 F - -
- 0 ! FFIAYF »Naibmg [NIG ]
E o951 ® [ AsOF A§ES
B - "
£ 20| iy + RS, n=30
H
B ol
5 L
0
0 1 2 3 4 a2 6 7 8
58085 (hr)
BN T A —X
&5 & AUCos Cmax Tmax T
(mg) | (ng* hr/mL) (ng/mL) (hr) (hr)
ST RAH T Na $E 5mg [NIG) 10 36.1+25.0 13.8£9.8 1.3£0.4 2.6*1.1
AT D 10 37.6+22.2 14.5£9.5 1.3£0.3 2.7*t1.3

(P FEHER 2, n=30)

IMAEFHREW NN AUC, Cmax FED/NT A —2 3, #EE OBR, (KR O BRI S - Ry 55 0 3R

R L > TERRDWREEND D,
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(FF5/8X % F > Nafig 10mg TNIG])
BIEIR B DAY FR R EMRR T A T A4 1290 T CERR94FE 12 H 22 B ESKSE 487 )

T INALF 2 Na$g 10mg INIG) & ANRNBF U810 2, 7 n A4 —"—EIC LD ZhEh 18 (7
FNAZF P P UL LT 10mg) RS A& HERE O 55 L il oR B ik 2
HEL, o a7 A —% (AUC, Cmax) ([ZOWTHEHFIT 21T o 725K, mAIO 4D
PSSR S iz 2,

3 r
a0} T e ,
3 o FFAYF > NadEl0me [ NIG
s 25 | B & AOF ELD
5 0l Fiy + FARRE, n=28
E 15 |
g 0l

5

]

0 1 2 3 4 ] 6 i a8
5O (he)

YR N T A =4

&5 & AUCo-s Cmax Tmax T2

(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
7T RAHF > Na it 10mg INIG | 10 44.1%+25.1 18.7£t12.4 1.220.4 2.7£1.0
AT U8 10 10 41.9+24.6 17.0£11.5 1.2+£0.3 2.8+1.1

() HEHER 22, n=28)

MAEFPRLEEN NZ AUC, Cmax FD/NT A —Z (3, PR OB, RIROTRIIEEL - Ry 55 0 R
R E > THRARD RN D D,

(3) &&EE
MG R R L
(4) BS - BfREOREE
16.7.1 EYHKHER
TINRAEFF MY AL, B MFI 7 e Yy —2E 0T RERBRICBWTEZETHY, T hom
— 1 P450 D4y TH 5 3A4 (CYP3A4) THREtZZ T ->7-% (in vitro),
1) CYP3AA DR ZEZI(THERIHT HEE
FINRAEF U F MY T AT, e NFI e Y —2FHWERBRICBWT, CYP3A4L OHETH D
EREESNTNDE=T 2V, AFXFPYTA TAMAT o ORBHCEEEL E 2o %)
(in vitro) .
2) CYP3A4 Z[HET 2 XAIDEE
TIRALF T MU T LAORHHL, CYP3AL ZET DA (f T 2T —b DLFTEL)
EDOPHIC LY, BEREEBEZ T R)oT2 2,
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3) L—FIN—YT1—RADOEE
TVL—=TTIN—=Y TV a—ADKERAL., 7T RXAXF T M) U LAOERYENEICAE R
R Y

2. EMEERN/NTA—4
(1) A&
BAEN-TE0/a8
(2) BAGEREER
AR L
(3) HAEEEH
AR L
(4) VUYFSVR
BAEN-TE0/a8
(5) PHEK
R L
(6) Tt
AR L

3. BEM (REaL—>ay) @&
(1) A ZE
MR L
(2) RSA—2EBHER
BRI L

4. R

FIRAZFLF Y Y AET Y MCBOTIEEE LTH, ML - s bl S iz 2,

5. 9

(1) mi&-iEEIFTEEYE
Pl v/
(2) miE-RAEEEIFEBYE
(VL. 6. (5) fhs) DOIESR)
(3) AA~DBITHE
(TVIl. 6. (6) #ZFibm) OESMR)
(4) HE~NOBITHE
Pl v/
(5) ZotoB~DRETHE
16.3.2 BIMIZ & 1T 54O

Ty FPEOA XITBWTC, TTIRNRZF o MY uhidal AT a— VERRRD AT T,

(RS D08, M, A TE e At O B3R~ D 23 A 13 6D TRy o 72 2,
(6) MREELTESE

16.3.1 MIFEAHEESE

MAEE A RIL 3% TH -7 %,
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6. fti

(1) REBLEIRUCKBER
16.4.1 BYMIIZE 1+ B8
Ty MZBWT, 7IR2EFF MY o adEE LCHECTRE, B, fad (ELLTr L%
FAAE) BT TRE SRR,
16.4.2 RRUVEHKBEWY
Rk N B 8 il [14C] I A ZF o hU U A 19.2mg RO H ARG L7ZREOJR (0-48 FF
i) KOEE (0-96 FFfE) H1C. RE(KITIRPHBISRED 29%., FEHHESHED 47.6%% 5 Tz,
F2HIT 3 a-iso- IR T, JRFFSEED 10%, FHHIHED 18.9%% H® ., 6-epi-FIEAILIR
PEED 2.8%., EHMEHEED 0.7%% 5D T2 UrEAT—4),

(2) RMICEIE5T 5B F% (CYPE) OHFiE. 5=
M ERR L

(3) PEEEMNROEERUVTOEE
Pl v/

(4) REVOFHEOERRUELL., FHELE
M ERR L

7. Bt
16.5.1 By & (T S Hkiftt
T v b A X, PATIEOTR B IR PR R B U723 =T (80%LL ) JRFPEIT 2~
18% & D iginoiz ?,

8. FSVARR—A—IZBHT S1EH
MR L

9. BMEICLSHRER
RUERR L

10. BEDERZETH8F
MR L

1. Z0Oith
MG RR L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
EIN TN

5

2. ERHABLTDER

2EE (ROBHIZEIBRELEWNI L)

21 KHN ORI LIsBUE OB O & 5 B

2.2 1 SUTEER LTV 5 ATEME D & 5 bE e O flis (9.5, 9.6 & ]

(fiah.)

2.1 REBRIZLT LHB SN TRV, AREIEG PIREUE %2 & L7EFIDNEFRD s h-o T, k
RO X I ICHE LT,

2.2 o> HMG-CoA BTl ZILEANCBWT [R5 ] Lo TWnWAH, AFIE (25 OIE|IZIER
LCHICERREST 2 & & LT,

3. MREXIHRICEET SR EEDEH
(TV. 2. ZEESUINRICEET SR 224052 L.)

4. AiERUHREBICHAET 5EELZDER
(TV. 4. HEEROCHEICEETER] 2283752 L,)
5. BEEREXRMNITEL ZTOERA
SEELEXNIERE
8.1 HoONUOENRIIEDIEAR TH 5 ABFFIEZITV, BIOEERIECE MLE - B ol DR
BOYVAI 777 2 —OBHEL+DERETDH &,

8.2 G- rfdiin AR E MG A E IR L, TRIRICKT 2 SOSN8 B LW &I G 2 k4
LT L,

6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBHE

9.1 SHHE - IEEFOHLEE

9.1.1 BFRIFWEETEDORE

R RRIED & b b W E OWMENH 5,

9.1.2 BEHOHERE HGPAMAT4—%) XIFOREEOHIEE

R ARIE S & D oo W E OHENRH 5,

9.1.3 EXMEOHEEOHRERDHSEE

R ARIE S & Do ST W E OHENRH 5,

9.1.4 ZIa—)LhBOEE

AFNFFEICH B TRB S, EHT 20O CIF#eERELZE(LIE2B8EFNW0H 5D, T, B
BRRARIED & B O W E DRERH D,

9.1.5 EFEHENEXEIZOREEOHZ8E

FREF S E (IR, 258 NEAIHEET L2285, [11.1.9 BH]

(i a)

9.1.4 ARHFNO LA, (ERHETFDIBERILEIC L D 2 & KRERGRHCEMER T

REMRE N A DT Z & IR T IRR A L FRIRAIEO B E MEHE RN LB NI Z L END
FRROISITHRE LT,
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PN E LT (EMA : European Medicines Agency) DEIKNZEES (CPMP : Committee for
Proprietary Medicinal Products) @, A% F L RIEFNDOFHEEZFIZE L COFFERSICEBNT
CPMP [, GRZHMGT 2ATOEEFHL LT HEHEIE LB 2 LT WEAF ICIEE
BehL L, BHREREED D L EE . FRIERIK TIEOBE | BEMEOFHEBUIZEDOFEED
bOBF. AZTFUXLIT 47T — b TOREEDOBAEOH 5 BE ., Ta—LhEE kO
B I2IE, AFF AT DR E AT 512 CK (CPK) fEZHIETRETH D, ] L DONE
ZERIN DT CEHFRICEEH T 5 2 & 285 LT\ 5,

(2) BHERERSE

9.2 BEHRERESE

9.21 BREREEREDHIH8E

AKRNE T 477 — FREANZDT 25612013, 0EELLE2 G20 L SN 25581200
THZE, RLEETHATIHAICIE, EMICBEERAS £ L., BRER (AR, B
&) O%HBL, CK EH., i EORF I A e ey ERITONCE Y L7 F= v A% o Sikke
DELZROTHAITEBICE G 2HIET 5 2 &, 207 BHEEE L 2 1 5 BIBUTRE N & 5 b
o9, [10.2 2]

9.22 BHEEEXITOMEROHLHE

FERUTHBURIE D EBI D% < DNEHRERE 29 2 BE CTH Y . £, BEUHBARIEICHE > TR
TR DAL O BTV 5, [9.8 ]

(fi#s)

9.2.1 Vi 11 FEICEAR EHE 2 RLEEM KRBT, X7 4 77— MUFIo HEH EOREE)
WZOWTHF S, FABE L T8ETRERnt s &t R EoEEIC [FAZR)
ROy TRAIPEFAES ) OIEZRIT Tz, Z0%, Pk 30 FEEE 8 BI¥EH - RAMAFBERE
T E L AR LR ERITB N T, BHEREICET 2 AMEMEICETE PEO LD E
FIZBTHAZF 7477 — FOPFRIZET 2IEREMEIZ OV TR S L, BReE TR
KO RE T B DA 2 ke L7 T, TIRAESR ) RO TRAGFAZE R 7o TEZEk
BEARMER) BICEBEWELBITT 22 R0 TH D Ll sz, RS A bk L E
Fp BRI ~FLH L 72,

9.2.2 1 FLL E ORI G- IR MR R EOHEN RO bie L OWMEN b 5, B EEE IR
B L7254, ERNRERENHER S5 2 LI X BB EARIESS, 427 0 B ME « JRIE
FEEL, BHEZEICELAIELELEXOND, Lo > CHEELRBHIERE IZ OBEE
D& 5 BEIHEET 558 TERBICMIEKRELIT ) R CHEEBEICR G T OILERH D LB X,
HEEMET D2 & & L,

(3) FritkeRERA

9.3 FFReESTEE
931 EELTMERENZZOBREENHIBE
AANT FITFIEIC B TR#B S0, 1EHT 20 CHSREEEZZ BT 2BEZN10NH 5,

(fif)
(. 6. (1) &OHHE - BERESO & 2 8E ] OHBM)

(4) &GEREZHT 5F
BEEIN TV
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(5) 4w

9.5 iEHF
B0 SAXIEHR U CW A RTREMED & 5 LRI T G- L7\ 2 &, o> HMG-CoA =t R EANIC B
WC, B EBRCHIAIRBOWA . ETE - BB ICKT DB R OB OEFEREOK T &R EMmE N
W SINTWD, 2D HMG-CoA ZBILEELE A EANCIB W T, 7 v MIRERSG LG AEITKRIE
OEMATE, & h TR 3 » H £ TORICIRA LIS A IR IROEREFEN S &bl & O
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AR5 PRAVASTATIN SODIUM tablet
FE - Bikg | 10mg, 20mg, 40mg. 80mg
INDICATIONS AND USAGE

Pravastatin sodium tablet is indicated:

+ To reduce the risk of myocardial infarction, myocardial revascularization procedures, and
cardiovascular mortality in adults with elevated low-density lipoprotein cholesterol (LDL-C)
without clinically evident coronary heart disease (CHD).

+ To reduce the risk of coronary death, myocardial infarction, myocardial revascularization
procedures, stroke or transient ischemic attack, and slow the progression of coronary
atherosclerosis in adults with clinically evident CHD.

+ As an adjunct to diet to reduce LDL-C in adults with primary hyperlipidemia.

+ As an adjunct to diet to reduce LDL-C in pediatric patients ages 8 years and older with
heterozygous familial hypercholesterolemia (HeFH).

+ As an adjunct to diet for the treatment of adults with:

* Primary dysbetalipoproteinemia
+ Hypertriglyceridemia

DOSAGE AND ADMINISTRATION
2.1 Important Dosage and Administration Information

- Take pravastatin sodium tablets orally once daily as a single dose at any time of the day, with or
without food.

- For patients that require a high-intensity statin or are unable to achieve their LDL-C goal
recelving pravastatin sodium tablets 80 mg daily, prescribe alternative LDL-C-lowering
treatment.

+ Assess LDL-C when clinically appropriate, as early as 4 weeks after initiating pravastatin sodium
tablets, and adjust the dosage if necessary.

2.2 Recommended Dosage in Adult Patients
The recommended starting dosage is pravastatin sodium 40 mg to 80 mg once daily.
2.3 Recommended Dosage in Pediatric Patients 8 Years of Age and Older with HeFH

+ In pediatric patients aged 8 to 13 years, the recommended dosage is pravastatin sodium 20 mg
once daily.

+ In pediatric patients aged 14 to 18 years, the recommended starting dosage is pravastatin sodium
40 mg once daily.

2.4 Recommended Dosage in Patients with Renal Impairment

+In patients with severe renal impairment, the recommended starting dosage is pravastatin sodium
10 mg once daily. The maximum recommended dosage of pravastatin sodium tablets in patients

with severe renal impairment is 40 mg once daily.

30



+ The recommended dosage of pravastatin sodium tablets for patients with mild or moderate renal

impairment is the same as patients with normal renal function.
2.5 Dosage and Administration Modifications Due to Drug Interactions

+ In patients taking a bile acid sequestrant, administer pravastatin sodium tablets at least 1 hour
before or 4 hours after the bile acid sequestrant.

+ Concomitant use of pravastatin sodium with the following drugs requires dosage modifications of
pravastatin sodium tablets:

+ Cyclosporine

+ In patients taking cyclosporine, the recommended starting dosage is pravastatin sodium 10 mg
once daily. The maximum recommended dosage of pravastatin sodium tablets in patients taking
cyclosporine is 20 mg once daily.

+ Clarithromycin and Erythromycin

* The maximum recommended dosage is pravastatin sodium 40 mg once daily.

2. BB SBKZIRESR
ERICET SiBMER (F—X SV THE)
AR HEH EOEBOHOTLHEH EA—A T U T o8 L1385,
(IVIl. 6. FsEOEFAEBTHEEICEHTHEE] OHEEHR)

Drug Name Category
F—A T YT OHE pravastatin D
(2021 4 4 H )

2% ROME
F—A NZ U7 D545 (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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