x)94710
CREERERE eXReLT:
ERA AR E ORI SRS

#eOJIWV—71(21/91471) DCREBERFRX 3 CRAEETEE

‘ [T J— ®
[r— i A
I\—=h——Eat
' HARVONI"Combination Tablets

(LPNZREI/VERRTEIIBRETE)

MAEERER ER-EMEOLAZCLIERISZ L

(&4

AN VI ZAEFERBOBERICTDBHHE - BRZHOEMDE & T FH
DEREHBEVIEHINBZIBZEICHLTOHRET S L.

(ZS(CROBEICIIBEESLEVC E)]

(N FFIDRS [ L BSEDBIEEDH 3 EH

(2 BEE D BI%EEREE (eGFR<30mL/4/1.73m) X EME N ELTIEFLDE
# ((EEEE) DIESBIR)

B)rROERZ/REDDEE : HILNITEEY, JIZM I UT7PVES U S
A9AREYYY (B 23— 7—NESEEG (MEEERIDESRE)

| EROERCH - T RAXEE TBRI LT,

FUPRYPLTYOT RS




| $EFR AR DI E

EARERAEOBIRZR 1 [CRULET,

&1 (ERAMRHEEOEIE

. :

« FRAEETCHE T3 FADORTFINTDEE
EER=oSE Lol 1 /917 1 DEM CRAR VIR (HCV) [CRERUEARASRE

(BIxB 8]
=Ly
BREEH(ER) EpLLy
P

- REMFTEERE. (2 5—710Y (IFN) Tl AHASRE. SLUBBEE S5,
Tt b SO ORESR
REIFERT (£ $hik) % 12585 L0 24 8 S TOREEY 1 )L RERIEAL (SVR : HCV
el 20155115~ 201741 A
el 20155115~ 2018%15
BERE A SRR S

RNAEMFRIZHFZ FEETRRBEER) XOHEE
s SVRZZER LM HTZBEFCH B HCV NSSATBIEB LU HCV NS5B MBI DM EZ R DR
sRz AR T2 RSB~ T (FZ3HLL) # 4:BFT (REHN 16:EE)
‘ B BRERE~/ERT (F23HE) # 24BF T (RERK 36 BMH)
cEREFECHETIREM

 REERERECHIT3REN

IFN B/ AERECH TIREN

« DMERRBICEETZIEETEIROHER

* NSSARZERIB LU/ F2(ENS3/4ATOT 7 —EHEERIDERELHY. FHIHRES SN
BECHIZRAMEERS L UAEMME

TIFTOYEDHH

« HBV BB E X FBIERAE(CH T3 HBV OFEE L

- BNECEETZEEEROER

MMERE (CRETZEEFRORE

CANR-RZA VR CEEBREREICRIENZLELITZIEFELEENTLRE(CHITS
2k

ERAEER

ZEMRFEIR




| FEGIE B

RAFEDIEGIERZR 1 [SRUEXT,

BRECT—IANTINIIES 3,296 D55, 3,294 FINEIRIESIE L TERINE LIz, TEIRIE
BliF2BITHY. WITNERROEGHFABRBBUFIONAFEN TH e EhTBERESNIZERTL
Tzo BIRAER 3,294 BID S5, A75RIIEE LD KD RS N h o 12 2 HI=FRINUTZ 3,292 = &2
EHMIRRESEL, T5IC, BERTR12:BFEF 24BVIT MO OB S FHERZERNKAF TH-
297 BB LU RERE 1 fIZBRINLTZ 3,194 Bl BT REAIELELT.

BRE(CT— 9 HPANS NI
l > ISR 26
SERIERIE
> REMRITIRINERIER 26
A7 BB E AR SRR 7 L 26
v
LRI RIEDIE
> ERIRRITIRSNERIE 98|
FEHE 16
ARIRSRT %1 283248V TNHD o
B FERRIRAT
v
AR RIEDIE

E1 ERARGEAEDEMEA




BEER

TR RIER D

BREFZXR2(CRULET,

®2 REUMIANREFAOERETF

3,292(100.0%)

MARRIERE D FHHRX S (1)
55 /i 488(14.8%)
55 E64mIUT 719(21.8%)
65 E 74T 1,224(37.2%)
75 E 79T 534(16.2%)
80U 84T 281(8.5%)
85U E 46(1.4%)

SL75 BRGREF D FEHRIX 5) (2)

65 H 1,207(36.7%)
65 R+ 2,085 (63.3%)
it 1,944(59.1%)
St 1,348(40.9%)

S
O

SRR (CH (T BARE - SRR

AB 587(17.8%)
1S3 2,705(82.2%)
1a 49(1.5%)
1b 2,394(72.7%)
RER 769(23.4%)
T 682(20.7%)
W 1,726(52.4%)
NP 294(8.9%)
[ 1,739(52.8%)
BMI (kg/m?)
BETERIEK 2,371
144 (SD) 22.71(3.30)
hfE (Q1, Q3) 22.41(20.44, 24.65)
18.5ki 192(5.8%)
18.5 L1k 25 k5% 1,669(50.7%)
250k 510(15.5%)

O (%)

TEBIER (%)

BEDHCV AERE®

2L
o)

BED HCV A% (EEUEIR) °
BEHERIER
S AT LEIL +Peg-IFN+
JNEYD Y 3EIGREE
NZTLEJL+Peg-IFN+
JNEY Y 3EIGREE
FZ7LEIL+Peg-IFN+
JNEY Y 3EIGREE

HO9SHAEI+TRFTTLEI
BO 2RI REE
FLEZREIL-INVFTLEIL-
NFEIESH

Peg-IFN (or IFN) +J/NE) >
2RI REE

Peg-IFN (or IFN) EiREsL

Z DAt

IFNZBEECLD
BEDHCVEES

2,086(63.4%)
1,206(36.6%)

1,206(36.6%)
217(6.6%)

28(0.9%)
67(2.0%)
94(2.9%)

0(0.0%)

673(20.4%)

289(8.8%)
102(3.1%)

1,060(32.2%)

B8N HCVIARICH T B RIS

SEHERI
mahe
RIS
8BRS
R
B TL—oZ—
AHE
A

ERET

1,206(36.6%)
327(9.9%)
132(4.0%)
65(2.0%)
130(3.9%)
598(18.2%)
146 (4.4%)
135(4.1%)

TEBIER (%)

G2 —Y 28
AFHERI
FO-#RHHL72 L

F1- PIBRIDiRME( LIS B H
FREEIE S (35D SN

F2- D¥OIREEEED B D
F3- 2 OMREHEEN B RN
FFREZ (FERHESNZN
FA- FFREZS

ER

3,176(96.5%)
188(5.7%)

354(10.8%)
214(6.5%)
129(3.9%)

221(6.7%)
2,070(62.9%)
(rR—=T (<)



®2 REUBIANKENOERETF (5F)

HREF FEBIER (%) ALT (U/L)

R (BY) DiZa%EET)" BEHERIE 2,969
FFHEZs 563(17.1%) SE44E (SD) 47.34 (36.44)
(BHE /R EBMAI A TRER) = hR{E (Q1, Q3) 36.00 (25.00, 57.00)
RAEEFTREZ 504(15.3%) 30K 1,063(32.3%)
(RS CRESR)® = 304 L 50K 942(28.6%)

Child-Pugh-Turcotte 4348 50 EF 964(29.3%)
A 489(14.9%)
B 15(0.5%) BEHERIEK 2,709
C 0(0.0%) F154E (SD) 47.99 (30.73)
BRIFF AL (HBV) R EIVEED) ThRfE (Q1, Q3) 39.00(29.00, 57.00)
TR (HCC) 227(6.9%) 30K 727(22.1%)
62(1.9%) 300 E 50k 1,096(33.3%)
DIMERE (CVD)' 1,167 (35.4%) S0LLE 886(26.9%)
BE6nAMICHITS @) 7)»5*/ (g/dL)
2HEOEEIRVN e BEHERFIE 2,064
BT R 44(1.3%) F154& (SD) 4.05 (0.43)
SoMmELFE 12(0.4%) PR{E (Q1, Q3) 4.10(3.80, 4.30)
REEAR 90(2.7%) 3.5 K 181(5.5%)
ﬁﬂm 10(0_3%) 3.5U\J: 1,883(57.2%)
=mE 992(30.1%) JokOrEVEE (%)
BILZFO—LME 224(6.8%) aFHEAIH 1,426
Z OMOIBIE L MERE 51(1.5%) (8 (SD) 93.31(15.57)
S (e, SOEHEEONIGINTO)
AN L )
S AL EE BEHERFIE 2,488
BT 80(2.4%) SE1E (SD) 0.80 (0.36)
rheEpr 39(1.2%) %{IE (Q1, 3) ; 0.70(0.60, 0.90)
A SN 9 BiZt))LEY (mg/dL
B5E/FENZzLBEEIEZERR 0(0.0%) prep=m 1,232
ERAT TEGIE (%) F154& (SD) 0.21(0.19)

EREARIRE (N—R 51 V) hsk{E (Q1, Q3) 0.20(0.10, 0.28)
GEHERIEL 2,444 BEHERI 2,519
5@ (SD) 91.13(14.42) F144E (SD) 10.78 (25.71)
RIR{E (Q1, Q3) 92.08 (83.80, 99.64) Fho{E (Q1, Q3) 5.00 (3.00, 8.70)
15k 0(0.0%) ES:: 1,964(59.7%)
1580 E 30K 0(0.0%) 104 E 20k 318(9.7%)
3080k 60 it 81(2.5%) 20 237(7.2%)
6034 E 90K 980(29.8%) HCV RNAE (Log IU/mL)
90Uk 1,383(42.0%) BETERE 2,820

F451& (SD) 6.26 (13.41)
BEHERIE 2,444 fdfE (Q1, Q3) 6.20 (5.70, 6.50)
T8 (SD) 0.72(0.18) 5 Skt 231(7.0%)
fhfE (Q1, Q3) 0.69 (0.60, 0.81) 50 F 2,589(78.6%)

QU

TIBMED HBT=HEETH 100 % [CARSTFL
b HCVIAREREICIEROITEREEZT>LBEZET,
¢ HCVAEE(CIFZIFN E8%EE (IFN + RBV, IFN, IFN&SMV + Peg-IFN + RBV 3Bt HEEZ D DAADHA) 25 #. IFNZ)—0
DAAs MBEEZ (T B& (dhasnre
RBV : UNEUY SMV : AT LEJL, DAA : EEREART AL
d REDSSE, KEMEFFEZLNIEIEEEH (AR SHBITRE) e 8HEUTESLE
e REMFEZICDVTIE. FEIRSHBIER CHEEZ S EEINERZEDHEEATEY. KEMED5FEIF Child-Pugh-Turcotte 23
THLUHAEBYEMCLZFHMMAICE DL (CPTROT7BDEFICDWVWTIIHREE (CHAZT ATV, REEFEETH I ExHERLR)
DIERES, ARIESFHAEFCSVTREROADBEROSE 1 DTERIRSNEEEL ST  BX6 nAMICH T2 M0 LMEA RN
(RZERARE T2 (3O AMEERE) . BEIRER, S-oMMIEO0F 2, FEIR. fRk. MOE. ®IL T O0—I)LMESSUHOE M O MERS

—

4 —



| $854K35

1. %5057 /PILIEF]

REMRITIIRIER 3,292 BIOFFIDRSKAER3 (ORLET. REEFT UIBE 3,257l &
SapIELREERISHITLUR, ERFIEBAOANREG. BEER 184, FAZELEMDIE 7 5.
EAEES HITUTZ.

£33 REVEFIAVRENDREIAR

T - T
3,292(100.00%)
BE%T 3 257(98.94%)
‘5 35(1.06%)
IBHFEE 5(14.29%)
BEER 18(51.43%)
HHEDHHT 7(20.00%)
ZDfth 5(14.29%)

2. iFRMAER T —> 7585 - FinhlDRE55T /PILEH

REMBIIRIER DFHRER T — S BRI S SUEIRR B T 3 AF DR SR TERAITRUET,
FEREETT L BEDESERATIB.I4% THY, EHULABIERTRTUCHVTERKICE
LWElBHHENELT.

®4 REUFITHRIEGOBIEBICH TSR (FFRHEAECRT—2 980 - FiRH)
R RT—08

(e | 3200 | 88 | 354 | 214 | 129 | 221 | 2070 |

’E5%ET 3257(98 94%) 186(98.94%) 350(98.87%) 212(99.07%) 127(98.45%) 216(97.74%) 2052(99 13%)

#5HE 35(1.06%) 2(1.06%) 4(1.13%) 2(0.93%) 2(1.55%) 5(2.26%) 18(0.87%)
BEFRE 5(14.29%)  0(0.00%) 2(50.00%) 1(50.00%) 1(50.00%) 0(0.00%) 1(5.56%)
BEER 18(51.43%)  1(50.00%) 2(50.00%) 0(0.00%) 1(50.00%) 2(40.00%) 11(61.11%)
B HEE D HI 7(20.00%)  1(50.00%) 0(0.00%) 1(50.00%) 0(0.00%) 1(20.00%) 3(16.67%)
Z DAt 5(14.29%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(40.00%) 3(16.67%)

65m £ 80mIA L

| 65 A | 79 & 84%1—}{? 85mMU L

BERR ‘ =

BE5ETY 3,257(98.94%) 1,197(99.17%) 1,738(98.86%) 276(98.22%) 46(100.00%)
5k 35(1.06%) 10(0.83%) 20(1.14%) 5(1.78%) 0(0.00%)
B EE 5(14.29%) 3(30.00%) 1(5.00%) 1(20.00%) 0(0.00%)
BESER 18(51.43%) 5(50.00%) 11(55.00%) 2(40.00%) 0(0.00%)
15 Y E D ¥ T 7(20.00%) 0(0.00%) 5(25.00%) 2(40.00%) 0(0.00%)
ZDth 5(14.29%) 2(20.00%) 3(15.00%) 0(0.00%) 0(0.00%)
J— 5 J—




3. e 5P LB LEFIDREEFER

REMBIRHIRENDSEREFILEL ST 18FICH D, BETILBRFTCRRULLEEERE
£5(CRLET. REAEOEH > LAESRONRIE. B, B, <EBETHM (& 24l 0.06%)
TUr,

®R5 HEEELSEEAIICHIIZZHEESTRRERKR (R RIEH)

o EBIEL (%) ERE SEBIBC (%)
18(0.55%) &Y L MEE 1(0.03%)
RS 1(0.03%) B 1(0.03%)
AR5 1(0.03%) IRTER 1(0.03%)
BERE/O0vY 1(0.03%) B 2(0.06%)
L 1(0.03%) BEFRATE L I 1(0.03%)
P& i I 1(0.03%) EiF 1(0.03%)
P 4 2(0.06%) A7 IV TR 1(0.03%)
1B 1(0.03%) b2 1(0.03%)
A 1(0.03%) 32 1(0.03%)
FENMHE 1(0.03%) <EET®I 2(0.06%)
HIHE 1(0.03%) DEERRMIT G 1(0.03%)
HASNRAE 1(0.03%) BAHE 1(0.03%)
B 1(0.03%) OREAJLAR 1(0.03%)
BREETES 1(0.03%) FrigaREE LR 1(0.03%)
BT RAE 1(0.03%) NS DREE 1(0.03%)

a F—EAICTEHMERRRELENZST

| FETH

FAEDHEHBR T I TCHMESTNIZRTERZ I 6HITLURE., 6 HlF5H[EFAKRETTERDIETT
HY. 2OS516lFREHEMHR AR (CTICTEKS JUMREDOBRZ D e HIFEEE)
4B (3R 2 ENMBRRPEEDETTLUR, 66IFh1HIB3IRER(CHRRBLZEESER (MErHM) (CXW
BEZHIEL. ZORFETLELL. AFRIFFEHELEMCED,. FAIEORRBERD CHEINE
L7z,

FEUNAFK EDORRBERDY EHITINTZBEFOIRMBUET., /947 1D CEPFXTH 21z
TR EZFAKBRLELL, LHUREREHNSH OBRER(C. FEOPTEHNGL YL HBIRET
RESNLZOHICHFFIRSFPIESIN, BECT TRHEHMEEZTNIZOTARLZLZD, 2H.
TULFL, BYEQ, HEHMABARELCAEEZEETERVA, EXGRIFRAE L TRHEHI

NI XECERESINTVBZEND, AFIEODRREFRZEHY EHRELILT




| 22

1. BHERRRIR

TEMBTNRENCHSFTZEMVEARTINRZR6 (CRULET, REMUMEITWRIES3,29260D55
19741 (5.98%) [C265 4 DRIWEADIRESN. CNEDRBWERADSS. REBEE OS>t EAI3FER
(3ERE 314 (0.94%). 264 (0.79%). ORKX 164 (0.49%) TLTZ.

x6 REMUMIAHRIESCHTBRIFARRINR

TG (%)
REMEETIREGIEL 3,292
BVERRIRGIEK 197 (5.98%)
BERREIRME 265
— i - 2EWESSURSHLORIE
(o 09%) ENIE 1(0.03%)
Rk 10(0.30%)
B_ERE7Ov0" 1 (0. 03%) ThE 1(0.03%)
HASMINE 1(0.03%) Ry ERE" 4(0.12%)
BiE" 3(0.09%) HE 6(0.18%)
TS YAV 1(0.03%)
SRR EERR 1(0.03%) FFidaeRE " 2 (0.06%)
EEMEHEAAMAE 1(0.03%) fFpE=E" 3(0.09%)
DELEI T 1(0. 03%)
BBtse 1(0.03%)
x?%li;&ﬁ** (O 03%) EIR" 1(0.03%)
B 1(0.03%)
RIS 1 (o 03%) _EIRTEL 5(0.15%)
Al 1(0.03%)
74(2.25%) <EETHm* 2(0.06%)
" BT 3(0.09%)
ReERE 3(0.09%) mehaL 27 O—JLiEnm* 3(0.09%)
BHEA" 1(0.03%) meps L7 F = 8Eghn 1(0.03%)
B 6(0.79%) mepA o LtEhn* 3(0.09%)
TR 7(0.21%) mEES 2(0.06%)
HEERR™ 2(0.06%) [ ep EREEHE AN * 3(0.09%)
BA” 3(0.09%) HREREBIRH D 1(0.03%)
BRETRERS" 2(0.06%) B E ) RESEMN 2(0.06%)
HEPIRERR 1(0.03%) I/ NRER A 1(0.03%)
XS 1(0.03%) B M BREGR A * 2(0.06%)
WBEE B EIREE" 1(0.03%) FfiaereE@E LR " 1(0.03%)
Bl 2(0.36%) (A= (<)
O ARk ™ 1(0.03%)
BRREE" 1(0.03%)
Om% 6 (0.49%)
IEnt * 3(0.09%)
DN BRI 1(0.03%)
HME" 3(0.09%)

_7_



#£6 RLUMITHRELICHIZEHFARRKR (KEF)

TEBIR (%) DI (%)
17(0.52%)
REPRI 1(0.03%) TEREE" 4(0.12%)

&L ZFO—)LMmE* 1(0.03%) RS> OEE" 1(0.03%)
BN AIE 2(0.06%)
= PREZIME * 9(0.27%) B aEEE 9(0.27%)
iz DIZIN it 1(0.03%) MEIRSE. HIZBd & UHitIRIE S
BAUHR" 2 (0.06%) XEEE" 1(0.03%)
B7V3I5— t“ﬂur* 1(0.03%) I R0R SR 1(0.03%)

4(0.12%)
Baﬁﬁr* 1(0.03%) TUILF—EER™ 1(0.03%)
RIREERE " 1(0.03%) 2 2 (0.06%)
HAET" 1(0.03%) HIBE 1(0.03%)
ﬁnﬂmi‘é‘* 1(0.03%) FEENIEATBE 1(0.03%)

42 (1.28%) TSR 8(0.24%)
ﬂwﬁ?ﬂ:‘:ﬂﬂ* 1(0.03%) 2 7(0.21%)
fibd 4 111 1(0.03%) HHERE 1(0.03%)
FEEDHFEL 5(0.15%)
TRHE R 2(0.06%) SME 6(0.18%)
BEERAN IR 1(0.03%)
5B 31(0.94%)
RE SR 1(0.03%)
b i 1(0.03%)

MedDRA/)/20.1 DEERIKXSHE (SOC) BLUEAEE (PT) Tt

E5HTDWTSOCIIBIER. PT I3 TITo1

* TMIXE (B7HR 201842 AHET) O TEA LOZEE ASFRHTEIRVENER




2. ERLBAREER /EHFAORBRIRR

REMBIHRIER 3,2920lcB 12 ERHEEERBUFAORTRAZ X7, 8ICRUET,
RT7ORTEBY. 6501 (1.97%) [C74HDEBLHEERNRESN. OS5 24ULHKTLE
RIGAFARIEN 6 #F (0.18%). BEK. M. MRKHLIUBENS 34 (0.09%). ARRE, RIEEITE
i, ORI, BiHmE S URFIERMENS 24 (0.06%) TUT.

®7 REURIAHREANICSIZIERLHEERRRKR

IS (%)
RE BRI RIEGI 3,292
BENEEERFRIK 65 (1.97%)
BENEEERERFR 74
I <%)
MBS & V) FEE
gz Em” (o 03%) i 2 1 (0.03%)
i (o 03%)
R 1(0.03%)
BB HHEN 1 (0 03%) FitiZk ™ 3 (0.09%)
F_EREJOv0" 1(0.03%) ATV T ERAR " 1(0.03%)
HRSMIHE 1(0.03%) BRERR " 1(0.03%)
TV YAG BE" 1(0.03%)
/u@mwy%ﬁ* 1(0. 03%) BB 1(0.03%)
<%H§Ttﬂﬂn* 2(0.06%)
s (0 03%)
HHdURBES ol 7157:174/1%11[1 1 (0.03%)
RS (o 03%) mELR 1(0.03%)
iR LR 1(0.03%)
ram&a* 2 (o 06%) KBS LUK BEES
AR 1(0.03%) el 3(0.09%)
AR IR 1(0.03%) 3> hO— LR R OWERE" 1(0.03%)
BIL 27 O—LIE 1(0.03%)
Bk * 3@09%) =AU LME" 1(0.03%)
TR 1(0.03%) ;v VLNt 1(0.03%)
-+ SRR 1(0.03%)
Bk ” 1(0.03%) BHARRIE" 1(0.03%)
ilia-p i 1(0.03%) BagH) < F* 1(0.03%)
B 1(0.03%) B, BIESSOBARRAOHEN
BRI 2(0.06%) (ERESLUR—TZET) =
EER 1(0.03%) B 3(0.09%)
/NI 1(0.03%) i 1(0.03%)
PN D 1(0.03%) BRATE" 1(0.03%)
Ao oyt 1(0.03%) BT HRRRE 6(0.18%)

(rR—=2(2Hi<)




£7 REUFBIAHREFICHIZEELGHESRRGRR ()

DI (%)
Apép I (o 03%) BikaeEs" 1(0.03%)
Rittin 2(0.06%)
SRAMAE 1(0.03%) hEERE 1(0.03%)
FEIEDF N 1(0.03%)
FrF I BB 2 (0.06%) KB B AERAE 1(0.03%)
—:@ (4 b 2 I S 1(0.03%) MedDRA/J/20.1 D BRIAE (SOC) BLUEASE (PT) Thst
2(0.06%) EEHIDVWTSOC [FAIEK. PT I3HETIToT
’é I!{Fﬁﬁ* 1(0.03%) * TMIXCE (7K 201842 BET) O MER L OXE I ASTFRIT
S5+ 1(0.03%) FRVEBLREESER
BREXT 1(0.03%)

R8ICRITEHBY, 1561(0.46%) (CT6 HDEBLBEMEFANRESNEL, ChESDEEREIFADS
5. REZ<KRBEUCERE<EETHLA 24 (0.06%) THY., WITNES5HUALDOEEEBEECHWNT
RELFELT

#*8 REMAMHRIESICHIZEELEHFARRIKR

EAR R TEBIER (%)
RE MR RIEHI 3,292
EELEIERRRI 15(0.46%)
EELEEARRMS 16
Bt Wl%z (%) e FEBISE (%)

3 (0.09%) 2(0.06%)
BE_EREI/Ov" 1(0.03%) Rt 1(0.03%)
HRSMIRE ™ 1(0.03%) gt 1(0.03%)
7Y HE NI 1(0.03%)
DE IR 1 (o 03%) Bigams 1(0.03%)

B & UK
e (o 03%) chEtRZ 1(0.03%)

MedDRA/J/20.1 DEERIAA (SOC) BEUEAE (PT) Tt
fﬂﬂﬂ;iﬂ%ﬁ* 1 (0 03%) £ CDOVWTSOC 3P PT (3BT

2(0.06%) * FATXE (74 201842 BHET) O T EA L OERI NSFAT
<EH;'FHHE|1* 2 (o 06%) SHVER AR
s EE LR 1 (o 03%)

REHLUKREREE
RS 1 (o 03%

)
BILZFO—JLIE" 1(0.03%)
&)Y LIME" 1(0.03%)




3. ERiAEIEH

3-1 BREERCHIIZRTEH

MBI RIS 3,292F1D>55, R—ZAS5AVEC65mMULTH-EMBECH TIRERSR
WRREXRIICRLET, 65U EOEEREE 22,0856 D55, 13041 (6.24%) [C17540R¥EH
HEROENZELEE, CNSDRIEERDSS. EIBEE DS >z LI 3 BRIIFEMH 184 (0.86%). F&
BN 124 (0.58%) BFUOARXN 114 (0.53%) TLTE,

&9 BRIBEHEICHSTZENERARRKR

REEREHT RAEDIEL 1,207 2,085
BIVERRIGIEL 67 (5.55%) 130(6.24%)
BIVFRHER M4 90 175

= 65miARm | 65mIAL
BIfFA% ; ;
?’W'Jiil % ?"'W'Jiil %

/%ctv'wv?l‘%%

—
= WO (%) | EHIE (%)

—fi% - EHEESLV

7(0.58%) | 13 (0.62%)

(o os%) (o 10%) REAMIORE
RAHE 0(0.00%)  1(0.05%)
$_ERE/OvY 0 (o 00%) 1(0. 05%) BRE 5(0.41%) 5(0.24%)
HRSMIN AR 0(0.00%) 1(0.05%) STHE 0(0.00%) 1(0.05%)
o)l 0(0.00%) 3(0.14%) RAY 2 RE 1(0.08%) 3(0.14%)
T AG JIRIDEE 0(0.00%) 1(0.05%) 2(0.17%)  4(0.19%)
SRR 0(0.00%) 1(0.05%)
M ERNRE 0(0.00%) 1(0.05%) 2 (o 17%)  0(0.00%)
DEEIINE 0(0.00%) 1(0.05%) 2(0.17%)  1(0.05%)
BRESSUFLRE
e BEES 0(0 00%) 1(0. 05%) EREA 0(0 00%) 1 (0 05%)
A% 0(0.00%)  1(0.05%)
BRAEIR S 0 (0 00%) 1(0. 05%) BhEx 1(0.08%) 0(0.00%)
%ﬁﬂ%iﬂ%‘ﬁ 0(0.00%) 1(0.05%) _FIREER 2(0.17%) 3(0.14%)
48 (2.30%)
ﬂts‘ﬂrwwa@ 1 (o 08%) 2(0.10%) 0 (o 00%) 2(0.10%)
REERE 0(0.00%)  3(0.14%)
BB R 1(0.08%) 0(0.00%) ML 257 0—)LEm 1 (o 08%) 2(0.10%)
E 8(0.66%) 18(0.86%) ey L7 F =88 0(0.00%) 1(0.05%)
THI 3(0.25%) 4(0.19%) R LN 1(0.08%) 2(0.10%)
HERR 1(0.08%) 1(0.05%) 0(0.00%) 2(0.10%)
=P 1(0.08%) 2(0.10%) [ e EREEHE N 1(0.08%) 2(0.10%)
BREER RS 0(0.00%) 2(0.10%) HRERAEBRH 0(0.00%) 1(0.05%)
BIPYRERR 0(0.00%) 1(0.05%) R E ) RE A 1(0.08%) 1(0.05%)
EX 0(0.00%) 1(0.05%) /) RECRA 0(0.00%) 1(0.05%)
BEE IR R 1(0.08%) 0(0.00%) I EREH A 1(0.08%) 1(0.05%)
D 5(0.41%) 7(0.34%) st E LR 0(0.00%) 1(0.05%)
OREARRER 0(0.00%) 1(0.05%) (RR—T (<)
BREARE 1(0.08%) 0(0.00%)
Om% 5(0.41%) 11(0.53%)
IRt 0(0.00%) 3(0.14%)
DB BRI 0(0.00%) 1(0.05%)
WA 2(0.17%)  1(0.05%)



x£9 EBREFICHIIENEFARRKR (KF)
- -
i i TR (%)
*Eﬁéﬁ (0 08%) (0 oo%) FERE (o 17%) 2(0.10%)
BIL2FO0—)LE 0(0.00%) 1(0.05%) B> DlEE (o 00%) 1(0.05%)
B LE 0(0.00%)  2(0.10%)
B REA A 2(0.17%)  7(0.34%) BiaeEs (o 08%) 8(0.38%)
1EH"Y LfE 0(0.00%) 1(0.05%) EEENEErISG G
BHUHE 1(0.08%) 1(0.05%) RERE o(o 00%) 1(0.05%)
B7IF—CE 0(0.00%) 1(0.05%) CIREEPREER 1(0.08%) 0(0.00%)
BEER DS U OERME
RARNE 0 (o 00%) 1(0. 05%) TLILE— % 1 (o 08%) 0(0.00%)
{BIRRER S 0(0.00%) 1(0.05%) 23 0(0.00%) 2(0.10%)
HAHET 0(0.00%) 1(0.05%) fIBE 1(0.08%) 0(0.00%)
HEEEE 0(0.00%) (o 05%) FEEIEATEE 0(0.00%) 1(0.05%)
ZSFIE 4(0.33%)  4(0.19%)
fugh hm o(o 00%) (o 05%) 223 2(0.17%) 5(0.24%)
it 1(0.08%) 0(0.00%) chi it RS 0(0.00%) 1(0.05%)
FHEOEL 2(0.17%)  3(0.14%)
DRE R 0(0.00%) 2(0.10%) BIE (017%) 4(0.19%)
BRERA R 0(0.00%) 1(0.05%)  MedDRA/)/20.1 DEERIA4E (SOC) & UEALE (PT) TSt
BEE 19(1.57%) 12(0.58%) £ DVTSOC IHIEL. PT R TN
BB SRR 0(0.00%) 1(0.05%)
PREE 0(0.00%) 1(0.05%)




3-2 RIAEHEERE(CH TEREE

LEMBITIRES 3,292FI055. R—RF4 VRICHREMEELE LSINZEES0446(CHT38
ERARBRRZR10(CRUET, REMELERE 046055, 3841 (7.54%) (52 4D&EIFH
MRHENE LU, SNESDOEIFRDSSE. REBAEDEMN > LA 3 FREFEML6H (1.19%). &
D54 (0.99%) BLUBHEERED 44 (0.79%) TLUT.

HAR—=RTA VR CHEZE S BTN, CPTROTASIUBICEETIHE (CHERFEEEERLRE.
TFREECHBHARZTV. AMEEFRETHB I LZzHR TS BR(ICAEEEEL LT,

CPTRO7BICDW

10 BEFRSIUAETFEESE(CHTIREARRKR

ERRRHE BIERFR® | VEMERTEEZR
REEREHTX RIEFIEL 2,729 504
BIfF R RIRGIE 153(5.61%) 38(7.54%)
BIVERRRM4E 203 52
IBEAFR° | REETER 1BIERFR" | REERTRZE
TEGIE (%) | REBIER (%) TEGIER (%) | FEBIER (%)

(wansovsmE | 30110 0000%) [l 5 samEsio ) o
=Vl 3(0.11%) (o 00%) Eﬂ%ﬂ%ﬂﬁiﬁ%ﬁﬁgv |7(062%)
BAIE 1(0.04%)  0(0.00%)
B_EEZEIOvY 0(0.00%) 1 (o 20%) R 9(0.33%)  1(0.20%)
HRAMIRE 0(0.00%) 1(0.20%) 7 1(0.04%) 0(0.00%)
iz 0(0.00%) 2(0.40%) RIEMEZRE 3(0.11%) 0(0.00%)
TSI A AR 1(0.04%) 0(0.00%) R 5(0.18%) 1(0.20%)
AT 0(000%) 1(0.20%)
EEIEHISMNAE 0(0.00%)  1(0.20%) FFHER S 2(0.07%)  0(0.00%)
DEMHIIMNE 0(0.00%) 1(0.20%) FriEE 2(0.07%) 1(0.20%)
BRIES S UBERIE
ZRFE I RER 1 (0 04%) 0(0. 00%) A2 1 (0 04%) O (0.00%)
A% 1(0.04%)  0(0.00%)
BRA RS 0(0.00%) 1(0.20%) Bz 1(0.04%) 0(0.00%)
e 1(0.04%) 0(0.00%) IR 5(0.18%)  0(0.00%)
14(2.78%)
ﬂgﬂmaeﬁx 20.07%)  0(0.00%) <EETHMm 2(007%)  0(0.00%)
i 30.11%)  0(0.00%)
BHER 1(0.04%) 0(0.00%) ML 27 O0—)LIEN 3 (0 11%) 0(0.00%)
R 9(0.70%) 6(1.19%) fehy L7 = 30 0(0.00%)  1(0.20%)
A 5(0.18%)  2(0.40%) i CPDIN - 3(0.11%)  0(0.00%)
MR R 2(0.07%) 0(0.00%) mEES 1(0.04%) 0(0.00%)
B 3(0.11%)  0(0.00%) e FREE N 2(0.07%) 1(0.20%)
BREERIERS 2(0.07%)  0(0.00%) R ABBRH D 1(0.04%) 0(0.00%)
HPIRERR 1(0.04%) 0(0.00%) (LB REE 1(0.04%) 1(0.20%)
aER 1(0.04%) 0(0.00%) I/NRER 1(0.04%) 0(0.00%)
WBE B AEIRET 1(0.04%) 0(0.00%) B IERER 2 0(0.00%) 2(0.40%)
£ 6(0.22%)  5(0.99%) FrgsEREE LS 1(0.04%) 0(0.00%)
IRk 1(0.04%) 0(0.00%) (RAR—T (<)
BRERER 1(0.04%) 0(0.00%)
m[Ps 4(0.51%) 2(0.40%)
gt 1(0.04%) 0(0.00%)
DEEARIRE 1(0.04%) 0(0.00%)
HIE 2(0.07%)  1(0.20%)




®10 BHEFRSIUCAEEFEERE(CSTIRERARRBKR (KF)

BIERFA® | EMERTEEZE 'I‘?z’liﬂ?ﬁa AEERTREZS

R s SO
YEPRR (0 oo%) (o 20%) Bi&h BEE (o 18%) 4(0 79%)
BaLZF0—/)LIE 1(0.04%) 0(0.00%) EZENEISG G
=Y DlpINiit 2(0.07%) 0(0.00%) KEpEE 0(0 00%) 1(0.20%)
7 RER MAE 7(0.26%) 1(0.20%) CIEIREE RS 1(0.04%) 0(0.00%)
&Y Y LI 1(0.04%) 0(0.00%)
BAUHR 2(0.07%) 0(0.00%) TLILE—RE 1 (o 04%) 0(0.00%)
&73I7—YImE 0(0.00%) 1(0.20%) iy 0(0.00%) 2(0.40%)

HERRSLURSERES 1(0.20%) AIBE 1(0.04%) 0(0.00%)
FEEAE 0 (o 00%) 1(0.20%) TERTIEAIE 0(0.00%) 1(0.20%)
BB ER S 1(0.04%) 0(0.00%) ZSEE 5(0.18%) 3(0.60%)
BAET 1(0.04%) 0(0.00%) R 7(0.26%)  0(0.00%)
ﬁnﬂmﬁ“a‘ 1 (o 04%) 0(0.00%) hEM T 1 (o 04%) 0(0.00%)

4(0.79%)
ﬂwﬁ%&m 1(0 04%) 0(0.00%) BimE (o 22%) 0(0.00%)
it 1 1(0.04%) 0(0.00%)  MedDRA/)/20.1 DEBERIASE (SOC) BLUEAEE (PT) Tt
FENEDHF L 5(0.18%) 0(0.00%) &5t DWTSOCIIAIEL. PTIIHETIToN
DR R 1(0.04%) 1(0.20%) a 1BMAFA(FeCRFOREMICHVT, BESLUHERADTRS
PN 0(0.00%) 1(0.20%) [CHBVWTHBEELGLERESINZEEELE
R 28(1.03%) 2(0.40%)
RAK L7 1(0.04%) 0(0.00%)
PREE 1(0.04%) 0(0.00%)
RERAE 4(015%) 0 (0. oo%)
B> DEE 0(0.00%) 1(0.20%)




3-3 IFNFEg/ FHEBECHITEIREN

TEMMTIRIES3,292HD55. XR—XZ4 VEFCIFN REE / FARBESINTEEZE 894 HI(CH
(FREMERARTRRZR1TICRLET. IINTER/ FHEEREBI4HDI5. 6441(7.16%) IC
B4 DEERAMROONE L. CNODEWEADSE. RERE D@ >z LI 3BREEWHM 104
(1.12%). EH 84 (0.89%). BLHIUBHEEREHNE 74 (0.78%) TULT

£11 IFNTEE/ FHEEH (CHTFEHEARRIKR

ERREAE KEBIER (%)
R MBI RIEHIL 894
EIE=E 64(7.16%)
BIVE AR 84
gl TIEWIJ%Z (%) BVEA % ﬂﬁUiﬂz (%)
B_ERBREJOvY (0 11%) Mme3L 27 O0—JLEH 1 (0 11%)
HASMI A 1(0.11%) mepo L7 F =380 1(0.11%)
BhiE 3(0.34%) e FREEHEN 2(0.22%)
MRS 1(0.11%) (BT REEEM 1(0.11%)
Iu@ﬁﬁmwﬁ 1(0.11 %) T/ MRE A 1 (o 11%)
TR B (o 11%) VRS 1 (o 11%)
BRI 2 (0 22%)
’fﬁﬂ%iﬂ%ﬁ (o 1% ) HEBRSLURSE/MES
29 (3.24%) HHET 1 (o 11%)
FTo 3(0.34%)
AR 2(0.22%) SFEMHEL 1 (o 11%)
1B 10(1.12%) BRERE 1(0.11%)
TR 2(0.22%) FAERAIR 1(0.11%)
HIERR 1(0.11%) b 8 (0 89%)
L 1(0.11%)
BRETRILES 1(0.11%) BigaEs 7 (o 78%)
B 7(0.78%)
ORI R R 1(0.11%) 2 1 (0 11%)
OR% 2(0.22%) ZOEERE 3(0.34%)
DENE 2(0.22%) 32 2(0.22%)
oiE 1(0.11%) chE RS 1(0.11%)
—if - SHBES LR SHOIORE MedDRA/J/20.1 DBERIASE (SOC) &L VEASE (PT) Tt
|AIE 1 (0 11%) EECDWVWTSOC (FAI¥. PT (38 TITo12
BRI 1(0.11%)
FrigRE RN 2(0.22%)
EAR 1 (O 11%)
BRAX 1(0.11%)
EIREEAR 1(0.11%)



3-4 DMEHEER(CEHET ZRIFADOFRRIKR

TEMMBITRRIEN 3,2920055, LOERRCEAETZRIFFARREKAZER12(CRUET, &£12
(CRTESBY, 1341(0.39%) [CT4BDLMERERCEHETZENEANERHON. COSIERESH
RUEEREBMEN 64 (0.18%) TUR. ZOMICIMELEFH 24 (0.06%). B_EEE70OvY,
HASMIRHE, 7)Y X5 )VBGEE, TRIMEREERR. E R EHAMNES LSOO E M RISMNED R 14 (0.03%)
aoNFELL,

£12 OOEHRECEETZEIFARRIAR

FERANERE FEBIEE (%)
TR RAEGIEL 3,292
DIMERRE (CBEEYT 2RI ERRIRFIE 13(0.39%)
DIMERE (CBEEYT 2R ERRIREE 14
BIERE/OvY 1 (0 03%)
HASMINE 1(0.03%)
TN AL VBRI 1(0.03%)
SEMEREEAR 1(0.03%)
L EMHHEASMSE 1(0.03%)
DS HE 1(0.03%)
MmEES 2 (0 06%)
=i E 6 (0 18%)

MedDRA/)/20.1 DEERIAZHE (SOC) X UEAEE (PT) THEt
EEHCDOWTSOCIIFIEL. PT 3 TIT-T
a EAFEEFLUTOSMQ () ZERLTEETL | FEIR. OF2, O, BIE. ROEMERESIUNLT—R - R- K7L/ QTER

3-5 O IMEKRECRET ZEHERORRIKR (R—Z 51 VDL IMEREREDOEHER)

AE EEESEHVESNEOMERBICEETZENERICEAL. R—251VEBOLNERBREDNDE
FEAIORBEARRTEZXRI13ICRLET, R—ASAUBICOMEEREZBLIEEE1,1676H0D>55. 84
(0.69%) ([COHDLMEREICEETZENERAMNEDONELE, e R—XF4VECOMERSE
DRENEHHT2BE(E2,12581T. 2DS5561(0.24%) [C5HDLMERRE(CEETZREERH
ROSNFELI, R—RFAVRHICODMEREEXEIZRECHIZOMERLBCRETZRIERADH
IRSERE (0.69%) (3. AREDTWVES (0.24%) EHBLTHhTMICEVEETLT,




#£13 LMOEREBICEETIEMFARTINR (R—2 51 VOO EREREDOHER)

fER AR MR RIES LIS

AETEEGIEL 3,292 2,125 1,167
DIERR (CBET BEE R 13 5 8
DR (CBET AR 14 5 o
FIE (%) 0.39% 0.24% 0.69%
F_EBRE7OvY (0 03%) (O 00%) 1 (0 09%)
HASMINHE 1(0.03%) 0(0.00%) 1(0.09%)
T AB IVRE 1(0.03%) 0(0.00%) 1(0.09%)
TN EE 1(0.03%) 0(0.00%) 1(0.09%)
L= MERSMINAE 1(0.03%) 0(0.00%) 1(0.09%)
IL\El‘_ﬂE@%HY%ﬁ 1(0.03%) 0 (0. 00%) 1(0.09%)
m;ﬂﬁ (o 06%) (o 05%) 1(0.09%)
SE (018%) (019%) 2(017%)

MedDRA/J/20.1 DEEBRIKASEE (SOC) KL UEAEE (PT) TEST
£5HTDOVWTSOCIIFIE. PTIdE I
a EARGEIILITO SMQ (k%) = FERALUTEST U | FEIR, DAL, OFE. BME. EIEMERSLUNILT—R - R-KT7UN/ QTER

4. RE2MREAEIR

1 73F500EDHH
tcél‘_i._ﬁﬂﬁﬁ%%r{’im 292055, AFETIFTOAVIHASNEEZE R 16ITUR, XEE(CEF
BEERVRBELIZZO. ﬁﬁ]@?&’—i(iqﬂiéhibt (FLECESTEBEEEROFMISREA).,
AEEFOARBUT, REEBQEE CERXSIUREEREE (/947 1) TUK, FEROE
Y, FEIRESHA 3 FULFILVAREIGARDTHT7IF Y OVIEREZHALTVWELEZ, FF
KREREN4ERR. BEBRICIVFRRRESHFIESN, Fub 10 BRICEFQCREMMBIRRD T
RU. BEFARLELZ, 20/ 3 EEER. BEFIVBRREIERLEL, AFEBYEMIEEFR
BEAFEDORARBEMRIIBL BEDREDIRED. REFBIVERROIBEF THIEHRELELL,

4-2 HBV BB E X (IBIERRF(CH (15 HBV OEFE(L

REMMBINRIES3,2920ID55, R—XZ74VEFCHBY BREZEFCIRIFRREE696ITLE
M (R228R). HBVEBRETNZEERROSNFEATLURR, FREHHRRHMP(C. HBVBMRE
I3 (CHBV BRZRDEBEELHONFEATLRE (R6ER).

4-3 BIE(CEHET ZEHEA ORRIKR (BMEREDOEER)

AF|IEEEED) EESNTcEMEICEETZRIVEAICEAL. amERE BHE1R5HBRIICESR) 0F
BRAIORIFIR T ZR 14 [CRULET, REMMFEITHRIER 3,292610>55. 841(0.24%) ([C8H4DEIML
FECRETZRIERNROONFE L, FeallEREZEIZEE 920055, 34 (0.30%) (C3
HoBMECREETZEERHNROON. BMERENZVESE 2,30046TE. 560 (0.22%) (Z54
OEMECEETZEVERMZEHENELL,



®14 BOECEETIREARTKR (BMEREDOHER)

RS R & HERRATI KD AR
%L D)

BEHERIER 3,292 2,300 992
=IME CEEEY 2 EI1FRFIRAIEL 8 5 3
BIME(CEEEYT SRIFRFRIR L 8 5 3
FHIFAE (%) 0.24% 0.22% 0.30%
BER%&® F{ﬁl 12 (%) TWUH (%) FEGIE (%)
JI[U_J:%?'- 006% 004%) 1 (010%)
m[[]ll_ 018%) (0 17%) 2(0 20%)

MedDRA/J/20.1 ®EEERIKS$E (SOC) K UEAREE (PT) T
EEHTDOWVWTSOC (3B, PTIIHE T
a EARGEELUTOSMQ (ki) =AU TEST UL : Bk

4-4 M ERE (CRHET SEHER DHRIKR

FRIEBEEE DY) ESNTRMERE (CRETIRWFARTINRZXR 15 [CRUET, REEFETIRIE
#13,292BI0>55. 461 (0.12%) [CAKDRIEFRANROONE L, ZOWRIF, <ERTHIN 24
(0.06%). BigrHMBIUMMHMMNE 14 (0.03%) TUTZ.

®15 ROEREEICEETIEFARRIAR

ERRERAE TEGIER (%)

TR RAEGIEK 3,292
XM EREE (CBEE T BRI FRFERHILL 4(0.12%)

XM EREE (CBEE Y SRIFRARRMHL 4

BIfERA SEGUER (%)
<EETHM 2(0.06%)
Abdig i M 1 (0 03%)
R 1(0.03%)

MedDRA/J/20.1 DEERIASEE (SOC) HXLUEHAEE (PT) TESt
EEHCDOWVWTSOC(3BIEL. PTI3HETITo

a EAFERFLUTOSMQ () AL TEST LR | BIlEH 3V BEMESFESNEVRIREERNERE, PRMERBNSLURKNE
PR (CHESIRAE, B PSR M ERE LU RMEPRRERMERE

4-5 EEBHEREREILBEHZLELIFBEFE2RE(CHIZRLNE
REMBITTRIES3,2926ID>55. R—ZA 7 VR(ICEEBEHEREREFCRIENEZLELTIE
FEEERBVWFEATLE (R22R).




| ERFRIRELfE D HETS

ERARIREIHE D55 ALT &, ASTE. MIETILT I B, MBIV L7 F U EH LU eGFREICDWLT, R—
RAZ1VRBLURERTROBREEOHESRZK 2 ~ 6 [CRUET, TRUMBITXIRIES3,2926|0 55,

N—RFAVRERSRTRICGGHATELREDH LS 21TVELL.

(U/L)

(U/L)

46.63 FfE 47.56 T8
50.00+ (45.12, 48.14) (95%C1) 50.00 (46.22, 48.90) (95%CI)
. LNy
40.00 40.00
N 26,74
A 30.00+ A 30.00 (2‘6.1\9,72728)
L 2219 S -
T (21.56,22.83) T
.
fi 20.004 & 20.00
10.00+ 10.00
N=2,021 N=1,864
0.00 — 0.00 -
R—=RF1 VB BERTH R—=RF41 VB BERTE
| N2 m | RSKTR | [ 2w | BSKTE
Ti94E 46.63 22.19 FH(E 47.56 26.74
(B¥ERE) (34.61) (14.50) (BHERE) (29.53) (12.02)
hR{E 36.00 18.00 hR{E 39.00 24.00

(Q1,Q3)

(25.00, 56.00)

(13.00, 26.00)

B2 ALT{EDH#F

(Q1,Q3)

(29.00, 56.00)

(20.00, 30.00)

K3 AST{EDIH#

(g/dL) F—- (mg/dL) e
I F =]
4.501 4.05 407 (95%C) 0.80 0.71 (0702-75’74) (95%CI)
(4.02,4.07) (4.05, 4.09) (0.71,0.72) ’ I
4.00 e A 0.70 1 T
3.501 0.601
3.00 i
!.Lﬂ B 0501
B 7
7 250 L
)7l< 7 0.40
£ 200] ¥F
~ —
v <~ 0.301
& 150 i
0.20
1.00
0.501 0101
N=1,312 N=1,575
0.00 — 0.00 N—
R=251 VI BERTH R=RF1 VB ’ERTI

I s N TS T | [ ~zsem | BERTE

EME 4.05 4.07 FEEE 0.71 0.73
(Z#R/E) (0.43) (0.38) (Z#RE) (0.17) (0.18)

FhR{E 4.10 4.10 thR il 0.69 0.70
(Q1,Q3) (3.80, 4.30) (3.90, 4.30) (Q1,Q3) (0.60, 0.80) (0.60, 0.82)

E4 ImE7IVTIEDHTS

E5 miEoL7FEDH#TE



(mL/min/1.73m2)

100.00 91.23 90.18 FiE
(90.52,91.94) (89.46, 90.90) (95%Cl)
90.00 1 e -
80.00
70.001
e 60.001
G
F 5000
R
&  40.00]
30.001
20.001
10.00+
N=1,575
0.00 - — :
R=2AF1 5T
[ | ~—z51ui RERTH
& 91.23 90.18

(B#R/E) (14.40) (14.58)

HhR{E 92.08 90.95
(Q1,Q3) (83.83,99.73) (82.99,99.16)

K6 eGFR{EDHET




| B3

1. BRI RES (CH T3 FME

BN RER 3,194 61(CH1F5. SVR12:ZMZE (398.5% (3,146/3,194 ). SVR24EME™
(397.8% (2,108/2,156 ) TLT=,

% HCV RNA B AR T 3 E 8 FIREBE H-> BB 0BIE

(%)
100

80

60

Ho<wn

40

20+

3,146/3,194 2,108/2,156
SVR12 SVR24
7 BWNERERARIES CH TS SVRERE

VA ZZBEBEARING 48 FITHY. D55 29HFREEREET. 166IE@YISYAEIET RS
ZLEILOZO2RIHBAREZZ T TVELRE,

a BRI RIESC(3 22 A0/ ESFIEBEDNZTEND.

b SVRAEMEBE ASHIDSE. 6FlIAFIKEIHABHN S AR L TH-TEHARBLDHCV RNAERTERER (ISR THRI10BEX
YEIDIERTH T,

Fz. SVRFEREE 4ABHIICEFTNZAFIRSHILBEIHRUTOESITHS : 2H13BEEFROHTNTNIRSHLE
®26BH LU 36 AICHFIRGZHIELT, 1 HI3FHEIE L EMDHIMT(C X VIRERRE 57 A TARIRSZHIE LT,




2. BEnEE, AEEFEEEE. IINTER / FTHEEE(CHI3EME
BINMERIRIRIED CHV T, R—2 51 VEIC65 MU ETH> R BHEE, REEFFLI BRI
e, IFNTEtg, FHE SNz BE D SVREREERS, 9 (TRUETY,

(%)

100
80—
S 60
\Y
R
12
= 40—
20—
1,996/2,032 467/488 857/867 1,990/2,009 1,156/1,185
0= . . .
=mEE KEHE IFNAFE & Kk BLiaRE
HEZEHY /AME
E8 EWEEFRIDSVRI2EZERE (YTUIL—THF)
(%)
100+
80
S 60+
Y,
R
24
2 40
20+
1,348/1,384 331/352 666/676 1,297/1,316 811/840

EEREE AR IFNFE & KiaE Bt
HEZHY /AHE

9 HEREFHDSVR24:E/E (V77 IL—T i)




3. BamBE (CHT3aaBp o/ M
BINEREITIRIER [CH VT, HCVIBERERID SVREZERFEZK 10, 11 ([ERLET,

(%)

100
80
S 60
Vv
R
12
£ 40+
20
PAETPAL 1,020/1,040 96/100
o- SMV VAN TVR DCV IFN Z0ft
+Peg-IFN +Peg-IFN +Peg-IFN +ASV aREDHY aBREDY
+RBV +RBV +RBV HEESHY
BRESY AEEBHY AEESHY
10 BLaBEBHE(CHTEaaHAID SVRT 2 EmRE
(%)
100
80
S 60
Vv
R
24
£ 40
20
157/160 722/742
0 SMV VAN TVR DCV IFN Z0f
+Peg-IFN +Peg-IFN +Peg-IFN +ASV aRESHY aRESHY
+RBV +RBV +RBV BEESHY

HRESY  ARESY HREBY
11 BEAREHECH T BAEEHAID SVR24 =A%
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