#x 202653 HEET (BE5HR)

HAFERM O EES

#2025 10 ET (B54HR) 876149
L ERAE RRES HR7eRla
HHHE - 35 21800AMZ10268000 | 200647 A
Y7054 RRIEMERE]
D=1a ey g \
gazRn JSUA0OY A YV
N = )
POETS T 25022071228 200mg [CH|
Clarithromycin Tablets
) EEEMASEONSEICKDFERTAIE
. - iy - (GERVE)
2.232 (ROBHEICEFKERSELEVWTE) . — N N
2.1 AANH L CBEEOBEEED 5 5 B e o e T ETRIY TLvIA (MAC) %
22VEVE, TLTH I EERE - FKHT A - 1Y S *‘\"‘ L e
FUULTYFEY Y, YL FOIALTS 32X L, Eﬁ%é79_'tDJ~*E
ARLEFFY by 570 FLETY MEIIE, R LE > O o) /X5 59— » 011
FKFIHI, OIS ERAVLEE, ¥557 4L [7 RV Pidipae 79
=, . N, N N o
M NET Ty g7 e FATLEL AT BES - +TEEES. BVALTU /Y. St iR
FoTANTIIVERIE, XAy I 72 (181D 2% i N Lol A B = o
J VS SERIE ) S ) S A A NN fE. RPHIBEICHT 2RRABENEERBICSIFIANUINT
HERG (hY > SHREEY S SIEE &)« HRESEATE T &
Dwy NLVHIELY VOB R EWREE) . LSy R ER HIIE REORER
W, 7FELVYMERIE. T4 XL AT aFV =y 5. WEEXIFZNRICEET B:FE
LWRBRE, R/ uZAKRY v, v N\NHLT v TELZDE (—AXRRLAE © [HEE - BREER. RN, SIUREZIRN. BN
UL FLAFLE Y AREVIL FELZVEY, 0F %. hEX. F8ER)
77 V=T EHEHROBRE [10.1 2E] 5.1 [HMEMSEEEFROFFIE] VAEREL, HEHEZSD
2.3 P EBRICEREDS 2 BETINLF L 2 REHDHR BRI U 7o ECy AR A & IS N 31821
% [9.2.1. 9.3.1, 10.2 BE] T
i NUIONTI— - EOV RRZE)
3. HERE - IR 5.2 ETHIBMALT Y »/SEICRT 2N anNsy— - o)k
3.1 8 EIRBEOBEMMEIIHEIL L Tz,
Hi7e s 75 Au~A ¥ §E200mg [CHY 5.3 B IM/IMREAEICH LTlE. A4 RI14 0 E2SME L,
L ANY AN — - 0 BRENGEDEY) & S ERIC O
BRI HE 73JRuavAfv BREIEEAITS O &
e 5.4 BEVEE (AT & NRESIARRELAHC IR, AU T8
N MO HEE N o e NV - [==Fr= - 7|
RN YA A i it 5= CT Y REEEC & B BEOREIRIC AT 3 At
. FTVEBANT Y L, REEKT A, £SO A0— 2, FESL L Tz,
BibF s~ 55AVINTy— - ) BRERICHNWAEICIE, ANYan
3.2 HADMIX 77“'EUUﬁ@ﬁTﬁélt&UWﬁﬁﬁ§K£DAU:
s 25 Auv4 ¥ $£200mg [CHJ NTH— - COVBRBERTHDIEEERT B L,
& - Al BEDT 4 VLI —F 1 VT8¢ 6. BERUHES
(—HRRERGLIE)
o4 — BEE. AICIEZ 5 2074 ¥ & LC1H400mg (FI1f)
#2MEIC A TRORET 5.
kgéﬁﬁ 9.2mm mB. Fn. ERICKDEEERT 5.
Ex 5.2mm GHER MR
=5 290mg EEL BRAICIEZ 7Y Au~A ¥ & LTLH800mg (/1)
Ao — R ch43 22N TROKRET %,
— nB. . ERICE D EEERT .
4. FHENL 133N (ANUINTI— « EOURRYE
O —ARRRRIE EHL BAICIEY 7Y 2871 &> & LTLE200mg () |
(BRERE) FEFT LY VAR E LTIET750mg (Fffi) KOT T b

AHNICHED T RUKER. LY YERER. MRIRE. €57
€S (ISUNKXT) «H95—UR. AVITIIVHHE. L
IARSE. AvEONTI—EB. RTFAMUFRIVvAR
B. 753I7RB. YAdF7SAVE

(GEREE)

RIEMERI SRR, FEMEBRRIE. UVIVE - UVINE
K. IBHEREIE. SMS - BMERUFHRIEDTRER. FIFE
FiEE. I8 - HREAN. RhkN. 2MIESN. MR, s
5. BHYHIFRESRED NRRE. RER., FTEEER., B4
B, hER. BISEN. EREEN. EEERRN. |

O FEFERRMEINEREIAE

GERERE)

AENCREMEDIT A INTFUDLRE

Ry 74 ey -3 & ERIC]B20E, 7HERORST 5.
BB, VIV AUTA U UIE, BRECR U CEEEET A &
MWT&E D, 72721, 1E400mg (/i) 1H2[E% ERET 2,

7. HERUHEICHEET 3ER

(—RRRRZYE)

7.1 RBALRE EAMEEZ B S EVEEL WV LREED L 27+
FHiRICx Ly 1H400mgm248 59 5 2 &ic& D, @E2~5
HCRERIFEEE T D o ERAPER L T HH 5132~ 358 Bk
TEHIENLEF LW, £7o. LIF R TMRISEROHEEN S
WRERETH B 720, FICRERTOREIIH2BELET
13 BB TR, B2~ 3RS & kit LIERZ BT 215
b D, 2B, BEHEPIERSEL LSBT &P



PIZLIF R TICEN S ESH (F urRER L E) ~NOE
EPLETHD, [8.1 ]

72V I0F R THROBEICB VW THEMCHEEATAZENEE L
WS, BEOERICIE U THAPKELZGE I TO®RE %
SEIHHT AEROREEER LUBIRT 22 &,

7.2.1 REED FOBEICY 77 YV EHR LB E OHE
H 5

7.2.2 in vitrolETIOBEHCBWT, RFE LA T7aFH T X
Wy avasxy s EOMEME HEFEL2 W UEIER) A
ROONTEDHMENH 5,

7.3 79 I VT RBYYEICNT 2 AFOFRSHMIZERIE LT14H
e L. BREBEISCTEICREHEMAERET 5. [8.1 2]
CGEERMEMBERIE)

7.4 FiMACEE R OB RIS R REREE (T4 X) ICfES B
MACIEDREBICHAWEEE. BRNOBRHOTA RS54 2
ERSEIHRABERZITY &,

7.5 RROHESHMIZ. UTE2SET 52 L, [8.1 ZE]
BER% B 5 1A

FiMACHE PrEE 2R Lk, 1D oSk &
EHRREZITHOENLEE LW, £/ B
K DUHEENH 2O THBERTRICBLWTDY
EHN A REILETH 5,

BRMEGIEREREE | BRI SUIIE 2R 72 SEED R0 5 N7z b ik

(T4 X) IS BN | Filr 5T NETH S,

MACHE

NUINTI— - EOVRREE)

7.6 Ta b Ry T4 oe ey -5V STV — e LTIHE
30mg. A AT FYV—)L & LTlE20mg. INTFV =)L+ b
Uk LTlEIOmg. LY X 7TV —)LE& LT1E20mgX
AR 7592 L LTLE20MmgD W3 15K 28RS %,

8. EEREANIE

8.1 ARIDMERICH 72> TIE, THEEOHEREZ <729, JRAI
ELTRREZHER L. TROIBHE LB R/ NRO BB O
Bireewsr e, [7.1. 7.3, 7.5 28]

8.2 M/MpuE A LR A EIMEE M, HImBRkED ., Bk
WEPHSDLNZIENHLHDOT, EHMWITHELZITO 4 &8
RE+FIATOT L. [11.1.4 ZHE]

I . BHENERZHIZEBICHT I IR

9.1 BIHIE - IEFEEDH B ESE

9.1.1 fthD< 7051 RREHICH U CEBUEDEHIFEDH D EHE

9.1.2 MERENHBZESE. BEHVYILMIEDNDHZEE

QTZEE. DEHM (Torsade de pointes®&ts)  LEMH
2BITIENDHBH. [11.1.2 2E]

9.2 BHEEIE=EE
AEIOMTEES LRI EBEZNIH 5, [16.6.1 ]

9.2.1 BiHEBESETCIIEF U ERSHDESE

‘S5 LEWT &, TN F rOMFPERE EFICHES REERY
WESINTWD, [2.3. 10.2 =F]

9.3 iFikaElEERE

R E2»BLSEA I DD 5. [11.1.3 BE]

9.3.1 FFirEBESRECOILEF U ERSHDESE

‘S5 LEWT &, TV FrOMAPERE EFICHES hEERY
WESNTWD, [2.3. 10.2 =E]

9.5 1%

TR IR L C W AT REM O & B kI2id. 6B LB
DfEltEE FE 2 EHE SN AESICORRETH &, B
EET, BEIIEESbobNAsEHEICBV T, BESHE
(DMEROETE. OBH, HREELES) »HESN TS,
mBE. BEINIB I ARBTCIRO LI LHRENH S, SDRT v
b (15~ 150mg/kg/ H) K UOCD-1% v 2 (15~
1,000mg/kg/H) 12BWT, ENZNEHWIC BB 5 b
HEEAETT Y MRRIODMEZREEIL NIy ABRICO
BEHUFBO SN, T2, FL (35~70mg/kg/H) 2B
T. BEMICEEDDH S5 b1 570mg/kg/ B OB 1HIEIE
HORRPAL NN, HFE AR, BRICEEFTIRO6N
mhrolz.

/. Iy by s)RAuvA vy (160mg/kg/H) « T~
V7F =) (50mg/kg/H) ROT7EFT ) KM
(500mg/kg/H) ZHAKS LzRBICBWT., BEYTO
BHEOHRE LB ICREOREIHIOEESED 5N TV 5,

dk

ek

X510, Iy My TYRBYA LY (50mg/kg/HELE) |
FRTFJ—)LF b)) L (25mg/kg/H) RUOTEFT T
VIKFIY (400mg/kg/HLEL L) = 4EERS L7238 T.
HECHRBREOBNIED SN TV,

9.6 FIw
BE LOBRRERUOBARBEOB R 2SR L. ZALORGE
EHEEMET 22 &, B PEBAFARBITT 2L RE S
TWb,
BB, BMER (Fv ) OITHEBER. MHBEDK2.5

ETHER L7,
9.7 1\

(EHAGERROHAER 2R E U 7ZRRRBRIIFER L Tk

Vo
9.8 BEE

—RICEEKEABERNLTBED., @LIFRENRFRT 28

N5 5.

#10. HE{ER

[16.6.2 2]

AANZEE LTCYPAILLIOR# SN D, F72. KA

CYP3A. P-B&EMAE (P-gp) %2MHET 2,

&)

10.1 HAREZ BHALBWI L)

[16.4, 16.7.1 &

SR

BRARIEIR - SEEST %

W - fElEE T

EEVRI
[2.2, 16.7.1 BH]

QTER. DEMEAER
(Torsade de pointes
ZE&t) FoDLMESR

(7—EEv 7]
RV L4 bk
7]

(RILX 4]

(2.2, 16.7.1 ]

BERE P #RES T
Bo
IVIYIVEARE NERESEOEELH
HW-BAKhT2 A2 [EHEBZITBZEAN
AVTaELTFE | BB
v
(ZU73V)
e RoI LIy Iy
XY IVEEE
[2.2, 16.7.1 ZH&]
ARLFH T b e LA O M AE R R
(NI LF) MEFEICERL, 20
U RLFY 2 MER | ERPELE®RT S
b} BENHH 5,

O 3I&ERXVIVEEE
(V¥ 7 2AFEY R
[2.2, 16.7.]1 ]

03y EFOmPFRE
BELLLERT2B%
N s,

[2.2, 16.7.1 ZH]

Y5574 ERERO )T TV
(7 K> ILA) ADBEICES L, #
RYTUEY - FET | OERNIERT A B2
74 nN»»Hs.
(=AW
[2.2, 16.7.1 B8]
FAH7LTL FHZLalomiEh
(7Vy %) BENELL LRI S
[2.2. 16.7.1 B8] | BZI\DDH 5.
A TNVF=T A TNF =T OIEHN
(A7 LEH) BRI szBENNH
[2.2. 16.7.1 ] | %,
ANT SV VIERE | BECRIKRSHSDA
(a55] BT EDNHB,

I (-1

U Y oMERIE (Y
VOSERMEY v NEER &
i) « FERNIEEME
D> MIVHIREY 2%
& F &g )
(RAZ L7 2%)
[2.2. 16.7.1 HE]

FEIE AR SR IR R D FE TR
PR 2BLTINNH
%o

VI YR VIERIE
(7Y —%]
(2.2, 16.7.1 ZHE]

LSy R YOI EE
HER U, (BRI HER
THBENDDH S,

7FELVY VIEREE
(R3]
[2.2, 16.7.1 &M&]

TFELY COMpE
ENEREL. BHER®
FRESERT 2B 2N
5.

FEIDCYP3AICHTS %
PEERICE D, A3
HEHORBHPIHE S
N, o ombiEeE
W ERTHEESESD
%o




*

sk

sk

B R RRER - BB WP - fabER T HAIRE HARAEIR - fEE R WP - fEbERT
FEESYP 74 %L omFiE | AFOCYP3AICHT % [N VTEE R | ERER O MFEE L | AEAIOCYPIAICKHT
(rLyFe7) | EAELERT 25 | MEERICEY, AR Al FUHES (OIS | F(EAICLD, Z3
[2.2, 16.7.1 28] | Zh»dH b, HAHORBFPEES (CYPBATRE SN | OF[EEEN BB DT, | EFORBAIHES L
A TAFIZILE | AT aF Lol | v, EhsombEE %) RESBOONHE | 5.
[ RS LR LIRS | 5 ERT SRS H (hUTYSLD |12k, BE5ROBED
CARIN BEBTZBENNDH | Do 1yU5 L0 m) | RSO A AEE
[2.2. 16.7.1 B3] | 5, JETE R A 152 &,
RO AR v RO ZARY YOl (CYP3ATRBE s | BB MUATHIC
LTF 3R] WEHSLERL. Z0OfE 2 5iH) BT RAZ OO
[2.2. 16.7.1 B8] | HAERT 282 1D (s rEy T |AEETST ENEE
55, LR LLEEnTHY, ®
TNHLT Y INA LT DI E FUrSs—) | BERTHRTSES
(WaFAAR] | EAFER L. BIERAD Tagyeyy ) |CBLTE PLAT
(22, 16.7.1 BHE] | 3R an, IAEHEEN surssp | ZyOoRRASERIC
FIZLBDRLDY 2 SN ERT B
IREEHBENSH TFLL Y
%, X .
TEYLZIE Y TELZDE Y DIf ;é%)fy/im*
[(ALr7ay ) BEN LA UIERAE %lbvﬁA%ﬁﬁJ
FNAYNE Y AR | BT BBENDH B, (FEL=T R
MR < CYPBATHRE SN
(LYLE ) Z’)%ﬁjglyg\/
[2.2. 16.7.1 BH] 53 LI
OF7 7= 0+ 7 7 L=7Ollh NIRINERE
(JF>91) WEASEL LR, ,j]: A
(2.2, 16.7.1 B8] | BIERA s #E®RT 252 e
NHBH 5. PTITAE
ARARYITRATFS—F
10.2 HREE (HAICEETIE) SIEEH|
ERAE BRARGEIR - IEES % W - fEERT VFFT400
PEED ER. B, REIRS | AKH 08P 10 TR
[16.7.1 ] NHESNTVLI0 | TH2HEBICLY, VT 5557 4 )b
Ty VIFTUOMF | F 2 OARELNH [vy7U R, T
BEOHE. BRER. | shad».  LIIEP- T4 7) %)
DENFICEREL, & |gprnliyaxsy 7<) ¥R mA|
BEARRDONIEEIC | OEENSHESINS S TLTFYLAY
X, BEBZHAGH TS| LickD,. FomFbiE 7N
FEOMY) LB ZITS | EFEAT S, Rt & £ )UK
Z&, FART 7Y T 10
ZIVARZIVRFRIMNE K (RERESICE | KFEIAHATH S, &£ F ¥ 2 a N UIERIEK
N1l 5ENHBH) PG | REFOMFRED L A
FURYZFIR | SNTVWADT, BY | B9 5HEMESDH 5. TIVHZNS T
DA MR SN HEIC Yol s TyHE
FYREY R & X, #E5xEFRIEL. T [16.7.1 Z0&]
RO EEDHEY] |IR"A v 572 (BE|[~AX 757 20FRE
BAMBEEITH Lo U2 SEEINE (M) | AAERT 2B E0H
ANNTEE EREAOMAFERE E | AFIOCYP3AIZHT % VONEREEY VNEERE | HBHDT. RA T T
FAT 4 DS HICHESEHOERSE | BEEAICKD . & tr) OEFREH., B | 7 A2EET 2D
T3 T4V K| OREEESH B DT, | EHORBHSHES N FX 3Rk b [ IC. BEORERZEE
YU ARY EREROMFBED | 5. JUEIRE ) > STEOMER | ICBIRT A &,
Foay ) LZKMY | HEREICERL. BEF BEH. SEEHER
IANOY LR DR SN HEIC 1575)
[16.7.1.16.7.2 58] | i3, BEBOHHLH [16.7.1 ]
1L DY) 72 JLE Z AT Pt EH LA O MR | | AF| O CYP3A % O'P-
HT &, (CYPSATHR#H = | AICHESIEAOERE | gploxtd BHEEEMIC
T RIUNAYF VA | AL EF O M EE E . P-gpTHIE NS | OF[REMEN H 2D T, | K0 EELER ORH
v LKA ©) ST PE S MU A AR RE A BEFPROONTGE | ROBEPEES
SUNAEF 0 BHRESNTVDIOD (FEFH N 12k, BHEEOHEESR | 5.
unzyFr (BNK | T BEVPROLNT YN—mEG N | FIEEOEY) 0B A
ER) BEIE. REROHE [16.7.1 58] F52 &,
[16.7.1 2] Hi P IEE DY) 72 0 FoaEE A AKHIOP-gpl e B
BE{T5C o (P-gpCHti SN2 EEAICKD, ERE
BREREO S 585 HH) B OB ASHES R
ICIERICERT S 2 FEeHrIoITT %o
TLEFy ilt%y@m¢ﬁﬁ oot
-3 s S N
23,921, 93.1. | ERCH>mieit (R s
16.7.1 B N i Lo (1671 2]
i e At 75— 1D | RAOKELEDIT | & Al £ % & % Al O
S E% HIVZ/ a5 7 — Y | #E LRI 5EFO | CYPAICHT 2=
BB SN LB il MBSO TR S | FICED, BECRE
= ool (U RFELD |5, HHESN D,

X, BHEEOHEECH
IEZ DY) 72 ALE % 1T
ST &,

arFeiL-y b
<)%
FLFENL TY ) —
LAY %)
[16.4.16.7.1 ZE]

Floo A hgaFJ—
LOFRICBENTIE,
A hFaFV— Lol
REE EFICMES ER
DHEERED R REMED B
Do
BEIPROONIGE
2. BEBOHRES®
oY) 2 E %
752 &,




HAIBE

FEREER - 1B

W - fElRRE T

77 TF
IhsEY 1)
[16.4.16.7.1 B8]

AR RO MR E b
FHED (ER D RE
DAEENEN B o
F7oy RAIDARZEAL(E
DIMFRESET L.
TE A O i R
BLEFELU. KAIOER
NEF T DA B
%

REVPROONHE
1213, HEBOFEP
HIEEOEY) 5 LB %
752 &,

AEIDCYP3AIZHT %
PBEEERICE D, L5
HHIORHHMWHEES N
%o
2. EXREA O
CYP3A4ICHT 9 %555
TERNIC & D ARAIDR
HPEES NS,

77 ¥y 10
I77EL VY
eIV
[16.4.16.7.1 18

REIORZEALED M
REPET L. SR
HY O MAREE D B
ToM RN HH. K
BlOVER A RIS 2 [
EErHLOT, BE
BORFPHILEEDE
PaBEETII &,

ERLHEAIDCYP3A4IC
xR FEAMAERIC &
0. KEIORHE AR
ENb,

RRTABT VI = | RRIOWIRNAMET T 2 | ZERCEEAI O W& (ERIC

T AL EDBEND B, rrborELLN
5.

11. BIfEA

ROBWERDPH5DNBENHZHDT, BEEZTTITITL,
BEPRO oNIGEIIRE2PIEY 2 7% CHET L LE 21T

ST &
1.1 EXBEIER

MNAN2avd, 7FI745FY— (WTnbEEEARH)
IR, &, BRESHSDNLENDH S,

11.1.2 QTER. [DE4E (Torsade de pointesZ=L) .« i
=g (LI b EERE)
QTERZOLREOH 2 BE. BAV Y ALMIEDODH 2 EEHIC

BLWTIIFIcERET A2 &,

[9.1.2 2]

11.1.3 BIHERFA. FFHEERE. BB, A2 (W INSHERE)
BIRERF 26, AST. ALT. y-GTP. LDH. Al-PO EFE%{£S
[FHEEIEE. BH, FAPH5DNE I ENH 5. [9.3 5]

11.1.4 MuviRiRA SRLIMERRIA, FBMEEm. Smikmd . H5R
RIERE (W3 N SAEERER)

(8.2 2]

11.1.5 hEE4HREIESERARE (Toxic Epidermal Necrolysis :
TEN) . FZEHERRAREIREF (Stevens-JohnsonfElREf) . %
ReAIBE (W3 B SEREREH)
BEENSRD ENFEICE, #E2FIEL, BIBREALEY
OB EEDHEY) B ZITH T &,

11.1.6 PIESEIREY - RABEMAIR (VI L SEEREA)

FE MR, PPIRREE, REXREE . IFBREZESH 6D
NBZEDPDH D, TOXIEERPH bNIZFEICIE, &5
oL, BIERERILVE VAOBRESEDEY) R NEETS

&

11.1.7 (RIRMERESA, HMEXREEE (W h S EEARH)
BIRERIG . HIERBREOEELZRBRAPH DS
LH B, IR HEOTRPH 5 bhBEICE, 5 2H
U, BYLAEZTS &

11.1.8 &MNARRURRIE (SR AHA)

AN AL

CKER. mpRkURp 1470wy L&D

HoONBIEND B, ERAFRMEIC X 22 EBREOE

ICERT A &,

11.1.9 =8 (SHEENER)
Y CRERRME. 3470, BHREERES) PHob

Na2&EPH5,

11.1.10 SMERES. RESHEMER (L INLHEERR)
CZREFOERPMF Y LT F = VE ERAFEOBERAEE TR
BOSNIIFEITIE, BeGehilbL., BUZLEZTD I &

11.1.11 IgAMER  (HEAH)

11.1.12 EZRIEBBAEIREE 'S (SEERH)

HPER & LTHIE, #BDH O N, & 5 ITFRRERS.

U

JNEIIERR. EIMMBRENN. FERERIE . B L ONERHIREZ
HBFHMEOEELBEIERSHSOND T ENFH 5, H5HIE
BOLFE., FE, FHRERESOERIERD 5 W ILBIELT
BT ENHHIDODTEET ST &,

1.2 2Ot OEIER
(—RRRZYE)

0.1 ~ 5% i 0.1%:1 SEEEH
BBRE Eise Z O FERK
TR HEV SIE
SEY FZET
BElEE
HAE
PR
R
HREL
LU (%)
EERA
ARHR
e HEEE (cHH | BHIE
%) BEETR
IR
H{kE E BEACRR AR S A
M M HR{E =1
=N AR % WA E
B0 i HR HEE
& mp=]
T
Mg FERFRIEZ
A AST L&
ALT ER
v-GTP LR
LDHER
Al-P LR
i - B i
Z DA BRI BiE
1FhE CKER
H> Y TIE BiE
FEEL HEPR
NI
CGHEZEMBEE)
5~ 10%KiH 1 ~5%Ki SHEANEA
TR ANHRSE BHIE
HFE WV
T
TR R BURE
BEEE
R
=18
SIHE
JEEE
B RS
R#RIE
FAHFRER
A
AR ENRIBIES R BI85
3
HIg
BRETER
BB S
FZ R 5z Z D PERK
BEIR R E
=B
HWEE
B35 382
SEABBBE R IG
FIT
H s T =D FERG R
BAR HIEAR
fEE 27
g B
PRI AE 8
HR
HEE
i A ki
=il
HARREEIM
TFRERIE A
BHREAS
JFF Bk FFHRERE v-GTPLR AST &
Al-PESF ALT E&
RIS - HHEE
JF %%
vy Ly kR
5 i aEmEE BUN_EH
JLT7F=VER
G FTEEBLERRE|EHVIYRE
TEBL




5~ 10%A i 1 ~ 5% AR SREANEA
il - BB il
B
Z DAl AR IE Fiyabng
FUZYRY RN | TIT-EER
etos h I YE
2 PR R MR ]
EAYYLME | Lro<D
PRAR FE
Mgy
Sl
R LA

BRERBADEBRE (T4 X) 10> BREEMACE %2 MR &
LB TR o N-EMEHTH %,

SEEE V3 AR O [ N R PR B % OV BLE B FE R OB BGEREO &
BIZEOWTW3,

NUIONTI— . OV REGE)

5% 1 ~ 5% 1%
SBBHCRE Eise] O
RS TEIE
L O
HFE W
RS
RER
2 DiREE
EN = T (15.5%) & (mp]
BRE (13.5%) ISR R R TN
TR CIRN % R
(R B A&
RER Fig 2 13
+ i8R R
R
T
BHCRIR
ki3 IR ERIED =yl
TFEATRIE 2 [=finkzeE
1M/
FiFhe ASTER Al-P L5
ALT EH vyLry kR
LDH &
v-GTPER
ZDAth REABE PRAER
FUZ Yty R | REBER
i BRI
BaLZ2Fa—) | B
FEL
QTEE
NP YRE
1FhE
M B
B

ZHORWERIZEEE - TEBEBICB T 5RERE (34l
1623z I = B N2 A VA <R < i B AV A AV VNI i
TS5 =, SRTS5I—)LF b LDEE) OEAEEDE
NERREBEE (TEF VY VKR OA XTS5 — L&
OHAOEEORE - AEEEROBEHRTRIERHARZ &
) ICEOVWTW5S,

12. BRRERZRICRIFTHE
NUONTI— - EOVREEYE)
SUIVTII=NEOTO N YR TA L EY =R T EF Y
DY VKA. 75 2uvA Y U EOHEME ORAF R
R THEBKTIZ. BC-REFSHEBOHEERMBIEEICR S
AHEMA H 2 7-0. BC-RBFRRBRIC K 2BREHUEZTOH
BITE. o DFEAHOBREGRTRAELEDORHTERT 2
ZENEF L,

14. BRLDER

14.1 FRIRMFHOER
PTPEEDFEANIPTPY — b A SMO M L CTIRAY % & 5 EE
95T &e PTPY— FORBKICE D LS AR EEEA
FIAL. BICEEFLE B U THERARSOEE & A HHE % i
RTHEND 5B,

15. ZDthDER

15.2 FEERREKBRICE D < 1B
Fv MIT7EFT Y KM (2,000mg/kg/H) &EF>VF
Z =) (15mg/kg/HLLE) OAERIMAROHRS L7 3B,

BROA RNCTEF ) 2K (500mg/kg/H) « T2V
77V = (100mg/kg/H) « 7V R~ ATy
(25mg/kg/H) OABRGIAROREG LI-HE&ET, 7TEF
DU VIR & BB D VISR S L 7B RIR SRR
HNTWVWAN., BRIETEF U KNP HEREZ I L
ZHDTHY . ERTHHELZBD T AW EPHRESNT
W5,

16. ZEMENE

16.1 MeiRE

16.1.1 BEES
BEA AI2200mg. 400mg (Fffi) = Z=MERHEREOHRSE L
7o EEOFHMEFRERVOE/ST A =S OEZEUTOLST
Ho719 B, EEEONT Y FEDRP o7,

s Cmax | Tmax Ty AUC
) (png/mL)| (hr) (hr)  |(pg-hr/mL)
BEA (n=8) :
200mg Bioassay 1.16 1.9 4.04 8.98
BEA (n=8) .
400mg Bioassay 2.24 2.7 4.36 20.30

R AIZ200mg (F11fi) % ZEfRRFIC B ERR OIS L. Bl
Rrua< 2757 (HPLC) BTHEIE LzE A, MIEFICI
RE(E R OB O 14G0KBR(LADS 1T ITREFEEL. #
DEEEIIBioassay THIE L2 IBE & IFIF—HK L7200,
16.1.2 RiE#%S

(NUONTI— - EOV RRPE)

BERANICTEFT V) VKM, bRy S oee
& —EHEA L T400mg (/i) % 1H2[E7HEREZRD#RS L
7oL EOFHMARERVENRNTA =T DERUTDOLST
H o 72027

SHi Cmax | Tmax T1/2 AUCO,U
e (pg/mL)| (hr) (hr) |(pg-hr/mL)
A (n=7) 400mg. | HPLC
FEFIUY LIKHY KLk 2.42 2.7 4.4 18.45
1,000mg. 7>V~
7/ —n3omghtA | HPLC g7 1 o4 8.5 8.87
B D) R
A (n=11) 400mg.
TEFT T KT HPLC
1,000mg. # %75 KB 3.5 2.5 4.6 27.813)
=)L 20mg
5 1)
‘ HPLC 4)
B - B bk 2.33 | 2.0¢ 6.43 17.50
400mg. 7 n=15)
Fyyuvk | ") gpeLe )
4 e 0.82 |2.5¢ 9.71 7.65
750mg. I
TSI —LF HPLC )
SR o S bk 1.99 |2.5¢ 4.49 14.03
20mgftH (n=4)
i D HPLC 14)
e 0.95 |2.5¢ 7.51 8.46
B (n=11) 400mg. | LOMS/NS o
7ERS L) kR | R | 292|207 | 462 | 1826
750mg. K 754> [LOMSMS )
20me iR EE D e 0.88 [2.0 7.96 7.49

ELD) ANV anyy— - o BEYEIONT 2 REAE - BRETIR. 77
J2avA ¥ id1E200mg (REICE U T ER400mg % CHEE
WETAHIENTED) « TEFV VY VAKRMEIET750mg. 7
ObYRY Ty —DITRT S5 —)LF + )7 LIE1ELOmg
TH5bo

¥2) FFREEERF 7 u—L4P450 2C19&EE T8
EM ; extensive metabolizer
PM ; poor metabolizer

#3) AUCp. (g - hr/mL)

F4) HRfE

16.1.3 EMZFHIREF R
25 2074 ¥ 48200mg [CH] &2 59 ¥ v F§£200mg
. JURAF—N—JRICKDENENIE (VT R0~vA ¥
> &L T200mg (Ffffi) ) RS FICEERERZEOHRS
U IR RA(UARE 2 JIE L. Bo /- EYH T X —
% (AUC. Cmax) 122\ T90%EMEX ML CTHE#IT %
1T - 745, log (0.80) ~log (1.25) OHEENTH V. WAl
DEYFERESEE IR SN 228




(ng (J11ffi) /mL)

—@— /7 AU~V A ¥ 4E200mg[ CHJ
—{1— 77w FEE200mg
Mean=*S.D., n=20

600

EE S SRR E

400
200
0 1 1 1 1 n
0 4 8 12 16 20 24
5% oEM (hr)
HENRT A4 HEINTRA—4
AUCqp.24 Cmax Tmax | t1
(ng (i) -hr/mL) | (ng(/2ffi)/mL) | (hr) | (hr)
75) 204 ¥ U 3498.6 512.9 1.8 3.9
200mg [CH] +787.8 +116.4 +0.6 | £1.2
7I) Ty NEE 3538.3 531.2 1.8 4.2
200mg +867.6 +146.8 +0.4 | £2.0

(Mean =S.D., n=20)

MEFFEEN NMICAUC, CmaxEn/85 X —7 13, #HEEDE
R AR OFRENEE - RS ORBEMIC X > TEL HATHE
W5
16.2 IRIY
16,21 NAFATPRASEUT 1
%%&Anﬁwf\75UXE74&yﬁﬂ(%m@)%%D
BE LS QEREE) 75V 2AuaeA Yy 7 v TV
ﬁ&i’a%ﬁ%ﬂlﬁm%ﬁbt% DIYRERE ST A — % % ik
BfL7ze TORER. KREMEDNA FTRA T T 11352,
55%TH - 7275, FIEEBMRIC L > TERSNAIEERBEY
(LAGIKERIEAER) 2 &0 72/8T A — Y BITERP 5. 751 A
O A ¥ VERROBESRIZITZRITRNS N T NS T EAPRE
ENiz29 (BNT—%) .
16.2.2 BEDRE
&%EJ‘Z}\ 12200mg (F1ffi) ZBEREO#RS L& EomiEhE
2. BEHOEESIFEAERDONZ P -7219,
16.3 ﬁ?ﬁ
(BRI AIC BT B MEE30 | £7-, BEICB T BRI
T 3D HEADOBITIEZBIE LR, %h%ﬂ@%ﬂ%ﬁz’\
OMITIZBEFT, MBEFEEERSD L BFhU EoEES
IRUTzo F/o B39, k3 . EERAERESY Sk
BliXZEAEOFITIEFEEY2 KEL LEboTz, BB, b
FEE A ERIZ42~50%TH - 7235 (in vitro)
16.4 (£
2B 2 EREWNIADKER LA TH D MFEFICIZRE
AL ZITREBEELRZ 20,
v NFIZuy—LxHWin vitroiRREEICBWT, 7T Y R
Ov A EFEELTCCYPIATRESNAZ EARESNT
1536, [10.. 16.7.1 ]
16.5 Pttt
EERRXA12200mg (F1fifi) % Z2AFHHC B AR5 L, Bioassay
THIELzE A, HEH24ARME TICHRERD38.3% M RH
AHREE N 19, REBICIEEICKRE(LER EHERE O 14
RKB LR ER 8 65 7220
16.6 'ﬁm@"gﬁ'ﬁié%%‘
16.6.1 Bt&eElE=E
BEHELEE S 2 EEOBHERES12200mg (1) 2
ZERERHEOREORS L, LT F=r 2 T7 52 (Ca) &
Z DIENEIRE & DRG 2MET Lo iR, BHEDETICHE->T

/—‘;ﬂr.

Cmax® b7\ T, ,,OEERCAUCOEMAERD 57237 (H

JEVE  Bioassay) o [9.2 ZE]

Z ,[;7??/ Cmax | Tmax Ty, AUC

T YA
(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 SknE
BELGEBRREOLN66~82K (FHH72.21%) ORME3RIC
200mg (Fff) = Z=MERBEROHRS L. £ OFNE)EE HET

U7AE 5. BRI & X% & Tmax, T1/2 iﬁ:ﬁ%fﬁ 2
727, Cmax. AUCIZB S 2 IZE A > 72 38) (RIEE ©
Bioassay) » [9.8 ZH#]
Cmax Tmax T2 AUC
(pg/mL) (hr) (hr) (pg-hr/mL)
EiRE (n=3) 3.72 2.3 4.2 19.20

16.7 ZEMEEIER

16.7.1 CYP3A, P-gplcxtg 2EEAEHT 29,
16.4 ]

16.7.2574T74U>
BEEMABEICT A7 4 > %2400mgk N7 ) 2Au~A ¥
#300mghtA L7ziER, pIRSHBTT 47 4 ) v OliEHiE
E1ZCmaxT1.26f%. AUCTIL.I9fE ERL. 7V 7’7 A
16 4% R Lz SfatiicEREZERD o NG o729,
if:\ KEXMEBRRICT A7 1) > %300~600mg/dayT1

SUEOHE L, FICY T A0 A > 600mg/day# 1 H

’“2{#}%?&51/1%*%\ G-’Fﬁﬁ?EIE BWTTA 7 1) Y OIE
PEEIAERES ERERLEZY . [10.2 BH]

17. ERIRRRHE

171 BHERVRLEICEHYT 3%
EAZNR & Ul ZEEmLEEEZ & Tl R B OB Ix
DEBVTH S,

[10..

CGHERMETEREE)
17.1.1 BRERBADERSE (TARX) [CHESEBEMACEIC
19 3 EMERRENER
AR E TORBRICB T S R IREEIR O Sl F 13 450 5 241
(50.0%) TH->74,

REA AR (%) [ARLLE]
TéﬁfgﬁfKéﬁﬂ%ﬁ (ZAR) 1> ERE 50.0 (2/4)
(NUIONTI— - EOUREE)

17.1.2 Bi8% - TTHEBBEBICBIIBZANYINTI— - EOUR
FEICH T 2 EAR OB ERRHER

BiEE - FEBBEICBIAANY aNT Y — - 0 BYE
IS 5 _EEREERE, A - URBTr I 2av A Y

83.7 (103/123)
90.4 (103/114)

YOBEREDSED 5N,
B ARE (%) [FH#PLE]
BiEg - +TEBEEICE TN any
& — - ¥u Y EGE (REX)
(5T =L EDHADIEE) D4
BiEE (400mg) =1 87.5 (84/96)
(800mg) #*2) 89.2 (83/93)
+ e (400mg) =1 91.1 (82/90)
(800mg) *2) 83.7 (82/98)
CKE : 14HRHS) =) 87.6 (197/225)
) )
)

(3£E @ 7HERS) #

(FRAT TV =N EDHADBE) 40)-50)

g - +ZHEEEE (800mg) = 78.8 (89/113)
(400mg) =6) 81.1 (116/143)
(800mg) =7 80.0 (116/145)
(5 +Zieka) E 96.4 (106/110)
(14} - afaF) E8) 79.2 (38/48)

(FRTFV=)F MY I L EDHHDEE) 5154
B (400mg> #9) 87.7 (57/65)
(800mg) H10) 89.7 (61/68)
+ieEES (400mg) =9 83.3 (45/54)
(800mg) 10) 87.8 (36/41)
B -+TiEEEE CKE: 10HMRS) B 86.0 (147/171)
CKE: 7HE#ES) ELD 84.3 (140/166)
(BRM - 7 BRI S) E1D 93.8 (61/65)

F1) 799207 A & LTIE200mg (Fff) . 7EF
TV vAKRE LCLE750mg (i) ROT 2V TSTY —
JL& LT 1EB30mg D 35 % FIEEIC 1 H2[E7 HERE O 5.

F2) 75V AOwA & LT1E400mg (Sffi) . 7EF
Ty KR E LCLET750mg () ROS >V TS5 —
L& LT 1E30mg D35 % FIEEIC 1 H2[E7 HERE O 5.

E3) FTIEREBICBIT AN INT Y — - O BYYER
HEXNRE U-HRRE (75 ) 204 > > & LT1ES500mg




(i) « TEF TV VAR E LTLEL000mg (i)
TOT 75— & LTLREB0mgd 354 FEHC 1 H2[EHE
H#5) « REIOEZEAHARIFZ00MgTH 5.

T4) +TIEBEESICBFAANY INT Y — - O BYE
BEEZNRELERRR (77 ) 2034 & LTIH
250mg (Fffi) « 7EF U VKA E LT LEL000mg

(Fi) KOs >V TS5 —)LE LTLE30mgD3H % R
1H2EEO#RE) « AFOAZREAARIZZ00MgTH %,
F5) 759 2uvA Y& LTLE400mg (A1) « 7EF
TV KR E LT1E750mg (Fffi) RUF A TS5V —L
& LT 1E20mg D34 % [k IC 1 H2E 7 H S 5.

F6) 75U RuvA Y& LTLE200mg (i) « 7EF
) KR E LCLE750mg (i) KOF X TF T —)
& LT 1E20mgn 34 % FEIC 1 H2E7 H R OHRS (ERO
BUEIRER IR RAER) o

W7) 79U AuvA vy ELTIEL400mg (Hff) . 7EF
S VKA E LTLETS0mg (Fl) ROH A F5 Y —IL
& LT 1E20mg o 37 % FFF I L H2E 7 HEEO#S (BN
BUSIRFER R R AER) o

H8) /7Y Au~vA & LTlE500mg (Fiffi) « 7EF
T3 VKR E LTLEIL000mg (i) RUF 275 —
L& L TLER20mgD 35 2 Rl IC 1 H2ERO# 5. AFI0OER
BAHEIZ800mgTH %,

F9) 75U Ru~vA & LTLE200mg (i) « 7EF
) KR E LCLE750mg (Sfi)) ROTRTFTV -
F U LELTLEIOmgD 3% [ I 1 H 27 B kRO #%
5.

*#10) 75V Au~vA & ULTIE4L00mg (Hffi) « 7EF
L) VKA E LTLETZS0mg (Ffi) ROSAFS T —L
F U LELTIEIOMmgD 34l % FRIC 1 H 27 H RO
5,

ELLD B - +EBEBEZICBT AN NI Y — - oY
JUERE 2 MR E LIEERAR (77U Rru~vAv el
[E500mg (Ff) « 7 &+ U 2KF#E LT 1E]L,000mg

(Hff)) ROSRT 5V —)LF ~J L& LTIE20mgD3H
ZEKRICIH2ZERORS)  REOERRREAHRIZZ00mgT
H%o

18. ETNEIE
18.1 {fERF
HEDO70SY RV —LD50SH 7 1=w FEFEES L. BASHK
%Kﬂ%@‘é 39). 55) o
18.2 ZIB{EMA
18.2.1 IEIEA
TRYBEE. L UYEERE. MAREOIFRES T LIGHE
E50)60)  EF5 01T (TITUNAT) - AYT—J AR, AV
TLVIVYHE, LITXTRE. hovunrsy—gE%o—fo
75 LEHEE 56060 | R A ML Iy HAEOD, 753
DTE2), v A AT FTATE 3 v aAnNTFY LA
BV RN aNy & — - a5 ICHEEREZRL. £0
fEREtho~vras 4 RRIWEME LR%EL LETH S (in
vitro) o
18.2.2 b MEREM 1 AEKEMEIEDTIRE
KRB AR EZTEEORENEZET S0 M, v anNs5Y
YA TEYLATY Ly IR (MAC) 67 RUAY a7
Z— a5 LTIRRE(MEL W (in vitro) .
18.2.3 BMIRAETILICKT T B/EA
VWZ@H’E%P\]EZ%%)‘ 57). 59). 60). 66) . J’@’:"F@g%%)\ 59). 60) N
I, SR FRGLRE 56)+ 57)+ 60). 66) EF LI BN TIE, 7T Y AT~
A Y ORI RAABBITE R R L, BN R 2RI,

19. B ICRT 2EEZEHNAR

—%E9&FE: 75U 2Aa~v A > (Clarithromycin)

{E2&: 2R3S54S5R6R8R10R11R12513R)-5-(3,4,6-
Trideoxy-3-dimethylamino- 8 -D-xy/o-
hexopyranosyloxy)-3-(2,6-dideoxy-3- C-methyl-
3-O-methyl- a -L-r7bo-hexopyranosyloxy)-11,12-
dihydroxy-6-methoxy-2,4,6,8,10,12-
hexamethyl-9-oxopentadecan-13-olide

PF: C3gHegoNO 3

PDFE: 747.95

% R AEOREEOKERT, KRIZEV, T by
OOARLLIRRFEFRITL XY ) =), Y ) —
U (95) RIEYVIFLI—FIIIEFIZL <, KiZ
FEAEBE TR,

B = 220~227C

22. G
100%¢ [108€ (PTP) x10]

23. EEX#k

1) BT E AR - AL TERE R BRGRE G SR 0 B o SRR
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20)#ABFEIZ A : Chemotherapy. 1988536 (12) :933-940

21 PFRBEROEY#EFE (¥ Sarh e, 7TEIVUAT
VMR X b Vg AT, BTV ) VSRS
Y, PTEFVIUATEIL [b=T] . T4 KT Vil
B 7EEU AT N, 75U REE. 7Ty REE:
200059 H 22 HARE. HFHERMIEA3.1)



22)e MZBUAENEE (XX TFTVUEE. F AT T —IVEE
N NV h TR BTV UEES TL, T ES
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2002F4H 11 HAGR, HFEREIEA3.2)
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