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JI%E

IR, - R - B0 NS E e MSD

KD 2ZE
1 s 5. MEENIFMRICEHET 2R

AHO/RSICKYEERMA. BRERFHSDNZT L
HH30T. BECHUBHWERRREOTEEICOVWT TS
BT B &, [8.6. 8.7, 9.1.2. 9.1.11, 10.1, 11.1.1,
11.1.2881]

2. B2 (ROBHEICFRSLEWVT &)

2.1 BRI MDA > & —7 = 1 > 8EN U SBEOE O B
BB 5 EE

2.2 T F VsAYENEIENC T U CRBUEDBRERED H 5
B

2.3 /N HB R B EROEE [10.1508]

2.4 HEGBHEFAOEE [HoeBEFAIELT S &
D5,

2.5 JEREMEFRROBE

3. #8R% - IR
3.1 #Emk
- R7A v ha v OETRER
s 50 1g/0.5 mLFd

DMTIVHRORR| TApg

g AVEPTEVENEE~ Jop R |

% a7V 7-2b|F/K] 0.7 mLICIA 50

% |CBETHIRR) |#L7-1510.5 mL 1e
FIcEENSE

AU VIR—= 180 0.074mg

B 59.2 mg

m DI =S T NDI N

U YB—KEFPUTA

1.11 mg

AENE EFERR S % G OEBEZIREM T, BERE LTHAER S [1E
StFZK] 0.7 mLZEHRMML TV,
3.2 ®FIDOMIR
AANIEHBEOMERII T, ARRERL THWVW D EHAITH
b
BRI TETR

IR7E 4 74 v bo VP NEAS 1g/0.5 mLA
ERIN pH BB
4 1 75 B 6.5~7.1 1 (EERIERICNT 5 H)

4. SHEEXIFHHR
OUNEU Y EDHAICEDROVNTNH DCEUSHRFRICH (T
B A VR MEDHE
(1) msHCV RNAENEEOES
Q) 479—7 1 OVEFHBRFETENDBRES A>T
— 7 T OVERIEMEARER LIRS
OUNEU Y EDHAIC &2 CRURIEMFEEICSIFE DAL
MEDE
OEBMBEECHIT BilRmBIEE

(CEUBMRTR R U CRUR B AT ERZ)

5.1 RAIOMHEHICKEE L Tk, HCV RNADBHETH S Z &
B OHERHESUI TR M/ MREEIC RO 8RR
REEFEETCHDH I EE2MWIET S L. 2B, MHAEHCV
RNAEPEEOCHBHFRICAR zHV2HE. M
HCV RNAEART-PCRETI0TU/mLEL EXIZb-DNA
TIMeq./mLE ETH 2 &2 MERT B &,

5.2 CHAREMHFELZEEICHT 2N v EOfAICL S
BREIE, VAV RMEOHELZBNE LD THY, FFEE
BEIGETHHOTIE R WD, REFFAEEICED VAL R
FHRERIBOENIHETHoTH, FEEICHT 2%
WEZIT &

(BHEReRE)

5.3 BHREEICB I MEMIEEDEGES, AT VDR
FirEITHI L,

5.4 [17 . ERIREGE] OHOWEZFIH L. RAIOBEREKR L
2tz +3EE L LT, MISREOBRETS &,

6. BIENUAZ

(CEUSMHRTRA)
UNEY) EDOHAIC K ACRIEBHEFRICBT 271 L AMEE
DREDGE
UNEY VEMET A &,
BE. BAICIE, RIS vy —Tzay TILT77-2b GEBEF
#iaz) & UClEL.5ug/kgzBlER TH5T %,
AEIOBREGICELTlE. BEOREZEZRBL. BE. F1Z%0
WY R MBEZITH &,

(CEIIEERTIEZE)
UNEY Y EDOHAIC K ACERREEFEZICBIT S A LR
MAE D EE DB
UNEY VEHATHI &,
BE, KA, RV vy —T a0y 7TILT77-2b GEBIEF
fAMRZ) Ll .Oug/kg%BIEIE 5T 5.
AEIOHRESICELTE. BEOREZEZEBL. HE. TlZ%0
W2 MBE 1T T &

(BEEERE)
BE. AR, RISy —T7zar PILT7-2b GEIEF
M z) LT, SEBE TIXIE6ug/kgx LR, 938 H LI
F1ERBug/kgzBlE KT HRET 2. KEIDOHRSIEL TE,
BEORELZEZEL. BE. FILEFOBULABEZITS 2 &,

7. ERUHAZICEET 5FR
(CEUSMHRTR R O CEUEIERTIEZ)
7.1 ARIOBMIFESROENICB T 2 EHE - ZatkimEr L

TV,

7.2 KEIOHBGIZEE LTI, TEESEIC, BEOMAEREICEL
THEEZHANWS,
CEUBHRFRICBIT 271 L AMEDNE

ARE (kg) B5E (ug)
35~45 60
46~60 80
61~75 100
76~90 120
91~120 150




CRIREIERTREZE I

BIF 274 AMEOHE

1A% (kg) BE5E (ug)
35~45 40
46~60 50
61~75 70
76~90 80
91~120 100

*REHI-DDOEREE

e (mL) B58 (ug)
0.1 10
0.2 20
0.3 30
0.4 40
0.5 50

7.3 @E. BRAIZIR NEOHE - HEOU N ¥ 2 iEO#H

592, RAOHEITEL TIE, BEOREZZEL .

EA=N

FIEEOE 2 ME 21T T &
CEUBMERFRIZBIT 57 A L AMIEDRE

BEOMGE

INEY v oR5E

IH&RS5 &

HARR | YRR

60 kgPl'R

600 mg

200 mg | 400 mg

60 kg% # 280 kgPlR

800 mg

400 mg | 400 mg

80 kgz x5

1,000 mg

400 mg | 600 mg

CHURAHERTREZE IS

BB AMIEDOE

B 5 FtEH]

N Y oER5E

DANEZ T
YU EE

BEDFE

1R 58

HER | SRR

60 kgl R

600 mg

200 mg | 400 mg

14 g/dL
Bk

60 kg A
80 kgl R

800 mg

400 mg | 400 mg

80 kgz B2 5|1,

000 mg| 400 mg | 600 mg

60 kgl F

400 mg

200 mg | 200 mg

14 g/dL
ER

60 kgZ#Bx
80 kgl ¥

600 mg

200 mg | 400 mg

80 kgz A %

800 mg

400 mg | 400 mg

7.4 KAlOREGHMIZ, BRMER (HCV RNA, ALT#) &

CEMWEROREZEZR LD
FHEREL. M/ MEEL. NES
AEIIZINEY COEED
[11.1.3-11.1.6=0R]

SHEEBICRET ST L. KIC
UI:/O%J’EF@?E% FEEL
ZWVITHIEEREICRES Z &,

7.4.1 CEMBHERFRICHE T 27 A VAMEDOREZEDEE

(a7 =71 (V=) %471
TIHHCV RNAEDH

(la) X3 (lb))
BEOBZEIIBTIEHOBS

HIRI34GHE Th B BRHABORERE D HEHILA
TIAZEPET T 5720, BE - REZ EOLEIZK

DATHEZ R D48 AR ST 5 Z EEFE L,
O LN WIEE

HEE L EDHRE THRY
E=ZET L&,

%o [17.1.22H8]
7.4.2 CERIRMEMEITREZIC

[17.1.
Q)ENBILOEZEICBT S

TH. 24
MEe =40k
18]

EEORSHMIZ24:ER TH

BIF BT A AMKEDHEDIS

G BEORSHR i48LF'Eﬁ'C%%J T8, 24 EM Lo

B5 CHRDE
Z &, [17.1.35H]

2 5 NL N

7.5 KFl 248z BA TG L-Ha

LTz,

IREOFIEEERET S
D& - HRMISEEL

7.6 KA UNEY YOHHAKEICH > TIE, TROBER

REEZERT S EVEE
9.1.3, 11.1.3-11.1.6%H#]

CEMBMAT 21T

L, [8.2, 8.11, 9.1.1,

BIF 574 )L AMFED E

HEIEE B 5 HiE
H MmEREL 4,000/mm3LL_E
IR EREL 1,500/mm?3LL k-
I/ IMREL 100,000/mm?3LL_E
ANESOCVBE 12 g/dLELE
CRIREHAEZEICB T 27 1 )L AMIEDNE
WEIEE 5 HiIE
IR EREL 1,500/mm?LL_k
/MR EL 70,000/mm?3LL_E
ANETOV VEE 12 g/dLLIE

7.7 BERIERIONE 7O E VIBEN 14 g/dLAKI, IFHREREL
2,000/ mm>>Adit & 2 W MM #1120, 000/mm? A3 0 B
EE R OZE TR 2 ET 2HENE < & HIEM AR
ENTVAHDOT, #E56IEY S ZEMIIFEAIARSES Z &
[8.2, 8.11, 9.1.1, 9.85M]

7.8 KAV NEY » ORGSR
ZEHE L. B IERE. ﬁ?ﬂf]f?kiﬁz M/MRBFANEZ O E

VEBEOKTNROLNLIGEEIIE. FTERESEICKAIXL
KON Y ORRFEET 52 a (8.2, 8.11, 11.1.3-
11.1.63H]
CRMEMEFRICBIT 571 L AMIEDLGE
HEIEE B DRAY AH
e | LO00/MICAE | EEAL | HEICHE
RIERE 1 000/ mmi%k HiiE
eg, | 7O0/MmMRNE | EEAL [ ERICHR
HAHEEE o0 mms ik
. 80,000/mm’Ri| EEAL [ FRICHE
WA 150,000/ mm ' ik
=
600 mg/H
ANEZOE Y —400 mg/H
MR (DWRE| 10 g/dLEKR | 800 mg/H | BEAL
EF OREE —600 mg/H
7% L) 1,000 mg/H
,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 60 mg/H|
8.5 g/dLAKIi Frik
10 g/dL=ki. X| 600 mg/H
3EEH, #5 | =400 mg/H
s e | BTEICHAR2 g/ 800 mg/H | ZEx&L
e dLLL L b Ar4| 600 me/H
BE ODRR T ippgree 1,000 mg/H
azoBE T S e
BO) 00 mg/H|
8.5 g/dLok .
NIdEER. 48
R L C & 12 ik
g/dLAK
CERIRMEHEFREZEICB 57 A )L AMAEDNE
WEIEE HiE PRAY NS AF|
ey | O0/MMIRTE | AEAL | HEEICHE
REERRREL | 500 mmide ik
50,000/mmskiE | EEAL [ FRICHE
MR 155000/mm i ik
:D .E.
~NEFOVY 600 mg/H
BED (115 ~400 mg/H
o 10 g/dLAN | 800 mg/H | EE4L
FtaRTOHD
N < —600 mg/H
BEM4 g/ 1.000 me/H
dLLLE) 0 6
,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 600 mg/H |
8.5 g/dLA i ik
W
AEZTEY 400 mg/H
BED (15 —200 mg/H
e 10 g/dLek¥E | 600 mg/H | AHEZL
BaETOHD
N < —400 mg/H
BEMN4 g/ 800 me/H
dLF:#) e
,,,,,,,,,,,,,,,,,,,,,,,,,,,,, A0 meg/H|
8.5 g/dLkiH Fk
) DERNIIZFOBEND BE KRS T DI,
Hb#EEA'10 g/dL ETH - T b SANC A2 g/dL

D EowEdpARRRERT 25513

UNEY YOS

%, HbiREH8.5 g/dLE ET&H - T HRERAAME

BLTH12 g/dLRBOBEIC
[9.

Z&,
(BEREE)

7.9 KElOHSIC

142081

BLTIE, TiLesE

THEEZRHVS,

B3RE5HhitzEET 5

12, BEOMEEIZIGL



HEH-DDRE5E

w58 (ug)
PP 8) 6 ok 3 ug/kg | 2 pe/ke | 1 ue/ke
25~35 | 180 9% 60 30
3%6~45 | 240 120 80 40
46~55 | 300 150 100 50
56~65 | 360 180 120 60
66~75 | 420 210 140 70
76~85 | 430 240 160 80
86~95 | 540 270 180 9
9%~105 | 600 300 200 100
* BB D ORSE
& (mL) B58 (ug)

0.1 10

0.2 2

0.3 30

0.4 40

0.5 50

7.10 AR EICEDEIERPRBE LZBEI1CIE. DITOER
BHEIC, KEIZKRE, BEXIIHET S &, RERICHE
ExBHT 258123 LTORRZE2SZIIHET S &,
[8.2, 8.7, 8.10. 11.1.2-11.1.7. 11.1.21=H&]
RER, JEE N O IEEEE

BIER 2E B
500/mm3Ll bz 5 F
TARADOEE % KHE T
%o, KNEIOHE % B
I 550, K5EY1E
R,
50,000/mm?3LL Bz 5
FCAREIO®RS & R
T5. KElO®KE%H
M9 258 HEE%]
BHETRS 5,
ILRICR B AR D
BEEZKET 2, KH D
BE5 BT 258, &
S58% BN 5,
Grade 1Ml Ricz 5 &%
N THAORE 2 KET
e |OTade 3% OFE 2. RAIDOKRS 2 FHH
FRIREHE Ta5e, BERELR
R %,
Grade 4% 0BE& | KEOBRSZFIET 5,
HEQRENRERL aoR s LT 5.
FERFIIE(L L5
=

KFEREREY %E)O/mmSE?ﬁﬁ D%

50, 000/ mm> i D

8o

I/ MRE

ECOG PS 2Ll L&

FEERE

H8FELAE KAElIORE ZHIET %,

ECOG PS : Eastern Cooperative Oncology Group
performance status
¥) CTCAE (Common Terminology Criteria for
Adverse Events) version4.0lC# U %,

HEHEOH%
B 5 FH £ 3 1 B B w58
BEERSE 6 ug/kg
1 B PR 3 pg/kg
1~8HED#HE 2R PR 2 ug/kg
3B 1 ug/kg
AR P Hik
HERSE 3 pg/kg
S [ [ o b s ) LR R E 2 pg/kg
9 B LIk D#H 5 SREHE | ug/ke
SRR EE Mk
F) I~SGEBICHE LSS, WE L5582 9588 0k
IEREEET 2,

7.1 o BEEER & OHRAICOWTEMERUCREEIE
FESL LT WL,

7.12 BERRER CRUE S N ESHMEICO W T, [17. R
Wl ODEHONBZBF L. REIOBEMEKROR2E 2+
fRL7: ETHRET AT &,

8. EEREARIIR
GhgeHE)

8.1 REIOHRSHHAICB VT, —RICHREDSABND. TOTEE
WEEAZDPZELWDY, SEEETH550HSHDT. BRES
ELRDTRE, BHISHILTHEP LD FARET 5 &,

8.2 EBEFEEEINGI. FFHREREE . PRBHERES HO DN
BT ENHDHOT, BERARTR O S I E IR R
HHITHTE, [7.6-7.8, 7.10. 8.11. 9.1.3, 9.1.5, 9.1.6,
9.3.1, 11.1.3-11.1.6, 11.1.8, 11.1.9, 11.1.11, 11.1.12%:8]

8.3 ARFNLENREIEE TH 0 RN ANEELRT 2D, &
RZBEWEROEICEE L ZERY D 5 b G B
IEET A X O BHEICEET 52 &

8.4 BEUEFORILE THIT -0+ ozMizx2itoEEd
1. H5CHERENCE 2TV v 7 i IIFRE NG ERER 2
FHTENEE LU,

8.5 ®FE L, $EEL. HE, EHEHRIT A EHFHLDOT. K
B E5FOEEICIZ. BEEOEE, BBOBREICKR S
WMESELZVEITFEIT S L, [11.1.725]

8.6 MEMIFI RS HSDONBZENHBHD T, FEh, M, I
MR EEZE D IR EERICHICER T A 2 & BEBEMRD
FEEROH 5 BEIEAT 5I10H 72> Td, BICERNICEE
2. WEXEEOBRBELZTORE, FOICEET A E, £
7oy EHR, WRREEEDN D S5 b NIEEICIZESIGEET 2
EOBEFICNLEERAEZ A&, (1., 9.1.11. 11.1.1%H8]

8.7 15D, HEAEXNZIZ U, BIRE, NENTH. NEE.
N, IR, BEE, WY, SRS OB HFERFER
DOFHEHICOVWTEBERVOZOREICHFSERSE, 2hb
DIERD D 5 DONIGEICITEBICERK T H2EH>FEE5 2
5T &, [1.. 7.100 9.1.2, 11.1.250]

8.8 VAIMMEREEREMREE, MR M/ MR RIER S H 5 b
NBZENBHHOT, EHNICIVERE (M/MRE. 7Rk
B RHEIEGRE) ROBEEREZTO 2 EBERE 91
F52& [11.1.9%81]

8.9 JDE. DAEE. DAL, DEAFEENDLDND I END
50T, EHNICDBENBEZTO G EBREZ DTS5 S
Lo [9.1.4, 11.1.145H8]

8.10 MEENH O DLNZZENDHHD T, EHWICERERE
B REBELZTDIITO L. 720 HAET. REH
DOREENHIR L GEIEESRPP ICEMOZE2Z THEOE
ERIEETHE, [7.10. 11.1.21808]

(CEUSMRFR R U CRUE ERTIEZS)

8.11 NEJ/ UVt VEE, HMERE. FHIEREN /MR O
MR GRS R0 %A 3R, 7R IZ4EMIC
IBERT S &, /o BCENEEIISLERICIE,. FIR
IRFEREMR A X1 2B IC I EEMT 5 2 & FRICCRIREMER
BZEICBLTIE, CREEFAEEN MBADERIZL
HHOOENEBENHHHDT. +HEETH &,
[7.6-7.8, 8.2, 9.1.1, 9.1.3, 9.1.5, 9.1.6. 9.3.1.
11.1.3-11.1.64 11.1.8, 11.1.9, 11.1.11. 11.1.12%:H8]

(BHEERE)

8.12 BHEREREICB T A MERMBEEDZE. PAINT 25
PIREIC OV TH Al - R R DERMOS & T FANC
LBV BEYLHHSNDBFICOVTOAERTH &,

9. REDHRZEISFEICHIT IR
9.1 GHYE - BIEEEDS 5 EE

9.1.1 CEUBMFARUCREETEZRDIEE. RSB
DANEJOEVRENS g/dLRiE. 1FERER2,000/mmik
ép 3 W[ I/ ViRER120, 000/ mmPRiEDEE R Tt
BE2ET HHENEL L 2BEAPRD LN T VWD, [7.6.
7.7, 8.11=H]

9.1.2 B - HEHMREEN T ZOHREEDH D EE
R - R AEER B EERT 5 e FH 2. (1.,
8.7, 11.1.2&H&]

9.1.3 SEOBMIKEA. FRIKR X IFM/IVREA DS 2 E
&

BBk i s ERED A I MR EAD RIS E LT 5 2
EWH Y BIE I HIIERA 2k L2 9 e [7.60 8.2,
8.11, 11.1.4-11.1.62/]

9.1.4 DREXIFZDEIEEDH B EE
DEENET S ENDH B, [7.8. 8.9, 11.1.14,
11.1.15%8]

9.1.5 BE®REEE (IEUBCREMEFXZIRS) DFEEX
(FZDFRRDH B EE
HOERERENBIAXXIEERLT S ENFH 5. [8.2,
8.11, 11.1.832H]



9.1.6 FRIFHAEEE N FZDEEREDH D EE
FRIEHRERE A E(L T 52 E DD 5, (8.2, 8.11, 11.1.85H8]

9.1.7 ZUIF—HKEDH D EE

9.1.8 BMEENEE
MINEEESE H2BENTDH 5. [11.1.18. 11.1.19817]

9.1.9 HBRRN (G ZDEIEE. KRIKEDHDEE. MIEEES
NH3DEE
WERBEPENIIFIET 2B ENAH 5. [11.1.10588E]

9.1.10 EEREDHDEE
oA % —7xa  BIEIT, FERPELT 5 ENRES
nNTws, [11.1.7%08]

9.1.11 MEMMRDEEREDS DEE
MEMMAPSEEBELIIERTLA2ZE0H5. [1.. 8.64
11.1. 18]

9.2 BigEEEEEE

(GheEE)

9.2.1 BUBARENIEILVFZF=ZVIUFPSVAHE0 mL/
PLUTOBKEEREESDGHEE
KElOMAEEN ERT LI ENH B, [16.6.15H]

(BHEREE)

9.2.2 hEED FOBKAEEERE
KA DIMAEED RS 5 EDOMENH 5120, FBRE5E
PEOTHEZZRTHAEEDHIC, BEORELZ XIDEHIC
BIRL., AEERORERICHIERT AL, [16.6.120]

9.3 FHgEEEEEE

9.3.1 EERHEZEDGH2EE

FEENBET Z2BENNH 5. [8.2. 8.11. 11.1.11%MH]
9.4 &IEREZR T BE

(CEUSMRFA R U CERUR BHATIEZ)

AENE, UNEY Y ERRT B2H. UNE Y CORMTE

[.2%] OBIEICETIERICOVT, ZORREHET

HZTE,

9.5 1FiE

(CEYS MR R R O CEUR B LT IER)

AENZUNEY) VEHHAT A0 UTOHICERT A &,

IR IR L C W A ATREH O H 2 L EICIEHRE Liana

Lo WRT WXL vF—Tzay TILT7-2b (EIE

TFHE#e%z) D750, 1,500, 3,000 EFEE I/ /kg/H 2S5 L

72& 2 A, 1,500 EREE AL/ /kg/ B UL ETHE DB R 2N

BROHENTBY, RIS ¥ —7xuary FIL77-2b (&

EFEIEZ) CBWTHLRBICHEDIREENBETE 20

oo UNEY IZBWT., BEB CESIESER (S

FMEOTHF 1 mg/kg/H) RO - REESEER (T

k110 mg/kg/H) BROENTVS,

(BMEERE)

TR IR L T W A RTREME D H 2 &t I I3iE Lo A2

MfafEtex FE 5 EHEENAEEICORBETHIE, 1T

BT WYLy —Txzay 7T 7-2b (CBETFEHR

Z) @750, 1,500, 3,000 EFEEA/kg/Ha2#HE5 L&

A, 1,500 EFERAL/kg/ HEL ECHREDO AR L EBIAFTED

S5NTHD, R¥AM vy —T7zay TILT7-2b CBEFHE

Hz) IZBLWTHRBICHEEOTREEABE TE R W0,

9.6 RELIF

(CENSMRFA R U CEUR B ERTFIEZ)

KENZUNEY V ERAT A0 LTORISEET S &,

WHABITAE, A ¥—T7 0y TILT7-2b GEIEF

FAZ) ROUNEY > o#EE (T v ~) TRHITHRAD

BTSN T VD,

(BHEREE)

WELOERE R OARBEOERE2EZE L. ZAL 04

XighikE#Etd s &, 1 ¥ —=7xzua> TILT77-2b

GEETFHEEZ) o (T v b)) THITHFAOBITHY

RN TWAD,

9.7 IR
NREITNT B ERRRER T E M L TLa,
9.8 Sk

BEOREZBE L AP SEBICHRS L., BEIISC THE.
R, HEPIESOBEY R NEBELZITH &, CREMHTF X 20T
RELZENERRBICBWT., BHE T, BEOEKEE
EEFESORFHER VHEZET 25ENEL % A IEA A
HENTWD, [7.721]

(F) 1% —7xu0r 77 7-2b8ANIEKREEETH S,
(BURFERR)

10. #HE{ERA

RTA4 vy —T7zay 77 7-2b GBEFHEIEZ) 1ZCYPIA2
KOCYP2D6%HET %, [16.7.1%08]
10.1 HAZEZ HALLBWLI L)

R 2% BRI - HEE AL BF - ERET
NSRS (Y LT A vy —7 = a (fEFBER IZREA T &
LS. 7TV I/N Y TILT 7 EE & BH. BRSO
LIRS DG CRIE MR 2 | FEBBII 13/ NETH S
[1.. 2.3, I1.1.1BE] BRESN TV B, | EDOFFABINZ,
10.2 HEFE (HEBICEERT SR L)

BB AR - EBEAE | 7 - GRET
CYPIA2OEE CYPIA20EE & (| AAIDOCYPLA2BE
TET 4 I 556, INHOEIEERICEDIN
FHY % RlOMFBEN LR |5 OEAORFH
BBENDH 5. mHlshs,
CYP2D6DEE CYP2D6DEE & ftF | AAIDCYP2D6RH
X hFou—) |TEEE. NSO EERICEYIN
73 MN)TFY U EIOMFRBEDS LFT |5 0FFORHE
& BBENDDH 5. mHlshs,
FTUFEY . oA >y —7 za v | R TORMEESE
TNT 7 BE & QG TAERE | MmO RE 2 1H3
HoMTPBENSEES |52 DD 5,
ZEpHEIRTVS
DTHEET S &,
IRTV oA >y —7 o (EREFIZRET
BEEOHATERERE | HD0. EHICE
HE I 7E B A3 18 38 & | BERS BRI 2
N, AMEREADEOM|ET 570 EE 2
D PEET S L 5N TS,
WH %
G NHEE ML >y —7 0y |BERICNHT BIE
AL OHtH THER ERICPFER SN
H (B BHBEES) | 2&E26N0T0
2B 2 BB E| 5.
ORI FEZHZ LN
H5o
1. BWEA

WROBWERADH 6bNBZENHHDOT, BREFFIITV, B
EPROONTHEICI G eHIET 52 EEY G LEERITO C
&o BEIECRIBMHI R KR OCCRIREHEFEE OREE - R ()
NEY ) 2B A5EETH B

11.1 EXBEIER

1.1.1 BB (19%K0). MRMEE. FKE (SEERH)
FEEN, R, PIREEES OFREER, 7o, HXHRER
NHLbNGEICEREERIEL, BIERERLEHIO
BEZOBEIRNEZITH>T &, (1.0 8.61 9.1.11. 10. 18]

11.1.2052 - 5329F (5~10%KiH). BRER. BIKEE
(19%AR70) . BUBHU{TE) (BEEEARBH)
>0, BRERPHEDONEZENDH, £, BIRE, K
BFTEHNHOSDN, METRICELI LN H 2. NR. R
., FER, BB, ORI, SRBIESEN S S bNIBEICE
BE5EPILT 208, BERFEOREIC OV TEEICHET
BT &o Flow INSHOIERDED 5NIHEITIE, BEHKT
BOBEEMET A ENEFE LW, (1., 7.10, 8.7, 9.1.2
S

11.1.3 &l [FRIMEGEA (2505/mmeEKiE) (1~ 5%E) |
ANEZOEVED (8 g/dLkiE) (1%KmE). NEZFOEY
WA (8 E9.5 g/dLKim) (10%LLE). NEZOEVED
(9.5 E11 g/dLsRiE) (10%L1 k)]

(7.4, 7.6, 7.8, 7.10, 8.2, 8.11%H]

11.1.4 SEFRIRE CHERE) . BmERE2 (2,000/mmiK
) (10%21E). ki (1,000/mmPKiE) (61.9%)
(7.4, 7.6, 7.8, 7.10, 8.2, 8.11, 9.1.3%H]

11.1.5 MRS (50,000/mmesRiiE) (1~ 5%Kii)

(7.4, 7.6, 7.8, 7.10, 8.2, 8.11, 9.1.3%H]

11.1.6 BERRMEN. MG (SEEREA)
BHEREOWHICL2BEREMENORRLECEE L
MERFED AW E SN TV, [7.4, 7.6, 7.8, 7.10, 8.2,
8.11, 9.1.32H]

11.1.7 BEBE. K (1~5%KMH). RUHES, HIT (1%
ki), BE. BAR. #BEl. D8, B8, &R HieKXHA
FEARAEIR. SRAERER (BICSEE). BE (HEARR)
[7.10. 8.5. 9.1.10%:H&]



11.1.8 BERERR EERHA)
HORERRICK D EEDNAER - #i7 [FRIFFEER .
JRYS. YEIMEE ., R/ IMRB A E SR (ITP). %
HARBEA, BV~ F, R 28HTY T =T R, M
B, Ta—27 b /M- JREPE, R (1)) OBENIES
FEZE] BHEbNBIEN DS, [8.2, 8.11. 9.1.5, 9.1.65H]

11.1.9 BMMERSEEREE (HUS). MAMEI/IRIBIAMELDE
& (TTP) (BAEREA)

M/MERD . B, BARE % EHE T 2B MIEREEEER
(HUS). Mgt/ M Esm (TTP) Hdsbhsd
ZEBHB, [8.2, 8.8, 8.115H#]

11.1.10 #ERA (1BKRU2EY) (1%HiH)
BRRPEEIIRET 52 &/H 0. BREET 7Y R
— VA, BEICELZENH D, [9.1.950]

11.1.1 BEEGHES (19%KH)

HEPELWLW NI VAT I F VYO LERZES FRELH 5
bNGEIGEP IS 2RI L, B ALEZITS T
Lo [8.2, 8.11. 9.3.1%ME]

11.1.12 AUBEEE0EELERES (JHEAH)

(8.2, 8.11%M8]

11.1.13 Yav g (BEEARH)

AR, ONEE. TAIR, Ka. EE, BT, 0ERES
DHoONIHGEIIIRELZESICHIET S &,

11.1.14 DERE. DA, DEMEE, JlE EEARH)
[8.9. 9.1.4%H]

11.1.15 REER (1 ~5%m)

DEBEAREIR, BEEE 0y 7, WEL BERIK. OF
TMENEN D 5DNE I ENH D, [9.1.450]

11.1.16 JEEEHMm (I, mEE) (1~5%F). SHEES
B \EEE. RIIERER (1%KH)

11.1.17 HIREE (10%20 L), BEAEM (5~ 10%H)

11.1.18 BMHEIM (19%K3E)

[9.1.8%0]

11.1.19 B#BZE (19%KH)
[9.1.8%08]

11.1.20 BRONGE (196AKi)

SRPE L 22 0 BYVE K OV GVE O I TE £ 3 L BUMAEIC
BDHIEND D,

11.1.21 HABEE (1~5%R)

MEES S 5bN B ENHHOT, MEHIM. Bk EBER
ORERRRE OBEICERT 22 L. [7.10. 8.105]
MNI1.2 hEHREIRFERMEE (Toxic Epidermal
Necrolysis : TEN) . FZEHIRERAE(REF (Stevens-Johnson

AEIREY) (BHEAHH)
HRE IR ARAE . R R PR ARE R RS O B RS Ao R B
EFHLDNDIENDH D,

11.1.23 HERARRIARIE (SHERNER)
iR, AR, CKERZICEEL., 2OXDRERPDH
SbNIBEIEEEERIEL, BYALEZRITS &,

11.2 ZOftDEIER

5% E

5%

A

likiZ3

URZVARE: & )
(94.4%). HMmEk
Bwd (94.6%) .
i BBk B O D
(87.4%). ~NE
7 a v v iEd
(85.9%) . xmmEkR
B> (80.9%)
AT N7 YUY NE
A (79.0%). #8
KR Bk B E 2
(67.9%) . I/
B> (51.2%)
Zi., Vv ISERkE
HZ., FERIREE
%, IFREREIE S,
I IS BB A £
Hik#E ., @R
7 mERE D

FMIRHEZ. B
MEREIEZ

JiF M

AST EH. ALT E
. y-GTPLE&A.
LDHER. BV L
vy EH

BH. FEAAT. H
AE. HEFRY
— 7. Al-PE&,
AFPHEfN. PIVKA
IEF, Va5 —
JUEER

ZTT LR

MR, BEREE, &
HR. BUN: 7 L
TFZVER, B
A, R, SR

My, mEEF.
AL, AR, I
(Puf% - BEE)

R MR I
N ==

I & 7 RE .
VARSI

BHRRE (75.6%)
AT U115 R =P =N
B, NH.
bE. OAR - OF
WA, HIERE.
JEER AR B8 ER
& i . (B, 7
IT—-tYEHE. Y
IN—t LR

BR. BR. BE
MRERE . JHER
F.REM. BB
JEE. FIRERABRER,
wWORE ., HiE.
@, BV, O
MR, H. AL
R B 2% L W [
R NS EN
HILERY -7,
EIEEIRE

H%%E“

R &

iiE (61.9%). %
%z (50.7%). =5
B, BB, ALHE.
B2 BHRIR

ALV NS AN
ST, BEARE B
b MoRE. £
TEALBE, &HE. &
B, T

FEABBBOE
Bz 1
EEHEH.
7K¥E

W SRR BS

ARA ANTEE - i
B, BEBH. A
R, BIEALE.
R RN N A
R mEEE. B
FEfEE. EEOEE

5%5L_E 5% 1 SHFEANEA
25  |EH (94.9%). B|AF 7 LI TR
R AR (91.4%). B ER
B - (B (86.5%). A|EER. KETR. |Elk
MIER (R (58.5%). % |5, B, ~4&.

- |BAERE (69.4%) .

AR (64.7%) .
RERE., fIEE.
HHER - AR

—a—u/8v—,
. BEE. B
7. FEEPE. EAR.
AR, ER.
. DU E. &
JIRE. PR
JRREE (PO - )
AT, B

CKLEH

PR E

V| B gE . WA SEALBE

THSEREAR . RBk.
KREZR. BR.
BB, BEsIR,
EFA. BB,
ERE, < L&,
H O, MK

fiiZ .
7K

AR

AR M AR
HY. AR - R
% B

8 R B AR - R B
=, WAL, R/
FRIE. R,
ARERALEE ., ERBGTF
g, AEEE. #
TET. HFEE
W, ZhE. &
B9, ERFCM, ERDE
TR, BRZ D FELE.
AR ST AR

T
19150 5 5
571
LM
142 %%
i




5% 5% SR
#5 RESECALRUS LB, |1 5 80 AL IS (I8 |7 4 38 AL X

BB | DR RIS, ) IR JOE. RS S (B9T)
BFRILE. ?EE%)

ZFoft |FIREEERE. |V SEHRA, BRI ILIA R
CRPLR. BYYE. 182, %%@@J’é\ —v 2., H
HERE., fERMF I L AT 00— | SHEEE.
DL 2. PDUVEN. EE A M| AEGE
7L BB, B, K7L T I 2| SRARHIREE,
BrUTYLTA|ME. LUERFBR|EE. #Hi
NIMAE. EIREEIM| KIS BIEIRHE FEE. FBE.
fE. EfFERE (W&, FEX. SE|EK. Bt
VA, FhUY%, B, BEEE™S KB
L, za—)b, HE. AREE. HUF‘B

Vb, ) V) SRR . TE
IRE. KB E IMEE,
ML A5Fa—
JVRA ANIEHTL,
Bk, BE. B
U YVSER AE
R NN o A n Rl
A, PRE, B

ED) B, ME7 35 —YHEOEFEEFRD 5NHEICIE
BE5xFIE L, BYLLBZITY &,

#2) ENEFRREBICBVWTRESZOONTVSH, FHEE
1RDSHHRE 2 B D Tl 78\,

W3) Ay —7zay TIL77-2b (BEFEBRELZ) EUN
Y CORBHIZBWTERAMNRD SN TWASH, RRE
1R S DTl 7R W,

4. ERLDFE
14.1 ZEIFAREOFR

14, 1 1 WMTOBHAERFS NESAK] 0.7 mLEEML TRV K
AU, BRRICZ A2 TE2ICHZ#C KD ICEILTH
1@@?%@@ (RVEEZVWIE), LIE6L<EHBEL CEE
bfdﬁ\ MWEEZIRERWAZ L, INATIULHI-DEETE
HEADOHEEIZ0.5 mLTH 5. B, KElZHMNOHASE
BA [ESRAK] 0.7 mLICEMRE L7z & &, B#ER0.5 mLA
u%ﬁ§®&74y9—7lu>/7»772b(§ﬁ%m@

Z) #EBET 5.

14.1.2 ARFASL., BREIEPPLICHERIT A&, 5.
RPUEBTHREZDELTIIHATH2~8CTHREL., 24k
RALIICERS 5 2 &, $-RIRIIEET S &,

14.1.3 BiEEIE8E S AR 2 EN L2, BRPZEELT
WD, FEEND D HHBEICIIER L2 W &,

14.2 ERIZSREOEFR

14.2.1 B TFESHOAIHERT A &,

14.2.2 FHHERALIZ B, KRBE. BEER. BEEORTET %,
EHEMRES R Z5F%) »PHESNTHS07T, [
—EAIANOREFESFIITD RN &,

14.2.3 FHI$TZRA L ESEBEEFAZD. MBEOEHRE
RIGBHIIESICHERS, BUErEZ CEFTHZ L,

15. ZDfthDER
15.1 BRARERAICE < I5]R
KRANIN T 2 HHFUEPHIAT 2 ENDH B,

Y ERE
/\74 vy —=7xzuy 7IL77-2b GEEFMEZ) (LR PEG-IFN
a-2b) &, A1 ¥¥—=7zxua>r 7IL77-2b (EETHEEZ) (LLF:IFN
a-2b) EFH5FEN12,0000EHA) TF L > 7Y a—)L (PEG) T
B LB TEERTHS (9 TFEN32,000), PEG-IFN a-2bD&£#)
EHEIEDTHOIFN a-2bEAIc R L TW5, F72. IFN a-2b& H#s
L C. PEGIESHIC & o> TRETLOHERPIIHI S N B 720 . EENTORE
B R < HRN G ANBREZ RTHEE2E L TV 5,
16.1 MIEE
16.1.1 BEikS
R ABE (18661 12AHD0.5, 0.7, 1.0, 1.5%132.0 ug/
kg™ ZBEE THEG Lz & &, MEFEEOtmax 354422~ 37
M. THEEREHIE28~37TRETH Y. TNENIFN a-2bD4~9fE K
VO~ TIEITBIEXIIEE LT\, £72. PEG-IFN a-2bDF59iH
B (MRT) IZIFN a-2b06~8fEICEERE L. AP TDL&E7 VTS
> A (CL/F) 3#1/101IEF LT Wiz Cmax&UAUCIZFRIC
HHILTER L. BRSO RD 5 hih

(5 i PR ER)

16.1.2 RiE#ZRS

(CEUSHERTA)
CEIBHERF 2B (1561) ICAFIDL.5 ug/kgZ. YN 2400
mg (800 mg/H) OIH2EEOHKE EDOHAICED . HELE4ER
RERTHRE Lz & &0 METBREES R OEYFHRNT X -5 %
DIFORFITR Uz, MEHEEIRERSHE#RSER £ TI3IE
EFEREBICERE L. AUChenll B BREMGEIZL.12TH - 722 &

£ CEMBHRFREFICBT 5 RERSHOENEE/T X —F
tmax | Cmax Cieshr AUCo-168nr ti2 CL/F

(hr) |(pg/mL) |(pg/mL)|(ngshr/mL)| (hr) |(mL/hr/kg)
LEH 23.1 874 99 68.9 40.2 21.4
(n=14) | (50) (33) (60) (26) (29) (28)
48EE 22.2 774 185 77.0 55.3 21.1°
(n=13) | (57) (30) (60) (29) (24) (28)
- 0.917° 2.11¢ 1.12°
FEER ]~ | ee) | 6) (22) - -

Electrochemiluminescent immunoassayiZ & 2 #lE ¥ (%CV)
a: ok Ed (1.5 ug/kg—0.75 ng/kg) =&T,

b:n=12

c:n=ll

X1 CEUSHERT REEIC BT 5 REFRS RO MEHREHES
1200

—e— % 54838 H (n=13)
i 800 c-0--- 25 1 E (0=14)
S+ R (R 2
600
(g/nL) 400 ME

200 ¢

0 168 336
5% IR¢ ] (hr)
(BIEEEE)
EHEEERE 9F) ICKFID6 ug/kgk ] [E&ERMKER N5
L7 & EQMIEFREHER K UENHEINT X —& 2 ITORFEIC
R U7ze AUCoenlc ED < BREMFEIL]1.78TH > 72

x2 EHROERE BT L RERGROENEHE T XA -5

tmax | Cmax Ciesnr AUCo-168nr ti2 CL/F

(hr) | (pg/mL) | (pg/mL) | (ngshr/mL)| (hr) |(mL/hr/kg)
LEHE 31.5 2371 416 208* 48.3% 30.4°
(n=9) (55) (35) (53) (30) (30) (67)
SENE| 31.2 3683 739 315 64.9 20.0
(n=6) (39) (47) (30) (26) (34) (23)

Electrochemiluminescent immunoassayiZ & 2 #lE T (%CV)
a:n=8

X2 EMEEEEEICBTLRERSROMETRERES
6000 -

5000
—eo— 5. 8ilH (n=6)
L Seors 30 LEE (0=9)
i A B
N
3000
4
L
Pe/mL) 00 -
1000 4/
06
0 24 48 72 96 120 144 168
54404 (hr)
16.3 7

Z v MB[-PEG-IFN a-2b I B[-IFN a-2b% B[EIR FH5 L= &
. HRETEEIZN 2 bR < BARERICIAEIC 0 Ly B ICB U A IR IEE
BEROEDP 572, PI-IFN a-2b 5 TIER5%] ~4REICRERES
AU, 4BERENCIZIZ & A EBEREDIHE L TV DIc LT, PI-PEG-
IFN a-2b 5 TOmERBEZ4~214BMICED 6. ZTOBOHEERLE
BTHO. T2EMICBNTERETEEDERD 5N izY

16.4 3
PEG-IFN a-2bot tMEFFEEFEICOW TS LA BI7ux 757

12X VST L7-#E5%. PEG-IFN a-2biE%. IFN a-2bE 5 &k O HE

OFESTFRICHET 2ESOVTRICBWT S, HIFN a-2biifkR
ISEEM RO A N ABEOFEEDN RO 5N

16.5 HEtt
N =27 A FIVIZPI-PEG-IFN a-2b% B[E R F&5 L7z & & OMEHED
FHHHEIRIIEIERCH V. HE5% 163 T TITHETREDI93%H R



WEIRS N7z A5. RPBSEO R ZESFEDORTF R, 73 VB
RIIBEEED ®TTH - 729 &
16.6 HENEREEIDES

16.6.1 BHEEEEEE
BHEEEERE (136) ICARIDL.0 pg/kgx BER TG L& &
DEENRE)ST A — & Z RRITR Uiz, HEEEEERE (CLler: 30
~49 mL/min) ROEEZREEHE (Clcr: 10~29 mL/min) 28
W, BEEOEEICS UCmaxk TAUCHD LR tihdEEI
ICCL/FOETARD 5N (HEAT—%). [9.288]

K3 BREBRTEZEICBIL2EDHL ST X—% (1.0 ug/ke)

7. BRPRANAE
17.1 BHRUOZLEICEY Z5ER
(CEUBMRTA R U CRUR B IERTTRZ)
17.1.1 CRUBMIFREBE (YT /IATIDDIOBIAILAE) LSBT

BFFEUNEY VHE 8ERIRS) TOEMSMEHR
D) AL T I OET AV AR (RT-PCRI% @ 10° [U/mLELE) ©C
BB REBE R E LT, KAIEUNEY) > D4R G AR SR
EIFN a-2bEUNE Y > O4SER SRR GE (LUF @ xi@g) o
I =T T RVAATHEBHBRE ERE L. €OfRR, BERTR
26HEOHCV RNARHELER (74 )L AMAENRERE) 3. oRED
44.8% (113/252) TH->7=DIH L RAE UL > ORI EE

[ e Pl vttt [ Py 8 1547.6% (121/254) T 0. HEBBHISH 5 510C ERFTRENLD
= s | w0 501 513 | 40.1 | 2.4 £ CHBEIIEE (V) 51 FIO@Y 1 LAR) 1B BIENG]
- (30) (31) (18) (35) BB AIHCY RNARME(LR
BE | 2| 5019 | 65 644 | 4.1 | 25.9 I HAI+ IFN a 20+
g | 5 | 3049 | 2 8.7 | 48.1 | 16.8 IFNFIRERA R YRy e YSEY v
(38) (39 | ()| 8 I 43% (59/137) 47% (65/139)
s |6 | 120 | 109 | 972 |56 | 14.3 i 63% (57/91) 52% (42/81)
(36) G | @] @ 2 19% (5/26) 19% (6/31)

#5581 1.0 ug/kg
Electrochemiluminescent immunoassayic & 28IE F5 (%CV)

F7o. BRERERE (1260) CAAO4.5 pug/kg® % HEE T
L7 Z0HEMIREINT XA -5 ZFRITR Lz, WEETRER
# (CLcr: 30~50 mL/min) RUBEEBREREE (CLer: <30 mL/
min) IKBWVWT, BEEDEEIE U7-CmaxkPAUCHD ER. tie
DIEEN MICCL/FOETRAERD 51728 (EAT—%). [9.280]

F4 BRERFEZTICBILEVHLT X -5 (4.5 ug/kg)

CLcr Cmax AUCo+ ti2 CL/F
B A S s
HREERE P12 (L /min) | (pg/mL) |(ngeh/mL)| (hr) | (ml/min)
Az 3513 313 43.9 21.7
Ef | 12] 280 (62) w | 65| 6
R 3860 410 - 15.8
gz © | 300 (36) (30) (29)
B A
4738 698 58.8 8.47
=
@%;,;;qu 6 <X (20) a7 | a6) | ()

BE58 4.5 ug/kg
Electrochemiluminescent immunoassayiZ & 2% F# (%CV)

MEBREOBEERE (6. CLcr: <15 mL/min) IZZ&#I1.0
ug/kg% BAIE N 55%12~ 168 I BN 217 - 72 &£ &, MikE
FaRITOZEVIEEEHEL T IMEPREICHS »REIZRED N
9. PEG-IFN a-2bldMEERIC L > TIFEALKRESN RV EN
RsNz WEAT—%).

16.6.2 SihE
=g (18f1. 65~805%) AR D1.0 ug/kg# BEE FEE Lz &
., MEFEEDOCmax K UAUCHIZ. JEEEBE (66, 20~455%)
LIZIFRBOMEETR L. FREOBWVICL S —EDEHERIZRD 5
N oz, tmaxiIEHE ICB L TEDPIEIE L PEELZLTIE
%<, 7o, ey CL/FROVA/FIZOWT L EBEOEVICL 5 —E
OEEERZERD 5P -720 GEAT—%).

16.7 EYIEEIER

16.7.1 EYRBEBRRNOHE
A (136) ZRRic, FCYPH T (CYPIA2. 2C9. 2D6J U
3A4) OEBELHERERVT A 3 pg/kg® ) HECYPEHED
EYBREICRIT T HE R LIERE TRIORLEY WEAT—%).

5 FAOHAEANDELE

#1 0 ARF (1.5 pgrkgx 1El/E X 48[E) +1) 3 ) > (600~1,000 mg/
H x 48 R)

*2 1 IFN o-2b (600/31U x 6[al/18 x 238 +600/31U X 3[al /3 x 46;8[E) +
YNEY > (600~1,000 mg/H x 483 fH)

254F BN BIERAERD iz ERENERIE. F# (96.1%).
R (95.3%). B (91.7%). BHAE (83.9%). EHEIH
(77.6%) HTH Y BEHRBREMBORT L. ) >/ SEREED (96.5%)
HIMBREED (96.5%) . FHEREED (88.2%) NE/ T VHE
A (86.6%). FRIMMEREIED (80.3%) ETh o7z,

17.1.2 CEUSHIFREBE ([YT /914 F1HhDEIAILAE] LIS
EBIFDAEEUNEY VHA (24BR%S) TOENSE LIRS
[V )54 F1O&E A VAR (RT-PCR¥: : 10° IU/mLELE) ]
DA OCEHEHIFRBEZ MR E LT, RBICEAEYNEY >0
2GARIBHRBR SR EIFN a-2b& VN ¥ O24ER AR SEE (B
TR LA — T I NILATRR L ERRB Y ERm L, #
DFER. HERTH2HEEOHCV RNAREHELR (74 L AIMAELR
FE) 3. MHEBEEASTI% (47/61) THoOIIxt L, ARAIE U NE
) Y O RRSEX87% (55/63) TH Y. RMEBEICEL SN &
HEHE Y

F2 CHEBHHFREE (Y51 T1hoE74 LAR] LAY 12815
IFNAHEEIRAHCYV RNARE#E LR

INGIREY IS g ff'f;ryﬂ RTS )2BJ;
i 83% (43/49) 81% (39/48)
it 86% (12/14) 67% (8/12)
F% - 0% (0/1)

10 AHF (1.5 pg/kg X 1[E/E X 248/-) +Y3EY > (600~1,000 mg/
H X 245 F)

%2 1 IFN a-2b (600751U X 6[E]/5 X 238 + 60077 1U x 3[E]/3E X 22;87) +
YRy > (600~1,000 mg/H X 24:EF)

o3I 2FIICEIfER (BABEEREZET) PROONZ. E%E
PERIE. FEEL (93.7%). BEUER (92.1%). B (82.5%). BAHIH
(74.6%) BHMAR (73.0%) ETH . BRBEMEOREF X, VX
BREURAD (96.8%) HIIEREURA (92.1%) . FFHBREuEA (81.0%).
NEZTEVED (77.8%). FRIMIKEED (74.6%) FETH -7,

17.1.3 CEMREMERBEZEEREICBIF3FREUNEY VHA 488/
1%5) TOEMAS MR

16.7.2 UNEU VHRADEE
CRIBHEAFRBE (7261) ICARAD0.35, 0.7331.4 pg/kg® %.

BRIV ALY v (1H2ERO#S © #%58600~1,200 mg/H)
EOMRICE D, BIEAGERRER T RE Lz L &, REOMEHRRE
BERCUNEY > OIMFEREEE L ICHAICL BB EALNT, K
MBI EERIERD s har 720 (BHEAT—%).

) REOERSW-HE - A8, CEEEFZICBLTIXIEIL.S
pg/kg. CRIRMMAEZICBLCIXIEL0 ug/kg. HEitEEE
O EBEETIELE6 ng/kg (1~8EH) RU1E3 pg/kg (9
EE LK) 2BIEKR N5 TH 5,

CRIRMEMEFEEZEEZNRE LT, AAIE UNEY > O48EREHE

He o] S5 1

BEFEE FE{IE?HZ (Kﬁj{#m/Kﬁgng) RAfBEICE2F =TV IRVEHBEEER LI, TORER, BE5KT
= - %24 EH DHCV RNAREHEALR (71 L AMEWERE) 2. 40.2%

e (90%{5?;!2&5) (90%{;%)!2!55) (41/102) Td 71 .

(CYPIA2DEE) (1‘25: 1.49) (1.10: 1.24) #3 CRIREHEFELEEZICBITIAY ) YA TRETAILARIHCV

FLTH S E 0.95 0.99 RNARfE(Ex

(CYP2CODEE) (0.89, 1.01) (0.92, 1.07) HCV RNARHELR

FLTFTI 1.30 1.08 D) I FIDOBY A LR 21.7% (15/69)

(CYP2D6MD#H) (1.18, 1.43) (1.00, 1.16) [V )94 712571 ILAR] DSk 78.8% (26/33)

IFIIL 1.18 1.24 Lfk 40.2% (41/102)

(CYP3AADEH) (1.06, 1.32) (1.07, 1.43) 10 AA (1.0 pg/kg xAIE X 4838P) + 1)€Y > (400~1,000 mg/H

X 483E )
*¥2IEIANAE 7)) a7 10° TU/mLELE

CRIREHEREL 2R L-ENBERABRICBI2 U v &
DOHFAICBWT, RISy —T7xay TL77-2b (BEFHHE
Z) 1.0 pg/kgTRENIBBS N2 1026126 CBIfER (BFHExE
BEFEL2ET) PROON. ELEWERAIE. FE (93.1%). BR
B (88.2%). FEFE (80.4%) HTHV. BMEREMOERIX. AL
HREED (91.2%). NEZTE VED (89.2%). U > SEREEAD
(87.3%) . MFHFEREURD (85.3%). RIMERELEA (84.3%). ~N<
FZ7 Uy MED (80.4%). M/MREUEA (63.7%) HTH -7z,



(BIHEREE)
17.1.4 B55 MAEEER (EORTC189915H5%)
JFHREOYIFREIAH LN RO »SEitIBREB70B LA DO 27— 11
OEMEREERE], 25661 % MR E LT AR X BHTEREIEE
B O(DUF - RAIREE) (6276) LRBBIERE (629() = HEIL
Tzo ARMHEESETIE. BABE UTHA6 ng/kg% 1 ESHEMIES
U7t MR E UTARAS ug/kgz il EHRE U, EEREHEICED
EBER O HBUIEBE P ILEEICER L 2 VIR D BRSERE
Byl liasnic, ZOME. RARGHICBWT, BEREE
AFHR LU 2AFHBOER RSN EP > b D0, EEHE
FHMOEES RS NS
*1: AFBETIE, 50 1g/0.5 mLA. 100 ©g/0.5 mLAK U150
1g/0.5 mLANA 7L EDEMZENEREFEESREN TV RN
300 ug/0.5 mLAK U600 1g/0.5 mLE/NNA 7 LA EIC(HA
Ehize

*2 RATEEXIFEY) S NEERSRD S NBETY, ER
EBROERAED 512 F CRAOBRE PSRRI RS Shi.

F4 BUHEREEEEICBU2EMMEE (EORTCI89917#E)

FRE (A) NP —KH
(95%(EHEX ) (95% 5 HAX 1)
SR RS A AR
AR5 R 45.5 (38.6, NE) 0.83 (0.75, 1.03)
Rl 36.1 (30.1, 47.6) (P=0.107)
SEE AR
ARG R 34.8 (26.1, 47.4) 0.82 (0.71, 0.96)
Fm R 25.5 (19.6, 30.8) (P=0.011)
2EFHME
ARG RE NE (56.8, NE) 0.98 (0.82, 1.16)
Rm R NE (52.5, NE) (P=0.781)

NE : #7ER#E

A7 —VIHIOBERREBEZ TR E LBEREBICBVL T, &

SHFHH ORISR & 7 - 72608Fl 2Bl HERRY PROS5N. E

BREERIE. Y (94%). FE (75%). B (70%). BHAR

(69%). AR (68%). Bl (64%). B (63%). EHEARIS

(62%) S O¥F (59%). PBAHIE (51%) ETH -7,

F) ARBCIRIAETER EAAORRBRICET 2EHRENEL %
polzlz®. BIERIRER STV,

18. EMEIE

18.1 {ERER
IFN a-2b&[FREIC I BIFNZAMKICHES L. IFNFEEEFORE 21
#L7-o PEG-IFN a-2bOEHEHS OE. SEEVEE R OTERE
FEAIFN a-2b& B LT W2 &h 5. PEG-IFN a-2bDAMIE M &
ZOEHEETTHBHIFN a-2bIcHRT 2 2 L SRS Nz, BiER

CEEE CONRORBAKFIIOVTIIREATH S0

18.2 MU A JLA{ER
b bR SR Ak Huh74ER2 1IC 517 AHCVY 74 LY a v
OHEMEAE L. ZOBOICHEIZ2S pg/mLTH -7z £7/. HCVOD
WRETANATH D77 A NV AERFREY A )L IR LTI A )L R
ER%ZRL. ZOBOICHEIXI30 pg/mLTHD. UNEY v EHAT

ZEITKD FLTA IV RERMER L 720 BODRI R A L AIZBIT S

IV AERORIEE (EEEEDH 720 OIEHE) &, IFN a-2b0ig
8% TH 71919

18.3 ESHATIEEIHIER
PEG-IFN a-2bld. & FN—3F v MY > SEHsRMRtkDaudisifi & O
b b E R ST AR WMOM AR 120t L TIFN a-2b & BRI EE AT
Rt FEIEIER 2R L7192

18.4 RERANDIER
MIANVAERICEE T 2 EXERERECH S, FTEEMESTRES
ETIATHREOFRR, FF 2T LF 5 —1FEEROY) VR H A VEHEAL
F 5 —iEHICH L CIFN a-2b& FRfICHRIER 2R L9 .

19. BN ICET 2EEENAR

—fREIETE  RTA vy —Txay TILT 7-2b (EETHEER)
[Peginterferon Alfa-2b (Genetical Recombination)]

b4 A >%—T7xay 77 7-2b (BETFHEZ)
(CasoHi353N2290255S0 5 73 F& * 19268.91) O 7 I EgFEE (Cys!, His’,
Lys3l‘ H1534, Lys49’ Ly583 LysllZy Lylely Tyr129’ Lysl3l‘ Ly3133,
Lys™, Ser'®KU'Lys'™) OIEFICIATFOX MFTRYTFLUTY
I (FEoTE 12,0000 BPALKRZLVEENS L TEREREELT
WaIEHEY > 88 (F&E 1 £332,000)

{E2HEER : HiC- (O-CH:CHz) ~~OCO-Interferon alfa-2b

e St
rﬁuﬂau A7 EHEHEFEO L, HIICEET 5 .

22. @K
INA 7
(R« BAER NESAAK] 0.7 mLRM)

HNER  ERA#EEF (2004F10H22H %R, CTD 2.4.2.1)
HAER YA LV AER (2004FE10H22H %R, CTD 2.4.2.1)
FRER D N—=F v Y DSBS Zin vitrofRaE FEHD IR
(2004%10A22H%3E. CTD 2.4.2.1)

20) Vyas K, et al. J Immunother. 2003;26:202-11.

24, NEERERUENEHESE
MSD#s&# MSDH RS 7 —HHF— bt > —
R TRERUBAE-13-12
ERBIGED T 7 U — 4 1 7 10120-024-961

26. RERTTHFRES
26.1 BHERRSTIT

MS DS

RRBEFABHXAKI1-13-12

23. FEXH
1) #NER : BE%S (2004F10522H%&R. CTD 2.7.2.2)
2) #HWNER  KERS (2004F105228%3E. CTD 2.7.2.2)
3) HNEHR : REHS (2015F5H26H%&FE. CTD 2. 7 2 2)
4) HNER oA - PRl (2004E10A22H%&EE. CTD 2.6.4.4)
5) #NER : AR#HY (2004F10A22H%FE. CTD 2.6.4.5)
6) *ENER - HE (2004F10A22H&FR. CTD 2.6.4.6)
7) HNER  BRRERERE (2004F10H22H%&E. CTD 2.7.2.2)
8) WK : BHAERERE (Q015F5H20H&E. CTD 2.7.6.2)
9) Gupta SK, et al. Br J Clin Pharmacol. 2003;56:131-4.
10) #PER 3 & EMAEEER (2015858200488, CTD 2.7.6.2)
11) Glue P, et al. Hepatology. 2000;32:647-53.
12) #NER} - ENEERAE (2004F10H22H%EE. CTD 2.7.6.9)
13) REHEIZA . FFERE. 2006;52:645-63.
14) REHEEIT A . FFRE. 2012;53:803-13.
15) Eggermont AM, et al. Lancet. 2008;372:117-26.
16) Grace M, et al. J Interferon Cytokine Res. 2001;21:1103-15.
)
)
19)



