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&
viatris 2|2|9t® CR A2 A 82.5 mg, 165 mg, 330 mg

(Zellotegl)

Lyrica® CR Extended Release Tablets 82.5 mg, 165

mg, 330 mg (pregabalin)

CEHIIRI(EI2MA) HM 25

-

JIEE EOHMl: Z2cdl=0lag, IAZAZHlE, &stEZc/uEd, tEHS2220,

AHOIZ A0 DU, QU Eet0l 1 ThetA (85F105027)

| ﬂ

165 mg: 1 & (1158.75 mg) &,

c FEEE TR (EP) o 165 mg
EHOHAI: Sl =0Aag, AZALH| &, ASLEEI0E IEHES2ZCIH,

AHIOIZ2 40U, QU &0l 11 B0l Xl 44 (85F170009)

330 mg: 1 & (1158.75mg) &

R EEHE TH IR (BP) e 330 mg
HOMMl:  22lEdAag, QA AIZHIE, AgEog IEHS2Z2IH

AHIOIZ A0 U, QIEH0] 1| 2= 4 (85F140030)
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Ml

clelItEE0 A El2IZICRHMY ™o Z T™E Al HeEtsts Joll zl2zt=2| ofF
g2 MUE o2 585t X AlAL & Z|2[7ICRMHEY F0i8 A|ZHEtCY.
[ 1] 2l2IFHEHM 2I2IJICRAEE SR et
2l2lZIdE & 1Y Fo{E 2I2IZICRMEY Fo{&
(1 23| E£&= 38| Fof) (1 18])
75 mg/ 82.5 mg/
150 mg/ 165 mg/
225 mg/Y 247.5 mga/Y
300 mg/ 330 mg/
450 mg/ 495 mgb/
600 mg/ 660 mge/
a.247.5mg=3x825mg M 1 13| £04
b. 495 mg=3x165mg & 1 13| £04
c.660 mg=2x330mg M 1 13| £04
d. ‘22zt Y& H7tME Bx
2. Roqo| SE
HRHel LA™ Aol [MEM, 0| 2ol Fo{E JHE 42, Moz 1FY 0o[49
(A48 51 MTIMo=z FCEh5to{of Bt
3. &7|s FoHEr Rt
A2lotE[ E2|lo{HATE 30 mL/min O|PF E= EMHEAMZ 7 Q= XM O]

M7Is0l XMatE

AziotE|l EElo{HA0l ZH{FHCHE2).

M, Zg7tgzlol =2

Mot

s 2l2lztee FoiErotok Ehot

pMEtoz HiMElDZ

Mzehoff ExiolMel SFZHEE2



ofzf BFEE MEst7| LMz #xtel ZdlotEld  Z2lo{HA(mL/min)X|7t

Ziesict. 3 zolE| 2lo{-A(mL/min)E Cockeroft-Gault A2 At83to &H
ABOtE|H(mg/dL) LERE FHEYE & QUCH
[140 — age (years)] x XS (kg)
Aotell 22l & A(mL/min)* =
72 x X3 8|0}E|'l s E(serum creatinine, mg/dL)
*HAQ 32 [ HMAA F2oi& Z00l 0.858 =stlt.

d O3, sl 2HotH & &JIS(CL.260 mL/min) &XH0IAS & 1L
2

HYEES Z2JE =, [H2]E FXol0 IS0l et g et
(of: of oF o4& AIZtE et A7IS[CL.260 mL/min)e| CHYZZX £ MAE Btxt=

Zh7teral 1Y 18| 165 mg2 Foqstct metM ZBIotE[E E2lo{HATE 50

mL/min@! AZof Xt 12 18] 82.5 mg2 Fo{8tCl)

[E 2] &M7Is0l 28 o] 2fo| BFHE
I

(Erlni"/?‘:i'ﬂ)t— Scl0®(Cle) |zay7ldEl 1Y & T8 (mg/Q) =ofirty
>60 165 330 4952 660° (1 13|
30-60 82.5 165 247 .5¢ 330 |1 13
<30 £ HEHM 2lzi7tdE §od
a.495mg=3x165mg & 1 13| &0
b. 660 mg=2x330mg & 1 13| £04
c.247.5mg=3x825mg M 1 13| S04

4. Zt7|s EoHERt
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F0iZ 38.5%(80%/208%F), F FO0IF  30.7%(63%/205%)0|H, O
F0iT  34%(7208%), QY FoiZ  1.5%(3H/205HW)0IM  FCHE
olAtEIS S AHFMT, 0 & F0iZ 1.4%(3H/208%), Y F0iZ 2.9%(6H
[205F)0M O|HESSE FoiE JHICI O[MEISE2 CHEE B3B0A

>~
32

0| of FO0IF 4.3%(9%H/208%),

al,

o
on
T

3

O
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tu

e
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ol &gt
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AMZAS BXIoIM 1% O|&olM 2= o4

HrE YYE

ey EHA ols¥d EHA

Z1EA O| of [N=801] | Ol °f [N=208] | e} [N=205]
Mz 8o n (%) n (%) n (%)
7 & 02

HE 31(3.9) 2(1.0) 1(0.5)

N 30 (3.7) 1(0.5) 0

= A 8(1.0) 1(0.5) 0
g

FUAE 30 (3.7) 1(0.5) 0

P 24 (3.0) 7(3.4) 0

B H)| 22 (2.7) 0 0

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

a1 9(1.1) 3(1.4) 1(0.5)
el & FoiR e

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

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

=z 3(0.4) 3(14) 0
#e

0I5 12 (1.5) 3(1.4) 0
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olsuH EHA

7lgA ol o [N=801] | Ol o [N=208] | I [N=205]
HE80] n (%) n (%) n (%)
Q= 7hod 11 (1.4) 3(1.4) 1(0.5)
Ab7|EZHed 8(1.0) 1(0.5) 1(0.5)
SR K| 4 (0.5) 3(1.4) 2(1.0)
Hho|HANM SE7|4A 3(0.4) 3(1.4) 1(0.5)
HyE 3(0.4) 2(1.0) 0
HFO|2{A A 2|&Hed 2(0.2) 2(1.0) 0
M
HES 7} 20 (2.5) 8 (3.8) 2(1.0)
gl ofol-EtATERIALT) 7+ |2(0-2) 3(14) 0
olATE|O|E oO|-EgtAT|EtRI(AST)|2 (0-2) 2(1.0) 0
571
AL
INE=-p]! 8 (1.0) 0 0
2EHA ¥ FHEE
sEx 8 (1.0) 3(1.4) 3(1.5)
HHE 6 (0.7) 2(1.0) 1(0.5)
Y ST 0 4(1.9) 0
A
o{x|42 137 (17.1) 7 (3.4) 1(0.5)
ze 91 (11.4) 1(0.5) 0
== 31(3.9) 4(1.9) 1(0.5)
T35t of 21(2.6) 1(0.5) 0
HelAH
2z 8 (1.0) 3(1.4) 3(1.5)
HAT[H ¥ Y
k7| =X 2 (0.6) 1(1.4) 0
&7, 8% ¥ &4
7% 2(0.2) 2 (1.0) 1(0.5)
s  msxF
ur R 11 (1.4) 1(0.5) 2(1.0)
MEMI|EY 0 2 (1.0) 0
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(1) HeAIA
El2lztgel AMdZZIaBMoME 12,0008 049 EFEXEAH 4SO
Fo{ZIieM, O] & 7,000 O|&9| BAIES O|FUH, YCHE 24 AR
Zofgt EAEOICE JHE  EFAH EnE olMEsSE2 ofxlHg ¥
E50|{1, ol¥HtEE CHMZE ZJHoA BSSZE UEEHDH Z2E
CHEQUM AR O|4EI Sz QI Fojo| FHE =Z7tdzElg Foidt
RO 14%, @IS Foidt ol 5%0iA1 LtEFRICE Foio| BHE 72
7t EFF ol4Er82 ofxlg I ESO0IUCE Y AlHESse SF 24M
(pooled analysis)HlA] 2fE zTicZ MEHEl O|4EFES S ofgiel Eof 7|&A
(SoC) L BIzof et ZIZHERACE. OolH SofE2l Blxe UMAHXE B
DE QUEAI Uz olYESH 7|Z=5tRict.
- O EstA: 21/10
- &3+A: 21/100, <1/10
- E35HX| etAH: =21/1000, <1/100
- EE7: <1/1000
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AlALBHCE

TPt B2 MM MBHEERQI GABAS X R I O|L} GABA,, GABAg
= HEC|OME +=8Aet 2 ZAFsHX| o1, i ol GABAOI CHE
g2 =HAIZIX| e, |o] GABA £ H3IA|7|7LL GABA &%
e 2did 4 d¥S FX| et asid s wEolA XS
Loj7tet2lo] M82 GABA & EHHEHZElol A g JJ7HAIZIZ 7|8™ GABA
=& dlgs B7HAZIch ZEztgele LHEE M2 RESHX| otm, ofH
=8 olM EAMSIEIX| ol COX EA #EME2 HSIAIFIXK| oteCh MZEH
ol ol $£8xolM HEMolH Tofl, MHMZEL FE LEol=ddEl
MEFE AxIsHR| ef=Ct.

ofES A HHE

1 82.5mg-660 mgEF M O] &9l Cy & AUCE BF-

HlglE 578 EolH

48-72 A|ZHALOlOf| B EICEH

—-_O [eNe) _l
Zl2lZteE2 1Y 28 3=A| Fo{f XAt dHlust™H, M9 AAF = 0] of2 1¢
13| F0o{A| 588t (equivalent) AUCSH O H2 C,.= EQICHES5]. O 2foi CHE

[E 5] Ol &F 1&d 13| 165 mgFo{ & El2[7IAE 75 mg2 1 23| F0o{A|Q
SHME] S5
cl2lZlCRMYE 1 18] Fo{ | EIEI7IlE 1 23| §of
N 24 24
Crmax (MG/mL) 2.0 (17) 3.2 (21)
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Tmax (D) 8.0 (5.0 — 12.0) 0.7 (0.7-1.5)

AUC,, (ugeh/mL) 29.4 (17) 31.5 (18)

min (/ML) 0.44 (24) 0.59 (25)

&1 AUC24, Craxs Crin Ol THEF ZISHEZ (%CV); Tmax Ol CHEF 2L (HR).
ok04: AUC,,=5F09 £ 24A|ZH7HR|Q| AUC; Crox=2lT1HE SE; Cin=2 KBS 5T ; N=I| &%}

2 ThecE1EE ST TEAIZE
<Er>
o] &2 A% g ZLE ZEoM EFECE 0o &9 ExE MHE™MOIH 3F
Hlzgll&dE2 EQICt o] 2Fo| MAO|EE2 S50 Fo{A| ZASBC 0] 2Fo| S50
Eo{E A9 AUCE MYEAA & FofEl Z=0 Hla & 30% o Rt
O] 2f0| 600-750 ZZE| (Et32 50%, THA 20%, K| 30%)2] X AlAt
Z EOoEl AR z|1¥HESTE & 8-10A|ZF Lol EEE|H AUCE ZIZ2IZ7tZ=1t
EYLEZ HILFHS M, & 93%-97%ACt. 400-500 ZZE|(X[E 30%) H 800-
1,000 ZZ2| (15%, 30% E= 50%2| x|EhHe| X AAL £ Fo0{A| O] 29
E+g8 U EF-™HTE |ASICH
ol 2ol 800-1,000 ZZZ| (Et+3tE 50%, EHeHE 20%, X|g 30%)2| OFRIAIAb
F REoE B2, Z™EEsTeE & 12A1ZF LHo| EEEH AUCE Zl2IZt&
SHFHZ HDZHES M, 2F 99%UPCE. 0| 20| 400-500 ZZE| EE 600-750
Z22| (Bt3HE 50%, THHE 20%, XY 30%)2| OolRAAL & Ro{El BL
800-1,000 Z 22| AlAtol HIH Cho?t SYSHH RX|E HHEH AUCE 13%-25%
Zr Aot
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