202452 ARG (BB1A)

X074 FRNEYMERA

WA EEERD
BHEEEH
J5VAOVT DV

S5Y2A0I LS o/t2NRES0mg -1,

BEXZERR
YOv7EI3UA0ONYIIY

D303 S /DSNRERA10% -7,

CLARITHROMYCIN TABLETS FOR PEDIATRIC 50mg “TOWA”/ DS FOR PEDIATRIC 10% “TOWA”

I EIERRE
AR« 34
) EE-EMFOMSBCROMERT LI L

AFEEERIEES
876149
$/NEI50mg | DS/NEM10%
RBEH | 22500AMX00574 | 22500AMX00577
el 20064£7 A

2. B

4. FHEEXIIZHR

k2 SO

(ROBECEIFRESLENIE)

2.1 AANTx U TEBHEDBEERE D & 2 5

22 EEY

R, THVIYI D HEAHRE - BKkAT2 (4> A4V

ODENLNTY >FEU >, PeROD)VIY I AT)VER,. AR

Sarrd

M OIFERAIEER,. 557400 (7 RV

). FATLOI. A TNVFZT, ANT IV UHEBER, N
F RIS (BIEZHREOBMEY >R M (hY >

INERTEY

DNEEED) OREEEN . LT R R,

FFELU SR, 71 %L 2. AT OAF T AR
HERSHOBRE [10. 150

2.3 g 3 ERCHEEOH DEBFETIN LT > 2fK 5P DEHE

O— R ERIE
(EISETE)

AHCRMEDT ROKEE.
S (TSUNAS) - hES5—UR ATV UHEL
SE. BEEKE. AhrEaQNnNsdy—RE. VS TRE.

SXTE
GERSEE)

RN EBBRE, RENEBBRRE.

LY HERE. MRKE.

ES/%
LTz
Ed=wa

U2 INE - ) NETR,

MR, SME - MERCFHAISZ D RS, WHEE - MRERX,
mHkR, 2UEREXR, MR, WG, BIEFRSFRED ZR%

F. BEMBR. PERX BISERX.

EIH. BEX

ORRXMUEREFRLERB (TAX)ICHESBEEANITUD
A-TFEDAQAYT LY O RMAC)EE

(B EE)

AHICREDTAANITIVIA - TEDLIALT Ly & ZMAC)

CERGAE)

BRUEGREFRSERBE(TAX)ICHESBEE/INITUD
A -TFEDAAYT LY O RMAC)EE

5. MEEXIIZNRICEIET HEE
(—HRREREE @ WHEE - MREAZ. Wk, SUTEXIR. BRMBRX.
PEX. BISER)

M EYSEEME A OFEIZ) VEBIRL., FIEESR GO0

ZHWr L 7= kT,

Z&,

6. RERUAE

AHNOHRGVEY SN HEITHREGT S

iz

EUES

ik -

H

fem

P

ko1 oy

B, NRITZZ U X
o1 >&LTILHIK
H1kgdh =D 10~15mg
(3l Z2~3ENT 531 T
RORE9 2,

L OF R IR LT
1. 1HHRE1kgdH =0
15mg (J3fifi) 22~ 3[EZ 5>
TJTTRO%ET S,

BB, Fin. ERITED
HEEEERT %,

FRERE L, W, N2
iZi3r7ouzavrAs >
&L TlIHMARELkgdH 72D
10~15mg (J71i) % 2~3[a]
W TR 59 5,
L OF R IRIIH LT
3. 1HKRE1kgH =0
15mg (F1fh) %2~ 3[ENZ 53
FTROKLE9 5,

2B, il ERICKD
HEIERT %,

BRERERE
FEMRRE (T X)
IS BN~
AaNrFIUw
L T7ETLO
2TV v IR
(MAC) ¥

B, NI 7SI X
ov->&LTIHAK
H1kgd 7= 0 15mg (J71iff))
2R TR O G
T3,

BB, Fin. ERITED
EEERET 5.

FRRSREL., @k, NE
IZixr7 oy xavA4 >
& U TCIHAKELkgH 72D
15mg (J3fh) 2 2[ANZ 530V F
TROEET 5,

BB, El. ERICKD
EEERET %,

[9.2.1. 9.3.1, 10.2&H]

3. ARk - HIK

3.1 #HRk

Hre 4 7o) 28xA1 > /MR H0mg Th—7)

lﬁ%gpﬁﬁoaﬁ HEFE 75U AT A 2 ceeeeerreeenenennenes 50mg (F71i)
U KBV T LKFIY. AZ A BT IV iR
XTFI UL EROFTOE)ILO—R, Ki#E

AN fEE ROF JOE) IO —R, BEEKT A
B, AF77)BYIRITL, ETOAOD—R, X
71 d—)L6000. ZIL7., BT s >

HR7E 44 75120742 2 DS/NEHL% [h—"7)

lﬁg';j]]gﬁj HFE 75V AT A 2 cerreereenneneanens 100mg (F7 i)
D-X>Zbh—)b. AFZTABETIVI VBT
Ly BiE<x T30 A EROFTOENILO—
A TFIAE—R, Y/ TINFILAS Y L —

A FaARYY—E, XAFT7YEITRITA X0
I—)16000, #EMmEIINO—X - b AOD—XF U
Ly By Y F BUY LK. TEAVT 7 LT
UL ZIVT, FEL TFAMI 2 TIETHL

3.2 HHOMRK

HR7E 44 759281 2 iEhNEH0mg [h—17 )

PEIR - FDE HEDT7 4 )N Ld—T 1 T

Ao — R Tw713

* H AT

" O =

B (mm) 6.1

JE& (mm) 3.0

B & (mg) 85

HR e 7o) 2834 DS/INEAL% Th—"77)

TR HE~mEEAOM KT, BRELREENH D, ®WIIH

W, 140, 5g DTS B D,




7. BERUBEICEHET 3 EE

7

7

7
7

T UNEOIER GBI ORBER &

(— MR RREAE)
(1H400mg) % LRRET 2
z&,

2 BEARIBEAIMEEASBRVBERVWLPFEDL VF X T

fiRIZH L. 1H400mgsr 2595 Z &2k, @H2~5H TIE
WRIXEITHA D, FEIRDER L THHGII2~3ERMMET 2 &
MEELW, o LI R ITMRIIFTE O BE A & WERYE T
BB, BICHERFOIREIZH 2BFERETIE. WEKRTHE.
FIZ2~3MM %G 2 kE UERZBET 208N H 5, 1B, &
S PTERSE(L L ZBAIE, EoNTL PRI ITER
BIEHH (F/ O RERRE) NOLENLETHD, [8.15
He]

BLULIFRITMBOBBIIBNTHMTHEAT S I ENEEL W

2, BEOERITISC THANLERERITRUATOREZSE
AT 2 A ORHMELZELERT S 2 &

31 ERELL EOBEFITY T 7 P ET EHH LA &L OHE N

H%,

.3.2 in vitro FiE OB BV T, AFIE LR 7O0FYL > X

y7nyoFge r EOGMMR MFRaL LAMER) 25380
SN EDWMEND %,
(BRERBERSEREE (TAX) (THS BEMEMACE)

LA ENADEH DA RTA 2PEESEITHABEEITD 2 &
.5 HRIRIOSOT M E A 72 B E R0 5 N R Bk 59 X &ET

Ho. [8 1ZH]

8. BERNERMIR
8.1 AFOMMICH 2> T, THEEOEBE 2 <70, JHHl&

U CREEZME 2R L. JUEORER LLERRNRO B OH 51T
LEDBT &, (7.2, 7.55H]

8.2 M/, JLMmERK A, AR E . H kA, TEERIER

FEMBHSOND I ENHLDT, EMWITHREZIT D R EB%E
t4ricars 2 & (111 421

9. REDERZFHIHBEICHTHIR

9
9
9

9

9

9

9

9.

9.

9.

.1 BHHE - IEBEEOH 5 EE
L1 OT o054 RRERICH U TRBMEDEIEEDSH 5 EE
.2 WREDHBEE. BH U ANMEDHHEE

QTHEE. =8 (Torsade de pointesz &), LEMEIZB Z
TENH D, [11.1. 28]

.2 BisRERESRE

AR OIMPIEEN LR T 2BZNNH 5, [16.6. 151d]

2.1 BREREEETCINETF VERSPOEE

BELEWIE, DVeF > OMHRE EFITHED FEiER
HENTWS, [2.3. 10. 25Hd]

.3 AFRRERREBE

FrEEE 2B LS ®2 2 &Ad %, [11. 1. 350H]

.31 FFgRERREEEE CaONETF U EREPOEE

BELARVWIE, D)VEF DM EE EFICHES h3ERH®
HEINTNVD, [2.3, 10.25H]

5 iEi&E

I SOIIEIR L TW A EEEME D & 2 I EiE. BB Eof MM
fEbttE % ERl2 SHE SN2 BB KRETEHT L, BIYER
T, BREMCHEES D SONLZEARICBWT, BEFE (LM
BRORE, NHEH, BRERLES) M"HEINTND, KB,
NZBTF 2B TROES BWmENH D, SDRT v b (15~
150mg/kg/H) KUCD-1%<w 2 (15~1,000mg/kg/H) iZH W
T, ThZENEEYIEENDSONIEGEHETT v MRIEIZ
DIERBEEL R ZRBICOZBHNBO 5N, iz,
L (35~70mg/kg/H) IZBWT., BEMWIcHEERND DN S
70mg/kg/ H COFIHLIFITIRMAEDOIRIEMA SN, A& N
i, BHIITREIZRD S NN,

.6 ZELIF

B EORRERURAREOAREEEZE L. FAOMKE UTF

IEZHFTH I &, E MRAHRABITT S 2 EmESIN TN S,

;‘é;‘ FES (v b)) OAIHIREZ. M IREDK2. 55T
L7z,

7 INBRE

{RHAERER RO ER 285 & U-RRBIEIER L T,
8 SihE

—WICAEBBRENRTLTBY., anwPEBENFERT 28T h
MNd 5, [16.6. 22MH]

10. #AE%EHA

AEHNIETE LU TCYPAICK D@D, £/, AANICYP3A.
P-HsERE (P-gp) ZMHEI S, [16.4. 16.7. 1%H]
10.1 HARZE HALEZWZ L)

HHH% HEPRAEIR - i ik T - fEBRRT
EEDRY QT L., DEMERENR | &K DOCYP3AIZK
F—=7v ) (Torsade de pointesZ & | 9% L EMEMIC K

(2.2, 16.7.12M]

) SO IE REIER

BHEINTNS,
TIVIH I BEGEEE - | I S O B RIE
MKAT A AV T | AEBITBENDH 5,

oe)lLy >FE) >

VANEPS!
PeEROI)IZI A
VIR
[2.2, 16.7. 18]
ZRLFH 2 b ZRLFH 2 homiEd
(2.2 16,7, 150 DOERAMNEL < HHT 2
co SRR PBENDD B,

OIFERAV)VEE
(v 7 ZAFE Y K)
[2.2, 16.7. 18]

O3 %Y RO EREN
H#LLLAITSZBEAN
b5,

Y557 1) E%%ﬂﬁ?U?ﬁyé
(7 KL H) HEEICEDIL, 2O
Do 67 ism | ITERT BTN

/N . (. Z I 60
Fhrrol F 7 L i)l o i g
(FYY ) ENELSEATEBT
(2.2, 16.7. 150 nrHo,
1 INF=T A TIF =T OIEMH
U LTIVER) BT 2BENND %,
(2.2, 16.7. 18]
ANTIV M BEORIRNS S DN
ass) ZENDH B,

(2.2, 16.7. 1]

NRbMT T (FEX
FERETEDEME Y 2N
HIE UNY 2 IRERPEY
INEEET) O
HEH)

B 355 1 SRR % R 0D FE B A8
Bk 282N H 5.

REIZ VLI AH)
[2.2, 16.7.1=H#]
T R EEEE Vo ROifhiEEmn
(5v—4) Lﬁb“\{’ﬁﬂiﬁ%%ﬁ?é
(2.2, 16.7. 150 BTNNB L.
TFELY VR 7FELY oM iEE
(TRILIR) MEFU, BIERHORH
2.2, 16.7. 120 PHEIRT S BTNND 5.
Taxb /) TaxLJ O iEE
e 7) MELLS ERT2BEN

(2.2, 16.7. 1]

NdHo,

%ﬁ‘73ﬂ"j:'7AEﬁ@

A DDA
(2.2, 16.7. 1]

A TaFJ =)t
M EF LIRS R
THBENND 5,

0. FERLEF oK
HMMEESN, =
15 QUL HRE D
L5 % nEetk
b5,

10.2 HHAEE (BRAICEET S &)

H0 HEPRAEIR - PB4 W - kRt
vadF¥Tr M, MER, ANHEAREEAY | AH D i PN il B

(16. 7. 121]

WEENTVWDLDOT, ¥
dF 2 O EEDH
%. BRER. LBXE
IWERL., BEIEDS
nNreEHEETE. R58%
P T H% O MY AL E
w152 &,

T 5EEICK
D, PdFT 0
AiE s mE N
5, BLLIIP-
gpE Lo dF
> 2 DEENHE
INBHIEITED,
Z DM EEN L
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A 4, BBRAEAR - A B - fERE T A4, BBRAEAR - A B - fER T
ZINVHRZIVIRFBRIMBERE (Rl (BFEEEICES | ETFIIAHTH S, NRENT IO @BHEX |\ X2 N7 T ZORIER | A& D CYP3AIZ K
TH TENDD) B SN | A O EEATE DB SN | BT 2B NAB B | T BHIEEMICE

GRS SR | TWADT, BHENRD |4 AT 5Tk HIE O > NERIED | ©T. N3 RS2 2% |0, EaiAof
Pt ENZHEIE, 5% | HhD 5, CNBEGD) OHEREE | RET2EEbIC. BE | SNHESNS,
A HIkL, 7 RYBOHE S G, AtEEsiE | oREEEEICEET S
JUAEYE %) LMY BT Z ) z&,
&, [16. 7. 12:418]
TV EE > FEREEA O M EE -5 | AFOCYP3AIZ A gt Al ErEH ompiEE EF | AFOCYPSAK T
FAT YA CHES B OB O | T2 BEEMIC & (CYP3ATHRH SN, | ICHES B D R85E  u | P-gplc %19 5 &
FIJTAU KR | REMAH DT, | D, KaEAOR P-gp CHEH SN 5% | Rtk nib 50T, BN | AL D,
SPI=ES U #5100 I D3RS 1T | AT XN B, #0) BB BN EAITIE, 1 | A O RS R Ok
YZUIN S < REL. BRENED SN (FEEHN HROMGRH IO | HAHES N,
IO LR EEAIE, BEROH U —nEy) | IELEETS L,
[16.7.1, 16.7.22] | Hivmh % 0 v 72 4L -
TS &, gygfmﬁéhé% $@9%§?§$?
T RVNRY F AV | RO s -5 A BIEEAIZED.
LRI 1= > B A 18 peihs sy ERgA DI
SUNAEF L0 EXNTWBDT, R# I = °
ONZEF> (ENKE| NRD S NEHA I, T RFGNT bV
i) 5 RO A IR O sk
[16. 7. 12:48] OB RS &, [16. 7. 12:114]

B RERRE D & 5 BFIC
RHCEET 22 &,

)eF >
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V77 TF A9
IhsEY W
[16. 4. 16.7. 1]

FERCEEAN O M PR B 7 | AHIDCYP3AITH
D (R OWIRE O | 5 HEEMICE
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E7z. AFOREAED | BHHE SN2,
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U7y e 0 AHNDORZEALAERD il P | FERLEEHI D CYP3A4
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FESEY DM EEN EFITDE|I2kD, KHDK
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MO S NG EIEHREG 2R IET 57 EEULEZ{TS 2 &,
1.1 EXAENEA
11.1.1 avd, 7F745F— (OWTNHEERH)
IR RIS, A, RN D S5DND END S,

11.1.2 QTEER. (L2348 (Torsade de pointesZ&1r). L EHE)
TN B EHEREA)
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FEICHEETS L, 9. 1280

11.1.3 BIERFR. FHEHERE. &E. A2 OWINSEERH)
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i (WTNHEEAH)

(8. 25 1]

11.1.5 hEEREIZFEMBAE (Toxic Epidermal Necrolysis : TEN).
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BENMRDSNHEIL, eIkl @IBERERIVE S FD
BHHOBEYINEETTD T &,

EFERIER
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ze&.
1.1.9 &S (BEERH)

e GRERIAME. S Fr7axX R, EHBEERIES) Ndbsbhb
ZENHB,
11.1.10 2MEREE. REEEEEER WITNbHEEAR)

ZRE DRI T 7 LY F = 2l RS O BRI T AT AR
SNEHAIE. BEERIEL, BYRLEETS &,
1M.1.11 IgAIER (FHEA)
1.1.12 ZAIMEBEAEAEIREHS (BEERIH)

FIMEIR & U TR, BEMNASN. S 5ICHFHERERE, U 2 \H
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14. BRALOIE

14.1 FERIRMFEOER
€7

14.1.1 PTPALEDOEFNIPTP — 2SO L TIRAT 5 & 54
MI 5T E, PTPY— FOBEKICK D, WS AT AR
FIAL., FIZIIZEA 2B I U THBRARSEOEERSOHE % O
THIEND D,

(R514>0v7)

14.1.2 ARABORAITHD DT, AUBOREEMIT, DDEE
TRETDLEND DLEHIIRREICHREL, TELNZTDHED
MICHERATZHEHATL &, £z, R, +oIKEVEES
BT Z &,

14.1.3 WMLl (FL > PP a—X, AR—VHERSE) TRAT2
TEFMTD I ENERL W, AR DOERZEE < 72D 08|
RENIEL Th D, BERE TIRA L 28581213, SR HE
THENDH D,

16. ZEYIENEE

16. 1 MAEE

16. 1. 1 &2 RIS ER
(UZVzRATA > 8ENERAmE Th—71)
7028312 2 8/NNEH0mg Th—71 &7 51 X§E50/NE
Z, JOZ2Fx—N—@FlckozngnlEg (FoyxovL>EL
T50mg (Jif)) fRBERRA B I BB ERE D% 5 U T rf R 2L
RBEZMEL, So6N7ZEMBEEINS X—% (AUC, Cmad) IZDW
TI0% 15 # X VA IC THEGHEMT 21T > 7245 . 1og (0. 80) ~log (1. 25)
OEPANTH . WH O LW ENFE SN TER S Nz 19



(ug/mL)
0.25 4 —o— 1 7 FYZ287A > N 0mg [h—7)
—— 1 75U Z$E50/NE
Mean+S.D., n=23

0.20 T
[ﬁl Vol
3
0154
i
153

0.10 A

0.05

B ORsH (hr)

16.6 WEDEHREATHEE

16.6. 1 BHkEEEEE
EHERE IE R & 4 TR RR O B RERE 12 200mg (F1 i) 2 22 g ks
HEREO®KS L, JL7F=2>0U07 5> (Cer) &2 DIRNERE
EORREMRE LR, BHEAEDK TICHES TCnax® EF. Ti/z
DFEE K CAUCOEEMAEED 5 /= (GHIE @ Bioassay) .2 [9.2%
]

At Conx Tonax Tie AUC
7077 A (ng/mD) (hr) (hr) (g - hr/mD)
(mL/mm) wng/m L r. Le r/m
Cer=100 (n=5) 2.02 1.24 2. 38 8. 89
Cer=50 (n=5) 2.15 1.89 5.74 21.69
Cer=30 (n=5) 2.55 0. 96 4. 69 18.73
Cer=5 (n=5) 3.54 1.48 6.13 36. 89

HIEINT A—F BENTA—H
AUCo-12 Chnax Tnax Ti/2
(£g + hr/mL) (¢ g/mL) (hr) (hr)

16.6.2 S#hE
HERLBEBE DR N66~825% (FH72. 2/%) O t3412200mg
(i) Z 22 B EIRE 3% 5 L. 2 DRNEIREZ AT U2 ks8R,
FERRA E NS ETmaxe T120 3 EEFMETH 5 7255, Cmaxe AUCIE
B 5 MZE Mo 7= GHIE R © Bioassay) .24 [9. 82 Hd]

roYAORA Y b

JNEFI50mg [ —17 | 0.79140.352 | 0.156+0.058 | 2.04+1.43 | 2.46+0.34

Cmax Trmax Ti2 AUC
(12 g/mL) (hr) (hr) (g + hr/mL)
EiinE (n=3) 3.72 2.3 4.2 19. 20

2750 A§ES0/NEH | 0.778+0.343 | 0.164+0.066 | 1.33+0.90 | 2.82+1.09

(Mean=+S.D., n=23)
MYEPPRENNICAUC, CoadFD/NT A—F 1L, #EE ORI, RO REUEEK -
RS DFRBR AT K > TR D AREEN B 5.
(Z1) 234 DSINBE10% TR—71)
72204 DS/ANERALS Th—7)] &7 F5URRI1
O F10%NERZ, 7024 —N—ikick D ZEhEh0.5g (75
ABRA 2 &ELT50mg OIfili)) RN BT ICHE & B ERE O35
LTI R AEEZRNEL., HoNEMEENT A%
(AUC, Cmax) IZ DWW TI0%ME M X LI THEGHRIT 24T > 725 R\
log (0. 80) ~log (1. 25) DFEPHNT & V. T &l D A= 1 2E 1 [R] % 1t A3 ffe
a0

L

O(fgfm o1 75207 S IDSNERI0% [h—1]
: : —— 1 JFURRTA Oy T10%/NEH

ol THERLET Mean+S.D., n=23

0.12+
0.10+

ERETEE

0.08
0.06+

0 2 4 6 8 10 12

Bt DR (hr)

HIEINT A—% BENTA—F
AUCo-12 Crmnax Tnax T
(g * hr/mL) (¢ g/mL) (hr) (hr)

751 28%A1 DS

INEFAL0Y T —17 ) 0.61540.326 | 0.117%0.059 | 1.74+1.21 | 2.73%0.43

IIVARTA LTI T | 6ar10 951 | 0.12140.045 | 1.39+0.78 | 2. 68+0.43

10%/N R

(Mean=+S.D., n=23)

I SEF L TIZAUC, CoadlE DN T A — 813, Wi ORI, (AR ORIER -
B2 DB R & o TRIZ D TR S B,
16. 4 a5

b MZBU D BN LIAMIKEEARTH D mEFITIIREMR

CIFERBEGFIEL /.2

EMFI 7OV —AEBEW=n vitro iRERICBW T, 75U x0xA

DU EELTCYPSATR#EIN S ZENWHESINT NS, 2D

[10.. 16.7.1%M]

16.7 EMEEERA

16.7.1 in vitro SERERIE
CYP3A. P-gpictt 9 BHHEERZET 5,2 [10.. 16.45:0H]

16.7.2 A7 4V >
fRFEHRABIEICTA 740U > 2400mgk 7 S 201> 2%
300mgHf L7258, PEHSHETT A 7 1 U > DI iE P iEEIE Cmax
TL26f%. AUCTL19f5 EH L. 7 U7 T > 21316, 4% L 72055k
FHICEEERRED NN .Y
Fo, [ELHERBIZICTF 7 11U > &300~600mg/day T1H 5)2#4%
O#%5L, BiZr7 52071 > >600mg/dayZz1H 5265 L
TR, BERTARICBWTT A 71 U > OMmEHRIREIAER S
ZRU7Z.2 [10. 28]

19. BT ICEYT SELZHMR
MG i

CH3

—f4 0 750 A0<A 2> (Clarithromycin)

k%% : QR,3S5,4S,5R,6R,8R,10R, 11R,12S,13R)-5-(3, 4, 6-
Trideoxy-3-dimethylamino- 3 -D-xylo ~hexopyranosyloxy) -3-
(2, 6-dideoxy-3-C -methyl-3- O -methyl- « -L-ribo -
hexopyranosyloxy) -11, 12-dihydroxy-6-methoxy-
2,4, 6, 8, 10, 12-hexamethyl-9-oxopentadecan-13-olide

5373 ¢ CasHeoNO13

YR 74795

PR BEOREMEOHRAR T, KTHW, Y XiFrooRb
LIZRRETOTL, AY /=), T =)V (95 XiF>
IFINIT—F)NTEFIZK L, KIZIEE A EBT RN,

Bl R 220~227C

22. A%
(Z)ROYA > E/NEAS Mg Th—71)
1008 [10%¢ <10 : PTP]
500%¢ [104EX50 : PTP]
(L5204 DS/INRAI0% Th—D1)
0. 5g X 12041, [441]
100g UNT. #EEFIAD]
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