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A9l st UehtA st

@) NEAZ R WA FHEA AT e A% B WEE AY ARE 5 HA
e B EE RS T°r } SFADHH AL F 27 6.0% B 7.5%, AR
FAZAZIZE F9 242 6.29% B 58%). LolHQ A AL AEY 5 gl @9l 12
of globzel e W 719 1 9}—5 %XPOM So] Z( 73U A B YL,
HEUFA FolFol A APk HF Fol F 76AA0), B wHFFoio] o3
AR 18] BN o] MsAE WA S gl

l

12) A AN = BAAHsHN S i J3A1E

(D shte) o4 AldelA
Zolzk A= 12899 FAA7E HhEY
2 549 mAsglen, 1259 A&
o] kA efAd ol Bk AH.

@ AU EdE Tt SabollA 7HE EsHAl dEehd o] dukee A(MtEIYEd
23.8% o eF 14.0%), 75(10.7% W 18.6%) H FE10.7% o 9.3%)°lATh. AHFAA
FH2 o] gHkg FollA ol A BTl 5% o] fAtolA HiH o) ghg of
THT U S BT B & HEE BIE {FYT oARES EHSOIN
tH9.5% ™ 4.7%).

Q) ArHo g, o 3 AFRTAAE HALlAee] A
Row, FALAZ HFAME HAREA] W

4) 55 A5t o) 3 &4 i]EﬂZl HHF =
A, AHdRE Ee AAES T vlalsty vy EY
TEHAG. B AR7ILE S, ALBE AR HEE BEUE
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oAt WAL foky WlmA FHXFELAA U =4 YERRT: 91F tinl $d Aol
(RDs)(95%CD+= vFElY S ™ol A 2.7% (-0.05, 5.4), FZE23] 2|4 2.2% (-0.5, 4.9) 2183 Y
2 Ay FFANA 0.4% (-2.2, 3002 YT T AFAZAIAZ o] dAtEl= A
28 ¥Eo] gle 84 Z2ES A5 vy Ed AR 0.1%, ek A= 0.4%00A4 Bl
HRrar, s A gEo] e S ZZES AentEyEd AST 0.6%04 HiE
om, o] & 0.5%7F BAld dd3 BEHJG. 9= le:rLoﬂ/‘i T AZGAUAA o)
AHEE 0.6%= B AL, o] F 0.2%c HAH YdS 82 s

(@) dAHE AgdA A& FAE o= sta ART T of 350 FAE EFT nt
AUEde flof tx YGAENAM, 5 AEdA Aol viElyEdoez A5 e
GAE A fF Fol @Ak s ¥ WHEA HuEdTt4. o] dihs & FHx)
v U Ed A FE AZ o] Fol HEhd(HE T == A5 T A 30 F3E) AEd

= A

A4 A A 139 v, %QF g 7)ol Foigk AERA
X2 A7 %4 VS. l)JJr HIXH A HEF2 vs. 002 233t} h2F
18 AA A BIAEA A7
o7 2l3k AU®6 vs. 4), IHA FE
21 vs. 0), gi%léﬁ‘d ’“?W% EE—E DxdAdse] HAE 3 J9¢ vs.




ol thet wet EHME FARE A5 Yellit. A daA
Al Aol e FAS0A TASAT. DGAE B e 2y ZFolA, nkEy
S FAT SACNA F ARE 2 AEBA AEEC] H W ol AT bp
AU Ed AfolodlA ] ARBAA= FHHA FUH.

@ vEUEYS EUAY Ad8A 28 A == 238d A 2 ol AdaA A
o] WA Ao ATHA FShH

6. 358
1)) HHHMELEH 2 AR A AP EURE sto] ntgyEd o34l o
, U=d 74«4X1]Xﬂ Hrzae AYEY, WEXZ dig E Js5zs dd A
?E %J_Alo}‘}iofﬂ %?—%EE fojd oFE g gl o] oF =& offel &
1:]-

o A3l oqﬁ—oﬂ WOH 7:“:/\}% P450 &4+ o3 2tk 1A2, 2A6, 2136 2C8 2C9, 2C19
2D6, 2E1, 3A4/5. X3} in vitro A} ZHA|EZoA vigUEH S A/ EZE P450 84 1A2
I 3A49 A S FESA Fv AR #EHJY. =3 viEUEH diAbe viEYE
d AA 10% vvkE AASIERE, A EAE P450 Al TS nX = HowE Iz
g4 Edo] nteyEd e Edhs A Ve wor, mEkA] o] ¢k & %
Ao QX Yt

3) In vitro Al@elA, vlEYZHL AR A FF5 EHle A
OCT2el Y3l wi=e A= YFHAS vEyF
olu]l & AORE A=A 7] wEe, OCT2 AsfiAlet HE Fo] A o] ko] &
He oA oot AME AR F5aE 3 3z

4) In vitro A4, vtdUSde] A5 sxolA A A 5 SiAd S AalshA &
= ASZ AFHAG wHA 2 BEulE 5 AAHe FEE, WEXET - o
Fx)o] o] oo o3 FFS wE TheAHS

5 WEX=ZT: vy Zdd mg 1€ 23) OCTZ-/] 7142l HEX=ZWG00 mg 19 23)9
oF 5l JFTFES v A ddth WEXEVLE ulglyEde] Fste IS vA &
k.

6) AHIEIY: OCT2 AafA1el AWEYE00 mg 1Y€ 43)3 vidUZ@ mg 93] Fo))9
B8 Fo A vtEUFAY AR AAE TAE A8 ey FdY A= FEo] 29% F
7+ AT

7 gal viEyE9d mg 19 23)e 19 025 mg FoE gIalel  AHaabE
(steady-state) °F53t-& WS 71A &3kt

o of
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8) <tutel: nigYEFAUd mg 1Y 23D R, S) o9+ 25 mg ©@3] Fojo tjgh oFssts W
SIA 71 A skt 2 EEN] AIZHINR)2 viElU S 93-S wx] &t 5 AA
+ o] ofkFstel W E VM E ¢ Uth

9 &3E& IR U EFAY FAA A4S AL dd A Ase AdFHot =9
ANE F z2A A3, alElyEEe 53 IR Aol &5 HdFH A Yelds &9
o F7PF RauEAT dF At s BiAG Aol W2 FA A PFo] HiES]
omn olyg PFE AF 713
Ao FFE v =A AFRE &7 A= &AAA o] & FoAst=
<o AAE H4AE AU 9T As AR gt

10) 71} &< 83 ARE:

D RFzzye vEyEFdad mg 19 23)e B2y 2(150 mg 1¥ 23D A3

(steady-state) °F&3she WS 71A] &3t
2 U=z"l A SHWNRT): FAAN=24H)E thdo = vtdyZdd mg 1¥ 23))37 NRT(H
¥ 21 mg/day)E 12¢ <t HE FAPES W, AFY vAY & SAHE HF T
dete EAXSRE Fo3% AAMEA 2.6 mmHE7F AT B A= 24, F5,
TE, AAHZ, 235, 929 #AYEC] NRT @5 ET HETodA o F3hth
3 e 74 8EFH] B8 Fo A vEUEdY kA FEALS ATHA FUTh

_{

7. 9% 8@ FRE] UE S

D dFe g T4

() AHZelA 1 mg# 19 23] =i AUC 713@ 19 g A% =249 36v) o
5019 &S H= H E7|OA 747 BFASAS W V¥ FIskA &gtk (112

il
e
Y
>
;L
ki
]
d:m
é
n&
o
e r&

FE AAHA Qg o] oz g

3 A AR %O"‘éol EHOMI o =t ”XHX 3 -‘?—l}j*éa BREA7IE Aol dal T
5

2) el i o
U 2ol BAE oYHeA LeA YA YA, 5B AYA v
A AAANA YT F U= HOT UhEheh B

obol 4] o] ofo o) :

Z
g meistel i FH

dofo] T A W FEHES HYH U FomE, W 184 v

rf

o] gxtol thek A
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L Aol tHf?l L

D wE 9 e R ok T ATolA, 747 1699 A% 17 B4 2L o4 FAR
(65 - 75Aﬂ)°ﬂ A WEUZY 1 mge 19 18 wE 19 28 oA ok SEHE 4917
FASA ek nEAeh 49l Aol gbrA @ FEAL AuHoR Hol7h 94
om, e Y4 APOE B ), W Aol HANA Ygkort, Y uHANA 7
Saol B 2 AL AT SE gl

2 HEUEae dAR A4 Bd MAEs Ao ged dong, A% g B4
oA of kol TE HA Wl AFol & 2 & Utk nFAE AF 7%l Askd 7

e 2ol

39 A%
40 gomE, §F Hdo FF s)golok 3
Fgth
3 A A7 A DFAE5 - T5ADAA mEUEA FEshe Fe HUAS A
A deiEz bE §3% 280 Basd gk 1uu 3 AVS Aot A
AolME g% 2o AgHT

10. HFFEAA S X

DA A QG Aol Rud g Foo Atgle gl

2) FFFo A9, oo w TF Bz Y-S Aok ),

3) 7] AA At FAoA o] e EXEE HoF JEgoL IE BEoE BEAL AA]
3 Ade ik

j&

11 2% g AFHY FYA4P

D of@lole] &0l #A g o BB,

2) oloFEe A 87104 Aol BhE §7)0] BBsE AL oJobE o g olF AL
ol olofE FA Aste] Uele] @ 5 glomz Ao §7]o nAgh

12. A&7 9% AR
D ofe) 2§
st g e Usey obie2d #2840 4829 AeYd BE asAolt

2) k5 HH

AN AZg~AHImgrtd U Ea a8 d4e) ALGEEF)HG iz AG -4 Imgalay

S =2 E24E) (B30 AA HF)S 2x2 wxtAd o R ZF 1-ARA A4s Al FE

A &3] AFEAste] 261 €4 I kU Ed BEE S A, uuHrt $EH
]

(AUCt, Cmax)& =1 W3l EAAE 39S ], HFx 212] 90% 212 F7ko] log 0.8 4]
log 125 ol 24 WlmB7t F=xo] st S5 YFsHact
B W g 7} 5 7t
T
AUCt Cmax Tmax(hr) t1/2(hr)
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(ng - hr/mL) (ng/mL)

AY~AH1mg ® 2.00

o ZoF ° 99.91+17.36 5.87+0.91 16.33+4.80
(AU S HEZE 244) (1.00 ~ 5.00) —

) A 23 2~ 1mg 2.01

A& eF 112.67+19.13 6.30+1.18 17.21+5.62
(Y Ed 4 A4 E) - — - (1.00~5.00) -

0% T 1.0786-1.1798 | 1.0219-1.1171

(7] %:1020.8~10g1.25) ' ' il ) )

(H g+ EFHxHn=26)

AUCt: FFAIZHRE HAITESTEE AFANT 7449 EFe=-At348H A
Cmax: H18FF%

Tmax: 1Y FEEEDAIL

t1/2: A AR

MGt EXg 2aUE P 29 90% 4lF 3

I F4AE AR

) EdA

CD-1 v}$-2~ = Sprague-Dawley B =0 &7]7ke] et AFE AASAT vleyEFd &
237 20 mg/kg/L(AUC 71 =% Abgte] 19 Hol A% i%xé_h/] 47eN 74 74T
Fogt mhe 2o Ao SAE (e HE wEyE™ (A, 5 ¥ 15 mg/kg/¥)=
W3k AT A3 T, FR AEdA (&5, A48T 650t ), AR FFe] T
o] 3t £HEFYF 17, 5 mg/kg/Yd, AUCH 7123 AHgHe] 19 Hdl ¥4 =& =2 23q)
2 Hu &FHFTY 21, 15 mglkg/d, AUCH 71x3F Abte] 19 HAd A4 =EHE9 67
e A F7FstAth o] Aot /‘Paoﬂﬁl od A #AHAES 7HA= A dsiAE & F
HA Fdth GA Aol HAAH Y FAE /iU Th

N

iy

(2) EdwoleAd

+ A@oA, vtEU L tiA 8A4stE FHtetAY FHetA @ A9 d 54
Holx] ¢rorth. Ames malao} EAEA™o] AF, L8F CHOMHGPRT A E, Blze] =4
A4 in vivo AZE FH o] AlE, AP FZFA] in vitro MEFH o] AlE.

(3) 2255 Zelf
T Ee 93 Sprague-Dawley FEo)A sukibnbd| S-S 15 mg/kg/¥ (1 mg¥ 1Y 2
3] B AUCH 7123 Aol 1Y Hol 48 =359 7247 67 9 36u7HA] F o313
< o A2eE Fefo FAE i 28y, s hbg Y E9S 15 mg/kg/¥ 1 mgH 1
o 23] FoJgk AUCe 71x3% AMEe] 19 A A% =24 =9 361 A7 Fog 44l &
o] Aol A A s arE UEbE T 3 mglkg/d (1 mg¥ 19 23] £33 AUCe] 7]
23 AgolA ] 19 A A =SAEY 99 BT TS 4R A= HAdA A4
Ho| Tae BWEsA Fshth
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EREE
A= 9 E7oA sHbahuig U S-S 242 15 mglkg/d 2 30 mg/kg/YAFEolA 1 mgH
1 23] FofA AUC] 71237 14 A 48 =S4 =9 369 3! 50uh)e] o= A+F
A4 w, 71¥g= FLEA FUTh

gy 22 AlFolA EAte] o) diteS EAAn. dAE E7oA 2uinbidyEd S 3
mg/kg/L(AOlA 1 mg# 1 23] FoA] AUCO 7123 Atge] 19 Ao 4% =24 %
o] 50u)el SFo= FTFEA A AL AlTo] Zastglou, 10 me/kg/L(AlA 1 mg
A 1< 23] FH9A] AUCO 7123 Atge] 19 Al 34 =& Ax9] 23H) Fo o= 7
25kA skt E=3, AR A=A ZuinbE U S 9-S 15 mg/kg/LAFEAA 1 mg¥ 1
& 23] FoA AUCel 71x3 AHgrel 1d AW A% =3 =2 36v)= 47 FAA, H
s dack AN =9 vkee S/ YEs T

{t }..N,
S

O

HAFE goR 3 FRAYA vUSde Uz os dehts S5 s
2 Ut A9 E Uty PEsEs Fane dudd eugde U=y
of sl AT LS JERIUTh A7HE APelA UEg nEuIuoR g
E AEE AP 2AFY dolse H3HUL A 4FAA UnDL ANR}EE E
g9 dEt Jadd d5d 452 dausd A5aE A5go onnt oge 4
Fol Qi A=t UzEnT o AER wMeUEde AEsad. vedEde 4
AAY A9 UFE AHEel S g

71087], A2(1~30T) 2%, AXLZHE 1871€

1.3 459 %EF T (DMF) AR
O uiEYZFAAE A4S

* FARAE AR (F)AAA

O (ZIEh) TekAbH, A50=4 9 Tookm T9 el & 3, A4=A13A10

L o] oeFFe SAdF ‘AH=AMtEUSZIELEEL=2ATE) o] B3 53] #04081383 ¢




- webA, 53 404081385 9] AT Ho|HY ELI T Wit 7
- 7] ATF ol ELH7I0o] RERHZ] Ao o] o

of wet FE7F ALE F UF
2. °] 9

53] #0551184%
A FHJAAM 7=

15 MFAeF A AR (st 49

O M=
1.6 TYFAA LS A 2 (3
O 3MF=

1gsts 45

0 /1% @A@Yl B AR AHAE

* AW IT 1 20170168445, 20170197141 (HS<: 2017.07.25.)
Az B [#Y; o FENAZAH 71605, 71613(2017.11.01.)]

1.8 HAEo| ¥
7123 OLAA]- 8- X A zUEZZ3 AR fFESE
2 5| zean =R S d- 84 | =L EZ A B EFE
4 A= 4 2= 71 #¥E A= 4 A=
ARz} | 2018.01.22 2017.07.31
s
2018.04.18 2017.11.07
d=t
HHS
. 2018.04.30 2018.01.19
e
HATAHE 2018.05.31 2018.03.21
a=t

<B4 1> AAAR-FEAH 2L V& L AP AA A
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<Ed 1> ¢AAY-FEA

(XEx2 =22)

=]
=

o

7€ 3

A AAAT

O A« oJokFe] F537F - Al - AARFR(AIFA ) A52A28 [E3E]] o e &
(B3] 1L ABAZE 1. N2S AEZEZAG A A41e)
A& A5 s
2 3 4 5 6
1 7} U 7} U uf 7 |8 |¥]ZL
7 7 7
TE R mEEnELREBEBERD DD 2] et T
AN&EA5 ololofololololo|x |a]alo]o|o|o|x X [x |o [x |a|x [x [X [X |a|a|a|a|alalo|x |o|o |F34
A Zo] B - - oo lo|ofofo|x [x [X [o X [X X [X |X |X|X [x|X |x|x|o]|o]|x |o|o
* OJeFEY] FHA/FAT AN FHHIHILA) ABZASY : ALEAIT R IS JokEOR
A IUEzEE oekEy skekE Z1BRFA0] FY(el: oA 2 dR/)sky, 88y, 98 23
HA AT &, oE2E Sol Uk okEH A9 FEstta FAHEM ATFFRAAE Lsp|ddolA RIEA
HajlElo] oA 3718 o)ekEy HAF RO EEo] F4EE Aol Mgt Ao EA 11 go] 9
SkFoZ AT AEEHE AL AGAIAZ A3 A8 ATEANTA4SHE Aes7A Am A
0 AEAR BE
1. 719 e dd @ Aol 33 A5
2. 72A%, BY3stz Ao B AR (FH B3I AF)
L ShA| o] ofFel #3 AR
1) E%GE 9 1 B BF A4S
2) Azl B A8
3) 71 9 Aol 71| AR
4) 71 2 AR B3 ZAAE
5) AWAHe] BE A8
6) EEF B Ak A #F A=
3. ¢+ #d A5
. shA ojebEe] B3 AR
1) A7REAY EE AEARAR
5. ¢ke] &t #3 A s
o B BE A 2 UAEAE
6. YN F Al H#H3 A=
7 g EART
7. =] AL Foll #I AR
8. T FrAHAFHS] BIRHE ¥ B3 oJoFET A #3 A=
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1. 7|¢l E= 2 & Jfdd o St X2
11 AFAE
o AEY : AZygxgrde e, 058 2R mEE Y F e A4
o FP]Zgo W EF(Pharmacological class) : W& BERFE A ¢t X85 FHEHOZ FAYE o FF (799)

o L 7|H  YIRoly o EEY 84 adB2nACh adf2 F&A) o YIEF Aoz Asle Y
IR ZE-S A= agoniste} antagonist. 549 nACh a4B2 FEA o vigUFdo] A3t HoA =

oly B
U Yy &2

jus

o

I

12. 71¥ 2 MEE Y
o 7137be AY~ApE SR ZE )] A2 dulE S e k)

13. 414 A$5 M8 2 A8y

R LN [C R IREL IR

EZJNA - Yz
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o 1"&_—1]-’—‘} : C13H13N3 . C7H603 (MW = 34938)

212 AR FF NFFE(ET)
u

m K FANFE AN (DpH O wAAZE O 2HEE 0O 8d 0O 7E)
SEAY (B FA9EY B ARSIAE W EFFE e
B A7/ 4a08/48 B A9RE/3E/A4Resn
(0 EFAE O 7848 mASY [ 22F/AF- A
41582 0] HHH 55 WE 7))
2.2, $A| & 2%kF (Drug product)
221. A7HAY FF FAA, ALA, SE2A, HolA ) dB3ts B )
o Ale
222, SAYFFE ANEYH
m B 3UANE  AER (OpH Wz [ 7E)
SEAY (W A9 O 7)) B AP/ SR
O 5448 07808 mad O 223/A%- A9
A58 Eo] HHH F5 WE 7)A T
A A A&
B 2E/ 8348 B AFHEHAY/AAFTLAANTE [ Q=ANF/ A=A
[ 2540 EAE [] BRETAF /B BRD3 A Y
EEEAE! O WAEREAT [ 28AHAANE [ B840 BAE
O ¢2¢5A3 [ A=A/ 3942248 0 A48 0 3408 O 718
A5 Eo] HYH F5 WE )T
» EAY AN Y, FUAATG, S 2EHIA Y, 23X P
* 7N HAEREAY, 4R YAEANY
3. ot Mof s Xt =
31. 959 %E9 ¢AFA
o FES
32. SAYFE A
<1mg>
NBEH AEES] 7188/ A A A7}
AL ENL: 25C/60% RH PTP (Adar™/ PVC-A) 71 W AgE
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[ A" ] 40C/75% RH

<0.5mg>
NEZF Adzd 27158 /A44 A%
7| HENY 25C/60% RH ®) s ~ 0 dsie
7]-__’11':/\]'5“:4’ 400C/75% RH PTP (Adar / PVC AD 7]1’? LH TH T

33. ARZA & =9 FIER
o MAAE - 71U EY], 15~30C Y, AZYZRH 187/1€
o 939 A (MY 2A)
1) ¥ - HDPE ¥ : A 2YEFE 24, 58 RAxds 28X o5
B8] ~¥|(PCTFE/PVC-Al, PVC-Al) : AL ZHE 34, 30Colst B3
(*3t1> PCTFE9} Aclar®E 5Y & ZAAAY)

2) Pl= - W, B8 2H : store at Controlled room temperature (25C, excursions permitted to 15~307C)
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. AANBARE EOIZ A APPRE L1-00)RBOE 24T
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o HZANAY FFMA AFARQAY 5 A AF)
3

|
- A A2 12uE(F9 ente) oAl AFA(ILP-1607) & tF2F(RAY2A)S TEA @I RAq3E
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o YHANFLAAE: YAFIANE F 14, in vitro AFE 17
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3 A3 71 58 43 E)
NE | AE B3| Ad AgA g ABt 8 g =
32 = 2 BT A
=R | 92 | SAA =4 faz =32 A2 7)1 2+
i L
JLP-
Sec. 5. 2AYMAE. F
1607- BESAF 25.30 | 333 A az.
BE Sh A28 w3k | AZEAE lme BT 3]
101- =397} M3 31 | AR EERT
[E31] 3] 5o
PK
62. AEFATA Y
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o AT A GRS AR AR A ImgH FH2HImge] @3] Fo F FF3
3] o] <A FJLP-1607-101-PK(ver. 2.0)]
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WA, 232 WAAY AAE0E Fol, 269 g8
-84 T U Ede] FEE SASUE W AUCtS Cmaxol A BEdH4ssA dS
Table 8. Comparison of Results with Standards for Bioequivalence - Varenicline

90% Confidence Interval
Ratio

Geometric least square mean

Reference Test Lower Upper
Cmax 2 Q. 219
il 581 621 10684 10219 L1171
AUC, 98 49 111 11280  1.0786 1.1798

(hr'ng/mL)
Reference: Champix 1 mg (Varenicline 1 mg), Test: Zerofix 1 mg (Varenicline 1 mg)
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