ek

5J06NC
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BAEERRIEES
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ERBES 20300AMZ00255000
AR5EREYE 19914104

gBxxRr JSUAONA Y VEE

25')55F %&50mg/MEH

Klaricid® Tablets 50mg for Pediatric Use
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1 FENR U CBBIEDORFED & % BE&
2VEVR, IVIY I VIEAWKE - BKAT7 A2 -
AL TryFEY v, Ve ROILIY IRy
VBRI, ARV FH 2 b, ¥U KL 52 MERE, R
W) LEFET YRR, OIYERXVIVEEIE, Y45
T4 [TRYLVAI, FAZLaL, £ TLFZT,
ANT IV VIERIE, NA N7 T2 (BRIERE
oMY OMEBRIIE (N 2SR VONEE &) .
BHRIIEEEO < > MUHTRY > Eo FHEEHE) |
VT RUERE, 7HELY VHEBIE. 7oL v,
AT aAF VI LEREEE, R7OARY 2, TNHL
TFrEHSTRoEE [10.1 2E]

2.3 FEXBBRICEEDH HEETILLF v E2HESH
DOEE [9.2.1. 9.3.1. 10.2 ]

2.
2.
2.

3. #ERk - K
3.1 #8r%
HR7e 4 751 ¥y R§ES0mg/NR
BRES | 18EF (HB) 2799 2u~A > >50mg (F11f)

KBE#HELr FuF>Fubiltilo—2Z, b EQ
ATy BEEKTIABE. AYTABTILI
VB RV A, e RuFySuillao—
A, AFTY VBT L, BL#. AT
nNaw, )85 7 4>, v atEEBEI ATV, R
VLAR— 180, UYL= LTILIT—) (F5TFAIL
). eSaxa—R, BtFy

3.2 REIDMERK

HR7E4 7 ) ¥ FEES0mg/INEH
B DR HEDT 4 VLT —F 4 27 5E
| =

il =
[ERES Fy6mm
Ex #93.5mm
H=E 84mg
Bala— R 7593w R 50

4. FEEXIFFHR

O—RRRRSE

GEREE)
FEICEED T ROKRER. LY YEERE. MRIKE. €
SI€5 (FSUNRXT) s h95—UR. A VTIIVY
B. LYFRSE. BEKE. hvEONII—RE. 75
SYUT7RE. NM1ATSAVE

—_1-

GERVAE)
RIEMRERRE. REMREREIE. YUYNE-UUN
B, BHIERE. SHE - BMERUFMRIZED ZIREE,
IREE - HREEX. Wk, SHREZRN. HRX. HER. &
HIFIRFRED RRR, BRPEBR. PER. BISENR.
BfIzE, 5HX
OBKXMRBADERE (T X) [CHESEEETINT
FUSL - PEYLAVITLYIR (MAC) fE
GEGETRE)
AHICREDIAINIFUDL - PEOD LIV T LY T
Z (MAC)
GEIVE)
BREREFRDERE (T/R) [CHESBEEY,IND
FUSL - PEOLIVITLYIR (MAC) IE

5. MEENSFIRICERET DiFE

(—RRRRSME © [WEE - IREEN. Rk, SURETN. B

B3R, ER. ISR
(MEMEEEFEHOFS &V 22B L, HEERED
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.

10. tBE{EH
AHNEFEE LCCYPIAICK D RBISN B, 72, KA
CYP3A, P-EEME (P-gp) #M=ET 5. [16.4, 16.7.1

(B RURETRDEREE (T4 R) [THSEBEMEMACIE)

7.4 BN OBRHFOH A RS54 2 EE2DEICHRBELZT
5 :to

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

skek

Zg]

10.1 HAER HALBWI L)

e

EARIER - SEETER

WP - fElEE T

EEV I
2.2, 16.7.1 B

QTEE . D=EEAREIR

(Torsade de pointes# &

AHIDOCYP3AIHS
HHEEEMAICKD,

tr) ZoDIMNEZRBIER PR £ E A o R #H H
- > iéﬂ‘(b‘%o Eéﬂ\ %ﬂ%@ﬂfﬂ.
8. EEREANER . . = - S .
e =22 [t ERE FEES FRT BT
8.1 AFIOMAIC H7-->Tlx. HEBORRE LM <70, PRl e ieniciulbii] il

JRANE L TR M 2R U BRORER LLERR/NNRO

VoA VTuELy

B oEEIcEED B E, [7.2. 7.5 2HR] YFEY Y
8.2 M/ LBk, AMWEED, HmERRD. & ursa)

BRERIEN S 5DNAC ENHHDT, EHIIHEETT el

S CBEE T L. [11.1.4 B8] 0.2, 16.7.1 2]

w : SOEEA O M R A

0. BEOEBEET SRECHT IR M S A it ieiog
9.1 GIHE - BEEEDHZEE FURLFY Y MEHERTEBENDH 5.
9.1.1 D7 7054 RRERICH L TRBEDEEED &H iR

BEE [r-eEy 7]
9.1.2 DEBOHZEE. ENUYAMEDSBE By Tk

QTHEE. DEHEIH (Torsade de pointesz &), IDEHM (KL R 1)

BeBldlenHb, [11.1.2 BHE]
9.2 BitaEREEE

AAOMAREN ERATL2BENNH 5. [16.6.1 ]
9.2.1 BREREZRETINEF VZRSPOEE

[2.2, 16.7.1 ZH]

HIYERXVILEE
he=1
(Vv 7 2% E Y

O3y ROMmMABENIE L
ERT2BENWDH 5.

K)

BELZWI E, AL FUOMAPEE FFICHES HERE [2.2. 16.7.1 ]

EoHEsnTnbd. [2.3. 10.2 3] Y557 1)L EEER DI )T 52 ANE
9.3 fFigss=SE [7 R¥ILA) B2 L\‘%@{‘Eﬁﬂ#‘i%%

PRS2 BILS T2 En55. (11.1.3 2] 2 i

e P ) - "La) LalLo BEN

9.3.1 ﬂ?%ﬁﬂﬂ%fﬁ%fj)btg‘J&E%qﬂ@fﬁg . (ZYy > EILL LRI ABINSD

BE LW E, T F U OIMAEE ERICHES HERE [2.2. 16.7.1 B8] |5,

RAMESNTWVB, [2.3, 10.2 2] LTNF=T L TNF =T ORI HERT
9.5 15 (A LTNEH) | BBEANH S,

EIRURATIR LT L A IR O B B RHEIT I3, R LA 2.2 16.7.15/@] | .

BHEA R T L5 IS W ABEICOHRET ST T aRE BEORRTSEbNAS L

Lo BMERT. BEMICEErbobNAEHRICEN
<. BRESE (DOERORE. OEHN, REEESF) »
WESNTWD, BB, BB 2RBTRO &S 4#
E9%%, SDRT v b (15~150mg/kg/H) ZUCD-15%
<A (15~1,000mg/kg/H) IZBWT. TNENEEY
KEErHobNSEEHRETT v MaRIODMERET
WMy ZABRICOBHPFED Nz, /20 B (35
~70mg/kg/H) BWT., BEYICHEEP SO DNS
70mg/kg/H CBIFRLBNARMEE DR R AT H 6 Niz s, 1R,
ANig. BRICIZEFIIZD N a7,
9.6 =3I

BELOERERUBARBEOEREEZEER L., BAOMK
BEXIEFIE2 e T A2 L. b FRAHFABITTLI LN

k3K

[2.2, 16.7.1 Z]

RAbTST7R (F
I ITEIREO BT
D R ME
U URERMEY VR E
&), BRXITHE
BED< > bR
) > OSHE O & g
)

(RA7 L7 2%)
[2.2, 16.7.1 ]

RT3 RS (R B D FE T A 15
TRE2BENDH B,

VTR IEEE
[TV —%]
[2.2. 16.7.1 ]

VI YRy OMAREDN EF
L. (EAPERT 281D
H%o

7FELVY VIEREE

TFELY OMmAEEN L

BESNT V5, (LFVIZ)  (RL. BERORR ST
S e (5 . : 2.2, 16.7.1 BE] | 5BENHH5.

mB. BYER (Zv ) OFLTHRER. IFREOR YYD, AL OIFRENE

2.5 CHEB LT FLYF7) | LS ERTBBENAD .

9.7 INE
RHAEGEREOHEREZGRE U-ERHABRIZER L T
l/‘f;lllo

9.8 SnE

—RICEFKEPETLTSBD, SVIHRESRFRT S

ke

[2.2, 16.7.1 2]

A Tary= AL
R

AR
[2.2, 16.7.1 ]

AHT7aF T —LOMFEE
HLEFRUIERAPERYT 257
nNH s,

Rra AR >

Rra 2R > Ol EE»

BENDFH 5. [16.6.2 B8] L7+ 3R] ERL. ZOfERPERT
2.2, 16.7.1 8] | BThHd 5.

®kk|TNH LTV TNA LT v DOMFEES

(LA A R) FL. BEADHERS N, X

[2.2, 16.7.1 ]

MEHHEREIC X 2 D820

AN EREBBLNNH %,




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 &,

RV IVF7EEY %R
ZEH|
(CYP3ATHR# =
NHEEA)
(hUTYSLD
NEAVAFNOR 3|
FEEBUFURE MR
(CYP3ATHRHIS
Nn53EH)
(7ZF7ErT~
VRIS
TSI —)L
JuaF vty r
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IVEIF IR
(NPA A
TS
ILhYTYUEIE
KFBRIE
FN ™ LRI
(CYP3ATHR# =
NHHEH)
(=72
NF)8 3 VIHERE
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D27
IR
RAKRIIAT T —
YSIHEH
(VFFT71000
I EEIEY
Y557 4)
[¥7VR, ¥
T47) %)
7<) v R g A
TLTFUrHY
NN
Rt & LK
TR Y7 70
F&va R UiERkRE
FKFIEID)
TV Tz
VEHE VT I UEEE
[16.7.1 ]

FEFRERA O M EE ERIC Rk
S EFH OEEFE DR R A B
50T, BEPRO NG
FIZiE. BEEBOHRESP AL
FOBY) L MBEEITH &,
BB, MUNTZ BV T
& AEIEOHFFRILET S 2
EMEFLWVWESNTBEYD,
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A FLEEA O K A E
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Nx b7 572 (B
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JSRE O HMEFE 50
SEE BRI B MR)
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R3S 527 AORWER
I ABENNHAHDOT, N
INTTUREEETHEE
Hio, BEOREZESRICH
BHIHIE,

AAIOCYP3AICKT S
HEFMEAICKD.
AR EEA O R A E
E3hd,

PrEEE A
(CYP3ATHRE &
. P-gpTHEt S
N % #H)
[(FEFHI N>
YN—aFHN)

(P-gpTHIHiaN
2 %A
FeHrsIrTT
FyI—1
IRFHNY N
VEBIEKFIH)
[16.7.1 ]

FERREEAI DM AR A IS
S ER DIEREDT RN &
DT, BENRDSNIZH
FiZIZ REBORECHILE
FEOHYBLBEZITS &,

AKHDOCYPIAK Y
P-gplxtd 5 BEEE
FIck v, A
O R % O A5 IR
E3Nnbd,

KHIDOP-gplzxtd %
PBEMERICED., £
REA O HIEE
INbo

A hFaFy—)L12)
HIVZua 57—+
EA
(U hFELD
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F e
FLFEILIY
J =)Lt &)
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KREIOKRE A MAREE &
FIC K BIEAOEHRED T EE
HENH 5,

Fioo A bTaF I —ILOfF
HicswTid, 1 b5 a5
V=L OMAEE EFIES
{EF O ¥ 3% o AT GEME DS d
%o

EEMPEO LN HEICTIE,
BE5BOHECHIEZE DY)
TIEEITH T &

KA &AL EA O
CYP3AIZXd 2 HE
fERICE D A
REPHEES NS,

V77 7F 4
IhZEY 1)
[16.4, 16.7.1 2]

EZFLEA DM ARE EFICH
2 ER OIFRE DA RN &
%o

i KAEIORZELAFD MH
WEMET L. EEAHED O
MHRED EF L. KAEIOME

ARAEIOCYP3AITH G
HEFEMEAICKD.
7 L EE A O K A R
EIhb,

Fo. ERLFEA O
CYP3A4IIxt 9 %3

RPREET AR H 5. |BIERICE D KAl
BEHEMNEOOSNIHBEITIE | OREIEESNS,
BEBOFEPHIEZ DY)
BIBEITH T L.
V7 7oy KRIOREMEO MAHEED | L EA O CYP3A4
I77ELYY ETRU. EHEREYOMmMBE I 2 FEERIC
IV ENERTHUEEND S| K0 BEIORHE A
[16.4, 16.7.1 B8] |RAIOIER P WEE T S ATREME (B S N5,
BH5DT, HEEOHE L
FIEZ O 2 MEB%TS
Eo
KRTABHT IV I = | AR ORINAETR T 2 & O | £ LA O & EH
v L7 E0H 5. IL&2BbDEEZDS
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1. 8WER

ROBWERADPHSDOND I ERFHZHDOT, BEZT7IT
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N1 2avd, 7FI745Fy— (WThLLHEERH)
MR REE, B2, BAEFPHODLNEZIENDH 5,

11.1.2 QTER. [DESEE (Torsade de pointesZ=L).
DEME (VI BEEARR)
QTEEFONVERDOH 2 EE. BH )V LAMEDOH 5 B
FIBVWTIRIBICERT S & [9.1.2 3]

11.1.3 BIERFR. FHEEERES. BE. FFE (WInviEE

RE)

BIERF2¢. AST. ALT. y-GTP. LDH. Al-PDO F7%E%
PSR HEBEREE . B, FIRLAH6DNEC LD S,

(9.3 2]

11.1.4 MUIVMRIEIAY GRLODERRZ. BMAEM. BmEREL.
EIEAIRE (VIO SEERE)

[8.2 =HE]

EN

MAS hSMREEFEMBEE (Toxic Epidermal
Necrolysis : TEN). KREHRIRIERE (Stevens-
JohnsonfEfRE¥) . ZRAIHE (b EEEARH)
RENRDSNZHEIE, BEEHLEL, BIBRERL

EVAIOREGEDHE R NEZITD Z Lo
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K GREMAE. IS4 70X, BEEERES) PdH
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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
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HBHVIIEBENTH2IENHHDOTHERT ST &,
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BHEEE
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KHE
EEBZ
B G
RIS
LR

5~ 10%A: 1 1~ 5% b SEEREA
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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
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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. BRPRALEE

17.1 BXMERURZEEICET 258

(—RRERZEE)

17.1.1 INREBEEEZWRE UER—ARERRAER
THROBBIIHTH2ERESRDO 5N 39, LB, A%
TG & U7z R BB YLAES) . ffi /%), 1B HEIEIRESRZE O =
WG, @Bk 1ot 2 —EERHEHER cAR OB
MERD 5Nz,

EBE AR (%) AL

F R BRI 91.7 (22/24)
(FEAE MR R 8 R . VRAEHE R M, )
DONE ) VSEIS, BHEIEEIE. SME - B
18 5% OFAH7RI% 0 — YUY

T B 93.7 (550/587)
(A5E - BEER. Rtk aESExR. i
%, S, BHEIFTRENE O S RIER)

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)

(BRERBALERE (T4R) [THSEEEMACE)

17.1.2 INRBEZEHNR & UIoBH—ARERRHER
BREGERSREGEE (T4 X) IS BREEMACEICH Y
5 _EEMHERB 2 ECHRHABRICB VT, KAlOFRES
RBOLENTWD, NEEMFE LHBREIIROEB D TH 2,

REA BRE (%) [HHLLE]

BRUEGEARSREBRR (T 2) 12D B

MACHE

CKE) 61.1 (11/18)

18. EERNEFIE

18.1 {ERKR
HEDT0S) RV —L D505 T 1=y b EFEA L. BEEHARZ
Kﬂ%?‘é”)o

18.2 EIB{EH

18.2.1 JIE{EA
TRUKER., LUV EER. MAREOIFRE S T L5
BO M E57%T (TS5UNRXTF) - hFS—JA, L7
VIV HHE, LIFRTE. BHEE. hrunsy—gE
DO—ED 7T LEHKED W, 75 IV7EY., v a5 X
TEMW ) BT A AN TFY I L - T LAY T LY T A
(MAC) “ ICHREMEAZR L. 20RO~ 70514 K&
WAEWME ERZEL ETH B (in vitro).

18.2.2 & FERBNAMDKEY LIADIES
REMALIZIZREORE N E2ET 2% 25, <1 aANTTUY
L-TETLAY Ly X (MAC) 13t L CIERE LA
X0HE (in vitro).

18.2.3 EMIRRRETIVICK T B1EA
77Z®E§H§WE¥%40) 41), 43). 44). 48)\ &T@%m)‘ 43), 44)\ u?}]&
BRELYLEEA0). 4D, 44). 48) EFILICB VW TIE, AFIO BT
THEERBEL. BNIEIREZRT,

19. BRSICBT IB{LFHAR

— 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

d ,,H‘
it g
H on HOH ol H cm
CHj3
Ko— CHy AH )
" (H Rz )

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, A%
PTP 100%¢ [10%E x 10]
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