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W g Fol A BAE

7) B fEEe] garlue vAE 47

=

Fo) 27 e Aol AR,

adry
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3] 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
| F W73 71Y: 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

(1) AlWEd: gEn Azt §EFo Al Ry gl Fdo] st

(2) LFvE/mRUE (A dFelEmbadls AdAeh wE] gl
PR LA GRS opE el fofF Gl sl

(3) Aduvd: A9 mdckeAte] ddud 100 mg w38
druel okestH  sepviee]  JF
AEvEs HERe A, 7 g2
Lebd T,

(4) CYP3A4 A aliAl: a1 o] (7 69 A-87 Al) s A oA 1 U HE]
mg % 4ECA 5 mg o HEFE GEUAY HAEES 57 %A
S7HA T A2 A DA (W 18-43 Al) oA o2l Exnfo]il o] WEFo=
SEUAY dAxES YA oR WA TIA] &t (AUC o] 22 % F7F).
vl ofof] digh 1 A wEAAE o, aB A A oFE s
walyt o uveld 4 ok ZEE CYP3A4 AsAl (o, AERIUYE
ﬂEﬂﬁW%,ﬂEQME)ﬂ- dzuwe] HF wxE dE ol
EFAdA et Zun o B FAZ ST A aAE ¢

QQ.%EQQSCW%Nlﬂﬂﬂﬂ-‘ﬁEﬂN?@BW4$ﬁ§q.JH4

15

[e)
W obEAE AgoRiE s)QlE ol ukge wad v gtk

T

of

©

&

(5) CYP3A4 F%A]: CYP3A4 %A (d, BB IAl, AJE &2 9 E (hypericum
perforatum), 7F28pekA| A, Hwvl28jg, HUES, LAHYES], ZajnE)
ofo] WEFoe dREUAY FFeEE WAL F Ut a1yEE 53
423 CYP3A4
Uy getil &% 24S agaEfof g

8) mHde] tE EEd vA= dF

(1) ohEE vl ~Eel: opE 2l ~Ehel 80 mg 3} ¢ET]W 10 mg & W g
A olEEutzERe] @4 k5 stebuEd] feH9 Wart 9otk

>,
il
o
ofo
<
2
>
e
o,
o
5|]
>,
o

gl gake AQaelA raows o
3 Fe TjFae A Feloluzd] Waly

f
0
%
5
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5] 7}: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

HE
73] 7}<: 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

(4) stestd: gEg@y devde WeRe A sEdgd-zzegh
uEgAlzbel el 9t

(5) NZEATEA: Aol H FA4E PPOT AZE2TA} o] oS WEF
oA AT, o ofr WETFA AFRAT HADFEEE WS}
QAL 40%714 F7Hshe Aom wad

%

(6) BFAZE T2 o] oF W& Ko A BARF 2 HFEE T/ AF0l
Jorz AR Fag AE U $xloA o] of Fof Al glaze]Fo
dsses RUEPsL, BazRgisd FoARs AdsiA xdato]
Bl R e 0] 545 9ates doF sl

(7) mTOR A AAl: mTOR A A|(el, A&, BAEE T2, o 22 F =)
CYP3A ©] 7]do|t}. =32 o5k CYP3A Aa|Alo]™, mTOR o] A A2t
g FolAl g2 o] mTOR JAA i =&S F7HA12 4= 9l

(8) Avtxetel: =¥ 10 mg ¥ AMIX~EE 80 mg o th3]-& o=
Aup2Elel GERAlel vlaste] AlupsElEle] w38 77% Z7HAATH

o= Fxlo A AulzEd 1 d HY FoJEHS 20

12
fl
Au
R
o
i
g

<olE=ZH2EE>

1)

2)

2 HMG-CoAZHd aaAsiAlZ X7 ZFol WA (o, AZFRAEY)
] o, AFHE=EH), dERZutolil, ofFA FXdA
A S Uasah 53 BE5F Al A3 o] FUt HUrt oA
B2 ofE0°] CYP-450 3A4e] tiAl 18]al/52 FEAe Sarde

gt} ol E 2 ul~ElElS CYP- 450 3A40l] 9]3) utjAlE ),

T
2

= A

ofN
U
o g 1®

oty
rlo

2
ol

°] °kZ CYP-450 3A4 JAA|l (AS22=Xd, wpazete| = A 2 o)
JRtAl BOHIV Z2EobAl) ¢ £ A4 o] oo dFerrt St &
B2 AFEA Folsteiol Frh. olEZulElEle] uldk CYP-450 3A4
freAl (o, B394 s AUE) o Gl tistel= ezl nh gl

ot
)

%0,
lo
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3)

4)

5)

3] 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
743 7+: 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

v

o] °F& CYP-450 3A4 fr=Alet ®E FolAl (o, cdardlz=, 2@yl
olEEutAERY HF FRE AN F Utk gHYAY oF dsAgY
7174 W&ol (CYP-4503A4 %= Zhepatocyte uptake transporter OATP1B1 ] A1),
olEEutAEte Y 2 FuAls W8 Foste A9 FAl Foske Ao
AZEH, gFIA Fof F olEENAEES A FojstH ofEZnAEE 9
dF s&=7F FolstA A

_—

oFE i oAA: olE=ZulAgEly 1 A= OATPIB1 722449
dolty. =Y, otEEHABEE FEFEEAL P-2FE R Z=H (Pgp)dl
714oltt. OATP1B1 54 B P-gpolAlAl (o, AZR2X)e HE&FolA
olEZutaEtEl o] AA0]8ES SUHAA, SHFHTH &2 o] ke RS

714 4= 3tk olEEwlAERE 10 mg¥ A|FE2Y¥Y 5.2 mg/kg/day2]
WE ol olE2HAEH Y] &S F7HAIZATHAUC H & 8.7).
I} BNt EZHL RIS Fo] B

OLEZHIAEIRS  AIEERAYY
10mgS =34 & e
Z7lZdgn|2 2 v B AEl~H] 2= OATP1B1, OATP1B3, P-gp @ BCRPY]
AAA o] B R, ol EZut AR O] wEE FUHAIZITE o] ¢F 3} B QtEn
19 olm=vulsEld 20 mgd  dEHEZEHE 480 mgd HEFolt
olEEZnutAElElo] w8 Z7MAZITHAUC  H]E:  3.29). HHERHEZ

fr&5$A P-gp, BCRP, MRP2, OAT2 4 3I<=&A OATP1B1/1B3E & A5},
olEZutAElEl O] =ES FUMAITE olE2ulAEE Fol &S 19 20 mgd
ZoeiA = ket

HeFo ok uwWE CYP3A-Z OATP1B1/1B3-t]7] SFEAT AT
=

el 22 AZEAxFY WEFAeL i £ Qv dHHERHEZES
NEZAEUE HEFAs= $hxlol] olE2nt2El|l ] A2 F7]o|th
et WA S FBCRP)  YAAl ¢ BCRP AlA|(el, dAnpsH]E
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&3] 71d: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
733] 71 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

astzzu E)eh e Fo A olE=2ukiEide] ¥ Fvt
T7hetol STl Aol S ¢ glemm, dad HAEHE Fo5]
A3
ofEEutiEtd S dAupsnlE 8l gtxsuEst W8 Foldks AT
olE2ulaelyle] 3 FmryE 1.9u71% SUke) wEla] dupawlE Es
astEzu e FdRAAE o oyt @ ot e A
olE=ZulaElel o] S38 1Y 20 mgS A= ot h3. o] gukSE Hrx)

6) H=Al: ofEEuAErEl 10 mgdt HEale 38 e A GH e 9%

L 9Fs w4 vl 18y, 80 mg ofEEMEAEE S T Al

3-8 W& Fol & FALH 9 "=4le] AUCTE S7FskItHAUC Bl &
1.15). H=4l ol gako] A9 A A3 ZUEHstefof it

7) clgEZvtolql, JefelERvolql: RIS g ofEEHIAEIE I} CYP 450
3A4 JAAE Lelxl dlgERZrte]dl (1Y 13] 500 mg) T e E=ntelil
(19 23], 19 500 mg) I HE&A ofe=uixeld AEwrt F7hekich
aER FYRERvPe|iE Foshs @Al o] of 20 mg oS TSk

A5 Felaof wu.

l

8) AT YA mEEAHE 2 e AEHTSS dFale AT IA G} o
oko]  HWEFAA  mEoExEHE 9@ dEdixEdZUYLe  AUCY}
7k ez 2 AUC )& 1.28 2 AUC H]&: 1.19). welA, olE 22 Eel S
Foub= of Jo] AT AA A A o] AbgS g sto]oF gt

9) FuxEE: FHZZEEYR HEFAA  olE=2ZulxgHe] FELUt

gEoR Foldh: Fgmrt

o
LR A9 LDL-ZH2~HE Astads

pIw
5
B
fr
.
k-3
it
o
§
X
k)
o +
o,
12
i
ﬂl\ﬂ

7kt

10) AakA: o] ok wivlg 2E]a FARSIEREES SHrele A8 AN
(antacid) @ErN 3} B R FoJA] olEEul~ElEl o] AUCY} 7438 THAUC H] &
0.66). 1&|u}, LDL-Fe=H &9 7HAol= F3Fo] gldeh

1) s shesese WeFelA A7 @guAl wus 299 dgss
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F7HIA INRS) HUB S o A5 sl 47 FuAe) §3 24 ofRF

A4 shor @t
12) AlE|R: AW e o) oke] 4

ko
e CYP-450 5% E4E 7 frato]

o) 1.
1o o

14) o} EZulo]Al: olE Znf2Elel (19 13] 10 mg) 3 X EZutolal (19 13
500 mg) ¢ WE&Fo= ofE=ntAERe s o] F3dS FA FUTh

15) &=t A4S A dAfo] sk FE-okE A8 Aol A ol E2u~ELE 80
mg¥ =T]¥ 10 mg WE&F A ofEZulEldl o] AUCTE F7h8H3l o HHAUC

H £ 1.18), dAH o R 9u|glE A= ol
16) HlEdud: olE=nxpds Hasude wWeRA  HEduwe
e Elol A ow FoHel Fgol AU

17) Z2E oA A Al: o} E2nl2ElEZ CYP 450 3A4E Adfste Aoz 48zl

2| olA A3 A (4, lopinavir, nelfinavir, ritonavir, saquinavir) £} W-&Fo=
olEZnlAEIRY] HA-EEE 2-5¥] SUMA7IE AP Ade] e AL

LHER T ol E2HEAERR AUCE ©] of whEFol9f nlulste] 7FC Z R H oA
AAA Az n| 2o} w2 2 HIV Z2EokA] oA A9} o] oFe] W&
TR @A FUHEAT 2 BE HIV Z2EolA oA Al E el 29}
ZEUHE B8 e (FAC ZREoMA oA "Hetzyguas Foshs
gt Al o] okl WEL Faof . HIV Z2HokA] oJAA Z3|vn] 29}
ZEUHIE HEapon Fostes SxtoAl o kg AW w Folsteiof
stal 7 W 89S Agdlol gtk HIV ZZE oAl A A AT UpE] 29}
¥
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5] 7}: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

HE
%W 73] 742 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

BAZYHZ 800 mg, 1Y 335 743 Fofstar 644 o] 2F 40 mg, 1Y 13=
W8Tl xl o] ko]l AUCSH Cmax’} 5 7F8HITHAUC HIE 2.3, Cmax Hl & 2.7).
BAZHH 25 FoAE Al o] oF §7F0] 1Y 40 mgE ZHsE|A = etk

18) dE|olA: olEZulELE (40 mg) 7} dE|o}A (240 mg) & He Eojx
olE2ulaElEl Y] FF vt v = YERh

19) o] Egtsu}ZE: ofE 2ulAE e (20-40 mg) ¥ o] Egtk U= (200 mg) o] W&
o] olE=Zul~ElEle] AUCZVISF dA#HYT a8z o ExtmyuEs
Fojub= gajol| A o] oF 20 mg ©]-& FostE Ag- Fslof gt

20) AHEF 2 AEF A= ol abe] CYP3ME oAlet: ARG shistal glom,

ol AeFa AFFl AU A5 (3HF 1L oY) olEEntiERY] dF

SEE S7/HNA T U ofEEukiurdlel gk dAZF AgF2 (sl
250 mL 3-3) o] G3Fe ofF How (HMG-CoA a4 ol AUC A4S

3
13% %71, 940w Tasic),

21) FASHATA: 1S olEEutieEs FAEARe FEYEAG] U
ABe AAEA GFAW, o F kB YT AR F AFIA

22) 714 W)= ohEErliElEs 27109 FEAE
FGAT, olEZuliEtElsl Z7lae] WEFoldd AT muEth

upehA, ol ZutAEtRl N} F7|41e] GOl Al Foste] Foldit.

$
25) T} 9 H# o] EA ¢E: HMG-CoA U a A A4} ot =
—_L

3 Aol e AAE
Ao Bgaae W 2HF A@Hel S
26) UIEAE UIEA} olEEdsEEe WeTolagle W ZAT v



| %% 719 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
%W 737+ 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)
AAdo] 7 5 Jorv®, ofE=nlAEEl &7 A4S ald o 3t
27) TAMRHIESL W&ol AY WMESA 2 SH|EFAH| 2/3 e YE| 2/
JdEUYHIZ: FEUYHIEZE ZH3 CYP3A  oAlAlola,  IElEFEZYH|E,
Y EUHE, AREH|2E BCRP  YA|Alolal, I ElZdv]2%= OATP1B1
AA| A o] = ChA}R-H] 2 9} 838t A 48314 2
SHE} v 2/ E Y H] 2/ EUH| 28 o] oF1} W& Al olEZnlAEE )
LES T/HAAE ¢ dornm e e StEh
28) W&of=o] olEEZulAEtEe] ofFdlo] wA= g3 9 ofEEulAERRO]
H&okz o SkEdo wA &= PFs ol ol el LoFsiitt
BEofEo] ol EEHIAEH Y GFdd e dF
HE&odE ¥ FALH o} E = nlAElE
£%F (mg) AUC H] &% | Cnx H| &%
EFm Y 5.2 mg/kg/day, | 10 mg 1 & 1 3=
orA A o] gk 28 0171 Eo 8.7 10.7

fE]ZgyHl2 500 mg 1 ¥
2 3)/ZPEUYHIZ 200 mg 1 ¢ 2 3], | 10 mg T3] F] 9.4 8.6

7 Az Fo

o7tz gu2 400mg 1 4
1 3]/3) B A EL~H 2 120mg1 L 1 3], 8.3 22.0

7 A3 T

10mg1 ¥ 13],7 L3t
o

*el g} ST H) 2 750 mg " 8 A] 7hultl,
10 A3 Fo

20 mg @3] %o 7.9 10.6

flup~u] 2 50 mg 1 ¢
13)/z12kZ2>2 P2 200 mg 1< 10 mg 3] 5o 1.95 4.3

13], 13 43+ 7o

# A H| 2 800mg 1Y 33, 40 mg &3] Foq 2.3 2.7
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53] 7} 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
7438] 7+ 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

W gorgo] tEZuAEHS oF el MAE I

olE 2 ul2EE

2 YUdl 2 400mg 1Y

20mg1¥d 13,443k

23/ =Y 2 100mg 1Y 23], | _ 5.9 4.7
1497k ol N
RIALF U H] 2 400 mg 1Y
] 9t 40mg1< 13,427
28/e) 2 400mg 1< 23], | 3.9 4.3
153k %ol N
*Z g glERnto] A 500mg 1Y 23], |80mg1Y 13],8U3t 45 54
927t Fof 5 - -
O EUE 2 300mg 1Y
10mg1 < 13],4 U3}
23/E B2 100mg 12 23, | 0 - 3.4 2.2
9%t o] N
folEglF1}E 200mg 1< 13,
9 40 mg 3% 3.3 1.20
447 Fo
*YEl=2H|= 480 mg 1Y 13],10 47+
20 mg 3] %o 3.29 217
%o
#ZAFZ U H| 2 700 mg 1Y
9 10mg1 % 13,47
23/ Evv]2 100mg1¢ 23], | _ 2.5 2.8
4017]_ oq T
LAY YUY E 1400mg 1€ 23], |[10mg1 Y 13],4U3H 93 40
14 A3 %ol Er ' '
Al ua| 2 1250 mg 1Y 2 3] 10mg1<Y 13,
1.74 2.2
1407 5ol 28 U3+ ol
g5, 240 mL 1Y 13)* 40 mg T3] Fo 1.37 1.16
JEJo}A 240mg 1Y 13], 28 Uk
- 9 7 |40mg R 1.51 1.00
=

ol
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H %2353 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
2 F¥ 78] 71Y: 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)
HLofEo] olEZutAElRS FFTo e FF
HEGE g FAEF olEZHIAEH
olgl EZnlo]Al 500 mg 1Y 4 3],
10 3] F 1.33 1.38
73t ol Mg AT
olZt]d 10 mg, W3 Fo 80 mg T3] Fo 1.18 0.91
A Eld 300mg 1Y 43], 253 10mg1¥ 13,253
= -~ 1.00 0.89
7o 7o
ZY2EE 10g1¢ 23],2453F [40mg1<Y 13,857
NA 0.74**
7o 7o
2 A~EJA®30mL1 Y 43],17 97| 10mg1YQ 13],
= - 9t = 0.66 0.67
o 15 U7k 7o
o g A= 600mg1 Y 13], 14 U3+
= 10 mg, 3 ¢t F 0.59 1.01
7o
#2132l 600 mg 1Y 13, 743k
9t= - 40 mg ©3] ol 1.12 2.9
Fol (FE&Fo)
*2u]Al 600mg 1Y 13], 547
9t =Y |40 mg W o 0.20 0.60
Fol (NEAoRE Fol)
A H 24 600mg1YU23],7d7F
91+ =Y 40 mg w3 Eo 1.35 1.00
7o
*Hl v B olE 160mg 1Y 13,
9t= 40 mg 3| 5ol 1.03 1.02
7L 749

& ob Eubebel WEFolAl thu] obEEuliEtulst g okE FolAlel Hlf.

3. o]gnkg ¥ 5. AJEAg Fhal

|
A #(2 750 mL-1.2 Liday)A], o}E&uk2Ebel o] AUCAUC H] & 2.5)7}




H %2353 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
HF W73 7FY: 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)
HEofEo] olEZulAEIH Y ofF Y m X FF
BE&dE g FALHF olEEHAEY
o]l Aol A Fojd AFFUH| 2o} FEUH] 2 88 QI o' 2ol 7ol ot
SRS AP E = G ol A S ofEZntAEE wE FUFE o] AlfelA #EE A Ho
o =& Aotk wekA, FYE 7IZolof ok, Badk HA &Fo] A& oo g}
olEEntAElRlo] WEOFE GFdo WA= FTF
olEE2uAEY BE&dE g FALHF
%FE/8&F (mg) AUC H] & Crmax H| &%
80mg1 ¥ 13,157t | FE] T 600 mg 3]+ o 1.03 0.89
J_ZT_;
80mg1¥d 13,1047k | t41 0.25mg1 ¥ 13,20 4zt 1.15 1.20
? ol
40mg1< 13,2297 ATAUA 1 13], 2793 Fo
= - 2 EAHE 1mg 1.28 1.23
- JEldo] A~ EgT]S 35 ug 1.19 1.30
E]Z#H] =2 500 mg 1Y
10 mg @3] 5o 23|/8] EYH]Z 200mg1 Y 23] 1.08 0.96
7 Az Fo
10mg1e 13],443 | 42 H] =2 1400 mg 1 Y
0.73 0.82
o 23], 14 43t 7o
EAZYUHEZ 700 mg 1 ¢
10mg1Y 13,447 7
e 23)/8]EYH]E 100mg 1< 0.99 0.94
N 23], 1443 %ol
tolEEutAEY TEFol Al tjH] ofEEut BRI W 8-okE FolA ] HE.
oA o 0—8— 5. 4528 Fa
6. 45 2 FRHF g Fo
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171 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
171 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)
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I o A Jeld oy (Cmax 40% =7}, AUC 30% =7}), LDL-
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171 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
=]

17+ 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)
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53] 7} 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
7438] 7+ 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

oS Aldstoiof gt 717 AR 2 E4 CK A& EYE P8t ofdith

obEEntiEtR e YW AgEw AREL ] R AAFEHE

10. 7)€}

AAd A=
d2uA Y ofE=ZntAElRl Y] Z3Fto] nAE A= AdH wi) gl
1) wekAd

(1) d=203: k23 0.5, 1.25, 2.5 mg/kg/day & 2 d 5<F Ho] & Folgt

A= g vhe-zol M Eeb o] SA= UERA @9kth ERE, o AlFelA

oy Hugge v A ek 8% (Maximum Tolerating Dose) ©f
TABAT (PF-2dAE mgim? VEe R 4 Hdl AF-82 10 mg o
TR &%, Aol A Hol HEFEEe] 26)%).

* 3kke] AT 50kg 7

=

(2) olEENAEIE: olEEHAEIRS kg § mg o2 ek AT |eo=
1A o] X185 (80 mg/day) ¢ 63 v &%, = AUCos & 7I52 = 8-16 1

AR FE Aol M Eebgdo] gldth Kg F mg o= Akt
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53] 7} 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
7438] 7+ 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

(2) ofE=ntAER: 4 Fo] AlAAW Al 21 o QAW Aol o] o
At Ee] o Fe]  BARle] EdWo]  TheAdE  HolX T

ol E 21}~ E}El 2 Salmonella typhimurium % Escherichiacoli & ©]-8-3F Ames
test 2 Chinese 32 HAZE o] &3 Al &Y HGPRT forward mutation
assay ©°lA SAol At olE=ZulAElElS AlF I Chinese 1 ~E]
Aol QAAA ol FolstAl SN TIA &gkar, AW wpe-

2 Aol Aol

5,
=
ke
i

n (

(1) ¢Zo3: 10 mglkg/day &#F7441¢] 2 (mgim? 7|Fo2 94 Hx
AL 10 mg 9 8 w*) o2 AXe Y= (wn A AL 64 A F9F

U144 Sk AANAA A H et J&F= ehA] St

¢

* 3xte] AF 50kg 7+

(2) =2 HRAERR: ofE 2 ub B S 331 175 mg/kg/day 7HA] ARk AL A=
5& #3225 mglkg/day 7HA] ol 4Bl Al Els 5 A4 el
FAAHQN AT A o] BH2 kg T mg o2 T AAALE
HAGEFe] 100-140 v} SFolRAch. 3 A=o i A5 A
11 5 &<t 100 mg/kg/day Fol A A A, AAsH F- 2
GApolidel  F7HEATE. 10 mgl/kg, 40 mg/kg, 120 mg/kg &%)
ofEEMIAERIS 2 WdRE Aol ol Al A &2 A dEvE, Ay

e zAyed ¥AH 9L ek

4) FABA =4

obEEubiEtEl: o] Ade] sStHoR FAF ok (AAHYRo Gl of
30 W) o SHYHE fES Fold AN &% EHOR ANPHA (FHEY

Adrel &) & R

(1) 120 mg/kg/day (JAHNFAEZF<] oF 16 H]) = 3
. 280 mg/kg/day 7HA] &S F7HA

HEd 9 ANE sEFAG0

)

-3

>

¥

i

et

o,
N

e

(B

= i
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53] 7} 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
7438] 7+ 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

(2)2 37 Alg el =7 7} (2 7Hel: 10 mg/kg/day, 120 mg/kg/day) ol A @3] 724
(3]

1) ool o] Fo] @A gk o] makdtt

2) Th2 876 o] Wi e Amelsle] HAY FARAWA wEAsA

o oF Fo/3

®

23291

5 mg/10 mg: 30 /3
5 mg/20 mg: 30 /18
5 mg/40 mg: 30 /3

10 mg/20 mg: 30 /"

[43H]

718871, 15°C-30°C A =1 7.

[A}&717H

AzdZHE 36 714

[A ZAH
A ZA}:

Pfizer Manufacturing Deutschland GmbH

32



3] 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
743 7+: 2025.02.11 (5/10 mg, 5/20 mg, 5/40 mg), 2025.08.26 (10/20 mg)

Mooswaldallee 1 79108 Freiburg Im Breisgau, Germany

594
W o} E 7] 2 3 2] o}

MeE58A T AlFH= 14 vE 1565
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