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1. R 5% 4

(1) #0 4
TS RATF UG SE 10mg [ h—1 |
TS AT UHEBEE 20 mg [ F—1 |

2 * 4%
EPINASTINE HYDROCHLORIDE TABLETS 10mg “TOWA”
EPINASTINE HYDROCHLORIDE TABLETS 20mg “TOWA”

(3) BFFDHE
—fA +FIE+H RS (E )+ [h—1 )
[ TEERAZRBERSOEBRFEICH T > TOWRITEL DOMAICET I EFHEIZOWVWT) (F
AR 17429 A 22 H SEAFARH 0922001 S-S <)

2. — % 4
(1) #n % (n4iE)
TS AT R (JAN))

(2) & A @aE
Epinastine Hydrochloride (JAN)

Epinastine (INN)

3) RT L4
-astine : L A Z I Al

3. BEAXRIITHER

4. PFRRUSFE
4533 CieH1sNs « HC1
o5& 285.77
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1. YELEEHLE
(1) 8 - 5K
HE~MEAEOBHAR T, [ZBWITR HRITE Y,

()& f& ©#

woO lg 2R T OICES B IR & WM
K 1mL 2L | 10mL Kl | #1090
AR ) =)L 1mL 2L | 10mL Riili | #1090
=% ) —/1(95) ImL 2L E 10mL A | IR0
HER2(100) ImL L E 10mL Rl | #1090
TEr=FUV 100mL 2L E - 1000mL Afifi | T < W
PTF L T—T )L 10000mL 2L k- E & A EBT R
@) &k B M
LM R L
(4) Bhsi (SRR - b - RE S

Al K 270°C (0 fR)

(5) BAIBERIRETE R
pKa : 11477 =V 3k, WOCEEE)

(6) HEFM
AR L

(1) £ DD ELZRIENE
pH : A4 1.0g %7K 10mL (287> L72# D pH 1% 3.0~5.56 Th D,
FESEEE « AR D KRR (120013 FE M2 7% S 72200,
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R L
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V. HAIREI HEE

(1) FROERH., SEEUER

5 4 T B R T MR BE T B R T U ST
HH 10mg [ F—17 20mg [ h—1 |
FITE D X 51 T AN a—T 4 TR
PER B~ 7 4NV Aa—F ¢ Tk
2 ENEN
;??is p Tw225 Tw226
RS
< = (] #* &= il
%ﬂé "f-i-“' i -'x-;l.':.x| e, f;'w\ ."z - —
L2/ - —_— | 226 ) '._\.2”_ (E—
#EE(mm) 6.1 8.1
JZ & (mm) 2.8 3.3
'E &#(mg) 89 175
(2) EEOYHE
o T B AT KRR BE T B RT R B
H 10mg [ F—U | 20mg [ h—U |
ik 55 8.4kg H 9.2kg H
#EAO—F

®)

(1) FFZORKR, SMBLE OEIR D IH & 2]

(4)

BEARRNA

2. HHOHERK

(1) B (BERS) DEE
ITEFRFUIREEIESRE 10mg [ ~F—7 |

188 =) AF EEEE 10mg 25 H 7 5,

TEFRFUIERIESRE 20mg T ~—"7 |

188 =) AT UHEEEE 20mg =5 H T 5,

pH, iZBEELE. #E. LE. BEEOERURER pH 5%




2) & m ¥

i HH W S i 7

R A FLHEKF, Ermr—2

AR RoAfvaFrTyw

i A 7 RE Ry

TR AT T U U Mg, K7 Ak

a—7 1 7 traAn—A wrua— FN7 BIEFE
Q) £t

YERR L

3. BAEA. HFOSBEIIHT HER

4

LA

HHNOEFREEHTICEITEIREN

(1) MnEEER

IEFRFUEEEHE Ong Th—21 D

7R =

(2

ZHE : PTP 21s L 7= 50,

FERSAE - 40°C. TB%RH, 3 = v F(n=3)

FRBRIE H BRARIE 6 & A
mn | BEZTOn | e
fife g ek Blikey Al /.
AP — A Eik=
RASERER (5) 4.9~10.8 4.5~12.4
& (%) 99.0~101.7 97.7~99.5
IEFRFUIEERIESE 20mg T h—" ] 2
FIAETERE - PTP A% L 7= 85,
ABRSE © 40°C, 75%RH, 3 1 v h(n=3)
RBRIEH B AR 6 f& H
w | B | m
TR R A Al
S — A Al
RASEIRER] (57) 4.7~12.1 4.4~13.1
& 8(%) 99.1~100.5 98.0~100.4




A AERLEL A2 FOD 72 I BR(40°C . AHXHEE 75%. 6 86 H)DfE R, = v’ A F et i
10mg [ F—VU | RO 2AF UHERRESE 20meg [ F—U | @FOHSRE FloB\WTE
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(2

~

RAREHER
IETZ?DﬁMﬁﬁmmrh—qu
HEHE - PTP WEE LAL Y b7 L I fEadk L8

ﬁ%*#:%@\m%Mley%mq)

FRBRIE H BHAf 6 4
x| BETOL =
fite s akR 1 E [Fl/E
i i AR HitEH Al /e
B R (%) 99~101 100~104
& 5(%) 98 98
BEETERE  PTP a2 LAL Y B8 7 L (el L= i
RERZTE 0 25°C. 60%RH, 2 2 v k(n=1)
REREH B 4hIF 54 6
1%
etk S A%
TR sl BR HE Al
ol P SRR Kk Al A
B AR (%) 89~102 92~104
& (%) 99~100 97~98

B AR L 2 W 2 R BR(25°C . AHAHEE 60%. 5 4F 6 6 RN 6 ) DfE R, — v

FAF UERRESE 10mg [ N — T | (3@ F OHHIE FICB W T 5 HFEMEETH D I &R
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IE+X?>ﬁ@ﬁﬁmmfb—UJ@

2EIERE  PTP clZE LEG Y o8 7 L IEds Lo Bl
%ﬁ%ﬁ*fﬁ# : 25°C. 60%RH, 3 7 v h(n=1)
FRERE H B 4 I 446 A
foll 3R BN Gk
BUF B —1 SNE Gk
B (%) 93~101 99~107
& &%) 98~99 95~98

L 2 O T2 B AR BR(25°C . FEXHEE 60%. 4 4F 6 5 H)DOFEE., = F 2 F
ﬁMﬁﬁ2%wrf~UJi%%®m%m BFICBWTAERRETHDZ LR ERINT,

/\\
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s | mmERL | REEARL A L RS L
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1) TG B AYRBEEAI 2
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e o \
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il R L 7 L R L g7 L
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BER « 0 7B A O EEILREE T O L EMRBIEIC SOV TEE ), PRk 11428 H 20 H ) (28

et




. RARERVBRBRORENM

B RSN

. fF & DESEIL(IEIEFMEIL)

REMBIE) —LDEEEAZEIE
IEFAFUIEEBRIESRE 20mg [ k—" ]
mE®

TS AT MR 20mg T F—U ) EAREEMBIE Y — (< B ARER U —BRREMA ) ©
FLERHICIIT D ZEME MR T D7, Bla B il & i L 7z,

W75k
(WEETE

AR 1 $E & IRRBY B Y — LIRFI LT,

2) RIFEH
FEre, ENBOCT. Y SRR

() sER A&
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2) 2BV BV AR

3) o' Rfr%) krn~ 777 14—
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FEEk, 3 R
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WiER

# 1 BB IR IA K% OBl & &

B oA IREMBIEY — BRFET [iEEe
T BT AT R SE 20mg o R&U1
5 BRIEL Y — | WOREAE
[h—1D (%) 15 mL)
2 B R
BE I
RERIA | TREEMBIE Y — | A
B AT BLA 1 3 W%
. HEDT 405 | HEDT L L
IR - S s N Yy
HED 7 ()L A s s s
] M| S e | WHEHAGOTY | AEAGOTY
TET AT ot U—iclENT | V-t ERT
HIRRHREE | 5< B <R3 - Y HABE L TN,
e T |t CEUROIE | LT ROIh
- MR 57, WTH o7, WTH o7,
Gt o) | FABRRA : 98.6 98.4 99.2
AT (%) - 100.0 100.8

7. BHE

(1) HERUVHERAE 79

TEF AT UHEAESE 10mg [ F—T ] KO EF AT HEERESE 20mg [ h—"7 ) X, HA
S ANESL L HRE 3 MICED LIl T B F A F RS O B I F N ENES L
TWAZ ENHER STV A,

7k

(H i

;o H R HFBRECS RVE)
AR
[EHA%Y
HIETE
PS

7K 900mL
50rpm

k7o~ 777 4 —
30 S O HRN 85% LA Ed & =3 A L+ 5,

D BARZER T AME S GBS A 3 Fl)
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(2) mEBTHE
IEFRAFUEEBRIEFE Ong T ~k—7]1 9

IEFRFUERIEHE10mel F—7 | DB HRER

IEFRAFUERERIOmgb—7)120F  RERKZAV T, REBFHE (F27R) CHEESAETRIBOBBRAZAVTEHBRET >,

4 R 7% 4 TUEFAF UIEBIESEIOmg [F—T
Br BBk 4 TEF AT UIEEE
#l B B | & & 10mg
i EILR 50rpm
| SREIEMEA |72l
@® pH1.2 - HARSEJE 5 A EERRBR D B8 11k
i X B @ pH4.0 - WERR-WEEE T B U v AR (0.05mol/L)
% meE ® pH6.8 D AARSIR S RIE RILO Y BRI (1—2)
s ® Ak B AR PR
O pH1.2 © pH4.0
120 120 -
100 l ----------------------------- wr
80 N P
%} % 80
% 60 g 60 |
B 40 o B A oL — L]
e fEAERIF| e JEAEBIF
20 20
0 ! : . . . 0 L L L L ,
0 5 10 15 20 25 30 0 5 10 15 20 25 30
A ERR IR AR5 SHER IR ERESRE(SY)
pH1.2 04 | 5% | 109|155 | 309 pH4.0 04 | 5% [105| 155 | 305
BisFE [ o [16.4 |61.4 |86.2 |99.4 Bi##E [ o |16.2 |66.7 |92.3 [99.0
BAERF | 0 237|739 |946 98,9 ZHEUH) | 0 [23.051.9 |79.2 |96.1
® pH6.8 @ K
120 120
100 100
N I D T e
& s | /e
# 60 # 60 |
A j#
s~ 40 o B 4t S 7S 40 | —O0— Bt R
2 e WA w0 | e B
0 L L L L , 0 \ L L L )
0 5 10 15 20 25 30 0 10 20 30 40 50 60
HERRIREREFRA(S) SBRIRER AR EFRE(5))
pH6.8 | 0% | 55 104 [ 155 305 K 04 | 54 [ 104 [ 154 [ 3043 | 455 | 605
B#®E [ o [11.8[63.0 |90.1 |196.6 B#®AE [ 0 |52 |49.9 [825 (999 [1026 1035
ZEma [ o [19.1 [49.3 |79.0 |91.9 ZEmH [ o [16.4 [43.5 [69.7 [87.2 |89.6 |90.0

6 R VKD R I VSRR A K5 A S ATRE, AL & B OAFR O BRI 351 6
ORISR HIE LR, B & YA R % Tl 5 L HIE ST,

12



IEFRAFUIERRIESRE 20mg [ k—7] 10

IEFRFUIERIEF20mel b—7 1 D75 H R
TEFRFLEMER0me F—T | IS0%, MERMEAL T, REFRE ($27%) THESLE TRABORBEEAD TRHRRE o1,

4 R 5 4 T B AT U SE20mg [F—1 )
5 A B R 4 T B AT UM
# ¥ bR | & & 20mg
7R [k 50rpm
| SR ETE A | RL
s @® pH1.2 © HAREEJR 7 R IR D 55 1K
5 X OB @ pH4.0 : WERR - WERE T B U ¥ L EER(0.05mol/L)
S ® pH6.8 D HASER T RIE - RO Y BRI (1—2)
ot
s ® Ak . B AR PR
@ pH1.2 © pH4.0
120 r 120
100 00 F
~ 80 el g
%I' 60 ';1'3 60
8 40 @
—o— Bt 4r —o— B WA
20 | e R 20 e A
0 . . . . d e L L L ,
0 5 10 15 20 % 30 0 5 10 15 20 25 30
RERRRMEHD) BB
pH1.2 | 0% [ 54 [10% | 155|305 pH4.0 | 04 | 55 104 [ 155|305
BtEH [ 0 |28.6 |66.7 |91.0 [99.8 BtEH | 0 |19.9 |47.7 |71.0 [96.3
ZHEUF [ 0 |26.1 169.0 |101.4 | 1021 ZAERF [ 0 |13.3 337|789 [99.4
® pH6.8 @ Kk
120 120 ¢
o o
et AT D T
F\'/l' 60 1?4 60
H H
M0 o0l
—Oo— B RH —O0— B A
20 e B 20 | e R
0 £ 1 1 1 1 ) 0 L L L L y
0 5 10 15 20 25 30 0 5 10 15 20 25 30
HERREREREERE(5) HERRERIEEREN(S)
pH6.8 | 0% [ 54 [104 | 155|305 %S 05 | 55 [ 104 [ 155 [30%
B#®A [ 0 |264 |63.1 (877 [995 B#®A | 0 |215|51.7 |756 [93.7
BEMNE | 0 [17.1 |46.1 [85.4 |985 maEmE | o [149 [37.9 [82.0 [97.2

e FE EIREMO B ERRFEMRER T A BT A AZfE, Bt & EREI O AR ORERIKIT I 1T DEA I 58)
DR HIE LR, ARG & ARERGANIR % Ch 5 LHIE Shz,
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10.

11.

12.

13.

14.

. EYFHIERERE

B4R

. RAIF DA OHERHARE

(1) F5—4v FA73ikIC X 5 RO
(2) AN TR B E 1A

AP DEIETDESE;
WKk o< N7 7 40—

palii
Y LR

BAT 2 TR D B 555D
AR L
TROSBELES - NEOSBREEECET D158

Y LA

Z Dt
LR

14



V. JREICET HIEH

1. ke - PR
SR S
7 LR
RS, WS - B, BT O REE. SEB. Z O REAIE D Bk

2. Ri&-HE
1. XEIWE., SRE, W2 - JER, KEE O FEIE, B2, T O FELIE D St
W, AT AF RS LT 1R 20mex 1 H 1 [RREO&RET 5,
7B, . BRI X 0 EEEET D,
2. TLAX—PEK
W, AT AF R S LT 1E 10~20meZ 1 H 1 R O&EEG45,
ek, AEE, ERIC KV E TS,

3. BRERAIE
(1) BEERT—2 /v —
MR L

(2) ERERE
BB L

(3) HREERR
AR L

@) BROHR
AR L

5) BEHHER
1) AR TR RS
AR L

2) BB
AR L

3 RLMEHBR
AR L

0 BE - HEHIRER
AR L

15



(6) JARAIER

1) ERRERE - BEERRERE BRI - SRR R (TR R
MR L

2) EBEHELTERFEONEXIEIER L I-HBROME
A LAg

16



2.

VI. EERHEICEHI HEHE

- BEPHICEEH SHILAMRITEEYE

TAAF U TETAF MM, AR RS VR, BTV VUM, 7 =% Y 7 =T
DU, AFXY IR, ZAZAFUTRE, 7 NTF T 2 T VIR, SRS AT
VRUNMBEE, AXHETVL v T VUEOE AKX Hi SRR

RIFIEH
(1) YEFARLL - ERAR

L A7 IR TH Y . Hi IBFRICHERICHTIL, S OIZIEMME» oo 2
gZIrenAahl) i ol mET 5,

(2) ZEshFEEN T BDHABRBIE
M ER e L

Q) 1ERFRIERR - Friukef]
BEERR L
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VI. RMBEICET SEHE

1. MEPREQKES - AEE
(1) BB LA Db RE
AR L

(2) &&EIMmHREEERRE
(3) BEIRABR CHERR S 7z LR EE DI A 2

Q) ERERFHEBR THE IR EE
YRR F AR Y
IEFRFUIERKIEFE 10mg [ b—"]
TS RAF ERRESE 10me [ h—U ) SHEERGRZ 7 o A A — R —EIC LY ER TN L BE(
B AF R L LT 10 me) @R A B A (n=24) ([T R EER 05 U TR R bk
TR 2HIE L, SO IREIRE ST X — & (AUC, Cmax) |2\ T 90%E#E X B2 THEEHR
Wr&4T > 7245 Fe, 1og (0. 80) ~1og (1. 25) OFEFHANTH U | WA DLW R R ZEE S RS S vz,

it (ng/mL)

% 16 - : TEFAF MG 0ng [ h—"7)
T. (FEA]. 10mg)

£ 12 1 —o— ; BrHERA

; (FEAl. 10mg)

F 97 Mean+S.D., n=24

>

w4

i

it

i 0 o
e 0 12 24 36

f¢ 5 #% O] (hr)

= M) OBy OBE /NS A — A

HIENT A—4 BEINT A—F
AUCun Cmax Tmax The
{ng+hr/mL) (ng/mL) (hr) (hr)

TV AF > Hifshisk |
10mg Th—17] 112.5+26.0 [10. 6442, 98| 2. 54=1. 38 |6. 898+ 1, 094
(327, 10mg)

g ! — P—
ol iy ) 32.7 ]10.: 3.26(2.31%0.94|6. 33 298
4. 10mg) 108, 4+ 32. 10. 38+3. 26 31+0. 9416, 335+ 1. 298

(Mean+S.D., n=24)

M HE PR EEAE TN AUC, Cmax FED/NT A—2 (%, HBRHE OFIR (RHIROTRIEE - Bpf] % O
BREAAFIZ &> TR D WREMED B 5,

18



(4)

®)

(6)

IEFRFAEEIESE 20mg [ ~—" )

TS RAF HERRESE 20 mg [ F—U | SIFEHERAI LY AF— "B EREN L BE(
B AT MR & LT 20 me) HERERR A - (n=22) [ZHa R BRI 0 4% 5 L C I R LR
TEEAZHE L, SO EmEhEE T A —#Z (AUC, Cmax) IZ- 2T 90% 1518 X MiEIC THEHE
Wr&47 > T2 f55:, 10g (0. 80) ~1og (1. 25) DFFHN TH v | il H DLW RIS R S 7,

ifit (ng/mL)

]

X % 1 P TEF AT > HRESE20mg [~ —17 ]
i (g4, 20mg)

5—; 94 - B‘ﬁ‘vffﬂ i1l

2 (B, 20mg)

> & Mean+S.D. ,

> 12

2}

e

@ 00O , -

55 0 12 24 36

£ 5% D5 (hr)

oM OB OBE NS A — &

HENTA—H BEINT A
AUCas Cmax Tmax Tz
{(ng-hr/mL) (ng/mL) (hr) (hr)
T+ AF iR sE
20mg Th—17) 264, 1£69.2 |27. 10£8. 18 (2. 41+1. 32 |6. 816 0. 895
($EA 20mg)
R |

280. 0:£79, 3 [29. 6519, 60| 2. 1440. 95 |6. 6664 0. 843

($E#]. 20mg)

(Mean+S.D., n=22)

SEFRIRIEIE DT AUC, Cmax ZE0>/8T 2 — & 13, BBRE OBIR, (KIROBIEIE - BRI O
%*@ Ko TR 2 FAHREMRD 5,

e
AR L
A% - HAROBE

U ERR L

BEE (KE 2 L— 3 0) BITIS & Y HB L - BN B E LD ER
s gk L
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2. EMEEBRI/T A — S
O Liv:p>
VAR L

(2) RARERE M
AR L

3) NAFTRAFEY T+
LR L

4) HERRETEH W
ITEFTRFUIBREIESE 10mg T ~—" |
kel : 0.1031%0.0176hrt (fEFERKA B+, HEEROKRE)
ITEFTRFUIBFEIESEE 20mg T ~—"7 |
kel : 0.1034+0.0135hrt (R A B+, MEERE O E)

& PUTFTIUR
AR L

6) HEEH
) mEEEHeE
AR L

3. % W
MR L

4. 9 il
(1) mi%k—ixREP @@ 1%
LB R e L

(2) % —ReEEREFT @B
VI 10. 4, PEfw. RIIGFE~OFRLGOE DasR

Q) Eit~D®BITIE
VI 10. 4G, PERw. RAGEFE~OKREOHE 2)2 2
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5.

6.

7.

) BE~OBTE
R L

(5) TDOMOEBRA~OBTHE
R L

£
(1) FREERL R U RS
MR L

@) #BISE5T BEER CYPA50 %) D5 F18
LR L

(3) HEBEHROHRRUZOHSE
LR L

() RBMOFEOHRRULE
LR L

(6) FHERBMOEER/ 5 4 — 4
LR L

62
(1) HERERGL & U R

VI. 9. MSifin& ~D&GDOH AL

@) Bt
YR L

(3) HEMhERE

mMERR L

S U RKR—2—IZE8T B 1B
RMER e L
. BRHIZLBBRER

BNV YA

21



I. £ (ERLOIESF) ICAYT SHER

. BERNBETDERH
A RWAN

*

14

EERNBEENER(RAEZRZEY)

22 (ROBEICIFHEBEBELEWNIE)]

AFN DRSS L BUE DBEERE O & 5 B

. ke

- WRICEET SEALDOIE L ETDER

LR

. % - AEICEEYT AERLOEE L ZTDEH

LR

5. EEKRERNBLEZTNDER
BEELRS(ROBHICIHEECERSTH L)
JFREE I OB ERO & 5 B8 [IHEENEN IR T L2035 5, ]
6. EELEARMVIE L ZOEARVLESE
BELEXRIEE
1) AHNZ, REIER], AT a4 RFIRE LR | T TITE Z » TO A EIVERE R
TR T A K TIT RO T, ZOZ LITRFICHFSFHHA L TEBLERD S,
2) RWIAT oA NEEZZT TWHIEETARAZRGIZLIY AT, NROBEZIINL5E
WX, FOREH T CHRAICITY Z &,
) RREETZELNnHDOT, AFIFEEHH OB E B HEOEEL G 2 2 5 Bk o EE
ICHEEIERZ &,
4) KAEEZFEHIEOEREIEG T 25A1T. HEEBEHZE 2T, ZOHEAID LG ZEIE L,
IR TREE TR D Z ENEFE LU,
B) AAENIOHERIC LV IENRBO SN WIEEIZIE. EBAREEMIChZ &5 LWL ST
BI5Z L,
7. tBE{EH

(1) BEREEEZDHER
A% L7

(2) BrAREE L FDER
4 L

22




8. EIEA

(1

BIERADOME

AT A pIAE A AR 5 D B 1 P 8 BB RE 23 BARE & 702 % A 2 SR ME L Ty,

(2)

EXLEMER & MEER

EXZE{EA GEETH)

(1) FFHE8EREE. #|E : AST(GOT), ALT(GPT), y -GTP, Al-P, LDH ® LHZEDOTHEERESE (1)
HUEW - 2T ARR, BERIE, BB EX - EHE), SEXAHLDLNDLIZ LN D
DT, BEEZFDATOERE VDR ONEAIE, BE5E2PIEL, @URAELRITH 2
L.

(2) Mm/PHRGED - /MRS bbb 2 ERH DD T, BEsE 012470, BENED S
NG EIIT G2 FIET 5 7 ElEU B AT Z &,

)

Z D DEIER
Z0thoBIfER
UUTOX D 2BEWERAND S b haicid, ERICHE U ClEYIZRLEEZITY 2 L,
B

BEE™ IR (B, FRE%), BB, ZE, A, O FEVMERLEE
R&. FARRE, 3\, OFEV, AR, EBEZ LONUE, BERA—v &L

R TRC . KR, LIRE

- MR, BEAPR, R, B, Nk, BRAE, mit, HEm B
ToAVRE, P, R, SRR, MR

B i RER

WpRERE? BEPR . IR %E OREMERERIEIR. R

EiRE BT

FER R RO RS, BN, 5P

mig"? FEREH N, i/ s

Z Dfh HARREE. IFTH ., 2B, RREIKT, Wk, 2R, FLEEK

E1) BELESGEIE, G52k L, @URLEZITS Z &,
E2) Bz 04TV BERRO bNHGEITIE, Kh 2kt 57 EiE e uE 217 9

4)

®)

(6)

zk,

EE B REE R UBRREERE %

BB L

RS, SOHE. EEERVTHROARSERNOEMRIUEE
BB L

EWT LLE—(HT HEBRUHBE

PR L
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10.

11.

12.

13.

14.

15.

16.

. mfiE~OERE

ERE~NDRE

EHRE TN - BRENME T L CWD Z EnE L, WIS NAFNIZEE L TEIE & PR S
oD EnG, EMICEIER - BRRGER B2, niB, HElARESE) oBEL21T0, B
DD LA, BE BIAIX 10mg/H) XITKRFEST R E@OUIRAEZITO Z &,

bR, ER. RIBF~OERE

iR, EiR. BILREAOERES

1) IR SOTIEE L CTW A ATREM D & % M IZTE R L O A ISENfEtE 2 Flal 5 & W &
NAGEICOREET D2 L, UHRTO®EGIZET 22 EMITMNL L Ty, £,
BEHRAT R ORISR (7 > b)) TIEZBEOKR TR, AR (73%) T
RRBFEEAR, WTFRbLEAZTHRO LN TND, ]

2) WBHFOLMEICEET SRR, RS TRETAILAICERLETIESES Z
Lo [EWER (7> b)) TRHAF~BIT T2 En@MEsnTng., ]

INREFEA~ADERS

INREFEADEE
R, AR, FLIR. SR SUT/NRISH 2 22 EHENL L Tuany,

RRERERRICRITTESR
LR

BERS
Y LR

BRALOIE

BALDEE

EHIZTATRE : PTP @E DKL PTP > — MOV H L CIRAT2 L 548452 L, [PTP &~
— RO LD . OSBRI L, I3 EE 2 U CHREFRIARZE D EE
REPHEZPRT 2 2 ERRESN TV, ]

ZOMDIE

ZFOHDEE

T U T AF UMERRIERA 2 EERR G LGB R %R LD bPRENE LD 2 LN
HE SN TS, [REmELOT L —PERRIc L CiIstEnik 5. e, g -
BERGHR. PG DFEAE, FEIB. € O FEZfE O S E IR L TR RRE S TAMR OZ 4
RS SN TN D, ]

Z Dt
A% L7
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1.

FIEHB
(1) RAFEHR
MR L

(2) BIRMEBHER
B L

Q) REMEREHER
BEERR L

(4) % Dt D ZFEEHER
BEERR L

2. HMHER

(1) BERS HHEHER
AR L

(2) REREEMHAER
REERR L

Q) ETERESMAR

X. JERRERERERICBEI HIER

VI 10. fFhw, PEfe. RIGFE~OHELGOH DA

) ZOMhOBHERE
AR L
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X. EEMNFIAICET HEE

1. RHIX 5
AL B Ly
BRAGY « BISE
BISE : 18T 18Pz F AF e LT 1745mg LT 256895 b D akR<,

2. AEAM XL EREAR
IEFRAFUIERRIERE Omg [ F—"]
i FHARR @ 5 AFGMEIZFLHED

IEFRFEREIERE 20mg [ F—7 ]
i FEARR « 4 AEOME 0D

3. ik - BREEH®
Byl o SRIRARTE

4. EFIFFWONLEDIES
(1) ZERETORYHFWEDBEARIZDLNT
BA)- L A

(2) ZFEFIZATEFDOEIR LM DLNT
BERTERLTA N f
<TFvoLky : F/
ZOMMOBEMITEM  F
VI. 14. @A EOFEEOEZ B

(3) BABEOBEAIZONT
MR L

5. AREME
A% L7
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7.

10.

. B

B eI RE NEEGEE, B8 UIEEE)
= CT AT L R » " "
10mg [ F—1 | PTP a4k 100 ££. 1000 &E
o e 100 #&. 1000 &&
N2 =N E\, >
1307; XT{ E’lﬁfmﬁ PTP 3% | 140 $(14 & X 10)
g 700 $£(14 £ X 50)
RBEDHME
el EEET RE M
o e PTP ARV =/1 TAIHE
it%x?/%g&iﬁﬁ PTP @% - . — -
10mg [ h—7] Fo— 7 R FL T I x— b
: S R PTP ARV =1, 7L
I‘tﬁ“xal—:‘/f{ng&tmfﬁf PTP /ﬂ% ! - — -
20mg [ h—U ] te— 7 - ARV =F LT IR—F
E—m5 - RXhE
Fl—msy : TLVOAUEE10, TLUFUEE20, TVVA L R4 a7 1%,

TEF AT UHERE DS /MNEH 1% [ h—7 |
T B A F R SRHE 0.05% [ h—1 )
FASE : T ANRTF U TR T AT UM, Aoy U, YT O R,
XY T2V UEBE, XY IR, ZAXRF T VR,
FRNFT 2T VB, RREAF LRV, AR AL n TR

EfEEFAE
199444 1 H

HERTERBFEABRVERES

B LR EATEEA H K& ik
TR F ot | 20024 3] 11 H 21400AMZ00182000
fit 10mg [ h—"7 ] 20134 2 H 15 H 22500AMX00670000 | BiFE4 A HIZ L5
TR F ot | 20024 3] 11 H 21400AMZ00183000
§it 20mg [ ~—1 ] 20134F 2 A 15 H 22500AMX00566000 | 754 A HIZ L5

27




11.

12.

13.

14.

15.

16.

17.

EMELEREFAH

Kin S FE A A H GRS

T B AT R 20024 7H 5 H
§it 10mg [ ~—" ] 20134 6 /] 21 A e EIC LD

T B AT R 20024 7H 5 H
§it 20mg [ ~—1 ] 20134 6 /] 21 A e EIC LS

Shee - HHREM., A% - AEEEENZEOEABRUVZOAR
BAARANA

BEERR. FiMERAREABRUVEZOAR
PR  SZY L

v

B EREmAS R AFRAEA H - 200748 H 3 H
B RIS T - SRR 14 R 2 A BUKGRIE S FH)OWT IS HIEYE L2 E DR 2157,

BEEHM
4 L

REAFGIRERRICET HF®R
AANE, B (D DWW IFHRE) HIFICEE T 2 HlRIZED STy,

722U, VL 6. EEBRHAREGIER & OB H R ORLETEDE HICIEEME DL H D,

£Ea—F
JE AR S A SR A L vE Ltk
1] 7 =
T AF
YRR BE 10mg 114853401 4490014F1254 621485301
[h—1 ]
T AF
AR EE 20mg 114867101 4490014F2293 621486701
[h—1 ]
RigB EDEE

AANTZHRHIN L DR IEEE L TH D,
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XI1. X Ak

1. BIAXH
1) SRR RS AR - IEEBR(BE 10mg)
2) HFIERAERSAE ARG R - InEE R (BE 20mg)
3) HFNFE SRS HNEEL  RERAEABR(BE 10mg)
4) FFIESER S HENERE - R (BE 20mg)
5) HFNIKARSh AR - EEERRREIC T D 2 E MR (BE 10mg)
6) HFNIESR S FENE R - EEERRREIC T D 2 E MR (BE 20mg)
7 HREEA RS AENER SR I HERBR(E 10mg)
8) HURIEEARAHE AENER SRR ; ¥ HRBR(BE 20mg)
9) HRIEEARAHE AENER - SRR P HRBR(E 10mg)
10) PSR AAE ANERE - S FREE R EBR (BE 20mg)
11) HH ZEiE) - 2 LK, 39(8), 643, 2002
12) BRI th fENE R - Bt O 22 E MR
13) HFnSESAR S tE FNER - A - IRIEBPE R OB B 5T 2 — 7 O mim YRR

2. ZOMOSEH
BB L

XI. sE&EEH
1. EHSNETOHRTIRKR
MR L

2. MM E T BERKEES
s Bk L




XI. g &

B - RESECIE L CHREIEET S 126 > TOSEER

ARIEOEHICEET 21EE  AHICITARZZ T TORWREICE T ERNAE £ s, #BR
TEFEPHEL L TOROVHNAEDEBENTEY, HETHRBMIN TV LRBRGIETHE LN

TAEREFELE LTHER LTV D, EFRIEEE DPERETN 251 0 L TOZEHFRTH Y |
M TEDOAIR 2R $ H D TR,

PRI - TSRS O BOEE IR IR ENICRE T2 A F T4 VICBET 5 Q&A IZHOWNT
(2D 3) | (LA 9 A 6 BT [EAG B RS - AR RIS - FREER
AR F )

(1) #H#k 12

IESTRFUIRERIESE 10mg [ ~—7 )

TEFAF UHEREESE 10mg [ F—U | (X, = F 2AF IR E 20meg [ F—1U ] & FEEEEHO
BN e O DR E N LN &0 D B OREMRIC DX E LTI BT A F
HWREYESE 20mg [ h—T ) OfERZ TS IZE 0,

IEFRFUIERIESE 20mg [ b—")
[ ]
T AFUHERRIESE 20mg [ h—17 |

W ik
O IR
FREREA 200 $EA L 0, FEAIRIEE (T AR I ¥ —7"F 2 LM-PLUS) T 15 Bk 5. (n=1)

& RAFESA

- BNHOL

GME 0 R0 AT IR R ONEFE, BRI 600 lux AT IZFREE (8 » A% ORI TRER 120 77 lux -
hr DI b)), BAEDOEOEIIZ3mm U FET 5.

R BRI 7ATF v 7 vy —L &2 T v TED.

RS
KA ROAT SR RO, B, REOFEOE S 3 mm U T & 5.
AR LT IAF v 7o v — L& T vy 7 THY, SOICTVIETED.

C>ﬁ%@a&@ﬁ%ﬁ%
- WBRIEH AV, R GRER MMEZROEEEY 100% & L THIT )

- BRI A %&%@ﬁ%ﬁ&iE%”i &R ARG E DR DR K ORBR S EICHEL 5. (0=3)
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LIRS

AT BRI H ALHERES 15 Ht% 3 Atk
=) HEOHmR | BROBR | Aok R
ENHOL & &%) 99.1 98.1 97.8
(F&17E (%)) (100) (99.0) (98.7)
=) HEOBmR | BROBER | Aok R
i & &%) 99.1 98.1 98.0
(F&17E(%)) (100) (99.0) (98.9)

{RAFHIM : 2010 4F 11 H 18 H~201142 H 18 H
IR - 12.0~25.3C
L - 10~88%RH

(2) LR - BMBAMRUVEERSF1—JDEBNE

B AU
TS AF RS 10mg [ F—7 |
TS AF RS 20mg [ F—T |

B ik

OF 4 A% — (Exacta-Med A—F VT 4 AW —) OV AN EHRHETY, 7 4 AR
DY —NIZRF L EEANTER 2 RT,

QK EHWT 55+ 1 CICRE LT=BEET 4 AN —A0 58] 20mL WY | F v >
(Exacta-Med A—F /L7 4 A Y —L ¥y NTRHRE) THU, 74 AR —2RIZ LT-
KRBT 5 HHIE T 5,

@F 4 AR — 2 FT 90 B 15 THIERER L. At - IO ZBIET 5,

@OFEEL TWD Z LR I NIUTO D FIE~ETe, AERROLEEILHE 5 5RHKE LOD
FEZITV, BENHR SNIITO O FIE~ET, X BITHE L WA I ERR %2 60
& LTRRBIR AR U7z B CRAE - IRB ORI A HER L. BIRO O #E~HET,

@A R FTEHES D5 LT b DIZHONTO~QDIEEELIT O, ERBROGEIIHE 5 77
FE LOOFIEEZITH, ZORRICTHE - BB L2WGEE, BBezPi3 5,

OF 4 AN Y=o FX vy TEWVI L, Fa—T (FTOMAAND 2/3ZKFIZL,
T AR =S A & 30cm OALEICE v b LTEL) TR S, K 2~3mL,
o CRREIR 2 L 2 e,

DB % T 2 — T NIZE T LIAALTEE,
v 2 e,

@BV HABEDOTF 2 —T AL, WE L OSERHEIIZ OV T, GiE WO oREE2 BHIC T
B3 2,

@uEE M TEMEIAZE L7, HO2NETF 2 —THENEE25E.
R L, Bk z s, O~Qo#EL1T 9,

I HITKIEK 20mL 2T 4 AN —TIHEAL,

Fa—T7 %% 12Fr (T
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2.

B BREE - B

AALy—Uy Nl —a0—x2 TNV T4 —FT 47 Fa—7 B7LUFES: 120cm)
Baxa tt#! Exacta-Med A— 7 /5 4 AP — (FH) 60mL V1 X

Baxa tHf! BOMA by 7oy 7 6= 51ER

TER BT —RFaxs Z—100

B R
1] 11 =ny %%
B4 HRBRE K0 550
— K (]155C) THBETRCTHY,
R A, K (9 55C) « 55Tl L7
Lomg [ —1 ) — 8Fr = —7 : iR Fa—7 2T %
(BREITLHYES)
AT FLAERL
o b | . K (K155°C) -5 THELE®
o L T | ST S F e T A 5
(R LHED)
AT FLAERL

*1: KGR 55C)EWRNELY 60 /B HE LT REETRIBE L 720y o 7243, XU F TORLT2#%ICKE 55°C) &)

WHELYD 10 50BN C, B LT,
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