N BE%FEXIE100E57%/40E2%
Maviret Film-Coated Tablets 100mg/40mg

HElEE S 55 027323 57
REHEEET EH
bR H#8 2025-12-26

MR
1.1 BUEOKRIZE

Glecaprevir/Pibrentasvir R 1< i

MAVIRET ZglecaprevirflipibrentasvirE EHI SR K REE B - HOMKER -
#t = glecaprevir 100 mg & pibrentasvir 40 mg - Glecaprevir & HCV NS3/4A &8
BEHIHIE - pibrentasvir BIZ HCV NS5A HIHIE -

Glecaprevir 545 :

Glecaprevir £ & & & (3aR7S510512R21E24aR)-7-tert-butyl-N-{(1R2R)-2-
(difluoromethyl)-1-[(1-methylcyclopropane-1-
sulfonyl)carbamoyl]cyclopropyl}-20,20-difluoro-5,8-dioxo-
2,3,33,5,6,7,8,11,12,20,23,24a-dodecahydro-1H,10H-9,12-
methanocyclopenta[18,19][1,10,17,3,6]trioxadiazacyclononadecino[11,12-
blquinoxaline-10-carboxamide hydrate -

D F IS C3gHaeF4NgOoS (FEK) - Y 8% 838.87 g/mol (FEK) -
Glecaprevir BIE 8K glecaprevir ME - glecaprevir EABZKBAB&ERNK
£ 37°C-pHE2-7 K - BFEE/NR 0.1 Z0.3mg/mL - EFALARK - BEBERS
B2 - Glecaprevir 2745185 :
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Pibrentasvir %

Pibrentasvir {E2 &% methyl {(25,3R)-1-[(25)-2-{5-[(2R5R)-1-{3,5-difluoro-4-[4-
(4-fluorophenyl)piperidin-1-yl]phenyl}-5-(6-fluoro-2-{(25)-1-[ V-
(methoxycarbonyl)-O-methyl-L-threonyl]pyrrolidin-2-yl}-1H-benzimidazol-5-
yl)pyrrolidin-2-yl]-6-fluoro-1H-benzimidazol-2-yl}pyrrolidin-1-yl]-3-methoxy-1-
oxobutan-2-yl}carbamate -

BFHA Cs7HesFsN1gO0g » ZEM 2 FE7% 1113.18 g/mol - Pibrentasvir 288 ~
REEXE=8ERMA - ®37°C pH1E 1-7 - B#E/ R 0.1 mg/mL - %F K5
RIK - ABEBROEZ - Pibrentasvir 0 F4&E1BS
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HaC, N CHs
0O 0
e O
(S)

HCal\s N _N N= Ok (S) (RJCHS
HN O HN NH @ 'NH
). NG o~
O CHs H, O
F F

1.2 HEE

e = A FAIEFMMS : colloidal silicon dioxide + copovidone (type K 28) -
croscarmellose sodium - hypromellose 2910 - iron oxide red - lactose
monohydrate - polyethylene glycol 3350 - propylene glycol monocaprylate
(type IlI) ~ sodium stearyl fumarate - titanium dioxide - vitamin E (tocopherol)
polyethylene glycol succinate -
REIAZ

1.3 HE
FEIX SR

14 ZEmINE
MAVIRET fe Bl S1BEEFEE NRMALBEKEE - A/NR18.8 mmx10.0 mm - Ef—H
A8 "NXT, ik -

MAVIRET BRI aE12m MU EsteiEt C BFmesE (HCV) ERE 1234556
RBRZRAN - [ THEZRFZE(3.1.2), R "HKGEER(12), ] -
REKRE
3.1 HZEHE
311 RAERINEER

EF%ER MAVIRET &% HCV 281 - BEERAETT B A XERAENER

(hepatitis B surface antigen; HBsAg) & B Bk Z O EE (hepatitis B

core antibody; anti-HBc) Z &its - R EHRISBEAE HBV BE [£ 52
FEZRFIZFIFEBG.1.1), ] -
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3:1.2

12ml EmAEEL E

MAVIRET 2—REEBE EBEE HicH - i€ X glecaprevir 100 mg &
pibrentasvir 40 mg -

MAVIRET WORZEZHEEBH—R - BE—RIRA=-BRE (SEHAH
£ : glecaprevir 300 mg - plbrentaSV|r 120 mg) [£8 "ZY & HERHFE
(17)4 ]

=1 RE 2 S ERE HCV RHCV/HIV-1H B - BA 18 M AT b 2= s
(AimE2EHIEATR(LE) BEAMEEHEBINEAR (@% ) R ATREF -
I’ MAVIRET A BERERBERERRE - (282 "R5(4). - "HREEEN
(12), ] - BEEHIV-1051 R EZYHB I EE#HAFSE "SalEH(7), -

=1 REEZABEZRANEEERZERE

RS
HCV -
EFE & . REMITE(E
=mATIE(L (Child-Pugh A)
1234536 8 i@ 8 i

T rkmEsam o mA L BN R YIRTRAETAEZRA -
* 2 BRESABEIRANESERIER

B2

RABEERIE
HCV . e RIE MR REL
A Z8% frr

NS5A &2 ;
RAEES

NS3/4A £8 s
HPHIE (PI) ;5%

NS3/4AE B EEHD
HE ppy 3 KE
25 NS5A 1l

EliaE

16 8 16 8

12 38 12 38

12

Eé
5

1245836 |pRSA 8

16

-
-

3 PRS4 16

1L INBREAE WA L BRI CH HIRTRAESBAE ZRWA -
2 ERAREED  HBFBELEINEL €23 |edipasvir&sofosbuvir ’
52 daclatasvir f#F (peg)interferon Kribavirin -
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SEERAERT  REBFELEEINEL - 82 simeprevir X
sofosbuvir - 3§ & simeprevir - boceprevir 5 telaprevir ff F
(peg)interferonribavirin

4. pRS = BEERZ (peg)interferon " ribavirin /3% sofosbuvir A5 -
BARE#ES HCV NS3/4A Pl 5% NS5A HIHIE A -

33 RREERZAE
331 EXNBBREE
MAVIRET 2= 12BFERICAFEIFBRZERA - $HE B EZIENSSA AIHIE M
RNEESZNS3/AAIBIB AR 2 BER B BRE A - B ESPRSAE ZERE3
HEA  Z2LUBERREAE (28 "HAHAGER (12) 4] -
332 MKImEAZE
MAVIRETERR R EREE I INEEAZRIEA (Child-Pugh B or Q)i Z 34+

WIEEEARZZRA [B2R2 "#F4), ~ "EZRETEFEG12), - F
ARG ALEFIR06.6), ~ "EYE BRI, ] -

** =
ZTS70A

EAEEESR 2 S E TR 28N EBELEBRRE -

MAVIRET 2R ESEENINERZMBA (Child-Pugh B or C) S & LT INAERER
BEZRAN [R5 "THZEARFBE332), « "EZRIFIEFIEB12), 0 "HEREHIEEFE
(6.6), ~ TEYEEIFM (11) 4]

MAVIRET %2 Ik 81 & atazanavir & B, simvastatin, dabigatran etexilate, & ¥ i8 20 ug
ethinyl oestradiol ® &, rifampicint# R [28 "X GZEFH(73), - "EZYFHHIEH
M (11) 5]~

ERIESR
51 LR/ IIRSE
51.1 HCV & HBV HEERAEAS B B K mEHEEEHER

BLEERMIEL - £ HCV/HBV HEREMNAASP - A HCV EEERNK
SEYARPBENTMAEE -  BRER HBV BB EYABERT - #&E
B BUfFR9mE (HBV) BiE(L ; MR RHIEREBRMEMNK - FRIBRIET - F
BPISEERHBsAg BBiERA - URMEREEE B 2 REEBAVAEA (B
HBsAg F214H anti-HBc [51%) - B BU A R mBRECRAITERERIERE
EoEHERSERENMNRA ; BREERA - HCV ER{ERNRSEY
AOJAEIE N B BUpF MBS G (EAVEEE -
BEMNXMEBHECHNEEIZRAEMN B BAXRABNER - FMEPH
B BUfT k7%= DNA S ERFEM - B B EFRXRBSRRCEENKA -
oJAEs4E HBsAg BRIR - B AP KRS R R BE(C oI aEHHEAT 3¢ - INEDE
BREREAS BREXR(SEBRARREAS  HRE - EEFXT -
ERAER MAVIRET J5% HCV ZA1 - B¥FIARAETT HBsAg & anti-
HBc ZEitg - R BB ERE HBV R - HRXMBERREE R

N
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51.2

5.1.3

514

HBV B9 A - LA MAVIRET j&#& HCV B Ria B @ ENIE - BEARK
RERZLEREEREMNRSM RN HBY BEEMNNS - HERBE -
AT HBV REBABELE -
BRENEEBBEAJEEEBRINERNEAZ M RIEZ AR

& 75 3 1% 3R 5% U FH 2 HCV NS3/4A protease HIFIBE AR (B S X &R
A) BEIRABRENNERERZ/ARBEFN(ESTETEA) - AREL
EHERRAHREREAFTEREER - BE G EBERyHER ZEARE
% -
AEZHBREREFARREZFRACHBERATERABACATERZER
T #E R 2 (Child-Pugh B or C) 5§ % 8 £ BT Ih 8 K 2 X {& 14 FF 58 1E (Child-
Pugh A)EZ 4B INAERERZ(FIMIEX - REFIRLM - FF4RERE)
ERRER - WAV $EFE(CHEERFZE(E(Child-Pugh A)JRATREE &£ 2
ERNERERZ/MRBZARKE - ELERATHSEANMFIRKSESE
FlER - B —LHAAERENNE S ETREMEAERFMMNRAL
LREMVERERCZ/MRBZARKRE - EASBERBRAEANNE
(FIBH27 X) -

HREBREMITE(E(Child-Pugh A) Sl EL ft 28 2 BT b 2 7% (0 BT P9 85 Ak = 2
V2R  BRRERTERIEFRHZ2ECHBEE  TEIEEFRE
FInge K ERZZGER - fIMNSEIE - K - PR ERESIR - SR
A EF IR ER T RIE ZAEEAR I BN ZE -
AERZRARPENEEMIEE(Child-Pugh B or C)Zi & 84 FFINEERER
BZRAN - [E8 "THARHBEB32). «~ "#EMA4). - "EEFRIEFE
(5.1.2); - TEIFEFA/FRKREB.3), - "HHEBEHLIEFIEG6.6), - "#
YEN LB (11) 4 ]~

ftF& carbamazepine - efavirenz WEASL 4 E - BEMAVIRETEY
B AEC A L Bk

Carbamazepine - efavirenz # & # tk & 0] 8E 8 = [& (€ glecaprevir
pibrentasvir B9M+iEE - EmiE{E MAVIRET BABEMR - EERERE
MAVIRET #H -

8 PR 78 98 A B9 155 FR /L Bz

ERBEAERFARENC ERXASEmARC BFRE - tEgRmE
HhInsEMmz EMEES  SREAERFRERCERXAEERENSE
AEARAVE MIER AR ERE - BAULER - BRAWARBAED S FEEBEZE
EAMEEE  DORERERERKFARENEE  TEFEREKRRBARER
REEmbs - BN EEERRIRERAD -

6 RREHIEEIR

6.1

BIgHE
B2 A BER R EMAVIRET 2E SR @SR AR - EHWERER

B -

EREEREESRI4TF MAVIRET B3 - TARBIRBEBFTERFRT
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6.2

£ ; A KEM glecaprevir BEER AT MAVIRET ZEBIETHREIZER
£/ 53 f& - pibrentasvir IR 51 & 1.5 & (DG FNENMRF) (2R THEE
By ] RFIEZH glecaprevir REREEEAARECEBRBETHEIZEEEN
7% (0.07 {8) - ALk glecaprevir EETREH R FREERTE - HAIGETER - €8
HESYHEERN/HEREEHRT MERIEXREMFTE ; dABPEREN
glecaprevir # pibrentasvir 28R 8E£ (AUC) BRI A ARERZBBIE THERZ
RESWN4T BRTAE 25 TaEGER, |-
HREAEERERBREEAARREINRENERERE - EXBEMN—REEE &
PREERMIRZD - BESAEXRREMRENRGE SR 2BI%E 2% Z 4%
15% 2 20% -

a1t B Y
Glecaprevir

BEAEBENEFERELRIRA (2R ENR 6-18 XM 7-19 X) - MORAXKRTF
glecaprevir ( KESH&Z 120 mg/kg - 8 F8H&KZ 60 mg/kg) - KEEA
glecaprevir BH& & 120 mg/kg (R ARRERZTIE THEIN ZEEEN 53 &) -
WAREIRIERE - BRARKE - F8 glecaprevir RERESEER/ABEREEE
THREINZEZEZEEMN 7% 007 &) Al REFREFHPRBEEARE
glecaprevir ZZBIEL LAEFHIZZ SR RBEMNHBER -
REMEER/BERZEHAED - HIRE 6 XEMWIE 20 RUORAREF
glecaprevir (BH&Z 120 mg/kg) - BReRBEHER AREEZRBIETMERZ
REEMN4T G TRERTE -

Pibrentasvir

BZ2NENMEFERELREE (9 BIRERSE 6-15 XML 7-19 X) - LMORA R
F pibrentasvir (H&% 100 mg/kg) - NEMEFEEAFHBEIET - BREER
fa - BRARRE - NBERSEETHNEESERE  HERARBEERSBES THRE
AzRBEMSTIE - 2FAIR15E -

NEMEEm/HEEEEHRP -  HikE 6 REMWISE 20 RUOKRAHXRTF
pibrentasvir (H&Z% 100 mg/kg) - BlEEBEEMERAREEETETHERZ
REENT4E TRERFTE -

ML,

eSS

BRIEAEZ MAVIRET IR BB E N WEANEITF - RERIA D WEHIANE
5 - WIAMNFEELELST MAVIRET & - 2T PR MAVIRET k5 - (Bl ARTE
MEMERRE (28 885N, |-

BfFSEERBABZFEREAXENINE - BHEKLER MAVIRETRIREYE - L
B MAVIRET S BREMBEAREE T HHANBREEEAFIRTE -

1)

EREHABBEET (glecaprevir  H 120 mg/kg - pibrentasvir  H 100
mg/kg) - HIHAPHNENERMEER BRI EBEEZFE - 88209 glecaprevir
pibrentasvir ZE5 R E& (AUC) : ARlIANABANREEZRBEETAHEINZREEN
A7 BH 7415 - WAPHELERE 14 RN EREE - VWA B glecaprevir &
T2 0.6-2.2% - LUK pibrentasvir BEENMNS Z2—E=92—
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6.4

6.5

6.6

6.7

Ei% 812 XMIFZE KB/ F glecaprevir 3 pibrentasvir (2 X O R ® F 5
mg/kg) # - 3+ DHY glecaprevir (BERRMBIRE 13 & - i+ AY pibrentasvir &
RIMERE 1.5 & - Glecaprevir 3 pibrentasvir [RE!ZZ4) (parent drug) &L+
MBI BN KIS (>96%) -

NG

RBEUEEVFERBHAEMAVIRETRIE (25 "EZYHHEEMH(11). R "HAGEE
Ef(12.10)4 ] -

BV EER MAVIRET A= HCV B - ASMHCVEERZBARARIEHEHCY
BEZHARSDVERANBREZEMRBEMERIMES ST - FHRSMHCVERZK
ANESVERAREREAHRUMNKRE - MAVIRETHREBEESHHCVEREIEH]
HCVRRZEVFRABAREGKR LERRNER(ZRE "EYEHEHF L), ] -
ARG 12 mZREER MAVIRET WEZZMHMBER -

EEA

# MAVIRET ARAEIEMHCVRIAAIEE RS - 328 lURHER = 65 B8 (1458
23 HIEAABRASZTHARMN 14%) - 47 lI(2%)ZHESH = 75 5% - EMAVIRETH
REESMHCVEEME KRBT - 16MIRHE 2 65R(GRRHABESHAZDN
6%) + 11(0.3%)ZHE275m% - BEEFZHBENEUNL =M - BFEMNZHEMN
RINIAHZINEBER - HBHEMNERERE - thREREFEFEIHENEE
RERER - EBFERAETRHAE MAVIRET BIE (258 TEZYEHEEFH(11). ]

W InsEARZ

BERINEBERAZMEA (Child-Pugh A) #FE A2 MAVIRET BIE - BREFE HCV A
HBEPEHEERINERZ ZHA(Child-Pugh B or Q)L Z M KRB =R EIL -
Glecaprevir & pibrentasvir REEHFWEARAZHNFAMNEEERS -
MAVIRET ZRARDPEREEHNEARENRA (28 THERFE3.3.2). « "2%
4), « TEZEREEFIE(5.1.2), - TEYE BT, | B -

BINEEAE

BE - -PENEEBNEAZTREA (BREERKRA) - EEFEHFAE MAVIRET BIE [£
8 rE#yeyE85M1H11), R "ERESBER(12). ] -

REEH

7.1

7.2

MAVIRET S2EH fth 2248 ol sEK 2

A ot

Glecaprevir # pibrentasvir ¥t P-E & B (P-glycoprotein ; P-gp) * FLEREEZH
(breast cancer resistance protein ; BCRP) - Bt&I2 Bt FiE# Z AL (organic anion
transporting polypeptide ; OATP) 1B1/3 A#IFI{EMA - B2 MAVIRET R TI&E1E N
P-gp * BCRP - OATP1B1 3 OATP1B3 Z EH MM % i E - Glecaprevir
pibrentasvir ¥14fif 28 & P450 (CYP) 3A - CYP1A2 REREHEEEEREE (uridine
glucuronosyltransferase ; UGT) 1A1 ASEXINFEIER -

HihZ2Y) 522 MAVIRET RYT] BE14 83

Glecaprevir # pibrentasvir 2 P-gp #1/8 BCRP B % & - glecaprevir &
OATP1B1/3 RYZ & - MAVIRET # R FF & P-gp - BCRP 5 OATP1B1/3 BY%:4)

P.8




7.3

i - TIAEIE AN glecaprevir #/8% pibrentasvir I $IRE -

MAVIRET f# B &% & P-gp/CYP3A W Z ¥ I5 - T 8E ¥ (€ glecaprevir 7
pibrentasvir HIMHIRE -

Carbamazepine - phenytoin - efavirenz Fl & 4tk E O] BE B Z [Z{E glecaprevir
pibrentasvir WM % iRE - EMEE MAVIRET HABHMR - ELEFEZH
MAVIRET R [25 "EZRIEFIE(5.1.3), "TEYFHHEHHE (11) 4 ] -

OV R A DI BEREY X G 1FA

* 3% MAVIRET #FRZEYREMEE -
pibrentasvir REMFEEURBKRER [£8
M (11) 5]~

&= 3 : MAVIRETE E{th#H 2 X E{ER

HFRAZEYE glecaprevir
Fr224), R "EZYEH1EE

faBEEE/ | HEREE Crmax AUC Cmin R EE
BEXEE oA
A Hl 48

25y
M E g 45 =112 55 52 FE BT 2
Losartan 1 losartan 2.51 1.56 -- 3 R
50 mg E— (2.00, 3.15) | (1.28, 1.89) £
| =
me 1 losartan 2.18 -- --

carboxylic | (1.88, 2.53)
acid

Valsartan 0 1.36 1.31 -- R
80 mg E— |valsartan (1.17,1.58) | (1.16, 1.49) £-
Bl =
(.
OATP1B1/3
HN&EIER)
D EREEY)
Digoxin 0.5 | 1 digoxin 1.72 1.48 -- BE/NDE
mg E—Hl (1.45, 2.04) | (1.40, 1.57) A i B A
= digoxin I
(s . P- BirE -
gp#hEl{E
F)
i FEMZY)

P.9




Dabigatran | 1 2.05 2.38 -- LA

etexilate dabigatran | (1.72, 2.44) | (2.11, 2.70) (FFEm &

150 mg Z@4)a)-

E—FHE

(#4ig : P-

gpiHI{E

)

B REY

Carbamaze | | 0.33 0.34 -- HATESE

pine 200 glecaprevir | (0.27,0.41) | (0.28, 0.40) B MAVIRET

mg —XmM =R E -

x ! 0.50 0.49 - £ 2 &

(%% . P- | pibrentasvi | (0.42, 0.59) | (0.43, 0.55) A -

gp/CYP3A |,

FEER)

Phenytoin, | R¥ETHRE

phenobarb | 7888 : | glecaprevir | pibrentasvir

ital,

primidone

7 FEE

Rifampicin | 1 6.52 8.55 ZILHA

600 mg glecaprevir | (5.06, 8.41) | (7.01,10.4) - (RER &

E—-RE SGONBK

(8 . ° i i -

OATP1B1/3 pibrentasvi

e |

Rifampicin | | glecapre 0.14 0.12 --

600 mg — |vir (0.11,0.19) | (0.09, 0.15)

RK—Ra

(Wl - P- :

CYP3AE@ |SVIF (0.14,0.20) | (0.11,0.15)

EF)

ZETHINYL-OESTRADIOLZ:YY)

Ethinyloest | 1 EE 1.31 1.28 1.38 ZItHRS

radiol (1.24,1.38) | (1.23,1.32) | (1.25, 1.52) | #& i@ 20 pg

cstimate. || S N I b
(1.34,1.54) | (1.33,1.58)

P.10
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35.ug/250 | norelgestr ALTH & &
Mg omin B (FE2E
e - r % E\{
AR T 1.54 1.63 175 |, )T &
1) e
norgestrel | (1.34,1.76) | (1.50, 1.76) | (1.62, 1.89) MAVIRET
EE/Levonor | t EE 1.30 1.40 1.56 AEBZES
gestrel 20 (1.18,1.44) | (1.33,1.48) | (1.41,1.72) | 138k 1220
pug/100 pg pg ethinyl-
—X—R oestradiol
EZYHA -
£
levonorges
trel,
norethidro
ne /%
norgestima
tetAB AR
L a2 .
i 1.37 1.68 177 | PEHE
norgestrel | (1.23,1.52) | (1.57,1.80) | (1.58, 1.98)
hE#E
EHAE RETHR Ao EEE
. . . . B MAVIRET
Hypericu | T8HB : | glecaprevir & | pibrentasvir N
fny P Jgecap P B 1E -
A EZEH
perforatu
m o
m)
(W4 . P-
gp/CYP3A
FEERA)
HIVH % E 2
T
=4.06 =6.53 >14.3 £ || (3
. | glecaprevir RILGHHR
Atazanavir atazanavir
300/100 N =REEGEES
mg pibrentasvi | 21.29 >1.64 2229 |B'RR
—X—Rb r 4)a)-
(1.15,1.45) | (1.48,1.82) | (1.95, 2.68)
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T

Darunavir glecaprevir 309 4.97 8.24
+ ritonavir .
800/100 (2.26,4.20) | (3.62, 6.84) | (4.40,15.4) | * & & &
darunavir
mg opibrentas 3
x_- 166 | B -
A—R vir < °
(1.25, 2.21)
A
tT fovi N 1.29 1.38 efavirenzo]
Efavirenz/e enotovir AEEH
mtricitabin MAVIRET#
e/tenofovir (1.23, 1.35) | (1.31, 1.46) | &K - R
disoproxil BEEA -
fumarate A
600/200/3 | efavirenz/emtricitabine/tenofovir disoproxil tenofovir
00 mg fumarate¥t glecaprevir & pibrentasvir Z ¥ & X H | disoproxil
—X—R EESRBRDPES - {Hglecaprevir & pibrentasvir 25 | fumaratefE
SRR £ ¥ BB R 3% (historical control) - B Pk L RA &8
RXEEH -
Elvitegravir )
/cobicistat/ e tenofovir ° ° i
emtricitabi
ne/
Tenofovir Tleca i | 250 3.05 4.58
alafenamid |9 P o 7 s
e =
(89 - =
cobicistat (2.08, 3.00) | (2.55, 3.64) | (3.15, 6.65)
gq P‘gp:
BCRP, &
OATP ]l T
ER, ibrentasvi o 1.57 1.89
elvitegravir | (1.39, 1.76) | (1.63, 2.19)
# OATPHD |
#{ER)
!_opma.wr/r 1 ' 5 55 438 18.6 RE=EH
itonavir glecaprevir F -
fnogO/1 00 (1.84, 3.52) | (3.02,6.36) | (10.4, 33.5)
—XKMR ) 1.40 2.46 5.24
pibrentasvi

P.12




r
(1.17,1.67) | (2.07,2.92) | (4.18, 6.58)
Raltegravir N
400 mg raltearavir 1.34 1.47 2.64 13 2 2R EE )
—RFAR 9 (0.89,1.98) | (1.15,1.87) | (1.42, 4.91) | & -
(HeeE -
UGT1A1T#H]
H{ER)
HCVHim &2
f 1.66 2.25 --
sofosbuvir ) )
Sofosbuvir (1.23,2.22) | (1.86, 2.72)
400 mg EmEREE
s-mg | 16> o o 185 |®-
331007
(HedE . P- (1.67, 2.04)
gp/BCRP
ms¢em) | ©9lecapre o o o
vir
opibrentas
. L d > >
vir
HMG-COA E/RFEHI#IZ
Atorvastati fE & % B
n 10 mg T atorvasta 220 3.28 N attirvastati
—X—R tin nHHB RE
(Pkis . It £
OATP1 B1/3 (1 64, 295) (606, 1 13) simvastatin
., P-gp, HAGGES
BCRP, B T E =
CYP3AHDHI 4as)-
EF)
Simvastati .
1 simvasta
_ 1.99 2.32 --
n5mg tin
K—R
(1.60, 2.48) | (1.93, 2.79)
(HkEs
OATP1B1/3| 1 simvasta 10.7 4.48 --
, P-gp, tin (7.88,14.6) | (3.11, 6.46)
acid

P.13




| BCRPHIIE

tpmnstatin | 1 lovastati - 1.70
10 mg n e 1
AE=ZEH
—X—% (1.40, 2.06) B - & #
1 lovastati ki
N 5.73 4.10 lovastatin
BXBI=EAXR
(ki - acid (4.65,7.07) | (3.45, 4.87) E i B
OATP1B1/3 20mg H &
. P-gp, ESRIFRA -
BCRP#Di
EF)
Pravastatin { pravastat
10mg—% | . 2.23 2.30
—R BE/NODE
(08 : (1.87, 2.65) | (1.91, 2.76) A
OATP1B1/3 T T Pravastatin
NI E ) BlE—XA
Rosuvastati oJE 8
n 20mg -
5mg —% T .rosuvast 562 215 Rosuvastati
_ % atin nElE—X
(M - AOJiEsd 10
OATP1B1/3 (4.80, 6.59) | (1.88, 2.46) ma -
, BCRP#D#l
EF)
RIETIHR il
FEHA : 1 fluvastatin 1 pitavastatin fluvastatin,
Fluvastatin, pitavastati
n iR & o &5
BEXHE
Pitavastati - B
n B/ - &
EEENR
= Bl (DAA)
B 44 15 F I
ERERSE
statins &
-
BB
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i i lecapre
Ciclosporin | Tglecap 130 [1.37 1.34
100 mg vir MAVIRET A&
BE—RIE (0.95,1.78) | (1.13,1.66) | (1.12, 1.60) BRKRSX
= E A
1 .plbrenta o - 126 ciclosporin
svir Bl = ¥ B
(1.15,1.37) | 100 mg &
mWA - BAR
Ciclosporin T'glecapre 451 508 N o 8 % {HF
400 mg vir B a2
B—BE (3.63, 6.05) | (4.1, 6.29) Al =2 218
. b I o] 17 A
1 !:Jlbrenta o 193 N == R
svir R PRESIE -
(1.78, 2.09)
EFRBEHHIE
Omeprazol | | 0.78 0.71 -- mEREE
e 20 mg glecaprevir | (0.60, 1.00) | (0.58, 0.86) =1
—RX—R
(HeEd - 18 | © _ i i o
gastric pibrentasvi
pH (&) r
Omeprazol | | 0.36 0.49 --
e 40 mg glecaprevir | (0.21, 0.59) | (0.35, 0.68)
—RX—R(B
A1) | - - -
pibrentasvi
r
Omeprazol | | 0.54 0.51 --
e 40 mg glecaprevir | (0.44, 0.65) | (0.45, 0.59)
_%_:ﬂ L d L d L d -
(BMRAE . .
o pibrentasvi
Al)
r
VITAMIN K #&5151
Vitamin K | RETIHER ¥ PR A 4 fth
BIE in K #5 1 &l
EaBE&EE
ZINR - &
= B ®
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MAVIRET &
%A1 2 B
ThEEEE -

DAA= B RS EY

3 & —Blrifampicin4a 2218 24/\i5 ¥ 5t glecaprevir Kpibrentasvirfii$ & -

b- atazanavir Fritonavir# it & —Elglecaprevir Bpibrentasvirflis; & -
CHESBEFMNCHRRRASXER100mgHE M iiciclosporin - Eglecaprevir
meiRERRAEAciclosporinZEWNES -

74  KREEZFE MAVIRET Bl RBEER G IERNEEY

MAVIRET H R T3 Z ¥ IS E EFE B B B & : abacavir - amlodipine
buprenorphine -+ caffeine + dextromethorphan - dolutegravir - emtricitabine -
BEEE R R 20 ug ethinyl oestradiol # & - felodipine * lamivudine -
lamotrigine * methadone - midazolam - naloxone - norethindrone SZE &2
SR ERME 2 %E - rlpiviine - tacrolimus - tenofovir alafenamide -
tolbutamide -

8 BIfFR/ARKME
8.1 WAEZFIFRH/ARKRE

FER THARAEGAERG8.2), R T LhiEAEER(8.3), -
82 HRREIERAER

HARERHBIIFGEREAR - MAVIRET £ERAHBPINARREEHER - T REE
EHiEEHMBEYERASR PSR ERMLER - ARV RMREERER PHEIIM
BER -

AT (C ek fEBE (B M ATEE(E (Child-Pugh A) 7 1E#HCV R SHEMNERAR
MAVIRET 7R BT RE(EEk - BE(CE M AT EE (Child-Pugh A) YR BB EITAREE
AFRRERFML - ERRENES2HMEIPERZECHImKRHEE - £542,3004
EHHCY ERE 1234 58 6 WRHE - #XZ MAVIRET /5% 8 & -
1238216 18 [Z28 "BFkHEER (12)1 ]

BESMS - BLMAVIRET 8% 8 B - 12 Bk 16 BHIRHEET - 5 0.1% AFRKRE
MXAFILHREE -

LU MAVIRET J5% 8 i ~ 12 Bk 16 EMZRHED - HER 5% NRERFTRKRE
(R ER) BIFER (13%) ~ B2 (11%) MIBL (8%) - = MAVIRET ja&im £
FRREMZHED - 80% BREMARKE (B 14) - —IRAEREREFIRK
LU MAVIRET j6%% 8 3B ~ 12 1Bk 16 AMRHME - FERE (BERRERE) B
i - RIEEATRE(E (Child-Pugh A) REENARREHEARRERE - HIRBREEL
= EEMU -

HRHED - BHHCV R 7B FAES MAVIRET 8B F R RE
ENDURANCE-2
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ENDURANCE-2 B4 A 302 IR ZHE=ZaME BEIESZ PRS ARAIHCVERE B2
BERARA - 5 FMAVIRETAE1238 - BERSUULMWABERARREHFERRS -
BUMAVIRET 512 BMRHEER 32% BEFRKRE - Hb 98% REMAPER
& - #£ ENDURANCE-2 #5289 - MAVIRET ‘8B AR ZRBAERAZHERAFTRK
EmXAFIEB AR -

% 4 : % ENDURANCE-2 #f® - S E(CARBER AR B EER PRS FEMN
BARA + #%F MAVIRET /6% 12 38 - LR >5% HARKRE

MAVIRET LR
12 38 12 8
FRKRE (N = ;OZ) (N = 100)
% %
T 2 °
E7VY 6 °
R 5 2

ENDURANCE-3

ENDURANCE-3 B4 A505 iR & i#=iaRE BTEER HCV B2ERE 3 B2
A - 8 FMAVIRET JA5R8BEL 1218 - B8ERS% U LHWBEFARREFERER S - #2
MAVIRET 8 BIIRHEER 45% BEFRKRE - HEb 9% REMBPERE -
MAVIRET 8 Bia%4H - 12 A% - LUK DCV + SOF a4 - IFREREMKA
FLEEBAREINZH B TEIR 0%~ <1% 1% -

& 5: % ENDURANCE-3 sl - REERZAEEEMELENKA - &F
MAVIRET ;5% 8 83k 12 18 - 3ER >5% NARKRE

MAVIRET* MAVIRET DCV' + SOF2
8 i 1218 i
FRKE (N=157) (N=233) (N1=21§1_5)
% % %
DS 16 17 15
e 11 14 12
- 9 12 12
(1R 7 3 3

T DCV=daclatasvir

2 SOF=sofosbuvir
*8 PAEMABIENEH AL EA -

SIHEEAR Z (BIIEEMNT) 218t HCV RRZRHEBNARRE
¥ 104 (IS BNER (54 S S5 B - BREERERZRHEE) RIEM HCV &
EE1-2-3-4-5-6=KFE ERECHHFBERESERTZEE [Child-Pugh A]) B3%
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& - & MAVIRET /&% 12 BHZZ 1% (EXPEDITION-4) - % MAVIRET /&%
12 BIRHE - BER>5% NEERFARRESRERE (17%) - 2 (12%) ~ B/
(9%) ~ #; (7%) MEEE (6%) - B EEZ MAVIRET ABEMBENFARRED -
90% RBMEPERE (5 1 RUE 2 4R) - 2% NRHBEAFRREMKAFLLEHER
A -

EHHCV/HIV-1HEEREZHEZARKRIE

# 15318 =25 & B (EXPEDITION-2) - ¥ HIV-1#EHCY EFE1T - 2 - 3 - 45463
ERE - RANBEE BB CE IR (Child-Pugh A)ZfERMAVIRET 821124
ZEEMETHMG EP33EHIV-1RRZZHBNE SMENDURANCE- 15 S
85412 ZMAVIRETA % -

MAVIRET %2 2 & = t# # HCV/HIV-1 # B & # % & & (ENDURANCE-1 &
EXPEDITION-2) B{Z R HCVEHH{ - ZEEXPEDITION-251 52 2 MAVIRET 8iE 5
1BZ2ZHE  BREEARVAFIRSHRZARKRERER(10%) - IE/\(8%)E IR
(5%) -

HEBERAFBEMHCVRRZARRE

MAVIRETHYZ Z 14 E 100U BB EFHBEHCVEREIT - 2 - 3 - 450618 MR RKRHBE
HFiE{E(MAGELLAN-2) 25l & BT fh - MAVIRETERZEMRBERAEKRERHE
REZE_HRFE=—HRARHAEZHERL - EZEMAVIRET 128220 E - BEH
ARHEFERSNZARRERIERE(17%) - B2(16%) - BEL\(8%)BEIBE(7%) - FEIKE
BEAERAMAVIRETEERARERBZZHED - S1%ZHENFIRREREE - 2%=
HAEREE -  TEZHEBRAFRREMKAFLILEE -

7 542 8 & [people who inject drugs(PWID)| REE R FEREBIESEY BN EE
[medication-assisted treatment (MAT)] Z1EHMHCVEEREBFBAZAE RFE

51 EE(PWID)
MAVIRETZEEHHCVERER1-6 L ZPWIDBANELZEHE R KB E _HIE=H
5 H ez EABRI/EHA PWID (EEAZHEBIER MAVIRET &
BE2E 12 BEABEHEEY) - 3,282 IR E®RIFEEE (non-PWID) -
Bri/iiH PWIDZHEBED  BIREARIER 5% FREREAREE(16%) - THIE
(13%) * IER(6%) RIEL\(6%) - BMiFHEBEFIHED  HEHARTER 5% AR
RERER(T%) RIE#EG%) - —IBBI/iFHE PWIDZRHBRY) BEBREFARKRE
E/FARREEBAETE - MEBEFHEBE (non-PWID)ZHEBEVR1% [ZEH /X
FEEER(12.9)] -

XL YA A E (MAT)

MAVIRETZEEMHCVERART - 23 - 4 - 5E6RRZE R {FERAESBRA G HEYE
aBEMATMNZEZHERN - REF_PNE-HHABRARSVERHE - Hp225
=& REYEBAE(MAT) - 4098IZ R &R IESEYEHBAE -
EEZTEY@HEBEBEMANSZHEY  BHEHARIAER 5% FRRERERE
(15%) ~ #EE(12%) * IELO(11%) RIER (6%) - RiZZEYEHEEE (no MAT)Z &
b BIREARTER 5% FERERIEREO%) - KiE (8%)RIEL(5%) - #IBRE
REERAFREMHENAEMAT)ZHEP IS AHRRIBRERELARRER/FLR
RREEBAETE - MAEIZEYFHEEE(no MAT)ZHEBEVIR1% [ 2 Z M K5
E#(12.9)] -
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MAVIRETERFHCVERE1-6 ZE VP FEMRE U ER KB —EH4741 - 1252218
mIA T 2alE - £AMAVIRET 8211638 (DORA-Part 1) #9552/3 iR M4 55k - ik
PEHEINFRREEMAVIRETE A ZHEN AR REHEL -
SMHCVERZHEZABRE

MAVIRETE S HCVEFE R - 2 - 3HA4R R ZLZEUHER KRB 286 ER
MAVIRET i/AE8BZHARHE - HEd - 142 UREHBFFBHIV-1HERKSE - 41 U
SERI/EHE PWIDZRHEE - 21 URH & HRAEMEBIGE (MAT) - EEERE -
49%MZHE ALT ASEBIBIEE LR (ULN) 89 3 1§ - 13% MZEE ALT ASEB
ULN 89 10 f& - 12% RYBIRAI R A S8 ULN - BRZEHESIMHCVERZHE
BMEMHCVE:EZHEE MM -

EERNARRERRESE(3%)  B(2%) -~ 555 (2%) MIER (2%) (5 "HKatsE
B, (12.11)] -

SEEE

BHMHCVERAZHE MSEAZHS
MAVIRET:8BAA35%NZHBRMAREBREFELIR(ULN) 218 - ZERIAR

0% ; EF2HATMEIMERAEED - 1.2%MRHELIIREHEEHAS - MAVIRETTH]
#ll OATP1B1/3 - ¥ UGT1A1 INAESSMINHI(ER - lEE R B EMBIERARAVER
B - SR MAVIRET ja%#E - RElBEARRESE - BRRARERE -
SMHCVE R Z 5 Z kiR

EZMAVIRET JAFAD - A 2.8%BRARBHEBEBMAZIASEVERELIR (ULN)BY
218 - NEFEZHBWRARAS - RERHEE ALT 2 AST RYIENN - SATHECERRIE
MIER  MELERERBETIRFEBARFIL - IEEEMALT>3EEREL
ROREEERE—ICERARESUE -

83 LMmELR
RETEBEZILUTMAVIRETHNARKRIE - ERELEFAR RERREERAKRAMNE
TR URREZUEMEHBEEEXRFBEUARREEHEYEE 2RARM% -
RBELRAEE MEBE M KE
REBE TAMER : 88 - K2
FFiRES - FFINaE K ERE - FT=RI§ - AST/ALT HE(CSRmeELH -
9 B=E
FAEBREREEINRACREESUHBATER  VEREBUZRFEEMEREGE -
Glecaprevir ] pibrentasvir SELHIMBERASBE -
10 B4
10.1 1EFt%EE

MAVIRET 2 glecaprevir 1 pibrentasvir ElEEI £ 8752 - MiEM 2B EEBZIER
R CENXBENNRBEY (27 TZEZEFM, (102)] -
Glecaprevir
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10.2

Glecaprevir @ HCV NS3/4A EREsHIHIE ; NS3/4A EQEH HCV ZEQETE

BEEtIE] - 2R AL AEY NS3 ~ NS4A ~ NS4B « NS5A ~ NS5B &H - IR RSBEEMN
ZLR c HEEERTET - glecaprevir sE#IHI HCV EEE 1a~ 1b - 23~ 2b -

32~ 4a - 5a - 6a EH NS3/4A EAMWERQIIEEY - 1Co BES 35 & 113

nM -

Pibrentasvir

Pibrentasvir & HCV NS5A #1#I7% ; NS5A 2%%% RNA EHEsEMARNEE

EHE - Pibrentasvir WIFR#GHI S & BAMEEARNTVUBES SR EM TR

(drug resistance mapping studies) S5 -

BB

LREEES

£F—IEEMBBEE R (moxifloxacin 400 mg) AYthorough QT & - FE M
glecaprevir &S HIE 600 mg (2 BEZEEIE) & pibrentasvir 2&SHIE 240 mg
(2 BEEEE) ¥ QTc BHNFEE - &R - 7 20 B0 glecaprevir BEHA 5 35
89 pibrentasvir JAEEE T - Qlc B TAZEHREHRARENER -

nmEEY

£ HCV =AM - HREREMBEK LB 1a-1b~2a-2b-3a-4a-4d-
5a - 6a arfEFE K - glecaprevir ECsg E7% 0.08-4.6 nM - R BB =R IR -2 B
B 1la~1b-2a-2b-3a-4a-4b - 4d - 5a - 6a * 6e - 6p T2 B/ FH 1k -
pibrentasvir ECsq 187 0.5-4.3 pM -

HAEEN

£ glecaprevir 1 pibrentasvir FfHRIFHE P - BoRfE HCV EREL 1 ERE TS
BN - WARBIRHTRSEMESHENAIER -

A

nEEY

s E

EfE ¥ glecaprevir WEURMERHCY EEZE 1a - 1b ~ 2a > 3a ~ 4a ~ 6a EHE T -
B % HIR NS3 fii& A156 3¢ D/Q168 MRREREA - £ HCV B REBE TR E MR E
B NS3 B EBRMUE A6 EXEWEANIMNK - BESHKNIEERKSH
glecaprevir FIEIEL M (> 10018) - kB HCV ERZ/SRAWMAHWRER AE - @5l
HU A NS3 i1 & D/Q168 ¥ glecaprevir I MW F EH AHE - EEE 1a
(D168F/Y) ~ 3a (Q168R) #1 6a (D168A/G/H/V/Y) BEEIEE &K (>30 &) - NS3
Y56H fi_E D/Q168 &#fEfY - ¥ glecaprevir SR 4RI ERERA - EHE 3a &
4 NS3 Q80R EVfCH - ¥f glecaprevir BRI S IEEE 21 & - MERZ 1a - 1b %
4 Q80 ENfUHF (BIEEEE 1a Q80K) I A& RIK % glecaprevir BRI - 7
NS3 fiIZE 36 ~ 43 545556155166 * 170 ®y HCV &3 BN HI B f1 2% 4 /HEE
ZRERIN - BETUAZREH glecaprevir FIEURY -

B 32 ¥ pibrentasvir WK EEMWHCY EEE 1a - 2a 3 3a EEET - KR
NS5A #HIF T 22 AR U EWREMIN - SFEEERE 1a EHE T Q30D/M
EEEGR& - YO3D/H/N 3¢ H58D +Y93H - ERE A 23 BEETHI F28S + M311 5§
P29S + K30G ~ IREREZE! 3a EHE T YI3H - 7 NS5A fluES 24 - 28 ~ 30 -
315892~ 93 By HCV NS5A HIHIEI 224 ARRE 2 B Rl iR B IV - KB DLAE
BRAK S pibrentasvir FOBIELME - ZPR1EE pibrentasvir SUEHERT NS5A & Bl iz E L EY
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fto BIEERESE 1a BEE LA M28G 5t Q30D (7 BIRRIE 244 55 94 %) - LIRE
K 1b EHE T P32-RREMIRK (FR1K 1,036 &) - SFMTE (&) L NS5A #4]
FllH 2 M AR R AV (B B A B BEENH - TIRESE K IE E F2 K% pibrentasvir RO - TEE
HE 3b B RE T - MHERERE3aERHE T pibrentasvirdtd - ENSS5ATR K ATE
ERIZEEMEKI0FIM3 1 ¥ pibrentasvirfO BUR M FR1E 7 2445 -

BHHCV i & 2 e Ktk

b3 N =R ==l (peg)interferon - ribavirin /8% sofosbuvir ;£/& 2 <
AE (FinEE FEBEATIELL) BI0G Kt

BT ¥R B 1252 NS3/4A Pl #1 NS5A HIHIEINZ A EETH—IBES NP - F 2
3 HiERE AR BT (B1EEXPEDITION-2 MAGELLAN-2)#5% MAVIRET J&#&
88 - 12 i85 16 BHNSHEZETAERBNNEUDIN - B 24 ARERSEREX
MEPERTRREE2 A BEER2 KRB 2 A EEE 3 HREF 20 A) - H3E
HCV EE# 4 - 5 5% 6 W& - KRHIRBBEQRRMNVES -

HRAERAR 1 BRERBERBELANN 2 UZHE  BH la DEFE - B—ATEE
HAR 284 NS3 A156V RIMEEBLEVAC A NS5A Q30R/L3TM/H58D RIMEEBLENE (A%
Al E 18RI R R 3R 7 Q30R/L3TM R BB INK) ; 55— ARIE/AE AR 3 £ NS5A
Q30R/H58D WIRZERENR - It B )ARAINIAFEE SR YI3IN AUMRERE -
RAER 2HRERBEARELANN 2 UXHE - B5 2a BAERE - IREEIA
B HAMI 884 NS3 51 NS5A MR EREA -

RAERT 3 BRERBSBABERINN 20 UZHED - 13 AEAEHABESE NS3
Y56H/N ~ Q80K/R ~ A156G - Q168L/R RIRZEMENL - 5 AT AERMAAGEREER
A A166S 51 Q168R MM EBLE - 17 ATE/AEHAE 3 4 NS5A S24F - M28G/K -
A30G/K ~ L31F ~ P58T 5f Y93H R EFENC - 14 ATEBBERIFLAEEEA A30K
(n=9) 8¢ Y93H (n=6) RIMZEBLENL -

P Z AT NS3/4A & E IS /5 NS5A HIHIE) A > Sis (Fime sk FEE
ATEE1E) BO8G K i 58

£ MAGELLAN-1 &8 S - B 11 IEEHCV ERE 1 (1a B 10A -1 B 1 A) B
LS NS3/4A Pl 5 NS5A HIHIBIM =2 - &£ MAVIRET A& (Rw2 & HH
ribavirin) B4 REFBRERN  HHBELEERNETREREANESE SN - 73%
(8/11) fE'aEHARE 3R NS3 V36A/M ~ Y56H - R155K/T ~ A156G/T/V - D168A/T #J
RREFEENH - 90% (10 Ut A 9 fil - AEHEAFEKRIT NSSA BERIBHRAR 1 U=
&) maE A LI NS5A M28A/G (SEREE 1b #Y L28M) ~ P29Q/R ~ Q30K/R -
H58D ~ YO3H/N RIRZERE - 11 U= sl & /6 BRI E40RI H NSS5A NI 1 2244
HEANREREN - BHd 7 AEAEAT SRR ENS3 Pl MM REMINN (BEX
NS3/4A Pl 8 NS5A fIHIE AR A - EiaEaiin 2 M i ER LA E R BINS
£ FRRXNmEY,)-

AER 7 HCV IR EMZ RN B R BME E (RE S NS3/4A Pl #1 NS5A HNHIF
AR E)

BT ¥R Z 8= NS3/4A Pl A1 NSS5A GBI 2 EBFETHN—IRE SO - FFEE
2 HAFNEE 3 HARRARAL B P18 M HCVER 2 &M HCV toZl - B2 MAVIRET JAEATAIAZ
ERZUUBEABEARZEN@AY - DREKXEREF T (next-generation
sequencing) (B RAIBIMES 15%) - W2 RBHFEN AL FA - FFENS3 F122 4 AH B A iR
EMAIEZ 155 156 ~ 168 - DIK NSS5A BEMEZE 24 - 28 303158 -

LT 40 #3275
/i
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92 93 WAERIZAM - X MAVIRET A% 8 48 ~ 12 @3 16 Bl ESD - Bl
HCVERZ 12345 -6 WREE - EHHEER NS3 ZERMURIEEHI DRI &
1% (9/845) ~ 1% (3/398) ~ 2% (10/613) ~ 1% (2/164) ~ 42% (13/31) ~ 3% (1/34) -
FIEEREERENL NS3 RERMUES 156 FAEAIZE M - FE HCV EREE
1-2~3-4-5-60%HE  BEHHAEER NSS5A ZERMIEERI 2 B4 27%
(225/841) ~ 80% (331/415) ~ 22% (136/615) ~ 50% (80/161) ~ 13% (4/31) ~ 54%
(20/37) -

BHHCVERZ 124 -5/6 :ZERE 124576 Ha%ER HCV SEME
AEGEREBETE -

BHHCVERZE 3 AEERAEHEFELHNERE 3 HEZHE 47
MAVIRET j8% 8 # - B 10% (18/181) # Hl i NS5A A30K Z &4 - Hoh 78%
(14/18) #ZE2I SVR12 - #1¥A30K ZEMMFEE - BARMWERRE B EENER
B3 R E (n=3, BXMAVIRET 8:8)a% - &iEZISVR12) - FEKBEZABENST
A& (h=1 BSMAVIRET 16BAEER) BEF_HPMNE-"HAR  E7F
EXPEDITION-8 - FiA A% AI 1137 NS5A YO3H BREMINKHWERE 3 HAIHE
(100%, 15/15) - 7= MAVIRET #Z®ZE A B EZE2 SVR12 - MAGELLAN-2: B8 &
(FBEEZEE)  2/3(67%)=2 &8 EA HIE NS5A YO3H BREMECHERZE 3 &K
2 E - EIES MAVIRET &A% ESISVR12 -

SMHCVEZ . £330 8mARMIT(M20-350)F - HIZESMAVIRETAESE R =4
HCVECGRZ BT VAEBIHCVZ R M AT - P2 TBINS3FINSSAT 22 tH R e &
MUSBHAIMEMHCVERAZHEER - £XAED - BRI EBERHCVIINS3E
NSSAZEIMRIEEBI D Rl H<1% (1/170)F125% (46/181) - B¥ABERIBEFE | &
STHEHIRRESEEEXRM -

XX st

BEAREEEETFTARKEY HCV RASH BB RN EMHER -
glecaprevir E2ELfth HCV NS3/4A Pl Zf& - DUK pibrentasvir E2E i HCV NS5A #0l
BB oEEERXEM - MAVIRET B sofosbuvir - (peg)interferon -
ribavirin ZfE - TRHBAE BRI NI EMK -

£ MAGELLAN-1 ERPRERER T - ST 2B &8 NS3/4A EBEEH/3% NSS5A HIHEIE A
BRMA HCV ERE 1 BERSEE - 457 MAVIRET J&% 12 #85L 16 38 - J5ERIW
FAIMRIEREREE R (next-generation sequencing) (2 RIBIE 15%) 247 -

£ MAGELLAN-1 BR/RatBad - 23 I &= NS3/4A Pl J8E /R E = NS5A 1
HAENSHE - 44 F MAVIRET J8%E 12 B (HEbk 2 MI3ERBE8BELANTHE)  H
th 2 NTERERI 7 BRI E NS3 R155K 3% D168E/V BEEREM ; 23 U EEE
Z3 SVR12 -

@S NSSA IHIENAE/ R ES Pl ABNSRHE - 44 F MAVIRET j8%E 16 & -
FEONBERNMNSHED - 73% (11/15) 08 L8 B AT NS5A 1224 AR rOiE 2 L EY
£ [R30Q (n=1) * Y93H/N (n=5) * M28A+Q30R (n=1) * Q30H+Y93H (n=1)
Q30R+L31M (n=2) * L31TM+H58P (n=1)] - & 91% (10/11) Z# SVR12 - K#Z=Z|
SVR1I2 W—URHAEBRERE 1a BUEE  HARABEPRERSEA/ELRN - HAER
%08 NS5A Q30R & L3TM B9 ERELER(T -

22t AR BE R EL R ENAC RO 5 B M
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11

NN glecaprewr A pibrentasvir MEMAEARERINACHWEEY - BRIDRZE
B BAEZEM NSS5A HIFEIBEEREA - B222] NSS5A MEM AR EREA
FERIB 1 F - X HM NS3/4A Pl AEMBMHCVEEE A - TEAEES 24 BH
F 48 B HEIBEAW NS REEHBENRERRNANBESERD -
Glecaprevir 5 pibrentasvir I Z 4 HBENEERIA - REMSEHRK CHRENT
ERFERNTE - BAli AHRHE -

10.3 ERARRIZEMER

10.3.1 BUEM - REM - BEEBRET]

B RN

Glecaprevir # pibrentasvir fE — &5 ENHEI TR (BZHAERR
SUoT - ABBREMRKAEIXNEEERBEST - BEESMREANMZ
NTE)  ERRARERSN -

H Rk Et# glecaprevir 1 pibrentasvir #ETEEE 4R -

BELBEN

Glecaprevir 1 pibrentasvir EZIERSRIEEIE - &S BRI HIAC - IEH
NEMBEENEBRE  AEHKRREBEHNEE - Glecaprevir
pibrentasvir W B REE (AUC) nRleH ARERZHE NFIEI Z2RE
EM 63 EK 102 F -

ZYE B
MAVIRET &R DR BEXHEBNEN B NBRHM - 1K 6 PIivR - BRIEMHCV BEREARHEE

g {Er=at®E - glecaprevir # pibrentasvir WIBERRZEY BN NELE - WK 7 FIvR -
% 6 : MAVIRET E A NREZHENEYE HEBS G

Glecaprevir Pibrentasvir
sz U
Trnax (h)2 5.0 5.0
ERNTE BN ZERRb 1 83-163% T 40-53%
AN
BABMREALESTADL 97.5 >99.9
[M& - MIRECA 0.57 0.62
HERR
ty2 (h) 6 13
(] RR i

CYP3A

FEIM IR MEE - 2@ s - @
FR&AF R € 8 7 Ebe 0.7 0
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HBEAFHREIER D EC 92.1 96.6

a. (12 s st B %18 % glecaprevir M pibrentasvir BAY T, o, P -

b RS BN TR SEYRER
C [g 2t 8 (Mass balance study) § - BERIRFINEIRACZ glecaprevir 2k pibrentasvir

X7 EBMHCVEEZEHKRHBEHEEMNZHEER MAVIRET # - glecaprevir
pibrentasvir BB ERRZEYEN HBSE

EMEINHBSH Glecaprevir? Pibrentasvir®
Crnay (Ng/mML)? 597 (114) 110 (49)
AUCo4 45 (ng h/mL)? 4800 (122) 1430 (57)

a &5l M AUC24ISSTEE+1EE’\J%ﬁ$i’:] (% CV)

b BBMRERRHEE - 181 yov BRERHHEFECHREE - glecaprevir Cy gy 18
51% - AUC,4 ¢ BARHL (1852 10%) -

¢ HBEREEREE - 81 oy BERERHMEIEEHNSREAE - pibrentasvir C gy
AUCy4 ¢ 7 RIFEME 63% F0 34% -

=1 HOV BRI AIE AFIIB I HCV BRI AT A T - glecaprevirflpibrentasvirfd &
BEREHER - FERRES -

oA IR RE

TERA

HR12@ LBV FEFETEME - 1£552/38A R i 38R glecaprevir A pibrentasvir A9
RESHEEMUHCVRRZ BV FEEFEMARLL -

=t HCV BB D ERAMEMY HCV BBV ER AP - glecapreviripibrentasvir
NWREBERAFCERRSENESRE -

=) N =

HERBINAEEERNZEE - KRR HCY BEHBEE - 1E - EEBENEAZTHRETEN
MREAB R E =i & (fkModification of Diet in Renal Diseasefti & GFR) - glecaprevir
pibrentasvir B9 AUC 18/ <56% - HIAREFE HCV ERESBMNZHE  AnEaERE
#r - glecaprevir #1 pibrentasvir 89 AUC ALl (1HE <18%) - 718 % HCV BRNZ &
. HERBNELERE ZREE - RKBRBREXHEE (AREEEREN) 89 glecaprevir #
pibrentasvir 8 AUC 2 Bl 86% ~ 54% -

HIIEEAR £ 2 &

BN HCV HEMEENZEE - BHHCV BERBHBEREMIE(E (Child-Pugh A) B
=il E A MAVIRET & - glecaprevir R £ 2 f& - pibrentasvir REE AL -
EERAEIET - AHBRRKREFE HCV B EEIER 225 % - glecaprevir B AUC £ Child-
Pugh B =Z:i{Z&Z &0 100% - £ Child-Pugh C 2 Z1&MNZE 11 1& - Pibrentasvir B AUC #&
Child-Pugh B il & 180 26% + £ Child-Pugh C 2 E 18N 114% -
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12

Fl/ Rl G/ FEE

RIBEEIRENE NE SN - BHMHCVEEM N EglecaprevirRBEN /AL ZHEN
1.545 -

NEF#Ee [12-88 5] ~ MhAl - EiE/EESNARE - #1% glecaprevir 3% pibrentasvir FIZE &)1
B AREAEGRR FBENEE -

EZY X HERHRR

2% glecaprevir/pibrentasvir EREMTIREF FHRVZEEY) - UIRZENEF HELIBERTE AR
BE - ETEYRBIERRE - (22 "XEEAF (7) 5 ] MAVIRET A CYP3A - CYP1A2 -
CYP2C9  CYP2C19 - CYP2D6 ~ UGT1A1 * UGT1A4 MR ER - RIIAE REBENRGE
}Eﬁ o

B Rl B E
12.1  EwPRA Rt

& 8 oA AT LR RS LS IRER Rl ER - ;88 MAVIRET HHCV EHA 1
234536 BERAHBCESENIEZR (815 Child-Pugh A FHEE)RREEER

BEY -

% 8 : LU MAVIRET S4BHCV EEE 123+ 4 5 5 6 BT MR E R FTRE
LA B R

HEA R 7 g

o B PR B2

EMHCVR R 2 iR RELER
SATFE(EAY TN ~ PRS-TE 2t &E

GT1** LU MAVIRET ;&%
ENDURANCE-1 8 38 (n=351)
12 38 (n=352)
GT2 L MAVIRET 5%
SURVEYOR-2 A (ne197)
GT3 L MAVIRET 5%

8 @ (n=157) =%
12 B8 (n=233)
X sofosbuvir +

daclatasvir ;A&
12 78 (n=115)

ENDURANCE-3

A MAVIRET &%
SURVEYOR-2 16 # (£ PRS-
TE #8) (n=22)

GT4,5,6 ENDURANCE-4 LA MAVIRET ;&%
12 @ (n=76, GT4;
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n=26, GT5; n=19,
GT6)

ENDURANCE-5,6

I MAVIRET &
838 (n=75)

SURVEYOR-1

LA MAVIRET ;&%
12 @8 (n=20, GT4;
n=1, GT5;, n=11,
GT6)

SURVEYOR-2

LU MAVIRET &%
8 A (n=46, GT4;
n=2, GT5; n=10
GT6)

GT1-6 VOYAGE-1""

A MAVIRET &%
8 18 (GT1,24,5,6 %
GT3 TN)(n=356)5%
1638 (f2GT3 PRS-
TE#H)(n=6)

EREMCIS 4 ATEE(ERY TN - PRS-TE 25 &

GT1,2,4,5,6 EXPEDITION-1

U MAVIRET j&a#&
12 38 (n=146)

GT3 SURVEYOR-2

U MAVIRET j&a#&
12 8 (2 TN #8)
(n=40) = 16 8 (&
PRS-TE #H) (n=47)

GT1-6 EXPEDITION-8

I MAVIRET /8% 8
H (n=343) (1
TN #H)

GT5,6 ENDURANCE-5,6

L MAVIRET /&%
1238 (n=9)

GT1-6 VOYAGE-2""

L MAVIRET &%
12 38 (GT1,24,5,6
KGT3 TN) (n=157)
168 (EGT3
PRS-TE#H)(n=3)

CKD %64 -5 8 - AT IECa AR AT EENZHE

GT1-6 EXPEDITION-4

U MAVIRET j&a#&
12 38 (n=104)
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ZHEEE NSS5A IFIFI=L PI AR - MATREEHFEREMEENZHE

L MAVIRET &7
GT1 MAGELLAN-1 12 38 (n=25) 5
16 38 (n=17)

HCV/HIV-1H RIS - RAEMNE{EEB I E AR

PAMAVIRET;&#8
GT1,2,3,4,6 EXPEDITION-2 B(n=137)212:
(n=16)

Fre BB m e EAT E(EE

> SBE12:8
GT1,2,3,4,6 MAGELLAN-2 BIMAVIRET;4 % 12:8

(n=100)
SVEZHE(2EULENR185EE)
GT1-6 DORA (Part 1) PIMAVIRET &8 #&8iE(n=44)5, 1638 (n=3)
SMHCVE S 2 R R ER
GT1, 2, 3,4** M20-350 PIMAVIRET 5% 8% (n=286)
TN = ﬂi #3085 ; Pl = ERBIHIE ; CKD = 12U B k=R
PRS = J%%«atgy\a(peg)lnterferon ribavirin %u/jz sofosbuvir HEE/IA

= 1E9E = HCV NS3/4A Pl 5% NS5A #&IEA

* ZIS%EEP%%.:IT%,JHEJE’JFEB#FH I?E%%Kﬂ%l’_fé FRDAESE - EEHHEERT
BESRENERTZE - 128U LR ANEREE (257 "THZEZRAE (3.12) 4]

** ENDURANCE-1E1&33UHIV-1HE R ZHE - M20-350812 142UHIV-1H[E]
***\VOYAGE-1E2VOYAGE-2 & ool @zl &g

B Ra B2 P RV ME HCV RNA - % Roche COBAS AmpliPrep/COBAS Tagman
HCV #8 (55 2.0 hR) - RIEE=RE (LLOQ) & 15 IU/mL (BR ¥ SURVEYOR-1 #
SURVEYOR-2 2 # A Roche COBAS TagMan real-time reverse transcriptase-PCR
(RT-PCR) #2155 2.0 R - LLOQ % 25 1U/mL) - FTBERAR BN EEFELIEEE R
BiRBENRIE (SVR12) - ERRAEERESE 12 BAI HCVRNA < LLOQ - ERERR
2 & SE A E B iE%Flend-of-treatment response % - HCV RNA BE > LLOQ - ﬁ?
0 HCV RNA BRI = E - IIRARSHFE - Rl - REMEZENS -

st AREER| SVR12 -

ERRa R - FmATAE(Ee BB EMAE (L [Child-Pugh A] - KEB#ESaESN S
% (peg)interferon - ribavirin /3% sofosbuvir (PRS) Ja%E 1€ f&HCVEKmZEZAE’JA
OV BB R 1

FE 2212 umMHELLaslHFBEREETEL XAEEBESABEIAIZILERSSR
(peg)interferon -~ ribavirin /3L sofosbuvir (PRS) ff AEZMW 2 m & E &
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12.2

(EXPEDITION-4 A1 MAGELLAN-1 R B2BRS) - Rl B FEPMER 54 5% (BE 19 £
88 5k); HF 73% RBERIAE - 27% ZB&ER PRS 5% ; 39% & HCV EREE
15:21% 7% HCV EEE 2 ; 29% & HCV ERE 3 ;7% & HCV ERE 4 ; 4% &
HCV EEHR 5-6 ; 13% F#z 265 5% ; 54% mBH ;5% BEAN ; 12% EFEL ;
20% HESEEEBIEES 30 kg/m?BUE ; ABATHY HCV RNA EE D ARIES 6.2 logqg
lU/mL -

EMEEEARBERAFEYBAER PRSaEZIEMHCY EAR 124586 &
ES:NSWN

ENIERARGE RS  #HHEFEECERSESAENSLESR (peg)interferon -
ribavirin /3% sofosbuvir ffFE AW EY HCV EFE 1245 6 HFEZH
Z - FHELLMAVIRET JA%E 8 #E3) 12 BryER - IR RE W T - ENDURANCE-
1~ ENDURANCE-4 - SURVEYOR-1 (5 2 #9) & SURVEYOR-2 (55 2 -~ 4 &%) »
ENDURANCE-1 2—IEBE# 28 (1:1) - B MHNZEGRE - STHERE 1 KEHE
gt - FamBARE HIV-1 HEREHZHE (HERZE n=33) - tE&4F MAVIRET A&
B BEM 1I2BWEN - K IBERE 1 HESHEL MAVIRET 5% 8 BARM
SVR12 - HRNEFE(EEARS BB ELES PRS AENERE 1 HEZHE -
MANBENEIEEE - FAULEZEER MAVIRET 8B 8B - MIE12 B 28 THER
A= (3.1.2) 4]

& 9 : ENDURANCE-1 : N E{EERERRAFEMNEEER PRSAEZEN
HCV ERFE 1 RREZHEBHNEN

MAVIRET
a8 E
(N=351)
SVR12 99% (348/351)
REZF SVR12 ZZHBRVEBRER
A VF <1% (1/351)
o 0/349
Hith* <1% (2/351)
VF = mEEEERN
*ERERAAREHFE  REGREHEEBHNRGHE -

RERFAMRM B SURVEYOR-2 (55 2 ~ 4 &%) - ENDURANCE-4 & SURVEYOR-1
(36 2 887) B SVR12 Bl - IRBERABBEZ 0 - 15K 10 FivR -

%< 10 : SURVEYOR-2 (55 2 - 4 &%) - ENDURANCE-4 ¥ SURVEYOR-1 (55 2 &}
7)) BECEXRSEZABEMBLEER PRS ABEZIEMHCY EFEE 2455
6 B AREM
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ENDURANCE-4 ¥

SURVEYOR-2 SURVEYOR-1
MAg/;gET MAVIRET
12 B
GT2 GT4 GT5 GT6 GT5 GT6

N=197 N=46 N=2 N=10 N=27 N=30

98% 93% 100% 100% 100% 100%
(193/197) | (43/46) (2/2) (10/10) (27/27) (30/30)

KREZEZF| SVR12 ZZHEBRNAEERER

SVR 12

SEET
VF 0/197 0/46 0/2 0/10 0/27 0/30
i 1% 0/45 0/2 0/10 0/26 0/29
8 (2/195)
(o) o)
H it 1% % 0/2 0/10 0/27 0/30

(2/197) (3/46)

GT = EH%E ; VF = mB2AEEREKXN
*EREAREHRFE KB RDEBIZHE -

123 HERAEMHBIEERBRR AEZEMHCVEREN -6BRM AL BEET PRS A
BEZIEMHCY EEA 124580 6 BERMIAA

EEH BB - HAA 146 I=ilE - S EHELE U EE (Child-Pugh
A)  REEXA FT%“&;% (peg)interferon - ribavirin /3% sofosbuvir (PRS)
BEiEM CBFXFESERR 12455 6 HEZHE - 45 MAVIRET ;&
B 12 BB (EXPEDITION-1) - B4 - AU EET  EMARISESLAE
343 HAEBW B EETEEES CEAFXHESERE1-2-3-4-556 ’Z’Z
22 E - 457 MAVIRET 8 BRYA%E (EXPEDITION-8) »

%< 11 : EXPEDITION-8 : #BECIEMFE(EERZER AR ZEHHCY 2EEE 1
2°3+4-58(6 EEMARNEY

MAVIRET &% 8 I8
(N=343)

et GT1 GT2 GT3 GT4 GT5 GT6
(FrA | (N=23 | (N=26) | (N=63) [ (N=13) | (N=1) | (N=9)
GT) 1)
(N=34
3)
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98% 98%
100% 95% 100% | 100% | 100%

SVRI2 1 (335/3 | (226/2 (26/26) | (60/63) | (13/13) | (1/1) (9/9)

43) 31)
KRiEZE SVR12 ZZHENAEER
AES
VE 0/343 | 0/231 0/26 0/63 0/13 0/1 0/9
B2 <1% 2%

(1/336) 0/225 | 0/26 (1/62) 0/13 0/1 0/9
Hth* 2% 2% 3%

7/343) | (5/231) 0/26 (2/63) 0/13 0/1 0/9
GT E.;W VF-F%;/EF%EQ
*BIZRKREFEMEGREMA& L 720 #E

MAVIRET$ IR TER B # =2 0a Bl (B E
=i E A BEMINEEXPEDITION-8P # AT 5 (R 11) -
MEREZR 3 B

12.3]

%< 12 : EXPEDITION-1 :

1EHHCV ERFE 1

I

M E(ERE M C BT RSB E R A3 R
MR (EERBERIARE

Al & - SVR12EEAIZTI5%(60/63) - 12 =l E1E & (relapse) [£ 2

HRRE

HEACEEFE(EERSEZAENSEER
*2+4- 586 BEMANEY

PRS ‘a2

MAVIRET /&% 12 B
(N=146)
#Et | GT1 GT2 (N=31) | GT4(N=16) | GT5 GT6
(FrA | (N=9 (N=2) | (N=7)
GT) 0)
(N=1
46)
o) o,
SVR12 (?igo/ (98?9//09 100% 100% 100% | 100%
31/31 16/16 2/2 7/7
146) | 0) (31/31) (16/16) (2/2) | (7/7)
KRiEZFISVR12 22 BRAEER
AT 0/146 0/90 | 0/31 0/16 0/2 /7
o VF
B3 <1% 1%
(1/144) (1/88) 0/31 0/16 0/2 /7
GT = %%U VF = F%;/EFS‘EEQ
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124

EERARSE 6 E P 2wl B

ENDURANCE-5,6 84EHCV ERAAIS5(N=23)sZERE6(N=61)HFZE ZREHEZ

y\/mF_JZf‘“‘T R PRSAE Z M MEELER - %’]‘E’\ﬁﬁﬁﬁﬂzﬁﬁﬁ% » % T MAVIRET 838
AR WRHBEMEERHEZE - /A FMAVIRET 12885

E841ﬂ£5ﬂ%¢ R EBFRPUES 59 5% (HE24 = 79 ﬁ) ; 27% &= HCV &R

2S5, 73% A HCV ERE 6 ; 54% /KM ; 30% BEA ; 68%BIMA ; 90%

BEXBEE ; 11% sNEUREL -

%Eﬁ%%E§SVR12 EEBI A5 97.6%(82/84) - EREBISR & ZSVR12LE417%95.7%

(22/23) - BEREALORRZaE ZSVRELAIZ98.4%(60/61) - —RARBER AR ZERA

BISECREEME(E 7 2 BB #(relapse) - —RARBERAR ZERBIORUR BN

Btz RREBLIR aBEPRBEBERN -

ﬂﬂﬁﬁ@b‘ﬂﬂﬂﬂ M EERBER AR BELER PRS AR ZIEHHCY ERE

RURRIBA

£ ENDURANCE-3 & SURVEYOR-2 (5 3 28493) st - st mATAE (Lo L BE R E
gL REESBENZELER (peg)interferon - ribavirin # /3% sofosbuvir
(PRS) FRAEEEM HCV EREY 3 A= E - 34 MAVIRET FEXM - EFEE3
RAZEETNEREREMYEEE - AlmENEE - VOYAGE-18VOYAGE-2 -
ENDURANCE 3@ IEE D BEM A - R EMEIEEER  HHEREEIIAEN
ZHE % 21 BB BL EES MAVIRET Ja% 12 B« 503 = sofosbuvir #F
daclatasvir Ja%& 12 3 ; BAGHERP N MASE —EARI GEREH S EC) - L MAVIRET &
B8 - SVRI2ZEREERE 13 $INEMECERGBEABENERSE 3 RS
AE - MARNENEIERE - RILZZFER MAVIRET A& 88 - Mk 12 8B [28
THZREEZ (3.1.2) 4]

% 13 : ENDURANCE-3 : REEZABRERNEEZEMHCY BRE 3 RAZHAE
AYBRRL

MAVIRET! MAVIRET DCV+SOF
e 8 B A% 12 B BB 1238
(N=157) (N=233) (N=115)
SVR12 94.9% (149/157) | 95.3% (222/233)* | 96.5% (111/115)
KREZEZF| SVR12 2= BRARER
AES VF 1% (1/157) <1% (1/233) 0/115
(= 3% (5/150) 1% (3/222) 1% (1/114)
Hith2 1% (2/157) 3% (7/233) 3% (3/115)
VF = ﬁ%%i“r%ﬁﬁ
T MAVIRET 8% g BARIERER D BCAEA -
2 BRRARSHEZ - KBEREABNZHE -
£3] MAVIRET ja% 12 BRER - UK EVIRIBEH D ECel Baseat - B2 BCRY
MAVIRET 12 Ha 4T DCV+SOF 12 iBaEA - HERNAEEER -1.2%
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(-5.6 - 3.1; 95% =58 E&M[) -

SURVEYOR-2 % 3 #Hin2—EAMMR R - S EAE(CE S &%ES PRS AENE
A 3 A HEBEARES 12 B3 16 B8E ; I - B SEmERR - =
PIgt ¥ HEECE U EENERL 3 BRHE - 4 MAVIRET )5 12 8 (KRB
BEAENZHE) M 16 8 (E&EX PRSAEMNSHE) WEN - EELKER
PRS JAE R MAVIRET 16 #aEBEASHED - B 49% (34/69) WX EBEZLES
sofosbuvir BAE NAEXRK -

%% 14 : SURVEYOR-2 5 3 &4y : EATE(CE A IECEMFE{EEREERAETNE
#8132 PRS AEZIEMHCV EEE 3 R ANEMR

AREEROE L% IES PRS A&
HBEICIEE TR AT CEU R BEICIE AT
FE1k
MAVIRET MAVIRET
aE 12 8 A% 16 #
(N=40) (N=69)
SVR12 98% (39/40) 96% (66/69)

ARiEZRI SVR12 ZZHEBRAERER

aES VF 0/40 1% (1/69)
' 0/39 3% (2/68)
Hith* 3% (1/40) 0/69
SVR12 (U2 &+ HEFTTE{E 53 45)

ERTEEML NA 95% (21/22)
R E MRS 98% (39/40) 96% (45/47)

VF = mEBEAEKM
*BRREAARSEAFE  REERLAENEHE -

BRAE3bEFZHE

EREZbZ—FHHEE BV RS - BPEMmER R /DB ERKHCVERREA
EEE - ROHIREIERE Z 5 - VOYAGE-1EVOYAGE-2TE P - FNKANEEE -
FHHERRT-6 - REER QBN B L ESPRSSFEEMEIE(VOYAGE-1)3 A FE(L(E
MFHE{E(VOYAGE-2) R EE T bR - PrAEM B EMEEREE DA
#EXR8E12BMAVIRETAE - BAHER PRS AEERN B3R ERIEZMAVIRET 16
HiaE - B2 SVR12 LAl £ VOYAGE-1 E2 VOYAGE-2 73 Al &% 97.2%(352/362) B
99.4(159/160) -
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12.5

12.6

TR B E(ENGT3bREED - SVRI2EEHI B B E(EGT3aR al EHHEE(92.9%
(13/14)) - BRI EE EBIEAISVRIZ2LEAIS83%(7/12)[ KRB EREEZRAER
62:5%(5/8) - B&HESZ PRS ABEXAHERBS50%(2/4)] - 3B ARG EHZAFEZERNEZLZ
il & B (relapse) - 2R BAEER PRS AER A BRI AEPRB2AERN - R
B E(ERaED - BERZ3bEEZSVR12EEAIR87.5%(7/8) [ R & # = /AK 7 =it
E785.7%(6/7) - B#&IER PRS B E/100%(1/1)]MmEEE a2 SVR12EE
$175100%(6/6) - 12 ARBER AR ERANE bR ZE & (relapse) °
REBEZOBENGAEZ PRSBFEEER CKD 5% 4 ~ 5 BAIEM HCV Bk - AT
1B BB VB AT AR (ERI AR A

EXPEDITION-4 2— 58 4H - 250 - MMt R  HEHBEEBINEAR
(CKD % 4 - 5 i) RVEMIEE (RmZ2E B Child-Pugh A FHE1E) FURELE
A Z MR - BETAA 104 UREE - B 82% ERMREMN - R HCV &
HAE1-2-3-4-5868mADAIE53% 15% ~ 11% >~ 19% - 1% - 1% ; i
M @ 19% WRE B HBEEMIFRE - 81% WX EEEMIEL ; 58% NXEER
ZRAE - 42% BAER PRS 8% - B2 SVR12 BB 98% « W RHIRHBHEA
BAMES - SEEHBBINEAE  WARERN ; slBRHBAFTERREEE -
ENTEEEFRBE MR - BAEES NSSA fIHIEIEE NS3/4A &8 EEHNHEIE (PI)
ABEAVIEMHCVECERALA

MAGELLAN-1 2—IEM# D - ZEHREMMEEER - 7K 141 RREREE 1 5
4 BB &S E NSSA MHIEF/3 NS3/4A Pl aEERERAUNZHE - £ 1 39
(n=50) 2B 5 - B glecaprevir 200 mg/pibrentasvir 80 mg - M &
glecaprevir 300 mg/pibrentasvir 120 mg (AR A ribavirin) #17 12 B8%
(P ITEREMA glecaprevir 300 mg/pibrentasvir 120 mg - &K B A ribavirin) - 5
2 8 (n=91) MAEREE 1 5 4 B EMECSHBAEEMECRZEE - B
AECES MAVIRET A% 12 85K 16 8 -

F1EAME 2 BHERAEN 42 UEAR 1THRANRHEE  BEREEES
NS5A #i & & (L MAVIRET j8% 16 ) - st R B &%= NS3/4A Pl A& (LU
MAVIRET &% 12 i8) - FERPURS 58 & (BE 34 £ 70 %) ; 40% WZAERE
R NSSA B - 590 60% RE &S Pl AE ; 24% BNEL ; 19% Fik
65 5% - 69% BB ; 26% BBA ; 43% WEEEE SIS > 30 kg/m? ; 67% HIAE
Bl HCV RNA 2E % 1,000,000 IU/mL Bl £ ; 79% RiZans 1a B - 17% Lo EY
1b B - 5% & 1a/1b DISMYEMERE -
HRBEEEABRRANRELAFEHEANNELERS  dRERIAXEEH
MAVIRET JAE & & 55 NS3/4A Pl A1 NS5A #IHI B MmfEaEm HCV EFE 1 [
BA

% 15 : MAGELLAN-1 : SEBTIE{L st R B fC (& 1 T B b B & 25 5 NS3/4A Pl 5

NS5A HIEIBIAE 2 BEHCY EEE 1 BRm A BN

GRS p AW KRG | DEESE g5 HHIENR
2 NS5A HI2EI) (GREIES Pl AE)
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12.7

12.8

MAVIRET MAVIRET
1238 16 &8
(N=25) (N=17)

SVR12 92% (23/25) 94% (16/17)
RiEZ SVR ZZHABRVARGER
BEPRBEARAM 0/25 6% (1/17)
' 0/25 0/16
HAth3 8% (2/25) 0/17

Pl = EEREAIHIE

1 EERAEESR R NS3/4A P BE (simeprevir/sofosbuvir % simeprevir *
boceprevir 5% telaprevir/(peg)interferon/ribavirin) B R Z# %8 NS5A #AIHIZE A9
2 BB EIESE NSsA HIHIEIEA (ledipasvir/sofosbuvir =k daclatasvir/(peg)
interferon/ribavirin) - BRE #5238 NS3/4A Pl JARM A -
3EEAARSMHFE REsUREHBHNZHE -

RNEEZAEN BEES PRS AEZEBUHCV/HIV-1ERBRRMABIEES R AN
B RERE

EXPEDITION-2%— &t ¥ 153EHIV-1#BHCVE B AR HE 2R MEEER - KB
BEr=EEESMAVIRET 83 8% - BAREMMNEEREESZMAVIRET 12:88
E-adBXaBEREARAEEREEN S K E X (peg)interferon - ribavirin /3%
sofosbuvir FEEERA - EhEREIFAZH AR ES AEE -
F153UREED - FIOFRABASHE(EEE23~745%) ; 63% & HCV ZEREE 1 ; 7% B
HCV EREL 2 ; 17% B HCV ERE 3 ; 11% B HCV ERE 4 ; 2% & HCV EEE
6; 11% B ; 84% BB ; 16% BEA -

EXPEDITION-2% - HIV-1H#BEHCViE[E = E SVR12 LE6I& 98%(150/153) -
Hp—USHELIRABETRBERELN - WESHEEE (relapse) -
REBEZAENELES PRSAEZHBEBEMAE E(bER ZIEMHCVEIRZE

MAGELLAN-2%&—E 2B A -~ MR - st¥100@/ BB ER ZHCVERELT -
23 ASNORNRRHFBERTIE(EmM AL T MAVIRET 1218 R - il EEEREE
SR K= (peg)interferon - ribavirin /3¢ sofosbuvir ffAEERA - Hob
BERE3HAZHARSEZGEE -

100U =M ER - FIHFER D60 (L E:39~78%) ; 57% &~ HCV EHE 1,
13% %% HCV ERE 2;24% % HCV EREE 3;4% & HCV ERE 4; 2% &
HCV ZEEEL 6 ; 75% BBM ; 8% BEA ; 0%RHBERA ;| 20 5BBZEBA
o B 2 % % &l B % cyclosporines100mg - tacrolimus - sirolimus -
everolimus - azathioprine - mycophenolic acid - prednisone Kk prednisolone.
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12.10

12.11

BIEB 2 EEIZSVRI2 LEAIR 98%(98/100) - Hh—& 2 EH{E 3 (relapse) - Tk
HIRBEPRBEARRMESL -

A HEREE [people who inject drugs(PWID) & ES R i A B Y E@HBNEE
[medication-assisted treatment(MAT)] Z & HCV R R HE A

PWID

5 2 BiF1ZE 3 HARRRALER - 4,655 U3 MAVIRET JaE I 45 Bl FE AR 2 & B+ 57 2
Mzigt HCV ERESE 1-6 BECRWS VD FEMASD - KB BB - 1,373 1%
AEEARBERAIHERSE (PWID) - 3282 iiRaEFEE ETHEBEE (non-
PWID) - PWID &9 - B 62 URHERERHRI/IHR PWID (EEBZH BB
EF% MAVIRET JaB 2 Al 12 ERARBEEEY)) - 959 URHABELEREB LR IR
BREP(CERHZHEBMERE MAVIRET JaE ZRIEAE 12 BH L EZ T 51%4)) -
352 URAERFSRIFERRE BI/TH PWID S B4A&% PWID - RIZRIIADHT - HERR
DRATHER/BEIFERLERAE (n=4,241) - BR/ZEH PWID 2 ERELS
M (79%) ~ BA (73%) ~ BFE (Fl PR [$8E] : 40 5% [19 £ 64 5]) - RBAE
(94%) - HELR HCV EREAZ 3 8 (44%) K HIV HEEER (24%) NEEAIERS - B8
RAEITHERE/FIHEREIHBZME - BAZHBRI/EH PWID 2l & FEATHE
£ (73%) - BB THER/FTHERL R ZNEL SVR12 tEHI5 98% - Brl/&
2 PWID ZalZ A% 89% ; MARBMNEEREEZZHENRE R/ PWID #H7%E SVR12 Al
EREHLBANERRK - KM - MABKNBESE20BERANEMET : BRi/ITH
PWID 2l ER 2% - BB IHERE/MIFEREIHES 1% -

MAT

5 2 BAF15E 3 HARRRALER - 4,655 U3 MAVIRET JaE I 45 Bl 51 AR 2 & B T 57 2
Mgt HCV ERASE 1-6 BREMNBDFEMASD - 225 (IREEHRS R Y
EENAEE (MAT) - 4,098 uel &R MAT ja% (332 uRalZHR MAT &F16 &R
Ko RIADH) - HERARER MAT ZEZE - FH MAT IREEREASEH
(70%) ~ BA (92%) - BFE (FikPUH [$E] : 47 5% [23 £ 76 5I]) - RBAE
(89%) - HEF HCV ERAS 3 8 (50%) WELHIERS - £ MAT JaEM =& S -
74% FERTREAE - 1 7% FHEIEER HIV - BRREA MAT Jamm R B LLAIARE - &£
MAT Ja B X & (96%) FARERH MAT JaBERIZEE (98%) 2@ - SVR12 LEAI4H
MERB2RERRUERER (2515 <1% F 1%) -

BOEN2FEU ENR18mE)BMHCV B

DORA(Part 1)&— @4 &2 FIMAVIRET 848 - 12816 BN 12m U L/N\R18mF D
Fe M ERMARM SRR -

DORA(Part )il B K47 U R 5 E - FlRPUBBI14GR(FERE12~175%) ; 79% &
HCV ERE 1; 6% & HCV ZERE 2; 9% & HCV ERE 3 ; 6% 7 HCV EEE
4;55% B 11% BERN; TT%REBEREQE ; 23% SRR TERALAE
A%MHIVEERRE ; S\FE(EE ; FI9RERSIAT(FEE: 32~1092fT) -

A EEBESVRI2 LEBIA 100%(47/47) - MR EIRHmEE BRI MM -
=HHCVEERAA
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14

MAVIRET# st HCV RS EBEN - £—EEE - MRERE®RM20-350)4 -
¥ 286 I¥IRTRRRLZEZAE - WS MAVIRETAE 8 BAIH AR AETT
fihe
ZMHCVRIRMIERG 2 B 2 R B BT 1 - TIRRIAIHCV RNA - IR 32— %A -
HHCVITBERR 1 « SAEAHCVHEE « HCV RNASIHCVAZ O BRI 4 SRR et 88 2 B
4 BEMHCVERERNITAERE - WRIEBAHCVELRRARITS - 84% HZHE
EEREARAIANERE  BELEHMITEERE - BITHA HCV BRANERT
B WEEEE . 96%MZHETBIEHCV RNA - HP39%H S & SEBE—F
AHCVH 52 22 M 3 S50 HHCV RNA - 4% = 855108 EHCV RNA - TJ5E
B 7SR AT PR ERHC VR B B M5 1% -
FHPIEA 43 (88 : 20 £ 78) ; 18% ZAIA HCV BUERESE ; 58%5 HCV &
FEE 1 4% B HCV EEE 2 - 12% B HCV EEE 3 . 17% 2 HCV EER 4 ;
6% %5 265 5% ; 89% BBM ; 11% BRA ; 2% BIFFE(L ; 50% BHIVEARERE ;
14% 2B A1/AEH PWID ; 7%5 6t 18 R BEMBENAE(MAT) ; 9% AEEESEE
ZI(BMI)ZE/> 30 kg/m? ; SAEATHCV RNA ZEPAIZ5 5.4 logqg IU/ml -
2488 SVR12 LEBIA 96% (275/286) ; RAZHE HIRKSERBAYN - MBRED
SVR12 MZETREBREAR HCV - RAEEESMBHPHIAREN HCV 2RE
RN -

2E3

13.1 8%

PVC/PE/PCTFE #2568 R B1% -
BEREAZ 84t (42 82 21 it ) IRAKIE -
13.2 A

MINBIEFRO
133 REFIFRGE

@7 30°C (86°F) LR -
AR

2w AR ERE (BARA) -

HCV K HBV HEIEREVE AR B RURT e BIE LRI ERR

BEIMWA - £ HCV BERpaEIESUAER - B8 HBV KRR - 273 HBV BE{ErIE
b2 - IREESRA - 55 B B RECRRSE - BEHEEAE (28 EFEZRIEF

& (5.1.7) 1]~

Y]

BEFMBEA - MAVIRET clsE AR D EYEEREER - AL - MARDEEAESSHFTER

TR E SFRFENDRE (28 T2 4) , ~ "EZRIFEFE(5.13), R'RE
TEF (7) 4]

HA

BEFHAEA - MAVIRET (UEZBHIEAEH—X - BERA=FkH - BB ARHE  AZT

FCE0RAR MAVIRET - BB BB EEER (28 "HARFE 3.1.2) 4] -

18
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WRFEREXRBE - ME :
o WMIRETAERERRE - AR MAVIRET BREBE 18 /Wi - BiERBABRRBEERAER
EE - WIKE—RRERBRA TN REE
o JIRTRAR MAVIRET B#&i#818 18 /N - BIETMBAAEZRARRNWEE - ERKE—R
FZRBRA TN REE

X BE%EIEE 10025 /402 5 (Maviret Film-Coated Tablets 100mg/40mg)
MAVIRET™ (MAV-ih-reht)
(glecaprevir ] pibrentasvir)

EAht MAVIRET - BFEMEMEESEMNE ?
MAVIRET tlAEiE R Bz ERVREIER - 855 :
B B R mEHIEL - IEFRYE MAVIRET /2B 7RI - BEABSEAMHMBERRA B BT X
RHERF - MRMEG AR B BT RS - S MAVIRET ja% C BT RS ARt ala
BE BENXREAUEBEEL B ENXRSEBERE BABEL) useEREENNT
WERE EENRBEEET  NRCEBEMNXFEHELNAER BEZEAESELRER
MAVIRET JaZERE e aE®E - SETER -
FAREIER - F4EMFESR "MAVIRET aJsEEMILERIfER 2 o+ —&f -
MAVIRET 21+ ?

* MAVIRET E—TEEHZEY) - BRRAESMCGIIRR)HIEN (BH) CENXRE

(HCV) EREI 1234556 BEN12mULEREA -

MAVIRET ZEmMEZEY) : glecaprevir M pibrentasvir -
BRI AFZERW 12 mRZERA MAVIRET 26822 HEBENY -

MRIEBETIIER - 52IRA MAVIRET :
. ﬁﬁﬁﬁﬂﬁ‘ﬁfiﬁﬁﬂﬁi
o [ERARALI T 1224
e atazanavir
e simvastatin
e dabigatran etexilate
o HMZ#B4820 ug ethinyl oestradiol
 rifampin
#ARA MAVIRET ZAl - B S BEABSWNAMBREIR - 8R8EE .
o BIARNZE B BT RIES
o B CARRLISNIBT iR
BHIV-1EZ
B EBENRESE
BIERRA - EZRMSHIE KRR ESMTIEERAMAVIRET -
DRIRZEETERZ ; BRlEAFE MAVIRET 268282 REERMRRE -
o BRI ETERE ; Balm 5% MAVIRET 262 5EASE, - IR
MAVIRET &% - B HEEE A S mEm TR 7A -
mmarea e ABIRERMNRAEY)  SRESE  NE  #4R - PEES - MAVIRET AME
1&?”%@% OREE BT EEY  ERAIEAN MAVIRET St EMZEYN RSB 2 AE -
& MAVIRET st Bt ZEp0M A - s25I3%&8I1FA -
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AI—IRIAVEYBE - IRMAAEEA BB -

o RO BIFAREE B A BB ELAN - VIS B MAVIRET EERX EFRRVEYBE -

o EFBIRAMNENZAE - BLESHEEAR  BEASZEHFEER MAVIRET
AEMEYZEEZE

T EZ AN AR A MAVIRET ?
o FEENBEEAENERKAE MAVIRET - [RIFBEASRESH - U2BITENE

=.
. r'ﬁEE—iEQ*%/\EET WAl - AolfEH MAVIRET -
« §X—R - RA 3 i MAVIRET -

. MAVIRET FEFEE MR -
o WAREME  FERACKEEIRR MAVIRET -
o MRTEAIRAER MAVIRET BIE - I H :
o WIRETREMESME - " MAVIRET B R#Bi8 18 /M5 - FERBERBIERN
HE - S‘Iﬂiﬁ#&—ﬁ%ﬁﬁ%ﬁﬂ%%ﬁﬁﬁﬁﬁ?%ﬁﬂg
o MNFRWAR MAVIRET #1818 18 /I\iF - FAZERARKNEE - EEKE—RH
%’H?H%F'%E%_F)’@JE
WMRERABER MAVIRET - SBUENMAEEAE - 2 UEAIRHTBRINTZEME
MAVIRET oJseBEMPLERI(ER ?
MAVIRET SlgEiE s EMNEIER - 815 .
 BEMRXHSHEEL - 2R "B MAVIRET - HBZ2MEMLEESENE ? 4

e EFAMAVIRETZRIERBEBZABEMNWERKBA : BFIMEERIE - lﬁ?ﬂ%*ﬂ%tﬂ’]

:%Hl&‘i - BEAEBTEREAMAVIRETHE S REa R 2E B BB R CREBER -
AU EREEABWNRTHIR NIUEAR :

o DM o fgH

o 55 o REHIBBE(ZE)KRE

o WESNNRAEES o ALIERRE

o RY¥BEEBEZMIMELMIM o [EfE

o A o [tim

o MEERE o FREMRTE

o REBR
MAVIRET &% RAVEIFRZIRRMEE -

U EoRE)E MAVIRET PR ol sERVEIVER -
FREIERR SRR - BA08em -

MAVIRET Bz fulf#7=F ?
e MAVIRET 27 30°C (86°F) LI'F -
o ZRA MAVIRET HIfSE - Tﬂ%éﬂé%#"j#qﬂﬂﬂﬁ
MAVIRET KFFIENEMREZEWNE - BRRE
LZEBYER MAVIRET B9— &M
HREBREOEER "HMARM L RBEINLNEMBR  MEXELEY - BEFDHE
MAVIRET RRE7; LR BRASIRIRIE - BIEE M ARVIEAREGARR - AT # MAVIRET #afth
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ANER Ut NEREE - Lo GHBEASNELN  /RESEBEEAEMERSW
MAVIRET 1HEHET

MAVIRET 2B ER 7 ?

SEMER S - glecaprevir F pibrentasvir

JEVEMR 7> © colloidal silicon dioxide - copovidone (type K 28) ~ croscarmellose

sodium ~ hypromellose 2910 - iron oxide red -~ lactose monohydrate ~ polyethylene
glycol 3350 - propylene glycol monocaprylate (type Il) - sodium stearyl fumarate -
titanium dioxide - vitamin E (tocopherol) polyethylene glycol succinate - fEHAZEE -

15  Hih
=HECCDS V11 & USPI

B
FISM - FOURNIER
LABORATORIES IRELAND
LIMITED

FEMun it © ANNGROVE, CARRIGTWOHILL, CO. CORK,
IRELAND

DEIER : AbbVie Deutschland
GmbH & CO. KG

“REER  mAKRNBRAE AREKRMIL  AEHAKERFFE1HFEAREI1R

DB : Knollstrasse 67061 Ludwigshafen,Germany

o]

BB EEERERATAES
AT

SmPUBEZEG1795E17 K192
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