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viatris 2] 8] 7F® CR AH}A 825 mg, 165 mg, 330 mg

(Z#EH7E-)

Lyrica® CR Extended Release Tablets 82.5 mg, 165
mg, 330 mg (pregabalin)

82.5mg: 1 4 (1158.75mg) =,
C R EAE ZHTFIERL (EP).e e 82.5 mg
- AMA(EFEA L) A 2%

71EF HIMA ZElEol Y, ARA¥H|E, bstEddd, stEHEREEH,
2HotEalmk 1, e up=glo] || 9tk (85F105027)

165mg: 1 4 (1158.75 mg) =,
A EAE ZHTPER (EP) e 165 mg

A7HA: ZFElEd Ay, ARZA¥WE,  AsEgedd, JtRvErR v,
2ol bnt v, S ut=glo] Il #o] A4 (85F170009)

330mg: 1 4 (1158.75 mg) =,
CFEAE ZHTPER (EP). e, 330 mg

A7HA: FElEday,  ARA¥ME, AgEgedd,  JtERMEREEM,
2eolE A v, e at=glo] || & (85F140030)

[’3°8]
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450 mg/¥d 495 mgb/d
600 mg/Y 660 mge/d
a.247.5mg=3%x825mg 4 14 13 Fo

b. 495 mg=3x165mg 4 1 13| Fo

c. 660 mg=2x330mg A 1< 13 F4

ORI R Ll o e

. A7%5 Al gt

Adeteld ZFEoj@ 27k 30 mb/min Pl i HAEAS wa 9 FAjol A o]

&% JEY ol meSAS W, Tesbudel F

obef E&HXEE AbEstZl fdiA = A AdolHd  ZElol 2 (mL/min)A] 7}

g]o} ¥~ (mL/min)=  Cockeroft-Gault 2]& Al&3te] I A

140 — AZ (k
Sobely] Felo] el (mlimin)* = [140 - age (years)] x A% (kg)

72 x &% A7 o}E] d 5 %= (serum creatinine, mg/dL)
*olid el A fle] At elA Tl Atel 0.85 5 w3kt

I v, &Es-adel At A4 217]1°5(Cle=60 mL/min) 2katol Ao ZF 1 o

(cl: o] oF FolE A& A A17]5[CLe=60 mL/min]e] A ER 3 ANAF $xh=
=
=

7 1 2 1 3 165 mg S Folgtl. wabA FgelEld

[E 2] 27|59 2A% o] ko] 2FHL
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30-60 82.5 165 247 .5¢ 330 (1< 13
<30 = FFA e lE F
a.495mg=3x165mg 4 14 13 Fo
b. 660 mg=2x330mg 4 1< 13 Fo
Cc.247.5mg=3x825mg 4 1Y 13 Fo
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gadA a4 olFHWH A

71 A o] ok [N=801] | ©] 2k [N=208] | 912k [N=205]
A5 g0 n (%) n (%) n (%)

i H] 22 (2.7) 0 0

I 11 (1.4) 2(1.0) 1 (0.5)

TE 9(1.1) 3(1.4) (0.5)
A4 2 FARY

s 39 (4.9) 8 (3.8) 1(0.5)

B 31 (3.9) 3(1.4) 2(1.0)

=3 3(0.4) 3(1.4) 0
74

A+ 12 (1.5) 3(1.4) 0

Qw7 11 (1.4) 3(1.4) 1(0.5)

A7 =7k 8 (1.0) 1 (0.5) 1(0.5)

E L 4 (0.5) 3(1.4) 2(1.0)

BRI 3(0.4) 3(1.4) 1 (0.5)

Hp|E ol 3(0.4) 2(1.0) 0

Hlol g <A A 2(0.2) 2(1.0) 0
HAL

A ZZ=7) 20 (2.5) 8 (3.8) 2(1.0)

et o = Ed AT gA(ALT) 571 [2(0.2) 3(1.4) 0

of~ztE| o] E ofn| - E gk 21 A4|(AST) |2 (0.2) 2(1.0) 0

<7t
gAF 2 9

e =) 8 (1.0) 0 [0
2244 2 2g=7

5% 8 (1.0) 3(1.4) 3(1.5)

A= 6 (0.7 2(1.0) 1(0.5)

HAE% 0 4(1.9) 0
N7 A

o] 2| ] <& 137 (17.1) 7 (3.4) 1(0.5)

£ 91 (11.4) 1 (0.5) 0

= 31 (3.9) 4(1.9) 1 (0.5)

EEER| 21 (2.6) 1(0.5) 0
XA

RS (8 (1.0) [3(1.4) [3(15
AAZA R 1%

bl 7] B2 2 (0.6) [1(1.4) [0
357, 5% 2 ¥4

R 12(0.2) 12 (1.0) [1(0.5)
5 42 9stz3

] 11 (1.4) 1(0.5) 2(1.0)

AR 54 0 2(1.0) 0

2) 7 Eol e o]

(1) QA9
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1 o 825 mg-660 mg &FA ©] k8 Cmax % AUC & &ZF-HHA FT7H=
ﬂ

Holw AFPekEdhs 7Ktk RHERol § P AEE oF 48-72 A[FHAbolof
Eechil=s

T ES 1Y 23] FHA Fofgh 33 vlastd, Ay A} F o] ok 1Y
13] FoA &5 gHequivalent) AUC 9 ] W2 Craxs HQATHIE 5] o] 2ol djgh

Crmax 2+ AUC 9] W5 7|52 25% o] 3}olt}.

[E5]1° 18 13 165mgFe E A& 75 mgS 149 23] FAA Y
RN H 58

Z7ICRAWNAE 1€ 13 5o | Y€ 14 23] F9
N 24 24
Conax (Mg/mL) 2.0 (17) 3.2 (21)
Trmax (D) 8.0 (5.0 - 12.0) 0.7 (0.7 — 1.5)
AUCas (pgeh/mL) 29.4 (17) 315 (18)
Coin (Hg/mL) 0.44 (24) 0.59 (25)

ZF31: AUC24, Cmax, Cmin ©ll W3+ 7|3} o (%CV); Tmax o tigt Tk (thr‘ﬂ)
oFo]: AUC2=59¢] & 24 A|7H71A] 9] AUC; Cmax=3 1L 8 55 =; Cmin=3 A D F5 =; N=7] g #}
Zl: ;Tmax=§j—§%"‘g§— E%}‘]Z_]'

& >~
<ZI5>

o] ko] 600-750 ZZ7 (e+3E 50%, TME 20%, AW 30%)e] A4 At
T Fod Af HAungFsEs ¢ 810 AzF e E=YE® O AUC =
J 7y §FEE v S u, o 93%-97%% t}. 400-500 ZH=2](A1% 30%)
800-1,000 Z=Z2] (15%, 30% F& 50%<] Aol A9 A} & FoA] o

oo & L FEAEE fAL

e

o] <fo] 800-1,000 Z=& (HF3E 50%, ©A 20%, AW 30%)e] o} AL
S FolE A, HudTsEs of 12 ARF Yol =dEm AUC = e 7la
SFEE vugds o, °F 99%ith. o] °Fo] 400-500 Z=E# H+= 600-750
222 (Fsk= 50%, @A 20%, AW 30%)e] obF AL ¥ Fefd A
800-1,000 Z= 2] 2ALel] H]3] Crax 7} &D3kAl 1€ WA, AUC &= °F 13%-25%
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71887], AL(1°C-30°C) K.

Pfizer Manufacturing Deutschland GmbH

Mooswaldallee 1 79108 Freiburg Im Breisgau, Germany
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