2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A 2025.12.03

VIATRIS aéﬂE@)@, 10 mg, 20 mg, 40 mg, 80 mg
(chE 2wl 2 bR 2454k 51 2)

Lipitor® Tablets 10 mg, 20 mg, 40 mg, 80 mg (atorvastatin

calcium trihydrate)

[958 FFe] &3]
o TR

10 mg: 14 (103.00 mg) <,

o} E EnlAEtE 24 A4St (OPE 2 HFAERE 0 24 10 mg) (EP)......... 10.85 mg

20 mg: 1 4 (206.00 mg) <=,

olE ZnlAelel g A stE (ol EEZrAENE 9 24 20 mg) (EP) ......... 21.70 mg
40mg: 174 (412.00 mg) =,

SLEENIAEIRI A E ArstE (OFEE2vAEIE 02 4 40 mg)(EP) ......... 43.40 mg
80 mg: 174 (824.00 mg) =,

olEEutAetel Z A3t (oFEEnAEIE 0 24 80 mg)(EP) ......... 86.80 mg

o HIMA: mAAAERQ A Aol ALY g, AHWEE FA, L 3=go] 3] A(YS1-
7040), FEFsE, AR2EWMRAUER, Bz ZE k2o

HEEATRZANER O~
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2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
e d: 2025.12.03

2. IAEF
1) ¢y IZH=HELFIZAT 715 2 nrEy) 2 53E(E9E)
o] 4+ %] A & = (Fredrickson Type lla 2 lIb &) x| A45%¥ & ZFd|~H =, LDL-
FHl2HE, olx-B w¥, EgagAetels FXE  FAA7]a,  HDL-
ZH2HEXE S7HA7IE Aola e H A

2) Aolawel A wge A e Uy o AWEITIRHALZ
(Fredrickson Type III)

3) €4 Eg=gAge]l=rt 45w A} (Fredrickson Type IV)2] 2ol @ w27

4) TRAYE 7H5E 1FU2HEET Y & Fdl2HE, LDL-EFU2HEAE

al
t}2 %A A skA| (e, LDL-apheresis)ot ®H&3}AY, th2 A3

3. Holaydx EFsa ™3 ot 7|Edd HABH= FEF 15H
LZH2EHEEELS /MR 10~17 A9 2ol A A 24 o]F 9 #Ah)9
FZ292EHE,LDL-ZH2HE, o} X-B Y FX & ZLATE Holag e BEA

1) LDL-Z-g 2 H =] o] A3 190 mg/dL °]* (= 190 mg/dL) o] AY

2) LDL-Z# =8| Z0] o 43| 160 mg/dL ©]4 (= 160 mg/dL) ©]iL

< @IEA -40mg &80 mg
1. e AR A g N84 FA
1) BB A Aol U@ 94H FAL glod, BEEY g Ade

)

CEAE 22 (55 A o, F, 3L, HE HDL-Tol2H B
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3)7}<: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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29 EFH -10mg & 20 mg
olEEHIAEES Fod B FoFd e e FHZHE ASHAES stofof

b, sE % olRui gAEd Al Ferd 4 gt

ol

1 9 1 3] ofE2nl~Elelog4 10 mg ©|v, ¥ %S LDL-
FU2HEA A7 e HE 4] A1 9 1 3] 20 mg B 40 mg (45%
27 aqtE e Aol @ddhow AlAE 4 gl o
°FS- 19 13] 10 mg~80 mg & &FW Y2 Foldir),
o] ¢fo] %238 E FAEHFE AuHE 2 vHg 55 1Ysto Ao A
wpet st ofof she, Fo Az B/ES &FAG -, 2~4

s, oo weh §3 Yok k.

Age) BEE LDL-2A2HEAE AsA7E Aolnz, Aael A% 2 A2us
H74A LDL-Ze~HEAE ol fab AL AGHT. Tk, LOL-Zel 202 £AE
g F P Al ARWSS U] s F FezHE FAE
A

L EYRE A5 nzd2dEdE 84

o]

2
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Folgare el Bl

)
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}7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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}7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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}7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A 2025.12.03
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oF3tAZ 4= Qtf. o] oF2 o]t AE|o] FAlol A FoJsA AL oF Jhcl
TS o8 FES e ok FE S0 FREAY ofsE A9 Fo s Fdok

sh},

6. A5 3L

1) Z=st CYP3A4 AA: o] <> CYP3A4 o] <3t diAtet. gt
CYP3A4 A|A|¢} o] ofe] W& ofEEnt bRl 94 w25 F7/H4
Atk F3 A8 Wl avtel S CYP3A4 o] WA @l o3t

(1) dFERZute], S ERnfolAl: 174219] 49~ o} E2ul~EL¥l 7} CYP3A4
AAAZ  LEFl g EZRmfe](1 4 4 3 500 mg) E
ZYYEZrlold(1 ¢ 2 3, 1 4 500 mg)T} tﬂ%A] o} E Zul ~E}E)
EEE7E SUbel. e ER S ERelll Sk At A ©

o 20mg o4& Folshz 43 Felaor Tk,

rr

_—

(2) ZZe oAl gAA ] W& olEZupAELE AUC = o] of thEFoje)
Hlaste] 14 C ZREEHOMA AA Pt n| 2 wprbA R 2E HIV
ZRHokAl AAIAeH o] ¢fe] W& Folm AAsHA SUFEAT. Y BER
HIV ZzgotA] A Zefenl=9) gEyH=2 HEaW e 1Y
ZZHoAl JAA Y25 Folste A A o] ko] W&
dsfjof gk},

HIV Z2HolAl AAA 23|29} 2lEYH[2 B8 g
Aol Al o] oks AW W Fostoiof &t Y e
gtk HIV ZR2EokA  AAA AMFUHI RS} FEUHE
thEuH| 29l gEUHE e, AT E, e ATy Ee
PEUYZ2E PEaHor Fous fxldis, o] oF &7 20 mg &

dol M= gke ] Folsle] Abgsjof gl
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2)

4)

2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
e d: 2025.12.03

LI 25 Fol = HIV &Atel A, o] oFo] A 8+= 40 mg &2 A3,

o oke] Wa Hi §Fol Agd F A HAH YWt AR

HAZHHZ 800 mg, 1Y 335 7Y Fodstar 6 A o] ¢F 40 mg, 1¢
1 32 PE&FolA] o] ¢ke] AUC ¢ Cmax 7} 57138 BHAUC H]& 2.3, Cmax
H & 2.7). HAZYHE2E T Fxl= o] o &5Fo] 1 U 40 mg &
ZIef = ¢k "o

(3) ol Edtm}E: ofE2uk~EE AUC & ©|EgtayE 200 mg 7 ©] <F 40 mg
He Foz #dAsA FUHEUT agBRR o EgdmyuEs Fojuks
kol A o] ¢F 20 mg °)/dS FoIdt A5 T doF s

(4) TAEH 29} WEstAY WEetA] ke FulEtav 2/ gEjEzgu 2
PEUYHZ @ gEUYHEZE FEe CYP3A AAA L, vE|ElZb|E,
g B2, gARE 25 BCRP 9AlA|ol1, steletTen == OATP1B

A A A o] B = CRAR-H] 2.9} &5k g -85k e
SH| et 2n] 2/0t e B T g n] 2/ EUH 2 S o] oF 7} 8 Al
olEZHlAEIE Y] w28 Z7AZ 4 9o g HWAFAE otE )

o] oS CYP3A4 SAAI(NEZRAEH, wazdo|=A FAA 2 olE

FrlgAet FAE A5 o] ke A= SUHE g dermz AT

B9 EE THE CYP3A4 Al o] oS CYP3A4 fr=Aleh B8 F
dutuldz, Bgua) ol 2utaElde] A% FEE FAaAL vk
g Fuale] o]F AT zge 7|H uliol(CYP3A4 %= % hepatocyte uptake
transporter OATP1B1 2} A]), olEZnl2elely} g|FualS HE Foss 4§
Aol Fofsh Aol AR, gFA o] F ojEznmirEs A
Folahy olE=ulaElRle] WAE FEo} FelshA g
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2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
e d: 2025.12.03

FELEA Al olEEZulAEEI 1 tiAAE OATPIB1 5249
71Qolt), Eal, olEEnantEe §E5EA P-FE TR E(Pgp)l
7]doltt. OATP1B1 =54 2 P-gp o JAAl(, A EFZ L)} H8F0]4],
olE2utiEtE o] HA o] &ES STHAA A
S/ S glrh ohEEvAEE 10 mg 7 A FRAEY 5.2 mg/kglday ]
HEFol olE 2l ElRl o] AUC S 8.7 =%& Z7FAZATHAUC H 4 8.7).

2EZI e ol s ARYS

OFEEZHIAEES A ER2
g& x¥eA = e

H:l

U3} W} TRoIA] olEZn2EEY Fol g 10

ZE 7tz 2 2 vadel~n 2 OATP1B1, OATP1B3, P-gp @ BCRP 9
AR A o) B R, ofEZntAEE Q] x5S ZIHA|ZIth o] okyl W& E <t
1 9 olE=ut~Eldl 20 mg ¥ HEIEZXHZ 480 mg o HWEFOE
olEZnlAElEle] w38 ZIMIAZTHAUC  H]E: 3.29). dHEHERH|EZE

fr&5$ A P-gp, BCRP, MRP2, OAT2 3! I4=%A OATP1B1/1B3 & 9|5},
olEEHlAERI Y wE S SV ofE2uElE o831 Y 20mg &
ZosiA = ke

HEFo]l ofEo] upE CYP3A-Z OATPIB1/1B3-vi7] SFEAE2EAHEE
eRHlEel AlgRAxdY] HEFSY} bE 5 Stk
22X UG WEFoIsE Sxto ofEEutAElR o] ALES 7)ot

Z(BCRP)  AIAl: BCRP  AAl(el], Aufxn=
§ Fol A olE=ZuirERle] dF wkvt Tk
ST 9ol UM # Jeorng, Had HALHFS

EZulagtel s dupanlz2 2w ggtzxgrEe e Fdate A%
olEZntAEtel el d4 Fx7t 1.9 wi7bA] F71skh wheld] dupadH|E e
astEEguE FRAAE o ot @A FelE  ade A

gt
olE=ZulaElele]l £33 1 U 20 mg & XIS E tETH5.Auky Fo)'g
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2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A 2025.12.03

S7FFATHAUC H]&: 1.15). T34 Fof 3zt 74 Ads] EYyEskofof

E2E2HE B dEdo2E S-S e AT dA et o
ofel  WEFoA mEBoEzHE H oEdIAAESHHES AUC 7t
71l th(ZH2E AUC Ml 1.28 3L AUC Ml 1.19). whebA], ofE2utBle S
| Ab&S arE]stefof gt
8) Ful=HEZ: FH2HEEH HEFA olE=Zutipdle] st

Gol AR S 0.74). 28} o] EES wEoR Eoldl: At
ofEZnt2Eld ¥} FH2EHES W8Tt 49 LDL-FH2HE Astads
S 7Fskalot.
9) AHAl o] ¢k miadlg azla FAEEERERES aee A8
A2 Al (antacid) @B} BB FolA] ol EE
U] 0.66). 12}, LDL-F 8| ~H E9] 7radlE o] gldrh
A
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10) ¢}23}9: ol 2nlAE Rl 3} of2 5l 3} o] A

<
TP 9gHoE R4 FEAES Yt

11) FE]F R o] ofx} Qe v o] 423 &5 WEFolo ey Fago] A
=
[€)

Aol M Az Ahg2 SAEA Lok

13) okx| EZvlo]Al: ofE 2l ~ELE(19 18] 10mg)sh o} A E=wmto]21(1 Y 13 500
mg)e] HEFol= olEZulAEEe] A Fno] JFS Fx kg

14) 2O 3733 A Aol gt opE-obe 45 2-EA oA otEEu el 80
mg 7 2T 10 mg WEFAA ofE2ulElRle] AUC 7} F718HS S LHAUC
A0 1.18), AFHoR vl Ak ot

15) HZsdud: clEzulmedyd H2sdude]  WefelA  Hadude]
FEEHol JdgoR folHel JFol gk

16) HElobA: otEEniiEtd (40 mg)dt HElebAl (240 mg)e W& FolA

olE ZnlAElEle] dF FX7F ¢ A e
20



}7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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%
HET WA E o 2025.12.03

517} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)

W g ool clE=rAEHY FEoel WAL 9%

EHE L Fole tE 2 2EY
A g 2897 o]
Elxgyul2 500 mg 1 ¥
2 3)/28]EUH| 2200 mg 1 & 2 3, [ 10 mg ©3| %ol 9.4 8.6
7 A3 T
*ZY 7P H 2 400mg 1 Y ol 43 701y
]_
18]/5) 1 2l E}n) 2 120mg1 @ 1 8], | 10Mg T 15,7 8.3 22.0
7% o i
*elg} s G H| 2 750 mg " 8 A|7Fett =
10 Q7 =o 20 mg W3] 7.9 10.6
fdup~u] 2 50 mg 1 ¢
138)/gtzZen 2 200 mg 1< 10 mg 3] %o 1.95 4.3
13],1343F 749
FRAZYHZE 800 mg 1Y 33, e
797 Fol 40 mg 3] 2.3 2.7
2 I H] 2 400 mg 1 ¥ o] 13 4017
].
2 3/2E1}H] 2 100mg 12 23], 100?91 4138, 4503 5.9 4.7
14 A7+ Fol B
®IALF UE] 2 400 mg 1 A ol 15 4007
! N s
28/ e 2 400mg 12 23, |40metd 14,44 3.9 4.3
1541 ¥ i
*FelgERnlola 500mg 1€ 23], [80mg1< 13],8U%t 45 5.4
947t T o ' '
#C} 2 H] 2 300 mg 1 Y o) 15 4ol
]_
2 3)/z) L] 2 100 mg 12 2 3], 1E00r;g1 413,41 3.4 2.2
9 A7k Fod B
#o] EgtsbE 200mg 1Y 13, _
4907 Eof 40 mg &3] %< 3.3 1.20
#H Bl 2R H| 2 480mg1 Y 1 3], 20mg T3] Fof 329 2.17
10 A3t 7o
#SEAFT E U] 2 700 mg 1Y ]
=] o) (o3}
28)/e) k2 100mg1) 238, |10meTe 15 4L 2.5 2.8
1443 F i
LAY UHIZ 1400mg 19 23], [10mg1¥ 13], 447 93 4.0

14 A3t 7o

o
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2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
HFH 7w d: 2025.12.03

W g ool clE=rAEHY FEoel WAL 9%

HEdE ¥ FALF olEEHLEE
P32 1250 mg 1Y 2 3, 10mg 1< 13, 1.74 2.2
1497k 5o 28 A3} ' '
#2}2E2s 240ml 1< 18] 40 mg 3] 1.37 1.16
ol bl o) S ol 7}
dElobs 240mg 1< 128, 28 o v =g 1.51 1.00
7o
gl EZmlolal 500 mg 1< 4 3], N
797k =o 10 mg ©3]Fof 1.33 1.38
gz 10 mg, ©3] F4o 80 mg w3 Fo] 1.18 0.91
A o [e)) S ZZ_]' o) = zZ_]_
E]uﬂElL 300mg 1Y 43, 2% 10mg1 <l 13,25 1.00 0.89
ZY2EE d 23 ts d 13,853
FALEE 10919 23, 245 40mg 1<l 13], 85 NA 0.74**
Foq o
U 2~EJA®30mL1 Y 43,174 | 10mg1 ¥ 13],
£ 1527} =of 0.66 0.67
iRt %ﬂz‘ [e])] S 0121.

o
*2 gyl Al 600mg 1Y 13,743+ .

: ek 1.12 2.9
ol (W groly 40mg T3l
#2192 600mg 1Y 13,547k N

[ T;]. =
o (AEH e By 40 mg w3 %ol 0.20 0.60
#23) B 2 ) 1223, 7% i
7 3] 600mg1 ¥ 23,74 40 mg 93] %o 1.35 1.00
7o
#3311 1= Q] S -
=T B o]E 160mg 1Y 13, 40 mg 3| %o 1.03 1.02

797k ol

S olE=utAEtel WhinfolAl tiH] ofEEntAEE I R oks

FASA Fode 5 dwrd F9 96 AsAE FaL

* JEF ZAEF2 A (2 750 mL-1.2 Liday)], oFEERFAEFEIS] AUCAUC Bl &: 2.5)7}
S7hge] BaEltt.

 obZEolo] 816 AlZF Fol w3 AFHE AR FAZ HE

tElguAle olF HEAE 71 wiel olE=utietd it gl g alS WA FAA FA
Folaks Zo] fAHEM, PP Fo & olEEZutAERS UFo] Fofsti
ofEZulxElel o] A Fwvt frofwshA FFAg)

too] Algol A FolE AFUH| 2o} Bl EvH] 2 W88 %S
AFA 02 ALEE] = B Fol| A 9 ol EZHIAEE wF T ¢ 7z
H =S5 Zolth webA, FoJE 7l golok 3, Badh HA G| ALE o oF it

FojAl ] HlE

23



) %% 535719 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
H T W78 ¥ A 2025.12.03
olEZul2ElRlo] WEGES GFFE nXE FIF
o} E 2 ul ~E}E] HWE&dE 2 FAEF
FE/E&%F (mg) AUC H] &8 Crmax H] &
80mg1 Y 13],15 Uzt | EIF A 600 mg T3] F 1.03 0.89
7o
80mg14 13],10 47| t]=41 0.25mg1 ¥ 13],20 A7t 1.15 1.20
7o ol
- ATadA 1d 13], 297 £
Q) 017]. (o] = ]
‘LO;;W A1EL 298 L g s a1 mg 1.28 1.23
=
- dEl el ~E2H S 35 g 1.19 1.30
ElZg}H] = 500 mg 1<
10 mg &3] 5o 23]/8]JEYH] = 200mg 1Y 2 3 1.08 0.96
74 F
10mg 1 13,443 | A2 UH]2 1400 mg 1 &
o 28], 1497 %ol 073 082
. FAZYUYEIE 700 mg 1Y
[e)) o]
LOO';W 21348 e s g = 100 mg 19 0.99 0.94
o 23], 14 43+ Fo

TolE e e UE ol o] olEEnf~eest J8 o ol A9 HI4.
f A felde 6 AL A

2) o ko] Ff F AEE FUlolth AE g AN ohEEuiEE



}7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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.5] 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
HETH A #Ed: 2025.12.03

12. 23 2 HFZY FIA >

1) HdAd, Wold, FHlS: ofE2nt1EEle kg T mg o2 e AT V|Fo=
AA S -85 (80 mg/day)©] 63 ¥ &%, = AUC <+ 0-24 & 7|+2 & 8-
16 ¥ LE&FS AHES HE Ao Tk o] gt Kg & mg o= $Hiks
AF7|T=oZ AAAE Hag&FH 250 v S &S Fog 2

%

Aol A A2 A EAAE, A2 THAI S

Tol A A 1 Fo AW APl o] oF2 tAlEE o] of Ho

| 7FesAdS HolAl &9t} olE=ZnxElEl2  Salmonela

typhimurium 2 Escherichia coli & ©]-8-3F Ames test ¥ Chinese 31 ~F H M| X E
o]- g3 Al¥y¥ HGPRT forward mutation assay oA SAdolAck
ofEZHLAELRl S AF Y] Chinese 2E HAAEZAFNA AMA o] dS

ol o FAATNA kT, AA pRes AN Lol

(&)

O

olE ZnlAELElS Il 175 mglkg/day 7HA] T3 7 HE S Ha 22
mg/kg/day 7H4] Folgk Sl HEOA FHE =& ATl F

At o] 8FE kg T mg o= sk AAARE H -8 o] 100-140 |
SFolAtt. =7 HE ik FAZF AT A 11 F= =2t 100 mg/kg/day 7

Al AR A, AR A B ARl o] S7EIT 10, 40, 120 mgkg

A A o] o gke

1w [¢]

099



) %% 535719 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)

W e d: 2025.12.03
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(1) 120 mg/kg/day(Q1 A & o Fof 8- 2] 2F 16 wl)= 3 7|
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el A 11

10 mg/kg/day, 120 mg/kg/day)oll A ©+3]
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2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
e d: 2025.12.03

[A 22}
AzA (2% - 2YTA):
Viatris Pharmaceuticals LLC

Km 1.9, Road 689 Vega Baja, PR 00693, Puerto Rico

AZA (EFTR):
Pfizer Manufacturing Deutschland GmbH

Mooswaldallee 1 79108 Freiburg Im Breisgau, Germany
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