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Atk vl Yol 400mgy A H =W Ev iz E4]
&% FApol AN CD4+ HAE 71 A== Zo] #EH AT

A ZFol 60kgE ZH3Hes FAte] Bl-ZH 29l HEEAA Uil &
o8 Fook gtk A Fol 60kg FIRFR] Aol o] ¢f3 W& A= ¢ al
3] 200mgeg2 Fojof ot WEFAA HE=ZHE g Uil FEIRA
7hH & 2] AH400kcal, A% 20% "IRb)} A B8 5 o

2 A (B EH 2 DF)S B

—{L’l

2) olepAHI =

SFEAIUHIZE = HEZHIE EE ¥ole
HAA EAT oletAH 29} o] ofef
o Fch HiErl= #d ol dwkso] AT A=

o] o2& ofepAtHIE ] AUC ¥ Cming HAAZIH. HZEd=
H 2 300mg> ZEURIZ 100mg¥ 3 Fod As A% g
A 2E HxZH| 29} P FofstA] Feth

3) Zyynl2/gEyu 2

ZIUYHIZ/HEYHE2E HEZHE TEE EFolv 22 UeRth o#d 45as
71S SHAA Eshth 2oun| 2/ EUR| 29} o] ofe] MR RN, HXxXR =2 B
o] gutES RUFEsoF gtk H-EHE #H o] gRkgo] LA e HE-EHE T
< FTYsloF F

4) ANF 750 e FE GE

Hix¥H2E AHH 07 LAoA wjder] wiol A&75s ZAaAIAY 554 Alx
 EHlel s BASE ke o] oS I FoFstH HE2ZRIES EH FEE ST
FIAY AZNA AAEE G2 GFEY T =Y F ATk WEA oo dAHHA= &A
oA 1R o2 AEZHE, oA ZFERE, A FERE, dEiAlo| FE2HE D UAIF
ZHE Fo] Ytk AVFE U FERE HEXH 2 8 FEF =9 5 Adth

A AGE AFDH HnE V2R AR 583 Aol 148X 198 74X o] E8-%F
o2 9E 8 E7oA dAgor, Hiznag g Y 58 oy ejob &4l ta
e A dskth a8y Al Al dig FRet & SAE 2AE T 5
A 5 AEE T FF ARelAY] WS ST F A AL okdy] wiEel o %
2 Pl Foll B3] 8T Aol Agslof Fr.

2) T
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HIV-1 99 AR+ fFolollAl HIV-17F A9 s = Ae $AS] Sl B/E /s8R &
< AS ARG HE AFoA Bl=ZHE FF Eulgo] FAFHAJT. 45 13
H 59 HIV-1 49 AREREH de 45 MEdA B=ZH 271 Ade fFo= 14
He Aol #EEJT o3t =Fo] Bf FRHE e frobd v YT dEAA &
UTh FFA frotllAl HIV-1 Hol B 39| odwhgo] A4 ¢ Joug o] s F
ofF Wty Qe AMRE FHEA AEF AL okttt

8. =0t Wiz Fof
124 viRke] ghatol] gk b Fa g el s ASHA &Skt

9. Al thgt Fof
o] ofyt ALl TUI HlH]
Ao} h2A H-g-s)

10. Aol 2=} gk Fof
Aot H A L] 50mL/min F|9o]AY FAo] Q3 D] 4AAE A A H:

Zul2e) o] ofe] Bg 1AL =Y Zo] Frk

11. YA K o] G (EH = En 20 AT 22 F ol 24k

AE 903 : FEAH F FP2HE 2 EgPAds F7F HezHE 21519% 2

9%)NA B EstA T HE& AYstar, o] AP A

T OFONA BEE AFAF A ol v HER Y. S5 37 4 A@4AF
®

3E 5 AF903(0-144F)0M A 1% o RaE 55 3/4 AFAA o)

Heetili e s A EFR Y+ ) R
Abed+ ghn) 5l - +T°ﬂ:“+ﬂl N
+ of ) gl = T
N=299 N=301
5F 3 ol BE A o ks 36% 429%
5 e FHzEHE
(240mg/DL Z=3}) 19% 40%
Adolel G AL
(M: 990U/L %3 (F: 845U/L %3h) 12% 12%
2% opa ol
(175U/L %3 9% 8%
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AST

(750mg/dL z=3})

(M: 180U/L %3}) (F: 170U/L %3}) o% 7%
?1\? 215U/L 23 (F: 170U/L %3} 4% 5%
?15&0 RBC/HPF %3}) 7% 7%
(%;ft)j;nmS ] 9h) 3% 1%
T8 A EgFAgs . .

A 934: o] AFelA HEH AFLA o g2 Ut

Hom old AN Yet A &

2K 6).
E 6. AE 934(0-144F) A 1% o]/ Aol BRud fFojst AR o] dikS
EEE R R -
2ahgder QlEEAE) AR
N=257 N=254
S5 3 oA AAH ophng 30% 26%
TE A Fd2HE (240mg/dL 23 22% 24%
Adotd FHas
(M: 990U/L %3}) (F: 845U/L %3}) 9% %
7 oldetolA| (175U/L %=3}) 8% 4%
o7zky] L AueRA] (550U/L 23 1% 0%
AST
(M: 180U/L Z3) (F: 170U/L Z3}) 3% 3%
ALT
(M: 215U/L %3} (F: 170U/L %3}) 2% 3%
2228 (8.0mg/dL =) 0% 4%
18FZ (250mg/dL. Z=3}) 2% 1%
3 (75 RBC/HPF %3}) 3% 2%
I (3+ o)) <1% 1%
AT (750/mm3 7| 5h) 3% 5%
T8 A EgSgAg=
(750mg/dL. =3}) 4% 2%
a. 96514452 AN FolA A= ogHdl 2+ B =ZH 2 T AZIEA FniEagd + JEF
A EFRL T4l o gpjdl = + HXEEZHZE TAZSY Fria4d/JEZAER B34 X8 E

Lokt
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E 7 A 907(0-48F) A 1% ol Aol BaH S 3/4 APAF oS
HiYH 24 HrYH 204 HEIHEgAhTs
e el 2=t 9 oF ZEAFREA | rEAE(§] ol 4
4 ] R et
(N=182) FriEAtE R
(N=368) (0-24) (N=368) (N=170)
(0-245 (0-48% (24-48%)
dele] T= 3 ol
NaaA Aol o) 25% 38% 35% 34%
= - =
g = 8% 13% 11% 9%

(M: 990U/L %=3}) 7% 14% 12% 12%
(F: 845U/L %3}

44 opdefolA

(175U/L =3} 6% % % 6%
I (3+ o)) 3% 3% 3% 2%
AST

(M: 180U/L %=3}) 3% 3% 4% 5%
(F: 170U/L %=3})

ALT

(M: 215U/L %=3}) 2% 2% 4% 5%
(F: 170U/L %=3})

A (250U/L =7}) 2% 4% 3% 3%
= +(750/mm3 v vh 1% 1% 2% 1%
Alg 102, 103: 487312 51 3% 4 AFAA o] gukgo] QoF Y& F 8o v}
S8 33 4 AIAA o) HU 144F FoF o] ofy FAHAHEO] YU HLEXE

AZEAS FulaAdo g AEHAHR] XRE HEE A AA YERG o] NS} &

8. A1d 1029} 103904 H=XH 2 X7 I1ENA 1% ol 2ol Bud S5HF 3/4

A7 ol

B YH| 20 AT 2 F .
EETT I NG
(N=426) =215
Ao 55 3 ol A Aol o] 19% 13%
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adolel B AL

(M: 990U/L =7} 99 -
(F: 845U/L =7

47 obdEtebAl(175U/L 3 1% %
Fx(3+ o]Ah 2% 1%
AST

(M: 180U/L %3} (F: 170U/L %3} 4% 4%
ALT

(M: 215U/L %23 (F: 170U/L =3 10% 6%

A8 F ALT ¢H A 4] AU glom, 38 ALTZ 7I&X 9 28} 23ola A
A Aol 108 23 Aog AHojghol MubHl WAL o] °k2.6%)F otElEHI=
(%)l AT ALT 23 Itz o= A5 & A 485 Wl Yetsten, HBV DNA
T Zae I %*ﬂ%ﬂr AR AFE B tidAdes gl dnkdog ALT
=107 3

12. SFFeIA ] 13

AE §F 300mghth LEF B8l O P AP ATHIL A 0164, of
ofs} BYPRol FUAR HEEMZOAES N Frl2 e 600mge 289 F 87 B
ANA AT FANLH FE oldee HUEA Atk BEAL U Aol O o
geo deiAA ke

HFFEe] YA 54 S ddste FAE EYEHSoF sta Hajt As £F Hx

Hirzh2s g9 B48 58 a&802 AAFDNG 54%2 FF AS). 13 300mg]
HEXHZ Az EA Frl2id 58 F 4A3F 5 Y BAES AAS A, Fo4
Hlioxnle 5859 of 10%E AAJ

14. AE7HE AT AR

[QFESL %E]

ANES SCIHEHHTZHIZSUATEA, FES2A)0 XS HIZIHEHEHIEZH 2 CATSAT
OIEA)(Z2IHEAMOIAADCIOHR))SE 2x2 WXHAIECZ 28 1HHN AHA2A5 HOlHAH S5 Al &

3 BPE0SIH 46¥O €5 HEHHIESE SFE 20, HW FIOSEX(AUC, CrwES S

ot SHXCZ otRE I, BHX XS 90% 4121+ 2H0] log 0.80IA log 1.25 OILHEA HlWE It




ek AN
:II'ET‘ M Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
Hlg]o] =4
(4 gl o] = A} 0.75 20.09+4.2
e 21824584 279.1+89.6
WL | o)z o} (0.50 ~ 1.50) 0
)
Felol=A 0.75 19.98+3.8
e | 7T © 20514505 260.2+73.1
1% (CREIEN (0.50 ~ 2.00) 0
90% A FHT
log 0.8939~0.9955 | log 0.8742~0.9960 - -
(717 10g0.8 ~ logl.25)

(AUC{, Cmax, t1/2 ; ﬁgﬂ%}:i_}:}_%{i}, Tmax ; %‘OOL%}:(%‘]‘?%L 1’1:37)

Coax @ AP FEE

Thax @ HAALEFTEE =2

trp @ W A4 HEzEY)

« MaRsh A 2w Bt Aol 00% A# T

O AW 8l ARSI

7 47], e(1-30C) R, Az ZHE 2479

O (7Ieh) &3 #d =4

1. o] Y FF2 TALFF Y A=A (H = =
3] A06192983 2] &4 7]7to] wtnH Fo AujstAcs 'EFBA AT A=

SRS

b
R
[
A
b
[
J
>
4
=)
[
W
nf
o =

=2
r 2

_?L
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&) A06611535.9] S5 Ho] REO|AL s E5AL Hafotn evhs S

A FJAA7F AEd o FEF

&9 ©] A (http:/ /medipatent.mfds.go.kr)oll & 715+

AU EZH T} 712 ok SABv = Bulst 24" 5 A

>
n

1.5 /MFAF AA g7 (SFsts 49
O I+

FUgEAA U3 AR A3k (NI F9)

O AT
1.7 AAHE @Fsts 49
O FF(HHUL1751, d 4= 5.:20170018454)
O ZIN(AM&E¥:17.5.1, H ¥ 5:20170012263)
1.8 AEo| ¥
= B | =zZ=a J|EENEHRY | QAA-GEAH | ARLZTEAAE | YBooRESE
T o A= #d As | 712 BE A= 44 A=
4=} | 2017.05.01. 2017.01.25.
naed 2017.06.02
%X]_ - - . . .
B
an - - 2017.06.22.
=
ﬂo 12l 2017.08.11. 2017.07.17.
) 2}
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12. 719 2 /LA 9
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ojp
R

R R

% 300mgs

goj=

Hko] 2] 2 (HBV, Hepatitis B virus)
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- ZIA (A €175, A 4H 5:20170012263)

2 FEAW BEIAY NI U MBIH Mol BE AHR(Zol B A=)

21. 959 %F(Drug substance)

211 4R
o WA : 9-[(R)-2-bis[[(isopropoxycarbonyl)oxy]methoxy]phosphinyl]methoxy]-propyl]adenine
o YW : HEZHEYAZEH
2]

=
L4 E—X]-_, : C19H30N5010P (MW 51944)

. 724
NH; HiC
=, "\,I {:ln . [: H
L Ay by O
M g At
IIL- CI _/,-'CI
By
0
HaC~(
CHy
212 4BYSF NPEF
ey B SIAE A8A (OpH ORAZE [0 =45 B3 0O7H)
=AY (B F=d B AFEAE B S55 B UE)
B 20 E/AEeqE/ v8 B L/ 3R/ AR
O &8 O78Ad B ATH O 255/ - A9
Aol H¥E F ME Ao

22. $A ¢ ¢ F(Drug product)

221. 7MY F7 (FAHA, HLA, LA, HolAd sF3te BF)

o APAY QU

222 $AFE APYE

B33 WMEAd  ARA (OpH O uz O 78)
SEAY (B AR O78) B AR5
05548 O848 B3N8 O £2F/4% A9




AFFZo] J5H 47 ME AT,

AAAE
B 53/83A38 B AFEDHAA/AATEEAANE O AEAD/AAEAE
O 24401848 [ B9l BRaA2/ 89 e gAY
O #2448 O PAET=AE O B84 EAAE O B8AEAE
O d3&FAE O A=A/ MEAEEAE O AFEAE O g3 g O 71EA g
5§20l ¥ 55 ME AT
CEZAR : AHANE, AN, SI2FUAY, £5EE
* 7IERA S PAESEAY, 459 YAEANE T
3. ot Mof &s XE
31. €89FY UAA
NAEF APz £718d 44 A3
37| HENE 5C £ PE bag + 34 PE A
7H&EAE 25C/60% RH bag + fiber drum A3}
716} 715A 3
32. ¢AAFY UHA
NEEF ANgzd 718 E/A4 A3
A7 REAY 25T /60% RH g
$71n e </ % (HDPE) il
=k 40C/75% RH A

33. AFAR B Q=9 AR

AR 71h 7], AL130C) 2, AzYZHE 2470€

34. A AT AANAYA

o) kET e AN BAFA AL, o wet T A /LT SFEA-ANA F2

ARl W7t gl
2443 A7IBEAGAA dAstrz ofete] AT ASAFIZLERE 24709)2 AAHE A2
A5,

5. 2| =0 2t A=

51. ¢ FEAH N
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o B ARERD gzl sl FEAYAA FTRAF 0
e AFaA52.

53, PN (EE YA LN F)

o ATAY fl=

54, -:?fr%-%_‘—g- AL - v B3 AF
Ozl Ut FEAFAA AFFEAST HEZA 29 PKE #7185t Y
e %}%—6‘}%1%.

[ ]
rhe
>
o?ﬁ_,

Ag

i

o
ol
¥
iy
)

55. efElel W@ AMA o2
3ES

sEAGANAM ATFEAT HZH 29 PKE HIste] &
d& ?J%é}‘}i—%.

6. oA X0 2E K=
6.1. YA FAR A (GC

P &)

< GCP 7]&°l et 3= A+

. AHAY

6.2. AFAFAER A8

o« YPNFHHAAR  YHFINY F 17

6.3. AELFATFAH

° OH D}‘/\]—ﬁ]— s}

BA @

64. YB3 FAE

o JFINE F 14
o (FEFTAL AHE)

- & 4680 ANPURAE T TS BUIEAe W(BA Cale 2007 T3 GFEFEHSH detvlHE A
TR AF), 1A &2 H/HS HXn 29 Cmax9 AUCHY WS
& BA 2] 90% A= TF7Ee] log0.8~logl.25 oW = A g3t
Aot thzof Ato] o) bAA 9 WjoFd 2 FAFSHH,

8lx K-BE Test II 2025 %3

I Aoz B,
= : : [
- VIAGA = gAd | s | wegy || wles A3
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A7 4 48 A
A2 A HUG116%
245mg(Tenofovir o
disoproxil)# HIF A= _ FARARCIe -Cmax(90%Cl)
.| 3ME Cmax
% 300mg (Tenofovir o 2t ] A A | Hx=EREY AUCH0— :0.8742<6<
174 | disoproxil fumarate)®] ;01 e (G0 T | AZEAZA | T3 b 0.9961
GESH B4 R k| 469 | 245 mg -AUCH90%CI)
AQS vasr) g% | ° ) :0.8935<6 <
Y, FASEA, 0.9952
oluzf, @3Fof ¢
ok
6.5. TEAE H HAA
o AT §S
6.6. 7ta AR
. AR g8
6.7. YA i AAAYA
o SR BEEF AT AAFA BEL DARASYIGE IANZE 9E FANROR FHY FoR
14 QNP EA T5HE Y5oA+
AANG ARG AAZA
1. HIV-1 24 1. HIV-1 244 HEZH2Z AAZ g
A g 124 oY AofolA | A 1241 o] AotolA | mEHEHLZEY H
HIV-17d el A28 93] e @ | HIV-IZE e AR S8 e & | Hiexrlz detsyy]
exnold Ao WeEadn. | Exvlolg s HeEAAT | =7} Q& b, Hwxn)
of ke HEEZMEULZSA P4 | o e HLIMZ FH BPAA | 22 AYY
s | FEAAS BA BEHA et | % A Bed 2
o |2 wAaBgny 2. BT
e 0 1A o aote] WABY | 4Y 2 124 o4 xoke) WABS
e Amd 92 Az
(WHBINY ABE A o) ko | (WHBIWY AEF 93 o oo
2 ARE ARSE AS, AEH | 2 ARE ARHE 3%, AEA
NG F U FolE 1T | FANG F AW FoE 1Y
) )
1 8 9 124 o14e] Zol(3kg |1 8% B 124 ol4e] Zol(kg | 1A EEE e @
o)) o) ¢ fEARoR d
HIV1 E= WABIY ABE 9 | HIV-1 Ex HABIRA A8S 5 | ofEez v Hg
o 3 19 13 18 B8dh 489 | & 1¢ 13 1ZEHEFEHEHAZE | 35 9 AA
;::.D,t AEeh daglel 582 5 A HEA 245mg) EHEIH 54 =Y
¢ et daglel 582 4 A
THABHEE Y ARCAMY HAY | ABIITEY A FAAY  HA
AR713HE LA A U A 5713 SHA A B
35kg m|THe| AoF RHIBEH L A | 35kg PN 4of TABIE A
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2. 2%l 3zt

o] F& FTEE-FTTY A
oA FoFd AP FE =F0]
A ST webA 71A a9
Bld AAE&0] <50mL/mingl #HX
o] AS 1S Faste] o] ko] H
(AL zAF ok k. oY B

o 24

of 3=z
go

g
o [e]
au

N
> e o

- -

Zo A B4

R R
FoFY A9 o xF0] §

e o

[¢]

lo

1+
S7HT wEkA 71A Ao}
Hd AHAEo] <50mL/min%! 2h
o] 7 H1& Farsto] o] ok K
HAs 2 oF drt o3 &

2
[
€& 14 23 AL Y FH] A FHo
a3 27 AR S5 xdst | e 2] AW @45 et
of o 7HA FE A7t A3 | o o8 7k F2 AN A3
HIVY HBVO 7= & g4 | HIVY HBVYl A=A @2 &4
o 13 E&F o5 dolee ® | 9 13 E&F 53t HolEe =
g Jto g gtk o £& | WS o st od 4§
A 24 A HHA 2 fE | 1F 23 A9 dHA 2 fE
e TR EE 339 AFd 3| 4L TEE EE $359 AR @
Aol sl AR FUEEA o | Al did ddHeR HriEA ¢
k7] W&ol ol Fae A Al | 9] wFol o) Fare A Al
A7) 2 A5 U YA e | AV 2 A5 UG 9 W&
& A93 2UHs|oF dohAL3F | & WY ZYH o doh(Fus%
= =)
A% A 89 A% BE 173 | A% A% A9 B¢ 54 14
S 24 Foy) gla@Edeled | & 23 Far gla@doled
d4& 50-80mL/min) A4HE F# | A4E 50-80mL/min) Al4HE =
olEld Hagd ¥ d4ke A7) | otEld HaEF ¥ e HY)
o7 RUHPIHAA3FZF). Ao g U PITHEA3HZF).
# 1 AdEohd Hxgo] wWE & | & 1 Adgohd Hagd ©BE B
& 17 =4 & 17 =4

ected Axg EEREIEREEES

(mL/n;i(r]l)a g £4 @ £ (mL/min)a CECE
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