2023F9HET (51

BAFERM D HES

876132
Ak« SR ARES BRApAlA
HNRAR - 25 7% L50mg | 22500AMX01049000 | 200945 H
774 1 100mg] 22500AMX01050000 | 2009%E5
BORAtE7 x LR

s EERE T

gszrs T IZILATEIV

£ TIZIHTEILSOMEIG]
£ T IZILATEIL100mgIG]

Cefdinir Capsules

F) FE—EMEOASTBICLIVERTSL

2.2 (ROBEICIEFERSLEBVLWI E)
RAEIDRGT I UBBREDBMEE D & 5 8E [9.1.1 2]

3. 4Rk - MK
3.1 #8m
Wi & L7V LA TR 7Y LAh TN
50mg [JGl 100mg [JGJ
1 A7 1 A7
BRIy HE t7y=1L HE 7Y=L
50mg (77fifi) 100mg (7ffi)

NIl

rEQITTFY TS AL
BhLTI L, T7) IVEEE
T by ERZER A
HEZT"@Lsk. BLFy

AT —=AHNT T L kR
FrUTL ATTY VY
F#. YT TR
v T IVEREES B T4

3.2 BRAIQHRK

B L7V LA TR 7Y VAh RN
e 50mg [JGJ 100mg [JGl
3 - JIT TEER. ARSI R ERBHORE /7 7 LA
" ” WEME A&~ REEOHHE
Hh T B 5 4
H2E 90.5mg 165mg
AT — R chlZ ch2z

4. HEEX IF5HR

(EILEE)

FRICEED T FUMER. LYYRER. MXIRE. MHE.

ESTES (FSUNX3T)

«hIS—UR, KigE. FLUT

YISRE. FOF9R-ISEVUR, FOEFVITRE. 1V
TIWIVHE RFMA VT NIVARB. PIXRE

GEITAE)

RIEMRERRE. REMRERPE. YYNE - UVNE
R, BERRE. SHE - RIERUFMRIFOTRER. AR
*. [IFIEERS. IBER - IREEN. "k, SIEETR. M

ERTEER A
BFREX.

FRiEX. /N

W RY VERK, FEAR

F. FEMABHEX. ZHE. BIRER. HER. PEX. B8
B, tHEMEMR. EEEER. B

5. MEEFNRICEHET D EE

(IHEE - HREEN. Rk, SMKEZN. TER. BEI2FRN)
[ EEEEROFF &) V22E L. HEERRSO%
ZMEA AN L7z BT ARIOBSSE) L RS N BI5E I
5352&,

6. FiERUHAE

BE. 7YV E LTRALEILOOmg (i) 21 H3EREO
#59 %,
B FROERICE CCEEET 2.

7. ERUBEICEET 3EER
M EH B Ik 1 H100mgl @R 54 EE Lu,
16.6.2 ]

[9.2.1.

8. EEREARNIEE

8.1 AEIOFERICH > Tl MEEOREZEZH <o, KEI
ELTRREZER L. TROBE EXNEZB/NROHM &
BiceEnsrzk,

8.2 avIiNbobNaABENNHADT. +HLBEZE2ITH
Z&, [11.1.1 ]

8.3 LMBREAD . MEERIBRE, /MR, BIEELLSH S5 b
NBZENRHHOT, EHIICHRERTS 5 CBEEZ+911T
5T &, [11.1.4 BHE]

8.4 SBERESDEELERENSHOLDLDNLIIENH LD T,
FEHNICBREZ T REBEEZ+HTHI &, [11.1.7 2]

8.5 BNERF REDEE LK. HLWAST. ALT. Al-PO_ER%
BPED THEEEE, BES DS DNE I ENDHAHD T, EHN
ICHEZITO R EBELZ DTS . [11.1.8 2]

I . BENERZFIIEEICHTIER

9.1 SHIE - BIFEEEDH D EE

9.1.1 7z LARNERZ VU VRIEYE CH UBEREDEEE
BDHZDEE (2L, FFICH UBSEDEHEEDH 2 EHE
IS5 LREVTE)

(2. 2]

9.1.2 XANIFER. RBICKEXMRE. BE. EMREED7 L
WFE—ERERECUPTVEREEEITHESE

9.1. 3 ROEMOARLBGEENIFIHROREDES. ERIRED
BEVEE
BEEZ 71217
BH 5o

9.2 BrEEEEEE

9.2.1 BEDEBEENDHZEE
BEBEEOEEISUCRESEZHEL. R50REZH I CE
Ad a2l &, MABEIFHRT 5. [7.. 16.6.1 ZE]

9.5 1FiF
TR SUEIEIR L C W A RTREE O H A2 21213, R LB R
el LEs SIS NAEAICORRET BT L,

9.7 INB
NREEWNRE LIZBMEROREM 2 EIZE S U EREERIL
EfEL Tz,

9.8 HinE
MOFNIFEREL, ARMNICHRESHEBICERET 242 EBFHOR
REBRLESS, HEIIRS5T S L,
CAETREENE TR LTV A I ENEZL BWERADPRE LT L,
- BV I VKRZICKAHIMERAH 5bN D ENH S,

10. HHE{EH
10.2 HAZER (HAICERTZ L)

& EY IVKRZIERPHSDNSH &

HAIBE

HRARER - IEETE

WP - fElEE T

Al

AANDRIL 2K 1053 D
£ THETZOT, B
B 22 L EE
LW, 233 6H
THEEIIE. AEHD
544 3k L HRARE %
HIFTHEET 5,

BENICBWTH#A A
VERFEAETRNESN
TVEEEETERT %o




KA E

HRREER - BT

W - fElEE T

TINT 7 AT L

TNT 7)) T L
OIERNHERE NS B
INHH B 12720,
AN BT 2 E IS
3,

BAMEICEHES I
YKOBELEZMHT 2
ZENDH B

A
(7= AE~
TR NEH)

AN OWIRAETR L
MRPBFESNLBE
Nb 20T, KAO
#5152 DL ERERE 2
HITHEET %,

RPN

11. BIfEA

ROBEWERANH5ONDHZENHZDT, BELEZTFITITLN,
REDPRO oNBEI3REG eI 5% CHEY L LE 21T

R
1.1 EXBEIER

11.1.123avT (0.1%HK%)

AR, ONRFER.

WG, R, [EE.

HIg, HTEPH5

bnigaicidRgehib L, BYZAEZTH> &, [8.2

S

MNA.27FT435F— (0.1%K)
TFT7 4% — (IFREE. 2580, MEZE. FHE

F) PoHobhadl

ENH B,

11.1.3 KERE (BEAH)
FRE R IESERIARIE (Toxic Epidermal Necrolysis: TEN) |

B2 R REERAEREE (Stevens-JohnsoniE(#EE)

(#0.1 %)

BHobNBIENHHOT, FE. BHE. HEVE. BEPH
JROFLHE - K. B OERE - IR - RFEFR0 o N
Balcisksehib L, BUZAEEZTS &

11.1.4 MRMEE (SEEARH)
PLMEREA, BIEEREE (FIHPER © 3824, IR, 5E. 18

BEE) VMRS (TEER @ ORI, S |

VA I

MEI (FEIRER : RE. NEJ OB VR, BIERE) (%

0.1%KlH) PHo5bhb I ENH S,

11.1.5 KEBR (0.1%K1H)
BEERGREOMEZE>BEELGRBRPHSONEI LN
H5. ER. BHEOTHN D5 bONIBEICIZES ICRE R T
1L, EYRLEZITH T &,

11.1.6 RIS RN, PIESEREE (£0.1%K1H)

FE, FH. WIRREE. FEXARRE. FRIKIEZE A LS H
G, PIBERBESENH5DONAEFHBHDT. TDL
DRFERD D S bNEEIIZEEE2FIEL., BIBREFRLE
YHEIOEBREEOBEY R MBEEITO Z L,

11.1.7 BEZ (0.1%Ki#)

EHBEEELZODEELBRENHLDONLIENH S, (8.4

ZIH]

(8.3 ]

11.1.8 BIERTR. FFHEERSE. BE (%0.1%KiH)
BIERFREOBEE LK, F LWAST, ALT, Al-PO EFE%

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

5 FFEERREE, BEN O DbNE I ENH S, [8.5 &E]
11.2 ZDfttDEIER
0.1 ~ 5% 0.1%K:1i A
IEBE Einzs HWE. F O, | A3
FEh, HIE
ki3 IFEEIRIEZ FERIERED
B i BUN.ER
k28 TH. ERE. B | BOo. B, g
FRAR U BRAR.
A
Epdpend O 4% NYIYE. B
EEH
vy I VRZAE vy IVKRZ
FER (K7 a b
oY MiE.
HmiE M) |
vy I UBREIRZ
FERR (F%. O
M2 BARIR.
HRERE)
Z D HE WV, BHE. | LU
Jig 6 FE SER%

FRBAE, AR TORRRBRL O ERBEREGRICED

WTWa,

(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,

WD) AMORRSNLAE - ARIX. AR, €7Y=0
£ LTHALEL00mg (Hffi) %1 E3EHEMEET 5.
BB EBRORRICE U CREERT 2. | TH5.
16.6 HEDERES T HEE
16.6.1 BHEHEEEEE
(1) BRAERSEEEIC100mg (Hl) #REERORS Lk
X, MR OWNEEREL. BREOE T ELERS

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,

‘ w0 | BOE
RRA T | (%)
AT F R R 26/29 89.7
EE (8) % 17/20 85.0
ERERS 9/9 100
VRAEME B8 BGYRE 39/41 95.1
= o, UOEE. £ 21/22 95.5
BRERE | . wse. 05 URE| oo | our
N (88) % '
Y UNE - ) VSEIR 9/9 100
R (% . PR
YR, IR 27/34 | 794
&t 101/113 89.4

BIERIZ 142614961 (6.3%) ICRR® 5N/, EAEIWERIZ.
BESARPEAGITH - 72,
7= 300mg (Hffi) /H=Z=7~10HH#®S.

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

F)KRAIORRB SN fE - R, [EF, t7Y=Le
U THALREI00mg (fiffi) %#1H3EREOHRET 2. &
B FEEOERICSC CEERERTYT 2. | TH B,

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

(87IZIWAFEILS0mg [JG] )
10047 7t [1047 7L (PTP) x10]
(E7YZIWATEIL100mg [JG] )
1004 7 [104 7%V (PTP) x10]

23. FE NGk
1) B4 B & RRRAZEIERR: MMEMEEEERAOF
gl&
2)BH B fth BAR(LHRIELARHMEE 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
& A fth: BAMLERREAE MR 1989; 37 (S-2) 1 100-121
24, XEERERVEVEDE L

HAY ) v 7St BESSHHKE

T100-6739 WHETHRHERKAON—THIELS

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 BR5EIT

@ BAYIRUvOKRASH

RRFEFABEAOAR—TBEIE1S

583459000-006



