VIATRIS aéﬂE@)@, 10 mg, 20 mg, 40 mg, 80 mg
(CHEEnt2Bla 243 E)

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

calcium trihydrate)

[958 FFe] &3]
o TR

10 mg: 14 (103.00 mg) <,

olE ZnlAEle ZbF A stE(olE 21~ EEl 0 2 4 10 mg) (EP)......... 10.85 mg

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

ol E Ul ~ElEl A ARt E (oL E 202~ e 0 2 4] 20 mg) (EP) ......... 21.70 mg
40mg: 174 (412.00 mg) =,

olEZHAEE 24 A5 EE (OFEEutAEE 0 2 A4 40 mg)(EP) ... 43.40 mg
80 mg: 14 (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

HEEAZRIAEZ O~
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23] 71<9: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
73] 7+ 2025.04.08

1) 924 AFU2HELST(CIZAYE 75 2 7Ed) 2 53E(EER)
o] 2] A e 5 (Fredrickson Type lla 2 llb &) &x}9] A5¥ & Zd2HE, LDL-
ZFYzdHE, ofx-B oY, EfagAdel= FXE #HAA7|AL,  HDL-
FUZHEAS S7HA7IE Aol B

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
A
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2.5) 7} 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
W 73] 71 2025.04.08

[£9H-83]

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 JEstE ofof she, Fof Az B/E S &FA G § 2~4
A koL, o] we} &35 A oF g
Az B3 LDL-FHAHEXE AA7I & ZolB=, A5 A& A

H7MA] LDL-ZH AHEXE o] &3l S @At urt, LDL-Zd 2~ H

i

NET F Pt AFAE ArNeL FUHYR] A8 F 2dsHS

A

. TEA &2

EEI)[_I'
N

ofl
Kl

ZI 29

ofN

1=
o] Folgzo 1 9 1 3] 10~80 mg o, ttE A AAS X =EWH(d, LDL
apheresis)® WalstAY, oldd A AAS AmHo] Ebser Afel o] k=

ol gkt

o]

2

I

mg el e} (deok Aol A
Folgare el Bl

)
AYEE ARSE wet A48 SgAT $FS 4 F = 2 ol 1AL



2GAZE olE2utAEH O] 4w St LDL-Fd| 28 & Astadtel d&FS nAA
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rlo
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29 E4 -40 mg & 80 mg
olEEMIAEES Fod W FoF e xE FHHE ASHA S stofof

shul, S5 3 ofFuivh S4B Aegle]l ek & gk

L AAEF

o
2

& &3] §HS 1 4 1 3 olEEnAEYoRA 10 mg oy, O B LDL-
FU 2 A A7 aEE Ao 4% 1 4 1 3] 20 mg = 40 mg (45%
o] 4] LDL-Z#~HEX 747t 8T of #&ghow AL = Utk o]

] 5
°oF2- 1 13] 10 mg~80 mg o] &HHH=Z Fof 3],

o

of ofe] x5 8% W FAEFL ARBE L WG 5 nsh Axe] 54
whel A stE ofoF Shul, FolAA WEE §AY F, 2+4

A8, olo] wel §3& xgdok k.

Ane BEE LDL-Zd2HEAE ASA7)E Aolmw, ARe A% 2 JRus
A74A LDL-2e 2 EAE ol g3k A2 PAH the, LDL-2e2HE 542
o188 & Qb Afelt AmWee HUHYSY dd & TUxHE SAE

A FE
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}7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)

17+ 2025.04.08

&
&

e

e
e

T4

~
w
aﬁ

—

W
M

™

5) 10 4] vl wke] o}

&
B

S YH =

6) =7+

2~ B4 (galactose intolerance),

59

malabsorption)

& 4ol (glucose-galactose

Al A

X
)

™
B

W~

j—

o
Ko

<
I
=
e
ofp

Al 2he}7]

=
=

Fxpell thai A= o

]

% B

7548

=<H

A

(2) &

&
e
J)

(fibrate) Al G AF-&A]

il

(4) ZEtE AL ol v B o]

Njo
)

)
B

s
o

0|
N
~
ron!
Nlo
o
M

0

A
B

Nlo

ol
o
.
Njo
Njo

b A e 7 B i)

ksl
R

A

1) OoIEZul~ERS 2



ol 2ul el elo] o

bt

°©

L
Folde]  5.2%¢°A

Bel (o]

At A

16,066

ob 2 ek el

2% vIREe]

ol A

J

kes
=

1
|

A+

A7 Al

7,311 B)7F T4k 53 G2 7]
4.0%%}

3] 71 2025.04.08

- #}5(21/10), AH5(21/100, <1/10), ==} = (21/1,000, <1/100), =% #|(21/10,000,

<1/1,000), =§-9- =+ A(<1/10,000)

T4

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

e

T

, T, A4 iz 5, TE,

BR
KO

"

A
il

w o] = o] 25, A

=
TT%;

(7) 2174 A: =}

Njo
mo
ol

ol

=y

(1) A7 A5 Le2r] v, vg Ea ol a2~



F2=4):

b1

)
=

3] 71 2025.04.08

S

(14) 71: W= o, vif- ==

(12)
(15) %

T4

34

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

Ba
-
=y

—

ai

ol

;OU
o

—_—

o

o] et

7}, v =

=

CK 3

==
3

AAteld, @

[

-

(17) AL A5 717)

(16) 32717 -5

;O#

(2) = Aok

ALT

3|

8

|y

AR o (3

(3) I

o

)

7l

10

ojcg
—



}7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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(14) WEBA: HAE2EHE A

(16) 71ek: =73

(17) Ak

1)

9|
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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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23] 71<9: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A3 7+ 2025.04.08

6. ¥ 24
1) Z&E3 CYP3A4 <AA: o] <& CYP3A4 o <&to] wiatdd. s
CYP3A4 Al o] ofe] WL ofE=nApRle 9% w25 S7H4
Atk F5 g Welet ayte]l T7FS CYP3A4 ol MEA &l &3}

(1)

(2)

dEEZntolal, S ERulolal: 171e] 49 o} EZul~ElEl 7 CYP3A4
AAAZ  dEH  dPYE=RntolNM1 4 4 3 500 mg) HEE
ZYYERZulol2(1 ¥ 2 3, 1 4 500 mg)? WEA ofEEwl el
s ert S7keklth adus Y ERvoAS Folals AtelA o
°F 20mg o= Feiste A4 FeEloR Ak

ZzeobA gAAlete] W8 ofE=niEE AUC o] o whEFoie}
Hlaste] 19 C ZE2EolAl A4 defzev]2ef nprix 2 2R HI
Z2golAl AAAL o ko] W& FAR AAA FUHHEAL. awn=
HIV ZZobAl AA] BlZeben 29 gEvn|=2 HEaw Ee 19 C
Z2EolAl AAA dEtZHu|2E Folsts XA o] ofe] WE &
g zfjof gt

HIV Zzgopa] ojAl4]l =ajud]=9 gEUH|= BHE ayos Fojsh=
Aol Al o] ok A w Fodtefol sta MY w2 &FS AHE
gch. HIV ZREokAl  oAAAl AFvHI 29 gEUHIEZ WE e,
by 2ol gEgE 2 g ey, FATAuEE, Be ZART g2}
ZEUHEE HEayor R 3oz, o] oF &3] 20 mg &
Hol e Qhew Fofsto] Abgafof gkt

[

<

o ool B0 Ak Babel AET A AAE gRIE AEs

pal o
HAZHHZ 800 mg, 1Y 335 743 Fostar 6 A o] 2F 40 mg, 1Y
1 32 WE&FolA] o] ¢k AUC ¢ Cmax 7} Z7138FEHAUC H] & 2.3, Cmax
A& 2.7). BAZHHE2S Foits $ab= o] of &3] 1 4 40 mg =

Zbef = ¢F Ho

17



2)

3) 29 A E= T2 CYP3A4 F=4l: o] °FS CYP3A4 Fr=Al9 &

4)

o)

3)7}<: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)

2_
A3 7+ 2025.04.08

(3) olEgtEUE: olE2nl2~ELEl AUC & °|EgtaYE 200 mg #F ©] 2F 40 mg
HE FoR FAGA FUHEJT. aHBER oEfdauEsS Fous
ALl A o] oF 20 mg oFS Folste AS FosfoF

(4) A 29} W8 AY WEsH] ¥ FHEl~H|E ) S ERZ e
ZEYNE  glEYn 2 43 CYP3A AAlolx, dElelzeH]E,
FEYH 2, TAMEH] 2= BCRP YA|A|ola, 32|EfZgH] 2% OATP1B1
oA A o] B2 CRAL-H] 2 9} B &3k A -84 o
wHlEf ] 2/t el g 2R EUHIEE 9 of3} g Al
OfEZHIAEIR Y] S TV F JorE WEs A= Qheth

_T_E:_I___
Fujd =, gFd4l) olE2ut~Ede] dF g aAd F
fFTale olF FEzrgo] 71 wEol(CYP3A4 =
transporter OATP1B1 2] #]), olE=ZulA~Etel ) FuAS HE Folsts= A9
Al Folsl= Aol AXRHM, EIAl Fo] F olE=ZHiAERS =
Fojstd olEEZutaelele] 7 sx7F folshA AAagh

2 hepatocyte uptake

B>

FegSA AAA: olE=ZuHtAEtdy} I thARAl= OATPI1B1  Xh-549
71delty, g, olEEZwiERle {FEFEAL P-ZEZZ2H(Pgp)e]
71 do|th. OATPIB1 454 2 P-gp o A A(d], AZF2AEd)e} HLFJA]
ol ZulAElRl o] AA|0] §ES SUIAA, THHY T T ok IS
7N 4 ok ofEEZnt2ElE 10 mg ¥ AEFEAXY 5.2 mg/kg/day <
HEgFol= ofEEulA~EE o] AUC S 8.7 H) =55 Z7FAZtHAUC H]&: 8.7).

18



23] 71<9: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A3 7+ 2025.04.08

OFEERIAEIE S AISREANYY WEFOA] ofE2uhaETRE Y £ e 10

7tz 2 2 vy B dElAH 25 OATP1B1, OATP1B3, P-gp @ BCRP <
Ax A o] B R, ol E2nt~ER O] &S F7HATIT o] ok W& e <he
1 9 olE=ut~eldl 20 mg ¥ HEHERHZ 480 mg o HWEFE
olEEntAEEl Y] %S FUMAZITHAUC  HlE: 3.29). dHExHEE

+%5%4 P-gp, BCRP, MRP2, OAT2 ¥ 1}4=%x] OATP1B1/1B3 & A3},
OFEEHAEERIS nES ST ofEEHIAEE Fo 8% 1 D 20 mg &
Z el = kT

HaEo oFRo wWE CYP3A-Z OATP1B1/1B3-mj7] SFEAS AL ATE=
2rd|2el AFEAXd HERAe tE £ Ay HHERH|Ee}

AEZAYHE PE&FAste gxlo ofE2nl~ElRl 9] AR

kel WA 9l E(BCRP)  oAlAl: BCRP AA(ef], AnpiH|=

gz gd|E)et ¥HE Fo A] olE=ZwnlxEidel Y FRUl FUsh
H

AAE o] okl A Fejwi:  @xe A

[e)
o 1T
ohEavliiEe] e 1 9 20 mg & ETSIAE SHKE AN Fo'Y

Haa: olEznisre 10 mg 7 OFAE 58P wex A
gl sEE 4FS Bx devh oy, 80 mg olEEnkaEES
O FEe% 38 Fel ¥ 24yEe @9 O3ue AUC 7
z

54 Fof fxpe] A A mUEGshelol

N
3
ol
B
38
Py
>
-
o
Ry
o
&
O

w2 E2EHE 9 oo AEg] &S FHete AT dAS o]
ofo]  WEFA  wEZoEaHE 2 JEddxEfgtge] AUC T}
7V st vH(ZH 2 AUC H] £ 1.28 2 AUC B &: 1.19). whilA], ofE=ZulAEEl S
Forb= odo] AT AA Y] o] AEE arEslofof gt
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23] 71<9: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A3 7+ 2025.04.08

8) =HUXEZE: ZFAUZEEH  HEFAA o}
stoldth(E & 0.74). T2 o] FEE
olEZuliEl ey FYEE S
S7hskatt.

9) AAL o] ofx wiadlg Py pAsbsvEe et 478
Ak Al (antacid) @B 2 & o)A o} E 2uk2Elel o] AUC 7} 48k tHAUC
& 0.66). 12U, LDL-Zell 2H o] il d3Fe] it

10) k= upel: ofE=uiEd ) 2] o
ey AR oAl Feee sl

11) QFEIS©: o] ofa} QFE9RIe] 3] &5 WEFolw HE|V ] Ao A9

FFe WHA Formz L CYP450 FTEAAE AFstel diAMEE

12) AHE R Al e o] oFo] e %}

13) ofA | Eznfo]Al: o E2nuk e (1 13 10mg)a} oA EZvlo]2l(1< 13| 500
mg)e] WE&Fole ofEZutaEd e Fdsed JIFS A @odrh

14) t=va: A7e A LA}l gk oF=-fw AT AEAIF A ofE=u~EE 80
mg 7 ¢Zt]A 10 mg HEF A ofEEZnl~ElE o] AUC 7F Z7H8HS) 2 LHAUC
H|&:1.18), ddd oz ougli= A= oAt

15) H=2dud: coiE=ntagds Hadude
ks Hlel A om FeFl FFol (13

16) "E|olal: ofE=ZulxEl”l (40 mg)¥ HEloMA (240 mg)e W& T
olEZutEltd o] dF FwUt U EA UEbRTh

17) AHE-F220 AHEF 2= dhyol Aol CYP3A4 & AJAst= RS 373
ol AT AR AE A9 120 o)) olEEuks

FEE F/H0A & vk
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23] 71<9: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
73] 7+ 2025.04.08

Feogalet 22 T IHoldol Hurdth ofd #xe= wRs
wUEPslolof sla, olEEHAEE RolZ JAH o7 Zudit)

19) UaEAh Usdsh} B85k 49 42 a3 93] 37Hd + den=
o] ofe] FHeFS aresof stk

22) 71Ek: AR CNAM ofEEntiEtRl e detiekaA]l B ol AERA A e

SFEET aAHow Fol3t AT g glo] HEFAHQD. EA oFE 9

=

Agol deka FelA Q7] W] Folste] Folsjob gk
24) WgoFEo] olEZutiElEle] oFES] WA 9F U ofEEulsEho]

HEofEo] olEZut2ERl Y Fad mX=

HWEGE 4 FAEF olE=ulAEE
£% (mg) AUC H| &% | Cmax H] &S
Nt 5.2 mg/kg/day, | 10 mg 1 & 1 3= 8.7 10.7
AMFAR &% 28 A3k Fo ' '

f]ZgHl2 500 mg 1 Y
2 3/FEYRIZ 200 mg1 ¥ 2 3], [10mg 935 9.4 8.6
7 A3k o

=7 EHl2 400mg 1 o N
1 5]/ B 2lEb0]) 2 120mg1 2 13, | 10me T 18,7 8.3 22.0
73 Fof i

*el g}l L g|n] 2 750 mg v 8 A 7Fwjc), e
10 QA7+ =o 20 mg W3] 7.9 10.6

#ollul 2~ H) 2 50 mg 1< 10 mg &3] 5o 1.95 4.3
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%
2 %W 7 5] 712 2025.04.08

3)7}<: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)

W gorgo] fEZuAEHS oF el MAE I

PLHE 2 Rojgy L e
13]/18}x=ZH =2 200 mg 1<
13], 1347 %
FRAZYRZ 800 mg1 ¥ 33, .
FRIUHZ 400 mg 1Y ol 13 o] 7
]_
282 EH = 100mg 19 23, |20mgTe 15, 4 5.9 4.7
1447 % N
REALFLHI 2 400 mg 1 o) 13 4007
= E‘I_]:
2 5/2 U] 2 400mg 19 23, ioor%ng1 18], 4 3.9 4.3
15 Q3 Hod N
*Zee)EZulo]al 500mg1 <L 23], |[80mg1¥ 13], 847+ 45 5.4
017}. 04 lEl“o:] . .
#E‘r—?—ﬂrlﬂli 300mg 1 ol 15 407
i, . b
28)/elmLul 2 100mg 1 23, | omgtd 15,44 3.4 2.2
017]_ O:] TO%
to)Egtd L ZE 2 149 13 )
l L 200mg 1% 1 4, 40 mg | ol 3.3 1.20
4 A3 Fof
#Y 2 XY 2 480mg1 ¥ 1 3], 20mg T3] Fo 3.29 2.17
10 L3t Fof
AT uElE 700 mg 1 o) 45 40ly
- b
28)/2|Evhi = 100mg 1< 23], L0§g1 418,44 2.5 2.8
14 47k 5o N
*FEAZ P U2 1400 mg 1 Y 2 3] 10mg1<d 13],4d3+ 23 40
1402 % ol | |
#fllyUu| 2 1250 mg 1Y 2 3] 1Omg1°a1 19, 1.74 2.2
14913} %ol 8 Ut ol | '
iR F 2 240 mL1 D 1 3] 40 mg @3] %ol 1.37 1.16
o Elol A o] S Q] 7}
JEICHE 240mg 1 15, 28 | 0 0 gy 151 1.00
o]
g Eznte]2l 500mg 1Y 4 3 e
70171 Eof 10 mg &3] %o 1.33 1.38
S=ZtF 10 mg, &3] Fo 80 mg 3|7 1.18 0.91
Q] S = o] S =7}
;]UﬂE] 300mg 1Y 43], 253+ LOmg1 A 13], 2571 1.00 0.89
o o
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=.5)7}2): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
2 %W 745 71: 2025.04.08

W gorgo] fEZuAEHS oF el MAE I

HEdE ¥ FALF olE = HlAEE)
= O~ 3z [e))] 3 =
S ~EZ 10g1Y 23], 24 53 iOmg1 2] 13], 857+ NA 0.74%
TO% T
npEAEAI®30mL 1Y 43],17U3H|10mg1 Y 13,
7o 15 A3 Fof 0.66 0.67
g}y 2@ = ()] S 012_]_-
;ﬂﬂrl{ 600mg1 ¥ 13,144 10 mg, 3217} S0l 0.59 1,01
7o
#a1s) 2l 600 mg 1Y 13], 743k .
’ 40 mg 3] % 1.12 2.9
o] (o) 9 el
#a13s) 2l 600mg 1Y 13], 543k .
3 E}' =
ol uHon =oy 40 mg &3] 0.20 0.60
#2531 1 2] o) S ol 7}
o
*Hl v BHolE 160mg 1Y 13, .
S 9= 40 mg ©]%of 1.03 1.02

¢ olEZut~ElEl TisFofAl glb] ofEZnlEtRld W okE FoAo] H|E.

PR frelde 5 Aty F9 U 6. A3 EE 7]’—’

* gk AT A F (2 750 mL-1.2 L/day)/\], O]—E_E.H}/\E]-?]_Q AUC(AUC H] & 2.5)7}
7k o] Baw

w ofRLEolo] 816 Al7F Fol w3 AH e Az LAS HE

t gyl Ale] o]F A5 e /A W olE=ulAEEly) glylAl
Fofshe Zlo] wAEH, gl Fo] & olEZHAEYS U
olEE2nl~Elel o] 4 FTl FoulehA FAash

o] AleA Fold AHFUHI =9 g EUN| 2 B 882 QA o 2ol 7ol oty
OJA}A © 2 ALE-5 = ST Ao ol EEntAEE 5 =T © #2572 Bt
H 2 ol mepd, FAE A Eolok ), e AA Bl AEHIolol g

o
gl

olEEZul2ElRlo] WE&FES] FFoe WX FF

olE 2ul~El"l HeolE W Eoge
FE /& (mg) AUC H] &* Cmax H| &%
80mg1 ¥ 13],15 47| AFEIF A 600 mg T3] F] 1.03 0.89
7o
80mg1¥ 13,104zt | tJ=41 0.25mg1 & 13],20 Lzt 1.15 1.20
7o Fol#
_ ATIAA 1 13], 227F 5
Q] Q] 7}

‘LO;;W A28 T Sy mgE 1 mg 1.28 1.23
=

23



1.30
0.96
0.82
0.94

fe)

1.19
1.08
0.73
0.99

]
=
[}
=
14
14

-1

gdLH] 2 700 mg

A LH] 2 1400 mg 1
2 3]/8]EYH] = 100 mg
23], 14 47t Fo

23], 14 47 F

241 = 500 mg 1
pzs

YA
3L

hy A
Ak
Ami

7 A3 T
A
=

hyA
a-
hya
a

E]
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9. 2HA] W& T

10.

11.

12.

23] 71<9: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A3 7+ 2025.04.08

2) ob@ae] B FE AR §ok

£

654 o] AAE w9l A5 ofEE2uAEE Y] A sREE 2 Al vls)
Ut =4 YEF U (Cmax 40%% 7}, AUC 30%%7}), LDL-Z- 8 28 = Aslaats 4

AT fAET THAE of of el 2w U YED g3l 99 Axo)
=

BFFoiA el

FEENSEY FFE G HET S Ak ST ANPEL Ak AFEE A

FAE WEA FHH0R Amstelol sl WA FaWL AWstelok Frk

W% A R BH CKAE mUEZstelor Wtk YuASA Aguy AgS
3

517 wol PelwAe chEmulartie] YasS Folshl FAHIIA 2

s B
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Aol H 83 (80 mg/day)e] 63 H &

3] 71 2025.04.08
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%
A3 7+ 2025.04.08

[ZA 2]

10 mg: 28 /&2 2~H, 90 4/
20 mg: 28 /&7 ~~H, 90 /™
40 mg: 28 A/E5 2] ~H

80 mg: 28 A/ &2 ~H

[AH&7]17H

AxdzFe 36714

[A &A1
AZA (LEHF - Y FA):

Viatris Pharmaceuticals LLC

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

AzA (EFEFR):

Pfizer Manufacturing Deutschland GmbH

Mooswaldallee 1 79108 Freiburg Im Breisgau, Germany

3)7}<): 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
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23] 71<9: 2004.10.25 (20 mg, 40 mg), 2004.11.25 (10 mg), 2007.10.18 (80 mg)
A3 7+ 2025.04.08

YA}
W] o} 2] 237 o}

NEEHA T AFTUHE 14 v]&s 155
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