#x 202652 HEET (BE3HR)

HAFERM O EES

*20244E9 AEKET (240) 876132
BRE | ERRF ERES L]
HEnRAR - 247 717 L50mg | 22500AMX01049000 | 20094E5H

7+ L 100mg| 22500AMX01050000 | 200945
FOAtE7  LREA

LUyE e

%)

gazrs I ZILATEIL

£ I IZILHFEIL50mgIG]

£ TIZILHTEIL100mgIG]

Cefdinir Capsules

E) ER—EMEOMFZICLVERT LI L

.22 (ROBEICIFBELEVTE)
KAENIDRK AT I LIBBUEDEHERED & 5 £# [9.1.1 ZR]

3. fBR% - MR
3.1 /%
B & 7V VAh TR v 7V VAT
50mg [JG] 100mg [JG]
1 77 1 7L
BRI HE 7Y=L HE 7Y=L
50mg (771ff) 100mg (F11if)

INIAl

rEOITTFY S AL
BN L 57 LR
VEAZFNNE-v &
BHE=T@RSk BTy

AO—AHNT T L, R
FRrUTL, ATTY VY
E I i AN 7| 4 7
. I YIEEES MY T L

3.2 HE DR

7V VHh TR

v 7V VAT

B 50mg 11G) 100mg [1G)
. AR R E BT 7 LA

& - Al

NEMIEE~REEDHHK

NTEIEE 5 4
HE 90.5mg 165mg
FAla— N chlZ ch2Z

4. HHREXIF5HR

GERERE)

AEICEED T RUBKER. LY YRER. MARE. HE.

A

(FTSUNX3)

«h9S5—-UR, Xig&E. JLT

YISRE. 7OFD9R-ISEVUR, FOEFVIT7RE. 1V
TIWVIVHE RFRZAMVTFNIVAHRRE. PIXE

CGEILE)

RN ERRE, REMRBRRIE. YV /INE - UVNE
R, BERRE. SHE - RIERUFHRIFOTRER. AR
K. IIFIEEIRS. UHEE - REER. RtkR. [UERESTN. fif

BRER. REX. NILEYVBRR, FERR

F. FEMABHEX. ZHE. BRERR. HER. PEX. S

5. MEERFFHRICEET ER

(IEER - WRERR. Rk, RUEREN. PEHR. EBER)
[MENSEEFEROFSE] V2B L, HEERSON
Sl L7 BT RAIOREGPEY) SHIT S h 5 HEIH

Byszk

o

6. BiENUHE

WHE. L7 V=L E LTRALRIIOOmg (711fi) % 1H3[EREO
#H59 %,
mB. FRROERICE U CHEEERT %,

7. RERUHEICEET 3R
MEBENTRETIEIH100mgl 52 EFE L,
16.6.2 ]

[9.2.1.

8. ERLBEFNIR

8.1 RAIDEMICH 72> TE THEEOHREZ <720, KA
ELTRZEZHER L. FROBE LLE L R/NROHB DK
GickEnsl e,

82avInNbobNEBINNFHHDT, +okfEZZITD
Z&. [11.1.1 ]

8.3 PLIMmBREAD, EEEAIERAE, /MR EIEEINY S 5 H
N2 ENHHDOT, EHWICHREERITS 5 EBEE 9147
5 &, [11.1.4 SH]

8.4 SEERESFDEELBERENHS5DLNLIENHHDT.
EHRICREZ(TO L CBREZT2IUTO T &, [11.1.7 2]
8.5 BIEMREOEE LR, FLWAST, ALT. Al-PO RS
S HHEEREE, BEPHS5DNLIENHHD T, EH

ICREZTO 2 EBREeT7IT52 8. [11.1.8 ]

I . BENERZEIIEEICHT I IR
9.1 BRI - BIFEEDH D EE
9.1.1 E7 T ARNERZV U VRITEYE (CH U BEEDEEE
BDHZDEE (12U, RFITH UVBBEEDEHEIED & 5 EE
IS5 LEVTE)
(2. 2]
9.1.2 xAXIFEHR. RBICKEXME. BE. EMEED7 L
WFE—ERERECUPTVVIEEEFIHES
9.1. 3 ROEBMOARIBGEENIFIEROREDESE. EHIRED
E\EE
BER2+DIITOIE, B I VKRZEREDSDNDZ &
WH %
9.2 BrREEEEEE
9.2.1 BEDEREENHDEE
EEEOEEIS U TREEZHEL. RE5OMEEZH I CE
HAd2Z &, MPEEIERT 2. [7.. 16.6.1 ZE]
9.5 FiF
R USIEIR L C W ATTREE O H 540t 1213, BB oA
PlEltE % A5 S SN A EEICOARRET B L,
9.7 INB
NREEWNRE LIZBNEROREM A BIZEE U7 EREERIE
EREL Tz,
9.8 BinE
MORNIERL, ABMNICHRSHEBICERET 240 EEBFEOR
REBRLENSS, BEEIIRS5T S &,
CAETEREESME TR L TWA I ENEL BWERADPRIE LT L,
Y I VKRZICEAHIMERAH S5 DNEHZENDH B,

10. HE{EH
102 HAZEE HAERETZI L)

A%

BRARAEIR - SEE ST

W - fEbEE T

Al

A E 1055 D
1ETHEST 20T, f#f
FIGET 5 ENVEE
LW, REzBT 6
THBAEIIE. KA O
53D R 2
HITHRET %,

BERNICBWLWTEA A
VEIREAETINE N
OB AZRTERT 5.




HR A% BRARAEIR - FEESE W - fElERF
TNLT 7)Y AITL [ TLT77Uh) A | BRMEICESEY
OIERPHERE NS B | VKOEAZIMFE T 5
FNDH B 1212 L. | ZENDH S,
AFNC BT B REFI S
1720,
ksl KEIOENAMETR Uy | 5
(ZPNIZT LY | SIRPEIH SN BZ
VEYANN-—1) NHH 50T, KHO
B54% 20 DL EREIfR %
HIITEEGT 5,
1. BIfERR

ROBWERD H 5bNB T ENDHAHD T, BEZTFIITL,
BEENPEDONTHHIEEREEZHIET 570 E#EU) 2 LEEZ(T
22 &,

1.1 EXRBZEIER

11.1.1v3avg (0.1%KiH)

AR, ONEER. W, K8 58 BB XFErH55
bhliEHIcIkEE2hIEL., BB 28, [8.2
ZHE]

¥ 11,1.2 7FT45FY— (0.1%KH)
TFT 4% — (FRRE. S5O, MEHZE. ERE
E) BHEONBIENH 5,

11.1.3 HEEE (BEEAH)

FRE R IESERIARIE (Toxic Epidermal Necrolysis: TEN)

R RGREIEERAEIREE (Stevens-JohnsonfiEfERE)  (%0.1%A )

BHobNAIENHHOT, FE, HFE. BERE. HEOM
FEDKLHE - /K. FZ/E OERERER - B - BEENTRO 5Nk
BEICIEREEPIEL, BMYROAEEITS 2 &,

11.1.4 MEES (BEEARH)

MBI, IERERE (FERER © B2 WIER. TR, B
BEE) | MVMREAD (FIEIER SR, R (A
A FIHDER © B8, AEZ 0 VR, EMERE) (&
0.1%KiE) BbobnsZ ENH5, [8.3 %]

11.1.5 KEER (0.1%K1)
BIEERBRZEOMEZES>BEELKRBAPHODNLI LN
HD. R HEOTHN D 5 bNIBEICIIESICEEEF
IEU. B 20EERITH 2 &,

11.1.6 RIEBMEMR. PIEGEIREE (%0.1%4K7H)

FE, E. MRS, FEXAREE . FRIKRIEZE A LS H
B2, PIBEBEHENHODONEIENHEDT, DK
IHIRERA D & bNIHEICIZREE2FRIEL, BIEREKRILE
VRO EEOMYI L MEEITH 2 L,

11.1.7 BEZ (0.1%:Km)
SNBREEDEELRBERESHS5DNEZIENFH . (84
]

11.1.8 BITERTR. FHEEEIEE. &E (£0.1%KI)
BIEFFREDOEE LR, FLWAST, ALT. Al-PO F5F4%%
PES FFHHERRE, BESDSDONEIENDH S, [8.5 2]

1.2 ZDftDEIEA

12. BARREGBRICRETRE

121 FAT = TRIEZHRINAT « 7 bil#E, 72— > 7iEE
CLBRERETCIIBBEZET 2 ENHLOTERT S
Eo

122E%7 - L ARBBEEETHIEPHLOTERET S
Eo

4. BRALDER

14.1 BRIRMAEOER
PTPRZEOEANIPTPY — F 26D H L TRAT 2 L H158
952 L, PTPY— FORRMKICK D, BEVSHATA BEBREA
FIAL. BIZIZEALZ B C L THERIAXSEOEE 2 e HHE 2 6
HTDH5ZENDH 5.

15. ZODHDER

15.1 ERARERICE DB

15. 1.1 8 307, BBHREA G SRS E OMFRICLD ., &
PRERACETLIEDFDH 5,

15N 2RVFEHEET DI EN DB,

16. EMENRE

16.1 MoUEE

16.1.1 BERS
TR A B 76611250, 100, 200mg™D  (Fiffi) ZZ2igrsH
EREO#% 59 5 EA4REZICZENZ10.64. 1.11.1.74 pg/mL
OREIMFEFEENG SN, ZOHEEFEIIL].6~ 1.8KHT
Ho1?,

16.1.2 EMZHIRIE 4 ER
7Y=L AFEN100mg [JGl &7V 27+ 100mg
., JUAF—N—FEILEDEhEn Ll A L (7Y=L
& LT100mg (/i) ) MEERAAS FICZZRE R B EHE O 5 L
THEFL 7 VZIVBEEZRE L, 85N EYERRIST X —
% (AUC. Cmax) 122\ T90%E X i I THEHRIT %
fTo 7455, log (0.80) ~log (1.25) O#EFENTH V. WAl
DEYZARSESER S Y,

(ng (J1ffi) ~mL) s
1900 —e— v 7V T 100mg T]G)
—0— &7V H7EN100mg
% 1000 Mean+ S.D., n =20
F 800
+
7600 |
z
% 400
b |
5 200
O L L L L J
0 2 4 6 8 10
#54% O KR (hr)
HEIRNS A —% BEINTA—4
AUCO-IO Cmax
(ng (M) - | (ng (Hil) / T(IQSX e
hr/mL) mL)
Y7V AH TR 4864.8 984.1 39 2.1
100mg [JG] +582.9 +113.5 +0.3 +0.5
v IV Hh T 4664.3 976.4 39 2.0
100mg +776.3 +111.2 +0.4 +0.5

0.1 ~ 5% 0.1%K: i A
SEBE B2 HE. F OB, | A3
RE 13E
M IFEEIRIEZ FRIBKIEA
B ik BUN_EF
k25 T, ERE. B | EOo, B, g
FRAR U BRAR.
[E2A
FEZRE O % NYIYE. B
EE
Yy 3 UREE vy IVKRZ
FER (K7 a bk
=R k=N
HiMmiE M) |
vy I UBRIRZ
FER (F%. O
M7 BARIR
HRERE)
Z DAl HEWV, BEE. | LUT
Jifg 6 FE SER%

FEBUAZ X, AR E TOBRKRHB, MEARERER-RICED
nTWw3,

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

MAEFEEY ICAUC, CmaxZn /85 X —41d, WEED=R
R R OREEIEL - RS OREBSEIC & > TRZ 2R
NH5

16.2 DRYY
TR AOHIIC100mg (F1fffi) 7% Z2REHE R O A 12 BEHR %
ELlEE, BEMEPEEIIN4BEZICEFNZN125,
0.79ug/mLTH Y. BBRFEESTIIINASPRER LY,

16.3 21

16.3.1 AEAR1T
BEMERGS | RHGEMS 7 LIRS 7 hE S
WO 7| RS . DR 10 HEAOBITHIRD S
Nize B, FITFANOBITERD SN TRV,




16.4 {3
v hoImEE, REOEERICIHREEEREMEIIRZD 5N T
W2,

16.5 HEt

16.5.1 EL LB LIS NS 12,

16.5.2 fEEEEC 66 (ZZHEKE) 123815550, 100, ZOOmg’f”

(M) RO ESRORPIRTER (0~2480) 135926 ~33%

T ERTEE T4~ 6B TZEN2144.3,.81.5. 132 1 g/mL
TH-7-2,

El) KRIOERSNAE - AR, [#@%E., 7Y
U ALEIL00mg (7ffi) Z1H3EREOHRST 5. %«
B EHEOERIOS U TCEEERT 5. | TH5.
16.6 REDNHRZBTDEE
16.6.1 BHEERESERE
(1) BHREREREZICI00mg (Fffi) zHEREOKRS UL
&, MEEFREOHEAFETIR, BREDETICHVERN

Bovoniz1d, [9.2.1 BE]
(mLC/frrlin) B t1, () AUC(ptg+h/mL)
=100 3 1.66 2.76
51~70 1 2.41 10.74
31~50 3 2.92 748
=30 2 4.06 16.94

(2) BHEREREICI00mg (F1{fi) zHEREOKRS UL
=, BHEOE I VHREOBENS RO 51713, [9.2.1
ZH]

16.6.2 MRENEE

MAEENTBZOFIC100mg (F1ffi) 2 &RICHEREOHRS LT

L&, MBFFREOHEEFFIIEREEAON]EFICEMN L

7zo W LEFIC100mg (1) #&&ICEEROKS L, 21T

e MEE AR AL 15 U 7 e & 0 4RFREMNT 2 fE1T L7z & &

BT OFEENIIEENT H ORI 1/6158HE L ETIC L 20RE

RIZ61%BTH 7214, [7. B8]
Cmax Tmax t12 AUCq.c0 PrER
(ug/mL) (h) (h) (pg-h/mL) (%)
JEFENTH 2.36 9.00 16.95 69.05 —
EHTH 2.03 — 2.7612) 30.18 61
£2) BT OFEH
16.8 ZDfth

7 V=T 50mg (1G] 3. [EEFRZL HEAOEE
BEIOEMENRSEERE T KT > CERI2E2A14H.
FEEEEOAS R OFARISE] 1 A24H ., HAEEFE1124004
5) ] IKEDE, 7Y A TEIL100mg [JG] ZiEHesl
Bl Lz, MEREICESSEMENICRZEEALEN
7219,

17. BRPRRAE

171 BMHRTREMEICET 2 HER

17.1.1 BER_EEREEELER
“EHEERHEHER (RERUBERE) 2wtV Lo
BRESBDONT NS0,

‘ EHB | R
RRA T | (%)
FRAEME B B YYE 26/29 89.7
EBE (7)) % 17/20 85.0
RS 9/9 100
VR IE F7 J8 ReE 39/41 95.1
R R R o, —E—?Eﬁ\ &5 21/22 95.5
FHE. BREE OxS5%E. LRE | 18/19 947
B (5) %
) NE - ) VOSEIR 9/9 100
BERETE (2 T, TRA. B
PR, B 27/34 | 794
it 101/113 89.4

BIVERIZ 14261961 (6.3%) IC@BD 5Nz, EABWERIZ.
BESARPREAGITH - 72,
7Y =)L300mg (Ffi) /HZ7~10HEHE.

17.1.2 BN _EERLLEELER
TEEMHEERE (X)) IKBL TR T YL OFRENR

ENTWVBIT,
‘ BO0/ | AR
R e (%)
I R [ Wi % 64/72 88.9

BIERNZ 1026956 (4.9%) 12588 5170 BIFEFIDWERIZ.
R 45201, 2. BEARE. TH £16lcdh -7z,
+ 7Y =)1300mg (Fffi) /H%14HRE#&S,

17.1.3 BEA_ESRLEEELER
“EEMmEGEE (EMEREERE) CBWTE7 Y10
BERESZBO LN TS 8,

. EAE | BT
RRE SEI% (%)
TR PR IR R YAE 78/95 82.1

BIWERIE 14761761 (4.8%) 123R® 51Tz, BIFFRO MR,
THRISH, EBE2HI%ETH > 720
7Y =1600mg® (Fffi) /HZESHERS

)RR O&RR SN - BEiR. [E8FE. t7y=orel
THALEII00mg (Vi) % 1H3EREOHRET 5. b,
Fhp KBRS CCHEERT 5, | TH2.

18. EMEE

18.1 fEREF
TEFMF I SIEMREDSHRIEETH D . ZO/EHSIIEREIC
KOELZP, =) UiEAER (PBP) @1 (las 1bs) .
2R UBICHRAE A E L 19 200,

18.2 iEERA

18.2.1 7' LIS E R UM IS AHE 2 HiE A7 ML EE
L. B I 0BHEO 7 RYRER. LYV EREBRSEICH L
THRWRE 2R U T OMERIRENTH 5 2D25 (in vitro)

18.2.2 BEMEDELET 5 B -lactamaselZ&ZE T, B -lactamase
EAEBEICHEBNREHZRT 1923 (in vitro) .

19. B ICET 2 BEENFR

—RREIEHE : 7 P =)L (Cefdinir)

{E%%: (6R7R)-7-[(Z)-2-(2-Aminothiazol-4-yl)-2-
(hydroxyimino)acetylamino]-8-oxo-3-vinyl-5-
thia-1-azabicyclo[4.2.0]oct-2-ene-2-carboxylic
acid
C14H13N505S,

395.41
HE~REEDORBEEDOHRTH S, K, ¥ ) —)

(95) XFYVIZFILI—FILITIFEAEEIT R,

pH7.000.1mol/LY) > EIERERICIET 5.

PFR:
PFE:
MR

- 1 .
B : COnl
oHQ
- N~ " “CH2
H ,,,,,
}\I h H H S
HzN{ \ o
S
2. G

(BI7YZIWAHFEIL50mg [JG] )
1004 7t [104 7L (PTP) x10]
(E7YZIATEIL100mg [JG] )
1004 7 [104 7%V (PTP) x10]

23. FE NGk
D) EASBIERER - ARG ARG SRR SRR
FUMAEMEEIEEROF5 &
2)BH 2 fth BARLARIESRMEE 1989; 37 (S-2) 1 208-245
3)HNER AR ESERE (100mg)
4)BH Bl A LEEREAHES 1989; 37 (S-2) 1 246-256
5) AlEfE— fi: BA L ABIEAAMEE 1989; 37 (S-2) 1 536-539
6) IRIE= fii: HA(LERERZESMEE 1989; 37 (S-2) @ 1043-
1052



TERE 7 fh: BA bR RHEE 1989; 37 (S-2) 1 1053-
1061

8) TIARHMRIR fli: HARLEEEFRMEEE 1989; 37 (S-2) @ 955-
969

O)ME % RURER Al1: BERHEYEE 1992; 11 (2) : 86-92

10) RIFTFE il HALERESEAMES 1992; 40 (10) @ 1237-

1250

ILTCERE fl: B LRS- RMEE 1989; 37 (S-2) : 940-949

B /\SUEHAZEF TS, 2021 1 C2844-2850

PEREER fth: BAR(LAREE ML 1989; 37 (S-2) : 823-840

Hishida, A. et al.: Antimicrob. Agents Chemother. 1998;

42 (7) :1718-1721

15)HAER : EYEFEIS MR (50mg)

16) FRHIRED fl: HA LB ES ML 1989; 37 (S-2) : 1016-
1042

17)JF B i BAR(LEEREREAHES 1989; 37 (S-2) 1 634-659

18)MH=E fth: HALERHEZRMEE 1989; 37 (S-2): 893-914

19)8H i fth: BA(LEREERMAE 1989; 37 (S-2) @ 16-29

20)%& ¥HIL il BAMLAEREARMERE 1989; 37 (S-2) 1 122-134

21)F BT i BAR(LEREE MR 1989; 37 (S-2) @ 1-15

22)

23)

24)

25)

11
12
13
14

RBBEET i BAMLAERIEEAMES 1989; 37 (S-2) 1 30-55
DIREER f1: HALARIESRMEE 1989; 37 (S-2) 1 65-76
PSR fi: B LARIES M 1989; 37 (S-2) 1 77-96
= WAL BA LR MR 1989; 37 (S-2) 1 100-121
*24. XkERERUTHEVEDE L

HAY ) v 7St BESSHHKE

T108-0014 HRE#EEXZATH33ELLS

TEL 0120-893-170 FAX 0120-893-172

26. ERFTRESF
26.1 BHEARSETT

(Chosei R4 B RIEEMRA 1t

® B W OE KA R 92 E b
*#26.2 BR5ET

@ BAYIRUvOKRASH

RRPEXZATBE3I3IHF 11 S

583459000-008



