Q9] opE
..,@ F+FA® A 5110 mg, 5/20 mg, 10/20 mg

(FZYIH| A /oL EEnA BRI A543 E)

Caduet® Tablets 5/10 mg, 5/20 mg, 10/20 mg

(Amlodipine Besylate/Atorvastatin Calcium Trihydrate)

[EE ke 3

5mg/10 mg: 1A T =AW AAA(EP) 6.94 mg(Y =T A S =EA 5mg) 2
olE 2l Aelel 24485 (1) 10.85 mg (StEEHIAEIE O 2 A
10 mg)S St

5mg/20 mg: "iA G =] AW AAA(EP) 6.94 mg(PZT]A O ZA 5mg) 2
ol E2uAElRI A48t (Hf) 21.70 mg (CFEERFAEIE O 2 A
20 mg)< -

10 mg/20 mg: "I A =AW LA (EP) 13.87 mg(Y =TT 2.2 A 10 mg)
9 ol E 2ul el 48R (1) 21.70 mg (FE 20l ELEl 0 2 A

20 mg) S sHr. HIZHAI(EFE M L) AA 2 SdFrEH el A
[4878]
5mg/10 mg: 81| By HdE AP A
5mg/20 mg: 9o Bty HAE I AA
10 mg/20 mg: et o] Bl Y AF Y G Al

[ &23

o] ofe T CRB(YRUIWIN obEZuliEbE)E EA6] Folstelol shz Aol
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5. 59 158 n2e~HEUS 840 & TeladE, D2 A EAE
FaA717] 98 Be ALASA(, LDLARAPE)SE FEAY, ol
AAAGA R ATt BT A5

o ek Aelo] @ake] Folatn], Fol§He GETIWLERNILEY 2h i
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A7 S7=He #8219 491 ¢ 1 3] 20 mg =& 40 mg(45 % ©]/2] LDL-
FU2HEA A7 875 E Ao dFhHem A 4 drk o] ke 1 Y
1 3] 10 mg ~ 80 mg ¢ &FWLE Fosty, sb T oy FAE¥
dakgle]l Foldd 4 gl
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4) =371 A: AL«
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5) @4 AdotR7volAl FX (A 3 W o) FUHE B AeE
AFATeA A HE HMG-CoA 3das AAIAe] 45 3.1 % LA Hst
ofEEHtAEIR L 25 % DASESITE 4R e 9o 10 v o] e FAE Rl
4 %elA debsth o] 2 F 0.1 %e

L 1 1 LIS =8} = o
ol grtge] Yrtd 4 lon®w ArAow HAE HAAdE 5 FE5 wEeho
ool Y= A= FAE TAGL HHI HAE . tHE HMG-CoA

o]_E
gl Aol AaL, 7k Aot X5 AZ A s HAFE slioF &M, 1 o]%

ol 2ul~ElEl S 10, 20, 40, 80 mg Fof F b7 tidk RUE
A ondgd g x| o] ALEA] F7HA LA (ULN)S] 3 v o] F7H7F 2 W

o} UetE7t ofE=uHtAEEl Fo] 216 0.7 %ollA TASATHI0 mg Folt
0.2 %, 20 mg Tl 0.2 %, 40 mg 7o 0.6 %, 80 mg T 2.3 %). A
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54 gk, obEEulaERe] S37s, o
=AY RELNE Folde FAR IABHAL. YRR BAEL FHE gl
A %o ojEmupaEEoR ARE ASAT. oMndda

A
52 AST 7h AFRAS] 3 0 ol FH A% ofEEutiEtele] Fol§Pe

E agke] Welo] Qi Al F9 AFSA Folstelol @tk BEH 1A
A wE AREA 9 FolwdREade gl A&Hi Baels

T, THoksel dEhe= Aor AoyH)e]l dAs=A agst

Aol mEstelol  WHEI  woE Fe de Bus: 39,
obEEntigRe Fdoluls ol At BASA FEEAL, wABel A E

Fol & FTwstofof gt} o] FEES tiFiES CYP-450 3A4 HiAh

/2o FEFEES Al olEZnFAEIES CYP-450 3A4 o o)) AAU
At maRdtol=A A B ofEA FXleAlE o] oF} W& FofA
ofof gttt o] Al FEAm B IHHEFY AP AEFEAEY

Ak F A, ol ERvlolal, F T ERulol, dElTyn|E, BA|ZnHZ,
HIV  Z=2HokA| & A A HEaW AHEIWR 2/ EYR2 58],

1oy

gavulEEde  BgH,  gshpazgEdgee 29,
chub /e B 2 B3, ZAe ] 2, 2abe ] 2/ el B2 B
£, VA, ofE7] FA7A, 271403 W8Fe] A Frhen

ARG EA, Be AAAsEF] Ymei olE=rsgue P§FlS
neshe oAb ARyl fodel FPAS BHREAT FAUA welstelol
shvl, S5%, 204 wE 2AHE, T2 19 % F b o F @
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BMI>30kg/m2, FAAETA e, LENES s Hd me ddH %

o)

oF=t® 10 mg ¥ olE=HLAElEl 80 mg & AHE A QAo Foldto] AT
oFE-ofE A AE AFAH, o F oEe HEFAAA GERUAY
g ] gkl dEUFA EAFNA olEENAEIE S Cmax & 9
kot (Cmax: 91 % : 90 %A1 Z -3k, 80 ~ 103 %), AUC = 18 % %= S7HAUC:
1.18, 90 % AlE| "%}, 109 ~ 127 %)ttt thE oF=53 d=rdA/oE=ntaEtd
EdA Y] R4S AR e A7e Yoy, dEUEI ofE=untiEd Ji)
of=ol gk A= ot o] AU

*4=9a

1) EYAL oA =] o)A, dupxtckA|, wEFAFGAl, ACE A & A|, 2847kl
A AN AA, HER=AI- A, v Ro]=AAXFAI(NSAID), 484,

AT AYPsAG WE A raseh

o

olmujde] F A =2 CYP3A4 oA 47 thd Al (genetic polymorphlsm)°ﬂ
et dFRrteE ol FoA A Fskrh wEkA, dERYAS Ao AgFs
=

&4 A% BANN A EE F/E A WPFeAI] FA} ebg
e

5) MR AP BAE FMIVIEE, BRI 4 AU §FS Fo)stel
ol g,

6) th2 obmmo] ghrrle] mA: Ju

(1) AHER: TRk YaFe] A grRrlwel okgste] o] itk
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A/ mk I (AAEA): e Emt s AlLbAle @3] 8%k FR i
HEFo] Al dRTAe] oFFstel] fogk dgFo] AT

() Advd: ¥4 nIA3A ] AdbE 100 mg I EF] FoE
dEvA kFtA mtetdEle] FFS WAA FUurh dERYVd AduEs
Fo Al ZE obEe WA o®m Z47ke] PgtAetadtE yERI

(4) CYP 3A4 Aaf|Al: @ ol(wk 69 Al ~ 87 Al) L YF Aol 1Y HEoFA 180
mg ¥ F=2H¥ 5 mg o HEFAE d2AY AL wEE 57 WA SR AT
A7 AP 18 ~ 43 ADolA o ERvlolale] WEFolE= o2rde
AN =ES FoAom WMIA7IA] FUTHAUC 9 22 % 57F). B, o]d tigh
AGA A HHAA = FRhov, aFA A ks Wy o yehd g
Atk =g CYP 3A4 AEA(d, AEIUYE, olEgtmuE, EUHIE)TL
dEHAY FF FEE dEoMA R HEFodA et AT T & FAR
ST Ths S miAE 4 glth bEUWES CYP 3A4 AsfAlet &R A

Folste] Folatth. e ol kR4S A§oRVE /19H o] 4ukge

T
kd
)

(5) CYP P3A4 f5A4: CYP P3A4 A7} h=rjdel] vx& G it A1 gL
TR &9kth. CYP P3A4 FXAl(el, #IAl, HMJE E2 9 E(hypericum
perforatum), ZF2uluiAlA, Fev2H Y, AYER], XEAFYES], Zn]|E)el]
HEFols grtdd FFsREs HaAd F ddonm, WEA Fo5
Fol g},

7) dEYHe] g FeEd vAE 9F

(1) ot=E2ul~EE: ol E2ul~Elel 80 mg ¥ YET]F 10 mg & WHE HEFo] A
olEEutxEte o] 4 oFF st mhebeE o] o)Al Wyl gl

(2) HFAl A ALl A gERuER vFAs WEF Al ATl
T2 FE e Al ZEjejdzd Werh gl

() ¢ 10 mg dEH A &3] gl wiERoAl d5go] ofFdte] {224
Hst7h gloiTh.

(4) ok=atdl: etrr)dst sk=aiRle] Rl A dEnd-TrEZY JhEAZ|
dFe] At
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(5) AFEAEN: Aol BAE YOR AFEiEU} o] fS WEE
ofe Ao, o] o WETolA NFerEde] A4FEEE WL gAY

40%7HA] S7tele o= HaFEdT

ol 2 n2ElEl

1) & HMG-CoA g ih AsfA= A& ol AFAAA(d, AE=2EH),
= Bz, g EzvtolAl, ofEA F A F2 AW
Bk T3 BTN A Aol FUF HAT ol TR B2

°F5o] CYP-450 3A4 o] tiAb 28] a/E e FESFES Al ofE=ntaEE S

CYP-450 3A4 o ]3] tjAllt).

2) o] oo p-FEIEREQlY sHolmz p-ZyIIZ Rl AdA|

o,

/\

NEFREEA)E BTN o o] A olgEE FMA ZAER Lo
1IN AW S ST

3) o] °FS CYP-450 3A4 AAANEZEAEY, nfaEeto| = A4 2 o}
FRAHEA 2L HV TR Folsr A o ofe dFwmrt TR S
Qo AFsA  Fostedop  drh. olEZwlxElEle]  didk  CYP-450
d(ell, 2Zaa mE HUESe] 3k thatel= e bl givh
4) o] °FS CYP-450 3A4 FEAl9t W& FoX|(d, clnpulAz, g
olEEutABtRle] dF sRE AAaAZ 5 Ao fREyAlY ol AEAE
714 o] (CYP-450 3A4 #%= L hepatocyte uptake transporter OATP1B1 < A#]),
ofE=nlAptely HHAVAE B8 Folste A FAld Fodts Ao AEH,
A BEo] T olEEuAEES 24 BEosd olE=Zunlxelele] ¥E Ewv)
froletAl FHagitt

o
o
Int

00

Ad A

5) o o AgtdelA m: AgAEA E: olaE=il gAeNe Wew
PRATN YAAOR fol¥ W FsAGEe BAHA LY o}4 BE
Solgt RISt FEAgo] thal ATE AL ohnh

S5 AdA: olE=ulielEly 1 flAAlE OATPIBL 4449
714dolth. OATPIB1 A3A|(cd], AEZAXH)= olEZHFAEE ] Ao E&ES
7 4 9tk olEZwixEtdl 10 mg ¥ A|F22¥ 7 52 mglkg/day <}

HgFoE olE2uaEde] wEL 7.7 9 STz
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7) =2l ofE=nkaEel 10 mg YRS 38 WEA] e I
T FEE 9FE WA vl 2y 80 mg olEEwiERS Uy
ATt.

= %=

F38% HE Fo F ALY Y T4 sEE oF 20 wE e S

= 5 =3

utolAl, S ERvLelAl A4S A4 olEEZuAEE I} CYP 450
1 3 500 mg)

S EZvlel(1 ¥ 2 3], 1 ¥ 500 mg)H WEA] ofEZuAERl FFEETt

S7berlth 2R S ERntolAS Fofste AelA o] °F 20 mg ol

Folats A9 Fofafof gt

9) A7 AA: w=2oHE2HE 2 oEddiEg &S Fiote AT dA S

o] ¢fe] WEFAA 2oy =HE B dEd=EdT 2] AUC 7} °F 30 %,

20 %A Z+7} Sbeiith. webA, ofEEubAEES Folibs of Aol A -d] Al

Al o] ALLS s1Ejsteof ghrt,

10) Fdz=EE: ZFU2yEs HEFAA olEEntiptd e st of

25 %A= drolxrh. ey o] SRAES dWHoR  Foste A9HET

ofEZwlAEtE Y ZHAHES WEFs: A5 LDL-=EsHE Astads

S 7takslch,

11)  AREAL o] of mauvlg aga FAsGErEE et AT 8

A4k Al (antacid) HEFN Y W EFoA] olEEntiElE HAw LTl oF 35 % A

Fadtlvh 2y DL-FH 2H E 9] i J3Fo] gtk

12) ¢k=std: st=aRiate]l WEFoA A @A adet =399 s

7M1 INR 9o BEUEPES o A5 o

ARl oF gt

13) AlelEld: AJHE 2} o] ofo] g ATNA 4E

14) <tE¥d: olE=ntiEtd e SHEF Y] oFEFHC JFES WHA F7Y

o] Ze CYP-450 HFAALE T

71t A et

15) olA EZnfolal: ol 2ul2Elel(1 ¥ 1 3] 10 mg)d} oK EZvlo]2l(1 ¥ 1 g

500 mg)®] W&FolE ofE2utxERe] s IS FA 2ok
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[EEN
N
o2
it
Aw)
i)

o AR AR tE ofE-ofE AT AEAIFA olEEnlAEdE

o

80mg ¥ ¢=rid 10mg HEFoIA] olEEntAE el =Zo] 18 % F7}8HY oL,
3]
A%

17) dEsdue: olE=usgEs  f2sute  §eReA 2y

fesEol ddHoR FoHQl FFol flATh

18) Z =2 E|o}A| A s Al ol EZul~EFRIZ CYP 450 3A4 & Adlstes slo= &zl
2ol A A (], lopinavir, nelfinavir, ritonavir, saquinavir)ete] WH-&Fol=
olEEnl~ElEle] A FEEE 2 ~ 5 v SUMAIIE A AFHo] U= A=

LERS T ofERuEAERE AUC = o] oF whEfRole) Hlaulste] 14 C Z R HoHA
A4 dtzuojel wRTIAR HE HIV ZZEobA oAAet o] ko] WE
FoZ A ST aYER HIV Z2EHokAl oJAA E Zelion|o]e}
gEUHo] Weaew e 719 C ZRHoMA A4 HztZyuHo]E Folai=
At Al o] okl W& Hajof Fry. HIV ZRHolA A =drjnuojs}
ZEUHo] HEeor Fodts @A o] ok Awd w Fojslolol &aL
71 gke g8 ALgajor Fth HIV Z2HohA] A AA] A uba] ol e}l 2] Evbu] o]
Hean,  oFEurele  gEUMe] wW&aw, ¥EikEguwble],  ®E
Tz uniojel gEYHo]E WEaPor Fojul=s Sxlo=, o] oF &3] 20
mg < dolxs tEm Folste] ARgaoF gt

dajun|o] & Tk HIV #xtell A, o] ko] X8+ 40 mg & AlsHE L, o] o9

"o Hx §3ol 489 U 44T WA DR

-

(A

HAZHH = 800mg, 1 & 3 3|9} o] & 40mg, 1 ¥ 1 35 7 A+ HEFAA 9]
oFo] AUC, Cmax & 717} 2.30 #ll, 2.66 ¥l S7talsic). A n| 28 Foju
St o] oF &3] 1Y 40mg E s E okt

19) YEolAl: olE=ZulA~EFEI(40 mg)@ YEO(240 mg)S HE FoIA
olEEnt1ElRle] dF F&v) o] EA UEET

20) o|Eg}zuE: olE=ZulAElE(20 ~ 40 mg)d ol EZFEuE(200 mg)dte]
HEFoA olEEuk~EE ] AUC TRt d#rH T aYBRR oEdauEs

Folt= ghaol A o] ¢ 20mg oS Folsk= A Feolsof gt
21) AEF2 AEFAE stolate] CYP3A4 = AAlEtE AES st
Ao, ol ATF~ I AuE A9(EHE 1 L o)) olEEub-EE 9
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22) FAE:

250 mL
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8. LA Tk

=

Au= ofefeh A

?_]_,

olEZul~ElEl J) 7l oFEo U

1) d=HA

—_
file)

o gAjol 7] ml g

2) okEEnl2Ehel: 65 A o]

I o =4 YeEs o (Cmax 40 % 57} AUC 30 % <7}, LDL-

9]

9. HFEAA ) A

e
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10. 7€t

ERUEIALE

= A]
R =

o] nAE A+

e

dEv ) of == nkAE

ERETERS

o7

(1) g=v9: =3 0.5, 1.25, 2.5 mg/kg/day & 23 &5

Fol gl
Dose)?l|

Aol A

Tolerating

U] oFAJ -8 (Maximum

=

28R THEH-2 04 = mgim? 7]

% 50 kg 715

;2

s}l

AF 7]
71EoR 8 ~ 16 v 1&HS

Sy

(2) o}EE2Hl2EEl: olEERAELE S kg d mg &2 $4

2 318980 mg/day)e] 63 Hj &,

=
=

AUCq.24

=
=

A

71t

=
)

8o 12 ~ 125 ¥] WEFolo| N F

A%

914
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(2) ofE=nt2EEl: 4 Fo AW AF B 1 Fo AW AFNA o] oF
A5 of Fo #AQle]l =AWl JheAds HolX %Skth olEEutAEE S
Salmonella typhimurium % Escherichia coli & ©]-83F Ames test 2 Chinese 31~F|
HAEE o] &3 AFdTY HGPRT forward mutation assay oA 243tk
ofEZnt~E RS Al@#AY  Chinese F2H  HAZAIANA  AAA o]tE
rolatAl S7HAZIA gkar, AW vk A A A Fdo] AT

3) Agzd Eﬂ o]/g}

(1) ¢=d¥: 10 mglkg/day |ZF7tA9] dZoAmgm® 7oz A Ha
AR 10 mg o] 8 v o g HX g PE(wH Hol| 712 64 4 w2, AR
14 & Bk A x))oll A A2l s it J&FS YEhA] ekt

szte] AF 50kg 715

(2) o}EEZul2EHEl: ofE=uA~ElElS H Il 175 mglkg/day 7HA] Fold 7 HE
=2 i 225 mglkg/day 7HA] Fold bR HAECAN FEHE
FA440 g gl o] &%Fe kg ¥ mg o= 3Hkek <z

©] 100 ~ 140 ®f EFolAnt. FA HEC] ek AAFALHAA

I
=
i
o
o
ot

(1) otEZup2ErRl: o] ADe FtH o fARgE SFERIAAH U T & of
30 Hel sFE= FES FA A &F JEHOR NIRRT HES
Aol dejwg)s fuei.

(1) 120 mg/kg/day(NAH thFof-8FFe] oF 16 vl)= 3 71 3F Fof gk 7 TfellA
HEdol #EHATE 280 mglkglday 7HA &S F7HAIA Fod b IHelA
115 Fo HEd 9 ANE FxPgdo] A&

(2) 2 97 Ade =7 @ " : 10 mglkg/day, 120 mg/kg/day)ol A 3]

Aol BEE A

>

r-Vi
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2) ThE 8710 Wil Wi AL Ajmedle]l HAY EAGA WA v e

A gl FASGGAY WE EE odE AFS 9F @, 94 Edy

F)7] Mg,

ke

[

7+ A 5mg/10 mg: 30 B/H, L8] ~F
7HF 174 5 mg/20 mg: 30 A/, L8~

7+ 1A 10 mg/20 mg: 30 B/H, E-2] ~E

[A W]

71H187],15-30 C Aewt

(A&7 3H

INEFE FRINAL

& 541 7) g H g ¥ 2013. 10.11(5/10 mg, 5/20 mg), 2013.10.25 (10/20 mg)
& 5 A7 2 g 2 2004. 11. 23 (5/10 mg, 5/20 mg), 2012. 05. 31 (10/20 mg)
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<P FH ANYE A G HES FAF FH0]4 (www.pfizer.co.kr) & &3] £ 9/5FY

# Ui

<Al = Y>
A % 2] 2| 2} Pfizer Inc. 235 East 42™ Street, New York, NY 10017 USA
A Z A} Pfizer Manufacturing Deutschland GmbH,

Betriebsstatte Freiburg, Mooswaldallee 1, 79090, Freiburg, Germany

<5 9] 2>
3= 3ho] A o
Me58A T B2 110

A LSFEFH

* A G A LE]R]E Y B o] o7 e L8]] Feo] bja Hys) =g

X3} S (%) 02-317-2114 (/1< 5P 080-022-1400
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