&) VIATRIS

% 20234E 11 ALET (45100)

B MR IRH 2 B HERE
BEAERH T/INAF 8

BE O EIRMRE
FRhHAE - 34

TINRAF#E5mglVTRS]
INRAFUET10mgIVTRS]

EBASTINE Tablets
BAZEFH TNAFOERNEHEIESE
T/INRAF20ODEFE5mglVTRS]
TI/NZRFOD8E10mgl VTRS)

EBASTINE OD Tablets

HAREERIEES
87449
§E5mg [ 4il0mg | OD§isbmg | OD§ilOmg

&R ES | 22300AMX00936 ‘ 22300AMX00937 ‘ 22300AMX00938 ‘ 22300AMX00968
Bk 55 A 48 20114¢12H

2. B (ROBEICBHERELEWVWI L)
AFN OB LBBE OB E D & 5 B

3. #HRE - MK
3.1
WRoe % TINAF Y§ESmg [VTRS) TINAF 2§ 10mg [VTRS)

H R K 1% HF T/NAFr 5mg | 18+ HRFE T/NAFY 10mg

FUBEARY, RV O—Z, ANVAT—AH VI A, L FOFT T
wom o |w¥reru—2 BEEKT AR, ATT) VBEYIAYTL BT
OAT—A, 713 T—=)L6000, BRILF5 >, o, ANFay

Bt 4 TINAF Y OD §5mg [VTRS) | T/3vZ2F > OD §t 10mg [VTRS)
G 188 B TANAFY bmg | 1$H HFE INAFY 10mg

D-wry= b=, fEtEra—A, | D-<vr= =), it o—2x,
eFa¥Fy 7ol ilu—2, 7 e FodFy 7ol eio— R,
WO A | BARE Ry BEMKS AR, A | 2O AR R REEKT AR,
FTN BRI AT AL RBI06 | AT T VY S AT AL R

RS E T, B A7 €T
3.2 BAIDMR
LS o
Wi 4 — - - o K
i )i IR

-1 Fii
fe
\3/J EB5

I

TNAT VR TANVLI—T A
5mg [VTRS] RS =) awaE VLE o
6.6mm 3.2mm 108mg
— —
oD, S
EAVE S I ¥/‘ EBI0 | #ADT 1A
10mg [VTRS] Rt T Es vt VLE SRR

% i}
10.lmm 5.lmm  3.2mm  144mg (7L M)

LASIA e .
Wk | e
E T a-F
AT — .
9 EB5 AL
OD#$E5mg . Sea
TVTRS) HE JEs HiE D VLE R
6.5mm 2.6mm 100mg
EB
T — EB10 e
OD##10mg D VLE L YN
[VTRS] [EXES H E3 4
8.0mm 3.6mm 200mg

4. BEERIIHHR
(OF-1:737
ORf% - REX. EF. BRETO/EE
O7LILXx—MH&EX
6. RERUVAE
JHE VR AZE TN AT 2k LTS ~10mg % L H LEE #5375,
By AR ERICE D EEHERT 5.

7. BERUVAEICEET X8
A TIdL 1H LESmeh 5559 5 7% LiEET 5 2 Lo [9.85MH]

8. BEELEANIEE

GhaesE)

8.1 IRA XM 2 L25H 5 DT, KH G- EH 1213 HEYH O #Elx
e Efabra fE ) B OBEICEE S S 2 &

(FLILX—HE8%)

8.2 FIMEDBE IHS T AHE ., WRFHi*E LT, ZOEMM»
SEGEFG L, TIHTFHIE TE L THITAZENET L,

9. BENEREHIIBEICHTE

9.1 ABHE - BERZDH 28E

9.1.1 REAXTOA FEEAEZZT VW3 EE
KEFEGIZE D AT704 FOREEIEP LA, To2E8TT
TalqrsH 2 &

9.3 FrifpelEERE

9.3.1 FISEEEEI ZOREEDH 5 8E
FHERESLE DS B b D BENA D b,

9.5 ¥R
Wi SOSAEIR L TV 2 1RO B 5 LetEICid. HEE EoOF e
Ptz L a LB E N A EICOREGT5 2 &,

9.6 RILE
G EOBEEER OTARZOR M EZERE L. IO UL IR
EWETT 5 2 L BER(S Y N THITTPAN OB ST b,

9.7 INRE
IR G & L7 EBRRBIEE L T v,

9.8 S
BEOREL TBE L 2r oG35 2 8, —FICAMERED
EKFLTWwE, [7.2H]

10. #HEEA
RHANZ, F & L TREBBEECYP2]2 K "CYP3A4 TR 2N 5,
[16.4.3z21]

10.2 BFRER (BERICEERTS L)

ESE FRRAEAR - 1518 5 ik B - b

RHNORBIH LSZAF > | B LANZRF ¥ ORI

DI EER2EIC LR | ShbeEZOND,

FHIEPWESN TN,

RHNDOACH 7 LS ATF »

DIMBEFREDS LHT 52

LS NTW D,

REN OB A LNSAF >~ | B LANZAF > ORBAEAE

DOIMHEFREPRT T2 | ShbeEZLND,

LGS TWD,

T)AuxA v
[16.7.1%#]

A NFarv—

V77 EY Y

1. BMER
ROBWER D b D 2 ENHDLOT, BELTITIATV. BE
DRRO LN 3G 2 Ik § A % B EEAT) 2 k.



1.1 EXLEIEA

NAA 2avy, 7F7147x%2— (TR HEARH)

MR PO RIS, WETE RIS S5 O SRR ATED b 7B 121, #%
Hagik L, @O0 ERT) 2 &,

11.1.2 FAREES. |E (Wb HEAH)

AST. ALT. LDH. y-GTP. ALP, YV E YD EHEZ M
WFHERERE S, MHENDH O LNDLZ DB D,

11.2 ZOBOEIEAR

1%L F 0.1~ 1% 0. 19 N

BRHIE 5. B, UAKE

TEBR e WiE IE 5

AR | IRA P B, O T\, | KR

L B HEAPE, & | P, ER | WK - ek, I8

IR P 15

JFHE AST. ALT. LDH.
y-GTP. ALP, ¥V
vrola

WAR 25 PERBEE, MR

Z 0 Jg 0 2k K 1ECH IFRRERIE S AR EHEI,
ARERE ., BT, WILR
. BUNO L&, JRHE

12. BRRBRERRICRIFTHE
KENT T VIV v NS 285 5720, 7 LIV v BN UG
xR EMTHA0E. RKFEEG LanI &,

14, BHEDEE

141 EHZAEOEE

(BEIHE)

14.1.1 PTPRZOFHFIIPTPY — b5 ML CHRAT 5 X 5 4R
BBl PTPY — FOREAKIZ X D . WA E0 A G R A~
AL, BB L CHRBRARSEOEE 2 AIHEZ 5T 5
ZENDH b,

(OD##)

14.1.2 RFENIHFO Lo THERZ IE S5 L BET 5700, K
L CIRHAMRETH S, /2. KTIRHATAZ LI TE S,

16. EMERE

16.1 MeRE

16.1.1 BEKZS
INAF 2E, BOEGA, WEEBRREE 2T, FEALD T LINA
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