HEJIE [28ER | 31 HRTEEH|
043019
3 AE|F Y| 2 5 . 5mg/1.0mg
(e 710|205 E)
CEL L)
SHOIE|7 I =E 0522|1218 5
OEME HE[TH|ZLBIZETY «-ovvrereerrererrereeensisrnesisesieei 0.53mg(IEIZ || 22A 05mg)

HA(SERAHLE) . RETEE0ATE: & ABTH. F)
7[ELR7IH | D[ ZHHAER A, AB|0IZM0ITHIE, 2uI=EI0] 214(0332879), I2AZH|E
SREFHI2H 1028 1215 5
SEME: OlIE|TH[ERBEE(RT overerererreerrmrmerersrerersiereticieranneies 1.06mg(2lE|7 1| 22A 1.0mg)
HIW(EISAY) | SAA05, HAPS, BA5S / H/INESRANE) | RETEE0IRSE: & AIBRS &)
JIEL 7 | DI ZYHEZ0A AR0IEMOITU|E, 2UI=E|0[EEAN03BE0012), IRARH|E
(44 FEoE7IH|=3 0580|T2 : S| AZiy LSRR
FZolE|7H=8 1.022| T3 | 2EAlo| A2 oote| AETEH

(&5 - &3] 254 vjo[2A2] A7} E0Ix| 1, &F 00| H0|FAMALT = AST)S AISE| 45 e ZAEHoR
54 ZE0| 2olE HOol16H olANmt 24| 0lafe] 20 EXI2| BHY BE 7igiH|0R|A 2| |2
(2483
+ 0] 242 Z= Al (AAF 2412t 2 = 2| 2AZHE) 2704 iCt
1. 420164 o|&Hje] Am B2

- 0] 2h=2 12l 18] HEJFHIZ2A 05mg (ARIR|2) 22 10mL}2 Z7F0fEICE

2i0IRE AE BAL £, 20| E X Z0)= 27511 BY Zijo[fA| XX SAI2 2RI, 2l0|FH Mg

4 H0I7} 2= 164 Olfo| &AL : 1218] S=A| U722 A 1mg (AlRA 2] 2 20mL)

ECH 0| U2 AZH A|SE FAUS0(LL s 7ISMERAOMD|LA $410| M5B 21502} X dES ZEhe LERH= 2y
& WA = AMHAR|ZLIERIH QA| SX|=/0jo} SICL,

2)0| o2 HIREH ARE7Ie) Q1S SISt Sixjo]A| BE?Ie| £ SMYsP| Huusiolr) SBE7IY 22 SEE ER| o)
ME F0|= 4 747! A4 5l AAAAIN 71|52 BRUGHH 35 Fisjo} SICL Est 29, SiBHZIE QE2 AR+ AUk

30| ot FI0| HUQIABZTHI0[ZAXSE 231 UK = HVE HBVO &7 ZeiEl BXSStido2 Holxx| BIiCh
HIVO| Zt2=|{X|2t 0P XIS EIR] Q2 EilofA] BH BE 2ol AS2 0| 40| ARBEICH HV 723 24IS SBAEA oH|
Hol Cist KSAE LIEK £ 2LZ0| AIBIE AAIR ZE0M LIELGTL 1202 185 SnE2H|0[3A A ZHHARTIOR
Ei AZ0 YUR| 22 HV/HBY SA| Ze ERIOIAIE 0 AS ARZSt A|20| HEE|R| Sh=rt o] 242 AZ317] B ERiE2
HV 8lx| BIAET} Zesir) 0] %2 HV2iRio| AB=F o= o-tei| I3t 0[2{8t S5 o= MAER| Pi=rt

2 CI3 Bixjol= F0i51x| 24 2

1)0| 2lo|Lto| 2to] Ao ZRIEIS0| U= SRt

20| o2 R afsla ooz, == A EUliA(galactose intolerance), Lapp Frahal £ 4 2 E{Lapp lactase deficiency)
£ ZrEZEE A 22Kl glucose-galactose malabsorption) S2| FEEC! 2H7} A= EXIA= F0I518 ot EICE

3. OIS EiAjol = A15| S0 2

DAIFH | HARY = SAEM(CAPD)S W Rl SIXIE 281610] I20EI HA20] S0mL/min0I3I2l #RIME SSX

&o| AZECL

271014 $0ix} : Ho|SEARRI0|L}EIFER|A0 20| MF 7|S0) FE2 E 5 U= ASS TO| WL U= 710]4] 0{x0)
A 0] 2o @HS HABE| B X A B0 AVIS2 Folsio HtsHo} BICL

30 2} GH5S(MAAR FCF, Sunset Yellow FORIE &3l Alo22 0] M0 2RI LE 28|27| 80| U= Extol=
AIF3| FOIBICH (tmg&o] S12h

4.0/81S

1) 4elojae] AMF 0| kS - 24 S0t 0] 2 (.5mg/dayin=679) = 0] 2 mg/dayin=183), 210|FEIn=856}2 F0;at Bk B
Bjoj2{A 244 Six}H,72020] Chst 7)) Ol SUA 2AMAIES T2 5l0] 0[S BIBICE R|=0|71e| SARR AUBX2 X
A4B3027 H7AIA 0] oF R|Z2ER}0l| CYaH 6951 210 |FE| A|= Ehxiol Chal B3 o, AUBX263+ Al63014 015204 0] 2t X|
B Ejof chall 7372 2}0|E| A\ EHxio] chal 51210k O edofl 0] ot 2injEle] oRINS RARBIICL 0] of A2
Eixjof 014 248t 0] ofnt 2T ISH0| U= 718 lEI0l 0| MEIS2 5, T2, 7|, 2410|IC) 210|RE A= E X
M 718 euksiol o| MR =8, T2, #71S0|ICLL OIS 474 S0 M 0| AISO|LL JAA ALK OlMo 2 SERSE Eixt=0] %
OllA 196Q1EH L, 20| EI|A 4%SC 20|93 0] o bl 47)o| AMeI7HA X|E 5 Lt FE=~F5 X F0l
A=} 20| U2 A= 42isl= 4 0|AHISS o) Eo LIERYCE

E 1. 248712 H4e] 0] 2 TN BE SSE~55(Grade 2~4)2] Y4 0|4HISe

2 A01#iRS) A7 82 ST
12 24 010/ 32 10kge] HZ1 A0}EiRj0] LSt 0] ofel AT B2 LIEACH NBIRHS #1501 3T Mkge) 2 ) AU TR KEE 2H0IEl Rige
RO ABBIC), wezH s
E 1. 201 A1 HB!F0 A oletosmg | EloleEt0omg | ol2Hmg | EHIRE 100mg
HEE 12 18 NS S ) (=60 () )
e NEFHO =B |45k X/ 3E0] i BRF P
10012411 0} 3 223305} 7 OJAIEHE(Grade 2~ 41 R 8% 2% 2%
1 23‘5‘—]'14 0|§|’ 4 23_’357—}260@} 8 o|xk|
E}jgg:c: : ﬁﬁmolor 190 L % 0 1% 0
x i1 3 —
2 kg Z 215 2] OfZI0 /= A1E 10mLS S0i51ILI 05 mg SAIE 12 18] S0jaIck i W Ak L) g
1 g o4 % W% W% %
Aol A1=E SROlAE JH{0E] HAE0| ZAtio] iz} 0] of2] A7 ANSS BT, HUSMo|L Zemy | FE (% W% % 0
(CAPDIZ $:2 S SIR/E E81510} ZA0fEld 2220 BmL/minDleiol 40l SRl B 291201 SRS ZEH [y
L}
§2 0z [ % [ m [ m [
S3oteld HAE(mL/min) SlEl7HH|2 82 2inlSEl e SxjolMe] A7 2 82 233
>5 124 18] 05mg 12413] 1mg & 2% 2% % 1%
bt 12018/ 025mgeE= 12018/ 05mgE= ofxigtE <% A% 0 1%
48NZioiCt05mg 48AIZiCHmg 2 A% A% 0 0
g, 12012 05mge iz 12112 03mge iz HNEA
T2A|Ztotct05mg T2AIZHCHmg [y % | % | 0 | %
. 12018/ 00BmgrEs 12018 0mgeiE= 2N TS H0 I e AR 8
(10, AP i CAPD oy 7el0ic g DDA A

a 05mgHIC &2 S22 AlRA ALZ0| A™EICL

b HAFA] dlof| FOJEICIH, HHSA 1Y 0] 0] A4S FOBIC,

20H AR SixjofAf 0] 2] Hel5t 223 RHS M s |0f= A=V =52sIXIEL M0l 22 ZF RABH Fol &
22 E0[ALL 70| 37|E =2|= AS TEfaof Bict.

(AR ERlolAlo] fFEHN S | AfS40| FolARHET8. AERIEIRI0] cet F0f ZE")

[ArS4e] FolAlEH
142

1) F2URAIE fMA| ESALE = AEFIH2E 238 Sa|E2Hj02{AH 2} HEME 1], YOI 225 Eisi0f, RS
U XS0 U= B3 K507} BUS|QICH 0[S HIFE2 G404 LML, H|0in} KISH 73| 2AIS ARZ0| AHOIAEY
= UL, 7RI oifst U2 $BIOIRF S IR SR 72AS FAHIE FO7E Lol = 2l Fo)7} @7 ofA|
o, A AHOIXES J1R| 1 UR| B2 RN B0 A7} AACEL 70| 2259100, B ZiK|ADISH, CIE
2451 28 Aef(medical condition) = S0t BRI A0IACH AT ISENE JHE B Ale 2 7S HEMoI o

S 065%(22/3,367%, 2321), 27| 0.62%(21/3,3678, 2121), AISSS 0.30%(10/3,3678, 1074), 7|2, ZHIAE 240.24%(8/3,3672, 8
2, 7123 021%(7/3 3679, T2), 7555 0.18%(6/3.3673, 621), HH|, 55, 512|155 2} 0.15%(5/3.3678, 520), 5R=3d, 22
:‘ 0%2"/»(4_/?,367@, 471) 89| o= Hu=lgirt

5. 2ltiA 2|

1)0| 2tozo| |27 HBVe] HTAL E o= QI MK HEMS ZUMAIZICID Ho{R B} glom, malM HB5|H FelS slof &t
Ch= 242 R0l FAIAAHOF ST 22, HESE o7} 48ic/ofo} SiT),

2 %ﬁ%ﬂ 17 0] 22 F0{&t A2 °H8~2% BT BT AU Tt Z=0) S231S Sick

3N

@ Incel cuture : MZ0| 7|28t S0 A, 2I0|FTHYA 20| st HlEf|71H| = E3E Zi4-M o] §~30 b M5lreductioni7} A
ST}, o7 = EEE Z==Hof Me| 1 0|Ae] XE)T0H0N= HT184 5202, K= riv2%) R7|of o) 718 X| &kt &t =
EHBV Z8E U rtil602] AIZIRel Auglo| of2ist X@tSo| Zmalut Einl tv20/V S M40Vt tL1B0MS] OfT it
x|glo] @Ec),

@ UAH Ay

w2 2A=e] £ H30| gl=(Nudleoside-naive) TIEA} : F733| 2A|= FOIZE0| S BRI Ao = B QIAAS|(AKGNZ,

AU63027 U rollover A2 AMB301OIA %6F=71X] 0] 2k =01 B2 56220| TR KIZEE{ 0| 7} 7Kt 2% 0 H300copies/mL

SHHBY DNA) REXIE 7|2 AA5IIC]. 96771K], 23(2/562 = <1%)2] TR Rlol A riS202G 204V X riL180M |2k} &)

1S202G Ol A8 2| 577} WAT|9jond, 0] 5 -2 uloja|A ExiSMirologic rebound, KoM >1logl0 014 &

712 AESIC. B, HT184, 15202 S 250 X1 &0| g Aol QB |H|=0f ChEE E&s ZMS AMAIF|E, M0V

<} L180M, tL80I, = tvi73L Of| Ak R ttMo| Hjo|2A EmiBALS A3t DI3} 3243/562 = (1%)0 42| HBVOHA] WAE|

ATk 467 0| A2 S KA B! SRS 0| 75%(202/269)7 | OIRI 2 FOIAE(%6 71X)0IM HBY DNASA17H 300copies/mL OI51S
LIERICE 96771X| Aol A B 248 HHS{complete response)=: SHAI5HA] 528} HBeA-24(n=243) E= HReAg-2A

(n=39) A|= nave THAS0I7= rollover AEI0IA] 0] US AIBSH AISE AL - A HCHSISICL HBeA-240] 24F HIg2

{07 MEg/mL(2} 7 x 10fopies/mL) &% HBV DNAOIA| HBeAg? | 41! AlE§0|T, HBeAg-2A2 < 0.7 MEg/mL HBV DNAO|

ALT7H BASHE MEjo[C) BAIER 2715 o= 144771A] AE|7|H|= ImgS 12 15| SFOJEIQIC). OfF 2822| BAIS SojA 141

8| HBeAG-2A #iiot 30| HBeA-SA BIRIS0| A7(710] 34 rollover 21720 Aloi51 w1 | 7| 20f Chst LAA0| &71g|
ic 0] rollover 0420 &f713H 1498 2| SIS F0llM 88%(131/149), 9296(137/149), X 92%(137/149)7} ZIZHHMZ, 1905, U UOTE
0 5 ZEWTIR 30copies/mL 0[512] 23 HBY DNAGS H9Ch 212le| Cix7) 22| E28E RN B 7ls8t 22|
FE2 H|moigan M7= WAL} 2RE M2 RIBISS WACR] UL 48, 9, 144,192, 2|1 24050l rET184, S22
EEIE 250 %EII}?IHIE LA T2 X[ BHS(1M2042} L180M A[&10] k= Aol M)e] 575 28 )52 242H0.2%, 05%, 1.2%, 12%,
U1 2%E =4Ct.

0[S ERUA TREIA : 2j0|RELA HBY AIZIS 0l AY(AI63026, AUB3014, AI63015, X rollover AIE AMB3901) %65=71R| 0| 242 &
0f k2 19020] TSRS ZPEIS| Bt 7k AAol Cist RERRE HI17t +2=|ICL 96771R], TEIRL 2%(22/190=129%)01 A

©f HBVO| A rtM2041/V (. 180V0] ALY/ GAE), L8OV, E= tViT3L/M ol Ak X|&H0| = AlEfollA S22, HT184, = 250

(169517} ALY =) LA B ofnlicdt X|H0] LiEKsto, 0] & 1680] Hio|HA EMMAS A58 A HA|0|A

>1logl0 O[AHZ71), 0] Z 4242 (Mcopies/mLE ARISIA] ST 015t 4Zo] TEIRIS0IAS) HBVE 7| HAEH0IM AE]7HH|=2

A 21gk2 2o o| % AlE|7WH|= F0E HASCL 280 szt elol, 320| TSR] 04/ V2L rH180M, 80V, FE=

MV173L/MS] 2} St Hjo[2{ A EnHAS ZBSIICE LA X|gle] 2l st Hlo|2A ETfHAS Ast nisAlZ el

22170 isiin=19), Bizgro =S o| 7|2 EC500| S B4 Halfold-changelgt2 7| MAEHolA 198 & Hiof2{A Ext

HMoA 106 HIZICE 485 O|A X|ZE 7|28 BIRIS2 S0 SR(67 71AI)AI0] 40%(31/77)7} 300copies/mL O[512) HBY DNA 4

A2 2} 96771K] Of AAIBI0|A Fojst 2k HIS S Hi0|x) 28t 2j0[ el #AISn=15701H = HEZHIZ X|EE A

4514 QU7 HOISIHCL, BIAIS2 14z 7IR| AE|7HH|2 1mgS 12 13] SOIUIC, 0[S BIXIS S04 803 BRIS2 &2t

& o170 Zlojai D || 20] it LIA0| 71=|QICk 1445, 1925, 2405(F0] S2E ZENIA| 34%(27/80), 35%(28/80), 1

22 36%(29/80)7} 212 30copies/mL O[312] HBY DNA XIS ES{CL. 48, 96, 144, 192. 2405Ro| rT184, 15202 = rtvi250 SIE|

H|E LYATIE X EHS(M204V (t_180MO| Z00] SUALL BLE) AI&0] U= AsfolMe]) & Wizis M2 242} 6.2%, 15%, 36.3%,

466%, 515%2 2L}, 63 EXIS2| HBVE AE7IH|2 A= S0l tA181C/G/S/T Of oAt X182 LIEKICE, J2|T1 015 3 422

1T184, riS202 HEi= 25001 A lEN7 M| 2 LY AR AIBISS LIEM T 1212 J[MRI0)M riTi84S A|BHS LIEFICL 7| KR oM

1tA181 |22 LIEKA HBVE 712l 720 BIXIE ZollA 222 7| KZR0A] HT184, S202 FE= 250 X|2H2 LIERY T CHE 22 GlEy|
7|2 2|2 B0 0l X|ZIS LIEHICL

XA © HBY 723 QAIE RAIHIE 2o IAIGAC| ZRI|ICE A= 240 ofaiE, dE7H| = 2i0|RCl ot S| Sel

S tM20AV £ 180M XIEH2 71 HBY off A OFM8 HBViwild-ype HBV)OH b|2a10 HBY DNA 8HAlo| Ajs M7} 8~30H]

SACL. rL180M, HLBOI/V, SE= VAT3LO| QAL Bl VPO RIBISE 2i0|4RCln} Bl | SE] Xighala) igto| Rlon], ez H|=of

ti50f E&48 Qi (phenotypic susceptibilty)S 3t ZiAAIZ{C). OfH| ZH|0f Ay} RIE] AN23T L= rA1B1Y X|&I0| en-

coding = AZB} HBVE: HIE tH2F AISfolA OlEl|7}| =20f Cish 2t4-Ao| AKUACHZIZ 0301114 3}, Ofef 2H0f A2hy 2

IEHE 748l HRVHBY harboring adefovir resistance associated substitutions)oj] CHt SIE7/H| 20| S5 oA oo M HRigz|

SRI, OlEf 7= 2of A2t 2jn|E 234 HEAS|M 22IEHBYE O ZH|0fof= BhSAe] oL, 2lojRHE=

N2 RIS

4 EEIN BN

DES: ALB EEIROIA AE|7|H |2 M25HH B4510]05~15A1Z10] Hc} HaHsT0] TERISICL 6~1022H Y 15] Soist
% o} pHf] =S H0|o| HAMEN0| TESINCE EF TAAA0|LE Z2HA D 8 HEI7IHIZ 05mgS 270! Bt 2}, ofzt
| EAAI0, Cmax2| ZiMdd~46%), AUC] Z2(18~20%)E ESICL

Q@& : dE7H|20| £ EE2AR2 HM +ES ZN5I%oM, 0= ZE|o 20| AEM0| L43ICH A2 20fBiCt. invio
Ol Af AfRHe| ERTHo) ChBt Chzgte of 139k,

@ CHAL L HiA : HIE|FIH| 2= CYPAS) §A|2 71Z0|Lt AaHH, RAI7}OILICL 2|1 STo T8 %, dE7|H(20| Salsr
= 3|5 HilA Bi247(7} 24 128~149A1ZH 22 bi-exponentials ] ZiASIICE TRE ol FAAISE 12 13 FoiolM 2=, 2 24
AlZle] £ FEEZ7|2 onjsigic) dEfFHIZE F2 ARoR HiMLin, AYAS2 21 FlsI 30~ 4TImL/min2A
A1} 3 EA R B THES HAICL

5) F_:é* Ba 21 Zigd R0l 0] 2ol FH X|57|2t L K=ot 24 L Zii ZAleknl 22 ZTizte] Ak RiH K| &

ol

6 4SHE
Tjol 2 piEoz =2 M| jiof, 7|52 A7 |L SZE0 Hl2hzu|o] 280l AS5io| H2 Foi= 0|EAUS
o 48 58 A5AIZ 4 QUCk Bl0|RE), Ofd|28|0f Cloj =4 o #0240 B|:- 2H(0] CIAZSAT H20| A FoI5 242 4
S22 A7olR| pIUCH ABOR HIMEIAL AVISO) S 0IAl= Ho= UeiAl IS 2f=2 0] 20| B0 oist Fef
2 YIRS St AE|FHI2E 0[S AT Y8 F0IY o= olAuSo sl EAE HUs| AFsfot Sict.
2Invito L invivod 7 0] 2f0] CHALE H7161%CL 0] 242 NETE PASIEAAS| 7[Z0ILH A, AsHA|7} OIL|CE ARO|AM &
Ch2F 10,0000 o =2 STOlA, 0] 2462 ALRES] CYPAS) B4 1A2, 2C9, 2C19, 2D6,3A4, 286, 2E 12 AoHotA| IRUCL ARZIOIA &

C &1 AUE3-026 X 2in|Elof Chal Rttt Hio|2AZIRIS Z5il ERjo|M 527 S04 0] 201,05, 1mg) Al 74| S} lois
£l 100mg 12! 13] F0{0] TSt CI=71, 2AH9), 05U H24+ 2AHH701 AUB3-0142] 0] 2 img} 20| RE! R|Z ame 5

2) AAZAIX] O14}- 0] Ofat 2{0|R LIS H| wat 47 YATOIA A2 5 2 0E AMAMK| 0f&12| HITE ofzf Hof LiEC

2 24700 el 0] 2 YAHTU M EuEl A= 5 LUE YHTAMR 014k

2 =k elolsE g
0[2k05mg | EfolSE 100mg | 0 2kimg | EhISE 100mg
(n=679) {n=668) (n=183) (n=190)
g82 539 o - S N b

El 2 20} o 3408 o =2 ST0|A], 0] 22 ALRte] CYP450 3 1A2, 209, 2019, 3A4, 3A5, 2B6= RT5IA| 2I9tCL 0] ote] ot
517 SH2 CYPASOAIAEI0| 2[5 CHAE| ALY, 0| Rl = st ofEie] P80 &S WA t2 Aol 0194 2o), 71|
2| CYP7|H9| AFAEFEM2 0] 22| HZ0f Fele x| g2 A0|Ck

3) piElg 3| Mo|Z2ATRIAN=5)L} EI2SE|RAN=4) X2 a1 3= HBY-ZE 7/0[4| :0{x0] 2U0JA ArFeo] of|el
TUA, 0] ote] &2 H4 N7IS2 I 7St EEiRio| it &2to] o 4 2C, Hatel A8 7150|01S TRAISIM A
E|7HH|20] &2 S7IAZICE 0] otzt Mo|22AZRIAL BTS2 | RA0| UFEE NEAZ TiSH0| diahis PHESE B
71=|R] QR Mo|S2ARRI0|L} Ef2ER|RA0L 20| A7|S0| FEIS OJA = U= HARIHKE Fof WAL F0{ 521 2t
014 0{xj0A| 0| 212 F04617| FO|L} RO S AJ|S5S Folatod BHato} ST

7. 455l e, 201 3 A, OIBR} So chs 0

1) 4={Pregnancy Category C) - RlAl0f] ChEt X517 & Mzl o= BICL 0] o2 M Soh= 72140 Efof] Chat oy
2 Ysjsl= Aolat AlZsio} STk AR ChEt ool IEE] FojojA| HBVS| R Chito] ofe] gl chitElojEl=
SICL. T2, Alole| HBY 2422 WR|517| sl M FsiH Zasjo sick

2R -0] 20| AlRle| FEOR RH|==A= UBM AUX| ik 5iR|8E 0] 20) FYR2 HES| FEO2 2B, W2 ojo
20| ARle| RECR BH(7} =1 7 F2 F0llA 0] o) ARFR| NZ5t RHE nh2ef, +750 BEZIG XS STzt
2] 0/2| 59| S242 12{510] 72 SEGIAL 0] 20| FI2 SEloio{o}BICL

3) 20}-0] 242 HBeAg-2440| BkY HBVOH ZiiE| 1 Ak 7H EIES J1E 24 0|&le] Aot RIS CjAoR 3 7l AMAE
Ol ei7=|9IC w28 24| X5 X2 2 8l 20| RE S & Q= HBeAg-240| kY HBY Zi@lx 1 Haly 7+ 3l
EI2 7171 24 oM A0} m&{Klof Al 0.015mg/kg(EIC 0.5 mg 12 13]) = 0.03mg/kg(ZIcH 1mg 12 13))2 212t =0] 22 ejat
A AMB30280IIA] O] 42| Lr30| 17 SIQICE AT, 24 I AT AIFI2] SIAIAIE AUBSIBI0IA X|= ZE0| Shs 20} 5]
Exioll A MEiz B2o| oAl fEA0| HolElQIriEsE, SR8 4 0|AHS0| 6) A0t TR0 MAE HE Ax).
0| 2f¢] 72 AlT OIS 24 0]Bte] BxjoAf= Rl=|R| QI 0| 23 JF0|A= HBVO| X|27} A2) 275[K| glenz 0|
21 014 0] 242] AR el71Ix| 2IRICE 20t LA EA2 T IHo] T S0| 2IAAIEAUB28T} Ald63189)0 A HBeAg
401 BHY BRI7IR] Hlo[RIA0] ZHRE 7222 = A|BE UL Ho| gi= 20| SX2RE SR RS J|HOR ST} 7 AN
E2 10 AFo|AM X|22iT 2R 18380] Eixiel 24 AFo|A Al D HHEE 18052 XI0|AlS] LM IZE HSEICL 067
S0t Hjo[A EmH Mvirlogic breakihrough)0| AZAHLE 48796701 A HBY DNAZ} 250 IU/mLO|UH &7} 78t AHIE &|
| 2E ERL0l Chel SRR GoIS MAIICH 24 AREo] Al 28] EXjolA HEl7H|20| CSiFEIR LiAo] 2a=/rk2A
ALE| Y FALYE 1.1%).

4) TR} 22 HH 8 ol KIFR0|A Img Eis| Z7F018H 0] o] ASalE SMof st J8i2 BolsieC). B TR
of ul3f 0! TS| A 0] 20| AUCTH20.3% O ZACk Bzt 0l miElat Zio] &e| Xiol= 79| A7l Ao|= QI3t 2o
£ H9rt, o] o] giAoio= S22 654 0|4 IR} B0f61A| 2IOKAL, Hid TEixiel Ch=A HISSI=R| Solst 4 gl
C}. 0] 242 M| NFo= uiM=|o =, o] ofef| Chit 581 HIS2) ABM0| A5 2MEIRA O 8 £2ICt T3 Exeld]
7152 O gaE Ao[7| Y20, 2 MEof FoI= 7| 20{0koi, M7ls2 BFsl= 20| REaiCk

5)7|E}- 0] 2] Azaly SN2 M 31 01Z0f w2} p2istA Xio[7} ik

8 AR Eixiof Cist 0] - HASMO|LL SRTM(CAPD)OR MRS gizfol= XIS ZEf5|0, 0l Fo| AlRRi0| U= Ext
(B4 BE Zigj0] ZRi=|R| 20| chel 1 moS CHs| 0] % 0| 24| 250 Chal H7514C) 2= CHS B9 20t BATAO|
L CAPDEIRIE HIRS10{ Z3|0}E| MAS0| Sml/min |20! #xl0] Chsir= S2e| 0| AREDL

{isHe| Feof oiE Didile] AEFHIE A4S W

Mrlsz
3 0l BAE 7|HZHmL/min) s b
By ) @l B8= | B8 | mmwie | sEMs
80 )50-<80 | 3050 @ ) =)
{n=6) (n=6) {n=5) (n=6)
Cmaxtng/mL) 81 104 105 153 154 165
(CV%) (307) 372 227) (338) (564) (207)
auﬁmu 279 515 §95 157 739 218
g 256) 28) @0 @315 (284) )
(@]
CLR(mL/min) @2 | w9 | 1%6 203
D) (e | @) | 6e | o NA A
CLT/FimL/min) 5381 w02 | 263 | 1006 506 %7
(SD) ) | &6 | @ | @ (165) (198)
A AT X5 o]

CLR = N8AE CLT/F = Heip 37 288

#9124 17} o] 0] ° 1mgS E18IE01pH 3, BIUHEA 0= o] o] o397} 4A1ZH 2 HASISICH CAPD = T2 S0kl S0f

2ol 20397} HASIICL Of 242 EIEA) 0 F0ishol pict

0. 254l 81Rjol et =01 - Bh Big7Iele] Ziglo| St S5 i S50 4191 71 SIRChiPugh Class B or CJo Kl mg
8218 Bis] S0l 50| o] o}l o175|i, 0| ofe] olSBie 71 iniel Azeh iz Tielx) Zio] RAlsision, wal
K 215 gixfol o oloje) S22 T W) oir), 71 20} ERolAC| oiSsiS 017l 7| gir),
ZI01A| $0XIE : I HBY Zigle] EheiE o= olsh 710j4lS e esie| SIEIAISOIA o] ool OFEALT FaMI Tiek, 2]
12 H7JSI, 710|A) AVl HBY DNAZH172 L/mL {2 000copies/mL) OIRIS| TIERS @B 719 el 2282 hepaifisB
immune globuin)g E218t 2JeHE01 01A] 3 2 CH0{ 0f of g 12) 18|22 RIZSICH Ali2el %7} HAJol2i, 3067t
FINjekIE0l9lon, 3797} OIAI0ISIOIetT, B oiBle 49 on, mislxiSe 89347} 0/A Aol HBeAg-SA0ISITH, 650d
T3} 5 4280| 0] 28 4% Ot S0iRto 02 By} E715ISAC (22 Al 12 MOJA! (etrensplantaton), 12 JAIAIEAE
A 91eh) 0] 212 4% 0| S0l 1% TIBAIS 3 602! WEIKIS0| B Zle] piof 2252 014] 3 R4 hepetts B immune
lobuiin post tensplan) HSIT}, 5324 TIBAIS(65 5 %01 07 RIESISLE, 01A] % 722 A2 F0l HBV DNAE 8513
T B 538 TBIE0| HBV DNA 417} 50 IL/mi{S} Mcopies/mLIOISC, TIEIAIS 80| 2% ol B} 7kt HBY
DNAGIOIED} 91, O 5 3942 078 &S 517| R0l Al2sigic), 0] 28 Sl F0i(BH i piel 2=Eelof ] o)
HBY DNA 2401 501U/l 0149l TIB{XHE SiSiCk B} 7kt B 61  TIEIKISE O[A] % HBsAg (HBsAg postranspiant)7} 4

AT 10xULN 3 2x 7|7zt 2h % b 1%
ALT)50xULN 1% 16% 12% %%
2=0[{2.50/dL (1% (1% 0% %
E2(RHI)25xUIN 2% 2% T Zh
2|THA[ > 21 xULN I3 6% b Th
3R0IEIH > 30x ULN 0 0 0 0

S0l 3|0IEIHE7} > 05 mg/dL 1% 1% % 1%
18, B4 250mg/dL % 1% % 1%
e % b 4% 8%
Eh' P 10% P 8%
B 50,000/mm® 1% 1% 1% 1%

a YROIRE X|BF 7K 250/dL), &IE! A/|0lEI Z7} > 05mg/dL, ALTIOX ULN % D2x 7| KZk2 Ri2lsla, = 40l Chal
7|X7eIA Grade 3 = Grade 42 3}l XSS 7t

b QiAo A302 2 AUE327

CcAIB3-026 Al 4 2i0|RE 0| & Hlo|2AES| T2 AEE TIEX0|H 52571K| A F1X| 2| 0] 204,05 % 1mg) 121
3|9} x|£E 0= 2| 100mg 18] 132 FOj5ks A 24, CI=71, SA9HHE, OIS -2l AUs3-014 AlRi2) 0] 2 Imgt
20|57 FolrS 25

d EHS} ZAL 2L SISIAAL NF 3 71715 AL HEEA Y cAHME 28

e Crade 3 = 3+, large, >500mg/dL ; Grade 4 = 4+, 8K, 55

Grade 3 = 3+, large ; Grade 4 = >4+, 80, 55, 8= U2

ULN = upper limit of nomal( &} &} AIBHX)

O[S 100N, 0] 2 X2 &K} &, A| 2 & HAABIXIULN)C] 10] 0|4k} 7| MgH=r) 24) 0] Ao] ALTAISR BlHo= XBE A

£:510] AAE|RIC 0]S 20| st= ALTASO MEBSIZALE £= SAI0] > 2og10/mLe] Hlo|2{A ST24et 20| JUKCE |

E30= 371521 20|15 HAL HEEr

A2 B F 7igo) 43 - 7igdo] st = ALT ofshi= ALTVH S A aBIA|0] 100 22 X T@IRlS iZZH7|MAEe] HAadt
=70 22 A 22 25gho| i 2= HolSic]. FOIE SHS 2= HER0| tioloi0fet Aelol), CiS 2ol 2 AlRlolA
ASBCHE AT ASE| BERIe| HI22 LIEKHC] 0[2{5t AlSofl A, Tiefxiol sl $zol i & AIRAZIAo) FolE Sofol
8 HISS 2Ol 20 527 = 0132 R0 BE0| SIBEIQUCL O] A4S AZHS0l Ahlglo] LB AR0l= AESA £ 21
4] 45200 20E £ Uk

B3P0 L4AT0IM A ST 27121 St 2heio] 248HAM63-022, AUE3-027, AUB3-026)

ALT&S) 10X ULN 3 2x HEZR! T Al
ol % el
wEAAEHNR A=E T2 B0l gs
HBeAg-244 41742%) 13/147(9%)
HBeAg-24 24/3028%) 30/270(1%)
2i0IRE My 6/52(12%) 0/16

atiEZR2 7| MAERS| Bl44t s FOIBTEA|L HEBHZ0|CE RO BRAIRIY 3L AIZH2 0] A4S Fofet IHA0A = 2857/
on 2jojHlS Foiet LAIIAE 1050,

A HV/HBY SAIZHS] - Al463038 47201 013 HIV/HBY SAIZHE TRIZIS(n=51)0)| Ciaio] 4% S0t a5t 6 A|=0]A{ 0] 2
1mge| ORNY T2 9iokRin=17)9| QN4 T2t FARBIZLE, Ol HI-HMVGIHIHI AT 0[RS BtAjo|A LIEt
 ORYY DREE FABIICL (1. Z2 A
5) 21014 £0{A} - S7) 40|, 710(4] % 345+ 4719, ZH5 Aol ChBH =0 oA, 0] 243 F0{H2 65 TEASAA
LiEH- 0| 4EIS| I ot SHZ0| 210[AS 2 BRS0IA of4sls BddIT 3 0|AIES| 54, 37(1 0f ofe] BTl
QR4 T2meln ANNO| ANACH
6) 20 SIB{AIONA] 1A AIR] 28] - A AIRF2 0§ CIISH 22 104 AAIZIQU| 201, 0] 242 RIMARI0)M 2EE 0|4 HIS
E2 OIS of ANl H|22} HFY O b|uS 4 gin MK 2HS=HISS HISIA| 32 4 SUCH 2401 Af 184]2] &
OF 2tRjolA O] 2fo] ORIME BHY HBY 0| U= SRS CHEOR Mgl F01 = 7)0] RIAIAIEI24) 4S8} AR{IA63028]t 34
SIAAEIAUB31890 ZAHBILE O] AMARS 0| 42 F7ERIL7[7H69% S0t X| 2 HE2 19580 HBeAg-24 TEXI0[A2| &
BiS HIEBICY. 0| Qo= X|RHI2 A0 IEAIS0| A ZHEE 0|4 HIS2 ARI0|A 0] 2O 23451 HAAFOAM HEE 04
S LZHA0| U3ICE 20} TIBAI 1% ZolA] 0 A= Frol HIS2 =5, &, %o| o FS{poor palatabilityl = 5 014),
24, 44| TES ZHSICL
A= ZA A
(1)0] 24of Alpt = ZAO|Af E0E 0| MRS S2 LI 20} 05 0|4ISS2 88| 7|5 24 Gl DEEA AggoR
SE 20[7| miEof, 3 HIES Stdls] HotsiALt o] & BZuje] oA S SRSl A2 7ks5iAl Sk

@ BI%iZ| SRS | Op{EZtA| Ak HiS{Anaphylatoid reaction) @ CHALY IRzl : RAS

@ 2IEEY Hof : oj0|.7|M0| g4 £7} @ TR 5L T5|RA| RAE | S, WXl

(2) LY Al 5 ZARERL - SLH0IA HIAALS 95101 650t 367 HAICR AABE AIZE ALZMHZARA L O[AIISO| W
22 Q12279 AHEI0] 7.57%(255/3,3678, 3022 E0E|Q(Ct 0] 5 0f A} IniHAS HiRE 4 G= Rl LeiE2
1.60%(54/3,367, 6721)2 T 27+ 0.30%(10/3.3678, 1022 718 B9k, 1 ChE2 8553 0.4%8/33678, 821), 7laaz
021%(7/3,367%, 821), A3HS250.189%(6/3,3674, 621), 241 0.129(4/3.3679, 421) S =02 LIEfRIC), 5t SCHEt Fal AR &
22 A o ARE10] 027%(9/3,3678, 197412 ZHIME 015%(5/3,367d, 521), SHUIEE, S5 2+ 003%(1/33679, 221),
UG BN AWE, B, HAUEE, HAE, A4LE, HISHHY, IE, =AZREE, AYAE, Oy FHISY 4
0.03%(1/3.3678, 121122 2 nE|Z oM, GASIA| RE! Fol e 2] Weia2 Lot ATel0] 5.58%(188/3,3678, 253242 7

A=i9it}; 015 528 THRISE HBY Hlo[2i2 E5hviremialo| Rt glo| £5 7ks8t HBsAg XIS ARBIZIC 0 ¢i7= BY
719 Be) 22221 S 28t ol ws|oy, BY 71 Mo 322210 0] 212 37Kt 20| 0)4] £ HBY DNAZH 58 Jks )3
RS9 22 HAAFI=X] EE WIS A=K 9irt 418 7|50 P2 = + Sie Mo|Z2AZR0|L BIFST
29212 Mo ARHS FO{EH2 F30| AL FO{ED = 7104 SO{XIS01A| 0] of 20| ot A= BELH, 0] o
A= AR 2} 2|2 712} S0 Folato] BLIESI0{of BTk

10. ZRFO{AI2| A] - 2z A 0] of BE0] A2 RIBE|0|CL Amg7Hx| EES|F0] = 142 S0t 20mg/day7i| HESF0f8E A
8t TEIR0|A OjAiSe] BTt olMR| QIR OISR GIICE MZOR T0i5|9IS F2, 42| dislo| Cisl BXIS 2
Zaijo} 5i0] A BE K|XI2HS A0 BIC 0] o img Eis|F0| 2, 4A2H S0t @HFA o2 R0j2R| °H3%7} A

ALk

1.7|5}: BN oixiy

1) 242y - 0|2t HEO| M ARO|A 2T 23 22F Img/dayollAf BRI = &e] ot uf(nj2A)eL 35H) (RE)| LoS0f T A
SlE|7HH| 22| 27| 2 LA Asfo| N=|9IC), O[Al SHE MSjofA|, HE|7|H|2E Lot Hnjo)d G40 LB,
0120 A AlEtolli] &= 2| 3~40uol A 242} QA0 B ME0| S7|=|2UCE AR0)M LeEsl= 20| 40)2] =E0) 4
ST 27 njeA BR0|A H|210| B Bl MED| H ot S5t A2 AlRo|Me] EE gof SHoAE £3 0120
M B7i=/2lom, 40uHe] oAl 22 01PN M S71=UC HoljA| S w42 5 MEe) S40| Me=|oh=x| ofi= 7}
5 70 W2 UE 7, £ HS0[0)M L] ggton], o= Dj2A0lM DT HEA2 F So[FoRlE ZES LRS!
T} 7 EY 7i2i0] 220 M Z71=|Zio, 2t MER| 7t B3 S5t 2Kt £3H ARUA &= gfo] 424] 9 S0|M 57}
S0k 2421 0120 M SRt SakHao Rizo| 8l Sokl uiae] HUS TN AR A0] e 4| E0|M S71=9IC
HEOIA 22 HE2 AR0M = g2| 262 S0 A AN S71=/glon, MBI Zalo| S5 Hiz 3t AR
=& o] 482 UM 22100 M SIEIC HMA 20| AR0fA 3562t 248he| S0l M $AT 27 B0 R
T B AR Z0| Mol aE o] o] =0 2Z0|M FE=IACL MAIT2| Lt Ao Af2iolA 2okt o532
= SkE7H0l s Ale 22{A UK STt

2 HO[AY, pelis &4 2 AN - AB(7W|=E AR iy Hlo) cis) 2iMA) 0[S LIEKC) ChAER2| -0 Afiglo|
8. typhimurum2} E. coli 55 A28t Ames O 4= HO[HAMAR], ZRAZ FEIXKHO| Al Al2|oBAE] A Zof Cfst B3
AE{ollA] QUEZiH]| 2= O AS H0|X| BIRICY. dlE|7|2= HEOM 5t 27 A8AI] 0l ATDNAST AN S42 L
ERHCE MASHAR0IA, 55 2 228 HEOIA| AfRI0|A A= 22201 1mg/kg2| 304 04| HAE -Z20l 3mg/kg
2| 475 F0i8 SENA 2ElS 0142 H0l= S BloiCh MARANE AL SHARISUM Ao FoiE 22
2| 356 EE= 7 0f2ke) S M SEMEIC] E|5P}ERRE9ICL §S0| eiolA Dlo] BSIE LIEILIX| pIgiCt HES E7|0)
Tf510] MAISA AZI0| MAIEIQUC ARjoA] 21 AE 820! Img/daye] o BHH(EAE) 2} 212 E7))0) SBS 2N F0I Z20]
A 27 S0 o SRS AH0[LL ZASAS LIELIK] UICHIE A AR F0I21| 3100812 (eSS o) =R =4, bi-eft
SHED) BIXAAE, 12 2 A% |, 23 ZAEE, SHMES, KIE) 3 020 250 2|7} SEoin, ErjoME
Al 0120 8832 eSS ) b-EfX} SAEA), B3t 2AMAE) 3l 13HA) 2| WS Z717H ASEIICL FMART|A
BolA= HEI7HI2S SE0fA 27 F0f510] A2t F0Zo) 9l Znjate] =2 1 SAT0M 0l4i1S2 Ho|X| STt

12. 238 5l 3=42| FolAly

1) 0f2loje) £0] ¥| = X0) 26l S ol 7| 20ICt

2R : A7), 2015~ 23, XBS Ak 27 ZAHEB0| AR ol S Al 1 XH3 UH 27, 2(15~305) 23

3 TS 8710] BP0 ' A2 Ae] #1910) HAL A FX|RO|A IRIF3X| gron2 0} Folstojo}BiC,

4)0] 249) A2 20|t 7B} TS S0)2 S|461AL CIE AMTZT S5151= A2 HIRESIR G,

501 49| Al 2 REAE0| AR ohol) ZBBK= A0| HIASICE XFE510] HRBICE AR NS 30 ALZ7(8HIR| AISE
2 STk ALS7| 810|201 = 87|94 LHBE2 17 |BiC,

[HZR] Ur 2|0 ‘90| xR25j0] 15~3T 21

[ZHEH9{] 05mg : 108/PTP, 30E(108/PTPG) / 1.0mg : 10E/PTP, XE(108/PTP)

X AN A 22 FR20) Ll 3% Ik A 2 BRSiolZoK IRt/ cugseeorks ~E01
Al /=R SHEIAL.

¢ 22I0lolE Nt /dugids ol SIofE B A%

¢ BlgL, TSIA| AS7180] AR}, W = QUSIALHEAE HZ0| AE 270K o1 IR ofoiE Bofg
Aol sto) malsh =2l I,

HE - Ziof
N3 s 3szasA

I\ HEA| BT 501 47

Z0 HZS sl T3] 2ol 2 45| FHAUS2 LH|Kje| HOlE 2o £HHR0| SHZE Fhots AR MRS Y
5l AL HE T2 XSS5 ARI0| UCAIH XS Hafal FAAIR.
& AH|RHAISHA  TEL060833-2233  hitp!//waw.bukwang.co.r

% 0| HT2A S UR2010K 042 L) 0|F HAH LHZ2 ZH[O0[KloflA Seists gt



