6CO7NC

% 20265 3 BlE] (55 6 hR)

* 20258 10R8c4E] (55 5 hR)
BE  BIERF
B - 35

Y7054 RRAEYMERA

N EEREY

BAEERRIEES
876149
ERBES 20300AMZ00255000
AR5EREYE 19914104

gBxxRr JSUAONA Y VEE

25')55F %&50mg/MEH

Klaricid® Tablets 50mg for Pediatric Use

) FER—EMEONSEICIVERTSIL

2. B2 (ROEBHEICEFESULEBWVNTE)

2.1 FENCH U CREGEDEBEFERED & 5 BE

22 PEVR, LY I VEARIE - BAKAT A2 -
AL TryFEY v, Ve ROILIY IRy
VERBIE, ZARLFH 2 b, #YU FUFH 2 MERE., R
W) LEFET YRR, OIYERXVIVEEIE, Y45
T4 ([ TRIIVAHI TV F Y - 557 1),
FhZvral, £ TLVFZT, ANT TV UEREE, N
NI IR (BEY MERIIE (N SEREY >
NEz&T), BRIELREO <> MUY > E
OFBMEH). VS5 NUERE, 7FHEL Y VIEEE
B, 742V /)0, AT aF )y AREE, K7 O
AR, INALT Y, TELZIE Y, FILATIL
7y ARFVYINL-FEILZVEY, uFr 77T
R EHR0EE [10.1 2]

2.3 X EBEIcEEDH HEETCIILLF V2EESH
DOE#E [9.2.1. 9.3.1. 10.2 =&]

3. fERE - MR
3.1 8/
HRFE4 77 ¥ v R§ES0mg/NEH
BRES | g (HR) 799 2u~A > >50mg (F1f)
EBHEr Foxr>Fuilt)lo—2A, FYEDQ
aAVTFUT Yy BEEKTABR. AYTrABTILI
VERw XY A, b RuFySuitilo—
WAl | A AFTY VYR AL BE{LIR. AL
Nav, T 74, VaBEERBRIATIL. RY
VIR — 180, RYEZILFTILI—) (E5FALL
M. eFaxao—2x, Bty
3.2 HEIDMIR
HR7E4 779y F§ES0mg/NEM
BFEIOHR HEDT7 4 VAT —F 1 > 78E
=
AR
B —
BiE #6mm
B #93.5mm
H=E 84mg
AR — R’ 779y R 50

4. HREXIFTHR

O—RREAHRE

GEIERE)
FEICRKMEDT FUKER. LY YIRER. MRRE. €
S7€35 (GSUNXT) - h95—-UR, AVITIWIVY

. LYZFRSE. BHEE. AVEONTI—B. I35

SY7RB. RAIATSAVE

e
=

—_1-

GERVE)
RIEMRERRE. REMREBRGEIE. YUYNE-UUN
B, BHIERE. SHE - BMERUFMRIZE D ZIREE,
IREE - HREEX. Wk, SHREZRN. HiX. HER. &
HIFRIFRED RRR, BRPEBR. PER. BISENR.
BfIz, 5HX
OBKXMRBARADERE (T X) [CHESEEETINT
FUSL - PEOLAVTLYIR (MAC) IE
GELETRE)
ARICREDIAINIFUDL - PEO LIV T LY T
Z (MAC)
GEIRVE)
BREREFRDERE (T/R) [CHESBEET,IND
FUSL - PEOLAVITLYIR (MAC) IE

5. FEENFFIRICERET DiFR

(—RRRRSMIE © [WEE - IREEN. Rk, SURESTN. B

B3R, ER. ISR
(MEMEEEFEHOFS &V 22B L, HEERESD
AEMEZ T L BTy REIOBRESEY) S YRS N 515
HlIIBET 5 &,

6. RiERURE

e n Y% - Fiit
e R FS0mg N
— R R YE WE, NRICIZZ 5 A~ A v v e LTI AfAE]Kg

H72010~15mg (F1ffi) %2~3ENH1F TROEKS

ERAN

LI R TRIRICRLTIE. 1H{AELkgdH 72 0 15mg

(71fifi) %22~3ENC7 T TROKEST %,

B, Fie. ERICK D EEERT 5,
BREGERSE B, NELICEZ Y Auv A e LTIHEELKkg
B (1 X) IC|d7z015mg (Hffi) #2ENIHT TROKST 5,
SR~ A 2| ab, F. ERICKVEEERT 2.
NTFUYIL T
|y VN B V)

7 X (MAC) ¥E

7. FERUHEESCEEYT 3R

(—RRRRGYE)

7.1 NEOIHEZGEIIRAOZEERE (1H400mg) % LR
L35 E,

7.2 EARE R EAMEERZES B VEBELZ VW LHSEO LY
FaIHigIcH Ly 1H400mg 32853 52 &1ck D, &
W2~5SHTERIZHEICE S . EBRPERL CHHREI132~
AT A EAEE LW, T2 LT R TMAILE
HOBEPEVWBIWETH 5720, RICHBETOREIC
HHBERETIE, BER TR, FIC2~JBEERS % ik
UIERZEBET 2DENH 5, 25, BEHBFIERS
ELZESICIE, BODPICL YA 2T ICER 2 k4 H
(F/uar2EHRE) NOEENDETH S, [8.1 BE]

7.3 LIFXIHROBBICBWTHEIMTHRYT 5 2 EAHE
FLWLA, BEOERIS U CHASPKEZIESICIEZLT
DWEZSEIHAT 2HANOEHM2EZER LEIRT A2 &,

7.3.1 FEEN EOBEICV 77 TV VEHBALERIED
WENDH B,



7.3.2 in vitrofiEHOBEIcB W T, KFIELRA7aFH
oy FurvaFry ey EofRAME (HESZ WV LE
TIER) RO SN EDRENH 5.

(B RMRETRDERE (TA4X) TS BEEMMACIE)

7.4 BN OBRHFOH A RS54 2 EE2DEICHRBELZT
3T L,

7.5 BRI SUIMEZN 2 BN RD SN B D GERET
NEXTH53. [8.1 BE]

8. ERRELRNER

8.1 KAIDMERICH 7z > Tl MHEREOFEHREZNI <720,
JRANE L TR M 2R U BRORER LLERR/NNRO
HEokESIcEEDL L, (7.2, 7.5 S]]

8.2 Mv/MRiEA . RMLBkEA . BIMEE M, HinskEd, &
HRIREPHODNDZENHHDT, EHNICHEEZIT
D EBEETIIATOI Lo [11.1.4 2]

9. BENEREZEIIEEICHTIER

9.1 SHIE - IETEEDH I EE

9.1.1 fttD~¥ 705« RREF K U TBBEDELEEDSH
3E8E

9.1.2 WREDHZEE. BHUDLMEDHSES
QTI#EE. DESEHA (Torsade de pointes# &te). ILEM
MEBIITIENSDHD, [11.1.2 ZE]

9.2 BikrEEEEE
AHEOMFEES FRTEBENNDH 5. [16.6.1 BH]

9.2.1 BHEEEEEETIIEF U ERSHDESE
BELZWI E, AL FUOMAPEE FFICHES HERE
MAHMESINT WS, [2.3. 10.2 2]

9.3 FreEEEEE
FFHsREEE 2 BILSE B &N H 5, [11.1.3 BHE]

9.3.1 FFEEEEEEETIOIEF U ERSHDESE
BELAEWTE, TV FrOMPEE RIS hHE
WHARESNTWVS, [2.3. 10.2 ]

9.5 %

IR ALIR L C WA RTREE D H 2t icid, BB EDE
WHHEDEEE A RS EHH SN BBEICORKRET ST
L. BMERT. BEMICEESDSDbDNAIEHEICEWL
T. BREEE (DMERORE. OFH. XEEESE) »
WMESNTVDE, 2B, ESICBISRBTIRO LD LR
&35 5, SDRET v b (15~150mg/kg/H) KUCD-15
<A (15~1,000mg/kg/H) IZBWT. TNENEEY
CEErDsbhs2EEHETT Yy NRRICDMEREE
W7 ARBICOBREIRO N, /oy YL (35
~70mg/kg/H) BWT., BEYICHEEP SO DNS
70mg/kg/H TFIHRIFIARAEDR IR A A 5 Nz H. JEE.
Alg. BISICIZEEIIRO NG o7,

9.6 ZFIw
BELOBERERUCBIARBOBEREELZEZE L, A O
e lahiE et a2 &, b NEARABITTSZEN
WESINTW5B,

B BMER (Sv ) OATHEREILX. IFEEORN
2. 5(ETHR LTz,

9.7 N
BEHERERROHEREZNRE U RREEITERL T
W7E W,

9.8 HimE
—RICAEFEEEMETLTBY., BLIHFEELSEFRT 5
BENNH 5, [16.6.2 ZHE]

10. #EE{FA
FANZEE LTCYPIAICK ORI E N2, 7z, KA

CYP3A, P-EEME (P-gp) #MET 5. [16.4, 16.7.1
ZHR]

ek

k3K

k3K

10.1 HAER (HALBWI L)

E SR

BRARIEIR - SEETT %

WFF - fElRE T

EEDRY
[2.2, 16.7.1 ZH]

QTEZER. DEMEAEIRK
(Torsade de pointes# &
t) FoLMEREERANH
HIhtwa,

INLVITHY I VIEARE
g ®AKH T A
VoAV TuELTy
YFEY Y
AN
JeRoI LIy 3
VA VIVERE
[2.2, 16.7.1 Z&]

MEEFEOEE ZRIERZ
BIIBTNDDH 5.

ARV FH b
RIS
Y RLFH L hE
e
[7—¥rEvy7r)
AL LVFEF 2 RK
A4
[RILA 1]
[2.2, 16.7.1 8]

FREAIO MR E S EE
ICERL. ZOERANPELL
BRI 5BENNH 5,

OIYERXYILEE
b}
(Vv 725y

OIYEROMARENEL
{ERT2BTNWDH %,

K)

[2.2, 16.7.1 ]

Y857 4 EREAOZ )T 52 ARG
(7 ¥ uA) BICEAD L. ZOER 1R

YT AT TEBENSD D,

774 )
[=NAWA)

[2.2, 16.7.1 ]

FhZrual FH 7L Lo I E A
(7)) %) FEILLLERTE2BENDDH

[2.2, 16.7.1 2] |5,

L TNF=T A TNF =T OIER A HE®RT
(A LT NEH] BBENDH 5.

[2.2, 16.7.1 ]

ANT IV UIERIE BEORIRSH-LNAI L
(a552) B,

[2.2, 16.7.1 ]

FNANTTIR (8

eV AR =i R 5}
(NY 2Bkt ) %
[Ex &), BHEL
Rt D~ > bV
B > SHE o & i
)
(A4
[2.2, 16.7.1 ]

FE TS R (R B D FE TR A 150
THBLNNH %,

VTR ERE
(5V—%)
[2.2. 16.7.1 ]

LIy RrombEEs L
L. {Ef» T 5 BZ2hD
H%o

TFELY VIERRE

THELVY COMFBEES

[ZRLIX) FU. BWEFORBE S EET
[2.2, 16.7.1 Z]] |5BZhHH 5,
T4 T4 AV O EENE

FLysFa7) L ERTBBENDH 5,
[2.2, 16.7.1 18]

AT aAFV 2T LAY T APV = LOMFEE

TiEsiE B ER UIERADIERT 2 8%
[(ZLton) s 5.

[2.2, 16.7.1 8]

RrazR) v RrazR) v ofEE»

Ve E YS! ERLU. ZOERDPE®RT S
[2.2, 16.7.1 Z&] |BEh»H 3.

TNALT Y NS LT v OMFEES

(HL¥AFR) L. BIfefE RS h. IX
[2.2, 16.7.1 2] | fHmEREEICLZ0AR2DY)

AT EEBBENDD B
TELZIE TELZIE L DIMTEED

(Hr7av 7] FRUEASERT 2871

FIVRTFINEY » AR\ Bdb,

FYINL-TELZ
A

(LN 2]

[2.2, 16.7.1 BHg]

oF77 V=7 07 7 )V=T7 DI EES
VEPAES ELL EF L. BIfER P HE®

[2.2, 16.7.1 ]

TRE2BENDH S,

AAIOCYP3AICKT T
BHEEFERICED,
7R EE A O R A E
E3N, Thsom
FREN ERT B
MDD 2.




ksk

10.2 $HEER (HAICERTSRIL)

ESC IR BRRAER - $EE ST % W - falRE T
vaxvy MBS, WERE, REEIRE 23S | A4 O i P 1 o2 1

[16.7.1 ]

ENTVBDT, YT*F v
OIMFEEOHER. BEIE
R DERFIOERL. B2F
BRO SNIIFEITIE, S
2T 2F 0B L NE
EITH T &

WY HHEIILD.
VIF T OREL
WIFEEN D, b
L< IZP-gp& L7z
TIX T OEEN
HESN S Z &Ik
0. ZoMfREN
ER9 5.

2 AR ZIVRRE R

Bk (RREEICELZL

BFEIAHTH S,

HERE T A MH5) PRESNTVWB0 | LEELEA O M+ BE
(FURYZFIN|T. BREPRDOSNGEIC| P LR T 2ATREN
e AN E BEEHIEL. TRV B,
TURXEY R &) | OBREGEOBY)LMEZITD

Z&o
ANNTEE ZERLEAI O MAEE BRI ARA OCYP3AICHY

FTFT 4 A9
7374 KA
YIAARY v

& 7aY) L AR

SRR OHERE DT RN B
DT, FZEEA O M EE
DOWBLHITERL. BEEPR
»HNIEEICIE. RE5ED

IAREY LR FE P IS O Y] 72 B %
[16.7.1. 16.7.2 2] |175 Z &,

7 NIV ZE F > 9 | EREAIO MAEE R
L v L KATH0) S ERURRLARE SIS SN T
SUNAEY F 0 Wb0DT, BEEVROSN
aNZyFr (EREEICE. BE5EOFLPH
KAEER) IEHOMY L MEZITH 2 &,
[16.7.1 ] BEEEED H 5 BE I3

ICERT A&,

aLeF v
[2.3. 9.2.1, 9.3.1,
16.7.1 2]

IV F UOMAFEE LRI
5 FREER (JLmEREAD
FFRmERE. MNE. IR,
TEhE, Tl FEE) s
ENTVWAHDT. BEDR

SN-HAICIE, BEBOH
B IEZ O M) 2 UE % 1T
52 &,

RYIIT7EEYHR
ZEH|
(CYP3ATHRE =
NHEEA)
(hUTFTVFLD
IFYVT L8 ]
FEREBIGURE R EE
(CYP3ATHRHIS
% EH])
(TIFTErTw
VRIS
TIETSI =
JuaF vty r
%)
IVEIF IR
(NPA A
TS
ILhYTy VR
KRR
FIL v NEEHUA
(7 L=YE¥r%
&< CYP3ATHH
SN BEA])
[Z=7zo¥>
NRF )83 IVIERIE
%)
Ut 77 b
VI AR
RARYIZATFT T —
Y5IHEA
(VFF T4V
I EEIEY
Y5574
[¥7V R, ¥
T47) %)
7)) v RPE A
TLT YA
NN
Nt % ¥ LK)
TR 7Y T
FFva R UIERE
KFIID
JzvH¥=)\V,/Tx
VH VT I RS
[16.7.1 B8]

FEFRERA O M EE EFIC Rk
S EFHOEEFE DR BN B
50T, BEPRO NG
FIZiE. BEBOHRESP AL
FEOBY) L MBEEITH T &,
BB, MUNTZ BV T
& AEIEOHRILET S 2
EMEFLWVWESNTBEYD,
PUEBIMHATIHEEICE
WTlE, MU TY oS
T ERFICERT D &,

HHEEERICED .
A FLEEA O K A E
ER (e

* %

A%

BEARIEIR - SEESTIE

W - fElEE T

N b5 7 2 (18
eV AR =i R
(/N 2 RERIEY 2%
[E4% &) OMRE
L. HHRXIEE
Ho~ > LR
> SIE DR SH
2B ARE)
[16.7.1 B8]

N3 N7 F 0 ZOEWER
I A2BENNHAHDT. N
AN TUREEETHEE
BT, BEOWREZESRICEH
HIHIE,

AAIOCYP3AICKT S
HEFMEAICKD.
A FREEA| O R A HE
E3hs,

U E A
(CYP3ATHRH =
. P-gpTHHS
Nn2EEHA()
[(7EFTI NV
URAE DAY

(P-gpTHH S

% 3EH)

(FEeHr T

Fy5—t

IRFHN NV

JVEREE KA
[16.7.1 ZH8]

EREAOMAPRE ERICME
SEFAOERE O HEED H
DT, BENFRD N5
FiTiE, BEEOFHHPHIE
FOHEY) S NBEEITH T L,

KHDOCYPIAK Y
P-gpicxtd 5 HEE
Fick D, LREA
DR E# R O B
ESNhb,

KA DOP-gplc T %
FEEEMAICED., &
BREAOHE A IEE
SN,

A +Farvy—n
HIVZ7us57—+H
EH

[V rFELDR)
gEFEL - Y b
>

TLFEILIY
J =LA %)
[16.4, 16.7.1 =]

RENORZ(ARO IAEE
FIC X HEROERE DR FE
WD 5,

F7z. A bFaAFI OB
HicBWTld, £ hFaF
V=L O MHEE ERICEES
VB O 5% O T BEH 2 B
%

BEMNRD ENBEITIE.
58 OHEH P IEE DY)
BIMEZITH I &

KAl & ERLFEA O
CYP3AICX 9 B[HE
fERICE D A
REPHEES NS,

V77 TF UM
IhFEY D
[16.4. 16.7.1 ]

AERRSEAI DM A REE A IS
S EH DIERED T RN
%o

Fiz. REIORE(LAED M
REMET U, EHEARHED O
MARER EF L. FAHIOME
M EET 2N H 5,

AAIDCYP3AIZHTY
HEEEAICKLD .
2 EREEA O R A5
EEND,

. EELEH O
CYP3A4ICHtd 2%
WERICE D AFH

BENPRONHEITE | ORBEPRES NS,
HEB O L IEFEDOHEY)
BREEITH T L,
V770 I RAORECEOMAREN | R EHA OCYP3A4
I77ELYY BT U SRR OMAER NS 2 FE/ERIC
IrEITEY EPLEATLHRENDS. (&0 FHORED
[16.4. 16.7.1 ZM&] | AAIOEFRANEETE I 2 AR | B S 2,
BHBHDOT, ZREEOHEL
OB 2 LB 21T
&
KRR ABT IV I = | REIOPAER S % & O | ZEC A O g £
IS EN DB IKE2bDEEZS

N5,

11. EIfEMA

WOBWERDBHEONBEZ ENHLHDT. BEEZ DT
W, BESZOOSN-BEICIIBREE2FHIET 55 @)%

WEZTH &
1.1 EXGEIER

N1 Yavd, 7F745FY— (WThBLEERH)
WIS, S, BRSNS HSDONEILENH S,

11.1.2 QTER. [E4E (Torsade de pointesZ=1) .
DEMS (LI NBBEEREE)
QTEEFOMREDH 2 EE. KAV TV LMEDH 5 &

FHITBW TR

FEETAHIE, [9.1.2

SH7]

ZT N

11.1.3 BIERTR. FHHEERRE. BE. T2 (WInLHE

i)

BIERF#¢. AST. ALT. y-GTP. LDH. Al-PD 7% %
O FKEERE. BEH, FA2r5Hobnbsl Wb b,

[9.3 2HE]

EZN

11.1.4 MU/JMREA . RMERES . BMEEM. BSmERE.
EINIRE (WIS SERE)

(8.2 2]

MNASPESHRKIRFEMEE (Toxic Epidermal
Necrolysis : TEN) . KERREEIRE (Stevens-
JohnsonfEIREY) . ZHAIBE (29 & SEEARH)
BEPROONIGEICIE, BEZFIEL, BIBEEHRIL

EUAIOREGEFEDOE L NEZE

P

T52 &,



11.1.6 PIEE(RSE - BAEMMRN (VW9 S SHEARH)

FEN, WM. PRIRREE, REXRER. ITRREZEN D
EONBIENDD. COXIBRERN DS DONTHBEIC
3 HBEEHRIEL, BIBREFRILVE VAORESEDMEY) %
WEZITH T &,

11.1.7 BEREXER. HMEXER (V9 EERH)
B RER, HIERBEREOEELGRBAPHS-DN
B2IENDHBH. BIFE. HEIOTRAPH 5 bNZHEITIE,
#E5zHRIEL, BYLZLEZITO L,

11.1.8 1ERUBHRAERAE (A ANBA)

e, BiRG CKLER. MHARURFIA7oey BEF
BHobONBEIENDSH. MEHMPEIC X2 5EEREE
DIIEITERT B &,

11.1.9 =& (HEARHA)

K GREMAE. IS4 70X, BEEERES) PdH
5bNBHTENDH B,

11.1.10 SHERS. RESHEMER (W INLHEERH)
ZREOIERPMF Y L7 F = VB EFEOBHAEE T
ENRDSNIBEIE. BEZHRIEL, BYZLEZ{T
ST &,

11.1.11 IgAMER BEERE)

11.1.12 ZEHIEBEAEAEIREE (SAEARA)
MEERE LTRE, REDPHON, S HITHERE.
U CONHIERR, BIMEREIN, iFERIRIE S, RELY 2Nk
HEZHESBREOEELBBIERPH5DNL WD
%o BEPILROFEE. HE. FRERESFOERIHR
HBHVIIEBENTH2IENHHDOTHERT ST &,

11.2 ZOftDEIEFRH

(—HRERE)

0.1~5%K1ii 0. 1% SREEANEA

BB B Z D EER

TR R HEN

R

HE
PSTEE
A%

B

i)

IREL

Lo (&)
SR

R

HRER (IPHF) | HE
HEIET

IR R

=D
g -
B AR
1 M e
fE9E
T

BHRR
LN
HRN%
HR
P

OERNTS A
g1
e
HEM

FEERIES

AST ER
ALT ER
v-GTP LR
LDHER
Al-P LR

i - B B AT

Z DAt R
i
H VYR

iz
CK L5
6
SRR

fEC I

(ERMERETDERE (T4 X) TS BEEEMACE)

5~ 10%A i 1~ 5%A i SREEANEA

FEMTER NBRAE SR
HEL
L
TR BOE
BHEEE
i
=18
KHE
EEBZ
B G
RIS
LR

5~ 10%A: 1 1~ 5% b SEEREA
AR BREREE R B85
E3
HIg
BRETER
KRR
2] Rz Z DR
BER BB REE
B3y
T
HkaR T ETN B HUE
BAE HILRE
fEE )
Mg H: BLY
WA EE 18
=R
A
Jiikii3 B I Bk
A
FAERBEEIN
TF R
BHEEAS
JFF ik RS RERE v-GTPLER AST k57
Al-P LR ALT bR
REIT S - e
i1
vy R
i AHBRE BUN L&
JVr7F=rER
L0 FEERLEEER BEHYYVE
= i A
R
ZDfth AR MAE I
r)ZURY RER |[7I5—-YER
B FRER IME VNPT
&Y 7 L IMEE 22
IR L®o<D
fgsE
=Ll
R LA

SRR 13 AR ER IR O [ Y B IR Al BR I O BUE IR ER DR ER ED A BICE D
Wb,

14. BRLOZFE

14.1 EZRIZFDER
PTPAIZEDHEAIPTPY — F 2 S5WMOHE L TCIRET 5 &5
HEG 5L, PTPY— FOBEEICE D, BEWHALISE
EREEAFIA L, FICIIEL 2B L THIBRAREOEE
BREMEZHET LI ENDH 5.

16. ZEHENRE

16.1 MR
/INRIZ5mg (Sfll) /kgZ19. /- EERLAIC200mg. 400mg
(F1fffi) %20 Z2RERE BRI S L7z & & OFHIME B E &
OENNT A=Y DEIZLLTDOES THoTz. BB, BIEREDON
FTYFXIEDLEDP 5T,

AR Cmax Tmax Ti2 AUC
e (ug/mL)| (hr) (hr)  |(pg-hr/mL)
HPLC
IR (n=6) | KZ(LH 1.05 1.4 1.8 3.54
Smg/kg HPLC
e 0.98 1.4 3.2 5.37
BA (n=8)| .
200mg Bioassay | 1.16 1.9 4.04 8.98
A (n=8) | 4.
400mg Bioassay | 2.24 2.7 4.36 20.30
16.2 DRUN

16.2.1 N FTPRASEUFT «

BERAICBWT, 799 20v4 ¥ U8Hl (250mg) Z&0
BELES QEHAE) rv5y2uvAfyrI7 vy
BIE 2 BRI S Lo 5 E OEMEERN/ ST X — 5 % s
U7z TORE, REMAEDNA T T RASEY T 11352,
55%TH -7 FENEBEEIC & > THEBRS NS EEREY
(146KBEILAR) 2 E&®TI8T XA — Y BITEREP S, 75 A
OvA Y ERORERIZITTRICN SN T WD EATRE
N7z BN T—4).



16.2.2 BREDXE
/NRICTI0mg (i) /kgz BERORE L7 & 0MmEHiRE
I3, BEOEENPIZEAERD NP> 722,

16.3 510
RIS BT 2HEED) ., £z, BHICBIT2HEEY, KEX
DU EANOBITHEZEIE LR, TN2NOMBADRE
TIRBRIFT, MEFBELEEL LEZFNAU E0BELZTRL
7zo Fio. KW, WM. BRI SoMhREII
LAEDOFITIMEBEFEEEZKEL EEbork. BB, & MLE
EEEARITL2~50%TH - 722 (in vitro).

16.4 X3
bt MIBUY 2 ERBEWITAKBRILETH D . MIFFITIERE
{bf & IZIEEBFEE L7122,
e MFIZav—LERHWVn vitroRBRICB W T, KENZE
L ULTCYPATRE SN A Z EMRESN TS0, [10..
16.7.1 18]

16.5 HEt
/NREBEICSmg (F11f) /kgZ BEHEO# S5 L. Bioassay CHl
E L&A, BEROERMF TIZHRSED25.8% SR AHk
Shizd,
7sB. EEEAIC200mg (Ffl) =Z2igRsIc RO S L/
LA RACIZEISRER K OEE R O 146 KER L1k
MR 5Nz,

16.6 HEDERZRI D EE

16.6.1 BHEREREE
BREERE S e L EEOBHEREEI2200mg (I1fi) =
EEREEEORS L, 7L T7F= 27U T I X (Car) &
ZOENERE L OBAGREEE LR, BEEDETICHE->T
Cmax® 7. TinOEER CAUCOEIIARD 57232 (H
JEVE : Bioassay). [9.2 ZH]

Z };;zj; Cmax Tmax T2 AUC

(mL/min) (pg/mL) (hr) (hr) (pg - hr/mL)
Ccr=100 (n=5) 2.02 1.24 2.38 8.89
Ccr=50 (n=5) 2.15 1.89 5.74 21.69
Ccr=30 (n=5) 2.55 0.96 4.69 18.73
Cer=5 (n=5) 3.54 1.48 6.13 36.89

16.6.2 SE&E
EELEMERD L V66~82% (F972.25%) L3z
200mg (7o) #ZERRRFEEEORS L. € O/RNEIRE % MEt
L7ziER, BEMAEHNS ETmax. TiREIEREETH -
72, Cmax. AUCIEEH S 2 IZE D - 7233 (HIEE ©
Bioassay). [9.8 ]

Cmax Tmax Ti2 AUC
(ug/mL) (hr) (hr) (ug - hr/mL)
EilE (n=3) 3.72 2.3 4.2 19.20

16.7 E4EEIER
16.7.1 in vitrosERFE

CYP3A. P-gplcxtd 2IHEEHAET 5, [10.. 16.4 ]
16.7.2 A T4V
BEMABEICT A 7 4 U > 2400mg K OAFH] 2 300mg H A L
AR, PHRSHETT A 7 4 Y Y OMiEFEEIZCmaxTl1.26
Z. AUCTL.IME LR L. 775> 21316.4%5EA L 72 5%
SHICEEZIIED bR L 5729,

T/, RETMBRIZICT A7 1) > %#300~600mg/day T1H
SUEOHRS L. BEICAAI600mg/day % 1 H 255 L /- i
BOHHIHEICBLWITA 70U v oMiEhEEIEE L E
F2RLEY, [10.2 3]

17. BRPRRLEE

17.1 BZERUREMICEET DR

(—HRERGYE)

17.1.1 INREFZWR E UTcEA—ARERRER
TEREOBEEBIIHT 2ERELSED 5N 3, B, A%
WRE U7z G RSEIREGED , 230, BHEMNRESRED
WREGLD | dk 283 1oxt 3 2 —EE s T AR O A FE
WO 5Nz,

R FE (%) [BxLlE]

91.7 (22/24)

e ISR S E
(RAEVEP B IEGYE . RAETE BB IBSYE. )
DONE - ) ONEIR, BEREE, SV - B
BRUFHAIEF O = RS

W2 RS RE
(WHBE - MREEZS, Rk, SERESCR. M
7. FilRE. BIEIFIRERRZE O ZIRIESE)

93.7 (550/587)

RESEiZEN 98.9 (90/91)
B RBBHERSYE 88.5 (69/78)

(FEZ. BIEMESR)

B AaE (%) [BFlt]
TEALEL 100 (28/28)
BHHK 86.7 (39/45)

(BRERBASAEREE (T/4X) (TS EEEMACE)
17.1.2 INBEBEBZXRR & LTS BN —ARERREAER

BREGERSREGEE (T4 X) IS BREEMACEICH Y
5 _EEMHERB 2 ECHRHABRICB VT, KAlOFRES
RBOLENTWD, NEEMFE LHBREIIROEB D TH 2,

BB AR (%) [BHLLE]

BRI RBEARRIERR (T4 X) 1T BREE
MACHE

CKE) 61.1 (11/18)

18. FEEIE
18.1 fEFARER

MED70SY AY —LD50SH 71y b EEE L. BEEHARK%E
Kﬂ%@-éﬁ)o

18.2 ZEE{EF
18.2.1 HiE{EH

TRUERERE. VoV HERE. MAREOIFRE ST LB
O 25715 (TIUNRATF) - H¥F5—UX, A7
VIV HHE, LIFRTE. BHEE. hrunsy—gE
D—ED T T LEHED 9, 75 IVF7EY, v (275X
TEMW ) BT A AN TFY I L - T LAY T LY T A
(MAC) “D IZHEERZR L. ZOERIRMOY 7054 R
WAEWME ERZEL ETH B (in vitro).

18.2.2 & FERBYNMIKEMLIEDHRES

REMALIZIZREORE N E2ET 2% 25, <1 aANTTUY
Le7ETLIAY Ly A (MAC) 123t U TIERE(LIE
X0HE (in vitro).

18.2.3 EMIRRRETIVICH T B1ERA

7™ A DREPEPURZLA0). 4D, 43, 4). B)  F RGO 49, 4) | RN
SRERGLED. 4D WL B) EFILIZBWTIE, AEIO BIF
T R L., BhRERT .

19. BRI CREY BIB(EFHFR

— 9L : 25 Aa< A > (clarithromycin)

{b#¥4 : (2R,3S,4S,5R,6R,8R,10R,11R,12S,13R)-5-(3,4,6-
Trideoxy-3-dimethylamino- 3 -p-xylo-
hexopyranosyloxy)-3-(2,6-dideoxy-3-C-methyl-
3-O-methyl- a-L-ribo-hexopyranosyloxy)-11,12-
dihydroxy-6-methoxy-2,4,6,8,10,12-hexamethyl-
9-oxopentadecan-13-olide (H/FIZ¥EHL)

B 5 CAM

{EEREER

o rrHA
By
o of H cm
CHj3
Ko— CH; AH )
o (H Rz #EH)

372 - CsHeoNOs

SFE :747.95

% R EeOREEOBER T, HRIFE VL., TN XIE70
OARLLIZRRBE TR T, XF =)L, =¥ /) —)
(95) XY ITF NI —FIIZBEFIZL L, KiZiFE
AEBITF 0,

BB 220~227C

22. 8K

PTP 1005 [10$% X 10]
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