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WHE.NRIZEET7Y LYy ERFVILELTIEBmME (1
fifi) /kg#x1H3EERICEOHRST %,
mB. MEIECT1H6mg (Nffi) /kgE THRETE 275, 5K
ATOERAED1E200mg (F1ffi) 1H3E (1H600mg (77
i) ) ZBAEVWIEET S,
(LEMSHDEEDGS)
WHE.DNRIZEET7Y LY ERFVILELTIEBmME (1
fifi) /kg#x1H3EERICEOHRST %,
mB. FERROERICE U CEEERT 55, A TO LR
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A (B TEEEICKVEROERANEHERISS)
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ELTRZM 2R L, FROEE ENE LS/ NRO O
GickEws e,

8.2 a v I ERIIBENNHHDT, +0aMEETS T &
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S22&. [11.1.5 =H]

8. ASMBREEDEELBERENHSDLNLIENFHLDT,
EHICREZTS 2 &, [11.1.6 ZH]
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9.7.1 BHAEMRKRER. HEREWMRE LIcBEIEROREERTE
EE U-BERERBRIIEMR L Tz,

9.7.2 3R CllElomg (Jiffi) /kg#% 1 H3E#E LizHE
F - REOFRFSEEN B VDT, TN DERDPERD 51715
FITIPERICIE C THEBESE OB 2 B Z(TH 2 &, Hifi
2%, HE%, BIREROBEZRE Liz1E6mg () /kg
1H3ENC & A EERRBICH T2 TR - BEOBIEHAFEERII3
ARl T36.2% (1761/4761) « 3L LET16.2% (1141/68
) THotz,

9. 7.3 WV =F U OETIERET S L, MEHNNV=FVPET
THRRERBBEE TH S EPHBALLBAICEIHRS LAV
Tl NE BRICHSE) ICBVWTERFVILESET AL
WEOHBEIZL D, EHILZF VIEICEESRIVEN H 5bh
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MA1AN2Yavd, PFI745FY— (WINLHEERH)
TR, ONEFR. WIE, e, F5. BB, BTH0EY
BROLNIGEEICIE. HE52FIEL, #@ALEZTS
E. [8.2 %]

11.1.2 BEMXBREDMEZH S BERABR SEERE)
. SEEOTRAH 5bn/-B&Icid,. BEbI&5 201k
L. BULZMEEITS Z &,

11.1.3 hE4REIESERIARE (Toxic Epidermal Necrolysis :
TEN) . REFRIRAEIREE (Stevens-JohnsonfElREE) . %
AR (Wb SEEARE)

11.1.4 RSB RN, PIEGEIREE (9 1L SEEERER)

FEE TZWE, PRIRREE, MSXHRGEYE . FRIESS 24>
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11.1.5 FHESEEREE (31 HH)

#YH. AST. ALT. AI-POF LW\ ER% %4 fFEERED D
5bNbZENHBH, [8.3 %]
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121 TAT—TRIEZERI ARSI T4 7 bREE, 72—V V7R E
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16. EYENRE

16.1 MOUEE

16.1.1 BEES
BHAEDIER 2/ NEBE I [E3mg/kg. 6mg/kgZE ZNZNa&
BEEROREG LBA. 7Y MLy OEYERE S5 X —%
i RlOELBVTHD, FHRIKREFEEZRLEZY,

£1 BREOLEEL/NIEZEOEMBE ST X —%
Cmax T1/2 AUCOAOO
B5a (pg/mlL) (hr) (pg-hr/mlL)
3mg/kg (n=21) 1.54 2.22 7.43
6mg/kg (n=18) 2.85 1.68 11.90

16.1.2 M2 HIEZE R

L7V ML UERFVIVNEAMAIL0% [CH] &XA 72 b
NERRIE . a2t —N—FEIlkDEhENlg (ET7 DR
Ly ERFIILELTIOOmg (Fiffi) ) BERASTICZEE
REEREORS L CmiEht 7Y ML VBERZHIEL. 860
7-EERE) ST X —% (AUC, Cmax) 122 T90%(EHEX [
FEITREHEIT 21T 5 724ER log (0.80) ~log (1.25) D
BEHTH . BRIOEMFHRSEE RSNz Y .

(ng,/mL)

1600 —eo— L7 VML UERFVIVNEAMIAL 10%[CH]
i —0— XA 77 MR
3 Mean+S.D.,n=20
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#5.4% O (hr)

HENTG A% BENTRA—4
AUCpg Cmax Tmax ti
(ng-hr/mL) | (ng/mL) | (hr) (hr)
7ML IYERFVIL 3281.2 1215.3 1.2 1.5
NRFMIRIL0% [CHJ +697.9 +260.0 +0.3 +0.2
yr 3409.3 1254.0 1.2 1.4
AT IR | Lggon | 2723 | +03 | +0.2

(Mean £S.D., n=20)
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16.3 9%

16.3.1 {8, $EERET
BEOWERE. RGN, CHIRAE, B, REaINE
DOBITHERD 5N,

16.3.2 EBEE
TRANEEEIC X D BEIE L7 b MIEERE & OFEESRIZ25 ng/mL
DEBETILS%TH-7-19 (in vitro) -

16.4 X8
7V RMLY ERFVILIL IR E 220, FEEE
EETAHETIRL I EENY VBICR D, ENY VI, A
V=F U HaEEZ T, RAPICE O LIV =F v & U THR
SNb, 7TV ML VG, BEAERBIEZZ TR ELRL, E
ELUTR, RUOBETHICERttE h 53, 1D, 12)

16.5 HEtt

16.5.1 Rkt
BHREDIER 2/ NABFIC1[E3me/kg. 6mg/kgk T NEnE&
BEREZEORES LSS, 7Y Ly e LTORBHMR

(0~8H:fE) 13, ZNZNKI20%. 17%TH -7,

16.6 FENERETIIEE

16.6.1 BiHEEEEE
BEREERERE R OALEMEARE (WINHEA) 12200mg
PERBHEEREORS LEEE, £ 7Y LY OmMBTEE - #
MEE/SS X =13, K1 - T20EBVTHD, WIThDHEE
LEETHESE L. BEEDBREDREEIZLS UT, ,DBIENR
OENTz. oy ROFEHERIIBHEDBEDEESKEL &
BHIZONTETL., HEHtOBENZED 5N, [9.2.1. 9.8
%]

(pg/mL)
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4 |
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B,
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0 Lo e : :
0 4 8 12 16 20 24
Rz (hr)
M1 BHEMEEREICBISE7Y N oMiEhEE
£ THAEEERE OEYBEIST A —F
BEEMS % Tmax | Cmax T/ AUCp-oo
[Cer(mL/min)] (hr) | (ug/mL) | (hr) | (pg-hr/mL)
BE (51~70] 3 2 2.32 1.13 10.2
&R (30~50] 4 4 2.17 2.06 16.4
E=E (<30] 2 8 3.70 5.68 535
BETEE * 1 6 4.60 5.37 50.2
x  IEEATH
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17.1.1 EERAREAER
NEERYVERE 2R E LIZERAB TOEDRIZIRD &
BOTH-7123,
(1) REFIEIE R
RIEEREEAE (CRERE) « FEEEEERVE (%
B, ALIRMETE (BB) 4) « U Vg - ) VoS (V
oNE (H) %) . BYHREE (RTIBEE) IS0 528%0
#1393.0% (53/57) TH -7z
(2) SV FIREIT R
AP RS L9 2 B3R IZ100% (1/1) TH- 7,

(3) FEORBSRRGLE
MAsE - MEoEZ (AMEIEZE (EMERRE) ) . SMREZXA.
k% (RPCEREA. ROERERE &)  FiRIod
HEMHRIZI7.9% (277/283) TH -7z,
(4) PREBREZIE
BERE . BRI T 2820%1394.6% (35/37) TH-
720
(5) EHIEk
BALECT T AERIZ1I00% (36/36) THolzo
(6) BB
BHBICHT 2EEIZ1I00% (11/11) TH-olz.
(7) ERRIEERAE
FEZ. BIBEERICNT 2H2FIL100% (18/18) TH-
720
R SEFIA56515 1961 (4.17%) (CBIER P #HE S
N, ORI, HILEER (Mo&) 174 (3.73%) KO
7 LILF—GER (BB, ®BRS1M4) 24 (0.44%) TH -7z
F/o, BRBEEOEEHIZOVT, ZOELHDIX. FEEERE
%1.97% (5/254) FOIMHSEE . ALT EF0.90% (2/222) .
AST EF0.45% (1/222) FOMERERTE Th -7z,
17.1.2 EAERRER
BERE - RSP RIEERGYE (AR S, SaR) /NREE 2 Xt
K& LIEFRRBTOENRIZ8.4% (62/63) Th-7-14,
IR EREG 72610, BITERIZKEEELR (1.4%) PHRE SN
Too E7o. BREEMEORELEIIFHBREEIEZ6.9% (4/58)
BRERD SN,
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ffige, HE%, BRERNEEZEZNSRE Lz1E6mg (1
fili) /kg 1H3EEEIC K 2R TOBEDRLOTHIEE RO
HEEDRIIROEBY TH-7219,
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‘ T et = (0
RRE BRI A (%)
[ 14/14 100
hE % 71/79 89.9
EETER 12/13 92.3
£2  MEETR
JRRE BEEAEARE/ R EGT | THRE (%)
Jifi 4Bk ) 10/12 83.3
LY TNITHE 28/32 87.5

ETICT (TITUNRAT) - A -
55— 2 44

(LHEL > U 3kE 4/4 —

H) v/ u 74 FREMARE (770 2uv( 2 MICz1 ng/mL)
12tkE &

L 2MEFHERAIL15FIH366] (31.3%) ICEIFANIRD 51
Too EBDOIE. TR - BEE2801 (24.3%) THo7zo Fies
BAREEORELH L, ME T EE L 2 L2 EFHEN RG]
1136761 (6.2%) IC@BDH S5SNIz FEabDid, M/MREUE
MmETHo7 15,
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18.1 fEAKF
7Y Ly OERERIGHERREOSHREETH S, &E
MEOR=V) ViEAEH (PBP) NOBAEAEL . FREH
12T A 16)—18)0
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W ZR L7 192D,
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19. B¥M 7 ICRE T S IEILENIAR

—HREIRHE: E 7Y b LY EARF L (Cefditoren Pivoxil)

{£24 : 2,2-Dimethylpropanoyloxymethyl(6R,7 R)-7-
[(Z£)-2-(2-aminothiazol-4-yl)-2-(methoxyimino)
acetylamino]-3-[(1.2)-2-(4-methylthiazol-5-yl)
ethenyl]-8-oxo0-5-thia-1-azabicyclo[4.2.0]oct-
2-ene-2-carboxylate

BFI: CysHagNgO7S3

AFE: 620 72
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ABIF DA L BEI3E BRERIITHRETAI &,
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