20194E10 HExET (55100

B & SIRGRT
HhHEAE ¢ 1047
QL S e

AV ITIVI YA )LRE
FEILIZEIVU VEEHTEIL

BFEEmasgEs
87625

ARES | 21200AMY00233
BR5eRaA 20014F2H

I=TDIIW 17115

TAM I FLU®CapsuIes

) W - ERSF QNS EI L )T 52 L

CHUGAI

ova HL—7

1. L

1.1 RBEIDFERAICH 2> T, AROBHEMZIEEICKRET S
& [5.1-5.48 0]

1.2 A2TNI Y JAIINRBEEEOTFHOEKRIET 7 F L&

BFBETHY . FEDOFHERIETIFUICLDFHICEEHR

HBEDTIEERL,

I

2. 23 (ROBEICEIBELAEVI L)
2.1 AFN OB LB HAEOBAEIE D & 5 #%

3. fERk - MR
3.1 #K
Wi5e44 5 I 7V TENTS
1% 7 v
BRI | ARy ey U8 bmg

(X% IENLELT75mg)

N STV T 7 —AbT YT RERNY ¥
HAANAT—AF M) T A, FNVT, T
~WVERAT TV IVF MY A

HTeN KT T v BBk BTy o, =

ASIA -
BeAbdk, ="k, 7V ) IV HEhk

F+h) T A
3.2 WHIDOMHK
e 5 I7WVATENTS
HIIE w7

o3 Foyw T REG
” BT 4 WD VIRE

6. AERUVHAE

B
W A ORES7 Skgl Eo/NRIZIZF Vs IV E LT
M75mg# 1H2[, 5HM#EOES-3 %,

(FBA)
B
WEE IV IV E L CLR75megx 1H 1AL 7~10H B3 5-3 4,
{RE37 . 5kgll L/~
WEHE.AEIVY I E LClR75mgx 1 H 1AL 10H MR S35,

7. AZERVHEICEEY 5FE
R

740 A4 Y7V U FRIEROEH S 2H NI S 2 G T 5
Lo FERZEBLD SAQNFIIFE MBI G- 2 MG L - BE BT A6
WM AT BT — 2 I3RS TV,

(FBA)

7.2 4 VT NVI VW A ) ABGEBE (S E2H LIS P 5% B
G352 &, HARASR LB I G A G L2 mE Il BT S
B Z BT S 7= 7SS TV,

7.3 4 Y7 IVI WA AEGHE T 5 TR IE. 4K %
HEL TR L T 2 I o AR %,

(heEHE)

7.4 WAOE RS S T, METEEIEINT 20T, B
FEOETIIE UT, RO L) G HEAHELET A28 (UHEIA
WZBIF DI L 5)e [8.2, 9.2.1, 16.6.2Z0]

SLVTFZIIIT TR ek
(mL/%5) EE S FBh
Cer>30 1]75mg 1H2[E | 1[8175mg 1H1[H
10<Ccr=30 118175mg 1H 1[1] 111175mg & H
Cer=10 MR RIS L T v

RfE #7117 .8mm
5 2%
B #1230mg

4. FHEERIIZHR
ABIRSBRIA 2 TIVI D H ) IV ABLEERV T DT

5. MBEXIZRICBEHET 3FE
B
5.1 ABIIIBRIA 7 VT U3 A ) ARGE & B s vz B E O
B RE T2 BHS, PLr AN ADOT 5 AATI IIBHI A 7 )V
Wy A ZIEGHEDLETOERFZ IR L CRMLETE W L 28 F
2. BEORELZ TS L2 LT, KHOMEHO LT HEIC
BT 52 ko BRIC, DR REIRE T, 2oloFR Tl
AV TNVIHFICEDERPENZEFEET L L, [1.12H]
(FB
5.2 FHIE LT, A Y 7NV U Wy A AEGHEZ FSHE L TV 5 BED
BRI HFEGTE TH L TROBEMRET 5,[1.1.7. 451H]
- EEE (65D L)
- PRI AR RO B M R R R
- AREHERREE (HERRE)
- R RR AR R
GhaeHE)
5.3 RFENIATILIIBEI £ » 7 )V v A )b R JEYeiE DAL o i de e
RN v, [1.13]
5.4 RHANIHEEGSE 1 EREA . [1.10 8.45 1]

Cer: 7 VT7F=27VT T A

8. EELEARNER

8.1 HiA v 7 NI U AN AFEORHEOA M IIFEIZ DD 5
P4 YTV URERICE, BRETE A B L 2B
NTWb, BFETEHL 2EEEOTH—DOFEIET 5720
OFBil e LT, ORFTEHOEIOBEZNTH L Z L.
QHEICBWUEELIT I HE. P L8N O2HM. R
HEHFEESEOBMI T IR EZ#EL L L IZDOWTHE
GRS LHEZIT) 2L, BB, BESORRCELBZ
NDHBEEOREITHNCOWTIE, BRFELEDO/NE - RFEE
DRPMETHIENR L W L FEED 20 MMUWNICHRT 5 2 0%
Wk, BEILNTWAS, [11.1.780]

8.2 RHNIEHMA OFEHFITH 1) . HEHEIMLT LTV EEEICE
MEEEENTE L 2 BENDDH SO T, KFEOHEGIZH L TIL,
JVTF=r )T Ty AEILG U R OB A
BIZHEOWT, REXBIZ L 220 HEEICHKS T L, [7.4.
9.2.1, 16.6.2&M]

8.3 HIIAH LD I ENHLDOT, BERDPZOREIZH LT,
MR, BRI, ASIEFE IS o WIER DS & b2 5121 E
M 53552 &, [11.1.8, 11.22MH]

8.4 MMBIEAED A ¥ TNV U I AV ABGIEICEHE L), A
CIIVEUHRIEIRE R SND 2 LD D DT, MGG D
WA L WA 2 3559 5 e EWY) R L@ 2179 2 Lo [5.45 ]




9. BENERZEIHBREIHTIER

9.2 BEEEERE

9.2.1 BENEREEERE
EHEREO RTINS U CHER O HEZ T2 2 &0 MR
DN A, [7.4. 8.2, 16.6.2%11]

9.5 iTw
Tl AR L TV B etk o d 2 o 5.3 2 A1, ih
B O S EREE L2 SR SN2 HEIC0ATEG 352
L BT (T v M) Cla BB IS ST 5,[16.3. 18]

9.6 &I
BROF IR ORI REOF ML ZE L. A O T
IEEBEHTHI 8, b NIRRT 2 8 ME SN TV,

9.7 IR
Ui o B0 (RILAERER, oAl JU8) . BREEEL 4
THNRFEEZG L LIZARMER et % 18R L L 72 ERR R
WFEM L TWirv, [15.2.1, 15.2.28 ]

9.8 EEE

REEBIZ L 2203535 2 & —MRICEEE Tk, AriksE (%
FRRE. FFHEBESE) OINT R, M4 ORERELZHT 5 I LA B,
EYFCHERM S N7z h 7R VHENC X B R R TlE, BIEH oM
Ji T O IR & ORIZZIEER0 5N TV v, [16.6.12]

10. #HEEH
10.2 GHAER (BHAICEETSR L)

FALE | R IR | GBI T

BEHZICT T Fa v | EREIERHTH S,
YR ANIE R L 7
WEDH B PEHT
LA, BED

WEZ 0 IBET

TNVT 7

SR EEETAHI L,

1. BMERA
WORWERD S b b 2 E3d 5D T, BlEE 1014, B
R SN AIIE G A PIET 5 % EEE) R LE 1T 2k,

1.1 EXAENER

A >av 9. PF747%— (BHEAD)

RS . B - WEBEVREIE. WA, MRS S b
Al ek L. BORLEYIT) 2 &,

11.1.2 Bige GHEEARH)

SRS O N A I XSO L) N GEARME, &
YeS) @RIl BULRRELIT) 2L,

11.1.3 BUERFX. FFgREREE. BE (HEAH)

HELFZ%, AST. ALT. p-GTP. AI-POF L v EHEXES
ITFERERE S, HEDSH O bNDL LD H 5,

11.1.4 REHERIERESE (Stevens-JohnsonfEfZEE) . hEMRK
ESEBAEE (Toxic Epidermal Necrolysis : TEN) (HEEANHH)

11.1.5 SMBEE (BESRY)

11.1.6 AMEKKD . M/MRIED HEAH)

11.1.7 B4 - $ER. BETEH HEAH)

FEA - MESEIR (ERkEE. X, UE. B BRE) 755
L ENH L, HRABERIEIAHTHLZb OO, £ 7Ly
PREBI IS BB SICE DL BEND D B BETE (BUE ) B,
HEM$ 5455) b 5bNb T EH b, [8.1BM]

11.1.8 BB R. EOHEXBRE GHEAH)

AR, T RIS O RE D500 SN A 123G 2k L,
Y@ %479 2 Lo [8.32M]

1.2 ZOOEHEA
0.1%) EHEY

7}%.

0.19% A5
e

BREZA I
B N =, AL
W (ZIALIEZ
&) 2 IHE

Wi

]

(2)

0.1%LL 5D 0. 1% 5 FEASBH
T (0.9%) . [CI09% GRoBTE| IR de. i,
Wi (0.6%). |% &), fLBK| AL, B
ik i (0.5%). | BT [, Lk
W 1 AU
R
P TN N TN
AR s S50 #
iE R O
o IS,
R BRI (ST
5
ALTHIm y-GTPH .
e AP
ASTHEIN
R BT R
e R B
u?ﬁnj)&#ﬁ %ﬁmlﬁﬁ)
T WREE (R
" KA. ) I
) B
sl
e AL il
Bl . M| . B o
ot W OPIE B (U
Hs). R

TR FEBUHEE 1ZKERE £ T ORRRER R MBS BT iR A o/ R
rHhbETHEN L,
1£2) [8.3%:M/]

13. BERS
13.1 FER
Wk, EIE. B8 T WESERT L2 0B b

14. BRAEDEE

14.1 ZHZABEOEE
PTPEEDIEANIPTPY — ML) L TR 2 L H18ET 52
&o PTPY — MORARRICZ LY | TGS AT EERA A L, I
2L B L CHERIN SO EE L GIHEX T A2 805 5,

15. ZOMOEE

15.1 ERRR{EA(CE D 53R

15.1.1 ENTEBENLD T eVHNIZ L 58 TMHETHREBRIZB W
T BERBRPHE L 72 L OWEF1I0IH 5, /2, EATEBS 1
7o h TR VANC X BB TART BB cld. MEREEE % 4 5 % b
Bl CHER IR EAL T S A TBIC A S (BREAT— %),
JERRRRERIC BV it ERTEO1005  CoMEIZB WV THER
PHE LD BTV R,

15.1.2 ESFCER S NI 7L VFNC & 2BV B RS T OVE
Wy 2 R 2t R & L2 MR RERRBIC BV, £ v 7L
IR0 2 TIE TS R ICR LA E 22 A
BNTW e\, LA L, RKFEFGICE D 7 A v ARMEIM %43
R L OSSR, BB R/ BT U ESE/ R o
WA S ERw L7 GHEAT—%),

15.1.3 ESCER SN H 7L VFNC L 2 EiE (65l &3t
R & LEMHEEARICBY T, AFO#HTF LY 70T
YRR % 7T 2 AR B L CL RIB0RER] (23%) JEAG L7z (4
EAT—%)o

15.1.4 V=X HIZEE LT ¥ 7 VT U HITHREA L 2B IAFH
DR L O L 72 RRBRIE s

15.1.5 ENTEBEN T T2 VHNIZ L 58 MM T ERERIZB W
T, GEMZB A TS L-ERIE v, b, ENTIEFIA
0y TR T VEN & B RERTEO TR RIS BT,
12 O 5588058 5 (WHEANT— %),




15.2 FEERAREABR ICE D C 1Bk

15.2.1 &7 v M OREROHSHEERBICBWT, AL 3
YOV CERME %394, 657, 788, 920, 1117. 1314mg/kg® &
THEREOH%G Lz, 7TH#S v N CIESEW ISR L 2288
657mg/kgll L TR 517z, Lo L. 394mg/kgk $%5- L 727 H
7 v N O1314mg/kg % #5- L7z T v (420 TIIET
D SN ol [9.72H]

15.2.2 W& 7 v POREBREITRG P F 2 ax k7 1 7 ZAFEBRIZBW
T, PSR OON Lo HEICBIT A4V y I E)Vof/i
FEPRAUCIIE, 7THH#GZ v 1 C0.31 (394mg/kg). BT v & (42
Hi#t) <0.22 (1314mg/kg) TH o7z [9.75H]

16. EMERE

16.1 IMAERE

16.1.1 BERE
R N TF28B11 v 4 I ¥k LT37.5. 75, 150% O
300mg % B ARG H (k) Lz &0t tsy I UG
AR O3 IS b e RS B NS BN S X — Z IZ LT o & B
DTH Y. AUC L OCmaxl I HE LB T 2 2 EAVREN
PAT

A N BE B A3 712 B80T 2 3SR o I v e e

(ng/mL)
1,500
—a— 37.5mg
= 75mg
% —e— 150mg
o 1000 —x— 300mg
<]
3
SF/:
¥ 500
fiE
-v,lll.\
0 3 g S «
0 12 24 36 48 (hr)
R
IENEXENDE 7/ A
ha AUCins Crax Trnax t12
(mg) (ng - hr/mL) (ng/mL) (hr) (hr)

37.5 1,652+ 203 150 35 | 4.3*x0.8 | 7.0*x2.4
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