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BR7ERAE 2022 4 6 J 2022 46 J

SUXDIA T S50mg INBH KXiE

VUZE - STl

Clarithr omycin tablets 50mg [Taisho| for pediatric
AASERT, vuy7H7 ) Aa<A v

DIUXDICE= FI OOy 10% INBR K iE,
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L7z&2Ah, $e51% 6 Bl £ TSR D 25.8% DSIRHFAHEE S U
723,

7B, EFERLAC 200mg (Ufil) % ZBE R IR O8RS Lz &
C AL R TSR K OGRS O 14 KR LA )5 ER
D HNP,

166 HENE=REHY 8%

16.6.1 BipEpE=E
BREEIE R & A 4 R OB AER S 12 200mg (JIfli) %
ERERHEEROES L, 2L 7T =2 )75 A (Cer) &%
DRPTIRE & ORBRZ G L 7245, BREEOE T I2PE > T Com
D L5 Tie OILE KO AUC OB Sz (GElE S :
Bioassay)*” . [9.2 %]

Z fj ; ; e Cos Tow | Tie AUC
(mL/min) (pg/mL) (hr) (hr) (pg-hr/mL)
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

16.6.2 &
EELZEBERADO Vv 66~82 % (P 7221%) O3 %I
200mg (JIffi) % ZefME AR IT#% 5 L. Z OENEIE % #at L
ToAE R EHERN & R D & Toaee Tz XIZIZFEE TS > 7205,
Cumae AUC 1B 5 12754 o 72 GMISET: © Bioassay) ™. [9.8 %
iy

Crnax Thnax T2 AUC
(pg/mL) (hr) (hr) (pg-hr/mL)
s (n=3) 3.72 2.3 4.2 19.20

W Crax Twax | Tie AUC
S (pg/mL) | (hr) | (hr) | (pg-hr/mL)
HPLC
KAk 1.05 14 1.8 3.54
/MR (n=6) 5mg/kg
HPLC 0.98 1.4 3.2 5.37
R : : : -
A (n=8) 200mg Bioassay 1.16 19 | 4.04 8.98
A (n=8) 400mg | Bioassay 2.24 2.7 | 4.36 20.30

16.2 TRIR

16.21 NA A TRASEUF ¢
EERAICBWT, 75 20~ 4 ¥ 488 (250mg) % REH%
S L4 QEHE) 75 2a~xAy >y e CEE
EFEIRAIES L2235 E OB EERN /S5 X — % % BHRE L
720 FORER. REMEDOINA T RA T T 1 1% 52, 55%
Tho7zhs WEGEBEEIC & o TEE SN LIEEAH#HY (14
FKBRILIR) Z&07235 A= FRITRERP S, 75 ) 2Aua< A
T IR O GHITIZESICRILE TN D I L ASRE S
(L T— %) o

16.2.2 BEDHE

ANELZ 10mg (FI1l) /kg % BERERPES L7z & & O i
12lk, BEORBENILEALTBO N o727,

16.3 37

BHER AN BT M, F 72, BEHICBIT LY SEXSW
W™ SEANORATI R W LR, TN NOMBANOBATIZR

_5_

16.7 EWHEEER

16.7.1 in vitro HERRIE

CYP3A. P-gp \Zx 3 B EMREHEZ AT 5. [10.. 164 K]
1672 74714

fEHER NSRBI TF 7 14 ) ¥ % 400mg K OSAFH % 300mg B L
TAER, RS HETTF 74 YOI 1L Cnx T 1.26
f5, AUC TLI9fEER L. 207 F v AL 164% B L 7225
I EEIEED SN oY,

F7o, A TREEIEIZTF 7 1) » % 300~600mg/day T 1 H
2 #RIIH G- L. HICAH) 600mg/day % 1 H4r 2 fEH%S-L 72
W PEH 7 HHICBWTT A 74 ) v OIMiE P REIR A E R -
AERLEY, [10.2 B3]

17. BRERRR IR
171 BIHRORESMICEET 558k

(—RERELRE)

1711 NEBEEEHR & U ER—ARERRHER
TROBBIHT 2H MRS SN2, 5B, A%
R LR AR GE . M4, 1B EITIR 2R ZE O IR
G0 RHREY xS B T E E BB ER T A O SR
HHNTz,



OB % e (%) [H#ILLE]

FZ 18 FF IR G 91.7 ( 22/ 24)

FAEVER I e . TRTEVERZ RS IS, 1) > /%
(E U oSHide, MBVERRRIAE . M5 - ?»?M%&U)

TR D RS
I 25 i 93.7 (550/587)
<uﬁ9ﬂ CWEBHSS, RMRE. BMEAAE L. Mg, >

TS s PV N B 2 D — Uk e g
&GRS 98.9 ( 90/ 91)
H HRpEIEGE 885 ( 69/ 78)
(FH %, Fl&ER)
PRALZL 100 ( 28/ 28)
HHE 86.7 ( 39/ 45)

(BRMRBEFRLERE (T4 X) (O EEM MAC E)

1712 NREEEHR E U -85 — IR EEREER
BRI EREGER (=1 X) 124E ) {1 MAC fEIZxH§ 5
CEEMRIEGEAR T & TR B W T RAIOHF BN
LNTWS, NNEeREL-HBREIROEBY TH S,

rOOB A AhE (%) [ARILE]

TR VSRR EAERERE (A 212 BE D IRAEIEMACHE

CRJE) 61.1 (11/18)

18. ZExhERIE

18.1 {EAHRF

MMBEOT70S ) KV —2D508S 722y b AL, BEEHGHE

=S 2%,

18.2 EIE(EH

18.2.1 mEEA
T RYERRIE, L YRR, M REREOTRNE S T A
Y, £S5 0%T (TTUNAT) BTV A A VT
IUHE, LIAARTE, BHERE. 7y Euns ¥ —gso—
Hors sBrEYY, 253V 7EY. x4 a75 X<
B g anNyF YA T ATy T Ly 2R
(MAC)"™ IZHBIER 2R L. ZOEMIZbo~ 2 05 4 KR
YR L R ETH D (in vitro) o

18.2.2 & FERE 14 SLKBLEDOIES
KRB L IFIZASOHHE N2 ET Y 25, ~4anxr 7Y
L-TUmATYyTLy 2z A (MAC)™ 128 L CIdRZ bk L b
g5y (in vitro) o

18.2.3 BB LEETIVICK T B/EA
7,71mﬂﬁﬂgm@%40),415,43),44).48)‘ E’:‘FEZ;',}%M)AS),M)‘ u?‘wg;@z\%
FEOA S £ 1 BT, AR O BT 2 RS T A RO
L. B3R E R,

19. BHR A ICEET 2 EEZFR

— M ZH - 25y 2~ 4 ¥ (clarithromycin)

b4 : (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-7ibo-hexopyranosyloxy)-11,12-
dihydroxy-6-methoxy-2,4,6,8,10,12-hexamethyl-9-
oxopentadecan-13-olide (H /5 12 #EHit)

% 45 CAM

1btiaE

57 F3 ¢ CssHeoNO1s

L 747.95

R BEofFREEORE T, RIFHE. T M Fs ook
VR RREITRT L, AF /=), =% ) —)b (95) X
FEYZF NI —FVIZEITFIZC L, KIZIFEAEEIT
Vg

Bl 220~227C

20. BiRV EDERE
(FZ14>mv7)

TV O —aRERERIE, BRE BT GESL TRET S 2
&o

22. a%
(&)

PTP 100 & [10 $E x 10]
PTP 500 #& [10 £ x 50]

(FZ142mv7)

T ATy 7RIV 100g GEEFIAD)
53 0.5g X120 AL (BERERIAD)

23. EEX#
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14)
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17)
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23)
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29)
30)
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48)
49)

JEL AR 55 8 A i TR A A e PUAE S e o F5 ] &
Griffith DE, et al.: Am J Respir Crit Care Med. 2007; 175 (4) : 367—
416

Desta Z, et al.: Clin Pharmacol Ther. 1999; 65 (1) : 10-20

ZART5 AIE A+ Chemotherapy. 1988; 36 (S-3) : 515-520
SEARFRI 2 - BANET LV F—44555.1989; 3 (1) : 48-55
Jacobson TA.: Am J Cardiol. 2004; 94 (9) : 1140-1146

Greenblatt D], et al.: Clin Pharmacol Ther. 1998; 64 (3) : 278-285
Yeates RA, et al.: Int J Clin Pharmacol Ther. 1997; 35 (12) : 577-579
Hedaya MA, et al.: Biopharm Drug Dispos. 2006; 27 (2) : 103-110
Kulanthaivel P, et al.: Cancer Res. 2016; 76 (14 suppl) : CT153
Liukas A, et al.: J Clin Psychopharmacol. 2011; 31 (3) : 302-308
Hardin TC, et al.: Pharmacotherapy. 1997; 17 (1) : 195

Ouellet D, et al.: Clin Pharmacol Ther. 1998; 64 (4) : 355-362
Hafner R, et al.: Antimicrob Agents Chemother. 1998; 42 (3): 631-
639

Kakuda TN, et al.: ] Antimicrob Chemother. 2014; 69 (3) : 728-734
Wallace RJ Jr, et al.: J Infect Dis. 1995; 171 (3) : 747-750

EEE T2 ¢ FRRSEFE. 1995; 26 (1) : 149-150

BT« EEAEREBIIG~Y = 2 7V SEFIM S e
B

PHBEIIZ 2 H AR LS SHERE. 2009; 57 (2) : 97-100
AMEPE 5134 - Chemotherapy. 1988; 36 (12) : 921-932

Chu SY, et al.: Antimicrob Agents Chemother. 1992; 36 (5): 1147-
1150

HEHEELAIIZ 7 © Jpn T Antibiot. 1989; 42 (2) : 512-541

fle % RYERIZ 2 © Chemotherapy. 1988; 36 (S-3) : 1058-1073

T 72 1Z 2> - Chemotherapy. 1988; 36 (S-3) : 698-714

JIEH AIZ % © Chemotherapy. 1988; 36 (S-3) : 715-728

IR KERIZ 2 © Chemotherapy. 1988; 36 (S-3) : 950-954

= HEH T2 © Chemotherapy. 1988; 36 (S-3) : 926-934

AME% 5135 © Chemotherapy. 1988; 36 (S-3) : 213-226

FREh% 5132 © Chemotherapy. 1988; 36 (12) : 933-940

Suzuki A, et al.: Drug Metab Pharmacokin. 2003; 18 (2) : 104-113
eI EA11Z 2> Jpn J Antibiot. 1994 ; 47 (10) : 1283-1298
#2913 % © Chemotherapy. 1989; 37 (1): 15-21

JE37BEl3 7> - Chemotherapy. 1988; 36 (S-3) : 660-666

B 32 - B & LR, 1999; 45 (2) : 94-104

TP (37> : Chemotherapy. 1989; 37 (2) : 172-199

127 - Chemotherapy. 1989; 37 (2) : 200-225

127> - Chemotherapy. 1989; 37 (3) : 314-335

IASIE=13 7 B SRR, 1989; 35 (1) : 134-151

W ALZ A - Chemotherapy. 1988; 36 (S-3) : 123-128

/NP F:1T 2 - Chemotherapy. 1988; 36 (S-3) : 1-34
TLEFER T 132 - Chemotherapy. 1988; 36 (S-3) : 35-58

FEH{# 137> - Chemotherapy. 1988; 36 (S-3) : 59-70

T & 1T 2 - Chemotherapy. 1988; 36 (S-3) : 95-110
ET2%(3% : Chemotherapy. 1988; 36 (S-3) : 129-155
FHIRAET-13 2 - Chemotherapy. 1988; 36 (S-3): 117-122

IR 1375 © Chemotherapy. 1988; 36 (S-3) : 111-116

Brown BA, et al.: Antimicrob Agents Chemother. 1992; 36 (9):
1987-1990

FTE2135 : Chemotherapy. 1988; 36 (S5-3) : 156-169

Cohen Y, et al.: Antimicrob Agents Chemother. 1992; 36 (10):
2104-2107



24, XEEKRERVBEWVEDES
KIEBSMASHE ATFTA AN, v T A= arbry—
T 170-8633 TR LTHRE B IX 7 H 3-24-1
Eih 0120-591-818

26. BUEERGEREE
26.1 BGEERSTE

QO iixt=x IR
RRHEEXSH3-26-3
26.2 ¥¥5¢

xmﬁzﬁmﬁgﬂ

RREESXSH3-24-1



