Pfizer g 7® CR A"FA 825 mg, 165 mg, 330 mg

RELEER S

825mg: 1 A (1158.75 mg) =,

7R 7ML Feselady, ARAIRE, AREEgdERl, JtRm IR E,

= .

ZHlot=Abwt a4, @ ak=dto] Il 3ekA) (85F105027)

165mg: 1 4 (1158.75mg) =
FEAR TP (EP) o 165 mg
A7MA FE =y, ARA¥¥|E, AEEgdEd, R sREZEH,
2gol24u vl %, S uk=gle] |1 #o] A A (85F170009)
330mg: 1 4 (1158.75 mg) =,
FEAE T TP (EP).e s, 330 mg

A7HAl FEEdd s, AR2¥HE, gbskEgdddEd, MR mIEEYH,
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9
S
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o
o
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e

slob 23ty

[d3]

82.5mg: ¥ dtehAe] ofZ =gl A5 Y YA

165 mg: Ak T3] ol =gl AFIY WA
330 mg: =& o=l AFFY AWA
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A7) oAt

Adoteld FgolA A7t 30 mL/min PV = HAFAS g 9lE Sxjoa] o]

ofe] Folt AEA ehev) olH @ BAE PAAPES Folwolol P,

82 oFH ol AuFSS uHIIYS uw, Ty rtde] FE Aoz HiHAFEZ
A7sol AstdE Aol M= &S FdIH. Aol SxjelA e S¥EEL

A= kel AdotEld ol (mUmin)A| 7}
@2 (mL/min)=  Cockcroft-Gault 213 Ab&3lo] &3

ii

Hoateh Adeted 2
AeobEld(mg/dl) e2FE F4T 4 U

140 - A% (k
Seobe)y 2] o] @ 2 (mU/min)* = [ age (years)] x % (kg)

72 x @7 A ¥ o}E] 5% (serum creatinine, mg/dL)

xold ol A5 f1e] At el Fraizl datel 0.85 5 HEHh

(ell: o] ofF FAE A3 G 27]F[CLle=60 mUmin)e] T2y & 2174 % 3xp=
se7badl 1 Q1 3] 165 mg & Folet) wEld I#oleld Faol@dv} 50
mL/min 1 Ao $xt= 1Y 13] 825 mg & Foldit})

[£ 2] A7)5o A% o] o] &FH &

A oleld S AHFXA(Cly) |ZH7MEE 18 F FALEF (mg/Q) = oy

(mL/min) e ™

>60 165 330 4952 660° (1Y 1 3]

30-60 82.5 165 247.5¢ 330 1Y 13

<30 T gATEA 7HE F

a. 495 mg=3x165mg A 1Y 13| Fo
b. 660 mg=2x330mg 4 14 13 %4
c.247.5mg=3x825mg 4 1< 13 Fo
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H 2 F 5371 2018.07.18

#FW 735 71d: 2021.06.09
oS AANUL, o oF Folw 14%(3 /208 W), $°F Fold
2.9%(6 /205 W)l A olANtSo g TFoE Fugtl. o] ANFS-S i
Aol Te=aL, o] oF Fow 43%(0Q /208 1), ok Foiw
1.5%(3 ™8/205 W)olA TFo= E ol dNkeS AddY. P =2

oF Foj 3} ¢JoF Folo ol ke WANEE FAHIT

[£ 3] WAER F ABT FACAA 1% o] FdX BHid o]uts LRE

Gd33 g4 o|THH TA
$1F
718A o] oF [N=801] |©°] ¢F [N=208] | [N=205]
384 n (%) n (%) n (%)
:rq =1 U]E
AT 31 (3.9) 2 (1.0) |1(0.5)
AlokE ¥ 30 (3.7) 1 (0.5) 0
Iy 8 (1.0) 1 (0.5) 0
qHE#
TRAAZ 30 (3.7) 1 (0.5) 0
9 24 (3.0) 7 (3.4) 0
=E) 22 (2.7) 0 0
A} 11 (1.4) 2 (1.0) 1 (0.5)
TE 9(1.1) 3(1.4) 1 (0.5)
A4 2 FA7S
UEL%%'—%— 39 (4.9) 8 (3.8) 1 (0.5)
= 31 (3.9) 3 (1.4) 2 (1.0)
=3 3(0.4) 3(1.4) 0
24
FAJAF4 12 (1.5) 3(1.4) 0
Q2 7re 11 (1.4) 3 (1.4) 1 (0.5)
A7) =7 8 (1.0) 1 (0.5) 1 (0.5)
7)1 304 4 (0.5) 3(1.4) 2 (1.0)
glolgl 24 &7 7Y 3(0.4) 3(1.4) 1(0.5)
By xo 3(0.4) 2 (1.0) 0
vlol g 24 oA 2(0.2) 2 (1.0) 0
AA
PEES 20 (2.5) 8 (3.8) 2 (1.0)
obgbd o] E & 2 A (ALT) =7} 2(0.2) 3 (1.4) 0
o} 2~ T}E| o] E obm] - E gk~ 5 2} 4| (AST) | 2 (0.2) 2 (1.0) 0
<7t
HAF 2 I
B 18 (1.0) 0 0
=474 2 2¥xA
cE= 8 (1.0) 3 (1.4) 3 (1.5)
45 6 (0.7) 2 (1.0) 1 (0.5)
R e 0 4(1.9) 0
A7 A




H 2 F 5371 2018.07.18
HZwW 7871 2021.06.09
9dz dA oz G
9ok
71 8A o] ¢F [N=801] |©] ¢F [N=208] | [N=205]
A58 n (%) n (%) n (%)
SREE 137 (17.1) 7 (3.4) 1(0.5)
=o 91 (11.4) 1 (0.5) 0
TE 31(3.9) 4(1.9) 1(0.5)
58 Aol 21 (2.6) 1(0.5) 0
A
B = 8 (1.0) 13 (1.4) [3(1.5)
AA7NA R 7%
bl 2 (0.6) [1(1.4) [0
&7, % 2 ¥4
E [2(0.2) 2 (1.0) |1(0.5)
g5 g 93=xH
k7] 11 (1.4) 1(0.5) 2 (1.0)
A5 54 0 2 (1.0 0
2) gEl7 gl A o] o] Fukg
1) 482
7 e dFZ2aAgAE 12,000 ol FAEOA FEo]
FoHAeH, o F 7,000 W o)de &=L oA, fdHx=
QA E el FHold RS0t PE EebA BHaE o] AheS o] xe]%
2 EFolglaL, oWk HAR AToN FTEEE yHewt EE
WA GAI oA o] dikgo g g Folo Fud ZHyhYs Foldt
3h7Le] 14%, 9oFS Folgh gkxbe] 5%olA yvEwT T Fus T
7HE EE ol Nk oAYE R Eoldd A A=Y T A
(pooled analysis)oll Al & FHo= HEE o] dubgE ol ol
71#ASOoC) B WEe]  wmEl ZAEdY o]yl &5 HEE
DA FRE F EE AFAAATE U= ol dukEed 7] xSt
- m$- B34 21/10
- &3}4): 21/100, <1/10
- &3}#] 2:A1: 21/1000, <1/100
- =5 7: <1/1000
obgf o] stol ZIAE ol dwRkEE VAHES BlES WEoFEd Aty
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4.96%(195 /3,926 ™, 262 MR HuHJa, o F= YYIHEy
AHAAE WiAS + gl Fefravts A& 4.30% (169 *8/3,926 4
226 7)ol t}. ZS50] 1.73%(68 /3,926 1, 68 )= 7 Wk, ojX &
1.71% (67 *9/3,926 4, 67 71), 4% 0.53% (21 8/3,926 3, 21 7), ¥-F
0.31%(12 /3,926 W, 12 7)), FF 0.18% (7 /3,926 4, 7 ), TE,
dxHFo] Zhzh 013%(5 /3,926 W, 5 ), €, Adtsrr z7hzt
A7) R YEhg e T1ovhe 0.1% v|WFe R Hud

g fae S JEEe ERehd ogd g

0.10%(4 *8/3,926 3
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- AAb S adeted st ATsrt

of F Al¥ A IEAIFAAA  YEA FUE oA
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e SFATIA o, U= ¥ GABA wEE WEAZIZY GABA &
T Edel #A4 9FE FAH gerh a2y old A AEAQ
Ty 7bgde] A8 GABA FF @Al WEE FTUMA7IA 7154 GABA
T HES 7Y Zorhdde bEF AMES AdehA ki, obd
FeAoA FABE A ko COX &4 AL WHIA A Ferh AzEd
2 =Nl FEA A HEgeln Euyl, AREY EE eEoluyddl
AEFE A gt

oF5ehA g

1 ¥ 825 mg-660 mg &FolA o] %9 Chnmx E AUC = £F-H|HA F71E
Holm MEFokEdts 7Rt wHRRo & FAANEE oF 4872 A|ZHAol
g H

7 ES 1Y 23] T5A Folg 33 vlustH, Ay AL § o] oFS 19
13] FoJA] 55 3Hequivalent) AUC €} T Y2 Coax S HEQITHIE 5] ©] oFl w3t
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