202441 AEiET (55100 Ko

R tEERRERE

HARERR Y HES

872239

72T 0%y — BRI R
P o) DFY-IEEEIEHEM OD#: 45meg "ZE.

AMBROXOL HYDROCHLORIDE L- OD TasLeTs

BT - BIRRAF
BHMEAR 35

AREFS |22600AMX00467000
HR7EBALE 2014%6H

2. B2 (ROEBECF IS LBV E)
KA DR UBBREDOBHERED 5 5 BE

3. #8m - MK
3.1 #HR%

o - e

(145) Ty 7uxy—)LERgE 45mg

MRELo—2h), RERY., ZOXARE R,
v uxu—x, A75u0—X, TF)ltiua—
2. BB Ia L, EKZBbrA%, v 7

WAl | g I—)L6000. D-v>=Fr—J., FEREtlo—
A, ANRAO—RA, TEALT 7 LAY T L, A
FTTIVVBY TR A B XYY, TF
I ZA%=0) IV B SV %

3.2 HEIDMR

ek HE(MEHE~REAEOHETH D) - RiE(H
T BERL N ORISR % & 9 5 I REN AR ESE)

| O

g Ef%:10.0mm E#:6.0mm HEE :460mg

Hla— R ZE17
4. HEEXIFZHR
TECEREBDER

SERERR. [EXWE. BHERERK.
fo#%. EEAE. FTROIEERIEHEH

6. BERUEE
B, RACIELE LS (7 > 7 0% v — LIEEE E LT45mg)
% 1A1EREOR5T 5.

7. BERUREICEEY 535
SRR I R R B A BT X 5 IS, SRS HH
FTH5. [17.1.1 B

9. BEDNERZEI D EEICHI I IR

9.5 Him
IR IIIFIR LT WA AREE D & B 2k, B EoAERME
MEBtEE B2 EHl S BEICOARKRET S L,

9.6 A .Ww
HELOBSRERUCBIREBORREE2ZE L. RILOMHEX
Wk EMET A &, BMERT Y M) TRIAHFABITT S
ZEPRESNTWV S,

9.8 S
BRESNELIGEICIE. MO (RBIEMA %2R 2FEHAT
BT E, —RICETEMESET LTS,

11. BIER
WROBWERAHH6bNBZ ENHZHDT, BIEZTDITITWV.
BEDIPRD SENIIGHICIIEREEZPIET 574 @) 2 0B 21T
5T &,

11.1 EXGEWER

M1 Y3vd, 7FIT45FV—(WThbEEERH)

R, EERE. PREE,. OFERTENFHobNEI 4D
%o

KUESTHRIRAE. Fil

11.1.2 EEEFERRARAEIREY (Stevens-JohnsonfEl&EE) (BHFEANEA)
11.2 ZOfbDEIER

0.1 ~5%K1i

0.1%K 1 SR

HILEs | BAUR B, IR, 8
T R MBS, WERE
M. BREAR. HIL
TR (BEEmS. f

1)

BALBE. % 5 F¢

I (BR
. REE
M. O
%)

i R JFpEREREE (AST LA

ALT EA4E)

Z DAttt AW LUOhE, B

LU

HEN

F)RBHEILEE. W P ay TROBREA T2 VOERERETO
R MERRERE 2 & T,

14. BRALOER

14.1 FRIZMBFOER

14.1.1 PTPEEDOEAFIZPTPY — b6 WO H L TRAY % &
SET S L, PTPY— bOBRIRIZK D . BLHFHARIEIE
MRARIA L, BICZSEAEB I L THRRIAIRFOEE &0
FEZHFET B EN D5,

1412 KFNZED LICOETHER ZRE S E 2 LHET 5720,
K UCTIRATIRETH B0 /2. KTIRATZ LB TZ S,

16. FE4EhRE

16.1 MoEE

16.1.1 £YPFHEF4ER
BERABM®ICT > 70xy — VIERIEE LT45mg2&H T
27 r7u®y— UVHEBERREEASmg 1EE 7y T7uF Y —
JVIERBIERI ) 72 L45mg 1h eV Z, EBIEBEIMT. 2/
2H17 0 2F —N—HRIC & DR (n=18) Vid &R (n=20) B[E
BROKE Lz, MiEh7 > 70dy — VAREREE 2 HIE L.
FEBRE/ST X — & (AUCK U Crax) IV THEHENT 217 -
TAER. MBEOFEHEOZDIORFERMEIZ. WThoER
FHTHITRNTEMENR SO N EE#]0g(0.80) ~log
(L.25) 0#HENTH 3 Z & h ST OEYFNREE /TR S
nrzv,

Mg > 7aFy — VREEBEORENEE/ ST X —5

AUC Con® | T | Ui?
(ng - h/mL) (ng/mL) (h) (h)
TRAREE
TR | 5704602166839 | 28.985£7.027| 6.0 | 12.149+3368
i | (n=18)
BRI esseoe234574 | 2764156854 | 40 | 115313051
PRHE | 6595434237718 | 3525610069 | 60 | 121782835
# | (n=20)
B [ H7EY 697838210157 | 309559140 | 60 | 1338445355

(# " PHME IR, S rhRE)

16.1.2 &YFHIEFHHER
7 v 7ady — VEBERMRODSE45mg[ ZE] 188 & A 3V U
YLATEN45mg 1h TN (7 r7udxy —UEREE LT
45mg) &, 7 uAF ==K K D EHERA S FICHIF A
BARBOKROKE L, EHICEEBKEL, BHERIVTIBHKS
DBEREO#HES U TR RELABRELZREL., Bohi3
MENRE/ ST X — % (AUC, Cumax) 12DV TIOWEHEX LIS THE
FHEMT 21T > 7858, LW blog(0.80) ~log(1.25) DEEFA
THY. WMHIOEMLHRSEESHER S W2,




() & - KHVEE(7 Y 7TuFy — LVEBEFRBRODE45mg
[ZEl. &3V WY LAFEL45mge b IT/KTHRA)
BRI S A — 5

HIENT A =% BEINT A =%
AUC 0-48) Crnax Trax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
Try7aFy—)
WIBIEMRMODSE | 984.2+306.0 | 65.5+23.1 | 4.2+0.9 10.2+2.1
45mg[ZE|
LAV IINVL
+ + + +
H 7L 45mg 1088.7+£3259 | 62.3+21.4 | 4.3+1.0 12.6+4.7
(Mean=S.D., n=20)
(ng/mL)
100 -

g 80 | —e— 7> T 0%V — LEMIERMOD45mg  ZE |

@ LAVIVINC LA TEIV4A5mE

7 Mean=+S.D., n=20

>~ 60 ¢

7

A

*

v 40

I

v

”; 20 -

0 6 12 18 24 30 36 42 48

B (hr)
Mgy > 7a %y — LEEHR
(2) & - KEUEE (7Y 7axy — UERBRERKODSE45mg
[ZE]I37K% UCHRA. 43V VST LA 7R 45mgld K THR
i)
HWEIREIRT X — %

HENRTA—4 BEINTRX—4
AUC 0-48) Crnax Tmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)

Tr7a¥Fy—)

ERERKODSE | 949.7£192.2 | 53.4+13.4 | 52+2.1 11.2+3.3
45mg[ZE]
LIV IUINVL
+ + + +
774 L45mg 956.3+225.9 | 50.5+14.5 | 5.4%2.1 11.5+3.9
(Mean=£S.D., n=20)
(ng/mL)
100
g 80 | —e— 7> 7 0% v — EBIERODEE45mg  ZE
& LOVIVINCLA TR IVAEmg
7 Mean=+S.D., n=20
‘/_ 60
7
=]
*
40t
|
)2
; 20 -
0 ‘ y
0 6 12 18 24 30 36 42 48

B (hr)
migh7 > 7aFy — LEEHR
(3) &% - K LEE (7Y 7uxy - UIERERKODIE45mE
[ZEldZ/K7% UCIRA. 232 VUYL 7 L45mgidk TRk
A)
HEYEEINT XA —F

HIEIRT A —% BENTA—F
AUC (0-48) Cinax Thax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
VA VAE A
ERERODSE | 971.2+329.4 | 60.7£19.3 | 6.7£1.7 95+1.7
45mg[ZE]
;;{/zjll::l;;l]é 1038242290 | 58.4+159 | 7.1£1.6 | 11.8£6.3

(Mean=S.D., n=20)

(ng/mL)

100

80 - —e— 77 O% U — LIERIRRITODSE45mel ZE]
L3VIVINC LA T EIV4Emg

Mean=+S.D., n=20

60

40

20

MES-—CHxDUVUVNBHE

0 6 12 18 24 3‘0 3‘6 4‘2 4;3
B (hr)

MmEgEh7 > 7a¥%y — LV EEER

MEEFREE TICAUC, CoaxZBFDI8T X —F 1%, HEBREDZRE

R AREOREEEL - B ORBREMIC & > TR 5 A HE

BH5.

17. BRRRNAE

17.1 BHERUREHECET 2R

17.1.1 ERERREER (RSN CIBRIBHRE ZRZ 5 5E)
FOHRERICHEREHRNEZHABEZNRITo22EE
BT, 77 ud Y - UEBIERRS 2L 45mgn S &
RIERSOEMENFRD SNz, [7. 2]

18. EhIEIE

18.1 {EFRtRE

Tr7uxy - UIEREIR. MREEENE O SR EEER.
SOBW D ARENER . MEESTUEFRAPRAENICERALT
BRELEZIREZRTODEEZO5ND. TOE, FHREEEY
Ho®ElE LTid, MBOFEL RV ES2E
DFEFTOREMEZHHLL I TEbDEEX N TY
64)—8)0

19. B3RS ICET I EEMAR

—f © 77 uF Y —)UEEE (Ambroxol Hydrochloride)
(JAN)

{b%4 . trans -4-[(2-amino-3,5-dibromobenzyl)amino]
cyclohexanol hydrochloride

4372 0 CisHisBraN:O - HCI

SFE : 414.56

%R 7ry7edy —UEBIERRHEOREEEOHEKRT, I
BLidn<, bIPICRELEDPH S, A¥ ) —IC
RRBEITRT L, AKXIZTHY J —IL(99.5) I RiET
12< <, BB (100) 12T I K, YT FLI—FT)L
WIZEAEB TV,

EiER
Br CH:NH=— - OH
NH: - HCI

Br
Bl R 89235C (91R)

20. RV EDER
PTPEEIE 7L I En—BiE%. T @A bUHER. &
eI TRIEFETH &

22. @R
100%2[10%€ (PTP) X 10, FZRAIAD]
3008E M. NT. BBEAIAD]
5008E[10%E(PTP) X50. FZRAIAD]

23. FEER

1) BT A FiEE S ERR. 2014; 63(12): 1964-1980

2)HNERE YR E SRR

3)ERM #%3»: Therapeutic Research. 1993; 14(2):
617-646

)RR FZH: EEEARE. 1981; 9(5): 1845-1854

5)FHB—3: FEEEBE. 1981; 9(2): 483-486

6) I ZIAMEZ A0 FEF IR, 1981; 9(2): 487-490

7)Curti PC: Pneumonologie. 1972; 147(1): 62-74

8)Curti PC, et al.: Arzneim-Forsch. 1978; 28(5a): 922-
925



24. WEEERARUBEVWSHOEE
EEER TEERASTE EEERT
T545-0051 KRS E XABRT1-2-7
& 0120-189-228
TEL 06-6630-8820
FAX 06-6630-8990

26. BUSARTTREF

26.1 BHERRFETT
EEFR ST EN=
ABRARISEIIERT 1-2-7

26.2 5T
EEFXREHRNXEN
AR 2-4-12



