3] 7} : 2006.09.11
74 5] 7+ : 2025.06.02

viatris A ) B8] 270 = 100 mg, 200 mg (M@ =4 1)

Celebrex® Capsule 100 mg, 200 mg (celecoxib)
[ARFE B

100 mg: 174+ (270 mg) <,

» FEAE MY EAE (USP) ereerrreermnnneeeniieeeeeeeeeeees 100 mg

» AT (B E A L) A 2%
]
A

B H AAAREAE, BSARIUEF, sejolibvi a4,

Ar~7Ed g 9 ~UER YH|E

200 mg: 178%& (270 mg) <,

. %3;—_/\0%13_: /(ﬂgﬂ%}\]ﬂ (USP) e s 200 mg

%431

2, AAE



HZF 5735714 2006.09.11
# %W 73] 71 2025.06.02
2. FutE=RA A o] Sdoly A5 ¢ks)
3. AAHFAY T H A5 st
4. 321¢] ¥4 &5 ¢43t (=%, TAF 1E)
5. YA F
[&H. &3]
o] ¢fo] HA AFFE Ao wep AEo|of gl AAkel BAIgle] Tl & Ut
. Aol
1. FAHAGEHPAEG): AdFAIEZA 200 mgS 12 13], == 13 100 mg¥ 1Y
23| % o] HEgit
2. Frte A4 A FABEA 13 100 mg B 200 mgs 19 23] H&3i)
3. A2 FA(AS): AdFA B2 200 mgS 1Y 13], == 13] 100 mg¥ 1Y 23 =
o] Tttt 6 7 Fo] advF A oW, 19 400 mg7hA £l =
Attt 19 400 mg Folgh#] 6 F Fo axrt BEEA o, o A= PHS
aelsfoF kot
4. 548 T5 H AEA T 27| A FAFE AlUFAEEA 400 mgelH Z QA
Fof Aol 200 mgs F7HE FoAgt Fol 24 GHE = oA AGFOEA
13] 200 mgX® 1Y 23] Folgio),

ZH& el (Child-Pugh Class Il) #x}e] A= &S
of 3t

RERCIEERLY

3 A%

1 O

1 2ol oF 50%%



=
[e)

73
T

o

=
27

okO.
=1

=

A8

s

=13
=
S

_‘04

b Aol of

T

5+7]

°©

h

2 2:3}

[e)

.
Fojof

at}. ol

J

o
=
Els

SH

&l oF

S

A A

1

)
pal

o
s

=
=

A OIAb B eRALbsh A
7}

=

o]
o] 3

I3}
=

_?4

A EAd ARl lofA TS = AE 9

-

ki3

d

Al
f=i

1

RS

3] 7} : 2006.09.11
2 2 73 7+ 2025.06.02
me} o]

2) AdaA 44 Ak
=

ki3

= olg

7}

o) a}a}

A}g-3l ok

?l_

s

H7]

[

k)
ol

A8

R

o]

sk,

S

BUEY

7R 2

L=,

3]

)
g

—

<H
)
Nfo
)

=
)

25

o)
B

X

ol
=

okt

Fol Apdel ar glojof §

°©

2] of

A

ol

B

TR e o= A

ol

B

NJo

[c] XN
1=

ot} of

] O

EUHY

o
Nfo
<
—~
file)

o

—

XO
=K

NJo

)

A

—
110

-

)



3] 71 < : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

]

)

gt

i of

ard

tE oA AsAE

b @ R

Fol3

T
T

2. 3 A

X
)

d
i

1) o] o % o

of s

3) o= o]y} 1)

2) AEoln]

ol 2]

E9h)el s

A (COX-2 A Al
7], = &E 27 93 o

o
<A
AR
.l

0

b

]

H| A2 o] & X

=
o

X
B
I

|
, T

) T Aol #FA (ZdotEld FAE <30 mL/mind #HA})

(o)

&
B
Gl
Ny

o

(o]

N
W
e

—

X
L

7o
NJo
JR

ol
N

N~

) €34 AFH A (NYHAL - 1V)

[ce]

X
B

—

ol

| 5

e

5%

3] 24(CABG) ATl BABHE

ol
a1}

2~ 2] 4 (galactose intolerance), Lapp

deficiency)

lactase

AR (Lapp

el as

Zoll(glucose-galactose malabsorption) 5-2]

o
=]

Y
o

)

~
fite)

o



: 2006.09.11

714)

=
738 7t

2E"

2
2

: 2025.06.02

(<))
=

=
<

™
5

W

—

o
Nfo

<
|
N
oF
ojp

~
B
i

2% <60 mL/min?l %kx})

g

ps

o] Sl Aol

44 84

Z

3) 713#A

N
)

X
B
)
[

ox

~
)

1Al &

J)

7) o]x=AY ACE A

8) Adzzel 3ol

10) L= A}

X
B

1) 234 Aot 9

X
B
)

At olel e SR

<l

<)

13) CYP2C9¢l] ¢

&

~
B

16) T



e

P
oM

o J}ﬂ

e

N

°

3

(1) okelel ®1&
127)¢] $lek

#7hed:
#1719l

2006.09.11
: 2025.06.02

Al 0]

o -

>0.01% TAHES

A

QUL BRI

of A 1

o)
=

Ef
AP ZFABE =83k 312} 38,1027 2]
F219], gz A Foll s

100 mg - 800 mg7}

Mgl Aok ET AARENA AR

A flefatel vls) o A Hald

FA) | Lo A9 nj 35
0.1%, < 1%), _%74](2001
E1Y ol ES 7

[ 1] Ad< o

4

SHAI (>
%, < 0.1%), TS

Aoz & 127019 9ok

10%),

R e

oL

A &%

=

ANZE ARF TPNE

A

150 wet ekl

= &4 dE dBAIHAAY
ol Aurs 2L 19 25 mgoll A 800 mge] £FoE T 894 BF ¢ 4=
29, dx A3 ES

g ol

Ael FdA o] 7] xske] AHA

_i_gl_ﬂ](z 1%, < 10%),
ZEA(<0.01%)

< A 125744 F43,

ol ol A

7THA THEE
Hl %

#4

E3H 718A G, e, A7 e, a2 Y
=3t A A<, v

g 9 gz

=akA] & 0y

=27 EES S

H A

] S e | 1A

RAAA

=317 BT

=3kA ) EoF

== Zkk AL

273 Al

=35 SEEES

F37 2 S04, 29

T



3] 71 < : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

!

o]

=
)

N

1

—_—

=

A A

ol J

n 2

&t 7

=]
PN

_‘H

‘.mO

ol J

B

pan—
o

ol

N
_io

T
No

K

-
.FT

__o_.,m

ol

o

ol

e
oF

SHAI

5
s

A%, Aol

FAl e Al

S

5
=

1
v

A Al

N o))

i
_

o 25k 2 E o] Bl A B 4 7

fIte)

o] J

&t 7

ol J

3R
il
=y

ai

El

o
iy
k-
K
2

&

o

ol

A Al

ol

4, 55 2 el B

FA e Al

S

4

s

<)

5
s




1 7} : 2006.09.11

S

Hr

ok
=1

o]

71%, f1eFolA 6.1%°] At

o] ol A

ok
2

5 7

o

ofe] ol o]

t}

1 7} : 2025.06.02

°©

4507

N
No

4

]

o
Njo

gl
il

o

3

By TFuE, 7%

oA

A, oF

SR

=

i

ALZF, FAL

[e)
(8.1%), -]

oA 2

SEREY

=y

mK

il
=y



1 7} : 2006.09.11
1 7} : 2025.06.02

o

°©

4507

Wow oo a2 R A 4o E % g o T L T 5 g
= o _ﬂﬂ ~ § o m = X B mu Mo W < N S Z
HT ‘m ﬁO Zﬂo L& nﬂ.:._ R H;| .QIL OW ﬂAIL 1r: ﬂAIL - -
Z > p— 0 "ﬂ T0 N =~
T W o T B - R OTR w X - o 3 e
- g Y og oo go =0 . l g e Vo m
</ Z ol e X = B BR o - i o mw > I
2 T © o LW T O R o N S 5
do o @ . = ca o B L g @
T o EU = i . " m >0 ﬂa l
o o X = g of oW .- i ~ oo woo
*HE s Wy g gE 3w & oA
TR w5 M o<e % G oy N o= O T
TEefs EZUT Te s g X
= FoX B .o . RO L e
> YF§ RYFS Te Eaw B pE M
o T o o W " g s e B oW gl
N oo 8 ﬁ ﬂ,ﬁ do ¥ B .- w T = ™
T o= o X X SECIO > Mo ™
o 0 . - D 9 << 0
U - LN 2T M T, o T G
llolo El laxy — JH\_ 0 O to}
ol 3n oo o o) - o X - N
o L —
) % - Sow EZX p = T O
~ . - ) (]
P A 2 00w cE T P x opw
° - = ~ JIL N— ‘\I — —_— iy
S - K~ "R m. - WroN B o T ™ ﬂ_ﬁ 3
go Mo @ opoom R A= 4 ™o M- AR F N A 5w
R A - ;oM on !
2T HEFYLY T rew FTagao &S o= o 1
— ) = = L.D —_ HO H_AIO )AO :I ,&E
o fol- - Yo _mh Bl Yo A g 2yl N RO ok T Njo T £l o -
O O O I T - N S -
e e S addE Ly U wmyg ®TES S
f4ETE Ll fLrifrEsiggii e
TR N5 ® N N & N Mm% .= R
Woom- oo }OROE W <R oM BOR i WA T oF =K N B W_l ~
PEs e AT F BEFE R ST M % o R No N = No
<0 N TN =3

7} Al

=

[}

=

o

a+ERA]

Ex
e

H

3L

E

Ate)
A

=

=

71,
¢}

7h EEA AYD

[€)

7}, A#etEd

=

o

=

o



5] 71 : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

Hlo

3

N

B
e
<A
B

) Z_I
M
N

3

71¢: w2 v

A
wjr

- 8 27:

=y

)

7h,

Y= Fdoled Z7}, p-rfolazmF=EY Z7h WulE NAG =

- A

5,648# = 3052(5.40%)°l A 33871¢] o]
15571(2.74%) 0.2 714 wopon, A%

&

5471(0.96%), %

Bz
(<]

She o]

3371(0.58%), Y

A

1371(0.23%),

1071(0.18%), BWZ 771(0.12%) o2 LEFsLT)

(2) 71E} ol Htg o7 F& FH7|Fo] ZF 54(0.09%) HalE o, Hu] A

7], d1go] 7} 27(0.04%), 74, AYH FHYE, 949, 4d27], 25,

T

A
N_.o

, RA factor %43,

o] 7} 171(0.02%) X5 At}

Ll

= At

&

Z

=

10



3] 71 < : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

38,102 ol A 2]

37}

A

o4

Al

A 2 A1(20.1%, < 1%),

S

5
T

FAI(= 1%, < 10%),

J|

s
T

Hl(2 10%),

J|

3
T

NI ERES

A

3

bz

(=) AnE

)=]
&5

|

ZEA(>0.01%, < 0.1%), "% =E7(<0.01%), ¥

)

=)

A - ol e s

E=

(1) A w5

=y

Mo
BK
il
oo

ol
;i

(acute

3R

)

generalized exanthematous pustulosis, AGEP), 1H&hy] -

(FDE)

ok
=l

s

Nlo
wn

g

5, AUE

, PIAIE R AR A A

1


http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EB%AC%B4%EA%B7%A0%EC%88%98%EB%A7%89%EC%97%BC&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%ED%9B%84%EA%B0%81%EC%83%81%EC%8B%A4(%EC%A6%9D)&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EA%B2%B0%EB%A7%89%EC%97%BC&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%ED%98%88%EA%B4%80%EC%97%BC&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%ED%8F%90%EC%83%89%EC%A0%84%EC%A6%9D&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EA%B0%84%EC%97%BC&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EC%A0%84%EA%B2%A9%EA%B0%84%EC%97%BC&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EB%8B%A4%ED%98%95%ED%99%8D%EB%B0%98&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EB%8F%85%EC%84%B1%ED%91%9C%ED%94%BC%EA%B4%B4%EC%82%AC%EC%9A%A9%ED%95%B4&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EB%B0%95%ED%83%88%ED%94%BC%EB%B6%80%EC%97%BC&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EC%A0%80%EB%82%98%ED%8A%B8%EB%A5%A8%ED%98%88%EC%A6%9D&search_step=start_end
http://term.kma.org/medical_dic_/medical_dic_5th.aspx?queryString_keyWord=%EA%B0%84%EC%A7%88%EC%8B%A0%EC%9E%A5%EC%97%BC&search_step=start_end

F-g-2] Wl

okl

oM wjAlE e, o] o

A

A

3

o
=4

AA]
9

=

T

o

t}

ol
2N

ok

=

1

9
A

o

-

3] 71 < : 2006.09.11
¥ 7 3] 71 Y : 2025.06.02
171 #el o]
AxE=Z T}

5. Qw7 F9

34

TN o d NP o 9P N o -

T TG ) = I R R W N K S

BT S R N Moo T L Iy

e T XL F - ® o e

T o O e o < SRR T .0

R TN AT T T o + 5 ) ojo
= Ol R C TS = TR Hr
T = ©° — 9 o~ B = do
g 7 o w0 q o] = o H o= o il
o- T o ot olm - el o e 8 =
T EE % _ae & o R M o o A 50 o Ewo
= & N ok o T Pw o o E D
R i R o W o WX T X M T o T WLLI Wn
N B (I I -
e N ~ o= ) ™ = w X o
zﬂiﬁ_%mnﬂﬁaaﬂwm N o= Waﬁ.dy
© 2 Ml TR g " o T i u:L_ -
i ]| = - Iifo B B = B

C_ ﬁrl — = N\ i =l - B z.L
o] o o R om0 ol ﬁu = U R Mo =
e T T TR T
N om P oo ” Wk o 4B e o
N g X o P omo oW N w o @ R

AL AR W o o o T R
TR R T oo ® Ao = X o g

= N - 2 = = ;

teIFTEREss 3w E oG

oo o o o ow TE o ¥ TR g
B i A K ol = T N
= N i} o ) o o -~ s _ T | )
o e E R P FAE g U
oo — 5 Aw %E X w o Mo @
TR ° T 3 Z o T on X3 2 oo Mo
o B w bow s e T
W © = T — X 2o 4 N
5 SRS T ~w 3w
e P xS kBlaweww Pa oo ¢
R U T SV St c A T
— I G ) w5 o m Wog
Gl = "W o o H W T T oy o< B o !
Boge R W E MR TT o BH T
o FOE - WMo W H N g BT o o g

N ) <

12



‘q

o

-

1= 417]
g o]

[

g]

=

[e)

]_

S

2 g4

o

i

A

=

T

b AY o

S

o

1=
T

=

3] 71 < : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

ksl
Rl

Folahelof gk,

ol Al

0

o

e
o

o)
X
B

A

Fol| 32}, oA, ACE <A A

[€)

-

3z}, ZH7]

H| <~ | 29|

X
W

Nlo

i}

A=A

-
1

&l

5

A

g, gkxkel A% 7]l

3o
3 H

I

7R A
o] ¢

o] ZFol(Child-Pugh Class C) 3kxjol tf

=

o8
ek

o}o]
b,

0
yal

o]

=
Fajol

=

pzs

R

AN vk gle gea, 3

5
s

o)

B

HE7E A

oFsh = At

13



3] 71 < : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

F7F Ve

EA AALE

v

Q71H o2 ¥+ 1AHCBC)

-
R

7}

9) H=H| &0

A} E

7%
3 of

]|

/61-34 o

LA A HA

7b, w31)7t

ATF
A

AR AR} A

, &

)
T

A=

s T

=
-

sh=, o] ol

oF
o)

Ey
==

=
[€)

2171

ohipm A 2

10)

A

ot

)

iy

boohbgeta sme

S
pul

o] 2]

Z 2 gh2pol Al

LERl =

<)
pul

A skoloF Gt

"K

g 5] AL &

= x]
=

K
~

Nlo
)

-
=y

ol

, 7 e

S
pul

sjob e,

o

)

)

3

H Zo|=

Eal

H]

=
—

Sxpoll A4 ofxu e o

RS

o) ol

(e} q_

PN
T

14



3] 71 < : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

O
|

ok
=1

WAL o] HuE Tl 28R o]

|

=

E] Z 2 H 2 o]

No

TR

}o] COX-2

[<]

5134

=
=

BEE

o

E=

[

(CABG) &A% #H=x 10-14¥L 714 ¢

P
=

3=

i

—

PYE

4
1o

-

7)

1

7rsedt.

=
o

R E o]

=13
=

N

7
=
ﬁo
4

—

<H

=
T

ass

foF 2

I

Al

3

A,

43 A&
ok

0

a

_g]
_Tj,]

[e)

opg el atel oA R ol

o]
=

it
il
3.
~
B

)

15



: 2006.09.11

171)

5
738 7t

e

_24
3

: 2025.06.02

(<))
=

=
<

22)

(MCTD) &x})7} o]

o
~I
Nd

Py
_UH

ol

"k

]

tél—

1

S (SLE) 2 3

H

e
o

AH( A,

23) A7}

fite)
o
il

H| 2~ E|| 2 0]

LR e )

25)

6. FE &8

)

| thAE 22 CYP2C9 = A&}

9|

& F2 7ho A CYP2C9 | 9

ok
=1

1) ©]

CYP2C9 7]&
t) A< (poor  metabolizer) 0. &

=
Ry

ks
R

FoloF gtk o

S

Btol= 59

ol

il

CREES

=d

CYP2C9 <

Astol

L
L

o]

ot
ﬁo

b5 ol mepA,

o] ¢k CYP2C9 oA A<t ¥

Ao}
CYP2C9

< CYP2C9

£

w20 = o}

=i
=

Fh=ujelA

S
=

ok
o2

|

ot A,

16



3

3] 7} : 2006.09.11
3] 7} 2025.06.02

N
B
oM

o J}EI

B
N

°

2) ZEIYEY AEAYE: ZFIUZE200mg S 19 13 HEFoA ZF U=
ol o] <Fe] CYP2C9 & 53k A} A ] =
S7tE o m® o] ¢k WEES Aol A5 A& Fe] Aitom Fojgir
CYP3A4 AAAR] AEIUGEZLS o] 2ko] oirlel AR ougl= AlE
Holx| gFgkrh.

3) CYP2D6: 958 AT 2 In vitro Aol <3k, o] 22 CYP2D6 2] 71L&
ol ut A AR B ormFE CYP2D6 o 93] thAlE:= oFE3} in vivo ©llA]

4548 Doz FE Ark o o WEFolA CYPDe o 7149l

FELANBA 2 SSRIs), AACIgAl, FRAUGE, GrEAERR Fo
AFEwrt 3718 5 Ak o] o] WERClE AAss At o R
Y gavh, o) ool WEROE Fuss At oUW B §F F/L
298 5 k.

4) In vitro Aol A o] <Fo] CYP2C19 o 93] mi/fs = dAlE: dH- Aslsh= A
A At ojef gk Avte] A fFode deAA ko), CYP2C19 o <3|

A
HALE = ofEoll= Yok, Alg=axs 3 oojm| Ll Fo] 3

5) ¢kx] 2 €Al A 3ka A A A (ACEls), oHA] L EIAl || =83 A3HA| (A L Bl Al =87
2bekA], ARB 2% 4EA), oA 2 WERTGAE ¥ daudg o=

ZEAEETUTEY A= ACEls, ARBs, o|xA % HEAGAE  Z3E

Fugeteriol guE 7gAaAd £ 9domR o] o3} ACEls, ARBs, ©|xA] %
HERAFEA S 87l o2t Foatg5 Fofsfof gt 47|50l Astd A,
AR T olmAlE Fo] Tl A5 EFete] AlNo] adE gl A

ol=A] AUZEAZS ACE JAAL

=
olwAlSt FEFols: A WA AN

A QBN I F8A AFPA| EE RGN Aakits
TFF AV AstE zdT F Jrh. YR 53 ngzdAE ol
HEFoIA Folgtojor Frh A A HEF FES gFele]or a, old
HEFeE A e F Ar|Hoz Y5 BUEY stojol g},

17



2006.09.11
2025.06.02

o).
= .
o).
= .

1 7}

738 7t

o

=z 3L L
e
=

2
2

or
mﬂ
)

A&l A, o] ¢k 200 mg 1 ¢ 2 3|(BID) *H-&Fo]

}

JAwrd gz o

200 mg

ok
24

O
o
)
=)

8ol gk fatol A9
UEF el

o] 34 €]

o2
7

Ao Aejd)o® yehd fA= 48%=, 4

o

}

)
pal

7}3

=

6) ©|x=Al:

o
o

o

7) olzsl@: ol sl iate] Y go] Wl aE e A 29K

UehfA] gom g olau@e] A ofEol

ot~¥d (1 < 325 mg ©]3h)3}
o} x| =

=

3T

G
+
WY

T
W

8) AEZME

5171

°©

E3 CYP2D6 7| A ALS oA

=
=

=S(CYP2D6 71 d)e] dA5=7}t 242k 2.61) 2 1.5H)
| ¢Fo] CYP2D6

3 E

-~ o
R

=7t

}

EHEEF 2 HE

ol ~E
- —

Al CYP2D6 7]" o] H=

W
Nfo

-

ol

AL ol ofe)

7F 28

4

—

0

¢+

&

o
a

N
No

18

o FETF F 7% 7T

A=
o

o

=] g]

of &

Ao <]

3]
=&



3] 7} : 2006.09.11
74 5] 7+ : 2025.06.02

Atk Wb BES R AAEe o o FoE Al Fud o

10) WIEEAACIE: HAHZo|=Ad  AdEAete] WEFAR AlH A
MEEHAC]ES] Hjde] AAxo] AWAQ] MEEAA0]ES JNetH Kol
7k 7 gleme  gawoR  AMgshe A8H(15 mgis oY)
MEEGA O] B BEFstA] Fow, A& MEEHAo|ES} LT

AFsl FojEojop . AdUFAIEE FriHs BEA gl

1) A7 &F5aAl: BlaHZol=dd AAXEASt F7 FeaAs HEFA =9
1=
=

e fZaA =gl diste]  ohuRly HaHRoEA  AHXEAE

&5 U g glemm F gES A Agse e dEoE
Folshs gl Hlal T AdHA =4 Aol Fobd = . gyt
7ol tig o] ko] a3E B flete] AT v AAlA ek 1<

mg & Folgh Aol oshd, TREFH AREe] S o3 &g S =
==

? 4, °fs W&

Folgt FAloA AWAY FE YT ZZEFN ALY A% fdE Fus

Edo] Had vl Qlow, 53] mEAgA ¢ ol RuHT T2 EZFW

AIZHINR) S el Buslormz, web ofatdd/Futd &&aAE H8sh=

Gapel A o] of FofE AlFSAY FoAFE WA § &S IL/INR O] EUEE Fofof
g,

12)  Afel@RAEH: WEHROEA AdilEAer Ae|2RAZY . Ee

19



3] 71 < : 2006.09.11

¥ 7 3] 71 Y : 2025.06.02

4%

Iy

B

FSA T

S

% (AUC)7} 10-20% =7}

;o_H

14) ©]

] 10% 7+A7F et

o

TR 37% #

Aol
=g}

o

-

o] Atk

7}

3

kes
=

_?;I
3)
=

7}

s}
=
=

7}

=

[}

=d)o|

=
=

Eele] dF &7t
(2eletol=), Ay ESl, EFE

(ell, M,

B

uh

o
k-5

=
T

&
5%
=

, =l Z ol

)

)

] A
mg/ll %] d o] 2 E 2}t & 0.035 mg)e] °F

£3], 1@ 265 Al o)l Al el T

16) ZEE|ZAE 2ol GHBA L o
T

15) A-&ge] ol (1 9 325 mg °f

17)

-

Tor

-
oF
A
K

-

oF

7Fstgie

or

}ubel Al 30 mglkg/day o]

°©

==
5

J

o
=

]

A

s
-T-

(Aol Al 200 mg® 19 23] Fof A
20

2) 2719 1) - gzt B Aol 150 mg/kg/day ©]4F (Al Al 200 mg® 1Y 23]



R

=]

]_

el
15

21014 9]

ok
=1

Al

A

Yo},

dH A UA

[e)

T

3

<
=

5?4

|

(e}
1l

3] 71 < : 2006.09.11
A

¥ 7 3] 71 Y : 2025.06.02

Fof Al B R}l A
50 mg/kg/day o] (Aol Al 200 mg® 19 23] Fo] A] AUCo249]

A
=

4%

)

o
ﬁo

o
o

A

ol gl A= 7o

]
&

A

1

k)
yal

o] jotel o

o

oy

o
oF

EE

o] 7d ol A

q_mo

o

Ton

ol

7on

R e

B

Aol M=

2
7

ot Ao UERRT

S

[e)

=

A7}
21

2% 2y
b,

0]
pal

| BUEPsolo} 3

°©

R



1

ksl
Rl

o

¥ @Al

0
yal

A=y

a2 didEn 139

3l oF

9

as

ol

2006.09.11
2025.06.02

o).
=2 .
o).
= .

1 7}

738 7t

o

S
e
=

2
2

o

W

;o.._

}

9. 1@ =} o

s4ol wonwm

1

7

=2

o] aHtt.

[e) KX

=
%
)
X
®
o
ﬁo
o

—_
fife)

-

g atell Al o] oF&

A

=
[€)

Apo] 7}

apol 7k ERIA

1

}

k)
yal

9
A e 27

o

i

Q714 o= d¥+%AHCBC)

Ap ALele

o

T
-

J

o
=

7H7)

T

|

s T

7}
Ql

A

1
T

s}
H] A

=N

0
T

AAES E

(<2
Sa

o

NAME, A} 3 I

9

]

PPN

(GFR, BUN, =L#o}¥]
COX-2

=

=

[}
il

-

17]
12173
b |

A
QI

_‘|

A o

A=A
ols}atA A}
A7} AL A oF5tEWH, o] ofe]

=

37 A
=i

o]
=

10.

ks
R

=y

afj oF

i/

22



: 2006.09.11

1 7Fd

5
738 7t

e

2
2

: 2025.06.02

(<))
=

=
<

A 2, Aol A BUN 750l 9] ekrtt

Z
vl

Ash v}

A7

Y

H| 2~ H]| 20| =A]

2) e

o]
o
ol

HFFA AL A A

11.

o 2,400

5]

FFole Bag vh glok 129 $hAtel] of

=

mg/day <]

W
fel
N

R

¢

)

ol

o

o}
H

A

12. B3 2 34 FIA

LR

ahof

£7]9

2) g2

o

AENE A% An

il

13.

7HPRECISION)

3

3L

23



B

B
oM

o J}ﬂ

e

N

°

3

#7hed:
#1719l

2006.09.11
: 2025.06.02

PRECISION A& Ad#A tddel tigk olswia Aoz, AdaA dshol
U AEHA AHE B 9Fe]  H& T¥E(21,645) Ee
FrEl A B E 9(2,436) A 24,0818 tA(HT A8 63.24], oA of
64%)2.2 AU ZTAIE (1Y 200-400 mg)et YEZ=4(1Y  750-1000 mg) H
o214 1800-2400 mg)S MGtk dxk HUPATE A
AMHEEAY APY X, WAEAE ASAANS, XY HEFoR TS
539 71 4221 APTC(Antiplatelet Trialists Collaboration)2] % % A o]l © 1 80%2]
ARYEeor HIdsAdS #HAENTY EE SAEA 9 HIEES Y3
o = QW 2} (20-40mg)e]  E AWEIAT ALF olAFYS HE Fl
=L AFa S AEFee slo] F&HATH
[E 2] 239 4 A 8&F
A AAFAL [ ol aa | =4l =%
100-200 mg 600-800 mg 375-500 mg
12 23] 12 33 19 23]
ITT 8,072 8,040 7,969 24,081
miTT 8,030 7,990 7,933 23,953
Trgeda) 2346(29.1%) | 2399(29.8%) | 2286(28.7%) | 7031(29.2%)
1 T F(mg/day) 20937 2,045+246 852+103 NA
ITT (Intent to Treat) — F2F¢Iuldd =& 32t
mITT (Modified Intent to Treat) — AP S A% 13] o] Fof Wi, o]l o]

ol 13] o dd

e LR

Ul

2239

744

1.120]3}0] a1, 95%41 2| 1-7H(CI) A3kgko] IT
1.40 °]3}3At}.
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| ITT 24 (A9 30714)
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A=A B
100-200 mg 1<
23]

NERSEE]
600-800 mg 1%
33]

U3 = A
375-500 mg 1¥
23]

N 8,072 8,040 7,969

AT add S | 188 2.3%) 218 (2.7%) 201 (2.5%)

A 1|l REERE N EEERE! NEEEEN D
L3z 2 A o] ¥z 2 3| L =20

HR (95% CI)

0.93(0.76, 1.13)

0.86(0.70, 1.04)

1.08(0.89, 1.31)

mITT (H i 4370 4)

Al A B o] 5.3 2 ¥ U =24
100200 mg 1% | 600-800 mg 1< | 375500 mg 12
23] 33] 23]
N 8,030 7,990 7,933
Are T w2 Tax | 134(1.7%) 155(1.9%) 144(1.8%)
2 H) A=A B vs. | AlE|SAE vs. | O] F-Z 2 vs,
LS = A o] - 2 Lz =40

0.90(0.72, 1.14)

0.81(0.64, 1.02)

1.12(0.889, 1.40)

(£ @ 9]

100 mg: 30 /&2 ~H, 100 &/

200 mg: 30 H=&/=|2H, 100 74&/
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Viatris Pharmaceuticals LLC

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