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1. BE
AEE. VIV AEFRBOEEICHD SR - B

EROERMDS ET. FHEOBRENP B EHIKEO S
BEICHLTOAEET B L,

2. B2 (AOBEIIIBELRWI L)

2.1 RHN OB LS HEOE O BEERE O & 2 B35

2.2 EEOPEREREE (eGFR < 30mL/%+/1.73m%) i
EMELELETLHAREORE [9.2.1, 16.6.1 1]

2.3 ROFHZHGFOBRE hNVAATEBE Y, T2
Y. Z2/NVES— )b, V77 ¥T Ly, kA
Gyt rFYyvy (kb Va—ryX-J—hN) &

FHEf (1001, 16.7.2 2]

3. fARK - MR

3.1 #HE
Wes 77V — YA

BRI - TR

a #d)

VAERATEI 400mg. ~NL/8F ZE L 100mg

HEEEIVO— A, IR)E Ry, ZUAH I AT —
AF I T L, ATFTY) VRS AT T LA, R
E= )7 a—)v G ALy) . BiLs4 .

~ 7 0T—)L4000. ¥V, =R bk
3.2 RAIDOMR
- FE (Er o0 LEOT A VA T—T 1 VT

e |Ces G T

K& & F££ 20mm. £ 10mm. & 6.6mm. EE 1030mg

ElIE)

a2 — F |GSI - 7916

*4. HEERIEHR
C BT, CREREMFEERIZ C HIEREMITE
TICH T B4 AMEDKE

5. RHBERIZHEICEET R
51 RFEOMHIZE L CTld. HCV RNA 2 Th b 2 &
R H 2 &,

6. AZERUVHE

* (RABEIIFEEED £V C BIBMFR I C B EMEA
BEICE T 571V AMEDKE)

(C BUFERIEMITELEICH T B 1L ZME DK E)
R, RAZIE, TH 118 (VARATENE LT 400mg
T O OL8% Z8)V & LT 100mg) & 12 AR5 %,
(RIAEEE2HT 2 C BISMRRIL C BREMTELICH
F 39 1)L ZMFEDKE)
UNEY CEOPEHICBWT, W, BAIE 1TH 1
188 (VARATE)IELTA00mg KNIV 287 ZE )L &
LT 100mg) % 24 WRREH%54 5,

7. AERUHEBICEET 33E

(@)

7.1 JFPfite. BEARERSE 2B L, @Y M - et
Weypz e, [17.1.1, 17.1.2, 17.1.3 ]

7.2 RKFNZ, BRI E LTV RATENVRLONINY A Y
NEERLIEEHRTH L. RAOEMETTHD YRR
TN EEGEGREA LT LRn &,

* (RIBERIFEAERD &V C BUBMF AR (3 C BUREMRT
BEICH T 571N RMENHE)

7.3 EWERIRBRBR L, RIGHE XL NSHA BHEH], NS3/4A 7
o7 7 —PIHEHZ L <1E NS5B AR Y A 5 —FRHER O
BEIE ([ v —7 28 VB NS3/4A 717 7 — BHE
FNZ X BIEERE L NS3/4A a7 7 —PRRERIC X BTG
IR L LTI b)) O EE 2 RIAKFOAR)
PR e oME 2 By e L CERmE N2, [17.1.350]

* (RAEEEZE T 5 CRBMIFR T C BREMIFELICS
3394 ZAMEDKE)

7.4 FEWERRERIT. NSSA [HEH], NS3/4A 7057 —¥
FHEE#) 3 1E NS5B K1) 2 5 — PIHEHOFIGERE L E S5
BB E WA HFOF R O &EoME % HigE LT
FEh & Nz [17.1.1 2]

8. HELEAKIEE

(H38)

8.1 AAIE T IA Uyt Bd AT AHAI1CIE. &
FHXNTE ORI LTI GC L ) BIREOEE A
BIRDEBT D) A Dd b e Ex o3y s e
W2y ANEIROBAESTAER (R~ ar o RES T L, 7
O F WV, S50 E, BRI, B, MEOEIK. B
Grav, Mod. $5L. FUIEREESE) ARRO o N-gE 121,
R B EMNCEE T 2 L) TREST L2 L, T2, ff
GG 547 e d 3 HENIE AR T CHEYIZ.OER
E=y ) 7 aFERL. BRESR LD 2AMITER X
X Z DOFREEDOIVEZ E IR L . ANEIROBEDOZEH
SR L CHaIcBIE L. BE SRR S A 1
WISz H) 2o B, TIF5arZ2EHEEKS L
2B OIIE D S O S8 1L 19~53 H &b TR W7
. AR OFEGBIERTICT I Ay oG ek LR
FHIHLCH, Lo e EmT S L. [10.2 2]

8.2 BEITZ 7 A )V A &G B BT & ge% (HBs bt
JEF& . A HBc $ufk 1% HBs Pk ) 12BWw T, C
R R T A OV A% P G-BltG k. CRUFRw A v
AEMPET 35 —H BEIFF&EY A )V A OFEEAL A H S
ENTVBEDT, AFFG125E7 T, BEFH Y AV A
RO F A TERT A L, [9.1.1 28]

8.3 BIEDRH S5bLINALZ ENHLHDT, BeHHidin+ o
BECHSEET L2 L, [11.1.1 8]



8.4 C BUTAEEEYLY 4V A2 P 5BEH%. TV T 7 1)
YRy 0 L AOHE, KIIPEIZX ) £ R EORE
SRIGIEHRBE O EA WL 7o ZIERDHE SN TED
RFNZ X BPLT A IV AEBEIE, T O HZED &
TE DB R DR S %0 FHZTINT 7Y >, F 7
0 2 AEEOFFECRES IS GRS O 5\ SEH 0B TR
BB A LTV BE IR 2 BGT 254 101E,
HI LT 25849 % & & b 12, PT-INR R I S8y s |
MO E =% V) > 7 ZHERNAT ) % EEEOREE 4
[ 7

*(YNEY > EDBHADIES)

8.5 Fr G- BMARIICANEZ OV v B2 12¢/dL ML TH D 2 &
EWET LI L, BAllIBHEDONDLIEDHLDT, NE
ruvrerEMNICIET 3% EHE Y T5I12T) 2
o [11.1.3%M1]

9. RENEREH I 2BREZICHTEE
A ABHE - BEBEOH 8%

9.1.1 BEIFRI A I ABEDEER IFBFERLE
B BIUF257 A )V A &L o g S BRIy (HBs PR
Pk, 72 HBc Pk i HBs Pufkbith) (CA H 259 5%
%1%, HBV DNA #4%0O BRIF AT A VAT —H —D
T YT RAT) R E BRI AV AOFENE LD
BERPEROIEBINIEE T A 2 &, CRIFREHERMHTY A
VA A5 BMER. CRIFR YA VARDPKT T4 —F
BEIF%7 A )V A DFIHEHAL S SN T W5, [8.2 5]

9.2 BipEEERE

9.2.1 EEDEBHEEREE (eGFR < 30mL/4/1.73m?) X%
BINEVEETIEFRLDEE
B LawZ e, [2.2, 16.6.1 2]

9.4 £JEREEH T 2

*(UNEY > EDBHADIES)

R L TV Z & 2T 5720, GEHIRIZET B,
TR 2 EiT A 2 Lo [9.5.1 0]

9.5 1Fi7

*(UNED > EDQBADIEE)

9.5.1 M IR L CW A WO H 5 Likiix, #5 L
BTl RAEGEHIEG T 2 NE ) v OB ER T
ZME R OHE - JR B BICAE R 25780 5T\ b, [9.4 2]

H(UNEVUEGRALEVGE)

9.5.2 IR L T AW REE 0 & o ettt iR L
DOFFEPEREE L2 LTSN HEICOAEST
52l VKRATENVOEYFEE: (v FROTHF). K
OV ZE VOB FEE (%7 A, T v bR F)
WCBWTHE - IBIRBEEICHT 2B RSN Tuin, 12

9.6 BILE

*(YNEY > EDBHADIEE)

9.6.1 THEMWIFSELZ &, BWER (52 ) T, UN

Y YOI ANOBITVREO LN T W5,
*(UNEVY > EHALBVIGEA)

9.6.2 BB LOBFEMEN CHFLRBOH IS E EE L
O NT R IE 2 E 5 2 & BER (v b) T,
VERATENOFEERHEY TH D GS-331007 DFLiTH~
OBATHHEDSNTBY ., Ny ZE VoI h~DR
TFHBEOLNTVE, 39

9.7 I\R%

INBEE R R E L7 EREBRITER L T,

©

9.8 SieE
BHEONREZBE L 2P OHEEISRG 5 Lo —ikIZE
HEREMET LCB Y . BHEREREIHEZ - Twah 2 L

10

BEL HLND,
. tHHEEA

VERATENRPNID ST A NVIE N TV AR—F — (P

[16.7.1, 16.7.2 2]
10.1 AR HALEWVWIE)

Mg E (P-gp). FLEMMEEE (BCRP)) OHEETH b,

HeH 45 BRAEIR - B E A | B - falRET
V77 LY VRATEN KRRV S O FH D
(77vv) 5 A ) D IIHE A | P-gp K O CYP @

(2.3, 16.7.2 ZH]

NN Y
(F7 V=)
/2 S N N
(FLETF V)
T/ N)VEF — )
(72 /73—=))
[2.3, 16.7.2 4]

10

A4 374+ bF
yvry (k¥ b
Ya—r R ) —
) EA A

[2.3 &H1]

N L AH DR AR
Wabthnd b,

FEAERIZLD,
VARATENRD
NINT A IO
I R R MR
TLBENDD D,

2 HAEE BHRICEERT L)
A5 FEARETR - HE ik | Wy - feRR T
il NOVRE AN OMEEFR | V8 E A E LD

KERILT VI =
PANNV/N L X AsaZaE S
DAVEN-

BENMET L, N8y
A BNV DORNEDETT B
BENDD 5,

e 2R HSUA
T 7EFY
[16.7.2 ]

NIV E AL O I
BENET L, NNy
A E VDR EDETT S
BENDD Do RH&PE
S 54E1E, He 5%
FEPUH & ARHF & FRE ISP
GO RFN PG L 12 15
MoMEzdH 5+
Z):.gio

Ja bRy T
K
FRAT T — )V
[16.7.2 z1R]

NRIVISE A E )LD I
BEMET L. Nuosy
AN DRRAIFT T 5
BENDDH L. KH &G
T 2881k, AR o
BG%, 7a bRy
T HHEH] % 4 5[5 o [H R
EHITTHRAT T =)
s & LT 20mg % ¥%
59452 &,

R E N pH
DO LEFIZE VKT
j—éo EF%V‘]DH*Z
A S 2 8] &
DRI XL v
87 A LD IEE
R E AR 9
Z)O

TIryuas
[8.1 ]

BTIREDOAIEMRA D & b
NBEBZENHED Y.
OWWREIZBNT YR A
TENVERBAE T I L
yuryoptfiicL e
BlhMEENTHWDL T L
o, AT IS0
Y ORI BEZ IR 1) o
Ak, 72720, b
FETAFET I A0
YRS AR, R
AR O WD FEBE 120
BT EEL, B
WSRO SN A I
YRR EIT) S .
F 7z, BEWTH] & P G-H
DEE, G OER, E
EONEEEZHT LB
T, 7345 uroff
I &0 IRIRE O AER
DIEBLY) A 7 HHEHNT B

BEZNWDDH %o

WFEATH 5,




R

RIRAEIR - $5 i85

¥ - a7

TIEY Y
[16.7.2 ZHH]

VXY DI E
WEATLBZNLDNH
Lo KA LPHT 254
3. YIoF Y ootk
FEOE=5) YT %
e EEEIEG T L,

NIVIRF AN D
& T D P-gp D
FEEHIZ LD,
TIFL oMK
RO A B N9
;Q)O

V7 77T
[16.7.2 ZHd]

VRATEN R DN)VIN
5 A ) D IIHE R EEAS
KT L. REORIE DR
I ABZINDD D,

V7P TF D
P-gp LU CYP &%
BERICEY, Vv
RAT YN RO
WISE A LD
SRR DM T 3
LBEND DD,

I77EL Y
[16.7.2 18]

NOVIRE AU DI T
WESET L. RAOX)
EWWEST HBENDD
Z)O

IT77EL YYD
P-gp LU CYP &%
EERIZLY, N
VIRE A VDL
BRI MR 5
LBENND D,

F/)REN VT
a¥ 7 < IVER
WA EH 55
[16.7.2 7]

T/ REN Yy TaF
IVTRIVIEE R EET
% 8FE| & RH] & OB
X, 7/ RKENVDIMEE
HIEEN R 5,

{EHIBE R IR T
HHN, T/RE
I A s I S
VT OVERIE Y EE
H &7 b P-gp K
O"BCRP 12X 5 %
NIV A ) D
MR AR 59
LHeEZHND,

OANAY F >
[16.7.2 2]

O ANA Y F ¥ DI h
WS B L. MU Rl
RIEE &L I F /37—
BRI AP EL G5B
ENDH Do

NIVINT AV D
BCRP . UF OATP
HEEHIZLD,
T AINAYF D
IMLEE IR EE A3
95,

T RIVINAE F
[16.7.2 k]

7 MVINA Y F v DI
s s B L BB
ARIE % &t 3 /8 F —
DFEB) A7 DEL b
BENWHEDH D,

NIST A LD
P-gp. BCRP K O¥
OATP [H = 15 H
XD, 7R
A7 F v OIisEh
IEFEAENNT 5.

FYI T

RFAF) & PR S 5 AR,
FYA T oM
EAMATABENYD
5 OC, ISR 2B
LA O A% 5,
IR0 & I 45 B O IRFE %
TaicBlgET s L,

NIVIRFT ANV D
P-gp BH & /E H 12
I, yeh LT
> O IMEE AR EE DS
Bind s,

1. BER

ROBWERD S B D Z DD DD T, g% 51247
WV REDRRO SN EIIIRG 2 kT 5 % S

WEEITH T &,
1.1 EX&EIEA
(H58)

1.1 BlE FEAR)
I ) 1 180mmHg Bh b 3 AE $E5R ] 1 110mmHg L
FIZEs 7B HE SN TS, [8.3 2]

11.1.2 RMEEE FEARH)
PR ZE, B A ORXIMAEREE DD b b 2 LB 5.

*(UNEY > EQOBRADIZE)

11.1.3 &1l (21.7%)

[8.5 2]

11.2 ZOOEIEAR
* (JINED > EDBHRADIEE)

TE 5% i 5% LI E 10% i | A
J& G [UREERS

1S g

Mo R
Mg L, DN%

WEAH | 5% ki | 5% DLk 10% il | BEA]
BR | %0 i, 55 U PP A
ZoM_|ER

*(UNEUZ EHALEVER)
wEAH 5% il BT
= SET
[ R
T ES U PR

13. BERS
NS Y AR MHEE & OFE A RATE 72O M BT
12X D BRETE BRIV, TEERIME PO Y k27
UL o EERBYTH S GS-331007 &, MEHENIZ LY
53% DkrFEENDL (VARATE L 400me =5 L72HE.
4 BRI O M ENT I & 0 P 5= T 18%) . 9 [16.3,
16.4. 16.6.1 &]

14. BAEDIE

141 EFHZAFFOEER
PTP WZEDHANE PTP ¥ — M5 L TARM$ % &
AFES B L, PTP V— FOEAIC LY, TECEAER
HEEREEARIA L, 21329l E B 2 L CHERRR 45
EELEIHEEZHEST L2 LD 5,

16. ZE)AE

16.1 IMeRiEE

16.1.1 EEERAIC S (T 2 B8
H A A ERE A BB 20 B1 . AR % BRI S Lz 20
VARATE N, GS-331007 L OV F A ¥ )L DOFEYEHRE/ ST X —
ZEF IR BARAOEMEREL, SHEA EFEML TV, 7

F1 HAR MR ARERE 1A & RIS L7 & S OMEIE ST A — 5

GEHIREE)

VRATE L GS-331007 NVISE AV

(18 1) (18 fi) (18 51)

Crnax 1266.4 840.2 766.0

(ng/mL)? (31.1) (17.7) (28.8)

tmax 2.50 4.00 5.00
(h)® (1.50, 3.00) (3.00, 5.00) (3.00, 5.00)

AUCtau 2335.7 10206.5 6501.7

(ng - h/mL)* (28.3) (17.7) (41.5)

tue 0.52 31.70 18.06
(h)® (0.46, 0.63) (30.05, 32.97) | (16.85, 19.20)

) AFH) L voxilaprevir (EINARARE) O b HPS-
a: FIE (ZERE %) . b gLl (HEF)
16.1.2 HCV BERERE (CH T 2EMENRE
C TUIEACE P BT 18 25 9 B % (Child-Pugh 4738 B X 1& C) 1281
5 BHE RIS B REARAT Tl ERIREEIC BT S AUCe2 KT Crnax
DOV (ZEEE) X, VERZATEL (196]) TERER
3474ng - h/mL (33.0%). 1082ng/mL (38.9%). GS-331007 (102
) TEFNZI13947ng - h/mL (24.5%). 971ng/mL (31.4%) .
NS E AL (10241) TZ 124 3013ng - h/mL (75.6%) .
193ng/mL (90.5%) T& -7z,
C BV PERT 98 B OF C BUARAE P IF 5 A b B L2 B8 U % FEAE A 3E )
BREMRAT ClE, ERIREEIZB T D AUCoe21 S U8 Craxe DFIGHE (4
R 3. VARATEL (88Hl) TEAE N 2028ng - h/mL
(43.3%).802ng/mL (50.6%).GS-331007 (117 f5l) CTZh it 13702
ng-h/mL (23.3%). 850ng/mL (26.4%). ~\)L23% ZE)V (117 %)
TZNZ1 4873ng-h/mL (55.8%). 473ng/mL (67.9%) TH -7
WFNOEMIZBWTEH, VEARATE I, GS-331007 L NNV 8%
ANV OIEYBEE T D4R, PERL. BML AUE A 04
MAXHIEIROEBIRO SN o7z Y
16.2 RYR
16.2.1 BEDEE
A1 BB ER S 30 BN AH) & 22 J OV E F 12 B R
%G L &0, VARATEN, GS-331007 L)L/ 88 A
NOIEYEFERT A — ¥ ZE21TRT,



2 HVE NSRS | AH) & 22 R R N R R B S L e
& DML NT X =5

VRAT UL GS-331007 NLISE A
ZER | AR | R | RfR | ZEN | AR
Bopl) | BB | (061 | (3041 | (301 | (3061

Coax 16285 14025 1020.7 622.2 %62.1 5439
(ng/mLf | (447) (503) (315) (36) (446) %9

tax 0.50 200 200 400 300 400
(0P| (050, 1.00) | (100, 300) | (2.00, 3.00) | (3.0, 5.00) | (2.00, 3.00) | (3.00, 4.00)

AUCeas 16125 2784 131029 13,3229 4137 5062.2
(ngh/mLf|  (385) (268) (19.) (165) 476) (434)

2 041 058 7% 0.2 17.08 1662
(0| 036, 045) | (047, 0.80) | (25,53, 29.82) | (2854, 32.65)| (14.64, 18.63)| (1510, 17.72)

RN (R 800kcal. %9 50% REN) FHILRE O 5

a: P (EEIRE %), b houiE (FERH)

16.3 2%

VARATE LD bILEEEE ST 61~65%. GS-
331007 D& MR EFEEHIL3.1~7.2% ThH o7z ¥
N)UNF Ao e BRI A%IE 99.5% & LAl -
720 9 [13. 2]

16.4 X3

ARHNODENESF T BN I8Y AV IVIL, BOKS %, ©
DRI REAEE LTI EET 5. ) —HOKE
BRS T DLV RATE NV, R s A #Y <
BHHY) V=) YRR (GS-461203) ICA SN DL X
LAF F7a Iy 7 Thl, b bolihh s GS-461203
B ENR TV ARV, VERATE VL, RO%SH, &
RPH Z 2T KRE IR EEABHY (GS-
331007) & LTl cHFEET 5. [13. =]

16.5 ittt

UC IR R A7)V 400mg & R S 1 Bl B |2 L
REOFEG- L7z &, VARATEIEHESL IS, X
7 LAY NFEARTH B GS-331007 & L CTEIZRPIZHE
ﬁéh\R¢‘§¢&Uﬁm¢g%ﬂ%ﬂ&%‘u%&
O 2.5%HEit s 7z, 1V BEADT— %)

UC IR ALY 2 VOV 100mg % flBE R A T3 MR B |2
RO G Lz e &, R RORPICZENZN94% RO
0. 4% HEfE S, FEP I E F IR UR THER S vz 2 ()
EADT—%)

16.6 HENEREH T 2EE

16.6.1 BHEEREZS2H § 2 HBREICH (T 2EYHRE

HCV B % b 2 WE RS REIR S 2 3 2 BRE 12V kX
7BV 400mg % HNRE PG L7z & & B RRRE IR R
(eGFR > 80mL/47/1.73m?) ZH L T, & (eGFR =
50 72> = 80mL/43/1.73m?) . & (eGFR = 30 720 <
50mL/43/1.73m?) XIZHE (eGFR < 30mL/43/1.73m?)
BHEREAA T A2HBETIE. VERATELD
AUCo-inf 1 Z 21 61%. 107%. 171% & < . GS-331007
@ AUCo-inf 1ZZILZAL 55%. 88%. 451% Hh o720 72,
M BN % B3 5 KB A EOWE CTld. BHEIEEH
BRZH LTy VARATEND AUCoins &, BHT 1 T
15T 28%- @A 1 KE #245% 5T 60% B 722 72 DIk L.
GS-331007 @ AUCo-inf 1 3EHT 1 FEF TR 5-C 1280%. &
M1 B 4% 5T 2070% B2 R L 72 RIAB AR 40
Wb Tld GS-331007 DFEF L MEEN S LEETH D |
4 B O MEEAT T 52 D) 18% @ GS-331007 A3 2:
Ehiz ¥ GHEADT—%)

HCV e b 2 W EEE AR ?%%ﬁ?éW%%[av
T7F=v - 21) 75 A (CLer) < 30mL/43] 12, Lo
7xzwm%g%ﬁ@ﬁﬂ&%btté@«»n&xtw
DY FEEIL, EHRAEIEF S (Cler = 90mL/5) |
L., BRMICEELRZIIRO SN0 572 (AUCoint ﬂ‘(‘J
50% ¥Ehm . ¥ MHEADT—%) [2.2, 13. ]

1&&2%%%%%%??6&%%E5H6¥%§%
AR UL T AR BERE & (Child-Pugh 737 %6 B X 1% C)
%ﬁﬁ%}mvmer%% JL vk A7 E L 400mg
THMES Lz &, FREBIEEEBRE L, vk

AT N D AUCox (& ZF N Z 9 126%., 143% & <. GS-
331007 @ AUCo2 1ZF N2 18%. 9% miro 720 W (4}
EADT—%)
HCV &g % b 72 v i 87 B 3L JEIF R RERE = 2 A 5
% Wi %% (Child-Pugh 73 %8 B X ;t C) TR L. s
F A 100mg & Bl G- L7z &, XU /3F 28 LD
AUCif IZ PR BEIE B BRE IS L L, 55 B T i s 55 4
BRE T 17% 1 < E IR RE R E PR E T 13% w0
720 O MHEADT— %)

16.7 EMHEEIERA

16.7.1 In vitro RBRELIE
VERATENVFT RN IRT A VI EHIZ T v AR—
% —Td % P-gp MU' BCRP D#ETH %o In vitro TN
VR E A ¥ )iE CYP2B6. CYP2C8 M U8 CYP3A4 12 & D
9V RCE % 5217 Ao P-gp M U° BCRP O HEH] & B2
LD VRATENLPINLINY AL DRENTORIL)S
ﬁmb‘wﬁ P-gp K U BCRP #F3#EH#]. if O & 3

58 7) 7 CYP2B6. CYP2C8 X i CYP3A4 O iFEHA] & @

ﬁm_ibﬁéﬁéTbﬁ#%éoé%_\AWAyxk
)V 1% P-gp. BCRP. OATPIBI1 } U8 OATPIB3 124 9 %
HEEHZHT L7720, INEDOIEE L 7% 535 & b
WZE ). ZENSIEFOIGENTOWRI NS & 2 jEME
BH 5o
VERATEN PN )Y ZE)iE CYP ik UGT1AL
R U CBLEMER R OB 2 A S 720 09 [10. 2]

16.7.2 ERREMHEEFRARER
HEYMEAEHRBROMEE U T ORI VOB T K
4 1711920220262 1 2 7R5= (R A O 7 — ) [2.3,10. 2 2]

F#3 VARATEN, GS-331007 KOV 85 AU )L OSEYEYEELZ )

OO B
- Ry

N HEfiED | VEL o | SOF 0 SOF%; ;}@5@3%1/0? ; 753 57\ EL 0

Wi RSE ) EOR RO e e o
(mg) | (mg) | (mg) - A o

IVETITE | L ‘
veaesas| oo F g5, 119)| s, 10| M
bexabyys| 0 | | [ T8 [ 1% | 16
¢v-7/xe| [ inm e (L07, 118)| (130, 140) | (138, 152
V yyFaEy | 6 | 1e | iy
VTV 1093, 119)| (107, 1.34)] (122, 154)

PES 0@ | on
breweza oo SOF) 054 070|066, 080)|
bvsey 7| S0 | w0 | [T W [ s | 1B
sxey 7| DL B (099, 108)| (108, 118) | (1.06, 119
[sEVY vAcd Y VEL 0.76 0.84 101
it (065, 089)]0.72, 0.99)| 087, 118)
Sy 2 | 1z ‘
ISR I, OF g 1) a1 13| NA
abyvzey- SO o [ | [T [ e | e
7w | U LniE e (L2, 129|027, 1) | (137, 149
FuEYNTT wl 1B | e |
VB (141, 17D |(2.23, 2.64) | (3.57, 4.50)
TCFEL b 0% | o7 ‘
FONRLY SOF 049, 07068, 0790 ™A
1 “/‘5’8‘\/ . f/ 20030 100 400 | s 1.01 115 115
wen yy7a) 20 Nigimliaie 098, 1.05)| (109, 1.20)| (107, 1.29)
FYLTTNE ] 0 [ e | e
% (059, 083)] (089, 117)| (143, 1.89)
o 1 | 16

ZiZﬁg;g 1 SOF g7 19| 0o, 19|
ez | o | | [T 0% | 1B | 1w
sy BVA0 | LA TH L (091, 0.98)] (L0, 106)| (L04, 113)
| TB1E | 0 [ ow | ow
087, 1.08)| 0.8, 110)| 087, 1.07)

- 18 | 0w J
S O 1, 160 |03, 11| VA
S v 000 1 | | [T 0% | 0% |t
sy TELE 11| 1E 1 (080, 099)| (0.8, 0.96)| (095, 1.07)
o 0B | 0o | 0B
TR VEL (043, 06| 09, 050|036, 052




%D | VEL® | SOF 0 SOF, G5 ST VEL O WO | VEL® |SOF SOF, GS-S51007 1 VEL
WEE | BYE | 8E | R9E | o e WEE | R5E | B9E|B5E | I
* Pl B g/ R 0% R I e ol e M B0 Y
e | e Cwe | AIC | Cw ¢ ¢ e Cme | AUC | Cw
- 19 | 16 “ Twm | w | ™ | 17 ‘
SRS, O g5, 129 | 0, 129] ™ PRV tmom | g 2 160 |03, 28]
COVEED s | 10 | aw 0% | 100 | 12 0B | 0B
rer 2 ma || | ® | ow, 1|0, 10|00, 110 B R S (X ]
o v 0% | 0w | 1w 00 s (VT B [ 0w |
(0.5, 110)| 088, 111|091, 115) Sy | 1018 (114, 130|088, 109
08 | 0% W 0» | 08 .
O 0g0, 099|085, 009 ¥ i | 7P omom|os 0| M
U - I R o | 0® | 0w W] s | 1% ‘
F777ev | am fa|am| 2 % o 10| 0w 1| e, o R 2AVEL) 5199 |0, 1| A
T 0% | oa | 0 0% | 1 )
VEL (036, 100 084, 0.99)| 052, 090 i o | [ | [ los 1w {no 1e) M
INETFIIE o 13 | W [ = | ST s [ [
vl o w140 |0 1) ¥ 0%, 08|08, 12| M
D B L B TR S B I B N B SOF : VAR A7 ¥, GS:GS-331007, VEL : ~L/¥8 AL,
ev-7sx¢| DV lmmfiie (15, 139|143, 159|152, 165 NA D 8% Ly — : s
J: TI71F3 VEL 130 1.50 1.60 a o SEWA AR AR S B A R & L CHE S
i (107, 145) (1.3, 1.66) | (L4, 1.78) )
052 352 F A4 PFAEOEWEEEITITT VAR TE L, NV8Y A LR
: . B a
gy | W[ | o omlos om| M AR
7| 102 kil | L0 0.9 0 e
097, 110 |09, 109| ¥ WEED  |VELO |SOFO) K9 A=5
TR WA | RGR | ROE|RSE|ME|  SOF VELTGAMESH
P w oWy, SO 055, 07m) 05, 0gn| VA mg) | (mg) | (mg) (00 TR
|0 el o o T - G | AUC | Cw
(108, 1.27)| (0.9, 112) IM%WD 0 |0 | 0w
25 | 4% ogr 090
e, T | } (0.6, 100)| (087, 099)| 091, 104
e 600 i 060 | Lo4 IVETTIE| VAT n 12 17
vy | € 6 NA v n : B |1
’ Ll (033, 0.69)| (0, 120 paevasy) 1 (L06, LID)| (117, 129)| (154, 190
W |l 1% | 28 | e I | w |,
] (122, 200|151, 271) S, 1“2)067“ 181H|1A1H | | 106
0w | 13 : , 7109 )
5 400 SOF (065 1.43) (0.81_ 1'57) N~\ ;\\;‘/}[/7,\,)1/& IE“E[ (09/ 108) (098 104) (101 l.H
5701 AA . - 16 : bt FIREN Y70 7)RE N
& L Rl P T TN I,
(0.83, 1.14)| (087, 113) 7 3070) - 13 1% 165
o (083.5? A 72.33 ol i (15, 147)| (129, 142 | 139, 15D
04 o8 | 0w FLTE a0 0w | 0w | 0w
Al 6 |cs| & | O NA 10 1M (086, 0%)| 087, 099 | 079, 0.%)
AL (078, 0.89)| 01 0.99) :
RS JhEw -
vip|, 080 | 08L gy FLEL-) 10 7 | L2 L
100 | 400 (0.70, 0.91) | (0.71, 0.9 ' . (097, 117) | (105, 1.19)| (102, 115)
TTEFVY i | o % MFEW + T4 1H1M
SoF|, | NA MIvsEy[ Zavaey | 10 | 4w
. (048, 087|073, 089 e 9| 105 | W06 | 1u
T 7/REN J) 0 LHIERLE) G 0 g o 10s) | 098, 109
KHG 60 | GS L2 L0t | NA y7ukyn7 1H1M T R
o (113, 18)| (0L, 108)| -
12 576 : 0'87' : 0‘ 85' WMBE 7400 Vy7u 7)HEN
] : : FUNTVESE
VEL (056, Loo |07, 09n| ™ o ™ 5 | 13 | 1@
o 06 | om | o e (145, 166)| (133, 144) | (15, 159)
D w | (055, 0.7 060, 089 T
1B1E | o | 8 | 1w ‘ 300 | o | 1
Kl Igﬁ* I;ﬁ* 016010 19| 0 15| ™ e (L0, 119)| (110, 130 | (120, 161)
R 0B | 06 v
; L JhFer
VEl om0, 09| 052, 0] ™ rreren| O | 0 | o | 12 |
TR | srenez) 082, 097)| (089, 105) | (L5, 144
0 SOF) 047, 060 0.9, 065) N ALY mwy:z‘y m ||,
T ml(gﬂt 0 TR 7ey y| T e e | o | 10
i Iﬁ* Iiu* 0165 18 139 00w, 100] M ‘;;;;‘/W . (096, 106)| (099, 104) | (102, 110
12 W5 , 043 045 ‘ N N o i Py
vi|, ! 0 NA
03, 05|07, 055) S
TR ‘ W 15 | | 18
2 | SOF| 68 1.09) (094, 129 NA LA 1 (143, 168) | (124, 1.36) (131, 1.49)
AT ilﬁghl“ fg | &\ 0| G5 (0839?02) (09(6)'9?03> A oy 0 | 10 L
| | e 8, 10|09, 1 204
QBT 052 062 1AM (0.92, 1.02)| (0.93, 1.06) | (0.9, 1.30)
Vo os| 051 0] ™ TN
TS weren- | 0% | oo | 1o
, | o 0o lost 1| M s 08, 107 | 089, 10| 095, 120
g | W] A 9| 0w P ey | | A0y,
s | 8| 36| 5T AT 7w 7| T )1 | o | 0w
v | | R i (0%, 112)| 034, 106)| 091, 104
i vEL|, Y g NA L0V L I
(038, 0.78)| 0.3, 0.6 FIHEN 9970 EyrO
ST
0 SOF 53'78 870 72'9} w W v W " 12 | 1z | 1B
L | 0| T T (127, 157) | (L4, 13D | 120, 137)
\ ffh | A% |4 [GS . i NA
ﬁlgz Wi | <0Agg. 4;0/) (0.93,4;.03)
VEL 034, 0sn| 07, 060 ™




BERIEE DS HRE 17. ERERRCIE
RO VEL® | SOF O KA 17.1 HRMRVRLMICET 5HB
it G 5 | e | Bl SWF%%%%M 17.1.1 ENRBREE (2 3 4858)
' 00 (R 1 s
o | o)) e T o C RIUBFARFHER Y 4 VA% (DAA) 1 & 2 HHEL A
IANVIEY L6 1% L0 T2V 5471320 CHEUBHERT 430 C BIARE
\ A0 (104, 112) | 103, 107)| 097, 109 PERFRZEEEZRRE LT, REL ) NEY YIHROA
fizﬁtg »/TIE‘EWHE[~/7°U i RO ERE T 52 L2 BN E L7258 3HER
2% Y haan R (MR A LI E M TR L GRER) =9t L 72 (12
FORE] FVVT7OMEE | 100 | 400 2 L6 140 0 i ! !
v yy7ax 3 LHIELRLE o™ o 13s 145) | (061 179 MO 24 HIT) o EEFHEEHE & L7z, 58T
L 5 12 BMH0 HCV RNA RAVER THUIKNT S 5 Hibk
! 18 | 0w | 0w #OHE (SVRIZHE) 120WCT, KALOY NE) 20
1828 0.74, 149|073, 1.28) | (0.42, 149) 24 PGB0 REIIE 1 OLBY) CThotzy B
eV 08 | 0% | 0w %1 2RO 51T 2 SVRIZH (GS-US-342-3921 SUERIC
ISOIOIEI (0.74, 0.89)| (0.80, 0.91) |(0.85, 0.9) B AKFIR O SEY >0 24 SEEIPE SR
2TV % SVRI2 %
A I W | 40 T PN =tk 96.7% (58/60 1)
Y7 IR 15 | (098, 118)| (100, 114) | 0.7, 1) —— ) D
LT 1018 [1H1E|1H1E " 65 Ak 96.8% (30/31
w7ﬁz§/w i 7 Eyroy il 65 f LI 96.6% (28/29 1)
TR o 7ol | oo HCV Y x / 4 V) HA71 97.9% (47/48 i)
) : : ° ) ° 0,
1%@ (153, 200) | (168, 1.94) | (2.00, 249) 17 /Léif72 ﬁggiggggi
e T A & 070
ThR I, 0% | 0w | 106 [ B 100.0% (21/21 1)
20 ‘ ; ' =
090, 100)| 097, 102) | 0.9, L1 NSSA BLTA NS3AA | oo o o a0
1H1H S > — G 4%
Sekh ””ikﬂ’ 0% ggg;fé;P%EEngg
Y VR ‘ 0 | 0% . M +NS 100.0% (8/8 1)
voiomen| P 0 q% 2 | (058, 099)| (090, 100 | 0.0, 103 A1) A T —IHER 0
gy7ueyy | LA |LH1E IHIA — DAA g |NSOB AU A5~ E AT 100.0% ©/8 5D
A 7'/:‘]?7511/ Y /7}1 7/ FE) (R IEE NS5A FLEH] +NS3/4A
Ctates | W | 7077 —CHEA +NS5B | 100.0% (5/5 1)
o 13, 15| (134 146)| 0176, 190 K1) A5 — LA
NS5B 1 X 5 — & L&A . (/L
pvrrzen| el 2 dor oo v | 01 NS3/AA T 7T — g 0 1A
1H1E [IALE | ATE] 7| 0L L) | (0L, 113)] (098, 110 o N T a
R 087 | 0s | L8 ) A — R
080, 0508, 100 057, 120 ) IFRZOHERIE S, FEAM UL Fibroscan DR (> 12.5kPa)
1516 )
gye| T | 1 | 2m e, o
T w w103 19 06 2 RIFEFI O FE51E 35.0% (21/60 B) Tdo7zo EZHIE
Rl Y 9, L 23, 1. 0/, 2. e .
(905444 N ) R FiE. B3 60 (21.7%). BEmESH (5.0%). 2
R 1“‘2’(;6“/ e 2 e | o | e S0 Bl (3.3%) Td o7
L (097, 106) | (098, 104) | (0.7, 107 $17.1.2 EIMERRE (2 3 SR
o 7/HEN 797 C BIJEUH A ST AR L LT, U NEY YT
i T P I B B RADH IR LAt A HETT 5 2
1H1M L YA HE L L8 3AHERREER (0 A L3R M AT e R
W | 02 08 NA MiEER) 2N L7 (12 8% 5) . FEFHlEE & L
spuzgyy | W L HE mummm;m 72 SVRIZ oW T AH] 12 BRI SHEOR I 2 0
' L _ | dw L6 | 09 : o o
wi | P oy u9|os | ™ LBhTholn |
VAR > S e 0B L NA F2 SRR ORI 51T 5 SVRIZ # (GS-US-342-4019 BRIz
778 ] | (059, 0.90)| (0.84, 1.40) : B2 AKH] 12 S L)
s 025 1% | 13 ‘ T VR =
p 2 - 2 NA
S | 0 (171, 208)| (113, 160 = 2% (T
\ %9 | w0 | 0w — i .
R- Ay ! Y " 65 Ak 86.4% (19/22 19
T e C |, (0519|0812 <o./é,9}.14> e o T T
S A¥EY H H 20 }?mmwfm Y/ 5471 | 95.1% (39/41 fl)
0 Q@;mmﬁwl %@ HCV Yz 547 Vx/ 5472 | 88.9% (8/9H1)
IWVIVF AR ] " | P s 100|052 099 058, 19 Y/ 5473 0% (0/1 1)
SRS 0 | 16 | 10 . A [5-6] 100.0% (1/1 f1)
N ) 5oy, ' 1) # 5Bkl > Child-Pugh B [7-9] 95.0% (38/40 )
IV AF A=} 1016|0812 | 052, 120 | 089, 18 o Lo 0% :
018002150250/ | 100 '1M0%>me%m C [10-12] ;ﬁ&&g%
a 2FNIANSY [101E 078, 119)| 073, 115)| 033, 1. T L %
AR e S| A0 el L8 LB ) LB DAA RFROREED 1 R 87.5% (21/24 i)
0025 1A1E| |09, 14) | 098, 145)| (1.0, 15D  ChidPogh S . BERERE L7 b0y €Y HMEER
e N P R N (%) % v CH L7z,
z#2paAk 1AL (L17, 160 087, 120)| (045, 108 b A s amy (W) BEL YA
T ~ o] 5 |iog 139 08t 129|001 FIE O 565613 17.6% (9/51 1) Tdo o 720 LR EINE
TIVARSF 10 [ a0 [ 188 N FE 5E 260 (3.9%) KU 16 (2.0%) THhoiz,
v Gl LA LATE] ™ | (149, 189) | (145, 164) £17.1.3 EINSERRKE (5 34858)
FIRIFY ;% ﬁ% - wuﬁ%w@?w NA FiBH L NSBA HLEH], NS3/4A 71 5 7 — ¥ HEH
10 W ECEEET] L CIXNS5B Y # 5 — CIERORHERE (124 —
PRI | B es om0 20| ™ 7 =0 Y PEH NS3/4A 705 7 — CHEHC & 2GS

SOF : VARATE )N, VEL: N )/3% 2 )L, NA
- G
a o BYARE BRI RS 2 R & L CHENE

CENn L.

13 NS3/4A 717 7 — ¥ HERNC X 2 AiiEHE & LT
Db i) O CRMARMEIEFMEEE 2R e LT,



FHEOBERER O EENEEBE T L2 HIE L7283
HERRER GEEMRER) 946 L7 (12 8M#5%S). &
BEEAIEH & L7z SVRI2 Z=RICOWT, AH 12 H 55
DMERIZEIDEBY Thotz, @

%3 RO EEIZ BT 5 SVRIZ2 H (GS-US-342-5531 #tER 12
BU D ARH) 12 B 5-#)

x5 SVRI2 5
BN 100.0% (37/37 #
65 A 100.0% (16/16 51
65 m Ll k. 100.0% (21/21
T/ F 471 100.0% (23/23 )
T FA 72 [100.0% (14/14 1)
3 100.0% (29/29 f
Hh e 100.0% (8/8 f1)

Ay

HCVY =z /947

)
)
)
)
)
)

DAA DAL o ih R EE O

a:IFN&HL I A~
BIER O3S EFIE 10.8% (4/37 B1) T - 7ze ELREIE
MiE, B 26 (5.4%) THh-7z,

17.3 Z DAt

17.3.1 LERICHT 28
AV LR B i A B 59 B & 3 512V AR A 7 BV 400mg
T U 1200mg M4 550 12 X ) DERICK§ 5 8% 5
filiL7z& &, QTc WO RIZR I N h o7z FFEA
TREHE R BB 48 1 % 0H 512~V 85 A E)L 500mg HilAl
BeGHE Iz L ) LB T 2B AFM L2 & &, QTc
MO REIIR SN o fz, 08
1) AR OGBS NIz HERCHREX, [V v e
BERICBWC, lE. BACIE TH IR 18 (VARRAT
YLk LT 400mg K USR8y A¥ )Lk LT 100mg) %
24 AR 53 5o ) RO [HH . BACIE, T H 1A
188 (VARATENELT400mg KRV I87 ZAE )L &
LC100mg) # 12 HM&EOHS T %.] TH 5,

18. g

18.1 1EE#E
VARATE NV, A CEER#E cH Lo ) D v =
Y UERFNCARENLEX 2 LA F RTU NIy 7 THD,
WEYEAB IE, CRIF% Y A V2 (HCV) OBHLZMHE
T % HCV & 7 > 787 B 5B (NS5B) RNA K71
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V547 1a (6740, 1b (2941), 2 (1541) %" 3a (106
B B STEERR IS 0 NSEB SIS &4 L 7Y 3 ALt
TAHYRATEND ECoo il (HIHiE) (£, 221 0.062,
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Bi) B R AR Sk 0 NSSA SIS A L 7)) a Vi
K BHNNVINY A IO ECso fil (FgefE) 1%, 0.002~
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ECso 1L 2.4~18. 1 fEHIM L 720 ® F 720 UL &
JER IR AL NSAB FHEFH], NS3/4A 70 7 7 — L HEH] i
NS5A FHEF OB L 72 ZRZ2 &L 7)) 3 Ul
ZBWT, VERATELOFETIIERE S,

HCV Y=/ % A 7 1la, lb, 2a. 3a. 4a. ba U 6a D L
7 3 VIR E VT, dn vitro TRV Y AT
LIEMOET 2R $E RO 2 HEt L5, NS5A
IO 24, 28, 30, 31, 32, 58, 92 S TN 93 v BY iR 14
BERPBREN, 22U EDOY 2 4 T THHOAD
N7z & L€ F28S, L31I/V J OY YO3H % 455 L
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B RESER (P7977-0915) (V 73)V7 1 §EAKERAE A
H: 2015.3.26. CTD2.7.2.2, 2.7.4.5)

6) FEPIEER: Ny A Vo MEEE A ICET S
Bk (AD-281-2001) (=72 )b — %ﬁﬂ’\fw&u 4EH
H:2019.1.8. CTD2.6.4.4)

) FEE R R A B B Y BB (GS-
US-367-1905) (=7 7 )V — Y Fe & AKEE4E H H : 2019.1.8,
CTD2.7.2.2)

8) HLPVEHL 1 HCV IEYLiE B 12 B ) 2 RE 4L SE ) Bh R fiF
#t (Ad Hoc Tables 9577.6. 9577.13) (=77 )b —+F
Pl &g A&RR4E H H 1 2019.1.8, CTD2.7.2.3)

9) AR AFORBICHT M (GS-US-342-0104)
(=727 v —HE&HEKDEHH: 219.1.8,
CTD2.7.1.2)

10) #ER D VAR T L O MEEEIEEICHET 55
B% (PC-PSI-7977-11-0001) (v /N )V 7« $EAKGR4E H
H: 2015.3.26. CTD2.6.4.4)

1) W EHR: VHRATELDOY ZANT v A
(P7977-0312) (v /3)V 7 1 §EAKER4E H H - 2015.3.26,
CTD2.7.2.1. 2.7.2.2)

12) HNGEHR : RV 8F A VDT ANT v AR
(GS-US-281-1055) (= 7 7 )b — H Bl & $e K 2 4E H
H:2019.1.8. CTD2.7.2.2)

m)ﬁwmﬂ NINY AV N OE R ERRE BT

Y B RESER (GS-US-281-1056) (=72 )L —H L
’\fv%; 4EH H ¢ 2019.1.8, CTD2.7.2.2)

14) #ER D VAR AT UL ORI E S E I BT A
B REEER (P2938-0515) (v /3N)V 7 1 §EAKERAE A
H: 2015.3.26. CTD2.7.2.2, 2.7.2.3)

15) ﬁv\]”‘ﬂ NV E A O R RERE E B E 12 B

YRR (GS-US-281-0112) (=727 )b —H L
’\fv%; 4 H H ¢ 2019.1.8, CTD2.7.2.2)

16) HWNEH : VRATELD Ty AR—F —ICHT L
B (8215026, AD-334- 2002\PC—PSI—7977—11—0006) (v
2NV T 1 GEARGRAE A H ¢ 2015.3.26, CTD2.6.4.7)

17) *#EPVER T v AR—F — U CYP450 % 4 L 7238
WAL/ M EER (GS-US-281-0115) (=72 )b — L
GEAFE4EH H - 2019.1.8, CTD2.7.2.2)

18) ¥WER RV FY A LVDNT v AKRK—F — ]
N CYP450 12 B9 ¥ % il B (AD-281-2007. AD-281-
2041) (=77 v — & HEAREEHH: 2019.1.8,
CTD2.6.4.7. 2.6.5.9)

19) #EANEE BV b a4 v AR E QIR A H B
(EVG/COBI/FTC/TDF. RTV/DRV + FTC/TDF,
RTV/ATV + FTC/TDF. LPV/RTV + FTC/TDF %
U°RAL + FTC/TDF: GS-US-342-1326) (=7 7 )L —
FELAFEKFIAEAH : 2019.1.8, CTD2.7.2.3)

20) FEPUEEL  HTL o A OV 23K & o S AH R SR
(EFV/FTC/TDF. FTC/RPV/TDF. DTG K Uf EVG/
COBI/FTC/TAF: GS-US-342-1167) (=727 v —Hid
AHEAREI4AEA H ¢ 2019.1.8, CTD2.7.2.3)

21) #EAEE : AN EE Y RN T T v O
ME A REE (GS-US-334-2130)

22) MPIEE o u AR Y ROY s u) AR E DY
M HEAEHEEE (P7977-1819) (W NV 7 1 $EAKEE4E H
H: 2015.3.26. CTD2.7.2.2)

23) MHNEE : 77 EF VU RF AT T =)k OIEYH
HAEMEER (GS-US-342-1346. GS-US-342-1709) (-
7oV —HREFREAEHH : 2019.1.8, CTD2.7.2.2)

24) FEPPEER: A R 2 & oA E RN RER (P7977-0814)
(VNOVF 1 GEARGRAEA H ¢ 2015.3.26, CTD2.7.4.5)



25)

26)

27)

28)

29)

30)

31)

32)

33)

34)

35)

36)

37)

38)

39)

40)

41)

42)

B Y 77 v VY v L oY E R RE (GS-
US-334-1344) (v 23)Vv7 1 §eKER4E A H + 2015.3.26.
CTD2.7.2.1)

MR T VNS T b OSEY T AE T R
(GS-US-342-4034) (= 7 7 v — HEL & $E K FE4EH
H:2019.1.8, CTD2.7.2.2)

FEPVE R R SR o SR AR R 3B (GS-
US-334-0146, GS-US-281-1058) (V/N)V7 1 §EKER4E
HH:2015.3.26. CTD2.7.2.1; =7 7 )V—HEAEHE
ARFEAEA H : 2019.1.8, CTD2.7.2.2)

FENEORL © EIN S 3 AHERIR AR (GS-US-342-3921) (-
TNV —H AR AH : 2019.1.8, CTD2.7.6.2.26)
FENEORL © EIN S 3 AHERIR AR (GS-US-342-4019) (—
TN —HEEFAREAH : 2019.1.8, CTD2.7.6.2.27)
HPER VR ATENVD QTe 16§ 5 58 O R
%2 5 o8 % BET L7z#bg (P7977-0613)
(VNVF 1 $EAKFR4EH H ¢ 2015.3.26, CTD2.7.2.2)
HNEE: XLy 2V V0 QTe x4 5 2K
CER A& %82 5 MEOEE G L 723t (GS-
US-281-1054) (=7 7 )L —H B & S AGR4E H H : 2019.1.8,
CTD2.7.2.2)

HNER v RATELVDL T a il E 2 n
vitro T PEZE BLEE (PC-334-2010) (/3 7 1 e
FRAEHH - 2015.3.26. CTD2.5.4.6)

TG VvRATELDOE FEY AT —BIThT 5
Ve % Mt L 723tk (PC-334-2013) (V7N V7 1
FRAEHH - 2015.3.26. CTD2.6.2.3)

HWNEE VR ZATEVDI Fay B 7T A1E
Fi % mEt L 723 (PC-334-2012, PC-334-2015) (v
INVT 1 SEAKERAE A H : 2015.3.26. CTD2.6.2.3)
HANER VR ZAZTEVOHCV L 7)) a VRIS
B0 AV AVERH & Mt L 7-ER (PC-334-2005,
PC-334-2009) (v NV 7 1 §eAKER4E A H : 2015.3.26.
CTD2.6.2.2)

HER v R AT ENOERIRSER I P07 A
W AVER & fs L 7zatBg (PC-334-2016) (V3L 7 1
$EARFR4E A H ¢ 2015.3.26. CTD2.6.2.2)

L © SV AV VOB AV AE R T L7z
& (PC-281-2007. PC-281-2024, PC-281-2026) (T
77— HEASKREEH H - 2019.1.8, CTD2.7.2.4)
HANER T VKX 7 E L0 NSSA/NSHB % & L 7
U oa SR B HY AV AVER B M L 22 3t
(PC-334-2006) (V7N)V7 1 $EARE4EH H : 2015.3.26.
CTD2.6.2.2)

HHNEE: VERZATE L DM O HCV # & o 55
it Pk % B L 7z 3B (PC-334-2017. PC-334-2020.
PC-338-2017) (v 23V 7 1§ KR4 A H : 2015.3.26.
CTD2.6.2.2; =77 )V—HEEEAREAH : 2019.1.8.
CTD2.7.2.4)

FEANEE XL ZAEVOHCY Y= 2 ¥4 7 1-6
L7 a vl & 72 i vitro b S B ER  (PC-
281-2013, PC-281-2027) (=7 7 )b — 4 §E KRR
HH:2019.1.8, CTD2.7.2.4)

HHNER: XU F2AEVDT 2/ 74 T1-60
NSSA i 428 B XF § 5 in vitro TEVEME 3Bk (PC-
281-2023, PC-281-2030) (=7 7 v — Bl & GE KRR
HH:2019.1.8, CTD2.7.2.4)

FEPE R EIN S 3AHERIR B (GS-US-342-5531)
(=727 Vv —YEA&EAFEHHH: 2022.8.24,
CTD2.7.6.2.1)

24. XWFEFRERVEHOEDESR

FYT KA T2y IR
AFANNF K= bEr s —

T 100-6616 HUHSTHXAON—TH 9% 2%
AR WEE LA NSRS

7Y =847 0120-506-295

FAX 03-5958-2959

SR 9:00~17:30 (£ H-HLH RO SR %5 <)

26. BUGRRTTEESE

26.1 BUEARSTTT

FUPRGAIT VXA B+
EREFREXADN1-9-2

J35> NIOFITHIRS T~
T100-6616

® : B
03-GS
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