* 20234711

B A
B

)RR - BSOS E L )VEHT L

AEET (1)

IR
3

BOAE7 = LRNEYERFA

EI7IZIUER

writ @2 Z I 50mg YA

©IUZ)h100mg B4

CEFDINIR Tablets [SAWAI]

8.3 JLIMmERGEA

2. ER(ROEEICIFRSLEVNT L)
AN OB LBBUEOBEEE O S 2 BE[9.1. 18]
3. HER% - K
3.1 #Hm
i % | 27 V= VEs0mel Y7 4 ] [ 7 Y = VEE100mgl 7 A ]
BRI HEt7Y =)
[15E] 50mg (77 fifi) 100mg (1)

I

HVFoNary, B Ad—ACa. BILF ¥ . = FAL
;. AFT7Y UEEMg, YV, e FaFysuod)ibna—
A, bFOaxu—A, ¥70T—)L6000, D-¥¥ = k=)

[{e]

3.2 Bl

% | 7V ZVEES0mel T A ] | £ 7 Y = VEELI00mel T A
“w = B =
# B TANNT—T 14 2T

[ERN AR

4% (mm) 6.1 7.1

J£ & (mm) 3.5 3.6

#w (mg) #198 #9135

AEFEIR FIA4 &7V 50 HIA4 7Y =)L 100

4. FHRESLIFFNR
CERERE)

ARCRMEDT RUKER. LUYIKER. MRIKE. HE.
ESTES(TSVI\RXS) - hH5—UR, KIF&E. LTV
ISE. 059X - ISEUR, JOEFVY7RE. 177
WIVYE. XTNAKVT NIVARR. 7I2RE
CERVE)

REMRBRRE. REMRERAEAE. VVINE - Y VI/NE
R, BEERRE. IS - RERUFHRRIFO RS, LR
R, [IFIEEES. IHEE - BREEN. Rk, SERETR.
K, BHRX. BEEER. RKERX. NV MU VERER, FEAR
Z. FEMEZRN. ZHIE. BRI, NER. FEX. &

5. FEEXIFFNRICEHET DR

(IHEE - WREAR. RtkR. SEREZR. PER. BIRER)
[P EEEEHOFI & V2SR L, HIRERGOLHE
PRI L 72 BT RHOG-H5EY) &R S B A 1R
T5Z L,

6. BiENUREZ
W, 7Yk LT ALRIL00mg (F1) % 1 H 3EFE 1%
595,
B, FERFEOYERIZS U CEEIERT 5,

7. BERUHECEET HFE
I i % AT 8% TI31H100mel Al #% 5- 22 £ L v,[9.2.1,
16.6.25:H4]

8. EELEARNER

8.1 AHIDMEHICH 72> T, THHEROFEBEZ <720, J5HI
E LT R TR L. SR ib LB 2 i N O W R o 4%
Hicrrwszk,

82 L avinbobhABEINDNHLEDOT, T kMEZEIT)
Z L (11.1.12H]

BFRERRSEES
876132
$E50mg $£100mg
KRB S| 22000AMX01225000 | 22000AMX01224000
Bl 55 B 1A 2008411 H 2008411 H

SRR . /MG . TR E A S & b
NDLZENHLOT, BEMIIHRELZLT) 7 EBIE % 401247
9 2 kL.[11.1.45H]

8.4 AMEHEFEDEELFRENDHSHLNDLZ LHHDLDT,

EMRN IR 21T % EBISE 2 012079 2 LG [11.1. 73]

8.5 BUEM REDEL LT, #FH L\WAST, ALT. Al-PO L5

SErfE ) FHRERE . WEAH 5 DNDLZ ENH LD T, EW
HHZHAE 21T ) 7 B 2 +0124T ) 2 &o[11.1.82 /]

9. HEDERZHTDEREICHTIIR

1 BIHIE - BEBESF0HSEE

9.1.1 €7 1 LRIV U U REMEICx UBSUEDEHE

BDHBEE (L. AEICH UBSEDBREREDS 2 EE
L5 LN L)
[2.21]

9.1.2 FAXB@H. RHICTEXIRE. FE. ERBEDT U

WF—ERZECULP T VVAEZETEE

9.1.3 ROEMDFARFBEXFIHEOREDERE. EHIRED

EL\EE
% x+512479) 2 &,
b

Yy I VKRZIERD S SbINDL T L

9.2 BHRERERE
9.2.1 BEDEREEDSZEBE

BREEOREIS U TG 2R L, #S0MEz &1 Tl
M52 ko MHREEDFERES 50 (7., 16.6.1ZH]

9.5 IFi%

TR IR L T B WD & 2 ikIZ i, GF LB &
Atz LR 2 &I SN HEIZORKGTEH I L,

9.7 INR

INBEEE IR E LA O e 2 e L 2R R
FEhi L TR,

9.8 S

ROBIEFEEL. HEL®IZHGMRICHET 22 EBEOIR
RERBIE L2200, HEEIHSTLHZ L,

CAEEREEEDET LT A 2 e L RIERIZSSEH LR T,
S EY I VKRZIZE D BMEE S bbb Z DD D,

10. HHEEA
10.2 HAFRWHAICERT D L)

R FRPRAEIR - 57 Wy - falriR T

#FA KA O % #9107 D1 E T|BENIZ BTk
HEST 20T, fFRIEMBIT A+ EiFEAL
LT ENET L, REF WIS N2 ik
BT 2856121, RE2BET 5.

FI D ¥ G- 14 305 5 LL L [ b %
BTG D,

TNVT 7)Y HI)T N | TNT 7)) L0 BNMEICESE
BRI N BENDDH |5 I VKOELEZ
5o 12720 RFNCHET 2 (HIT2ZELDH 5,
SEBIHS 127

HJERF (70 3 =7 A ARF OWIAET Ly #5028 5 A8
F~7 AT LEH) (DR ENLIBLNDTDH B
DT, KA OF5- 20 R LA
LR DT THRES T %,




1. ElfEA
WROBEWER D & HbN b I ENHBHDOT, BIEE 54T,

BN SN E 13 E 2 hikd B 7 S e LiE 2 AT
)Tk,

1.1 EXFENER

1M.1.1 3y 0.1%AKiH)

AP, DONEERK, WS, K, JE, HB, Z8T5E0H5
DN EIE G2 Pk L, @Y gL 179 2 L.[8.22 K]

1M1.1.2 7F T4 S5F—(0.1%A)
TF 74 7% — (PR, i, MEEFE. SiE
FEVDRDHLDONL DD 5,

11.1.3 REREE GHERH)
BoAE M 3RO B SC @b % JiE (Toxic Epidermal Necrolysis :
TEN). B/ k5 IR fiE 1% B (Stevens—JohnsondiE 2 ) (£50.1%
KD BHHONLZ EDNHLHDOT, B FH. MR, &
i CAEIEOALEE - 7K, K2 JH O BRI - JBUK - EIREDTRRD
SNZHEIIEG ARIE L, #Y2RERITH 2 &,

11.1.4 IEREE HIERH)
PUMERR A, SRR BRE (O RER © 588, BN, 9. 18
BRSNS OISR - AR, SR3ESE) . ik
Al CEIAER - BB ~NE'Z O VIR, BIERS) (40.1%
K BHHbNDL DD 5 [8.35]

11.1.5 KBER (0. 19%Ai)
BRI RKEOME %) BEL KGR H b s 2 LAt
5o . HREIO TR D S bNHEICITE B ICHKG 2
LU @Y REx47) 2 &,

11.1.6 RN, PIEGEIREE (%0, 19%HK:i)
FEEN. WEWE, DO IR B, BOERXARERE . AFRRERIE LS AR O [
PR %, PIEEBHSESH SbN, I LDdbADT, 20k
I AR D O bNGEICIIESG A RIE L, BB EALVE
RO GEO Y M ETH) T &,

11.1.7 BREE (0. 1%A)
A EESEOBRELTEEND b LI LD 5. [8.45H]

11.1.8 BIRERTR. BHHEEERES. & (4£0. 1%KH)
BUENREOEERIT /K. % LWAST. ALT. Al-PO 7%
D TRk REREE, MEAH 5 bNDL WD 5, [8.55 ]

11.2 Z0ftiDEIEA

0. 1~5%iil 0. 1% AW
WEGE | 585 HRE. £ 9 L JE| KL
B EE
Mg |FFERERN S |k

N BUN.E#-

15. ZDfthDER

16.1 ERPRERAICE D < 1EFR

168.1.1 B3 v . REBRER 2 EPRINEm & oI XD
VRO ETH WD 5D,

16.1.2 RSB EREET LI EDH 5.

16. EYENRE

16.1 MEE

16.1.1 #EER 6611250, 100, 200mg™ (Jufifi) % 22 5 s Al e 4% 5§
% EAGARERI R N EN0.64. 1,11, 1.74ug/mL D i A i i A3
BoI, FOWEEBINIL.6~1. 80 TH - 722,

16.1.2 E£WEHEIE MR

(BT Z)VEES0mel o1 1)
7Y ZVEES0mg[ T A &t TV v e uE0mg % A 112
131 H 7R [t 7 ¥ = )b & L C50mg (Jofilfi) ] 225 i B [m] e 1% 5
(70— N—3) L, Mt 7 Y 2 ViR 2 e Lz, Bohi
Y BRE/ S5 A — % (AUC, Cmax) [ 2V TRFHRIT %17 - 7265 5., 1
F A W S [ SEEASHERR S 7z

7 Y =)V & L T50mg (i) $ G- D W EhRE /5 2 — &

Cmax Tmax Tz AUCo-120r
(ug/mL) (hr) (hr) (ug-hr/mL)

£ 7 V= VEE50mgl 7 A ]| 0.53£0.13 | 3.6+1.2 | 1.5+0.3 | 2.42+0.66

+t 77 7 50mg 0.52+0.14 | 3.7+0.9 | 1.5+0.2 | 2.48+0.64

HAkRs T R |G, TERE R

B ERA L AHRAR, H5
W AUE HM % Wy HE, BEE
vy IvR vy 3 YKRZHEK

ZIE (k7o ro e
SE. HIMEmEE), v
5 I YBEERZEIR
(F9e, HINZE, &R
AR, WRE2EEE)

Z oAt HE L R WEE | LUh

Pl

FEBUHRE I, ARFRIRF I CORFIRBUER K O FI R AR RIS ZE DV Tn b,

12. BRRRERRICKRITTHE

12.1 7 AT =7 RIS E RS RXAT 4 7 Mg, 7 o—1) v 7tk
2L BRI R BT 52 LD LDOTEET A L,

12.2 H3%7 — 2 ARG EZ RS A2 0D LOTEETH I &,

14. ERAEDER

14.1 FERIZAFOER
PTPAUHDIEHNIPTPY — 5B WL TIRAT A £ 9 I8
WYL L, PTPY — b OREFKIZ X0 ARG A
AHIA L, HIZIEglz B2 L CHBRAS0EE R GHEY
BEs+ 52 LD B,

(Mean+S.D.)

0.7+

06 —e— t 7 ¥ = VEES0mg[ T A ]
mo --0-- &7 Y H TN 50mg
Eg 05F Mean=S.D. (n=16)
& -
7 o04f
z
T 03t
3
JEE 021

(ug/mL)
01r
0

1 2 3 4 5 6 3 10 12
5% 0K (hr)
(7Y Z)LEE100meb o1 1)

7Y = VEE100mg[ T A JE v 7V v H TV 100mg % R A5 T

1218830131 7R v [+ 7 ¥ = v & L T100mg (i) T 22 5 B B e 11

Beh(raAt+—nN—F) L, MRt 7V ViEEZIE L, 55

N7z3EBhE Y5 X — % (AUC, Cmax) (22 W CHREEHRIT % 47 - 724

B RO E YN SRR S Y,

t 7 Y= )v e L T100mg (Jifi) & 5-F O SEW BhiE /8T 2 — &

Cmax Tmax Tz AUCo-120r
(ug/mL) (hr) (hr) (ug-hr/mL)
7 Y= VEE100me 7 1 )] 0.93£0.26 | 3.6=1.2 | 1.5=0.1 | 4.34%1.18
Y727 100mg 0.90+0.27 | 3.8+0.7 1.5+0.1 4.30+1.04

(Mean=S.D.)

121
i —e— t 7 ¥ = VEE100mgl T A |
e 10+ --0-- 7YY H 7 )IV100mg
i Mean+S.D. (n=15)
+* 081+
7
M
= 06
v
i
B 04r

(ug/mL)
02F
0 1 2 3 4 5 6 8 10 12

G HOKER (hr)
AR EE 72 &5 ONIZAUC, Cmax5 /39 X — %1%, WERE ofEIR, 1§
ORI EL - BEEISE O MERSAFIC L > TR 2 WML H 5 .
16.2 MRUY
EHE R A 66112100mg (F1 i) % Z2 5 f2 OV B I MR e 5 L 72 &
& BRI XRG4 212 ZF .25, 0.79ug/mLTH b |
EHRBG TR R T L72Ys



16.3 41

16.3.1 #ERIPVEETT

HEVEH D | RS . RS . R e 7,
F ALY . TR DSAOBIARG 51, £B, At~
BATIERRD S Cninil,

16.4 1€
v b OIsE, R TR IISTENE Y IR0 S L Tn vy,
16.5 HFittt

16.5.1 L LTHEL RSB,

16.5.2 fEHEBIA6H] (ZEILIE) 12 51F 550, 100, 200mg™ (Jifili) % 145 5-
IR 0 JR PR (0~ 2405 ) 1A #926~33%C #5285 PR P BE (34~ 61k ]
TENZEN44.3, 81.5, 132ug/mLCTH > 727,

B AF OGS 7k - R EE, 7Y =0 LT ALE100me (J)
i) & 1H ARG T %0 4B, FRROIERIE CEEHRT 5,]TH
%o

16.8 HEDERERTHEE

16.6.1 BEaEREERE

() BB AERE 5 5 12 100mg (I if) & BEEE G- L7z & & s b
O LFRINE FREREOUML T IR IERATRD 517219, [9.2. 121 ]

Cer (mL/min) B ti2(h) AUC(u g-h/mL)
=100 3 1.66 2.76
51~70 1 2.41 10.74
31~50 3 2.92 7.48
=30 2 4.06 16.94

(2) B P REks & 3 12 100mg () & HMFE OG- L7z & &, BRI
TSGR DR IEDS TR 517219, [9.2. 12 ]

16.6.2 MRENEE
I EAT B E6H112100mg (i) &2 A ICHE R O&S L s &,
S i B O 9 2R AU AR N D KU1 IS HEIN L 720 TR L EE LS
100mg (Jyfff) % B HBRE %5 L, (2T RmE A PRI E L2
R X D 4RE BT & JEAT L7 & & BT o BN IEEN H 04
1612508 Ly 5BHTIC X B BRFEIR61%TH - 721 [7. 5]

Cmax Tmax tie AUCo-< P
(ug/mL) (h) (h) (ug-h/mL) (%)
JeET H 2.36 9.00 16.95 69.05 -
HENTH 2.03 - 2.76% 30.18 61

1:2) FHT R

17. BRERANE

17.1 BERUZSHICRT 2R

17.1.1 ERN_E5RHEBEIER
TEEMRILEBGABR CREBLREER) 2B T 7 Y 2 Vo F B
ABHHNT VB,

P TR | AR (%)

FEAE M B 8 I E 26/29 89.7

()% 17730 8.0

frgei s 9/9 100

T T 3041 %1

1 P O, HOMEE. £ 21/22 95.5

BOMBAE L e o) o1 o 7
TR T () % :

VN ) VONERR 9/9 100

R A o4

&5t 101/113 89.4

BIVEIZ14261F9%1 (6.3%) 12588 Sz, T RBP4
BITHo 70
7 ¥ =)v300mg (i) / H % 7~10 H 5
17.1.2 BR_E5RHEH R
TEEMRIERER () 128V TR 7 Y VOB HED D S TW B,

RS BRBIIEBE | G (%)

W B ik 64/72 88.9

EIE 310260 561 (4.9%) 12588 5 7z BIVEH OPIFRIE. B2 fE 422
Bl 555, BHEMAPE, TH S1BICTHh -7z,
7 ¥ =)V300mg (F1fili) / H % 14 H Fi#% 5o

17.1.3 EN_EERHEEER
T EMICEGGRER (AR B E) I B W Tk 7 Y = v o g D
D HLNTVBD,

BB BRHOIEBE | BRE %)
BN PR 8 78/95 82.1

BIVE RN X 1478750 (4.8%) 1258 S 7z BITER O MERIZ, THISHI,

520615 T - 720

+ 7Y =)v600mg™ (Jifili) / H %5 H 4% 5o

TE3)ARHI O AREE S L7z i - Flsmid %, &7 Y =v & LR ALEL00mg ()
i) % 1A BRI 53 2o 4B, EMELOERICE U CHEMET 2./ TH
%o

18. EEE

18.1 {EFtET
ERBT IS MILEE D A RETH Y . ZOMERMIEHEIC LY RS
A RV VG EHPBP)O1(la. 1bs). 2K UBICHAMED NS 19,

18.2 HiE(ERA

18.2.1 7' J AWM B OSBRI IS IR 22 LI AR 7 MV L. RIS
77 ABHRO T O REE, Lo ERREE S0 LTV ) &
R ZOVERIBHENTH 22 (in vitro)

18.2.2 BAHMIEE D pEA:§ 5 f-lactamase 2 ZE5%E T f-lactamase AT 12
LENTPE D ZRTY2 (n vitro) o

19. B ICAET 2IBEEMNAR

—f%% : &7 ¥ =)V (Cefdinir)

B& % :CFDN

{E¥4 : (6R, 7R)-7-[(2)-2-(2- Aminothiazol-4-yl)-2-(hydroxyimino)
acetylamino]-8-oxo-3-vinyl-5-thia-1-azabicyclo[4. 2. 0loct-2-
ene-2-carboxylic acid

SFR - CruHisNs05S2

FFE 1 395.41

e :

H
N
</
HN
2 | O HH

B R A~ RELOMBEORKTH L. K. T8 7 =)V (95) it
VIF NI —FVIZIEE A LT 2. pHT.000. Imol/LY ¥
BEAR BT B

20. BRV\ EDER
7OV I ¥u—uERE R, BRAE BT CRETA I L,

*00, HEE
(ET7IZ)LEES0melv o1 1)
PTPLEZHHIA D T 10082 (105 x 10)
CETYZ)LEEI100mEe D1 1)
PTPLEZIEFHIA DT 10052 (105 x 10)

23. FEWH
1) A5 @A TR - A AR R SRR o SRR I A RE X SRR © P
WEEEIEHH OF5| &

2) ESHEAD © H AR LSRR MRS, 1989 1 37(S-2) © 208-245

3) HZAIM - o LRk, 2008 1 45(8) © 812-822

4) BHEAM © H A LS EE MR, 1989 5 37(S-2) 1 246-256

5) ARh—A B AR MRS, 1989 5 37(S-2) @ 536-539
6) MAIE=A 0 H A SR AMERE, 1989 5 37(S-2) & 1043-1052
7) fERBFEAM - H AR LR AMERE, 1989 5 37(S-2) © 1053-1061
8) TyRHERAM © HAA L r iR, 1989 5 37(S-2) © 955-969
9) M4 ARUHRAD - B HE:, 1992 11(2) : 86-92

10) KIFF5HAM - H AR LA RS, 1992 5 40(10) @ 1237-1250
11) e E e B ALk MRS, 1989 5 37(S-2) & 940-949
12) S+ \SOE H AR T7 R aiss, B IE, 2021 © C-2844-2850

13) TaGEEfl  H ARk MERE, 1989 5 37(S-2) © 823-840
14) Hishida, A. et al. : Antimicrob. Agents Chemother., 1998 ; 42(7) :

1718-1721

15) SrHHURARM © H A Lt 2 MERs, 1989 1 37(5-2)  1016-1042
16) BFRPA - H A LS MRS, 1989 5 37(S-2) ¢ 634-659

17) H=EEA © HA LR RS, 1989 1 37(5-2) © 893-914
18) MMM © B A LR MRS, 1989 1 37(S-2) © 16-29

19) ZEH55LMI - H AL MRS, 1989 5 37(5-2) : 122-134

20) FEFTAD 0 HA LRGSR, 1989 5 37(S-2) 1 1-15

21) TLEBER M 0 HA LSRR, 1989 1 37(S-2) © 30-55
22) JMEEEASL 0 H A LA MR, 1989 5 37(S-2) ¢ 65-76

23) WEPREM B AL RIE SRR, 1989 1 37(S-2) 1 77-96

24) IO 0 BALEA LS R MRS, 1989 5 37(S-2) 1 100-121

24. MERERERUEVEDEE
FOFREEMR A S R4 HcE > 4 —
T532-0003 KB EF5 T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

26. SHEAGTRES
26.1 BB
RERZERTSH

Kirmie) IRERE5TE2-30 DAL B260212



