130104

XOX20154E 9 HET (554 /) K4

¥2014410 H &S

Br o DR R R S
IR © A, 7 VIR

HEEEREE

ij'EI:\:‘J—ll«tEEtEsE 15mg "ZE.

AMBROXOL HYDROCHLORIDE TaBLETS 15mg "ZE,
7o7Oxy—JViEfgiEsE

HAZERRIRES
8 7 2 2 3 9

7 Z8 3 7| 22000 AMX00732000
3B il AN 20084 6 H
W9 B 46 20084 6 H
# HE B 19944 3 H

B2 (ROBEICIBELLEN E)]
AENDREDIC3T UBBIEDEIEED & 3 B&

(# B - 1% K]

E&:/\ AL

TR R | il | A A4 X GRIIa— F)

(1)
© 0 =

HEAE D 69m JEA : 2.4m
M 115mg  (ZE31)

Ty7uRy-VERE| FEEe | Afa
15mg (EIAY)

ApE LT, HEEKFS., bYEODTTFLT L BEEK
S4B, EROx>7OELELO—X, RFTYLEYT X
PULEEET %,

[%h 8E - b £]
TEREEOEE
SMREIR. TEXWE. BESEIR. [REIILRE.
PffEt%. EERHEE . ?ﬁﬁé@ﬂérﬂ&tﬂﬁiﬁ
BRISEADHE
(A &% A &)
BE.RACE. 1E1E (770X —LIEEIEE LT
15.0mg) 1 H3EROH®RE ¢ 5,
e, TR - ERICKYEEERT S,

[EREDEE]

El1ER

AEGERRERESORIERARRBEENBEE £ 2/E

EEBL LA,

(1) EX%&EIER (SEEAHR)

1) av 9. 7F7142xV—8%ER: >av o, 77+
T4 7RI —HER (RS, EEmZE. FREZ%. 0F
BFHE)»HohbNhB2ErHIDT, BERE+HICT
W, BEIEOOSNABAEICIE. BEEFRIEL. EY)
BMBETOZ &,

2) REHLIEIRFE(REE (Stevens-JohnsonFEEEE) | E#:
JRARfE1&E* (Stevens-JohnsonfEI&E) H 5hh 3 2
ENHBIDT, BEETHICTV. BEEVRBROO N
BEICIE., #E5EPIEL, BYALEETOIZ &,

(2) ZDfBOEIER
LTO &> BEHWEAN S 5 bN5EICIE, FERICKEL

3. 1R, ER. BRILBEAOKRSE

(1) HFRXIIERL TWAEEEMD S 23 AICIE. BELD
ERMr»EREE LO2 EHIN B BEICOAIEET
328, BFRFOIBESICEHTIREMEHILTVE
W]

(2) BILBPOBAICRAFIBREFIFZILERHTILE &,
[EMEER (T v b) TRIADABITTEIIENMREINT
Ww3,]

4. BRALOEE

ERHZAEE  PTPRBENERIIPTPY — S HLT
BRET3&LH188TE52E[PTPY— bOBRRICKY
WA Y BEMBEARIA L., S5ICEFELEHI L THE
RAREDEELAMHEEHRET I EPHESIA TV
3,1

[% 4 By RE)
. RSB
7 y7aExy — VRS 15mg[ZE| & BEHERNK A2, s O
AF ==L Y EREN28E (7 v 7 ¥y — VI
& L T30mg) HEREI A T3 - 15 A e T4 5 L Tl e v
REALHEEZWE L, BoNTEDHE AT X —F
(AUC. Cmax) \ZD W THEEHENT 2 17 - 7858 WiFl o4&
WS R S P SRR S 7z,

HENT =% BEINT A=
AUC (924 Cmax Tmax t 12
(ng-hr/mL)| (ng/mL) (hr) (hr)
TY7BXV =N 20800004 | 485121 | 23+05 79=11

$iMst 15mgl ZE |

it 1
i A 4228 £112.0| 479=10.8 22+04 84+22

TEOLNEEFS T L,
o REAH
Hitss BARE. B, BREAS. BE. TA. B

. OMERE, R, BRI, HIERR (BEBEI
B )

BEUE ) RZ. BRZ. EMBKRAK. &F. IEZE
(BAEZHE. REFE. ORFES)

FFE& FFHERERE=[AST(GOT) LR ALT(GPT) LR %]
Z DAt OALUhE. EEOLUThE, HFEW
E) COLSEERPHODNABAEICIE. BEEHRIET S
ZE,

2. EREANORE
—MRICSEHE CHEEZEINMBET L TVWEIDTRET S L
EEEBTRI &,

(8¢, 15mg)
(Mean =S.D., n=12)
(ng/mL)
70 -
60 -
—e— 7 70O%v—ILiEEkIER15mel ZE]
50 - —A— {RAERF (3. 15me)

Mean + S.D., n=12
40

30

20

MiET - HOLVNBHE

10 |

0

01 2 3 45 6 7 8 9 101112 2
B (hr)

IAE RSN N2 AUC, CmaxZ3 035 X — 7 1%, #ErE
DR, RO L - BHESORBEMFIC L TR
AU RN D 5,

2. M
7 ry7aFxy — ViR 15mg [ ZE X, BAIEEHIE
B I ST v Ty — LIRS O
HBIHA LT 2 LA RSN TV S,




(& % & ®E]®

1. [ERSRREER
THFIZT T aF Y — VIEREE20me/ kg B S X
D, ZEHEOBINASH SNz,

2. MEREEEHE S RREER
THFIZT yTa Y — VIEBE20me/ kg H N5 2 X
0. BIAUIRIGEE. 45128V I F VEBOA B LB R
BHEmOHMAAR BNz,

(B3R5 B8 d 2L #HHER]

—#tt 7 v 7uFd Yy — VR (Ambroxol Hydrochloride)
(JAN)

B % IR v Tuady -

1b42% ¢ trans-4-[ (2-amino-3,5-dibromobenzyl) amino]
cyclohexanol hydrochloride

43F-3% ¢ CisH1sBrzaNz20 - HCI

L 414.56

R
Br CH:NH () OH

NH>
-HCl1

Br
PR 7y TRy - VEBREZABOMEEOR KT, (12
B0, bIPICERZEIH D, 25 7 — VI
RREITR T, KXIFTF 7 —)L (995) I2R R T
<\ HERE (100) I2HTICK L, Y2 Frz—T)
I EAEHET RV,
Al f235C (5#)

(B3R EDFE]

% - REMRBRY

BB % T 72 BT S8R (25°C ATARIEE60%. 5
) OR . ARG REIHEORMNTHY . TV T
a3y — VRS 1I5mg [ ZE @ E OHgiE FIicBw T
SR TH S = & RS NI

(2 %]
PTP : 100%¢. 5008¢. 1,0005¢
N5 11,0008

Hz;jzml
ARG () AW R SRR ICBE § 5 E R (R
Edrl)
2) ARIEMTIE R EHRBRICET 2 &R GENER
3) HH S HIEMGE, 88, 57(1986)
4) ERIEHTE R @ eIl 2 &k GENER

HE Tk 5 K %)

FERITEE RN EFIZ O E T LTH FREIC TR T S

AR TS RIEIEIR

T 545-0051 KBTI Py %5 BF X WM 1-2-7
X8 0120-189-228

TEL 06-6630-8820

FAX 06-6630-8990

e
EEFEMHMINER
R aEHET2-4-12

o~ USRI _

o EEFR I FRIKRIN=Rt
AR FEEFRAEAT 1-2-7




