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53] 7k 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
TR

=
73] 714 2025.02.11

ﬂ';

d=v)¥ 10mg 7 ofEZut2Eld 80mg & WA T A dAfel Folgte] HAAIE oFE-
e AAoAE AgA, o F okEo WEFoA dERUAY fFIe AFS
W] gokth, R YA EAEt A olEERAEE S Cuax © FFS WA FRoH
(Crax: 91%: 90%21 2] 7}, 80-103%), AUC = 18% 4= %7} (AUC: 1.18,90% A1 3,
109-127%) &3tk ©&  EEH IERodrEE8AEY 53HA| 94

FEgEdgel dd Ave glo, ¢RO okEanaey A ofEel W@
A7 ofdlst o] sk
<U=ZgHE>

1) 42 AL ol EA oA, dupatetAl, WERATA|, ACE A3lAl|, 2H-8A|zto]
A AA, HERZZZAYD Ay, HlzHZol=A A¢x1EA (NSAID),
FAA, A5 dAstA S} W8 Al ksl

2) AHEEAS o83 AFAA AR dEgde] fIil, HYEQ, =34,
AEmepsle] Tl Ao FFS v A Fevhe S HoErh

3) AHeF22: 20 o AT A dAfel M 240 mL o] AErAet R 10 mg 9
G E ol dEYAY] ofsdo] oy FFS m A A Gt o] Al A
gzrde] F YA E CYP3A4 oMol FAZ%  tldA  (genetic
polymorphism)ell thsh @3FRF7t= o] FojxA]  skrh. wEbA, dEUALS

Agolv ATk WEA AR gAtelM AAlolEE SkE QA%
o

el
4) dEZA () IV & & HZadE, dESFUNS FAite s PAA
X
[e)

YA PaAFo] ALH o HAAYh FRUUH BEZU] BAFo:
sshok gt

5) R AGPS ERE FIAVIRE, DL A5 A4S §FL FosH]
7ol g}

6) FYYEZrlolrl: FYPERvIo]AE CYP3A4 AdjAloltt, ZFH P EZnFo]AS
o] ok} WEFAA AFgel 9ol F7IsItt. o] < E B E=Zvlo|qlS

W gRelA BAE FolUA BAsE o] PAHL
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53] 7k 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
TR

=
73] 714 2025.02.11

(1) AHIES: o date] Bafel Al gh=uR e epgotel] Fao] .
(2)  &FrlEmbadle (AA): EFEeEm s ARkl @38
RO LT dRUA e okt frofgh Gl |l

(3) AEvtE: ¥y agdEAe] Adud 100 mg @& F
dRhdel okedd  Setee] g HAX FUTh dRyAd
AdduEs W8Fel A, 7 e dunHoR A47te] djtAstasts
e T

(4) CYP3A4 AaA: a2 o] (2 69 A1-87 Al) g stskatol A 1 & dElol#] 180
mg ¥ YZH3F 5 mg o HEFAE d2YFAY HAN=EFES 57 %7HA
SR AR AL (T 18-43 Al) oA clg]ERwtolile] WEF =
gEYAY] AAxEs FYHoE WA A FUTE (AUC 9] 22 % F71).

2 Ao WE A= gekon), Ao okE el
wazh o dErd ¢ vk AEE CYP3A4 AEiAl (o, AEIUE,
tae ¥4 =5 dEopxlze]

HgFood Yeid Art o e SR S AeAL mAg 4

slth. d2HeS CYP3A4 AdAlel HE&FAA Folste Fojghrh. e,

ol#l BT g o 7R 7|¢ld o] gukee waHE ul gl

o,

m
)
2
<
i
&
i
i
=
Ind
~
o
fru

(5) CYP3A4 +%=A4]: CYP3A4 =4l (o, g #Fu4l, AJE &2 $JE (hypericum
perforatum), 7F2vlulAd, Fx=vt20|g, FYES], ¥ AFYES], ZgnE)
ote] HEFoE: dRUYe dFF=E WA F Atk 2Bz 53
7483 CYP3A4 F=Ae Wg&Foste 7)zh 1 ol ¥

[e)
&
EUH st % =4S aysor

)
rd
o

o &

rr

8) grzrvo] thE o s A

(1) oFE2n}2~ElE: olE2ul~ElEl 80 mg I} Y=T]¥ 10 mg & WHE W85
Al o}EZukaEtRl o] 3 okEshA stzjuElol] fo] Al Wyt AT

(2) HF: A ARl A FRHAT UIAL WEFe] A BHFAle
G2 B fIe] A4 Fejojdzd Wa) g,
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&) 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
37} 2025.02.11

&) 10 mg =y @3] Bl gbaFolA]l x| ofF gt
Frol el W3yt gl

(4) o=se: gmday gzsde] WeRd A dgd.umoegy

(5) NEZAEH: AFold IS ggoz AF2AxAT o] S ¥ eFoldl
o] AT, o] i WEFAA AFEAXHY HAAYFTEEE W
AAY 40%7HA] F7Feke Ao = HE AT

(6) BtA=E] 2 o] ofdh WEFo A BAReF2Y HFEk
Rnor g BARHFAR X7 Wi oA o] of Fo] Al Bl R0
dTeEsE EUHAPS, ©BHARYF2Y FAAFS HAsA xdso
Bl f o 548 9sles doF 3.

(7) mTOR AAl: mTOR SANAl(el, A E2F2, FAFZFe 2, o Z e F2)=
CYP3A ¢ 71dojt}. h2r]d2 oFst CYP3A Adf#lolw], mTOR < A4 <}

Mg FolA gtrldo] mTOR AAAel U& =% 57412 4 9

(8) Avt2Etel: ¢F=tld 10 mg ¥ A¥lAEE 80 mg o w3 &% HEFo=
Art2Etd whE oA eh Hlaste] AREAEIR S =S 77% S7HAZATH
dRUAs FoAls SxpeA Autzgd 1 A HA FoEFE 20
mg 7FA] o] t.

;

<ol E 2 H}AELE>

1)

2)

vk fEAl (o, AVHRA), dERvielAl, ofEA A FL
AdWsh &3] YRl 3k MEF Al SH# fge] S HAd. old
e W ool CYP-450 3A4e] thAb 1e|a/Se sEAe deads

A3 gte}. ol EZuAEFE2 CYP- 450 3A4¢90 <] tiAbE o

o] °FS CYP-450 3A4 O AIA| (A ZFRAXY, ntaRelo]=r A4 2 o}Z)
FXA HHIV ZEHOA) ¢ T4 Ag o] °Fe dFELUt TS F
Roevw AFeA Folstejof Fty. ofE=nlipiRle] tigk CYP-450 3A4
A (d, FFAA e HYUER) o JFd distels dE v fidh

>~I
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] 7121: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
3

24
73] 71 2025.02.11

o] °F& CYP-450 3A4 FieAlel W8 FoA (o, cldnldl=, gFd)
olEErtAptdle] dF $EE AN g vk gE@yile ol AuAg o]
7174 wiol (CYP-450 3A4 % Yhepatocyte uptake transporter OATP1B1 < Al)),
olE=utAetdly gFIAlS B8 Fodte AF Tl Foste Ao

AFEr, PRIA Fo] F olEEutiEtElS =7 Folshy olEEniErE

of ofrt WeHFEA wr @YRAA Er JiERA ALWE

S
QAN APHoE fol wH A5AEE BAFA Qo o}y BE

o
r

kB EA oAA: olEEulaEre
Z1deltt. EY, olEEuiEde  fEFEAL  P-SYRZ2H(P-gp)ol
714 o|th. OATP1B1 5 % P-gpolAlAl (o, ANE22=27)9 BHE&FoA
olEZu2ElRl Y] A 0] §ES TIMA, SH5HTI T2 ol dvrE] AL S
S7/MAZA 4 9tk olE=ZnlAElEl 10 mgd AlFEAEF 52 mglkg/day]
WEFo e olEE2nt2ER ] =&8 TVAIZTHAUC Y] £ 8.7).

4;
I
=
>
X
aly
o
>
_|
3
%
5
A
ofy
2
Lo

OFEEHIAEES A ERAZHI HEFoAolE2nAERY RS
10mg= Z¥a A= Qteth

Fe7tzen 2 9 s Hdelan 2= OATP1B1, OATP1B3, P-gp ¥ BCRP2]
AA Aol nE, ofEZu2EE O mES FUMAXIT o] oF 3} WEAE e

19 olE=ulzElel 20 mgd  HHIZREHEZ 480 mge HEFoE
ofEEulaElEle]  wmEHS FURAZITHAUC W& 3.20). dElEma=

1
R

%544 P-gp, BCRP, MRP2, OAT2 ¥ 1Hp%4 OATP1B1/1B3E <jAls}ed,
olEEuAEE Y] =FS ST ofEEuiiBY Fol &3 19 20 mg
ZaeM = e

HeFol okEo wWE CYP3A-Z OATP1B1/1B3-wj7] <EASZ & T =
dEHZER 29 AF2AYHAY] HEFA9 UE £ <y dEHEEHES
NEZ2AYHAES HEFAqsIE FAjo] olEEnpAElR Y] AFE2 7 7)ot

ek A 9w AMBCRP)  oAAl ;. BCRP oA A|(e], dulan=

20



B
B

B
N

S

6)

7)

8)

9)

ST
™
il

] 7121: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
3

24
73] 71 2025.02.11

agpzsmdu )t We el A olEEurEde  AY FE7)
kst 2B Ade] /18 & onE, WA HAREFL T
A}g 3o,

ofEEulagEe  dusuz W astzzduzs ¥E Fods A%
oEEnsEve] 84 FE/h 199K F/HT uebd] dulsme we
aezEsduE FRAAE ol ot @A Folw:  @xe

ofEawlaElEe] §9e 19 20mgS 2ANE HHT 3. oML T Bx)

Lo
oM.
_—10

AP ERTtel], FERMFOI: A1) AF§- ofE=ulAEEI CYP 450
3A4 ojAlAl= 2R el EZubelal (19 13] 500 mg) Ei= FefgEzvtels
(10 23], 190 500 mg) 2 WEA otEZwiieEl dFErt Srhshlv.
AP FHRERMOE Fofdhs St A o oF 20 mg o4& Feofdhs

A5 Folsok ).

AT AA: =2 EAHE 2 dEHIANAEGHSS et AT dA e o

oko] HWEFoA] nEZoElxEHE  H JEHIXEFHYZ  AUCT}

Z7Fskdth(zdZ AUC Hl&: 1.28 2 AUC H]&: 1.19). webA, olE=2u ~Elel S
Fojubs o o] AT UA HYA] o] AlgS ejste]of gl

rlr

Fe2EE:  FU2EER BEFoA olE=uHiipide] dFAERT)
GolAT (S En g 0.74). 12U o] SFEBEL dEon Rojdi: ASnt
olEEnzE Ry FY2EES H8Fse 49 LDL-FA2HE Astade

F7stseh.

10) ARAL o ofx} wadlg i S dRrlEs sk AT Al

(antacid) FEq7 HE&FJA olEZnlxElEle] AUCYE A8 THAUC H &
0.66). —LL}, LDL-Zel=H &2 Haols= 3ol AU

1) stzsd: sesdne] WaRdA AT FeuA el £do gdns



23] 71 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
73] 714 2025.02.11

Z7HIZG INRS) WUEP S o A5 Bhof 37 Feudel % 28 ofpe

Ao gk

12) ATIER: AMEIES o] oFe] JEAFATAN FEAEE FANA kgt

13) StE]] 9: ol E 2 nl~ELElS QHE]F| -] SFEFHlo] &S XX 7] ulFd
22 CYP-450 sFaAE AFste dAbE = dAEH] das82 7IgEA
oOF1-
L‘()‘L

14) ol X Ezuoll: ofE=r~ElEl (191 15] 10 mg) ¥ olHE=uol2l (19 15
500 mg) | W&Fel: chEZulaEEe Hgre] dFe T4 vk

16) fr=vd: A7 Aol tidh ofeE-ofs Fo A& dolA ofE=utaEld 80
=

mg¥ ¢tZu]dA 10 mg HEFA

16) HEFU: olEZnixgEn g2 vy
kR glo] Mo R fojHe ko] ¢SlTh.

17) ZZH oA A e A]: ol E2ul~EFRIT CYP 450 3A4E Adlste o= 4zl

¢

2 eotAl A Al (<, lopinavir, nelfinavir, ritonavir, saquinavir) ¢}2] ¥ &%=
olEzniptdle] dAEREE 2-5H] FUHAZIE A @]l e o=
Uebgth obE2ukAEEl AUCE o] of whFolel nlaste] HYC ZmE oA
AA A defzen| 29 vzt 2 2R HIV ZZ e obA] oA A9} o] ko] W&
Foz dASA S7FEAT. 2eER HIV ZEE oAl AAA] B ZeeH =9}
PEYHE Hgey i 19C ZREokd oAAl ez Es Fojshs
FApe Al o] <ko] W82 Fdof gtk HIV ZR2H oAl AA| 2| un] 29}
dEUYHl2 BHE&ayor Fojsts SAoA o] kS AT wW Fsfofof
stal 74 vk §S ARESior @tk HIV ZEHookAl oAlA] AR U] e}

HEe, thFuHl 2 gEYHE e, ¥g4zgunie, B

Tz st JEGIES YEAYOE Folli B, o] o o]
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5371 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
738l

24
73] 71 2025.02.11

BAZYHZ 800 mg, 1< 335 7947 Folsta 644 o] °F 40 mg, 1 13] &
WE&FAl o] °%Fe] AUC® Crax’t S7FSFATHAUC HE 2.3, Crax FIE 2.7).
HAZARH2E Foils b= o] o 3] 19 40 mgs x3aiA = <t

18) dejobgl: obE=ntsEbel (40 mg) 3} HElobAl (240 mg) & WE FolA
olEEntxEtele] T FRvb ¥ EA UEksth

19) ol EdtzuE: o}EZul~EEl (20-40 mg) ¥ o] E#}m b (200 mg) el W&
FojA] olEEntAEE el AUCTTRSE A#EIT TP ER oEfdauEs
Folnks #Afol A o] oF 20mg o] & Fofsks g Folsof

20) AeF2 AHEF A shtolde] CYP3A4E oAlshs s sl

al
ofE ARFE Al AL A$ (3F AL oY) ofEmupreiEe] dF

=
=
250 mL 3tzh) o] Jee ofF Hom (HMG-CoA Faiol AUC JA|z85
13% 57}, 9340z Fasi.

21) FAEAETA): vE olEEuAEE I FAEAte] ofEdazbge] wE

22) 2A4: W% ofEEniavEl 2o)4e oy
QA ohEZulsvEsl 27149 WgFelold 2Afe] Rt
whebd), obE =l iEhEla 271409 Y §FelA] Folate] Fol gt}

23) ek QAN GAA olEEutiErE e G AR

E
- = X
FEEy dgHon fold AsAE glo] WEFAHUY. 54 oo
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9ol F7hd & oo

=
27) ThpRElEel  wWgaAY

gEUYH 2 ZEYRE2 73 CYP3A  AAolx, dEzyn=
FEUH 2, tARR|E2= BCRP AA|Alolar, IElZH] 2= OATP1B1
A A el 2= TR} H] 2 9} g3 8317 xS
s EtaR 2/ e T g H 2/ EUR| 25 o] °f3t W& A olE=ukiptd

EEs /M g lon R gl ke

28) YgopEo] ofE=nirplEle

obme] epgstel] WA

ok
ofo
o

5] 712): 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
5]

25 agsfof gk
W R 2/ e e W] 2

9% R olEEuliEbEol

HgokEo] olEZnl2EIRlY FF 8o X T
HEHE R R8P ohE=uhaEd
‘g"j’o]: (mg) AUC H]%& Cmax H]‘%&
tAZZAEY 5.2 mg/kg/day, | 10 mg 1 & 1 3=
N grearaay 9 8.7 10.7
g ARl & 28 U3+ F
*ElZgynl2 500 mg 1 ¥
2 3/FEUHZ 200 mg 1 € 2 3], | 10 mg T3] Fo 9.4 8.6
7 A3t 7o
=d7kZEH2 400 m 1 9
N J S l1omg1e 13,79z
13/ B dlEl2~H 2 120mg1 ¥ 1 3], 8.3 22.0
o]
7 Uzt Fo
*el g} T gu| = 750 mg v 8 A 7kmcl,
20 mg @35 7.9 10.6
10 A3t o
#oﬂu}}\t]] 50 mg 1 o]
13)/agtx=gn = 200mg 1 ¥ 10 mg ©3]F 1.95 4.3
13],13 A1+ Fo
#R A Z 2 800mg 1Y 3 3, 40 mg 3] o] 2.3 27
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# % F23] 712 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
2 %W 73] 712 2025.02.11
HgokEo] olEZnlAEIRlY GFF 8o nX = T
HEGE 4 58 ol E = ul2elEl
7 A7 Fo
#Z I H] 2 400 mg 1 2
g 20mg 1 13,47
2 3)/2lEYH]Z 100mg 1Y 2 3], =~ 5.9 4.7
4 A7 B o
HIALF UH]E 400 mg 1 Y
) 9t= 40mg 1% 13,427
2 3/ EUH]Z 400mg 1Y 23], = 3.9 43
15 47t Foo N
#Z el Egulo]Al 500mg1 Y23, |[80mg1d 13],8Y47
ozt e - 45 5.4
#EUH| 2 300 mg 1 Y
_T 9t i 10mg1<d 13,443t
2 3)/2]EYH] = 100mg 1 ¥ 2 3], = 3.4 2.2
9 At ol T
#olEgtz}E 200mg 1Y 1 3],
9t = 40 mg 3| F o 3.3 1.20
4 Azt 7o
HERHZ 480mg 1Y 13,1043
ol 20 mg @3 % 3.29 2.17
=
A AT Y UE] 2 700 mg 1 Y
- 9t 10mg1< 13,4937t
2 3/8)EUH] = 100mg 1Y 2 3], e 25 2.8
14 47+ Fo i
FEAFE LR 2 1400 mg 1 L 2 3] 10mg1<d 13,443 03 40
14 A1k Fol ol ' '
#dluLH] 2 1250 mg 1 & 2 3] 10mg1< 13,
1.74 2.2
14 A3+ Fo 28 U+ T
AR 240 mL1 YL 1 3] 40 mg ©@3]Fo 1.37 1.16
YdEjold 240mg1 Y 13],28 7t
b 9t b 40 mg w3 S0 1.51 1.00
£

25




by
B

5] 714 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

=5
W 73571 2025.02.11

B
o\

B g ko] olEZulAElEl Y] okE o] nXE 9k

HE&YGE ¢4 FA L o} E 2ulA~ElEl
o g EZnlo]Al 500mg 1Y 4 3],
10 mg w3 % 1.33 1.38
717t %ol 9w
=Y 10 mg, @3 Fo 80 mg T3] F] 1.18 0.91
AW el 300mg 1Y 4 3], 257 10mg1<¥ 13,253
1.00 0.89
ol ol
Z~EE 10914 239],24 53¢ 40mg14 13,853t
- NA 0.74**
ol =
S 2AEA®30mL1 Y 4 3],17 U3 | 10mg1 ¥ 13],
0.66 0.67
ol 15 A3t o
o sH] A= 600mg 1Y 13],14 47t
10 mg, 3 Y3t Fo 0.59 1.01
ol
#2) 23 A 600mg 1Y 13,7 L7t
b b 40 mg w3 %o 1.12 29
Fol (o)t
*2]y A 600mg1 Y 13,5 U3k
~ - N 40 mg 3] %ol 0.20 0.60
Fo JfEH oz Fof)f
AT B ZH 600mg 123,743t
B N T | 40mg w3 e 1.35 1.00
5o
*H=v] B g o]E 160mg1 Y 13],
Bk : :
790 2o 40 mg 3] Fo 1.03 1.02

E2vaeg BEEolA] oy ol 2uliehes WE kR FolA o HE
B ol e 3. ol due 2 5 Aes
E A

|
3 A2 A (2 750 mL-1.2 L/day)A], oFEZH2~EFE 8] AUC(AUC H]&: 2.5)7}F
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5] 714 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

B g ko] olEZulAElEl Y] okE o] nXE 9k

HEdE # FoEF

o}E 2 nl2ElEl

o] AlgellA Fole AFuH 29} glEuE| 2 W88
o)A o7 AlEHE Gk olEEuAElE wE Z7lE o] AlFoA T

=S Aot mebA, 595 7]2olof s, a3 HA o] AHEH o oF

oUJ—zj] =4 v}}_\o]k_ %

o] oputt.
g A wr

slEZnl2ElRlo] WgekEe] kEse] MAL J

Ol E 2 ulAEY BE4E 4 FoALF
°FE /L% (mg) AUC H] &4 Cmax H| &4
80mg1 Y 13,15 Uzt | <tE]T A 600 mg T3] 5o 1.03 0.89
lE'_
80mg1 ¥ 13],10 47t | t=4l 0.25mg1 ¥ 13],20 43t 1.15 1.20
= Fol#
=0 - =2 HZ2HE 1mg 1.28 1.23
- JEl o ~EZ] S 35 ug 1.19 1.30
E]Z2lH| 2 500 mg 1 ¥
10 mg ©3] 5o 23|/8JEUH|EZ 200mg 1< 2 3 1.08 0.96
7 A3t o
10mg1 ¥ 138,443 | L4AZH U2 1400 mg 1 A
i 0.73 0.82
F o 2 3],14 A7+ Fo
EAZYUHE 700 mg 1 2
10mg1¢¥ 13,443 _u 9t
o 2 3|/8EVH]E 100mg 1 & 0.99 0.94
N 23,14 47+ 5o

A jH] o}E=ulAElelnl wg ok

= FojA e g,
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H % E 237} 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
| £ 7 5] 71Y: 2025.02.11

=

I A, N U= R o T O o TN T
T F gl T F N w CIC IS (2 T o= o 0 o
C M T T &SP T T
i T - ® 7 ¥ oo %
N B9 o L o X w W A
o = o ™ o T T OB - o~
ol ) TR To N B o = il MM .W B oo T
R oF 1% TK = R & O do ) mr W ot T
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H % E 237} 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
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2 % ¥ 23]7}: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

HZW 73] 7+ 2025.02.11
HZ WS Aldste]or st} 775 AAF 2 83 CK & U E Hslo]ofsit},
olEzZul~elel e FHYSHA AT AgS §r] wlito] JAFEH
olEZnfAElEl Y] H 4SS FosHA S7AI7IA Z=th

10. 7] €}

bt} olE=utaElele] 2ol uAE A A v gl

(1) o=t ¥: o=y 0.5, 1.25, 2.5 mglkg/day & 2 A E9 Ho] Zo] Foldh
A gl owpg-2o A oM ] FAE e @kt B, o] Al A
Foly HugaFe npg-2o Hd Uk &3 (Maximum Tolerating Dose) ©ll
LAY (2ol A= mgim? 7o 2 A Hol A8 10 mg ol
TR &%, HoA e A Hd A& 2 b)),

* gxte] Al 50 kg 71+

(2) oFEEnfAEIRL: ofEEBIAERS kg T mg o= 3 AT V| oE

olA|e] a8 (80 mg/day) o 63 W] &% = AUCou & 7|5 02 8-16 Wl

AGHS AHEE A= A BgAde] gl Kg B mg o= #AlE

Ae7|Eo 2 AAALE HugFuo 250 0 =2 &858 T3k 2 dzte]
k- AE Aye HugE AMETolA R FAE HF, A
DAESG] TAEo] F/1EH Y AN =ELS AUCs ol 715 6-11 8] ESkth
oA, sgFgHoz fFAG EE T2 FES wgs P PEd
kg & mg o2 A AT V|so R Y ANHuAFEFe] 12-125 Hj
R Eolo A TS el dith

2) =Wl

(1) e Fawe] AgelA o ke FAA F& AMA FA FFS

.
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2 % F23]7}9: 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
22w 78 7} 2025.02.11
(2) otE=vl2EE: 4 Fo AP AE B 1 T AW AlFeA o] oF2
Atse]  ofFed #AAgle]l  EAWol  ThesAdE Holx Fdth
o} = 21}l ~E}El-S Salmonella typhimurium 2 Escherichia coli & ©]-83F Ames
test 2 Chinese 3 2FH HAMEXE o] &3t Alg3] HGPRT forward mutation
assay oA SA40lAY. olEEZHlAEIES A]g Y] Chinese 3 FE
HAEZDHANA AMA oS FolatAl S7HAZIA &okar, AW vk
A Aol A g ol .
3) AAedY ol

(1) ¥=H2: 10 mg/kg/day &F7HAe] F=Ha (mg/m? 7|=o2 4 il
AZLE 10 mg o 8 Hl*) o2 A8 H= (W Hd FARL 64 I 9
A2 14 A FF AA)elA A2 sl 3k FJFE ehbA] okt
* gkxte] AT 50kg 71+

(2) olEZnl2EE: olE=2u2~Elel S H 1 175mg/kg/day 7HA] Fold 7 A=
=2 FHal 225 mg/kg/iday 7HA Folgk bA AT A FHE 52 ATl
Bl e gk o] &S kg T mg oF A QAALE
HaAgEFo] 100-140 v &ZFo| At A Ao figh YA 54 Aol A
11 5 5<% 100 mgkg/day T Al AAF A, BALEF A4 4
AApolAtol  F7hE ATk, 10 mglkg, 40 mglkg, 120 mglkg &9
ofEEHtAEIRIS 2 Wz Aol Fol Al B Fe g debvlE, A2

ake] zAWele] BAH G Ut

obEEupiERE: o] AU MO FARE okE (AAAWFIEF o
30 W) o AFHE kRS Fold Aol §F AFHOE ANAWA (FAEY

Aol geliy) &

(1) 120 mg/kg/day (A H N FoA-&F] °F 16 wf) = 3 ok ¢t
Mol A HEdo] BZEATE 280 mglkg/day 7HA &S FIHAA Foldh

A Aol M 11 Foll HEE B AAE sEF Aol BEEAT
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5] 714 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)

=5
W 73571 2025.02.11

Y
o\

(2)233F Aol =7 7} (2 v}2]: 10 mg/kg/day, 120 mg/kg/day) ol A ©3] 72 A
[e2]

(3) FFNAA ey (FBFH 2Y, 1F L ARFY FUAMY G
A

1) ojdo]e] o] ¥x] k= 3o B

2) THE 8710 mhel Wi e Atmegle] HAY EAFAWCIN wgAsA

gong olg Fogit}

[E3E9]

5 mg/10 mg: 30 /4
5 mg/20 mg: 30 3/
5 mg/40 mg: 30 /3

10 mg/20 mg: 30 A/¥

k)

719871, 15°C-30°C A =1+

[AH&-717H

Axd=5H 36 7|4

[A%Z2H
A Z A}

Pfizer Manufacturing Deutschland GmbH
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5] 714 2004.11.23 (5/10 mg, 5/20 mg, 5/40 mg), 2012.05.31 (10/20 mg)
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Mooswaldallee 1 79108 Freiburg Im Breisgau, Germany
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