202311 ASRET (B 1K)

BPE  HIRARTE
BIWHA - 34

BAFERM D HES

876132
RS HR7eRala
21900AMZ00053000 200747 A

FBORtE7 T LRMEYEBERE
. RN ~ o_gn ~
Eszrs T MUY ERFVIVEE

Vs 178 S

£ Y FUYERFVILEE100mg [CH

Cefditoren Pivoxil Tablets

F) FE—EMEOAFTBICLIVERTSL

2.2 (ROBEICIEFERSLBVLWI E)
ARAND BT LIRBUE DBEERED & % BE

3. 4R - IR
3.1 #mk
HR7e % 7 VML YERF D ILEELI00mg [CHI
18R
BRI HE t7YbhLy ERFVL
100mg (F7fii)

D-vY=ZbF—J, E7O0A0—2A, ZOAhILAT—AF
MUT L, TTVIEEBFT NI L ATTY VBT TR
A, BibF Y . w7 aT—)L6000, HLFI Ty

ANINAl

3.2 BRAIDHRK

e 4 7Y LY ERFVILEEI00mg [CHI

@i - A HEDT7 4 VLd—F 1 > 75k

O =
BF 12.4mm
KEE| EE 5.8mm
Ex 4.5mm
HE 290mg
#pla— K ch57
4. SHEEX TR R
GERERE)

IV MLYVICREDT RURER. LY YIRER. MRk
B ES57€5 (G5UNX3) - Hh95—-UR, KFE. ¥
rONTSI—E. JLTVISE. IVFONTI—RE. €5
FPRE. TOFORAE. EWARS - ELAZ—, FOEFY
V7B AVIWIVYE. RTFRRAMNVTRIVARB. N
J704FREB. FURTSE. PIXRE
GERVE)

R ERRE, REMRBRRE. YV /INE - UVNE
K, BEERRE. SHE - BIERUFHRISFOTRZER. 2R
XK. [IFIEERS. IR - IREEK. Rk (ROEEER. Rk
FAREREZZ0) . ERESR. MR, MRS, B4 Fks
REOQDTRZR. BR. BEZER. BERX. BEX. NL b
UVERR., FEARR. FEMESX. RERSE. REX. £
FIRE. ERARBRA. hEX. BISAEN. EEMEREN. EEEER.
SRR

5. MEEXFHMRICEET BFR

(IHEE - HREEN. RkX (RUtAER. RtARREZZT) .

2MREXRN. PER. BIRER)
[MEMSEEEFEROFF ] V22RB L. HEERSON
FHEAHIRT L7z BT RRIOB ST & HIE S NS5
5952 &,

6. HiERUHE
WBE. BRAIIEE7Y LYy ERFTILELTIEILIOOmME
(7)) =1 H3EEEICEO®RET 5,
5B, Fi R OERIOE U CEEEBRETY 24, BHEXIIRRA
+a L EBbnsEEiE. 1EI200mg (Fffi) % 1H3E&EHZICRE
A#%59 %,

8. EEREFRNWER

8.1 FRAIDERICH 7z > TE THEEOHREZG <7z, KA
E LTI ZMER L. R OIRR_Lh S i/ RO B 0%
GickEws e,

8.2 av I EREITBENNHLDT, +07klEEEITI T &
[11.1.1 28]

8.3 MHREREENHOoDLNLZ I ENFHHDT., EMIITEEZIT
52 &, [11.1.5 BH]

8.4 SHERESFDHEELBERENHS5DLNLIENHHDT,
EMICHEEZITO C & [11.1.6 ]

8.5 MEFRIIRE, BIMMEEMAHS5HbN2 I ENHHDT, EH
ICEEEZITO 2 & [11.1.7 2]

8.6 REHMAPRVEE TR, HAMEMEYR (AST. ALT L
F FREEZE) ORBENEL L DERANASNZT2D,
EHNICREZTOREFTE TSI &, [11.2 ZH]

9. BENERZEIIEEICHT I IR

9.1 BRI - BIEEEDH B EE

9.1.1 E7 T ARNBERZV U VRIEYE (Cx UBSEDEEE
BDHZEE (2L, AFICK UBBIEDEHEIRED & 2 EE
ICIF S LRBEVTE)

9.1.2 XAXIFER. RBICKEXME. BE. EMEED7 L
WFE—ERERECUPTVVFIEEZTIHEE

9.1. 3 ROEBMOARIGEENIFIEROREDESE. EHIKED
ELEE
BE2TDITFHOITE Y I VKRZERPHEDOND &
WH %

9.2 BREEEZEE

9.2.1 EEDEREENHZEE
BEMEZ DI CHEAT S & MPEEIERT 5.
]

9.5 iFiF
ISR L T W A ATEEE D B 50 1d, BB EoBFRME
MlEpEtE%E LR S MBI SN EEEICOARET ST &, TR
BEICERFVLVEZET AEME 2RSS NERE, £
OHERIZBVLWTEAN LV F VIEOKERSRE SN T WS,

9.7 INR

9.7. 1 /NREZ R & LI BIERUOREEE TR L LR
BRIZEM L Tz,

9.7.2 WV =F VOETIIERT A&, MEHNILV=F VPET
THRRERBEETH S I EPHBALZHBEITI3HRE L0
e N BICHYR) ICBWTERFVIVESET BHE
g CNEHEED ofS5ICED. EAILZF VIEEICRES (K
MERHEDLNDEENH S, [15.1 2]

9.8 BilnE
MOBICFERELT, RE5RBA2EETL22ELTHET S
Lo BEREEFTNDNOBATIEZEWERICESALSNZD 572
W —RICEEBEPETL TSI ENZN,

- AENIEEEETEE CHRIHEEARD 5N TWADT, M
FEESELHERT 2RSS H S, [16.6.1 2]
CHHET, ©Y I VKRZICE A HMER A D S bbb & DHE
VH 5

[16.6.1



11. BIEH
WOBHERAH 6 bNB I ENHHDOT, BEEZTHITITV.
REFRO SNHEIIREERIET 5% EWE) 2 0E 247
5T &,

1.1 EXBEIEA

MNANYavg, PFI45FY— (WFNLEERHE)
TR ONRER. WS, K8, @8 5B BFSoRE
MWROoNHEICE, HEZHRIEL, BYLLEZTS
L. [8.2 2]

11.1.2 BEBEEKIBREOMEBEZF S EELBABR (FHERH)
. RO TRIN S 5 bNBaIcid. BbICE52HiE
L. BEYZRAEEZTS &,

11.1.3 hEMRIBFERIEEAE (Toxic Epidermal Necrolysis :
TEN) . FZEFSAREREIREE (Stevens-JohnsonfEfRE) . %
RAAIBE (V3 1S SEEEREA)

11.1.4 EEMRTR. PIEFEIREE (W3 L SHERIA)

FEEL. MR DRUREEEE. BOEXREBREYE. FMIESE LD
BB %, PIEERBESH S bNDIENHZH0T. BE
EHIATV. ZOXD BRERDYH 5 bhiBEICE, BE%E
FIEL. BIZRERLVE VRIOBRSEOMY S MELITS Z &
11.1.5 BFHSBERBE  (SEEERHH)
TH, AST. ALT. Al-PO¥E L\ ER%E% 0 FFHEERED H
bbb ENH5, [83 2]
11.1.6 SHBEBEZOEELERE (JHERH)
[8.4 2]
11.1.7 SBEENERE. BIMEEM (W3 b EEARE)
(8.5 &)
11.2 ZDfthDEIER

FEENSEE | 0.1 ~5%KiH 0.1% K1 S
Bl ¢ # RIS, AIBE. | U OO SHIERE. BAETE
JREE. HEL
1M FERIEREAD . T | /MR A
FEEREZ
JrF R AST. ALT. HEH
Al-PD_EF )
=7 BUNLEH. E|MFr7L7F=
HR P
HILER THI, ER(E, R | SRR, B
K. BARMREL. | D, MEM
SR
B R AE W% 1> DY
vy IR vy 3 VKRZRER (K
ZIE 7a hua v ¥ VIMmEE.
HIMEMSE) « £ 3
> BEERZIER (FHR.
OWN%e. BAARE,
RERE)
Z DAl . TV FE. LOoh., MmiEh
L=F LT
E) (8.6 ]

12. BERRERERICRETHE

121 FAT =T RIEERSRA T« 7 bilEE, 72—V 738
I BDRIERECIRBEBEEZRET A ENHHOTIEET S
Eo

N2HEHE 7 —L2ARBEEEZET S EPHLOTEET S
Eo

14. BRLDZER

14.1 BRI MEOER
PTPEZEDOHANIIPTPY — b2 SO H L TIRAT 5 L HHEE
THI &, PTPY— FORBEMICE D BOHIAIRS EEREA
FIAL. BIIIEFELZ B L CHERRARE DO EE & & HEz
HKIHZENDH S,

15. ZDhDFER

15.1 ERFRERICE DK 1B
KEZECERFINELBTH204EME (7YY E
REVIN, ETHRY ERFVIVERBEKNY. £ 7575
A ERFUL, FERRL EERFUL) OB5ICED, ¥
NY TV (ERFVILELRET 2HEDNEONREY) ORH -
PR MBIV =F VERPRE SN TV 5, [9.7.2 2]

16. EMERE

16.1 MoUEE

16.1.1 B@Oigs

fERERLALICL[E100mg. 200mg# Z N Zh A% EERO®ZS L
7HE. BTV L OEMEENTA—FIE, R1OEBD
THO. ARREEER LY,

£1 EEEAOENEE T X -5

BE5& Tmax Cmax T2 AUChe0
(mg) (hr) (pg/mL) (hr) (pg-hr/mL)
100 1.4 1.66 0.80 3.67
200 2.0 3.44 1.06 10.02

16.1.2 &EYPFHIRIE4EHER

7Y ML ERFVILEEIOOME [CH] & XA 77 MELOO
. JURA—N—FIZLDZENETNIE (7P LY ¥
ARFTILELTLI00mg (i) ) fEEER S F I Z2RE R B [l
DG LCIEERt 7Y ML VBELRBIE L. BoNEYH
887 X —% (AUC. Cmax) 22\ TIOWEHEXEIEIC TH
FHERAT 21T o 7245 R, log (0.80) ~log (1.25) O#HEHNTH
0. WEIOEMZNESESHERESNZY,

(ng,/mL)
1600 —o— Y7V ML YERFVILEE100mg [CH]
—— AA 77 MELOO
i Mean=S.D., n=20
1200t
EF‘
*
7
2 800t
]\
L
N
@ 400|
i
O L L L
0 2 4 6 8
5% 0 (hr)
HEISTA—% BEINSA—F
AUCqg Cmax Tmax | typ
(ng - hr/mL) (ng/mL) (hr) (hr)
IV LY ERF 3551.6 1204.7 1.4 15
2 )L$#100mg [CHJ +973.0 +334.2 | £03 | +0.2
" 3696.4 1257.4 1.4 1.5
A4 77 15100 +11145 +3089 | £04 | +02

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

MEFEFEEL NICAUC, CmaxZa/85 XA —4 13, HEE DR
R REOREEE - BESORBEMIC L > TREL SR
W5

16.2 RUY

16.2.1 BEORE

[El—REAR A ZERER SUd B% . 1[E200mg % B e 5 L
TI5E. ZEER & VBB EOH N TN BFCH 7224,
16.3 910
16.3.1 &%, HEBABT

BEOWER. ROGHEE. CSERSE, Rmas. sUsE&. B
FHE. TEER. TEEH. BRI REAINEAOR
TROLNTz. £ HITHEANOBITIIRD SN2 d >
7>:5)—13)0
16.3.2 Z8ES

FRAMEEIEIC & DEE L7 e MITEEH & O ERIZ25 1g/mL
DBETINS%TH 7214 (in vitro) »
16.4 (X5

L7V by ERFIIVE, BINEICREZZ T, FEEE
EETAHETIRNLIEENY VEEICKR D, ENY VERIZ. A
V=F S EZT, RABPICE T A LIV =F > & L THE
SNb, 7TV L 2E, BEAERBEZ TR ERL, E
ELTR, ROEMTHICHE S 22 1D 15
16.5 HE;tt
16.5.1 Rk

R AIC LE100mg. 200mg% #n 2 h &tk BENR 15 L
72BE. £ 7Y MLy E LTORPEER (0~ 2485) 1349
20% TH -7z, B, BRKAICIE200mg. 1 H3EISHMK
EHRES LSS, ERMEEDonE o722,




16.6 i EENEREETIEE

16.6.1 BigHEEEEE
A Kﬁ%%%‘&lﬁ/\lﬁﬂﬁ%?\$%(b‘fﬂéﬁj‘z/\) 12200mg
PEBHEEKRORE L-EE, £ 7Y b LY OIiEFERE - i
MIghee S5 X — yi\ll%aw&%nfﬁo\uihm
LEETHER L. EREOREOERICEL f:Tl/Z@SEiEﬁ%E
OoENTz, oy RPFHHRIIBEHREDBREDEENSKEL &

IZONTET L. FBlOBENSRD 517210, [9.2.1. 9.8

%08]

(ug/mL)
5 -

W 5 ol B

0 > e ‘ ‘
0 4 8 12 16 20 24
#fE (hr)
M1 BHEMEERZEICBISL7Y N oMmiEhEE
£2 BHAEREREOEYHE ST A—F
BEEMS Bi% Tmax | Cmax T AUCpoco
[Ccr(mL/min)) 1 (hr) | (ng/mL) | (hr) (pg-hr/mL)
#E (51~70] 3 2 2.32 1.13 10.2
&R (30~50]) 4 4 2.17 2.06 16.4
BE (<30] 2 8 3.70 5.68 53.5
BETEE * 1 6 4.60 5.37 50.2
x  IEENTH

17. BRPRRRAE

17.1 BMERURLEICE T 5 HER

17.1.1 ENASERERR (BEREXNR)
1E100mgX13200mg# 1 H3EN4HME&®RE S L. ZDfE
= 4540 % 1% 300mg B 91.7% (33/36) . 600mg B
88.6% (31/35) TH-7z. BUERIF300mgR CIESR - HAEED
Bl (2.6%) PGS,

17.1.2 ENAERERIR (EMIERIERIVE)
11E100mgXi3200mg % 1 H3EISHE &K E L. £ DfE
R . B % %13 300mg # 75.0% (36/48) . 600mg ¥
76.6% (36/47) TH>7zo BHERIZ300mMEBETHE W - &
B Bobion, B OV, 600mgBET RIS LF (1.5%)
NE S N8,

17.1.3 ER"EERHER (EHIERIBRIE)
1[E1100mg % 1 H3ESHMARZS Lz, ZOMR. ARIRIT
78.6% (77/98) T > 7z. BUWERIZ IR (1.5%) « B,
BEELE (0.7%) s snz!9,

17.1. A BR_"EEREHER (HHEMEAR)
1E100mg# 1 H3EI4HBERZIZE L. 2 OER, BRiE
89.9% (62/69) Ta -7z. BIWERIZTH3M (3.4%) « FZ.
R (FED) 21 (2.3%) « BEAPE - TH1E (1.1%)
DG SN2,

17.1.5 ER_E5HHR (BEERERPE)
1[E1200mg % 1 H3E14HMEZZE Uiz, ZORR. AR
85.9% (73/85) T&H > 7z. BHERIZTHI3M (3.1%) . FE -
REERR. FEL ER. BEAMRE. BIE. (ERE LA (1.0%)
BHRES N2,

17.1.6 ER_EEHKHR (FEHLRIEERSR)
1[E200mg % 1 A3E7 HME#RZE Lz, ZOMRR, AR
97.3% (71/73) Th -7z BIEFRIZEME2MH (2.6%) . BO
bz, BEAME - 80E, B - 8E, EEEEE BHAR
R EBR. KERESLH (1.3%) »®REShz2,

18. EMEE
18.1 fEAKF
7Y L rOERERIGHEHREOSHKEETH S, &E
MEOR=ZV ) VEAEH (PBP) NOBAMEAEL . BEH
IZEAT A 23)-25) o
18.2 fiE{EA
18.2.1t 7Y by ERFIIIL, TINEHCE
FCET7VRNL I ERD, FIEAERT D),
18.2.2 7Y MLV, REBENTY T LB - BEHEICN LIE
W AR MVaEF L, [, 77 L8BE0 T RIEKE
B. VOYERERE. MAKE. /I LBEORBE. €97t
S (TIUNRT) ~h¥S—)A, JLITVIIRE, Jur
TAE AV IIVI U TEEOCBESEEOXT N A LT
IvHRAB. TUAE NZTFOATAB. TLRTFIBEIC
U THERWRENZ R Uz, 720 B-F 79~ —YIEEET ~
) Uit 7 VT HE (BLNAR) 1SR L TH W
EHERLE23-29
18.2.3 7Y L id,. HBENCTSEMEOELET S L-77
3 —PIZH LU TLET, B-F 77 v —EEEKIIHLTHR
W1 %R L7z 260)-28)
18.3 RERMRPEICK T BB E
7RV ERFUNIE, BET RUERE, HRERE. K
IFE. MiREE. 707 7 ABHICK S 77 AEBRIEGYEIC
®LUT, BNIREBESRZRL, T2, B-T 79 —VEEK
BRI T AHEENRS, FREASL LGELTYL

7-24)-26)

19. B ICBE T B IBLENAR

—HRBZH: £ 7Y LY ERF )L (Cefditoren Pivoxil)

{E%4 : 2,2-Dimethylpropanoyloxymethyl(6 R, 7 R)-7-
[(2£)-2-(2-aminothiazol-4-yl)-2-(methoxyimino)
acetylamino]-3-[(12)-2-(4-methylthiazol-5-yl)
ethenyl]-8-ox0-5-thia-1-azabicyclo[4.2.0]oct-
2-ene-2-carboxylate

BF: CysHpsNgO7S3

DFE: 620.72

M R REOE~RHEEBORBREOH R TH 2.

AL ) =UIRREIFICLL, TP MYV

I =) (95) KBTI, YIFLI—T)

WHBRD TEFIC <L KITIZFEA EB T 20,

FIEERICTET 5,

EECREEE

20. IRV EDiER
7o —aERERIE BRE

22. 2%
1008 [10#E (PTP) X10, EEAIAD]

23. Bk

1) B A7 & R R A I B GUERRR - MMEREEEROF
5l
BH 2375 : Chemotherapy. 1992 ;40 (S-2) :105-119
HNER £ AR SR
EE 137 Chemotherapy. 1992 ;40 (S-2) :308-315
=i F132 : Chemotherapy. 1992 ;40 (S-2) :434-445
E@j%*lib‘ P HECHEK. 1992 ; 38 (5) :663-680

X137 : Chemotherapy. 1992 ;40 (S-2) :643-650

*AUJF’?%"L;*%P : Chemotherapy. 1992 ; 40 (S-2) :619-623
l
l
l
l

BT TREFET B &

oFt  5AEA @ Chemotherapy. 1992 ;40 (S-2) :573-581
RE{Z/71Z 7 : Chemotherapy. 1992 ;40 (S-2) :610-613
HEZERIZ7 : Chemotherapy. 1993 ; 41 (1) :24-40

KAEFRIZA : Chemotherapy. 1992 ;40 (S-2) :651-659
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2)
3)
4) 7%
5)
6)
7)78
8)
9)
0)
1)
2)



13
14

el i%}\:
FARGEENE
5 EhE,:
In:
—IEH:
I
In:
FEHIRERIZ A

5 /I3
24)FEE &I D ¢
25)iFE G 2132 : Chemotherapy. 1992 ; 40 (S-2)
26) AEHEE T3/ - Chemotherapy. 19925 40 (S-
27)EIDHKII D
28)HF EiF
20)EHARFIED

8)7 IIE'J

b
)
5’%?1“3
b
-

)
EiN
15) %€
16)
17)
18)
19)
20)
21)58
22)
23) 1%
)
)i
)
)
)
)

794-804

ffj’?*(}’(ﬂﬁ 127> : Chemotherapy. 199240 (S-2) :664-672

: Chemotherapy. 1992 ; 40 (S-2) :120-130

Chemotherapy. 1992;40 (11) :1310-1319

Chemotherapy. 1992 ; 40 (S-2)
Chemotherapy. 1992 ; 40 (S-2)
Chemotherapy. 1992 ; 40 (S-2)

1371-381
1459-478
:543-558

PEHAIPRERRL 1992554 (8) :1418-1434
Chemotherapy. 199240 (12) : 1472-1498
Chemotherapy. 199240 (12) :1499-1528

Chemotherapy. 1993 ; 41 (1)
Chemotherapy. 1992 ; 40 (S-2)
Chemotherapy. 1992 ; 40 (S-2)

Chemotherapy. 1992 ; 40 (S-2)
Chemotherapy. 1992 ; 40 (S-2)
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26. ERFTRESF
26.1 BHEARSETT

\I

Qhosei KA BRGNSt

wm B W E R HE 92 F i

26.2 AR5EIT

@ BAYIRUvOKRASH

RRFEFABEAOAR—TBEIE1S

1 57-77

1 7-15

1 37-50
:51-58
1 16-29
1 30-36
1 1-6

1)

582589000-008



