HORED 1 202241250457 (52 13kR. AREICH STLED) BAEEERHEES
ED 1 20162 108%E] )
87449
B kR SBERRE
S FHARR © SN CIROEFREIRAIC AT 2 T & 10mg 20mg
E = [BRVWEDFER| DIESH SRES | 22600AMX00126000 | 22600AMX00043000
7 UL — A x| E E U & 20225128 20221284
Ak 7t B 48 2011118 2002 7H
o ~ 7 JC IFH *O0
= +
XXIETZ?JEME&E‘IOmgFN 1G] Eggg‘ﬁ) — 20074 87
- J ~ -
LI AT/ mmmn 20meINIG)
Epinastine Hydrochloride Tab.
I+ AF ViGEEER
) BEAZT OA NEEEZF TV D BETARIRSIC K
(2 (ROBEICERS LENC )] OB h e aals. fhnGRE s
AEIDRS I UBRIEDBHEED 5 2 B e
B EERZET CENBDDT. AFIRSHOEE(ICIFEEE
. BT S DRI IR E B &
(15 - #R) ) SRR DR o S REREEAT,
ITEFRFUIERISHE | T - X TF VIEMIEHR TOERNSERSZHB L. FREMETRICRITSZ
10mgIN I GJ 20mg[N | Gl EBEFE UL,
152ch - 152 : (5) ABIDEFAIC & UMRORH SNBVBSICIF, BRER
TEF2F R | T+ 2F UiEmis _ BICORIBESURBVELSITTFRT S &,
L e 10mg L Zomg 3 m'JﬂEFH _— = N R .
CRID R A SRR AT S ORI AR EEE N R S 5 2 HE
fBREILO—X, Bt 2LFoNOD. Bt LT,
@ | TIY ATTUVE| FIY RFTUVE (1) EXTSEIER (2= AH)
U e DLINGE | A I L 1) FFHSEEREE, |E AST(GOT). ALT(GPT). r-GTP,
N = B e (T R - N
. E ROFY70O| O3VFVFY. diE AL-P, /ITHDH@iﬂ%@ﬁf/’fﬁtﬁbﬁf%ﬁﬂ,ﬂﬁﬂk  2HER
I bO—2, £F| K%, £FOX0— B B8R, FER EX - BIES), EENH 5D
OXO—2. AT | 2. BAT7ILT 77—t DTENHBDDT. BEZTDICTTVERBNRD SN
TJr—EFVTFY. < | FUTY. RERY. L%’S(Cli\\iﬁb%%q:']‘tb\ j@@@m%?ﬁ5‘;to
203—)L6000 2203116000 2 P AL AN = el
v g |BB-REOEO T/ |BB~RESO T PRI, FEDEO SSRGS
% R § ; LR EBYBNEZITDOE
WAD—TFT 4 VT8 INnESAPRVIok (2) ZDHhDEIER °
e EP10 EP20 %F@iirg%mﬁﬁb\“wsbnt SBICIE. FERICHLT
BB (TS T &,
N
e
(BEmm) 6.0 8.1 BRES) |28 FE. FEH. 2. BHD. DO
5 Z S FEMEATHE
¥ BOBER [ED. BER B 0F\. TR BB, U
7 @ging () 90 @ 200 UNE. @h—y & LB, 105, 10
2 JHfEEs IBs. BEAR. BB, 8. ORR. B&X
~ A ?T)E\ ;P;E% Ei%gﬁg %ﬁ%ﬁﬂﬁ& THI. &
R B OSERk. BB MRk
(Eimm) @ 2.8 @ 3.9 %Hﬁ ZEHR
JPRESED) | BEFR. MPREEDEMAIRIER. KREA
I [Zh&E - ZIR] BEE | DiEE
SETe IFIRES IFIREE, W, 2
BE. B2 - KBX. REZTOFEE. FE. TOEZHI= d SRS e .
S Z D E‘EE%E lg‘cL N ljib*aj\ KEET. K.
4R E. HEE
(A% - AE] ED RRULESICIE. ®5EPIEL, BYRLEETS
LAEIRS, SRS, S KAk HRTSRE FE. ) FRLEORE, BERPLL. MOCIRETT
TOREMHS SRR ! E2) BEETHICTV. RESRHSNIBEICIE. 18
BE. BAICBIESRFUERIES LTIE20mgZz 181 %¢¢§é@£@tﬂ@g@%§7gﬁ5:to . B5
OROR59 %, 4. EREADES
B8, i, ERICKUBEEERT 2. BBETIEA - BRENETLTVS T NS, RSN
2. 7UILF R feARIEES UTBEN SHEtaN2 T En 5. EHANICE
B, MACETES 2T VERIRS LT1E10~20mgZ {ER - BREREIR GR2. (198, BIbRRES) DEsETL.
BimgigEsss. FENROSNIZBSICIE. HE IR E10mg/B) XIS
BH. Fh. FERICK D EEERT B, I HREBIRNBEITS T &,
- 5. 4508, ER. BIRS~DES
(R L 0iEE] (1) RIS IR L T\ D ETAEE DS 3 IR IC A B L DS

ju—y

EERS (ROBEICIFESBICKREITZL)

FHEEN (3 Z DRIEREDH 2 EE [FFESHRIENIEHERT
BT ENHD]
2. ERREFER
(1) FAF, [EZIRE, X704 REIREEERY), 9T
([CEEC 2 TV BIHEFAMELERZ RPN (CEF T AT
FRVDT., TOZEFEBICTHHELTBNHENDD

%)o

MO ERMEZ FE2 EHMEN2BEICOHERSTD T
Eo HIRPORSICEATDIREMEEIIL TN, &
Joo EIRATR OHEIRAIEREER (S v ) TIFZRERDETH
BREEHATR (DT F) CERBERFEMERD. LWINDE
FBTRHHNTNS.]

2 FAPOBAICERS T B LZRIT, POEBIRSTD
FOICFEAZPILESEBD L, [EBYRR(SY M) TE
HPABITT B I EHHESTNTLB]

<E@EICDDL>



6. INREADIRS
BHEFRSER., FER. R, HRXIFNBICHT 222
(FHEIZ L TLIRL,
7. BRALOFE
BRI PTPEEDEFEPTPY — MO SR H U TR
HAI2LDBEITDE, (PTPY—MMDEERICKY ., TBULE
BRHBEMEARA L, BICEZRAEDC U THBEENS
DEERGHEEHFAT D EHNBEINTND)
8. ZDDFE
AEZEEFIRS UTCBEEFBRES LU BMPEENSL
BBTENREINTVD, (EEXZBENRO T UILF—H4
ERICHUTIETHERIRES. ERE. B2 - KEX. HEZ
SFEIE. . TOEZHISBEUEBICHUCERRIES
TEIENUREUNERIN TV D)

(ZEPEE])

CEYFHEE SRR

@I RF VIgEEIREE10mgIN | G
IEFZAFUERIER10mgIN | Gl SFERAZ, 70
AF—=N=RCKWZENZTN2R (TEFRF VBBIES U
T20mg) BRMABFICHRBEOROERS L TMEPR
ZEEREZAE L. 85NICEYENRE/NS X —5 (AUC,
Cmax) [CDWVTI0RIEBXEEIC THEHRITZ1T o 12 id
5. 10g(0.80) ~log(1.25) DEENTH Y. WHIDEYZ
RSN TR S 1,

—_

50
20 | o: IEFZAF VIgHIEE10mgIN | GJ
= o [ IFAERIA (FeAl. 10mg)
E T+ 1REERE. n=14
® 30 |
E&(
K
5 20
&
=
10
—0
O(l 1 1 1 1 1 I
0 8 16 24 32 40 48

RS5%OE— (hr)

BYERE/INS KX — (HILIRERZE. n=14)

58| AUCo-48 | Cmax | Tmax | Ti/2
(mg) | (hg-hr/mL) | (ng/mL) | (hr) | (hr)
T RTFUigmIE 20 514.4 34.8 2.3 18.4
#£10mgIN | G| +84.3 +3.6| £0.7| £2.7
IRAERIK 20 548.2 37.3 1.9 20.1
(§2%). 10mg) +51.0 +6.1| £0.7| £3.0

MEEREELOICAUC, CmaxZED/SSA—F (&, WS
DFER., AROKFEWOE - BEEOHBREHICKL>TER
2OJEEMEN' D D
@I F RFVIREAH20mgIN | G

IEFRFVEEEEHE20mgIN | Gl SEEREIZE, 70
2F—=N=—EICEZFNZNIR(IEFAF VIEBIES U
T20mg) BEMABFICRBEOROKRS L CMmEDR
ZLREEZAE L. BoN/cEYEEE/ VS X —5 (AUC,
Cmax) ICDWVWTI0REFEXBEEIC TRETHEIT ZIT > 1o
£, log(0.80) ~log(1.25) DEBENTH ). MRIDEYZ
HESEI HER S NI,

30 -

25 | 0! IEF 2 FVigHIRE20mgIN | GJ
o AR (525, 20mg)
Y H1ZRERE, n=19

MEEPIRE (ng/mL)

0 4 8 12 16 20 24
B5#OER (hr)

EYENRE/INS A —5 (PO +IR#ERZE. n=19)

##58| AUCo-24 | Cmax | Tmax | Ti/2

(mg) | (ng-hr/mb)| (ng/mL) | (hr) | (hr)
TIEFRF VRIS 20 171.8 17.92 2.4 7.2
#20mg[N | GJ +51.4 +5.90| £0.9| £1.9
IRAERIE| 20 166.5 16.13 2.2 7.4
(&l 20mg) +46.9| £5.05| £1.0| £3.5

MEEFEEM ICAUC, CmaxZED/ VS X —5 (&, HERE
DEFER, FROFIMOL - FESFOHBREAFICL>TRR
BOREEN B B
2. 78142
IS XFVIBEREI10mgIN | GIRUIEF XFVIRE
BEE20mgIN | GIDOBEME. BAEFHNEEDREE3
TICEDSNIFMEICEE L TVD ZEHERINTWLD,

[EEE ]
TEFRF UG, BETHRERIIY (H)BAETHY, 7L
IWF—RBIECSVTCERYZY, O44IMUIY, MR
TEMHEETF (PAF) FITH T BA T+ T—9 —{EF S BBHDE
{ERZRT

(BRIRES ICR T B IB{ERHAR)

—f% . T RF VRIS (Epinastine Hydrochloride)

{5 : (£)-3-Amino-9,13b-dihydro-1H-dibenz[c,f]

imidazo [1,5-al azepine hydrochloride

2F : CieH15N3 - HCL

SFE 1 285.77

B = #9270°C (DFR)

M RIS RAFVEREBEFEE~HERDOHERT. [CH
WIEEW. Ko X9 /—)b. T9_/—)b(95) XIFEE
% (100) (CBIFPI L. PENZMUNICHAEIFICL
< VIFII-FIVCIEFEAEBRITBWL, ITY./—
JU(95) 8% (1—100) [FHESEMHZ RS R0, 1.0g72K
10mLISBEN UTZBDpHIE3.0~5.5Td %,

N - HCI

(BRV EDFE]
ZIIEEO—BHBEARBEIERITTRET DT &
2. ZEMEHERIS RO EY
IREER (40C. BIPRE75%. 61 8) DIER, TEFXF
VIEIEEE10mgIN | GIRUIES XF VIgBIGHE20mg
[N | GlFBBEOMSHRB FCBVWTCIFBLETCHD &
HHERIS NIz,

—_

(& ®]
@IS XF VigEEIRHE10mgIN | G
PTPEEE  100%% (108E X 10)
@It XF VigEEIREE20mgIN | G
PTPEE © 1008E (1088 X 10) . 600%E (108€X 60)
1408E (1488 X 10). 700%%E (148E X 50)

[EEXM )
1) BETIRE TS NER (EY2HEEF R
2 BETIRETIHMHAER (SR
I =T : EfF, 51(10), 2225, 2000
4) BETIRR THHENER (ZEHEEER)

xox [ SRREARRSE - MBIERSELEDE K]
FEHMEICSSHDE - HPERIE FRICTER T,
BEIMASHE ®SHEUR—h2zYy—

T930-8583 ELLMfAMNR1T H6E21

TEL (0120) 517-215

FAX (076) 442-8948



x BR7E

HAZERIFEKRIASH
ARARREEISEI T B1E1S

BEILgian

BT BITEHEE?2]
OER

i@l TEHEE?2]

§I I & TiZ stant

A-01



