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CLARITHROMYCIN Tablets for Pediatric [TCK]

2. B (ROBECEFRSULBEVWTE)

2.1 RENK U CEEEDORFRED H 2 BE

*E| 22 EEVR, IANTYIVERRRE - BN T AL - A
Va7 rFEYy, Y RuI LIy I VA VILVER
W, ARVFH b U RLVFH 2 NMERIE, KL/ L
FH UMK, OIFERAVUEEE, ¥ 57 4L [T
RIUWAHN =T F Y - 9557 40)b, FHT L,
ATNVF=T ANTIIVIERIE, XX NTT7 R (18
P SRR (N oSEREY VSER &) BRY
BEEAMEDO~ > MVHIREY Vo SEOREWHE) . LIV R
VIERRIE, 7HELY VIERRIE. T XLV AP T
FYIUZILEBIE, K70 AR >V, N NHhLT>, T
L=V, FLAYILY Y XRFVYIN-TELZY
Yy, ur7 7 V=7 E2BEF0OEE [10.1 2E]

2.3 FEXEBBICEEDHH2BETILL T V2 HE5FHD
B#E [9.2.1 ,9.3.1,10.2 2]

3. #HAL - MK
3.1 R
fTEs Ao (1 #8) TN INA]

JURARE R, BEE
KTA ATFTY U
TR, R
75)2avA4 YU 70 2avA YV (BR) | aiLeila—2,

/NRF 50mg [TCK] |50mg (F14i) AUVILR—k80. 7
OxO—A, vZ/ud—
JL 6000, B&f{bF 4 >
FIVFNay

3.2 HEIDMER

EZ(mm) | ES (mm) | EE (mg) FilTE R

7592074 =ye)

YR = @ Touh | ool

50mg [TCK] RN
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TJE5 (TSUNXT) - A95—UR. AV TILIVYEHE.
LIyFxITE. BEKE. hEONII—RB. IS5 ZI7RE.
JAATSANE
GEVAE)
RITERIERRE . REMERIERAAE. UV IVE U )/ VEIN.
IEMEIREZIE . YME - BUS N O FHTRIZE D TR EEEE . [HEE - BREEN.
R, 2ERESR. iR, RS, BHFRSSRED T

G, BRAMERN. DER. BISN. BIH#. 5K
OBKRURERDERE (T4 X) [CHESBEMEYAINT T

UL - PEDLOYFLUYIR (MAC) 4E

GEILERE)
AENCEREDYAINIFTUDL - PEOLIAVTLUYIR
(MAC)

GERMVE)
BRUERBADERE (T/4X) ([CHESBEMEYINT T
UL -7EDLIVTLUYIR (MAC) fE

5. MEEXIIHHRICEET B
(—RRRRAYE  IREE - HREEK. Rtk SMEESTR. BRMER.
thERX. BISER
[(IMEMEBEEEROFEF =] Y 22B L, REERSOLE
Tl L7z BT RRIOBRSSEY SRS 25810k E
THT L.

6. FiERUAZ
(—RERRAAE)
BH. NRICIEZZS ) 20w & LT 1 BIEE lkg 720
10 ~ 15mg (Fiffi) % 2 ~ 3[EICHT TROKET 5, LIF
FIiIcR LT3, 1 BIRE lkg 720 15mg (F11ffi)) % 2
~3EICA VT TROKST 5, &B. Fif. ERICE D BEEH
WY %
(BRMRBERSERE (T/4X) ICHESBREE<aNTTU
DL FEDLTIVILUYIRA (MAC) JE)
EE. NRICE 7T AT A Y E LT | BIRE lkg H720
15mg (71ffi) % 2[ENCH W TROKSET 5. 28, Eis. iE
RISV EEEHT 2.

7. ERUBAZICEET 2R
(—RERRAAE)

7.0 NRO 1 BESBIZRAOZERAR (1 H400mg) % LRE
5L,

7.2 GEAREEEAMELESZVEELZVLLFSEDL V3
FRRICKT L. 1 H400mg 3 25952 Lick D, @2
~ 5 HCERIZIWEICH D, ERFBBRLTCHEEIE2 ~38
BT A ENEE L, £72. LIT X TMRIIEROHE
ENBVWBIETH A0, FICRBETOREICH 2 EBE%
ETI, BER TR, BIC2 ~ 3BEMBRE RS LER2BE
TEIREND D, 5B, BHEHBFIERPEL L 72510,
BRIV IF R TICED LTS (F /) 0 U REHHE) ~
OEBEPKRETH 5, [8.1 BH]

73 LA X ITMADBBICB VL THEMTCHERT S ENEE L
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SEIMAT2EAORHEER LBEIRT 52 L,
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WH b,

7.3.2 invitro AN OBFITBWT, KAl LR TaxH v
XikyFazaxd sy EoMHAME (HFEZ2 O UBENER)
PEROENTEDREDH B,
(BRMERBEARASIEIRE (T4 X) [THSEREE MACE)

7.4 BRI OBRHFOHA RS A2 2 &2 B2 IHABERITOIC &

7.5 BRI ISHEENZWEDI DO SN BRLBERETE
Th5. [8.1 2]

8. EEREANIR

8.1 RAIDMAICH - > Tid, MWEEDOFHREZH -0, JFAI
ELTREREZMR L, BROBHR_ LBE &/ RO D%
HiceLwnrz e, [7.2,7.5 1]

8.2 I/IMRIEA . RMEREA BIMEE N, BBk, R
HWENHSONDIENHHOT, ENICHEEEZITO L &8
RE+HIITH 2 &o [11.1.4 2]

9. RENDHERZEIIEREICHATIER

9.1 GHHE - BIFEEDHZEE

9.1.1 DY I70O5 4 RREF(CH U TGERBEDBIFEDH 3 ER
=

9.1.2 MEEDHDEE. BAYUDLMEDH S EE
QT &, D= (Torsade de pointes &), DEME) %
EBITIENHDH. [11.1.2 2]

9.2 BipeREERE
AEIOMPBES LRI 2BFNTH 5. [16.6.1 ZE]

9.2.1 BiEEBERETIIEF U EREDDES
BELAWZ E, T F UOMPARE LIS FHEERD
WESNTWD, [2.3,10.2 2]

9.3 HHkpElEERE
IREEEZ B SR ENH B, [11.1.3 BR]

9.3.1 FFEEEERECIINEF U ERSDOES
BELEWI &, T FUOMAEE RIS hHEBERD
WESN TS, [2.3,10.2 2]

9.5 1Ii®
TR ST GR L T WA RTREE O & A EIcid. BB EoBF T
Pk EE S EHIENBERICOARBET ST L, B
EET, BEMICEES DS DNAIEHEBICB LT, RESEM
(DMERDOEHE., ODBH, HFEES) PRESNATVS, &
BEIMCBIAHBTIRO LS BRENH 5. SDFZRT v b (15
~ 150mg/kg/ H) %0 CD-1 %~ Z (15 ~ 1,000mg/kg/ H)
IZBWT, ThZnBEmcsErdbobhimmHETT v
FMRBICDMEZREHEL FICv 7 ZRIRICOBADPRD 5N,
F7z2. YU (35 ~ 70mg/kg/ BH) I2BWVWT. BEMICHEMED
Hobhsp 70mg/kg/ HTOFIF 1 BUEEEDOKRENAS N
7oA, LR, Wi, BIBICIZERE RO NG -7,

9.6 = m
HELOERERUOBARBEOAREEZZER L. BAOH#KTE X
BHIEZEET 2 &, & MREAFABITT S EPRESH
T3,

7B, BER (T ) OFITFEEL. MIHEEORN 2.5
BTHR LT,
9.7 INE *
TR AR E B R O A R 2 R & LT B PR BRI FEREL TR,
9.8 SimE
—fRICAETEBESMETLTEY., BLMHEESERT 2B%
N»»s. [16.6.2 E]

*%10. BEER

KANIEELT CYP3A ICKDRESND, /oy KAZ CYP3A,
P-t#EHE (P-gp) 2MEJ 5. [16.4,16.7.1 2]

10.1 HAZER

HEHABLZEWZ &)

FH2E BRARAEIR - B WF - fElER
EEYR?Y QTR DEEAEAR| AFID CYP3A 1239
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7 M EFT BAREES B
Do

INIYIVERRE - | MERESOEE 2

WARKA Tz AV - AV ERZEBZITBEAD

TaLyryFEI Y | H B

(V73]

JeRaI LIy IR

JIVERE

[2.2,16.7.1 &H&]
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A TNF=T A TIF =T OIERH
(AL TLEH] HHRILZBEZTNNH
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ANT SV VERE BEOKRIRSH 5D
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13, HEEOREPH
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7 MNUNAYF AL
7 LKA ©
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[16.7.1 8]
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FELZIEY FELZIE QM| AHIO CYP3A ICHT % (R0 VU7 E L 3| £#EA O MABE E| AHD CYP3A 1T
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vraARY v EEHEA O MARED | N D, )
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BEIFPROONTHHITEIRE L2 FIET 270 S@EY) 2 0E 1T
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11.1 EXGEIER

1111 Yavd., PFI7453F— (WINHEERH)
WL S, S, RRENHODNIEILNH 5.

11.1.2 QTER. DE$E (Torsade de pointes ZZ ). i
EHIE) (Wb EERE)
QT EEZONEBROHZBE. EH ) T AMEDH 5BEHEIC
BOWTIERICEFEET AL, [9.1.2 2]

11.1.3 BIERFR. FHHSREREE. &8, A2 (W h b HEERE)
BIFERF 26, AST. ALT. vy -GTP. LDH. Al-P ® FH%E % ¥
D HEERE HE A2 H 5 bhb 2 &N H 5, [9.3 2]

11.1.4 RN SRIMEREAN, BMMEM. 5mikmd. ER
RIERE (W9 bSEEARE)
(8.2 ]

11.1.5 DEMRFIFEFERFHAE (Toxic Epidermal Necrolysis :
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B (Wb SEERET)
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U, #YLMNEEZITS I &,
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S5 A= BERTA—S
AUCo- 121 Crnax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
750201V
A Soma e | 79491 2446413920 £ 4475| 1.60 £ 0.50 | 3.95 £ 0.70
TR 50 80900 22049| 146.44 £ 41.78| 1.68 + 0.49| 4,15+ 0,92

5 ~ 10% A 1 ~ 5% il SHEENBA
HIbE T EiD SR
BHRAR HIEAR
HEsm TERD
M It BLY
W RE % mplz
&
HEE
I — 3 o akist > —
=i
BEAREED
T HERiE D
HHikET 2
i FFRESR v -GTP k& AST b5
Al-P b5 ALT EH
JEY S - I EE
YLy ER
B — SEEREE BUN L&
JVTF=vER
A FEER — ;E?ﬁ%ﬁtﬂiiﬂé A > Y FHE
BB | — — il
I Eii
Z Dt — AR IUEE HEITE
F)ZVERY REITIZT—EER
5 Y S hE
T PRI M 3]
BAYYLME |[Leo<D
TRAR FEE
o
STl
BHR LA

B LR ER B O [E R PR A B N OV LS BRGE R O R BE R &E
BEIZEOWTWAS,

14. BRLOFE

14.1 REIRAHROER

14.1.1 PTP BEOEAZ PTP ¥ — b2 SEOH L TIRAT 2 &
SEBI B L, PTP ¥ — FORMKIC KD, BOHHARPRE
HEARIA L, BICEEAEB L TRBAAZOEE 2 &0
EEHRETHEND 5,

16. EYBNHEE

16.1 MEE

16.1.1 BEOgS
/NRAC Smg (J1f) /kg &, F - EERALAIC 200mg. 400mg
(i) % ZERERFHEIR OIS L7 & & 0P MmEFRE R UE
INTGA—=YDEIFLTDO LD TH 7z 192,

Nl E=—= Cmax Tmax T AUC

HIE (ug/mL)|  (hr) (h;) (g hr/ml)
ME(n—g) HPLCEZILE 105 | 14 | 18 | 354
smg/kg | ypLokEn | 098 | 14 | 32 | 537
%ﬁ% =8)| Bioassay | 116 | 19 | 404 | 898
Z%{)\r;%: 8)| Bioassay | 224 | 27 | 436 | 2030

16.1.2 &YRNEEHER
7)) AavA T rEE/NRES0mg [TCKl &2 F Y Z§E 50
INRAZ, ZOAFT—N—TEICEDZENFNLEE (75 20
~A4 > 50mg (F1ifi)] BERASFICHEERREREOKRS L
TSR RENEBEEZRBE L, BoN-EMHEE/ ST A —%
(AUC. Cmax) 12T 0% FEHEX BRI CTREHEIT 21T > 72
$ER. log (0.80) ~log (1.25) O#EENTH V. WA DEY
FHRSEAHER SN/ 2,

(Mean £ S.D., n=20)

(ng/mL)
180+

- rJyRuvA ¥ rEE/NRAS0mg [TCK
751 ZHESO/NE
Mean=£S.D.,n=20

_ -o-
160+ |

140
120
100
807
60
40 {

i AR a SNECIN NS =

20+

17273 4 6 8 12
BR#f (hr)

MAEFFBEN NC AUC, Crax D785 X — % 1%, HiBE OB,
R OBEEE - BRESORBEFICE > TER LA EEEDH
Do

16.2 DRIV

16.21 NAFT7RASEUFT 1
BERAICBWT, 75U A0<A ¥ Vi (250mg) &0
BE5 L1588 QREEE) L7V 2uvA I 7 by
BIE 2 BRI S U 723558 ORYIE BRI /ST X — & % s
L7z, FOMEER, REMEDNAFTTRLSEYF 113 52,
55% T®H -7z WEEBERICE > TERS N A EERBEY
(14 (rKRRILIK) 2 &®T/8T A — Y BITEE,PE. 75U R
OV A ¥ VIERROKSRZRIZIITEZLRICHNSNT NS Z EDPRK
SN2 (ENT—5).

16.2.2 BEOEE
/NEIZ 10mg (711fi) /kg #BERRO#ESES L & O MEFRE
B, BEOEENIZEAERED NG P22 2,

16.3 9t
BEERAICB T AR, /2. BHEICBI2EE. [EXSW
MENOBTHEZEE LIZER. ZRZNOMBANOBITIER
FCUERREEFRED LIEFNI EOBEZR Lz, £72.
B, Rk, EERMEESOMBTEEIXITEASOFTImE
FBELZAKZ EEDboT, BB, b NIEEAFBERIT 42 ~
50% T&H -7z %Y~ (in vitro)

16.4 X
b MIBTAEREMIE 14 MKBRILATH D, MIERICIERE
fE L ZIERIBFEE L 2,
tMFI OV —LxRHWEin vitro RERICBWT, 7T U A
O3 A I3FEELTCYPIA TREESNSZENRESINT
W53, [10.,16.7.1 28]

16.5 HEtt
/NEEEIC Smg (J1ffi) /kg & BERECOHS L, Bioassay T
HIELEZ A, 5% 6 Bl E TICREED 25.8% HREA
Pt s niz 32,
7B, BRI 200mg (i) ZZ2ERHICHEEREORSG L7:
LA RPICIEFICREME R OEERBE O 14 (KR
MERO 5Tz 0,

16.6 REDEHRZEI HEE

16.6.1 BikEEEEE
BEEEREE SE L L EEOBRERESIC 200mg (H1fi) =
ZEEBEEREO®RS L, L7 F=2 27U 7 I (Ca) &
FOENEEE OREZ S Lz ER, BEREDETICHK-T



Crax D LR T, OEEK UV AUC OEIMARD 517233 (H

FE : Bioassay). [9.2 ]

LT F=

reerl gin | 68| b8 e hom
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
Car= 5(n=5) 3.54 1.48 6.13 36.89

16.6.2 SknE
HELEWMBERDOLZ VW66 ~ 825K (FHT722%) OXMHE3
12 200mg (Fiffi) % EEREEFZORS L. ZOMENE)
A2 et U2 R, BEBRALEARS & Toan Tz X213

BTH > 7M. Crnaxs AUCIZBHS P ICE D - 723 (BHIEE :
Bioassay). [9.8 £H]
Chmax Tmax Tz AUC
(pg/mL) (hr) (hr) (ug - hr/mL)
=i E (n=3) 3.72 2.3 4.2 19.20

16.7 EYHEEIER

16.7.1 CYP3A. P-gp Icxid 2 IHERAEET 5 . [10.,16.4
Z ]

1672 74UV
BERBEABEICT A7 1V 2% 400mg KOV TV 20~ A ¥
> 300mg R L7-#&R. S HETT A 7+ U Y DIiE
FEEL Cnax T1.26 %, AUCTILI9ORELEAL. ZUTT ¥
AL 16.4% A U SIREHICERZ IR o o7z
¥/, KREXMERLICT AT 4 > % 300 ~ 600mg/day T
lH 2RO®E5 L, BIL/FY Aa~vA ¥ 600mg/day %
1 B 2 HAHRE LIER, fIR7HEICBW T 74~
DIMEFREIIFERE EFER LY, [10.2 2]

18. EFFIE

18.1 {EFKER
HED 70S VARV —LD50S T 12w k&S
ZRHET B 330,

18.2 EIEB{ER

18.2.1 ;iE{ER
TRUEER. LY YEEE. MAREOFSHE T T LB
H. E97%T (TSN RXF) - hFFT—UA, A TINITV
YHE, LYF X TB. BARE. 7ruansy —BEo—&
DT T LEEE. 7IIVTRB. A AT ITAYBRUYA O
NTZFYTL - T7EILaYy T Ly 7 A (MAC) ICHEEH
ZRL. ZOERBMOT 7054 RRFENE ERE%EL ET
330~ (in vitro) .

18.2.2 b MR 14 MDKBMLADRE N
REMEE IFZIZTRZEORENZET 57,
L7 LaYyT Ly 2 (MAC) IZRLT
55 45)-4) ([n vitro) .

18.2.3 BB ETIVICH T D1EH
~ 7 ADREREN G, NG, FFIERBEEE TILICB WL TiE
77 Au~vA Yy ORIFTHEBBITEERBL, BNAE
%ﬁ—\‘a— 37) ,38) ,40) ,41) .45)o

L. EEHAK

A aANTTYY
FRERELD

19. BYHD(CRT BIELFHAR

—iRi%FE - 759U xu~vA > (Clarithromycin)

ft % % (2R,35,45,5R,6R,8R,10R,11R,125,13R)-5-
Trideoxy-3-dimethylamino- 8 -p-xylo-
hexopyranosyloxy)-3-(2,6-dideoxy-3-C-methyl-

(3,4,6-

3-O-methyl- a -i-ribo-hexopyranosyloxy)-
11,12-dihydroxy-6-methoxy-2,4,6,8,10,12-
hexamethyl-9-oxopentadecan-13-olide

43 T 2 CasHeoNOis

4 f & 74795

i M 1220 ~ 227C

CH3

E8 R HEOEEEOHER T, FRITE W,
T XIE7 00BNV LICRRBITRTL AT ) —
LUy TH =) (95) XEYITFNLIT—TIITETIC
<LV IKITIFEAEBT 20,

22. &

100 %¢ (10 %E (PTP) X 10)
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