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I. &WICEYTSER

1. B5EA
(1) M4
ANVRY AT A my T/ 5% TNIG)
HNRKRYATA L RT4 17 50% [NIG)
(2) *4
Carbocisteine Syrup for Pediatric

Carbocisteine Dry Syrup

(3) AMDOHBE
—fx4 LV
2. —&4

(1) M& (WwAE)
L- VAR 2T A > (JAN)
(2) #4 (WMAE)
L-Carbocisteine (JAN)
(3) AT L (stem)
70 LT U RSN DORNREARER © -cisteine

3. EEANIIREX
== S
CO:z:H

HOzCAS/\,(

H NH:

4. PFXRUVHFE
4313 CsHoNO4S
R 179.19

5. {E%¥4 (fifiE) XIEXE
{b54 : (2R)-2-Amino-3-carboxymethylsulfanylpropanoic acid (IUPAC)

5&S

6. {BER4A. fla. BE.
ez L
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1. YE{LFHER

(1) 54 - R
AEDREHMEDHAR T, IZBWITR L, ENICIERRH D,
(2) HfEtE

IKITARO TEEITIZ K, =& 7 —b (95) 1TIF & A BT,
T s TR LT b U o DRI T D,
(3) miEtE
MR L
(4) AR (SRR, K. BER
Al A K9 186°C (MfiR)
(5) BRIGEBEMTEHR
MR L
(6) HEFREY
MR L
(7) 20t E4RHEE
FedtiE [al 3 —33.6~—36.5° (EifiRtk. bg. ARUUKERLT F Y 7 A%, 50mL, 100mm)

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HesBaBRIE
1) TEEEOS
AREHEREER (1) FRK. KEOUKER (LT MY U AZ M2 TNEAT 5 & RO ~BEADIE 24 T
%o
2) AN AT N VRIE R
BALH Y U AEERNEIZ LV RBREZITV, KD ANLT MLV ERFOBRBANT MBS 5 & &
W DAY K LR D & Z AIZFRROIREDOWIR Z 7B 5,
(2) E&E
BN Tk
ARG SRR & N 2 CE L, BEER(100) 2 N %, @HEEEE & FEE T R U v MR CHRET 5,



V. RAICEIYSIEE

1. #Ifg
(1) #HRORH

ANRY AT A vmy 7N 5% INIG) @ va y 7l

HNVKRYATA L RT74v vy 7 50% INIG| : RTA4vm v 74l
(2) HEONBRRUHER
<ANRIATA a7/ 5% INIG, >

W54 TIVRY AT A iay F/NEH 5% TNIG
£ - FlIE B a -y 7H|
pH 5.5~17.5

<HNKRYATA L RIA a7 50% INIG, >

Ar7e44 HIVIRY AT A R4 v 17 50% INIG)
£« PRIR WA BDOR Z & TR

(8) EAla—F
FAAOSA
(4) REDOYE

(M. 6. WAIOF/HEM FITBIT 2LZEN] DHESM)

(5) =it
FARPSA

2. HFIOHER

(1) DS GEERSD) OSERUVHEME
<HNRIATArvuayF/NEH 5% INIG) >

AR5 HIVKRY AT A nm vy 7/NR 5% INIG)
A ZhRkSy ImL W : L- VAR AT A 50mg
VA)Ip=1l T T AN, KEELEARE, VL E R, pH FRENH. FE

<HNKRTATA L RIAvm 7 50% INIG, >

W 7E4 NIWVIKRY AT AL RT74 31y 7 50% NIG)
% 1.0g ' : L- VAR AT A~ 500mg
TANNT = (L7 2= VT 7=4bE6W) . REFBT NV UL ILAr—
WAl AN T L, BRI AF, e Ly a—L, RYE= LT L a—
N GG AAE) . D-~ = b—b, A= TERMEEk. AE

(2) BREEORE
B R L

(3) B#E
M E R L

L

. BRABREOHREUVRE




4. Hif
BARANA

5. BAY HEHEIED H SR

B R L

6. REDEEEHTICHEITIREMR"

(1) hnisaER

HERFEHEWIR : 2011/5/25~2012/9/6

OQOHNKRY AT A FFA4 21y 7 50%INIG) MiEH#EER 40°C - 75%RH [ 77/ 2 438+ 15
BRIE H =R LRATHM
< HIKE > FH5 BH A 2% H 4 % A 6 % A
110512K
PRk n=3 . . . .
110513K A A ke ke
</ @\/L A~ N 7AN >
W P ORI B S TR 110514K
o 110512K
FRARB =3 . . . .
fie @ﬁﬁn 110513K SReY SReY TReY TReY
110514K
B} 110512K
fifEsE (HPLC) n=3 . . . .
WL %;;1> ) n 110513K SReY SReY TReY TReY
’ 110514K
fAIE—ME (%) n=3 110512K | 1.92~2.83 1.66~2.89
(G ¥y —MEBR) 110513K | 1.49~1.94 — — 1.15~2.81
<15.0%LL F > 110514K | 3.55~4.10 2.69~3.15
B} 110512K
f R =3 . .
ﬁi%%iz? " 110513K ey — — A
’ 110514K
110512K | 93.7~100.1 99.4~101.1
VEHE (%) n=18
fit\ ( ;éo/;L> 110513K | 88.2~ 99.9 — — 92.5~ 99.7
7 ’ 110514K | 88.9~101.3 98.5~100.5
e 110512K [100.15~100.21| 99.08~ 99.43| 99.72~100.13| 99.35~ 99.94
i (%) % n=3
©95.0~105.0% > 110513K | 98.91~100.51| 99.57~ 99.98| 99.42~100.10{100.02~100.63
' e 110514K [100.51~101.48[100.43~100.61| 98.96~101.37 99.69~100.76

*1:
X2

FEARME (1g4720)

3FAENT VU -5 HILR L 0.25%AT
IR 2B - 102 CFU,

R X O A7 R U K 2R e
K3 FREITHTDEAR (%)

: BROR F it

EEH : 10 CFU, KiGE - $vex7 -




OHNVKRYVATA LV RT7A4 1y 7 50%INIG)  MEERER  40°C - 75%RH [ 74 b (RLfEA)) ]

ABRIE H = kb PRI
< K> T BHAGHEE 2% A 4 5 A 6 % A
110512K
MRk n=3 . .
110518K A A A WA
</ @\/L A~ N 7AN >
W E B ORI B S TR 110514K
. 110512K
Eﬁ”(sz)n 3 110513K | G4 e e e
110514K
. 110512K
SipEztER (HPLC) n=3 . . . .
s %ﬁ<;<1> ) n 110513K RaY RaY A A
: 110514K
fFI—M (%) n=3 110512K | 1.92~2.83
(G &Y —rERER) 110518K | 1.49~1.94 — — —
<15.0%LL F > 110514K | 3.55~4.10
j 110512K
1 5 =3 . .
BEMREFR o 110513K ey — — TRy
<2 >
110514K
. 110512K | 93.7~100.1 98.1~100.0
wHE (%) n=18
PN 110513K | 88.2~ 99.9 — — 93.4~ 99.5
7 110514K | 88.9~101.3 97.1~101.5
S (%) % pe3 110512K [100.15~100.21| 99.13~99.47 | 99.14~99.51 | 98.66~99.01
SR A N 110513K | 98.91~100.51| 99.29~99.70 | 98.94~99.70 | 98.41~98.70
<95.0~105.0% >
110514K [100.51~101.48| 98.61~99.11 | 96.56~98.28 | 97.88~98.63

¥1:3-FAENTH U -5 HNRY :0.25%Ai

W2 FFRAEYE (1g4720)  REEAMMAEYE - 10° CFU, #EFE % : 102 CFU, KIFHE - Y LrEx7 -
FEIEE K OBE 7 R U ERE 2380 780

#3 FREICKTHIEREE (%) — : WK FEhE

(2) RMRAFaER

OANKRL AT A rvmy Z/NRM 5% INIG) R =R k0 ITSRE  [HBEd 7 AAR]

ABRIE H LRTFIIRE
<> BHAA 24 » A
PER . .
- . ke ERay
<WBEDIRT, FRAHEENH Y . HWIEH V> = e
- 175{% 190> 1.180~1.182 1.180~1.182
TR AR N N
(570, TLC) e e
pH
<B.BH~T.5> 6.5 6.5
1 R
<HMEEAETEH : <1.0x10%/1mL . .
ﬁﬁA ﬁﬁA
B 0 <1.0x102/1mL = W
KIBHE . ERE. JE7 FURE : B L20n >
aE (%) 7 . .
—+ ¥ 2 + ¥ 2
<93~107%> 1001 1001

K1 FZREISHTDEAR (%)
K2 PHEERYER A (SD)



(3) LR LENE

OHNKRY AT A RTA4 1y 7 50%INIG)  HEaLE 40°C L., [REBEA ]
RBRIE H el
< g > BH BRI 35 H
rik B 1 D S TR G 1 D S TR
<P DR AR Ty AR > ) )
R (%
TRHHE (%) 101~102 101~102
<15 %y, 80%LL k>
mEEH 100 99
(%)
OINVRIATA v RIA4 vy 7 50%NIG] @3 25°C - 75%RH [, BRI
ABRIE H el
< g > BH BRI 35 H
rik W 6 R S TR Wt 6 R S TR
<P DR AR Ty R > ) )
R ‘ %
HHE (%) 101~102 98~99
<15 %y, 80%LL k>
i 100 99
(%)
OWNKRYATA L RT7A4 1y 50%INIG] #EHE 25°C, BEE 60 77 Lx-hr [[UERR]
BRTE H TG
<> B 1A 60 7 Lx-hr
PER
. 5 O)\M— P 7\ . 5 éo)\ﬂ—%ﬁ\@v\
O 0 % T WA EOR 2 E ey R o= Bz E ek
wHE C6) 101~102 98~99
<15 %y, 80%LL k>
s 100 100
(%)
(4) L EMERR
OHNRY AT A »ay 7/NEHAB%INIG) B  [(Bfah T ARER]
ABRTE H FaBg o B
< ks> BH AR 60 77 Lix-hr
PR n=3
- DIk Bta Dk
<HE L DUT >
H n=3 . .
pr 6.34+0.0%2 6.340.0%2
<5.5~7.5>
PN =N 0, X1 -
2R (%) ™' n=3 102 1752 1024172
<93~107%>

K1 REIHT2EHAER (%)
K2 PHEEEYER A (SD)




BEROREMSER"

OHNVKRVATA YV RT4 a7 50%INIG)

(&R T A5 (K[ ]

. ARERUBREOREL

SCIARRIE - AEAK (B2 100mg/mL, L- A /AR 25 A > & LT 50mg/mL)

Rl =i, ENEGLE T (500Lx)

AERTEH TRAF I
<k > B 4G RE 1 A& 3 Hi% 7 H1%
PER e | e | S S
, o | O BB DR | TS 1 OO R | 1R 2 0D BRI | T B DRI R
<HBL: ER A AOREIR | . . . .
. E—FEROIZB W | B —FERDIZB W | E—F R DOIZB W | E—F DIz
RV E—F iz n» >
i (%) *
99.20~99.79 99.07~99.84 99.47~100.40 99.16~99.76
<93.0~107.0%>

M RTRRICKHT D AHE (%)

8. FILDEAELL (MEILFMEIL)

(IX .

9. At
R ER )

(2) ZOfMOBEEE DHEM)

<HNVRIVATA LV RTA4vm 7 50% INIG) >
BREIR DA FRFEMRR T A R T4 V5O —EIEICOWT CERL 18411 H 24 B AR

AIE 1124004 =)

AR
E - AR T

T R ERTE

N Rvik

[l ORI - 50rpm (pH1.2, pH3.0, pH6.8, /K). 100rpm (pH1.2)

pIE]

- pH1.2 (50rpm) TiE, FEAERF K ORI E ©IZ1557 LA FA85% L. st LTz,

- pH3.0 (50rpm) Tid, EEERFIL OARMITE b

l oAl
121543
|

SLAPIZ SEH85% L FIsH L7~

- pH6.8 (50rpm) T, FEAERIAFI L OUARSIE E HIZ155 AN EI85% L EFaH L=,
- 7k (50rpm) TiE, AEHERLFI K OARMIT E H 2155 AN E85%LL s LT,
«pH1.2 (100rpm) TiE, FEHERIAIL ORI & HIT155 ANIC FEEI85% LA Eis it Lz,

DL b, RO B 2 A HERA] (L2412 DS50%) &k L7-fER, £ ToRBRIRICH N T 1%
FEE I L DM FHI R FENERER T A BT A > OHESEEIEE LT,




(¥4 HH )

EHE (%) pH1.2 (50rpm) SEHE (%) pH3.0 (50rpm)
100 | o 100 |
R 2
80 | - 80 |
60 | 60 |
40 f e LA AT A S T || 40 T e HILRY AT SOy F50%
20 TNIG] 20 TNIG
- & = 47 %4 VDS50% — & — L a4 DS50%
0 L' L 1 1 O L' 1 L
0 15 0 15
BERE (43) BERE (43
BEE (%) pH6.8 (50rpm) EHE (%) A (50rpm)
100 } — —o |00 F —— -
80 I - 80 -
60 | A 60 |
4 i o= = s .
0 7 _'_7%:\'%(;/7\74”7’”']"750/“ 0 Y —e— N AT A0 Y F50%
20 - 20 NIG]
= & = L7141 DS50% — & = 4 o 40 /DSE0%
0 '-‘ Il L Il D L' L Il L
0 10 15 0 10 15
BERE] (43) BEE (43)
BHE (%) pH1.2 (100rpm)
100 |
80 |
60 |
40 —— P RS AF A E S A0y F50%
20 TNIG]
- & = 47 %4 VDS50%
0 o ‘ : ‘
0 10 15
BFE (49)
10. B3 - A
(1) AENBRELELR - F. NENRELESHR - AXICET 518K
% LR
(2) a%
(AR RTA4 oy FINRES% TNIGY)
500mL [T Zjf]
(BVRSRTFAL 2 ES420y F50% TNIGT)
1208 [1g /0@l X3 (7 /v3) X40]
100g [T AF v 7R b, FEAIAD ]
(3) PRBEE
% L7
(4) BROME
<HANKRATA vy 7/hAH 5% INIG) >
N VI C R
I GV N i = i il P
<HNWVKRVATA L RIA4 vy 7 50% INIG) >
el VAL

WK TNAI=ZT AR ZF LTI — NI 4V A

ARV RY=FLo
Fyrov7 AR Ty
LA IS N e W VA VAN

10




1.

12,

AR SN2 EME
BRI L

ZFOh
MR L
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V. ARICEYSEE

1. BEEXIEZHE
ANKRORTFa oy FINRR 5% TNIG)
O TFRLER D EE
FRGER (MBS, MEEAZR) ., SMERVE IR, KUESmME. BMERUE IR, KB SHRIRAE, ki
OB SR DOHEMR
OB HMEF B R O PRk
ANVKRORFAL U ESA S0y F50% TNIG)
(BA)
O TMFLERD LR
FRGESR (SRS, MEEEAK) . AMERE k. [ESOwRE. 1Bk
ORI SR DOHEMR
(INRD
O TFFLERD LR
FRGER (WHEAZ, MEEAZR) ., SMERUE IR, KUESmME. BMERUE SR, KB SRIRAE, ki
ONEPERI SR DO HENR
OB HME R B R OHEK

20
ol
it
Sk

K. RESIRIRIE, AL

K

2. PREXBIHRICERET HEFE
FEEIN TR

3. HiERUVHAE
(1) BERUVRAEOHES
AILRORTFA 2oy FINRA 5% TNIG)
WE. S NIz, KB kg MY, IAVRVAT A ELT1H 30mg (K 0.6mL) % 3 [EIZ5
HLTROKET 5,
7k, Fle, RE, ERICE Y EEEET D,
AIVRURTFA U ES4 28y F50% TNIG)

(BEA)

WH. AWK AT 4 L LT 1[0 500mg (KA 1.0g) ZHKKRE L, 1 B 3 [EREO&KRS
T2,

B, AR, ERIC X E TR S,

MR

WH. S ANRICHIVR Y AT A 8 UCIRE kg 24720 1[0 10mg (KF] 0.02g) % R L .
1 H3MEOHEEGT 5,
R, AR, ERIC X EEEET S,

(2) RZERUVHAEORERE - B

B R L

4. AERUVAERICEET IR
BRE STV

5. HREKAIE

(1) BERET—E21\vH5r—o
B R L

12



(2) ERERZEEFER
U ERR L
(3) AERGERFERR
MUERR L
(4) BIEMEER
1) AREREERER
(REXHR. BESEX#. [REXLRRER UHFEZOER)
1711 ERRZERUV IS RAB_EEREBHER (R /v my 7HoH)
W HH IR B A 3 2. D 1B MESRUE Sk RUE SCIRIRIE, fiAUIE, U8 S e, itz & o
TEVERER 2R BB A R, 1 B OBIEM OB I NV AT A FIEIFETH D A
FNVATA LT 78RN % 2 BEEGT 5 _HEREEEBRA I L, I gE
[ 250 Bl CORREEE (BRESGEL L2 HE LIEGAEOAEHE) X, IR AT A
VHEET2.0% (59/82 ), A TN AT A U 64.6% (53/82 i) . 7T & AREE 48.8% (42/86
) THO, BVKRVATA VRIS TR L N THEREICWELE (p<0.01), =,
KON DOUEFE TN VR AT A R 58.5% (48/82 i), A F /L AT A & 51.2%
(42/82 #5) . 77 EAHREE 40.7% (35/86 fl) TH VY, NWNKRVATA UEFILT T BHREEE
HRTHEICEEE L (p<0.01), ZOffh, EOREE, MOME, BMOMRIIZHBNTH Y
NRY AT A VBT T TR L R THEICSKE L (p<0.05),
TIVIRY AT A CREORWERR BT 12.0% (11/92 #]) THY . FAREWERIL. Ak
TR, JEEAPRE R & OMLEIER TH - 72,
171.2 ER TSt REB_EEFRERRER X (L ry 74l RI1 vry 7HIEE)
W, R AR D RE R, BMERE Xk Lo/ SRR B A5G, VR Y R
TALIa T 2% (VR AT A& LT 30mgkg/H) L7 7®R% 7 ARG
L EE MR IEGAR A I L 7o, AT AR 140 B TORESELL EA AR E LI2AR)
KT, VR AT A R 80.6% (54/67 ), 7T LARHE63.0% (46/73f51) THV ., H
NWRVATA VBT 7B ARBEE R THEICHE L (p<0.05), F7=, EoOUh O
GEROWGISIZxE L, ANVR S AT A BT T 7 B ARBRCHAAEICYEE Lz (p<0.05),
AWK AT A EECRIERIERED bivieinoi=®),
(BRI R R D HEIR)
17.1.3 BREERBZETFRERER X C oy 7Al NI 42wy FHHH)
M PERSRPER BE &R GIT, DIVRY AT A U ATFEEANBTH D L- v AT A T Ui
FatE % 4 EMH G35 ZH GBI S U 7=, fRAT S GAER 242 6] C OB ESCEE
TTFEOLERBY THY, HIAVRIATA L OFRAERRD LN TWS,
HNRY AT A CEEORWERBEBAEE T 1.5% (2/134 1)), lEH: 1 4], OB& 14 Th-

- 6)
P
g
HA| HIARY AT A o i;i;gﬁ%
e oo i) w18 i)
FEAEE | s b (62,313?;]) (35[91'12;/(}@9
WYL i3 ) L0118 )

#p<0.01
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(BHEHRHEOHR)

171.4 ERT St RABZEERERER K (L ry 7Hl RI A vmy 7HLE)
INRBHMERTERBEZEEHRIC, IVRATAriuy 7 5% L7 T8 R%E 4 ERE#
42 ZEEMIEGBR A F M LT, NG AE 214 1 C OB BEYGEDL EogeEsRIL,
TR AT A URET9.8% (83/104 #il) . 77 & AEE 58.2% (64/110 i) TH Y, H/LR
VATA VBT TR R THRICSEE L (p<0.01), 7o, IR OE, YRR,
EREMERE R ONT 22X 7T NIt L, DIVRY AT A VI T T2 R E L TH
BlldE Lz (p<0.05),

RWERFEBUBEE I I VR AT A VHE 2.6% (3/121 i) . 77 BAREE 1.6% (2/122 ) T
botz, NIVRI AT A UEETRO LIEWERIX, RH: 241, @25 16l Tho72",

MKRBIEE R SIL, IVRVATA U RTA4m 7 50% INIG] OWRMNCEICHET S,

2) REMHR

U ERR L
(5) BE - WEAHEER

MUERR L
(6) AEMER

1) SEARERE (—REAKERE. HSECEARERE. CARBLERAE). RERFTERT 4R

—RRE. RERFTREBRAROAR

U ERR L

2) RBEHLELTERFEORNENITEREL-RHE - RBOBME

Y L7
(7) £k

% L7

14



VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
OB R FRAR « KGR IE H LA
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. RBER
(1) {EFAEREL - {EFRBF
HIVIR S AT A 1%, KSR OFHEEAEH K OV O TE & LRI X 0 kSRR B he 2 o2 L, WK,
Byt P EEFRIEOHE ARt 5,
(2) EWEREMITIHBRE
(EREZ (HEEK, MREEHR). AESEXR. SEXWRER. BEKEXR. [SEXIHRER Vi
BDER)
18.2 FhiRABRLAL 5 R EF
EYERGERBBRE OB O T IVEE, 7 a—ADHKLZIEFL LY,
R T AR L AT DT VR T 2 — A REER N T VR T 2 — A A BRI T &
EE b Lz, FRZ, FO0WROEmT TH DL F > (Muc-bac ¥ > /37 'E) AR OB Z #)
flLz (Zv b)) 9,
18.3 #hiHiRa BN BN € A
PEPERGE R BBRHE O FEHIREIC BV CRUERIEO MM R R 2 ffl L7z UMEAT —%)
10)
RIS AR T T VISRV CRUGE OMRILR R 2 Mfl Lz (F > k) 'Y,
18.4 KEREMHIERA
HERRER T AVRFE I L 0 N 2 [E~ORIEMAZH (3, EHEBREREER O T 2 4 —BiEEE
MHIL7Z (T b) 1D 12
fMLP 12 LV A% L7z b R EROTEMEAL 2 Uiz (in vitro) 7,
18.5 FHIRIEEILER
TBYERE R BE ORGSR R O BRI BEE 2 RE L=,
(BEEI &R 2 D HERR)
18.6 KR EHMERENEMEA
BRI R RE T, KT L7 SRR Bl RE 2 i L7 o),
18.7 #HIEIEEILER
TV R RF T UEAD DT HATEEE T AVRTE I K DRI O R E 2 8 L, EE 2R L7
(7Hp) 1O 1T
(BHEFE R OHR)
18.8 HKIREHMERENEMEA
BHME T B2 R E ©HE OB RE A U L,
18.9 FHIEIEEILIER
e T A (VHF) HHNEEEFR (ELEy M) BREICLDOTEREORELRRL, &
(D EE 2R L) 20,
18.10 FE TR EHM{REEA
e A (VHF) HHNIBEEFR (BT Y b)) BEICE D FERBHET EREETT
JAZEWNT, P HIERFREIR O 2Rt L7zt 0 20,
18.11 RAEHNFER
BHIED BERET MO TR EROTEERREEARE A BIfI L7 (BT b)) 21,
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(3) fERRERR - Frighsfa
EEER L
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VI. EMBEICET HRE

1.

I R E DHERS
(1) ARLEDGOPRE

B R L

(2) BERERTHESA-OPRE
16.1.1 £MEHNFF1EHER

(HAILBORTA oAy FINRBE % TNIGL)
BIRESE L O FIRIZEMREBR T A T4 2o T (B 55455 A 30 HIE#EE 718 B)

HNRY AT A a7/ % INIG) Ehad A rinay T %%, 7 A4 —_"—iEICk
DENEN10mL ™Y (L- LA AT A > & LT 500mg) fdEER A B IC i@ BRI O 4 5 L Cifn
HEHREMRREZNE L, Bon-EYEiE <7 2 —4% (AUC, Cmax) 22\ CHEFHENT 247
ST RER, WAIOADFFSEEN R S22,

e

o]

I EE (u g/mL)
]

O AN AT e TN 5% T INTG
I M (- G w Ty g3
Ay PR, n=10

‘] L A L 'l 'l 'l 1 -D_
6 1 12 14 16 15 20 2 M
¥ 5 H#OE (hr)
IYBRE N T A — K
55 AUCo-24 Cmax Tmax Tz
(mg) (u g * hr/mL) (u g/mL) (hr) (hr)
HIVKRS AT A inm
3 500 14.17£1.98 3.68=*0.70 1.80.4 |2.48+0.84
v 7 /N 5% INIGH
LakA
3 500 14.60*+1.61 3.62+0.66 1.8+0.4 |2.57+1.03
vav7 5%

R K> TERRDAREMEND D,
1) AANOAGR SN HER O &L HER, 4

CF¥) = EHERZE, n=10)
MFF RN AUC, Cmax FED 3T A — 2%, #ERE OBRIR (KK OLRERBIEL - B % OER

NRIC, RE kg B0, VRV ATA L L

T1H30mg (Kfh0.6mL) % 3ENZHEL TRAKET D, ok, Fin, FAE, ERICXVE

HIBT 5.] ThHD,
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(AWVRORTFAL U FZ4 20y F50% INIGT)
BREE G OEY TR FEERR T A N7 A4 CFO—HBIEICOWT Pk 184 11 H 24 B 38

AEAIE 1124004 =)

ANRYATAY RT3 m 7 50% INIG) & hak A DS50%%, 7 a At — "—JEIZ LY
T 1.0g (Lih VRV AT A& LT 500mg) HERERRA B FI2if BEE N 5 Ll Ed
RECRREZRE L, G 5N YERE T 2 —% (AUC, Cmax) (22T 90%/5 #EH X HiEIC
TREHIENT 24T > T2 FER. log (0.80) ~log (1.25) DOFPHNTH 0, HAIOEMFAIRE L0 e

BEhi??,

O IANFYATA L FFAOe T

50% [ NIG

& . LTOF S DSH0Y,

b = A n=16

0o .
] 2 4 8 10
5.5 OEEM thr)
HRMBNRE /N T A —

B H8 AUCo10 Cmax Tmax T

(mg) (u g * hr/mL) (u g/mL) (hr) (hr)

HBIVKR AT A KT 500 18.338 5.240 1.8 1.47
A a7 50% INIG] +2.876 +1.317 +0.6 +0.13

. 19.333 5.245 1.8 1.44

a4 DS50% 500

+3.211 +0.975 +0.2 +0.12

KXL-GNVAR AT A e L TOREE

CHEEFEMERZE, n=16)

MR NZ AUC, Cmax 00/37 A —H (3 #ERE OFRIR AR OERHEH « W5 0 R

R K> TERRDWREMENH D,

(3) s
KR L

(4) BE - HAROKE
AR L

2. EYRERNSA—4

(1) BHFAE
BRI L
(2) BIGEETEH
MR L
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(3) HEBEEH
R L
(4) FUFFVR
sk L
(5) A
LR L

(6) EDHt
gk L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
B R R L

5. &%

(1) Ini&-fsiBs P& E i
AR L

(2) m-teREaFYEE
(v 6. (5) 4ttm) DOHZM)

(3) Hit~DBITHE
(V. 6. (6) 3L DOHZEM)

(4) BEBE~DOBITHE
AR L

(5) Zoftoi@~nBTH
EEER L

(6) MTBOHSE
EEER L

6. R

(1) REBERAIR SBER
EEER L

(2) RMICEETSBFE (CYPH) O5FE, F5X
EEE R L

(3) VEEBENROFERVEZDES
AR L

(4) REVOFEOFERVESL., FELE
EEER L

7. Bt
EER R L
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10.

1.

S U RR—42—IZEAT H1EH#
MR L

. BREICLSBER

MR L

HEDNDEREZHITHBE
MU ER e L

ZDih
MUER e L
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VI. £t (EAELOZXESF) CEYHEE

ERERNBELZDEH

2EE (ROBHIZEEBELLGNI L)
ARFN D E G35 LsBUE DBEERE D & % /B

MREXISHRICEAET 5FE & FOHA
BEEN TR

ERUARICEET R L TDOHEA
BRES N TV

FELGEAXNIEE L TOERA

RE STV

6. REDERZETHHABICETSHIE

(1) E6HE - BEEZEOHLBE
9

1 GOHE - BERZEOHLHE
9.1.1 DEEBOHIESE

HEETLAREDH 5 HBHIT

ML RITLI-E OWENH D,
(fifta)
AENZBWTAFAL AT A O T a Yy VBEITLAREDBRE 2 f A KT LT & DO
23 M AHZ MG EE LT,
(2) BHEEESRE
FEEIN TR
(3) FrHeefE=EAE
9.3 FHEcEEHE
HEREN LT 52 E03d 5, [11.1.2 ]
(figsn)

EWNIZBWTARlzRE I N BE T,
L7z,
(4) XHEREZ=HT 5F

RE STV
(5) Wi
9.5 IR
AR SR LT D ATREPED & £ 2RISR G- LA n S E R E L
(i 3n)

IR DO ARFFR 512 BT B 22 ikl
WITEE LenwZ EmngEE L

THESZ L TV R WD T, R TR L WD ATREE D 3 5 4.
Y ERTITITIET v MG Lz e 24 1 BEMBICRHMAILIKE D 0.1%D #EE )3
DO, BEREMARET L ENBED N2

=]

B R OEKIZEE

21




(6) 7w

9.6 1ZELIF
B EOBRMER ORARBORRMEEZZERE L, BAOME TP IEERFT5 2 L,
(fifa)

AHNOE R TOMILF OB T 2HERRHATH S Z &b, I EOFEERORIREOH
WIEEBE L, RALOM TP I 2 ET 5 2 &,
(7) MR%F
BRE STV
(8) Bin&
9.8 BinE
WETL22EEET D28, RICAEBEENMET LTS,

7. HE%EHR

(1) GtRARRSETDER
BEIN TN
(2) pftAFE L TDHEH
BRE ST R

8. El{eA

11.El4EH

ROBWEH RS 5OND ZENHHDT, BELTHIATV, REDED bNIZGEIC3HkEG 2%
14 %70 EHEOI B EAT O 2 &,

(1) BEXGZEMEA & BEER

1.1 EXLEIEA

1111 P EHRRIEBIFEBBEA (Toxic Epidermal Necrolysis : TEN) . K F& #h [% 0B fE 1% &%
(Stevens-Johnson fEMREE) (W7 4vE HHEAH])

11.1.2 FrgRERER. JE (Wb HEER)

AST, ALT. AlI'P, LDH ® ERZE OO DONDZ LR H D, [9.3 ]

113 avd,. 7F7453F%0— (WTHHHEERP)

R A, TRIE, SRRZERH OO Z LD D,

(2) Z0iDEI{ERA
11.2 ZDHOEIER

0.1~ 5% A ™ 0.1% A N
Hibgs BECRIR, THL, IR OO, MR, R R R
)
W FEE % 1z, ALBE VMR, FEEN, UK
Z D, Z D FERK

FE) AT KA LB 250mg. B 500mg. fk. K10, 1y~ 2%, v u v~ 5%, DS #&bEis
EEHTH D,
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9. BERRERBRICRIZFTEE
BE I LTV

10. BEHRS
BE STV

1. EHELDEE
<HNKRYATA L RIA a7 50% INIG, >

14 8RALDOEE

14.1 EXIFRFBFOIE

BRBEAIE LTIRAI L2V &

14.2 ERIZMHFBOIE
RBZICEHSITIRT 2 Ko IciEEd 5 2 &,

(i)

KA R OME K OVEEIC L D590 ) A7 28T 5720

12. TOMODEE

(1) BEFEAICEDSCIESR
BE STV

(2) JFERERERICE T 1R
BEIN TN

23

o L7,




X. JERRERSARICEAY 2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHERR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L

24



X, BEMERICEYTSRE

1. REX5
LRSS = S w7/ NH o/ [
wo ﬁ/ifxi4/{f/?djjﬁ&6ij 2L
HIWVRATA L KT 4 v v 50%INIG)
By | LeVRy AT A v L
2. EMEM

vua sy 7H G 24E

KA my7Hl . 34
3. AEREBTOFE

SEIRRAT

4. BRWLEDEER
<ANRVATA rvay 7/NRH % INIG, >

20. iR LV EDEE
ERZITER L CTRETH &,

5. BERITEM
BEMEELTA R
XFTvolLky  H
Z OO BE T EM &

6. R—m% - F%hE
Gl —psy : haXArvay S 5%, LaX A DS50%

7. ERR4EERR
N

8. MERFRBFABRUVARES. XMEELNBFEAR. RFEMBREAR

<HNRYATFAay F/NEH 5%INIG) >

LIS T KGR . SHATH FE I 52 B A
)E}Ek Eﬁ/’j—i% %L g 7?(%@%% iﬁﬁ E X%‘Z E\&JLBT‘ &]
FHH FHH FHH
IR 72 1990 1990 1990
Tl aarnrie v 5% | 90200aMZ00309000 F i
BH i 3H 60 7H 13 H 7H 13 H
R5E4 | VR AT A inm 2013 4E 2013 4 2013 4E
) o 22500AMX01355000
AR v ZINBH 5% T /3] 7H 30 H 12 4131 12 4131
IRV AT A nm 2022 4 2022 4
i . I I
v 7 /N 5%INIG) 8 H 18 H 8 H 18 H
<ANRYVATA 2 RTA4 1y 50%INIG >
Y R 75 7 2 S ¥ ; 2
B s U AR 5E KRR o A, HE I 52 BRA
FAHH £ HH £ HH
R4 | INVARIATA L RS 2013 4E 2013 4 2013 4E
) o 22500AMX00333000
EBHE | £y 50%T /%) 2H15H 6 H21H 6 H21H
HINRY AT AV KT 2022 4 2022 4F
KK . Z ”
Ay 7 50%INIG) 8 H 18 H 8 H 18 H
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9. MERIHREN, RERVAREEENFOFEABRVEDOAR

FAROSA

10. BEEHER. BEERARERHRUVZTONE

FAAOSA

1. BEERM
A L

12. BFEHRMEIR RIS 518K
ARENL, BRI T 2HIRIZED STV 70,

13. £#@Ea—F
A4, Ei%@?%ﬁ%% @%E%%HfF HOT (9 i) F5 %??%%ﬁﬂ%
WA ESE G = — R (YJ =—F) VAT A a— R
HNVRY AT A
vay 7N 5% 2233002Q1019 2233002Q1159 103844609 620384409
INIG)
VR AT A v~
K4 e v7 50% 2233002R2010 2233002R2070 122419103 622241903

INIGJ

14. REHRTLOIE
AFNL, SR EOBREELTH S,
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2) HNERL EtERER (RRER)
3) FENER P HERER

4) [FEEFIEE, #h. : BEIE & AFZE. 1980 ; 57 (4) : 1296-1309

5) sl fh. o NERERR. 1977 ;5 30 (10) : 1823-1830
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XI.

BEEH

. EEAETORTRE

L

. BB ITSBREZEER

L
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XI. {F&E

1. BRF - REXRICERL CHREKHRZET I ICHI->TOEEHER
ABEOHERICEAT SEE
ARIEIITARZZ T TR WREIZET A RN EEN D5,
R GFIEEDRHEL L CORVARLEENTEY, HLETHLRBMIN TV ERBFIETH O R
ZHEFELLTERRALTND,
R D EEREH 2 et 5 ETOZEERTHY . MLEOTEEZRTHOTIEARN,
(1) ¥
MER R L
(2) HiR - BEMRUBREREF 1 —TEB1HHR
HILRIRTFA U ES4 LAy F50% TNIG)
1) BERAE
[ AR AR
IR 1.0g ZEI/TE D, K B55°COIRE 20mL 1%, B L, T4 AP —RNIZAR, T
A ARY—IZEE LT b pfER. 7 4 AU —%FC 15 HEMER L, FEEERE ORI %
B LTz, KORBRENRD LR WIEEIE, FIZ 5 oiikE%. FEOBRIEEZITV. REREB O
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