&) VIATRIS

3k 20244E7 HELRT (55200
*20234F11HEET (55100

BE O EIRMRE

HRHAE - 34

B MERIRH 2 B FHERE

BEXERH T/INAF 8

TIINRAF#E5mglVTRS]
INAFUE10mgIVTRS]

EBASTINE Tablets
BAZEFH TNAFORNRHEIESE
TINRAF20ODEE5mglVTRS]
TI/INRAF2ODEET10mgl VTRS

EBASTINE OD Tablets

BAEEERMEES
87449
555mg | $fl0mg | OD§ibmg | OD$lOmg
&R &S | 22300AMX00936 | 22300AMX00937 | 22300AMX00938 | 22300AMX00968
BR 55 BY 45 20114:12H

2. B (ROBEICBHERELEWVWI L)

AFN OB LBBRE OB E D & 5 B

3. #R - MK
3.1 #mk
B TNAF 24 bmg [VTRS) TNAF ¥4 10mg [VTRS)

R

148 HRF T/NAF> 5mg

1§t HRE TNZ2F> 10mg

FLHERAY, FREra—2, 2L

A=AV T A

[SARsE

FTT) VEER T ATy AL R 106
Ty KRR T TR, TR

wom o |w¥reiru—2 BEEKT AR, ATTY) VBEYIATITL BT
OAT—RA, 2713 T—=)L6000, BRILF5 >, o, ANF oy

Wire s I/NAF >~ OD $E 5Smg [VTRS] IINAF 2 OD § 10mg [VTRS]
AR o Lt Bl TNAF» bmg | 1§F HiE T/NAF 2 10mg
D-vry= b=, fHEtLro—A, |D-<vr= =), FHHtro—2x,

bFadFsy 7ol ilu—2, 7 (e FofdFy 7ol eio— R,

Wwom Al | BARE R, BEEKS AEE, A | 2 OARE R BEEEKS A B,

AFT) VYT AT AL KR
A7 €T

3.2 WAOMERK

I wy
Lioned] - - ﬁkﬂ]é g
i i i I-F
(EB
o = "
TIONATF VEE EB5 SN h T
5mg [VTRS) R o x T VLE Syt
6.6mm 3.2mm 108mg

TIIONAF Ve

== 0 |

I YNUNESIZN

10mg [VTRS] EE S JEs i VLE d—74 T
A I
10.lmm  5.lmm  3.2mm  lddmg (n7V hH)
I o ]
Wk - s e
T I=F
TARF Y — o
. EB5 EANTIRE)
OD#$E5mg . et
[VTRS) [XE3 s i D VLE e
6.5mm 2.6mm 100mg
EB @
AT EB10 ) 'ﬂﬁ
OD#¢10mg D VLE HHADY
[VTRS] [=RE 3 ES7d
8.0mm 3.6mm 200mg

4. ZHAERZZNR

(OF-1:737

O% - REX. E5. KRBT OEE
O7LIvX—HaR

6. HERUVHE
T VRZIE T NAF 2 & L5~ 10mg% 1 H & 5% 59 %,
B, EW - ERIC X EEHERT 5.

7. BERUVHAEICEET 2XE
i TIdL 1H LESmeh 5559 5 7% LiEET 5 2 Lo [9.85MH]

8. EELEKRIER

(RhEeE)

8.1 IR Z MY Z L3H 20T, KRG PO EEIZITHBFE LR
e EfalRg fE ) M OBRIFICER S E L Z Lo

(FLILX—MHR%)

8.2 FEIMEDBE G-I AHE 1L, WREFMHEEL T, ZOBEHD
SHEGERMG L. IFSEFEIA TS Tl 5 2 A E L,

9. BENHREHJ 2BEHICHT 23R
9.1 BHHE - BMEEZDH 3 BE
9.1.1 REIZT O FEEAEZITTVREE
RHEGAZE D AT 04 FORBSEZIE» L5613, T80T T
et &,
9.3 FpEREEEE
9.3.1 FIREERENII TOREEDNSH 5 8H
IR EDH O DNDLBZNNDH 5.
9.5 117
Tl AR LTV 2 RO & 2 k2 iE, R LoFRtsfa
Frite Ll s L HB S N8O 5T HT L,
9.6 &ilw
R EOBRIE R O BIAREORRIEEZE L IFLOMkE IR
EMETT D L BMER(T v B TERIT A OB ST b,
9.7 NRZE
NBEEZ MR E L 72 BRRHBRIIIEE L T v,
9.8 mknE
BHEOREL TR ICBSE L ad oG35 2 ko —RIZAEERED
KTLCTw2, [7.2H]

10. #HEEA
AHANZ, F &L TREBBEHECYP2]2 K "CYP3A4 TS 2 5,
[16.4.3%H4]

10.2 BFHEE (BHRISEETS &)

R E TERAER - #5878k

B Q= b KA OB LN AF &

[16.7.1%#] DI DS 26512 1A

FTHIEPWESN TN,

RHNDACH 71 VS ATF

D MHEFREED A3 % 2

LS NTW D,

KA DKW H LINATF

D MEEFEDMR T 5% 2

LGS N TS,

B - kT
H LN AT v O H A
ENBEEZLND,

4 bF7aFv—

V77 EY Y K LNAF v O A

ENBEEZLND,

1. BMER
ROBIWER D D b D Z ENHDLOT, BELHIIATV. BE
AR SN 3G 2 Ik 5 % EE R LE R 1T S &,



1.1 EXLEIEA

NAA 2avy, 7F7147x%2— (TR HEARH)

MR PO RS, METE RIS S5 O SRR ATED & 7B A1 id, #%
Haqk L, SUAREEIT) 2 &

11.1.2 FAReES. |E (Wb HEARH)

AST. ALT. LDH. y-GTP. ALP, YV E YD EHE %MD
HFHEEERE S, MHENDH O DNDLZ DD D,

11.2 ZOBOEIEAR

1%L F 0. 1~19%Ai 0. 19 A

BB 5. FE. L ARKE

TEBR 2R iE IE 5

KRR | RS P B, O\ | AR

ML B HEAPK, & | T, ER | TR - ek, I8

T1JPE ATz 15

is AST. ALT. LDH.
y-GTP. ALP, ¥V
SN =

WAPR 7 PEPRRESE , HUR

Z 0 Jg B 3 K 1ECH IFERERIN % AREHI,
AR, BT, WILR
. BUNO L& JRHE

12. BRRBRERRICRIFTHE
KENT T VIV v ARG 285 5728, 7 LIV v BN UG
TrREMTHA0E, AFEEG LanI &,

14. BRALOZEE

14.1 EAZAEDEE

(B HE)

14.1.1 PTPREOHFIIPTPY — M5 ML CHIRAT 5 X 54k
BBl PTPY — M OREAKIZ X D . WA E0 A G s~
AL, BB L CHBRARSEOEE 2 AIHEZ 5T 5
ZENDH b,

(OD##)

14.1.2 RFNIEHFO Lo THERZIE S5 L BET 5700, K
L CIRHATMRETH S, /2. KTIRHATAZ LTS,

16. EHENRE

16.1 MpiRE

16.1.1 BEEERS
INAF id, FBOESH. OREEGEE R ZT, ZEALDH LINA
F R EN S, BER AT NZFIVEE (5E5E) 5mg (561). 10, 20
0 40mg™ (%6Bl) & PR RS-, RE(ATH B TNATF LUk,
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