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CLARITHROMYCIN Tablets for Pediatric [TCK]

2. B2 (ROBEIICFERS LBV E)

2.1 RENK U CEEEDORFRED H 2 BE

22 BEYR, TINITY I VBEARIE - BKkKhT7214> - A
V7aLryryFEY Y, Ve RUILITY I X VIVEE
H. ARLFF b, OIYERAVIEEE, 9557«
V(7 RIIULHA), FHZLAL, A TIVF=T, AT
VUEERIE, XA NS5 TR (BEIEREOBEY ~
SRR (NY >V SEREE ) L oNER &) OFEEHER) .
LSy RUERE, 7HELY VHEBIE. T2 v
AT aF VT LRSS ROEE [10.1 2E]

2.3 FEXEIBRICEEDH2EETILL TV 2H 550
#B#& [9.2.1,9.3.1,10.2 ]

3. #8AL - MR
3.1 8
BR7E4 BRI (1 §EF) IHOA]
JUARE R, BEE
IKTABE. ATT) VR
TR, B ROF
75)2avA Ui 7oV avLYy (HF) | Y Fueleilo—=2,
/NEF 50mg [TCK] |50mg (F11) ARV AR—F 80, LT
OXO—RA, vr/ud—
JL 6000, EE(LF % >\
A Fr ary
3.2 HE|IDMEK
E&’:LE% 9* ﬂé @5@ %EU
7 EEmm) |[ES (mm) | 28 (mg) | AE a-F
7592074 B
VYRR = @ 700 | ool
50mg [TCK] J—hE
6.2 3.7 84

4. FHEENIFZHR

O — MR RRRAE

GEILERE)
AEICRREDT ROKER. LY UHER. MRKE. T3
g5 (TSVNXS) - h95—UR, AV ITIIVYEHE.
LIyFRTE. BEKE. hEONTII—E. 7T ZI7RE.
RAATSSAXE

GEIE)

R ERRE . REMREREE. UV IVE- U V/VEIR,
IS MERRRZIE  IME - BUS N O FilTRlE D TR kEe. [HEE - HREEN .
k. RUTEZRN. N, MRS, EMFRESRED—
R, BZMERN. hER. BISEN. BIH. S

OBKURERDERE (T/4X) ICHESEEETOINTT
UL« PEDLIYTFLUYIR (MAC) JE

BAREERDEES
876149
ARES | 23000AMX00545000
AR7ThEe 2006 £ 7 A
CELERE)
FRENCEEDR A INTFTUDL - PEDLIVTFUYIR
(MAC)
GEFMVE)

BRMRBADIEREE (T X) (CHESIERETAINTT
UYL - 7PEILIVYTFILY IR (MACQ) fiE

5. MAEXIFMRICEET DR

(—HRERZME - [WEE - HREEN . Rk, SMRETRN. BRRMEER.
hER. BEISER)
[IMEMEBEEFERAOFS & Y 2B L. MEERSONE
&M L7z BT REOBSHFEY) W s n 5581085
IT5Z &,

6. FERUASE

(—RRIRARAE)

WE. NRICWE IV A A& LT 1 BIAE kg H72D
10 ~ 15mg (Hffi) %= 2 ~ 3ENCHT TROKES T 5, LIF
FTRERICR L CIE. 1 HIKE kg H7-0 15mg (Jiffi) % 2
~3ENCAVTROKSET 5, &B. Fih. ERICE D BEEH
BT %o
(BRMRBEISERE (T4X) [CHESIBEETINTTU
L FPEDLIAVTUYIRX (MAQ) fiE)

WH. NRICIEZ ) Aaw A2 LT ] HIFE kg 70
15mg (71fi) % 2 [ENCH W TROKS T 5, 28, Eis. iE
RIC KV EEERT 5.

7. BERUAZICEET D=
(—RERRAAE)

7.0 NRO 1 HESEIZRAOEZERE (1 H 400mg) % LR &
IT5HTE,

7.2 RERLL CAMERLZAS ZVEELZ VL LRSED L V4 %
Fhfigicat Ly 1 H400mg 73 285352 &1k, #@E 2
~ 5 HCERIZWEICH D FERIERLTHEEIE2 ~ 38
BT 2 EAEE L, £72, LIT X TMRITEROHE
ENBVWBIETH A0, FICREBETOREBICHZ2EEL
ETIE, BB TR, HIC2 ~ 3EBRS 2k UEREBE
THREND D, 48, HEHBAITERPEL LG,
BV IF R TICEDNESTA (F 0 REHLE) ~
ODEEPDLETH S, [8.1 BE]

73 LT X ITMADBBICBVWTHMTERT A ENEZL
WS, BEOERICIS U THANBELRIGEIIILITO®RE %
SEIAT 2EAORHEEZR LERT S22 &,

7.3.1 REEN FOBZEICY 77 YV EHA LB EDOHRE
Wb,



7.3.2 invitro AN OBEFITBVWT, KAl LR TaxH v
XikyFazaxd sy EOMHAME (HFE2 O UHEMNER)
WEROEN-EDRED DB S,
(BRMERBARASIEIREE (T4 X) [CHSEREE MACE)

7.4 BRI OBRHFOHA RS A2 S22 IHRABERZITOIC &

7.5 BRI ISHEENZWEDI RO SNZBRLBERETE
Thb. [8.1 2]

8. EEREANIEER

8.1 RAIDMERICHIz > Tl THEEORHEZH /20, KA
ELUTRZHAHER L. BRORE LRELB/NROHB O#
Bizklwnrz s, [7.2,7.5 28]

8.2 M/MREA. LIMEKEA . BIMEE M. HmERED. HEER
HKEDSHS6DONEZENBHZHDOT, EMNICHRERZTO> R EE
e +oIciT> 2k, [11.1.4 2]

9. REDEHRZEAI HEEICEHTZIR

9.1 GHIE - BIEBEEDHDERE

9.1.1 DI I70O5 4 RFRFRIITH U TBRBEDEEEDSH 3 E
=

9.1.2 DEEDHBZFE. BHYU D LMEDS 2 ES
QT &, DEHIA (Torsade de pointes = &dr). DZEME)
EBITIENHBH. [11.1.2 BH]

9.2 BiEREEE
AR OMABEN ERT 2821555, [16.6.1 BIE]

9.2.1 BiEEEEECINEF v ERSDOES
BELEWI L, TN F U OMAFEBE FFICHES REERAD
WMESNTWVD, [2.3,10.2 k]

9.3 FeEREERE
AR EZ B(L S B2 2 EAH 5. [11.1.3 BHE]

9.3.1 FFEEEZSEETCIINEF U ERSHDES
BELEWI L, TN TF Y OMHPEE EFICHEDS REERD
WESNTWVS, [2.3,10.2 ]

9.5 iz
TEIRSASIE R L T WA RTEEE O & A EIcid. BB LoBF T
Pk E EE S EHIENBERICOARBET ST &, B
EBT. BEMCEESbobNAEAEBICBVLT. BREENE
(DIMERORE, OHH, HFELEE) PHRESN VL. &
BEMIBI2HBETRO LS 8ENFH D, SDRT v M (15
~ 150mg/kg/ H) %0 CD-1 %< 2 (15 ~ 1,000mg/kg/ H)
WKBWT, ThENEBENIBENSSDNAREAETT v
MERICDMEREEL I ZARBRRICOBHUSRD 5Nz,
F72. YU (35~ 70mg/kg/ H) I2BWVWT. BEMICHEED
& 5bN s 70mg/kg/ BT 9 BIF | FUEFEDIEAH 51
7ens, NFE. HNIE. BRICIXEEIIRO o N -7,

9.6 EIw
WRLOBERERUCBIRBEOERELER L. BILOMEX
EHREEMET 2L, b FRAHRABITT 22 EMRES N
TWa,
B, BWER (v ) oFITFRBRER. IFRBEDOK 25
ETHR L.

9.7 INEE
BHAEARERRUHEREZGREUERABRIIFERL T,
9.8 EE

—RICEHEBEMETLTSED., SLIHFREPRRT 528%
NPH%, [16.6.2 ZH]

10. 1EE{EF
RENIFEELT CYPIA ICKORE N5, F7z. FANX CYP3A.
P-HEHEE (P-gp) #MHET 2, [16.4,16.7.1 B

10.1 HAER

HEHABLEWZ &)

HHEE R PRAEIR - TEEE W - fEERT
PEY R QTEEDEMAREAR AAID CYP3A ICRT
(=5 v 7] (Torsade de pointes| 2HEERICL D, &
[2.2.,16.7.1 ZIR] ET) FoDME R RERORBIIHES

BIEAMPRE STV R, 216 QIHhEE
5o LR LA EEEY B
Do
IUIYIVEARE . MEEREOEE 4 F
WoKA Tz AV MERAEBZTBEND
TuELTYFEVY BB,
AN EY
YeROI)LIF IR
JIVERE
[2.2,16.7.1 ]
ARV FH b ARV FH 2 Mol
VNS TREPEEFICES
[2.2,16.7.1 2] L. TOfEANELL
WiEd 282D H
2o
TIZERAVIVERE | O3 % RoImEE
(Vv 725V R] PELLLLRTZBZ
[2.2,16.7.1 ZHR] nN»H 5.

5557 1) ERERO ) 7T
[7 R L) ADEBEICHEDS L, #
[2.2,16.7.1 M&] DOIERNERT 587
nH»s.
FHhZ LAl FHZLalolEd
PARDPZA BEISELL ERT S
[2.2,16.7.1 Zf&] BENDH 5,
A TNF=T A TIVF T OERAN
(AL TNEH] HWRdTLr2B8ZTNDDH
[2.2,16.7.1 &ME] Do
ANT IV VIERE BEORIRSH S5 bN
(255) LT EDDH B
[2.2,16.7.1 Z&]
RANTTI A (BRE EEREEREORKI
SEIREOEBEY M8 MRS 2B E NN H
HAEILE (N 2SER %,

Y SER &) O
FH L8 )

(NATL T 2]
[2.2,16.7.1 B]

VYR UIERRE
[5Y—%
[2.2,16.7.1 Z:H]

LSy Ry oInhEE
BEF L. fERPHER
ITE52BENDDH 5,

7FELY VRS
[TRLIX)

7HELVY Y OMmFE
EPERL. BEROD

[2.2,16.7.1 ] RS ERT S8BT
BdH 5,

T4 T4 L) oMt
(rvysa7) ENELL ERTSB
[2.2,16.7.1 ] FNDDH 5
AYTaAFIZILE | AT aFY = )Lol
e REEY L& ULIERD
[(Z71Lton) HWRIEBEENNH
[2.2,16.7.1 ] %,

10.2 AR (HAICERTD L)

EHHE BRI - BT WF - fElRET
= MEs. MErE. AEARE | A A O R PR

[16.7.1 28]

MHESNTVBDT,
VIaAF U OMmApEE
@*&%\ Q%E%\ ‘E\
BNEIOEEL. BEF

I RHBIILD, ¥
TFRT U ORNEA
flahzy», LIIE
P-gp &N Lizoa+y

DROONHEITE, | OEENSHEEN S
BEEEHFETL2ED | ZEICKD, ZOIH
BV NEBEEITH & | BEN AT,
AR Z)VERFRINE | RIMFE (BREEICE | RFIRATH L. &£
B Al BT ENDH D) HERE | REAIOMTERED L
(FURYZFIF |SNTVEHOT, BRE| AT HEENDH 5.
7V 5T R DR L NTZHEIC
JUAEY KN &) i #E5EFIEL, T

R HEDHREGEDHEY])
BREZITH T Eo




HAEZE ERRAER - HEETE W - fabRE T HAEE ERRAEIR - TEEE W7 - falRRT
ANNTEEL FEREAOMAPEE E A O CYP3A IZRF Pt E Al LR O MHRE E K &l o CYP3A K O
FAT 4V LD RIS (FR OIS | BEERRICED . & (CYP3A TR B S, | FICHES (BRI ORI | P-gp 1ot 3 5 I F
73740 VKA | OFEEHEA B B 0T, | REAORBAIHE S P-gp CHEHI S N 2% | O AR S 5 DT |[FHIc L 0. EREHD
IO ARY v EEEAOMARED N5, Al BEEPRO NG5S | REEVHHEPHE S
yray) WK | HEBSIOEEL. B¥ (FEFTN ik, BEROFEH L N5,

INTY LR BED 6N HEIC UN—TFHNY] RSO EY L AE %

[16.7.1,16.7.2 18] |13, #5BOFELH (P-gp THHISN 2 HE 1T 2 &o AH O P-gp Ioxd 3
LS OB 2 LB 24T ) IHE(EFIC & D, R
5T, (FEeHbTrTTF A OHHEATRE S h

7 M UNRE F 2L | EREA O MR E - Ik %

v LKA © FCPED SRR R AR IRFHNVEVL

SYNAZF O BEESNTVED Bk )

ONRYF Y (ERER| T, BRI RDSNE [16.7.1 2]

) BEICE. B5E0OH A RTaFI—)L 12 ARAIDOAREAARDIAH | A F & 7 &L 3 Fl O

[16.7.1 B8] i I O ) 72 HIV 707 7— Y IHE |8 FRI1C X 2RO | CYP3A 051 % IHE
BEITH &, Fil WRE O BEEY» & | ERICKD, HEICR
BHERED D 5B (URFEL D %, HOEESN B,

WWIEHICERT A 2
Eo

J)keF
[2.3 ,9.2.1 ,9.3.1
,16.7.1 28]

I F DI E
LSS REER
(JLOER A, FFHERE
BE, . BEE.
Mg, RRl, FEEE)

PEESNTVBHDT,
BEIPDOONIIGE
IZid. BEBORE®
RIS OB 25 0E %
Fr2&,
RNV VT RE | ARERA O M EE -
Al FITPES (R o HEsRSE
(CYP3ATR#SNS | OFEEMED H 5 D T\
FR) BENRD S5NIEE
(MITYSLTD 2, BHEBOHEFR
RS INLE FRIEE O E Y] 7 L %
JETE BIBLRE HR 3 752 &,
(CYP3ATHR# SN | 2B, MULNTH I
B =1l)) BOLTIE, KAIE DB
(Z7ZF 772V | RIS TS ENEE
731} LWhwEshTBD, ®
TIUET 5= OEEBITHAT 258
Jur Uy %] IBnTiE, PSS
JIESIN v v OFEFE =R
ISIAVE NS EETH L.
by AV
IL Yy EALK
RRE
FIL v LEEHLAI
(CYP3ATR#@ NS
HeAl)
(=7
N8I NVIEEEIE
%]
U7 7k
DAL IN
AARIVIATT—+F
5 FHEA]
(YVFFT740 01
VERIE Y
Y7574
(Y7VAR, LT+
7] F]
VAEQNE I ik
TIVT 77U HIIL
Rt % LK

TR 7Y 710

F ¥ aR VIEBRIEK
A LY

TV HZN/ T
ST ERE
[16.7.1 8]

arFeiL - Y rFe
U
YILFENL Ty —
IUHIN )
[16.4,16.7.1 1]

Fhs ATV —
OB B VT,
{4 FZaFV—)lomm
R ERICHES R
DIEREDT RN H
%o

BENRO ENIEE
2. BEBOFEH®
IO # Y] 2 E %

s = -

1T52 &6

V77 TFo W
ThEY»
[16.4,16.7.1 ]

FEERERH O I Y RE
FATHES B o 1S
DR[REEN B 5,
F/o. REOKREAK
OIFEEASET L.
TEEREY O
BEFR L. KFOIEH
DT AR H
%6

BEPTD N5 E
i3, BRE5BOHAER
AR O ) 72 E &
Fr2 &,

AHNID CYP3A 1209
HEEERICKD. £
SEAORBHSEES
ns.

T, EREAO
CYP3A4 It 4 2 5
BERICED. KElOD
REHEES NS,

7y
I77EL VY
TSI
[16.4,16.7.1 ZH&]

RAIDARZEALED M
BEMENL, HER
YO MHTRED L7
THMREEN DB, K
Bl OIERAREEE T 57T
HENH LT, &5
BoHREChEEO®E
DB ZITH &,

e EL # Al O CYP3A4
12X B FAEERIC &
0 REIOAH PR
Ehb,

KRTABTILI=
A 17)

KA APET I 2
EDREN D %o

LR EEANOMEERIC
£HbDEEZLN S,

11. BIfER

WROBWERDNH5HONE T ENDHAHDT, BEEZT5ITTF0,
BENRDOONIAGEICIIREE2HRIET 574 @) 2 0E 21T

ST,
11.1 EXGEIEA

1111 Y3vI, PFIT45FI— (WITNBHEERH)
WL, B, RREPHOoDNITENDH D,

11.1.2 QTR [DE$EHE (Torsade de pointes Z=ZL) . D
FHIE) (LI b SEEARE)

NI IR (YL
BEER OB L8
TR IE (Y > 8Ek
myOREE &) O
MEFR G M, SEEH
ea=hik))

[16.7.1 2]

R3x N7 527 ADEIE
HstEgd 2B82nH
HHDT, XX NTT
JAEWETSHEED
1. BEOKRELEE
ICBRT A &,

AEID CYP3A IZXd
LEFEERICED., &
FLEAIORH AP IHE &
No.

QTEEZEDONEREDH ZHEE. KA 7 LAMEDH 2 EEHIC
BLTIIRFIOERT A2 &, [9.1.2 ZE]

11.1.3 BIERFX. FTHEEREE. BB, A2 (WIS 5EERE)
BIGERF 26, AST. ALT. 7y -GTP. LDH. Al-P ®» EF % %
DR E BB A2 H 6 bNE T ENH 5. (9.3 BIE]

11.1.4 [UMVREA. SRIEREA, BSIMEEM. BMmEkE2y. 855
RIBRAE (V9 LB SEEEREA)

(8.2 2HA]

11.1.5 hEMREIBERAE (Toxic Epidermal Necrolysis :
TEN). FI/EFSPRERAEIREE (Stevens-Johnson fE(&EE) . ZHAL
B (WINHEEEARHA)



BEVPROONTHEICIZ, HEE2FEL, BIBRERLVEY

(BRERBADERE (T/4X) [CHSHBEEE MACE)

Hl O EE WY R BT T £, TR A
11.1.6 PIE ﬁﬂ;g¥ * Fﬂﬁglriﬂﬂiﬁ (b\fﬂbiﬁfﬁ;Z:%) FEE R | — IBRSE GEE
B, L, RIS, BOE X SR, FRBRESENS5D Lo
NBTENB B, COESLERNSEbNEEIE, &5 B
FHIEL. BIBREALE L AORS SO 4 NE ST O i
& e
11.1.7 {BEEMARSR, HIMMARSR (VL3 b SERRE) =
BRERBA, HIEXBASOBERRBASS b5 C S
EhHB. . EEOTHNS 6 b BAICE, 5% s
L. B RABETS C &, RIS
11.1.8 &RHRIRE (SERERH) ;ﬁg%&
P, BOR. CK B, MARURHIATOCY ERE | R bl
HObNBIENDHD. BKHBREC X 5aEBEEDRE it
CEET A, HIE
11.1.9 % (BEEAH) g%ﬁ%
R RERRE 3T DXA BREERES) AE5D ey — — fa
NBZERB B, B BB RIS
11.1.10 2UBEE, RESHEMSER (WInbEERH) SH
FREQERPME Y L7 F = Ul F RS0 BHEE R R A ;ggg
BOONTGEIIE, HEZHIEL, BURMBZITS 2 & %*&@@&@ﬁm
11.1.11 IgAMERX (BEEAH) T
11.1.12 SANESEBIRERE © EERH) Wik | B SR
PR E LTHRE, RESHON, &5 ICFFHRAEE, U %;;Mﬁ }%EKE
JSETREAE. EIBREEAN, IFERBRIES. BAELY o SERINEIS £ pk et Be
S ERMOBEE L BEGERN S HDNDZ ENDB B, RE5HIE ptcREs |8
BOLRE, BH. FRERESORRISERS 2V IBELT ggé
BIENBIOTEET S &, o — SRR =
11.2 ZOHOFIER anm
(— AR AR A
: : e ERE >
0.1 ~ 5% ki | 0.1% %74 SR ERMETRS
BBAE R Z D FERK — FFF ik JFHHE R % v -GTP L& AST k&8
BHHER |— HFEWN SIE Al-P F& ALT E&®
e P RIS -
s v
HAE SR A ot =
B BT — A EEE BUN L5
AT JLTF=y bR
fﬁncm hhEE | — ;Eﬁ%t&%%ﬁﬁyﬁﬁﬁ
iy R = - e
BE | HEEE (I075% | HB Py e Eii
#) e NSy KE|7 35— LR
T BV RS A T A
"t Wi Hig=o13 EHY T LME |Leo<b
B AN mIEAS A RIR FE8h
R E EE oo
JizEE 18 i1y
A BEER
[ty HERHIES — — B IR e
e AST LR — — S FE |3 AR D [ P B PR B B T OV B B 8 0 [ F R R B O
ALT k5 BEICEOWTWS,
&ﬁggﬁ
ALP L5 14. iE;ﬂiJi@;i’% L
oM |— presee 01E 14.1.1 PTP @EO%KHIZ PTP ¥ — b SBO H L TRAT 5 &
128 CK L5 5488 T 52 &, PTP ¥ — hOBEHIC LD, B SAmH A
ﬁgyﬁﬁ BiE FREARIA L, BICREA2 B2 LIRBRASOEE &6
R i BB 5 LB 5.

16. EYEhHE
16.1 MOAVEE
16.1.1 BEOKS
/NRIZ Smg (Ffli) /kg 2. - #ERAIC 200mg. 400mg



(M) %= Z2fERe B[O 5% 5 L7z & & O FHIMERRE R &
INTRXA=GTDEIZEUTDOLS TH 72192,

Nl E=—= Cmax Tmax T AUC

HIE R (ug/mL)|  (hr) (hr) (pg * hw/mL)
ME(m—6) [HPLCHZ(LH 105 | 14 | 18 | 354
Sme/kg | HPLC Rt | 0.98 1.4 3.2 5.37
g%fo\rg%: 8| Bioassay | 116 | 19 | 404 | 898
%{)\&: 8)| Bioassay | 224 | 27 | 436 | 2030

16.1.2 EYPHEZHRER

vovyzaua~vA T EE/NNRE S50mg [TCK] &7 59 X§E 50
INBRZ, JOAF—N—1FEICXDZFNFN]1EE (75 A1
<43y 50mg (i) BEERASTICERBERORSE L
T MR (LA 2 BIE L. 86 N BB/ S5 A — &
(AUC. Cunax) 12T 90% (SHX M| T HEHiRHT %47 - /-
%2, log (0.80) ~log (1.25) OBWENTH . WAIDLEY
ZHEEESHER SN 2,

16.4 X
bt MBS ERBEE 14 KBLETH D . MERITIERE
{bfR & IZIFRBFEE L 0,
e hMNFI OV —LZHWn vitrto EBICBWT. 75 R
Ov A idFEE LT CYP3A TRESNA 2 LA MESINT
w33, [10.,16.7.1 ZE]

16.5 HEtt
/INRBEEIC 5Smg (J11fi) /kg % H[ERE O S L. Bioassay T
BIE L&A, 5% 6 B E CICREED 25.8% HRFA
Rt s 7z 32,
B, BEAIC 200mg (Jiffi) % Z2REREICHEREORS L
LA, RIS EICREMAER VEERBE O 14 (KB kA
WERD 5 NIz 30,

16.6 HEDEHRZHEI EE

16.6.1 BiEEESE
BHEETE SEL o BEEOBBAERES I 200mg (H1ffi) %
EEBREEEOREL, 7L T7F=22 270752 R (Ca) &
FOENEIREE ORIGE R LR, BHECENIIHE-T
Cmax D EF. T2 DIEE RO AUC OEMAFERD &5 117233 (H
FEE ¢ Bloassay). [9.2 ZH]

HIEINT A= BEINTA—F
AUCo - 120r Cmax Tmax Ti2
(ng-hr/mL) | (ng/mL) (hr) (hr)
752074 Y /3¢
R S0mg [ TOK] | 79491% 244641 139.20 £ 4475/ 1.60 + 0.50| 3.95 + 0.70
TR 50180900 22049| 146.44 £ 41.78| 1.68 + 0.49| 415+ 0,92
(Mean *+ S.D., n=20)
(ng/mL)
1809 - - U5y zTYA Y UH/NERAS0mg [TCK]
Bl 71T T 250 RSSO
1404 ‘ ! } B Mean=+S.D.,n=20
2 Sel !
3 120 ‘o’
Z 1
a 100 ;
7 g0l :
f 80 ’,. i
7604 ‘
4 , i
b 1 ‘
£ 40 | ]
204 -
O T T T T T T T T =
1 2 3 4 6 8 12

B (hr)

MEEPEEI VN AUC, Coax ED/8T A — 413, #iBE OBIR.
R ORENEIE - FEFORBREMHICL > TR DREENH
%o

16.2 RN

16.2.1 NAATPRASEUF ¢
BERAICBVWT., 75U A0<A ¥ V8EH (250mg) &0
BELzBE QEEE) &75)AuvAY Y7 LY
BIE = BRI G L 72356 OB R BRI/ ST X — & % HEiE
7. ZORE, REMEDNAL T TRALSEY T 113 52,
55% TH - 7275 WENEEZRIC & > TERS N5 EEREY
(14 (rKEEILIK) 2 &BT/8T A=Y BITEEIPS. 75U R
0V A ¥ ERARERIZIEZR2IBNE N TV S Z EARE
Shi- 2 (BN T—%).

16.2.2 BREDORE
/NEIZ 10mg (F1fi) /kg ZBENEORSG Lz & 2 OIMEHE
EiZld, BBEOBENSIFEALROON G S22,

16.3 £
EERAICB 2K, £72. BEICBU2BHE. KEXDW
MEANOBITHEZ BT LIER, 2h2hol#~oBTER
HoMEFRELRED LIEZENULOBEEZR Lz, 72,
. mitk. FERAREOMETEEIZIZE A LD TIE
REEEZRE EEbol, 8. b MNIEEAKARIZ 42 ~
50% T&H -7z %Y~ (in vitro)

JLTF=Y

re gy | G5 | b5 | e e
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 SnE

HELEWEEREOLZ V66 ~82/% (FH7221) Ok 3
%12 200mg (/i) % ZEEREEBREO®RSES L. ZOENE
Rt LSRR, BERALHEANS & Toan Tz 131213 H
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Bioassay). [9.8 2H&]
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(pg/mL) (hr) (hr) (ug - hr/mL)
i (n=3) 3.72 2.3 4.2 19.20
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Z1E 16.4% B L7 SREHIICERZ IR o g -7z 9,
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1B 2RO#5 L, By 7Y Au~A ¥ 600mg/day %
1 B 2 fERABE LR fR7THBIRBWTTA 74 ¥
OMEFREIIERLZ ERER LY, [10.2 BHE]
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TRURERE. VOV ERERE. MRAREOGLSES T LB
B, E97t%T (FTIUNRAT) - AWE¥TFT—VA A TNITV
YHE. LA ATE. BEHEE. hreunsy—BEO—
O7 I LEWE,. VIIVTB. XM AT ITAVBRUOY A3
NZFIUIL - TEILTY T Ly 7 A (MAC) IZHEEH
ZRL. TOERIBMMO~Y 7054 FRFENE ER%EL ET
53~ (in vitro) .
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5511 4949 ([0 Vitro) .
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’Eﬂ—'\‘j_ 37),38),40) ,41) ,45)o
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Trideoxy-3-dimethylamino- 8 -p-xylo-
hexopyranosyloxy)-3-(2,6-dideoxy-3-C-methyl-
3-O-methyl- a -i-ribo-hexopyranosyloxy)-
11,12-dihydroxy-6-methoxy-2,4,6,8,10,12-
hexamethyl-9-oxopentadecan-13-olide
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% R ABOEBEOHER T, KITE L,
TR RIE70ORLVAICRPRBITRITL AT ) —
e T =) (95) XIEIITFILIT—FILIZIBTIC
<L KITIFEAEB TR,

22. @&

100 §¢ (10 %E (PTP) X 10)

23. FENM

1)

2)

3)

4)

5)

6)

7)

8)

9)

10)

JE AR 55 1 44 (R R A5 A A A E AR - Ui ) 38 IE 5 A
DFF[&

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

ZARFH NIZ A Chemotherapy. 1988 ; 36 (S-3) : 515-
520

dARBEIID  HANET VL F —255E .
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

1989 ;3 (1)

11)

12)

13)

14)

15)

16)

17)
18)

19)

20)

21)
22)

23)
24)

25)

26)

27)

28)

29)

30)

31

32)

33)
34)

35)

36)

37)
38)

39)
40)

41)

42)

43)

44)

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

EEERT A ¢ ERIREEIE . 1995 ; 26 (1) : 149-150
E4%EE  EEREREEINEY =27 )L G
BOERE(REE

WHBERIZ 2 @ BARLERIE ML .
97-100

FREZ A © Chemotherapy. 1988 ; 36 (12) : 921-
932

HPNER YRR RS R

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

BEHEAIZA : Jpn ] Antibiot. 1989 ; 42 (2) : 512-541
£ % R IR ER1E 7 © Chemotherapy. 1988 ; 36 (S-3) :
1058-1073

HEFIEIZ A ¢ Chemotherapy. 1988 ; 36 (S-3) : 698-
714
TEBEANED
728
FRARRERIZ A ¢
954
BiRREI
934
WARB I
226
HERBIEN
940

Suzuki A, et al. : Drug Metab Pharmacokin. 2003 ;
18 (2) : 104-113

FEHEAZA ¢ Jpn ] Antibiot. 1994 ; 47 (10) : 1283-
1298

#EHEBIZA © Chemotherapy. 1989 ; 37 (1) : 15-21
JE L BE T A : Chemotherapy. 1988 ; 36 (S-3) : 660-
666

- AN
C1597-C1605
&)1 R A\1Z 7 © Chemotherapy. 1988 ; 36 (S-3) : 123-
128

/NEFERIZ A ¢ Chemotherapy. 1988 ; 36 (S-3) : 1-34
AEHEETIIH ¢ Chemotherapy. 1988 ; 36 (S-3) : 35-
58

TEH{@IZA : Chemotherapy. 1988 ; 36 (S-3) : 59-70
FHEFR & 12 A © Chemotherapy. 1988 ; 36 (S-3) : 95-
110

FEFE{&IZH : Chemotherapy. 1988 ; 36 (S-3) : 129-
155

FIRFEF1E A © Chemotherapy. 1988 ; 36 (S-3) : 117-
122

Wi {2 1% 2> © Chemotherapy. 1988 ; 36 (S-3) : 111-
116

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

2009 ; 57 (2) :

Chemotherapy. 1988 ; 36 (S-3) : 715-

Chemotherapy. 1988 ; 36 (S-3) : 950-
Chemotherapy. 1988 ; 36 (S-3) : 926-
Chemotherapy. 1988 ; 36 (S-3) : 213-

Chemotherapy. 1988 ; 36 (12) : 933-

HARFBG#HHE BEIEME 2021:



45) EFE{EIZA : Chemotherapy. 1988 ; 36 (S-3) : 156-
169

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

24, THFERERVBVLEDER
RE[LZEHRASH EE - 220
T 921-8164 iRMA%R 3T H 406 #Hith
TEL 076-247-2132
FAX 076-247-5740

26. RERTTRESE
26.1 BHSEARFETT

Wy REAZFHRRNaH

ERFTARITHA406F #h

® 2410 D



