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Z3E53]719: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
S| 7FY:  2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A 4 A
A9 2022. 04. 15)
BMI>30 kg/m?, TAAWGFR A, 1Y) 52 Is5AH ug g =
AR 72 RUEES AAEoF gkt
AR S

o mg 7 oFEEWAEE 80mg & AT A Aol Fofste] AAIG ofE-
of= AaAE AFAA, o] F o= WEFN dRUA Fede IFE
LA ok dEUR At A R 2UAEE Y] Cre = G WA FRoH
(Crmax: 91%: 90%41 #] -3}, 80-103%), AUC = 18% 4= 57} (AUC: 1.18,90% 41 %71
109-127%)  skdvh. w&  ofes¥  RUI/CIEERAEE 534 ke
FE e Agel i Ay wlod, Ry ofEERRaEE A7) ofEd] o
AT oflek ol A EA.

o

O

<¢=zgya>

1) 2B EolA=A olxA, LA, wEx A, ACE AdlA|, =& A7ke]
Arkd AA, HEZ A delAd, vlaHZol=A 297184 (NSAID),

A dddetAlel 8 Al ks

2) AEAL ol8F WA Ami gEumel I, HUES, s,

dRowel  F diAbEEl CYP3A4  ClAe] fHA @A (genetic
polymorphism)el  thet  FFF7H= olFoAA FAth mEhd, gRUAS
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= 7+4:2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
W

H&
W57k 2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (= A]
199l 2022, 04. 15)

6) Sl EZrtolil: S B ERrlo]il2 CYP3A4 AsAeltt. S EZnlo|ilS
of ot WgFolA ABL Uge] FrAATh o] o FejERvtolAS

N

ol ofN PN‘

i&

S b

(2) FuEmadlE (ARA): EFEEmRE AdAe} w88
dRYA BEFAA dRYAY oFE st frofsh dFo] U

(3) Adv: A nddEAe] Adud 100 mg weEEFe] o
dmoel okestd  seHge]  Fgs vAA FAH dRyR
ddugs WEFe A, 7 ged dEAoR Zre] ddAstants
LERRITE

(4) CYP3A4 Aal|Al: ] (v 69 A|-87 ) 3k elA 1 4 HEola 180
mg ¥ ¢EC¥ 5 mg o HWEFAE dERUF] HALEFE 57 %7HA
S7HAZ T AR A DAL (T 18-43 Al) oA clg]Emmlo]ile] WEFol=
FERUFY ANES FoHor WA ekt (AUC 9 22 % 7).
0=, ole] W WA AV wEAAE Fgkor), nEAdA oFE s
w7k o dErd vk AdEE CYP3A4 AEiAl (o, AEIUE,
o|EgtzuE, #EUWHIE) 7t dRUFY] Y s dE ol
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gtk d=udLE CYP3A4 ALt Al Fefste] Fo g Tieu,
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(5) CYP3A4 +=A4]: CYP3A4 Al (o, g FT4l, AJE &2 $JE (hypericum
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sho] Mgl grEude] FPEEE WAL F vk 1R 53

5 CYP3A4 $EA4¢ HEESFE= 7|7F 2 1 o]3o oo

2
)

EUHsta % =4S aysjof o
7

o 5

8) k=t ¥o] & =5l mA

sl

(1) otE2nt2~ElE: olE2nl2Elel 80 mg ¥} 4=ZT¥ 10 mg & W
Al ofEEul~ERRIO] A oFFdhA] mhetuEol fro] A<l ¥t

L
seg J}E
0110
Q
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2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (%1 7§ 4]
22.04. 15)
A

N: el Aol RO HFNL gEe]l Al B

r]
FA Fe vIael A4 Zejoldlze Wt g

2) 10 mg F=ciwel wal % uEFA %mee] ofE e

(6) NZR2 TR APl BAE POR NFRATAG o S W

(6) ElAZe T2 o] oFf WEFo Al BHARYF LS Fsk ST 9o
Jor Bl AR F 2R X5 Wi xpdA o] of Fo A] gz
devEs FEYEHHSL, ©BARF2e Fogs HEA xEstd
Bz e 548 J3les sof st}

(7) mTOR S AAl: mTOR A A|(el], A EelF2, BAE T2, =g F2)=
CYP3A 9] 71&e|t}h. 4= kgt CYP3A AsfjAlo], mTOR <A A<}

HEFolAl ARl mTOR AAA W3 =ss 72 5 2l

2

(8) AlwixElEl: 4= 10 mg ¥ AHl~ELEl 80 mg ¢ &% HEFH
Aut~elel dEfFo Aol Hluste] AulAElEe] w=EFS 77% S 7HAF T
d2OAS FoAwrs A A Auixeldl 1 d FHY FAEHS 20
mg 7H#] ©] ot

ok

rr

<o}lE Zn}AEE>

1)

T2 HMG-CoABHY G AA AR X8 Fo WAAAA (o, ANFZAEH)
AHEA (o, ARnR), dgERvi, o}FA FAFA F&

=2
=
AAash G IRk S ggFel A 2ABY Aol F7t HAh oA

I
=il
b
rl
12
il
o
@]
_<
v)
A
n
o
w
' <
Lo
=
>
I
AL
g
ot
rlo
5
of
B
lo
12
(s
N
of
o

2) o] °kS CYP-450 3A4 oAA] (NERAEH, nfagzelo]=A a4 L ol

GRAA E HIV ZZEokA) 9F Fod H- o] oo dFELUl Frte &
porZ AFsA Fostofor st} ofE=ZulAElRIC] Uidk CYP-450 3A4
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4)

A
A
75‘

&7} 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
371 2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A 4 A]
4 <:2022. 04. 15)

[e)

A (o, A s AU ES) o el tetol= 4l B ik

o] ¢k CYP-450 3A4 FEAl9t ®WE FoAl (o, oAz, FFulal)
olE=nlxptdle] dF =5 AAAE g U gE3YRle olF Ao AEY
714w (CYP-450 3A4 %= Lhepatocyte uptake transporter OATP1B1 & A),
olE=ntxetely g Eyils B¥E Fode AF EAld Folste Ao
AAEY, g FIAl Fo] & ofEZHAEIE S =/ FolslH ol EZnlAELE 9

9% BRI f5 Badn,

OFE AL AAA: olEZul~elElml 1 tJAMAE OATPIB1  7H-544 9
714olty ES, olEZutiERE §EFEAQ P-ZE ZZ 2 HI(P-gp)d
712 et OATPIB1 5 9 P-gpolAlAl (o, AZE2=xd)e} HEFAA
olEZutiEtRl o] QA O] EES TUMAA, SHHTI 22 ol e ATALS
SN Atk olEEZuAEE 10 mgd AlEFE2XY 52 mglkg/day<
HEFols ofEEnkAE

FUN'U

U
1o
kr
i
o
ol\
)
>,
b
£
>
C
@)
=
o
fo")
-

oFEENIAEIE S AFEAEFI WEF A LEENIAEEY]  Fo g
10mgS = FsiA & ¢tdt}.

Sdztzyn e 3 B esu 2= OATP1B1, OATP1B3, P-gp 3! BCRP9]
AA Aol Bz, ol 2HtAERIY] S ST o] of 3 W& = ek
19 olE=ZulxElel 20 mgd  HEIE2EHE 480 mge HWEFYE
ofEENLAEES] wFS SVPAZTHAUC  wiE:r 329). FHERE ==
=55 P-gp, BCRP, MRP2, OAT2 % =54 OATP1B1/1B3E A3},
EZusEEe] w58 F7MA ofEZutaEE Fol &7 1Y 20 mgS
3}

HeFol oFRe wWE CYP3A-Z  OATP1B1/1B3-t7l] FEAST ST =
ZEHE9l AFEZAXYS HEFAe UE 4t HHEEH| =9}
ANEZAYXHS HEFAq3tE $Hxlo olE2Znl~ElRl o] A2 F 7)ol

kel WA 9 E(BCRP)  9AlAl ;0 BCRP 9AIA|(d], dupxHE
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1.5 71<): 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
3]

7kd:  2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A1 8 A]
2l:2022. 04. 15)

agtzEu| ) WE Fo Al olEEZwxgwEle ¥F FRv)
St EH S fge] ShE & JoemE, Aag HnEFE Fosd

AL gk,

(L rEs o

olEEZntAEEl S dAutaHlE 2 gelzzguae We  Fode A%

olE2utaElele] g Fwvl 1.9u7bA] F7heth weba] dupiHlE =

aftzEzagEE FgRAAE o ok A Felwe el A,
o

olE=uAEE O] 2 1Y 20 mge ZF A= FETES. o] ARk X))

7) ol E=Zute]xl, FHEERntolal: AAR1S A9 ofE=Zul~Eld I CYP 450
3A4 oAAlZ L g EZnFoIA (1Y 13 500 mg) Tt FI T ERvtol
(1 23], 1< 500 mg) # WEA cfE=wiied AFgrt F7hsHalvh
g e FYYERvtolalS Folahs SxlelA o] °F 20 mg oS FAstE

35 Folslop @,

n

8) A7udAl: m2oElAEHE 2 JEHoAEZT LSS dfets A At o
oFo]  HWEFAA  wEoExHE H oEdAEfHEe  AUCY}
Z718keh(ZH 2t AUC W€ 1.28 2 AUC M8 1.19). wlebA, ol E2ntAEe S
Fouks ool B AA YA o] Abaks g sto]of gt

9) FHFuxHE: ZH2EHIZH  WEFAA olEZuixEEel FAEETH
ol o (EEH & 0.74). 18y o] SEES "WxoE Foste AeHT
ofE2nt~EtRl ) FH|AHES WE&Foste 49 LDL-FHl2HE Astadts=
7 ekl

10) ALHAl: o] o3} wiadlg E]lal FAstER R Es Frshe ATE AlLHA
(antacid) & NI} B EFoIA olEZnl~ElEle] AUCY} 7FA3HSITHAUC H] &
0.66). L1}, LDL-Zel =EH &9 Haole FaFo] AT

11) =293 =29-7e] WEFor] AT FEaA adet 2o HIEE

]
Z7PIAT INRS 2UE RS o A5 se] 4T FguAe] §F 2 oVE
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3|7}l 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

X
7387+ 2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A 4 A]
4 9:2022. 04. 15)

12) AW E A AHE DI} o] oFo] AE A8 AFA FoAg2 FR1A L)

13) o] d: olEEHlAElE 2 OtE| I @] FEFHO J&&FS v XA 7] uo
22 CYP-450 sF 845 4Afste dAlE = FAEHe] 4528 7tEA
=t

14) oA EZulo]Al: olE=ZHAEEl (1Y 13] 10 mg) ¥ ol E=Zwlolal (1Y 13
500 mg) o] HE&Fo&= ofEEZnlaEldle] Ayl J¢S 4| Lot}

15) =03 A7SE X Lxpo] st oFE-oF s S 2E Ao olE=vlAELE 80
mg¥ <=3 10 mg H-&F o)A 2rtx~elgl o] AUCYE F7138FS o HAUC

Hl5:1.18), YA o= ou|gle Aae oYl

16) He=sdun: oE=visgEs  gesude] weRdA  g2sudel
el QMo o4l gako] ggln.

17) Z2H oA A A: ofEZnAEFRIY} CYP 450 3A4E Adlets Aoz o4y
Z 2ol A& A (o, lopinavir, nelfinavir, ritonavir, saquinavir) £}2] W&o =
olEEntaptRle] dAFEEE 2-5W FUMATI= AR dAdo]l e AL
UEb T olEE2utAEEl AUCE o] of WnFolel nlulsto] Y C ZmH oA
AxA depzeu 2ot wp AR 2E HIV ZE oA oA Ale o] oFo] W&
T2 FAeA F7rEAh 28B 2 HIV Z2HolAl A4 EZeleu =9}
ZEUHZ HEaY T 19C oAl JgAA dTygn2E T35
Ao Al o] ofe] W& ylof dth HIV ZR2EHokA|l AAA Zyun =}
dEUYHl2 BHE&ayor Folsts SAoA o] oS AT wW Fsjofof
stal 7hd v 85 ARgdlof Stk HIV ZR2H oAl A A AR UH] 29}

HEeW, FuHlae gEURZ HEaN, IAZUHIE, B

yapzyuni e gEYHIE2S & or Foits fxjd=, o] o &0

20 mgs HolA = StEm Folsto] AbgafoF git)

rr

djuEl 2 Roluls HIV #belA, o] ofe] Ami 40 mgg AFE L, o]

=
otel Ma Ha fao] AW & YA AAF AdAAS AL,

HAZYHZ 800 mg, 1¥ 33 & 7Y T35t 64# o] ¢F 40 mg, 19 13| =
HE&FJAl o] ko] AUC® Crax’t T7FSFIITHAUC H& 2.3, Cuax FIE 2.7).
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1.5 71<): 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
3]

7kd:  2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A1 8 A]
2l:2022. 04. 15)

HAzu 2g Fois fhxbe o] of &3] 14 40 mgs Z¥elrf = ket

(L r& ulfs

18) DEjob4l: ofEZrl2ElEl (40 mg) ¥ HEloM4l (240 mg) & W& FoiA
olEZulagEle] % ¥t g =7 vl

19) o|Eg}F}E: ol EE2ul1ELEl (20-40 mg) ¥ ©|EZAUZE (200 mg) o] HE
FolA olEZul~ElElS] AUCE7ES AT #RR o ElauES
Folib= gt A o] ¢ 20 mg oS Foldh g Foldlof Pk

20) AAHEF AEF e el CYP3AAE dAS: RS st
o= AEFa ATl AuH A (BHF 1L ©l4) otEEukiE

EEE SV Atk olEEwsEEel st dAHe] AEFa (3

22) Z7|A: U2 olEZulAElEy Fy)ale] FEAFT
AT, olEZnxElRlY FI|Ae] WEFojoA  LFFo] HIHG]

WA, ofE2raebel v 2740 e

I
o
>
N
Lo
o
°
Xy
°
o
o

YA ETEAT Aol Sohekr) G

26) Uz UzEis olE=uriEEle WeRelsgle W zAe &%

Aol T7hd & JoeuR, ofE=utAEE &% s algdof .



Z % ¥ 237121 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
ZFA A3 7FY:  2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (X2 ™4 A]
N dLd: 2022. 04. 15)
P EURZ, thAEHlEE BCRP YAlAlolal, wtEfExgH 2% OATP1B1
o ) A o] ChAHE-H] = 9} g8t 3 -&sA %
SR et 2/ ez e 2/ EYH| 25 o] oF¥ W8 A] ofEEntAEd
=S s/ JornE HEsqes ket
28) WEoFEo] olEEMPAEIRISY ofFdlo] WX g3 B ofEEnpAERE o]
WgokEo oFEdle WX e JFS ot Foll Lokt
B FEo] olEZutAERY GFFT pX= T
HEFE d FALF o} E=nlAE}El
‘g'aok (mg) AUC H]'%& Cmax H]%&
NEFRZAEY 5.2 mg/kg/day, | 10 mg 1 & 1 3=
N grraraay 9 8.7 10.7
APFAQ & 28 Uzt F
fElxEyHl2 500 mg 1 ¢
2 3/HEUHZ 200 mg 1 ¢ 2 3], | 10 mg @3] Fo 9.4 8.6
7 Azt 7o
=d7kZ R 2 400 m 1«
N J T l10mg1Y 13,797
13/ B dlet2~H 2 120mg1 ¥ 1 3], 8.3 22.0
7o
7970 B
*elg} T gu] = 750 mg v 8 A 7kmicl,
20 mg @35 7.9 10.6
10 A7t
#olul ~H| 2 50 mg 1 Y
13]/2etx2 Y= 200mg 1 ¢ 10 mg w3 %o 1.95 4.3
13,1343+ &
*R A ZYH = 800mg 1Y 33, _
40 mg @3] Fo 2.3 2.7
7 A7 Fof
#Z 9LbH] 2 400 mg 1 &
g 20mg1d 13,447
2 3)/5]EYH] 2 100mg 1 ¥ 2 3], 5.9 47
7o
14 A7+ Fo
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%3
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[e)

ﬂ
h
(L (e oM

2022.04. 15)

3] 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
7457k 2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (2 4 A]
49

H-8oFEo] ofEZnIAEIRY %FF e mX = FTF
HE&GE YW FoAEHF olE=ul~e}El
HIALFUH]E 400 mg 1 Y .
40mg1¥ 13,4
2 3]/8]EUH]Z 400mg 1Y 2 3], 3.9 4.3
7o
15 A3+ Fof
*Zg]EZulo]Al 500mg1 ¥ 23], |80mg1< 13, 45 54
9 Azt Fof . ' '
#rhFUH] 2 300 mg 1 Y ‘
10mg1 < 13,4
2 3/8)EUH]Z 100mg 1Y 2 3], o 3.4 2.2
9 A7 Fo o
#folEgla % 200mg 1Y 1 9],
40 mg &3] %] 3.3 1.20
4 L7 ol
*HEZEH 2 480mg 1Y 13],10 47t
20 mg @3] Fof 3.29 2.17
o
# AT UR] = 700 mg 1 Y i
) ) 10mg14 13],4
2 3)/2]EYH] = 100mg 1 ¥ 2 3], 2.5 2.8
£
4 A7 Fo
*EATYUBE 1400 mg 1 Y 2 3, 10mg1d 13,4 03 40
14 47+ 54 o] : :
#AF L H 2 1250 mg 1 Y 2 3], 10mg1< 13,
1.74 2.2
14 A7t Fo 28 A7t F4
#R B2 240 mL1 D 1 3] 40 mg 3] %9 1.37 1.16
dElolgl 240mg 1Y 13],28 Azt
9t - 40 mg $+3]Fo 1.51 1.00
£
o gl E&nlolal 500 mg 1< 4 3],
- 10 mg 8] %o 1.33 1.38
7 Azt o
o=t 10 mg, &3 Fo 80 mg T3] F o 1.18 0.91
AW el 300mg 1Y 4 3], 257 1.00 0.89

10mg1 ¥ 13],25F%
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] % ¥F 235712 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
HAFWAE 7Y 2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A2 4 A]
N394 d: 2022. 04. 15)
B kFo] olEZutAERI] FF T M= FF
HE&GE YW FoAEHF o}l E 2 AE}E
£ 7o
ZY1EE 10g1Y 23,24 53 40mg1 <Y 13],8F3
NA 0.74*
o £
up=2EA®30mL1 Y 43,1747 [ 10mg1 ¥ 1 3],
0.66 0.67
= 15 A3t 5ol
o ghujA= 600 mg 1 L 1 3], 14 A7+
10 mg, 3 Y3t F 0.59 1.01
7o
#2] v Al 600mg 1Y 13,7 A3k
9t - 40 mg 3] Fo 1.12 2.9
Fol (8T
*2Z)@3A 600mg 1Y 13],5U3t
9t - 40 mg 3] %o 0.20 0.60
Fo] EHoz Fo)t
#A3 B 22 600mg 1Y 23], 7 U3t
- - 40 mg T3] %ol 1.35 1.00
o]
#3 w3 B glo]E 160 mg 1Y 1 3],
9= 40 mg w3 5o 1.03 1.02
7 A3t 7o

Ezutretd gERol Al tiv] ol EZul~Elel 3} W Q- okE FolAle] &
A ol e 3. ol AHe 9 5 AE g o
= A

= ]
& AHF2 A13(2 750 mL-1.2 Liday)Al, oHE2nk2Elele] AUC(AUC H] & 2.5)7}

oz Fole] 8-16 AR Foll w3 AHFHI Almel AR HlE
Q.
[¢)

714w olEZul e e @y
A

YA AHE §FolAo) ohemitati wE Sk of AgA waE A wo

o =8 Folt}h walA, 95 7)ot sl, DA dk HA LFo] A}LHojoF &},

olE2nt2El” o] WL FES FFd HX= FF
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] % ¥F 235712 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
HZEWHAS) 7k 2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (2 ™8 A
MNddLd: 2022. 04. 15)
o} E = u}AE}E HE&dE 9 FoF
QF%/%%‘: (mg) AUC H]'%& Cmax H]-%&
80mg 1 13],15 Yzt | <tE]F ™ 600 mg ©H3| 5o 1.03 0.89
_I_E'—_‘_
80mg 1 13],10 ¢xk | =41 0.25mg 1 13],20 Lzt 1.15 1.20
o o] #
= - 2O E2HE 1mg 1.28 1.23
- o El ol ~EZ] S 35 ug 1.19 1.30
ElZgln] 2 500 mg 1 ¥
10 mg ©3]5F 2 3|/8JEUH|Z 200mg 1< 2 3 1.08 0.96
7 A3k o
10mg14d 13],44zt | ZAZHUHIE 1400mg 1 4
: 0.73 0.82
Fo 2 3],14 43 Fo
EAEEUHEE 700 mg 1 <
10mg1 < 13],4A3 N e
o 2 3)/8)EYH] 2 100 mg 1 & 0.99 0.94
N 23,14 A7+ 5o

R
Q3 frelge 5

}-

s

2k

oAl tiH] ofEZnl ElRl Y} 8 oFE FojAl9] H|&
RIS

6.

o]
“

1

=]
5

~

=

u

3ol hE Fof
o] ope] olEEutiEby ARom dd gy mE QAT 9s AHsHe)
oq /\c—] oﬂ /\]__g_% —]:31?:51-13} o] A] &} 7}:}\5] o] 0] = oq e A3 _Tq o] l?_]j —%
Astelor @rh Felzelga 1 shgEAe woke] Aol s
HMG-CoA 417 olAlsl ZAHel fge] A7 $¢ ~ehel Au=
AvisE denn o A o] ke Aad el g 49 2 eoll
AAH ABHe FeE Folw 7k Al ool F
QuAtde]l WAHW FA AREF FAAIT dotd E AFHS L

.

b/

rol
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o} 12 2 v} 2}

2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (2 ™ A|

:2022. 04. 15)
<]

o]

)

3 %% 23] 71<: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
2
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o 79 clEzuxgwel 8

I o =4 el o}l (Crax 40% =7}, AUC 30% 37}), LDL-
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2A17F S74A] °F&-¥k (activated charcoal)

o} 2 v} oehel o

2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (2 ™ A|

: 2022. 04. 15)

d=ya

=i}
UEld<: 9tk Aol dA7tA el zgoA AEE

ot = v /o 2l

3 %% 23] 71<: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
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k4389 (Maximum Tolerating Dose) ©l
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2u¥ 0.5, 1.25, 2.5 mg/kg/day
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#5371 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
W75 7Fd:  2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A2 8 A]
199l 2022. 04. 15)
AT (2ol M= mgim? VEe s 4 Hd A8 10 mg
AR &%, Aol = A o A& 20,
* ghxte] AS 50kg 71
(2) otEEwtAEE: ofEENAEES kg T mg o2 NG AT VEom
A o] 8% (80 mg/day) ] 63 vl &%, = AUCoz & 7]FOE 8-16 Wl
AGHS AHEE A= AYolM ddAe] gl Kg & mg o= A
As7IEoz JAAANE HagFRe 250 ¥ =2 &= FoI3 2 dzte]
mh-2 AIE Ade HugE ARETAA e IE AF, R
A ESEE] A Eo] Srheklh AAleE S AUCozs ol 715 6-11 1) 29k
olAIF ], Ao R  FAG RE e FES ke 9 s
kg @ mg o2 et AF V|eoR ST AFHAGEF 12-125 ]
R oo Foks sl
2) =AWl
(1) g=da: Aol AldelA o of2 FHx 52 AAA FA FF=
PR A ek
(2) ot==utaEtel: 4 Fo] A Al R 1 T AAH AldellM o] oF&
Abetse]  of e #AARQle]  EAWoe]  JheAdE HolA &Skt
ol £ 2n}~Elel> Salmonella typhimurium % Escherichia coli & ©] 48 Ames
test 5 Chinese F=E FHAHEE o] &3 Al ¥ HGPRT forward mutation
assay ©°lA  SAoltt. ofEEZnAElES AP Chinese 3 AE
HAAELGNN A o] da FestAl S7HAZIAL eekal, BAW k-~
AN A oAt
3) A2sH ol
(1) =9 ¥: 10 mg/kg/day &F7HA9] dEH® (mg/m? 7|Eo2 A FHa
AEEZR 10 mg 9 8 Hj*) o= AT A= (av e #3264 & 52,
AR 14 L St AANAAM A2 sHol et G YEhA] 2okt
* ghxke] Al 50 kg 71
(2) otEEZnt~EE: olE2utAEtEl S H I 175 mglkg/day 7HA] FolE £ H=
=& #1225 mg/kglday 7HA] Folgk A HEd A FHT S A Fl
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# % ¥ 23] 712 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

ZFA A3 7FY:  2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (X2 ™4 A]

MNddLd: 2022. 04. 15)
FA440 g2 gl o] 8% kg ¥ mg o= FAksk QI AALE
HaAGEe] 100-140 v &Fo|Art. 7 Aol tigh A2 5 A7 A
11 & &<k 100 mg/kg/day Fol Al BRS¢ A, BALsF A 4

AApol Aol F7FE AT 10 mglkg, 40 mglkg, 120 mgkg &9
olEZHIAEIRS 2 Wzt Ao Fo] Al A 52 A vy, A2

ake] x4 ele] FAH Fge Ak

olEZnt~ElEl: o] Ade FstHor fFALG oFE (AAH U FogFe oF
30 W) ol sFE= =S FAG MolA &% JEHoE AW
Afre] gywA) & fdh
(1) 120 mg/kg/day (A Fo g 2F 16 1) = 3 o]
Mol A =HEHo] #Z=Q). 280 mg/kglday 714 &3S FT7HAIA Fold
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1. 23 2 FHFE FYAH8
1) ojdo]e] o] ©x] b= 3o KA

2) TE 8710 el W e AmALle] HAY EARARelA wEAdA

WomE o] % Folgut.

[
5 mg/10 mg: 30 /¥
5 mg/20 mg: 30 /4

5 mg/40 mg: 30 /¥
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5] 7}<: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

X
7387+ 2022.02.14(5/10mg, 5/20mg, 5/40mg), 2022.02.14 (10/20mg), (A 4 A]
42 2022. 04. 15)

10 mg/20 mg: 30 4/

[AH&-717H

AzdZHH 36 7€
[A1 %24

Pfizer Manufacturing Deutschland GmbH

Betriebsstatte Freiburg, Mooswaldallee 1, 79090, Freiburg, Germany

T YAk
HoFE 2| 232 oH)

M58 ST AFUE 14 v 155
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