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Cmax 3! AUCZ} =LA S7Hth ol 42289 7S &y AA &gkt dueil &
=7 7Y AR 2 AANSe T gusal #d o dRkge A gEo] ot
Atk wd Hoie4l 400mgy 9 Bl EHEUAZELFNELAYEI=EHE DR S 5

231 Aol AlA CD4+ ME 71 A
AFol 60kgE ZHst= At HI=EH| £
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?1?55/}5]2;1?] 9% 8%
ﬁ\i:TMOU/L =3} (F: 170U/L =3} 5% 7%
(AI\ET 215U/L 23 (F: 170U/L %3} 4% 5%
(QIE)LB RBC/HPF %7}) 7% 7%
?;gé()jlmmS w) W) 3% 1%
iiéif;jwwz 1% 9%

A 934 o] AFelA BIH APUA o]de YMAOE ol APNA Ut A Y

A HTHE 6).

E 6. AE 934(0-144F7) A 1% o7 Aol BRudE o AFAA o] kg
H =¥ 20 A E 4 Fu)
=g AEeeh AT
+ o]l + o gpH] gl =
N=257 N=254
53 3 o] Ay o 30% 26%
T35 A" Fd2HE (240mg/dL =3 22% 24%
Adotd Fdas
(M: 990U/L %3}) (F: 845U/L %3}) 9% %
5 ofdetolAl (175U/L %3}) 8% 4%
oazbe] EA3ERA] (550U/L %3 1% 0%
AST
(M: 180U/L %=} (F: 170U/L =3} 3% 3%
ALT
(M: 215U/L %3} (F: 170U/L %3}) 2% 3%
2 ZFEY (8.0mg/dL m|qhH) 0% 4%
18 Id= (250mg/dL %=3}) 2% 1%
g% (75 RBC/HPF %3}) 3% 2%
gz (3+ o)) <1% 1%
= (750/mm3 7| 5h) 3% 5%
5 g EsgAg=
(750mg/dL %3}) 4% 2%
a. 9657-1445F2] A3 A] SAl= o|gnjEl 2+ B XH| 2 T AZEZ FEnfaald + JEZ
AERR T Al o gH| Al = + HIXEHE YA EA Ful24E /AEZAEN] B34 X5 E
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(N=182) FolzAed 2 wA)
(N=368) (0-24% (N=368) (N=170)
(0-247) (0-48%F (24-48%)
dojo] 55 3 ol
*zaé@ Asle] o4 25% 38% 35% 34%
EgagAg=
(750mg/dL %) 8% 13% 11% 9%
Aot B FE2
(M: 990U/L %#}) 7% 14% 12% 12%
(F: 845U/L %3}
g7 ol glolA|
(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})
&3 F(250U/L =3} 2% 4% 3% 3%
A T(750/mm3 1|5 1% 1% 2% 1%

8. AlE 1029} 103014 HI=ERE X8 IFA 1% o]A WAe] Bud SH 3/4 23
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Z2AFutEg)dgolEAtold T ok (F)S 2x2 RAAFCE ZF 184 A3 4
oAl FE A &3 ATEASY 46We] F HL-IEHE T2 A3 A3 nuHr) 3
EX(AUC, Cmax)E 21 W3sted SAAE stdS wl, FH#A =9 90% A3 F3to] log
0814 log 1.25 oW 24 HlwH 7} FEX ] sl T3S Y3
AR AR TE
5 AUCo-72nr Crnax
(ng-hr/mL) (ng/mL) Tnex(hr) telhr)
SECES:
(4 2] o] =A}o] 1.00
k .
)
A& ok H= 4 18614579 | 247.7+75.3 0.84 19.4345.35
T (A k) - E15.3 1 (0.33-3.00) | 19-45F0.
90% A= F-3Fx 0.9131-0.999 | 0.8959-1.023
(71%:10g0.8~10g1.25) 5 1
(AUC,Cratip BR A+ EZEHI, Thac=s 2 2H(ER), n=46)
AUCLEAAILEE ZHEHEST H2AA2 XS EEESC-AZZAGHE
CraHNEE=sE
T EDEESE TEAZH
typr HCE AA HE2ED]|
* HHWHEIISZ2XE S JHESE BAX X2 90%dI g R22t
F1) ©o] 2 BHEANF)Y H-dAT] FLI} I8 S AL FUI AxPHoz A
AL BHA R F) JE A =392
O AW 9 ARE7|ZE
718871, A2(1-30Celshr#, AxY=EFH 1271
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O (71Eh) 53 &4 =A[3
1. o] oJoFFL Tl of
3 A061929835 9] E47)71¢
= EFBA g4 AEH ooFEg]
- meEbx, 53 A10619298%. 9] AAF =0l
- 71 EL57)3ke

5871 Asd
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A EEe 7 AREE
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= 29
O HF(H e ¥:17.4.21, HH35:20160307202)
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18 AEo| ¥
2 n| z=zan l:; IANFPE | AHA-fEY | AZRFIBE | ARFEFE
4 A= 44 A= 71& #48 As T4 A=




ZYzt | 2017.05.01.~2. 2016.07.12.
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3) Az #3 A5

4) 71F 4 A@EHol 714" AR

5 71& 9 APEH #F ZAAE
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7. 945%94 AR

o #3 A=
AludE g

o NEL & FEATSE TF

o olopE ol ARAZ SFF(FrI2 A

% —free base) A=

AR R, DASAZYSFE LAELE ES
e dFHA=
ol tiste] AHAE HEHAS
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11. AERZR

O

o

o AFT: H:

(1% 13] 14)

. 71ere] shak 2w A (629)
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2
i
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2. 7x=&dd-=2s
21. 959 %F(Drug substance)

211, YRR

o A : 9-(R)-2[[bis[[(isopropoxycarbonyl)oxy]methoxy]phosphinyl|methoxy]propyl]adenine
Aok B = ZHE0AZEY

° ’E‘X]'}-\—]' : C19H30N5010P (MW 51944)

NH,
”mii:?‘
(o

212 HBGF NP

BT WEAAY AAA (DpH O udRs (248 W4 O 7H)
SEAD (M AY2Y W ARENAE W )

W OE0E/AENR/ SR O AR /HR/08E
055438 W7 WA O 52F/A%- A9
A §Eo 43 Fe WE AT

22. $A| & %F(Drug product)

221. A7HAY F7 (FAA, HLA, Q1A HelAd A3t BF)

o ALAY QU

222, FAYFE NEFE

ey B SIANE AEA (O pH O RIFE [ 718

cEAY (B #F9=Z2 B 78) B 323/ 8

O 5sA8 U 7849 B 3343 [ &/ - A

A EEo] HYE FF ME AT

AAAE

B 53/83AF B ZAF(EHAA/AATLAANE [0 Q=AF/ QA=A
I e e e I e e A s R i T
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O #2448 O PAET=AE [0 B840 EAAE O B8A0EAE
O 928548 0 A=SA/29929408 (0 334903 0 9949 [ 789
Ny §Eo H3E ¢ WE 75
E5AE : HHAND, FAINY, H2BUND, 2994
*7IEAR A ETEANTY, 45 YAEANT F
3. SHM Mo st X =
31. 95 FFY AAFA
NAEF ANdzA 47184944 A
A7 HEAY 5C o]% PE bag + 21 25
k! 25C/60% RH ¥ bag + fiber drum A3
718 A
32. ¢AJFFY AARA
NEERF e 7198 /A4 A3
A7 REA 257 /60% RH A&
§71me] < " (HDPE) -
7HEAE 40C/75% RH g

33. AZAR B =9 AR

o AAAT: 71U E7], A(130C)EH, A=

34. AR W AR A

dz=RH 12714

o TofokETel AN (A AA DAY, of met FHF A ) U3t AN F22 WS ¢l
67143t %MEJ]UMW AAsmZ it AT ARSTIHAIZRYZEE 1271€9)L dAHE o=
84

4, SMol| &8 X=
o AT AR
5. 22| ZrEof ztst X2
5.1. %aﬁr%ﬁlfﬂ Mme
2ol PKE Hrlelel 5T F4uEL

53tz stk

FEAGIA ATRAF HrE
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53, YurekE AlH(EE A4 ok A §)

54. ¥ - BX - AL - vj o] 33 A FE
o B MNAHIES gz Uste] FEAFAAN AFFAS HEIH 29 PKE HI1ete 53 SdEsS B
de AL

55. ¢fgld g AAR oA
o B AHJEEI 2o ot FEANPAA ATEAE HrEn 29 PKE st 593
=392

SAFAA F AAAA FAF &2 dHe EA+

ol
¥
iy
i
tlo
b

i
tlo

[ ]

e

Bl

oo o

6. A HdHo| st K=

6.1. YHAFAARY AHH(GCP &)
o AFAYPL GCP 71=ol wet FH=HAL

6.2. AFAIAEH N8

° ou]—;x]gﬂﬂx}g_ : 01/\1-0kﬂ/\] & zc?)s 17

6.3. AEFATAY

o HTAY fl=

64. Y&t A
o dFFYANE F 14
e (FEFTHA AE)
- T 468 NPUEAE Sl FEAHS WIHAE W(BA Cale 20075 T FEFHILA FHvHE A=
8tal K-BE Test I 2025 &3 §54 %) 14 #EA H7PHs HXEH 29 Cmax8t AUCtS] 2193
g FA 2ke] 0% A= T7Ee] logd.8~logl.25 o= A3

- AgorE gizof Abolo] HAd B WL FAREHH, F5F ZloR AT
38 _ . Fo |
A YA A= oAkl o)/ 32k Fof g 2 H7 = A3}
Ly | AR 8 AdAE | 371 A% A | Hxezn 2y g | Cmax TT

° | o® BRIND A | FAAMA [ 94 | A2Z2HEAH| T | AUCL0— | -Cmax(90%Cl)
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I wEAER 4 F

A, B3 Fel, 20
% gAY

=
o A QHAT obF

5.0 Hols o o | B0
Sh& wlal- Bkl |29 wA |
J3 w29 WA, ¥ | 9 4;"

72hr

o ofy

245 mg

:0.8959<6 <
1.0231
-AUCH90%CI)
:0.9120<6 <
0.9986

65 24 2 <AHA
o YA Q1
6.6. 7InlA5

6.7.

il BE AR R

o oJofFe| FHEEZF- AL - AT EEL, MABAZNE LAZL 4€ FEJLLE 7T ASFo=

1 YRAEORA 554 USHAL

A A AL AR AL} ANAZA

1. HIV-1 2 1. HIV-1 2 HxXHZ AAZ H
Aol g 1241 o] ZotolA | Aol =@ 124 o]AY  AotoA | nEHEYAZEA 2
HIVAZE S A58 s o& 49 | HIV-1Z 99 ASE A8 & 3 | Hxzn2 gty
Egutolg 2AA 9 W EFAdT. | EEvtolg 2A A ¢} HEFATT. | =7 & v, HEXH
o] ¢k HLEFHZUAZEA Ff | o] ¢ HLEIFHE T EFAA | 22 A4

. BaAA L A 543t Gtk | 9 34 B4R Feh

EJ;F 2. BHAABE Y 2. BHABE 7Y
A 2 124 o) Aote] THABE | A E 124 o] oo THABY
9 S A 59 HEE A5G
(HABENE 82 Y8 o oo | (HABINE ANEE Ys) o ko
2 AEE NAstE A4S, A | 2 ARE AFstE AS, A
FoAE F dNtd FE 1HT | FYAY T 9 F9E 18T
A) A)
1. A E 124 o9 Aok@3bkg | 1. 84U E 124 o] &ok(35kg | AH FEHS AEE &
o] ) o]/ S FEXECR Fe
HIV-l =& TABINYE A8E ¢ | HIV-D =5 BN ANEE 9] | JUFoz o 9
3 19 13 18 B8d S48 | & 1¢ 13 1ZEHEFHEHAZE | 35 9 AA
A Bl B8 £ 9 AE2A 245mg) HEITH S EY

o ) ] 43%49}‘ daglol BE&d lﬂr

P THBE A ABAY HA | TABIIEY A ZolAM  FHFH
A 27|17 SHAA EhT A 87|17 S A A AT
35kg vgke] Ao} BB EE A | 35kg mITH] Ao} TAABIY #A
of ok ¢tHA 2 FEAS gy | o U Y E FEAHLS T
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o f F5=-529 AR BA| o AT FEE-329 AN BA
AA T A5 = =Fo] 7 | A FFL BF dE =Fo| 9
Al Z7hgch webA Z1A Zdel | A F7hTh weEbA 7]A Zge}
Hd AAiEo] <50mL/mingl A | Hld HAEo] <50mL/mintl 7}
o A% ®1E Fustel o] oko] ¥ | o) A% :1L Faste of o] %
& A4S Ao gt ol F | & A& A oF drt o] &
§ 24 24 APe FY Edo] | § 14 2 AR Y %ol
a3 @y AW s xdet | o @] AHH S 2T
of ofg] 74A FF9 AANIE A | o oAl THA FFY A7 ol
HIVY HBVe| ZdsA ¢& 4 | HIVY HBVYl A=A @2 )
o 13 54% o5 dolge = | 9 13 B&F 53t Holge =
4 7fte g g oy 5§ | d& 7o . o3 5§
14 24 A dRY P HE | WF 23 AR WA 2 RE
AL FTFE v T35Y AAN & | e TFE Ex T5Y AR g
Aol disll YFdHez FIEA ¢ | Aol dis] dFHoz HriEA ¢
97 w&ol o] d A A9 Al | 97wl o7 Ak A A
A7 2 AR og 94F g | Arls 92 A5 g 93wk
& Ws ZUHsol ITHATIR | & WU wUEsjol kAR
%) %),
e A% S A B& 1A | AF A @49 A4S 5& 1+
& 24% st gdu@Edetdd | ¢ =¥ Bast fuEdohEy
d4& 50-80mL/min) AAFE A# | H4&E 50-80mL/min) Al4HE =
ofEld AAE&H A M A7 | olEd HAEH A d4bE A7
Ao RUHYAHP LX) Aoz RUHYITHALIZE)
1 JdgEohd A& wWE B | 2 1 IYEod H2go e &
& 714 =4 § 174 =3

Zecled Aag Iecled Az

(mL/min)a d 54 g £ (mL/min)a o =4 B

30-4 ZF 30-4

>50 9 10-29 >50 9 10-29
AR £(24 Al 484 790t =x=|| AR EH (244|484 7drnit EE
T e gl o ] PR FE T (e LRt
N O R N

@t of oo
Eofsof g,

HxxH 29 ofFshe A otgd
A2&0] 10mL/min "To2 HY
FAS kA gv A4 Bk
H7E §loB g o] gxtd] g Fof
AL gtk

AN} de= Ao} Ao thi &

o 33 ol
dFgo] &
E4o] T ¥
H =X H]

A aE0] 10mL
A&

vyl glom g
A7 gl
A7 e

AF< ol&sta] A

zu2e ofFHe ZdotE

/min "R 2 HH

34 e BAbelA Hrhd

o] Zate] thgt Fo

o} Ao Y &
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F 14 9% dHeolHE itk F A4S 9% dolHE it

8. FURAHEDY HIMHE U Y3l o|AtESo| SHof B3 K=
7187 = NAZE
g H 20 AZ2A)
HiZ (B =TH 20 AT E4)
YW = (H e EH 2 AT 2A)
Hho] g T (B = ZH| 2] A Z 2 4)
HeZAdR(H X2t ATEA)
AE HZ AR (H XU 2 LT EAF L2 4HY) Bl 7HH] 0] 3 (B 0] 2 ) 2 2 4
Yoy (BT 20 AT 24)
H) 28| 34 (Bl = E 0] 2] £ X 2 4)
fiH2H (B EH 2T AT E)
H-gd = (Bl ZH 20 AT 24)
HY =Bl =EH 20 AT 24)
BRAGF), @EE, dEFEHzA%NEF), 5

OF(R\ E ()= Q) ok (=)  AkLQ] Ao
549 Ao £ Abo] ol 23] ok(F) AT, SEANE), AUSET), wAA%
(F) - EUEAE HAGAKF), A KF),
=A% E(F)
371 2010.06.23. 2017.08.11.
3% | A% AAe] ofEE mofo] IEFYA A sHe] o2t moke| EIYA
° °F 1%8(693.36mg) T B\ EHZUAZELF | o] oF 14500 mg) F EHl-EHETALZEA
g% | vl=24+ 300mg 245mg
(Bl=ZH 20 A Z 22 245mg) (H=zulafizs4 245mg)
1. HIV-1 74 1. HIV-1 24
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A A9 D 124 o)AY AoloA] HIV-IZEY X
EE 98 2 JYEEuo|g2AAY HEE
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apg | o weH s erent
g |2 WABRAY 2. WABY 7
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