% 20234E10 HeksT (A5 1R BAEEEmAIEES
872233
Bk L IR ASREE |22500AMX01251
HEHM - 34 BR5EREE | 1990457
SOERL R - $AEEE{EE
BAESHS L-AIWKIZATA 8
RS — ~
~
HIVKXATAM /ﬁZSOmg |_N|GJ
Carbocisteine Tablets
2. 2 (ROBEICEHRELEN &) 1.2 ZOfOREA
KA OB 5 L BEE OBLARE D & 5 B 0.1~ 5%k 0.1% ki I A
HILE | BACRE. PR E B TE. B
3. R - MR i g, 1138
3.1 Mg B BB W5, LB TENE. FoE. WL
: ‘ it
Wi5e44 HINVARY AT A »§250mg [NIG | —
N b Zoft 7 FE
A fﬁtbﬁ»*/xf4<2®m%‘ _ ) 2351 ¥ §250meg. $500mg. WAL, K10, Y0 v 72%. > 0v 7
RRELNVE-R, X7T ) S BY TR G by TVT VT 5%, DS% Arbe/ it T .
TR a— VRS MY AL HEEKR. e O An—A, X X -
Frkya—2 14, BRALOZXE
3.2 WEIDOMIR 141 FEFZHFEFOEE
05 % HIRY AT A »$8250mg [NIG) PTPEZEDHANIPTPY — b 225 L CTIRHT 5 &£ 9 1885
- HE RO T VAT —F 1 v TEE 5Tk, PTPY — FOREKIZ LY . TG A TR BRI~ A
W 95mm L. FICIEZEILE BT L CHBRAASEOEE LR SIHEL ST 5
= . > N
IHE @ Q @ J£E 49mm SENB Lo
P ST0me 16. MBS
FYIESES 16.1 MAEE
(pTP) |1 1611 EMEORSHRE
N HIWARY AT A »48250mg [NIG) & 4244 »5:250mgh . 7
4. MEEXIIHR OAF—N—{EIZL ) ZNENn1sE (L-ANVKYAFA LT
OTFREEREDEE 250mg) frERE N BB 1 L2 T L IR I 5 L C i i R b

ERER (WERE, RER) . SHTEXIR. KEXWE. 18
HREXR, TEXIRE. %
OtRIS IR OBHR

6. AERUVHE
VKL AT A & LT, WEBEALNS00mg (Fah28E) %1H3
%53 %,
B AE, ERICE ) EEERT 5,

9. BENEREFEIHREICHTIEE

9.1 AHHE - IEEEFD» 3 BE

911 LEEDHZEE
HECTIAEDD L EEIELEERII L2 EOREDDH L

9.3 ke ERE
JFHEREASEAL S 5 e 03B B [11.12 ZH]

9.5 Wiz
TR IR L TV 2 WTREIE D & 2 WIS L a2 e
E LV

9.6 Rilw
R EOARE R O BFLRBOARME 2 ZRE L. ZILOMBIUL
ik E MRS 52 ko

9.8 E#E
WS 7% ETEET HZ Lo —MRIEBBERIET LT 2,

11. B{ERA

ROBWERD D S bbb Z ENHDHDOT, BEE 5T,
WA O NGAE IS 2Pk 2 % Sy R E AT
.
11.1 EXEEIEA
11.1.1 hEMRRIBIEBMABIE (Toxic Epidermal Necrolysis :
TEN). RSHISIRIEIREE (Stevens-JohnsonfEfREE) (V1L d
SAPEANH)
11.1.2 FHEEEREE. BE (WIN L HEERH)

AST. ALT. Al-P. LDHO L3R H S DLNLEI DD 5,
(9.3 2]
1113 Yavy. 7F7747F%F2— (WIS HEARI)

WP R e, ZIE, SRR SER D 5 bNDL LD S,

gt
&
z

JEERWEL., 5N WERE YT 2 —% (AUC, Cmax) 12D
W THRERHIEAT 2 47 o 7ol B, W] O R A8 R S0 RS S 1

72V
2571
20l 0 AVEKY AT 4 Vi 250mg [NIG]
. o L4351 »5£250mg
& P+ FEEEE, n=10
2 15}
&
—Et 10
HE
g
05
1T 2 3 4 5 6 7 s 7 =
e 5% 0w (hr)
Y BRI NF A — 5
5| AUCox Cmax Tmax Tz
(mg) |(ug-hr/mL)| (ug/mL) (hr) (hr)
NIWVKYATA
$250mg [NIG) 250 | 737060 | 1.74+0.29 19+03 1.95+0.40
Ay g 250 | 709086 | 1.69+0.22 16+05 195040
250mg

(T3 = B (€, n=10)
MR O ICAUC, CmaxZ D/ X — 7 1%, #E o
R AR OFRIUAIEL - R O RBRSIEC & > TERZR WS
%%O

17. ERPRRGAR
171 B3RO REMICEET 5 55R
(EEXWE. BMREZR. [REIHRERCIHEZOER)
17.1.1 EBARERV T 7t R B_EG5HRIEEHR
W& TR PR B % 3R 2. A B MR E 5, S IRAE. IiEE. &
BN EL B & oSBT g R B R RIS, LEEO
BEMOBINEKL AT A v, EHENBTHLATF VI AT AV
ML 7T RE2EMIEG T 5 “HERILEGRERZ ML 72, %
WA REERI25061 TOLMSGERE (BEXED L2 ERIE L2
BOHEMER) &, WIVEY AT A CET20% (59/8261), A F I
VAT A VE64.6% (53/82061). 7T b REE488% (42/86%1) T
HO, BNVEYATA VBT TR R TEEICSE L
(p<001)s F7o. EOUNDOUGEEIE A VALY AT A~ #585%
(48/821) . X F v AT A Y #EB51.2% (42/820) . 77 & REf
407% (35/8681) THYH., ANELY AT A Y EEET T RBEE I



NTHEIZSLELZ (p<001)s ZDf, ORI, BOMHE,
OBMEIZBWTHINVRYATA VBT T RBEE NTH
B L 72 (p<0.05),
HNKRY AT A BEOBIWEMSSBMEE1212.0% (11/9261) TH
g)‘ I?Eﬂf’ﬁﬂ%bi‘ BRI, AR & OWELEHEIRT
’Jf:2o

(BRI SR 2% D HERR)

17.1.2 EIARENB -EERIEEHR
(BRI RE S BE 2R R, ANVRY AT A ¥ LILFEFESETH
BL-V AT A v TFOVEEERYE Z 4B RS9 5 E RIS
HERL 2o BTN RER2420) T O LR FH LT T RO L BY
THY, IVEYATFA v OFRMEDED LN T WA,
HVRY AT A HEOBIEHSSBERE131.5% (2/13461) , M1
B, THEEIBITH > 729,

Gy
e 3 R4 LyArd~
ANKYATA ¥ T LR
i ] 20.2%* 6.8%
=
Y (25/1241) (8/11861)
B P 53.2%" 32.29%
FEMIEE | SR Dl (66/12441) (38/118¢5)
- 91.1% 84.7%
&3
B (113/124f1) (100/11841)
# p<0.01
18. Shgam
18.1 {ER®F

HNWRY AT A k. AEO TN R OREO IEFALERIC X
DR BRI RE A OE L e, BT odEi A EET 5,

(EER (HEEX. MEEER) . SMREXIR. REXWE. BMK

BEXR. [EIRREROIREZDOER)

18.2 MBS EIER
EBHAEREEREOEERO L 7IVER, 7 32— AOBKIL % 1IEH
fLL 729,
WGEE T AR L DV EALT 5 > T IVEE/ 7 O — A EERZE RO
STV T a— A REEREE T IEEAL L 72 FIEEIS, 2045
WSRO RS TH A L F > (Mucbacy ¥ 7327 8) AEROBN
AL (70 ) 9,

18.3 il FaE T2 B HHI4E A
T8V AE R BB E ORI 12 B W TRERE O S
BEAEIH L GHEAT—%) 9,
Eﬁﬁﬁ% 7)7“1 IRFEE 7 V2B TEE DM SR & #H] L 72

7 ]\ 7>o

18.4 SUEREMHIIER
HREEE A AMREE L L0 BN 4 S0~ SEMBEEE (0. 0
HHBERERPTT AY —EEELZIHIL: (T2 ) D8,
fMLPIZ X D HlE L 7z & MIFh ER &G WAL 2 #0H L 72 (in
vitro) 9o

18.5 FHERIEE{LIERA
‘lﬁ’[‘%ﬁ%iﬁ%%\%‘mﬁ%i*ﬁﬂﬁi&Oﬁﬁ%%ﬂiE@@1'%?2i’ﬂt’i’é L
72100,

(BRI SR X OBER)

18.6 MhRIREHXEEXE(ER
‘lﬁ‘[‘&:ﬁéﬂ%% FEH T KT L7z SRR B i 2t e & O L
721,

18.7 FHERIEE{LIER
I N MET VEAD B ISR T AREEC X 5 B SRR
2R L. BERELZ (79F) 1213,

19. AR ICRET 3 IEB{EERIFR

— I L-B VAR Y A5 1~ (L-Carbocisteine)

L4244 © (2R )-2-Amino-3-carboxymethylsulfanylpropanoic acid

75 F30 0 CsHaNO4S

o f 1 179.19

T R186T  (4iR)

PR AEORSEOHET, 1IZBWIE%R (. EPICEEERLS D
Bo IKITHDTHEITIZ K, =8 2 —v (95) 1I2IFEA
EVEIT e FEERE TR MY Y AR IS

% o
(= S s,
CO:H

0.7 87 g

H NH:

22. A%
10005 [10%E (PTP) x 100, WzEEHIAD ]
50088 [7 V34, T BRFIAD ]

23. =B
1) FEPUER - AR AR [ S R
2) REEAZ, M. o B & BF5E. 1980 ;5 57(4) © 1296-1309
3) WEERTE Ah. 0 H &R LR, 1988 5 34(1) : 3347
4) MR, b &G SAE 1986 5 8(3) ¢ 312-320
5) Ishibashi, Y. et al. : Eur. J. Pharmacol. 2004 : 487 : 7-15
6) Miskovits, G. et al. : Forum. Ser. R. Soc. Med. 1982 :5 : 1-3
7) Sueyoshi, S. et al. : Int. Arch. Allergy Immunol. 2004 ;
134 1 273-280
8) B, M. 1 HARIPIRZR RS 2001 5 39 ¢ 17-23
9) Ishii, Y. et al : Eur. J. Pharmacol. 2002 ; 449 : 183-189
10) FRJEIEHE, i 0 SR 1982 5 4(3) ¢ 235244
11) R iE—, fib. @ B &ERR. 1987 5 80 : 1313-1319
12) miildhse, i o B SRR RS, 1986 5 29(H#6) © 447-457
13) RAGHRE:, M : HAH SIHER 2%, 1985 ;5 88 1 1056-1060

*24. XMIHRERVHOAD YR
=Tk B
5668510 AR AT T L EHNT3H 265
TEL : 0120-226-898
FAX * 050-3535-8939

* 26. BUSARTTRES
26.1 SGERRIETT

BEIIEE TS st

Nichiiko = LI T #S w1 T BB &HF 21

26.2 B35
NIP0

—JOEST77—I ot
ABRAHEEHTEEHII3E 265

B-02



