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I. BEICEYTSEE

1. FAROEE
AKENX, 7= E2G9mnET 5RO = ARBAITH D,

7= h TN 50meg THET] RO 7 =107 %/L 100mg [HIET] 1%, HETHRESH
DRI ESR G E U T 2w U, B R OB E 25T, e, A7 a R SR 2 5=
ML, 7 =10 72/1L100mg [HET] 1X200746 H 29 H, E7 Y=Lt/ 50mg [H
PET) 1% 2009 4F 1 A 8 HIZAGRAHS L, 2009 45 H 15 AIZIIEABi4A L7, (SERFEE 0331015
5 CPR 1743 H 31 B) (IS X KGRHE

2. HAROBBRENEHYE

(1) RFNX, B V= a2m8Em TR0 HE 7 = ARBFITH D,

(2) EBRABMERE LT, Yavy, 7FH7 4 7% v—, LEEE, mgmEE, KBk, BEMEMZE,
PIE JEMERE, BFEE, BUEFZL, FHRREE, BE ARG I Tnd, (VL 8. (1) BEKRARENE
LR ) DES )

3. HROHFZMEE
(1) PTP >— b ZMmIC THAEWE] 2FiL L,

4, EEFEFERAICEAL CTRAMT NS

R I B 5 G b

S 1 KT | A b BRE
RMP piz

EMO U 2 RMEER » L |

IR ST B b

Sl A F 71 o i

AR 1 oD T TE S pili3

5. RBEEHEURE - ERLOKIREER
(1) RB&EH
% L7
(2) F& - A LOFIRER
LR

6. RMP D=
BARANA



I. &WICEYTSER

1. B5EA
(1) M4
7 =7 N 50mg THET )
v 7= BTN 100mg [HIET)
(2) *4
Cefdinir Capsules
(3) BAMOHEE
—fRA LD

2. —i4
(1) M4 (WMAE)
7=/ (JAN)
(2) #4 (@aE)
Cefdinir (JAN)
cefdinir (INN)
(8) RT L (stem)
77 ART UBRTIEME : cef

3. EEXANETRERX
et

4. PFXRUVHSFE
473 0 C1aH13N505S2
= 395.41

5. {E%¥4 (fifiE) XIEXE
(6R,7R)-7-[(2)-2-(2- Aminothiazol-4-y1)-2-(hydroxyimino)acetylaminol-8-oxo0-3-vinyl-5-thia-1-azabi
cyclo[4.2.0]oct-2-ene-2-carboxylic acid (IUPAC)

5&85

6. \BAA. 4. BE.
% : CFDN



. HHEP BT SHER

1. YEEMEE
(1) %M - K
FE~REEDRERIEOM R TH 5,
(2) BFE
Ky =X 7= (95) NFVZ=FNm—T MZIFE A EET R,
pH7.0 ® 0.1mol/L V > FRIEFEEIR AT 5,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
Pl v/
(5) BRIGEBEMTEH
MUERR L
(6) DERE
MUERR L
(7) TOMDELRIEE
e Lol i @ —58~—66° (0.25g, pH7.0 ® 0.1mol/L U > F&¥E#%E#Z. 25mL, 100mm)

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HeBaBrik
1) RN AT R B I E U
KB 7 V= ARRES O U FESEAEBIRAIRIZ D Z I A LT MVERIE L, RED AR K
Nt T Vo VERER O AN NV EEET D E & WHE DAY MVEREREO E AR
DIRE DWW 2B 5
2) FROMRIL AT N VEER
N2 MEIZEVEBREZITD, RO AT MLl v 7 D= BRSO ALY L BT D L X
Wi DAY R VTR — D & Z AIZRBROTRE DWW Z G880 %,
3) BERIEI AT R VRE R
REMDEKFIT ATF LA LR FT R, BKRBRICOE HEZJETH L&, §5.0~6.1ppm K
8 6.4~T7.5ppm IZZTNENZEHBDOL 7TV AKRDPB 2R, &7 F/VOEBMEL A : Bk
FE2:1 ThD,
(2) E&RIE
ks v~ 777 4—
R« SO G
BEMH : 7 I ATFAT U E=U L FRFY R, =F Lo P77 IR —KFE S R D
Lk, 7 =RV AF — VIR



V. RAICEITSIEE

1. Hif
(1) FEORXZ
WA 7 L5
(2) REONBEUHERK
. w7V =AH TR w7V TN
ot 50mg [HET | 100mg (HET |
e 5 7 LK
. A7V YRR E ]
NEY) « Af~IRERDH R
e (@ Jo=ed) (@ Jozed)
NS 5507 4 5h TN
Aik=a—R ()B% ()w%
clia— | ()B% C)w%
(3) #@Ala—F

(TV. 1. (2) RAIOHNEL L OMER ] DOEZI)
(4) HEOYHE

(Mv. 6. BAIOKFEEME FIZH T HLEME] OESH)
(5) Zoft

YL

2. AR
(1) ARRS EERD) OFBRUTFNA

7 TV TN v =S
e 50mg [H[ET) 100mg [HET
HANLY 14272V R
&7 =)V 50mg (JIfifi) 7Y=L 100mg (F1ff)

RUERALFLT U AR ADN Y L LR 5, T

A UUNGERT R U A AT T Y VBN 7R T AL AR TR A
HTRNERE  BTF o BLF X o, Rk, e kgt v
BT R @A

(2) EREZEORE
MR L

(3) &g
YR L

3. BNERROHEBRRUVEE
2 LA

4. Hff
ARHFNO ML, FEEHEEIC L Y BAE Bacillus subtilis ATCC6633 % AW CHITET 5,

7 U=/ (C1aH13N505S82) & L Co=EZEE (Jifi) TrJ,
4



5. BAYTHEHEIED HHRHEY

B R L

6. REDFEEHRTICETHIREKR"

(1) RHIRA R

ARSI : 2006/10/27~2008/10/30

Okv7V=AA 7 50mg THET

EWRFAE  25°C - 60%RH

(A& m2eIpRe (PTP ig) |

REATE oy k PRAFHAH]
<Hifs> e B A 6 » A 12 % A 24 % A
PER n=3
CEFZ02-A
<SS, IS AR R 8 _ . o o o
FerAehY, PEREAG~E | Cereos D) A el H e
BOBETHS >
. CEFZOZA
e n=3 . . . .
TN CEFZ02-B bR e ST e
,u‘;b n ANV I:—‘—»‘
SRR ) | Cori02
R () nog |CPFAOZA[ 19~34 - - 26~16
e CEFZO2B|  2.6~3.6 2.2~3.8
CEFZ02:C|  2.6~3.1 2.4~3.8
\ CEFZO2A| 89.3~99.2 | 89.7~97.1 | 87.4~97.6 | 88.8~983
YR 0 -
f?%r/i\ (22)0/ o Llf CEFZO2-B| 88.9~99.1 | 90.1~101.4 | 87.6~97.5 | 88.7~97.5
7. 80% CEFZ02-C| 87.9~98.9 | 89.6~99.0 | 89.5~97.8 | 87.6~98.6
PN CEFZO2A| 985~101.3 | 99.4~100.1 | 98.3~99.7 | 98.8~99.7
&8 (%) n=3
oo oo CEFZO2B| 99.5~100.2 | 98.8~99.9 | 98.6~99.7 | 98.9~995
: : CEFZ02-C| 99.6~100.3 | 99.2~100.0 | 98.3~99.8 | 98.7~99.2

Ko RTRBICHTOEAE (%)

SR EHEBIR : 2001/12/15~2008/12/24
Ok7YV=1H 78/ 100mg THET )

EHRERBR  25°C - 60%RH

[ dLZRe (PTP fl4g) |

BRI B b BRI
<k > H BA hA I 6 %A 12 » H 24 5 H
MR n=3 A
<EEH, ARSI YR BB O S N N N N
FEANAITH Y, NEWIEAG~E ]é B B B B
BOMWETHD >
FesB B n=3 A
(SRA& AT AL S FE T E 15 B ke ke A A
EEK5) C
HREERB (%)  n=3 g 2.8~3.1 2.71~3.8 3.1~3.8 8.0~3.6
IS%LIT S 2.8~3.3 2.8~3.7 2.9~3.8 4.0~4.4
C 1.7~3.1 3.6~4.0 3.6~3.9 3.8~4.2
e A 84.8~94.1 | 83.9~93.8 | 84.5~93.7 | 84.2~93.9
YR HH 0 =
{ffg E3 (/;)50/ o Llf B 84.7~945 | 83.0~943 | 85.9~944 | 84.9~94.3
7T (070 C 85.5~94.2 | 83.4~94.6 | 85.4~932 | 85.3~94.0
. A 99.6~99.9 | 98.9~99.5 | 98.7~99.0 | 98.4~99.0
AE. (o * —
290 0( f)no O(f/l>3 B 99.3~100.0 | 99.0~99.9 | 99.1~99.6 | 99.1~99.5
' 0 C 98.6~100.8 | 99.2~99.6 | 99.1~99.3 | 98.4~99.3

% RARICHT B EHE (%)




(2) FEOLLREOLEN

OvT7V=A TN 50mg TAHETL] ®|@i 40°C X, [ERLE]
RERTEH =BV PRA7HAR]
<> & B AGHE 1% H 25 A 3% H
PER UBO1 WIRE.D PRARED RIRED PRARED
<IKIRBOFEL 7> A 7 il 7 A 7 il 7
M (%)
<30 4. T5%LLL> UBO01 97.5 98.1 97.7 99.5
a8 (%) *
<90.0~110.0% > UBO01 100.7 98.1 99.3 99.8
X RREBICKHTAEAEE (%)
ObT7V= AT 50mg THIET.) @A 30°C - 75%RH [HEEYE, Bk
ABRIE B = ezl
< HIKE > FHe BH AR IR 1% H 25 H 3% A
PEAR UBO1 WAREED RIRELD RIRELD RIRED
<IKIRBDOFEL 7> il 7 il 7 il 7 il 7
wHE (%)
<304y, TB%LLE> UBO01 97.5 97.3 94.7 97.1
e (%) ¥
<90.0~110.0% > UBO01 100.7 98.6 97.6 98.2
X FrREICHTHIEER (%)
ObT7V=A AT 50mg THIET.) WO By [KESR]
ABRIE B =y h Ot &
< HIKE > F BHARHF 80 /7 Lx-hr 120 & Lx*hr
PEAR UBO1 RIRD RIRELD RIRED
<IKIRBDOFE 7> A 7 A 7 il 7
M (%)
<304y, TB%LLL> UBO01 97.5 98.6
A-E (o *
=i (%) UBO01 100.7 100.4 100.0

<90.0~110.0% >

X FRBISHTOEAER (%)




Ot 7V=1 7L 100mg THIET |

mEaEE 40C

LY, [EBERAR]
FERTE A =B PRAT I
< HIKE > &5 BH A 1% H 25 H 3»H
AR ucol RIRED AR D RIRELD RIRED
<IRIREOFE D L > R i Wh 7L R i 7'
=M (%)
<454y, TEULL L > Uco1 95.7 95.3 97.7 93.0
G (%) *
£ 90.0~120.0% > UcCo1 99.8 99.4 98.0 97.1
X FREIHTIEER (%)
Ot 7 V= AT 100mg THET]  HEadE 30C - 75%RH [ESE, B
FERTE A =R PRAT I
< HIKE > FHe BH AR IR 1% H 25 H 3»H
ERIN uco1 RAREBD RIRED RIRELD RIRED
<IRIREDFE T 72 )L > Wh 7L 1R i s R i 7'
BEHEE (%)
<45 4. TE%LLE > Uco1 95.7 97.2 97.1 99.2
a8 (%) *
PPN Uco1 99.8 100.9 98.3 97.5
X FREIHTHIEER (%)
OBT7V=A4 B 7L 100mg THIET.) Atk gt [KEARR]
ERTE A =R Ot &
< HIKE > F BHARHF 80 /7 Lx-hr 120 & Lx*hr
PEIR Ucol AR D BARED YA D
<RARBOF N 7' > 15 R Y 7L Wl 7L
BEHEE (%)
<45 4. TE%LLE > Uco1 95.7 94.2 94.6
a8 (%) *
PPN Uco1 99.8 99.7 98.2

M RTRRICHT D AHE (%)

7. RASERUVBEREROREN

REM LR

8. AL NEAELL (MEBILFHEIL)

AZM L7g




9. At

(1) wHBH
7= TN E0mg THEL] ROt 7Y=L 7+ 100mg [HEL] L, HARRFGER
MERIZED DN 7 V= TR VORERKIGEE LTS Z ERHERBIN TN D,
(FRERII IR BB EE 2 W% 900mL % vy, /X R/VIEIZ XY | 50rpm CRERAZ1T9,)

Ve L
FORE R BRF ] AR S
B 7N 50mg (Fiffh) 30 %y 80%2A I
# 7 100mg (1) 45 5y 75%LL E

(2) ¥R

<k7V=L77tE/N100mg THET] >
BREIRGLOAEMFRIREERBR T A R T A4 L FEO =B EIZSNT (Fpk 13 4 5 A 31 H
=SS5 786 )

AR
28 ARG BHEBE N RVE
[l HR N ORI : 50rpm (pH1.2, pH4.0, pH5.5, pH6.8, pH7.5, 7K). 100rpm (pH4.0)

CHE]

- pH1.2 (50rpm) TliE, HEYERIFI O AR 40% M O 85% T D 2 BEAIZRBUW T, AL D
B SR AR DS ER R £ 15% D HEPHIZ & > T,

- pH4.0 (50rpm) TlE. HEHERIFI DO FEIA R 40% M O 85% AT D 2 BEAIZ BT, Afh D
PR AR VE R O SRR 3R 15% D FEHIZ 8 o 7o,

- pH5.5 (50rpm) TlE, HEHERIFI ORI 60% M O 85% AT D 2 FFAIZIBW T, AfhD
T SR AR R DS )R R £ 15% D HEPHIZ & > T,

- pH6.8 (50rpm) Tid, FEAERHFI K OAGITE HIZ 15 /3 LANIC Y 85%LL s L7,

- pH7.5 (50rpm) Tid, HEAERFIR OARMIZE HIT 15 43 BANIC ) 85% LA Ly LT,

< K (50rpm) Ti, FEAERLEIN 360 /31281 2 FHEITEHEED 1/2 O VIEER HEE 2 7R 975 24 70 R A %
TN 360 471233V N T, AR D SRR HH =8 AR VERUA D SR HH 28 = 8% M V£ 15% D#iHIZ & o 7,
- pH4.0 (100rpm) Ti&, EAERFIL AL E HIT 15 40 LANIZ ) 85% UL B L7,

PAb R OE M) 2 EERA] (7Y 0 7L 100mg) &k L7fER, 2 ToRBRIRIC B
T MEREEKLOEDZREERRT A 71 2] OHEEREIES LT,



(Vs il )

BHE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 100 |
80 80
60 60
40 40 -
20 | —— 7Y ATEI100mg THET 20 | —— 7LD 7 EI100mg THET)
- =t 7 /N7 EI100mg - o =1 7/ H71)L100mg
0 ‘ ‘ ‘ o A h f
0 15 30 45 60 75 0 0 60 90
B (53) B (53)
BHE (%) pH5.5 (50rpm) EHE (%) pHB6.8 (50rpm)
100
80
60
40
20 —e— 7 LN FEI100mg THET ] 20 | —e— YL T 100mg THET]
- = =1 7 A7 1)L100mg - = =1 77 )L100mg
or : ‘ 0 ¥ : :
0 10 20 30 0 10 15
BFfE] (53) BRfE] (53
FHE (%] pH7.5 (50rpm) FEHE (% 7. (50rpm)
100 | 100
80 | 80
60 | 60
40 + 40
20 | —_— 72 LT EI100mg THET ] 20 —— 17 2L I 100mg TEEDL
o b - = = 7Y YATEIL00mg 0 - = —E7JrhJeEl100mg
0 10 15 0 90 180 270 360
BFE (49) BEfE (53
EHE (%) pH4.0 (100rpm)
—e— 1t 7 )L FEIL100mg THETY
- % = t?‘)"/?ji’t)lfmomg
10 15
BFE (49)

(n=12)

(3) EmHEIR DR O ER LA O AW F i [R) Z MakER ®)
<k7vV=nABTEN50mg [HET] >

TT7 V=B TN 50mg THIEET X, & &N 280 BRSO EY FHREERBRTA R
A2 (CFR% 1845 11 A 24 B BRAFRAISE 1124004 5) | ([CHKS&, ¥ 7V =14 7/ 100mg [H

T ZAfRERA L Lo L&, WHESNE LS, EMFNICEE & RS,

BRI AT

HE - AR

Ve HRABRTE

(Al & OGRHE © 50rpm  (pH6.8)

CHIEfE]

pH6.8 (50rpm) Tidk, FEEERIFIL OAMILE BT 15 437 EANIC ) 85% L B L7,
£, BRI (15 43) (BT DA OME 2 OFEHERIT, AL OV H = £ 15% O #i[H 2

2 RLE

AL bON 12 1ELT T, £26%DHIAZEZ D b DR Leh o7z,




(Vs H h )

i (4)
100
80
60
40
20

pH6. 8 (50rpm)

—o—t I )LhTEI50mg THEL]
—O0—t 7 A TEIILI00mg THET]

0

0

5 10 15
K (53)

(n=12)

Uk, 7Y =107t%/1 50mg THETL] OBEHEEZEERA (€7 =107 %/ 100mg [H
EL)) L L7k, TEEN R D80 EERA O LY FHIRSEHRBR T A R4 ) OfELR
WA L2 Z &0 h, EMFmICRE L e S,

10. A5 - o

(1) FENDELGER - 2K, MK LCERSR - EKICEYT H1FR

LR
(2) a%

(2= )LhT+EI)I 50mg THEI])

100 7 7=/ [10 B 71X

10 ; PTP]

(2= )LhFEIL100mg THETL])

100 1 7V [10 1 7 &L X
500 & 7 [10 7 7L X
(3) FREE
Y LW
(4) BROME

10 ; PTP]
50 ; PTP]

Wk 7e4

PTP w3t

=T
50mg [HIET |

PTP: RV b =T 4L h, TV =T LHE

= v h T

100mg [HET)

PTP: RV =L T LA, TILI =L
Fo—: 7AI=0UL - RKIZF LU T IR— T (VA

1. FRRHESIHZEHME
B R L

12. 04
LRI L

10




V. ARICEYSEE

1. PEXETHE
GHERETE)
AN 7 R EKE R, L VIEREE, MRIRE, W, £72787 (70 27) - B ¥
S—V A, KBHE., V7Y IE, Fury R IS5V X, FubFri TR AT ATy
P, XTI MARNVT hay b RE, T RHE
CGHEFGRIE)
RACMER G RRGE . TRIEMER R RRYWE, V) N - U DoNEige, BMIREVE, SME - BUG K OVFIR
Bl O ZEGs . FLIRA ., MLPYJEIPRANRDS . WHEE - MREase, Rk, QPERAESCR. Mgk, BERER.
BERBR, RER, VY UK, FENEYE., FEfRaRK. ZRE, iRk, AEL, F
B, RS, dhEfmkIe. o /E pase, SR

2. DEXIHRICEHET IIE

5.REERITHRICEET HFEE
(URER - MREE . Wmikk. RMEREXL. PEx. BIREL)
MMAEEEEENOFI &) Y 2R L, HUEER G OLEMZ A Lz LT AR o8G5
) &M SN HEAITHRE T L
(i)
PUSEM IR OB I OHEEZ B & LT, SRR 29 48 6 1 HIZJEA S5 B8 W HE R AL IR UYE R
K0 THMAEDISEEEHOFIEE R » B’ EShiz, et Fl 3043 A 27 A
T CIEAG B EIR - AT R ESRL SRR R @ (PUSEwRO R EOER] OWETIC
OWTC) MFE S0, WHEE - MEEEZR, Rk, SERE IR BYLEIB R SUTRIBIER DU
TP OIREXUIHREH T 20 AEWIEICONT, THMEYSE EFEROFG &) (2O
BRSNS &5 DHRESUTINRICENET S 1EE ) OHAHH L, EEWE T2 & & L,

3. HERUHAE

(1) RZERUVHAEOEH
W, 7= LT 1E 100mg (M) %2 1 B 3EEA#EE4 5,
7pB. AFE K OVMERICIE U CHl BT 5,

(2) AZERUVHAEDORERE - B
R L

4. RERUVRAEICEHEY SFE

7HZRUVHAEICEET 5K
MEENTEE T 1 B 100mgl [R5/ E LV, [9.2.1, 16.6.2 ]

5. ERERRKHE

(1) BET—aNvr—o
BRI L

(2) BEEEFR
MR L

(3) AERIGERERR
MR L

11




(4) BREEMHR
1) AMEREERER
1711 BER-ZEEREEHER
TEEREERR (REMEIEEESR) BN TE 7o Lo AERED LTS,

B A BB E B %R BEE (%)
FATNE B Y 26/29 89.7
£ (1) % 17/20 85.0
BRI 9/9 100
RATENE B2 R LiE 39/41 95.1

- o, HOEE, L9
BIRRRIE e v, Ox 59, (ABIETER (50 21722 955
% 18/19 94.7
UL« ) U oREiR 9/9 100
TEVERREIE (B IIRIG . PR . YR8 9734 0.4
TEVENR BE)

At 101/113 89.4

BIVERIE 142 Bl 9 6 (6.3%) 138 bz, EREWEAIZ. HMARE 46 ThH-o72,
7Y=L 300mg (i) /H % 7~10 A5,
nmz@m:i%ﬁ&ﬁﬂﬁ
THERLERR (HE) B TR TV A T LOFRERED BN TND Y,

B4 A 2B HE Bk A% (%)
MR SRR itz 64/72 88.9
RITERI 102 17 5 B (4.9%) (@D BT, BIEROWNFIL, KIEX 2 B, 32, BRI,
TH & 1B TH Tz,
7Y=L 300mg (Jiffi) /A% 14 AEFEG
17.1.3 ERN-_EERLEEHER
TEHERIERR (MR EERIYE) ICBWTE 7 V= e A OR ERRD b TN D

R4 AW BIHE B 5% HHE (%)
ey fEEZE (75)
TR B YR E BER (20) 78/95 82.1

() PIIERFI%L
BIVERIE 147 Bl 7 651 (4.8%) (Z3BD BTz, BIEHOWNERIZ, FHI5 #i, IR 2 Bl%E Th o7z,
&7 V=)L 600mg ™ (Jiffi) /H% 5 HEESL,
) AFIOAR SN HE - AEZ, %, £ 7Y=L LTHRA 118 100mg (Jiffi) 21 H 3
B A#G3 5, ok, FEs L OERIZIE U TEEEBT 5.) Tho,
2) REMHR
MR L
(5) #BFE - WBHFAR
MU ERR L

12




(6) AEMER
1) EARERE (—REARKRE. FECEABRKRE. EARGELERRAE). RiERST
—RARE. REFRFTREBRAROAR
U ERR L
2) RBRFH L LTEREPEORABRNITEIE L-AE - HROBE
L7
(7) £k
PR

#T—4~

13



VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
v 7 = ARPUEWME

TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. ¥BE#EHR
(1) AL - ERBF

TERBE I M IaEE D G RLE TH Y . £ OEMRITHEEIC LD B 508, <=V

EAEA
(PBP) ™1 (1a. 1bs). 2 KON 3 ITEMMEN NS 10
(2) ¥EDHEEAMNTHHEBRE

18.2 liEEH

18.2.1 7' 7 A IEE M O E IS IAFPH 2 Pl AT ML E2H L, FRC7 7 AGHEEO 7 Ko ERE
B, LUV ERE RIS L CHROWHE AR L, ZOERERENTH S Y 1Y) (in vitro) ,

18.2.2 K FEAME DO PEAT D B -lactamase [ZZE T, B -lactamase FEAEBEICHGENT-E &2~ T
9 -13) (in vitro).

(3) {EFISETUR - HHEHR
DR L

14



VI

1.

EVBEICEYSEE

mEEOHRS
(1) ARLEMHEODRE
B R L

(2) BERERTHERESIL-ODRE
16.1.1 fEREAZA 6 Bl 50, 100, 200mg V) (i) % ZEfgrEHEIRE N G35 L 4 Brflzic 2
2 0.64, 1.11, 1.74 p g/mL O TP RE RS i, T OMIERWIT 1.6~1.8 i TH -

7LCIG)O

E 1) AFNOAREINHE - AEIX. &%, E7y=1E L THA1E 100mg (Jffi) % 1 H
SERAKS T 5, 2B, FHALOYERIZNG C CHEEHEET 2.] Tho,
16.1.2 £YPFHNFEEF1EFER

<kE7V=LHT7EN100mg THET] >

BIE RIS DAY FHIRIENMERER AT A BT A L EO—HYUEIZ DWW T CFpk 13 4F 5 A 31 H [EHKSF

JEH 786 )

7= H TN 100mg THETL] EOE 7Y U h 78/ 100mg &2, 7 0 A4 —R—{E|2 LY
ZTNENL BTN (BE7V=1E LT 100mg (Jiff) RS IR HER O &5 L il
e 7 U VREZHE L, 0N EEMERE T A —% (AUC, Cmax) (22T 90%(EH X
VEIS CREGHIRIT 24T - 725 A, log (0.8) ~log (1.25) DHIFHANTH Y | MiHl DAY 5/ [F M

ARSI,

W T A =4

HIENT A—F BHEINT A—F

AUCo-10
(ng * hr/mL)

Cmax Tmax tie
(ng/mL) (hr) (hr)

=L
100mg (HEET |

4864.82+582.85

984.11£113.494 3.910.30779 | 2.07516+0.5044

NG i B i ) 2

4664.29+776.308

976.4+111.155 3.910.44721 [1.96841+0.50031

100mg
(1 B 7L #&E5, Mean*+S.D., n=20)
(ng/mL)
1,200 4 e 7Yz AT EI100mg [HET]
sir- 77 H T EI100mg
1,001 1H 7+ L85, Mean+S.D., n=20
i} G
% 800 ‘
;Fl /- ~
7 [ ‘\\
S 600 / ‘
R 400 A
g ._f"
200 1
3
0 : .
0 2 4 6 8 10
BER (hr)

1 5% P SR I HEHERS

MR NS AUC, Cmax 5 0/37 A — & (3, #ERHE ORI DL + I 55 OBk
R K> THRRD RN S 5,

15




<kt7V=AhTENAB50mg THEI] >
RN DO ERRA OEYFORIERBR AT A 74 CER 18411 H 24 A EAHRHA
55 1124004 5)
7= TN 50mg THIET] 1%, 7Y=Lk 7%/l 100mg [HET ] ZHEERRF L Lz
L&, IWHEENRS CHE S, EWFENICRS E BRI,
(3) i
ZUERR L
(4) BS - BfREOREE
1) BEORE
(TVIL 4. W) DIEEH)
2) PR
("VIl. 7. MHEAEM] OHEZH)

2. EMEERN/NTA—4
(1) A&
BAEN-TE0/a8
(2) BUGEREER
AR L
(3) HAEEEH
AR L
(4) VYFPSVR
BAEN-TE0/a8
(5) PHEK
AR L
(6) Tt
AR L

3. BEM (REaL—>ay) @&
(1) A ZE
MR L
(2) RSA—2EBHER
MR L

4. MR
FEFRRA 6 BiC 100mg (i) ZZEfERF R OVEBRICEER DS Lz & &, xeMERRETN 4
B2 ICFFh 1.25, 0.79u g/mL TH Y | BHE G TIIRINALCRLIE T L7218,

5. 9%

(1) Mm-fxBaFIE BT
RUERR L
(2) m-ReiREEFYEEE
(. 6. (5) 4ttm) DOHZM)
(3) Hit~DBiTHE
(TVIL. 5. (5) ZDOMOFMEE~DOBATIE, VI 6. (6) #Z¥liwm DOHZM)
(4) BEBE~DOBITHE
RUERR L

16



(5) ZntoBB~DBITHE
16.3.1 #ERLT
BEGHED R, FSRRBORA, Y, R, AR ~ OB &
77 2B, HT~OBITIETERO AL TVt 9 —25)

(6) MPEEBHEESE
HESEDRR L

6. i
(1) KREBLLRUCRBERE
MG E R L
(2) R#ICEET 8% (CYPE) OHFiE. F5%
MR L
(3) MEBEGBMNROFTERVZTOEE
MR L
(4) REVOFHEOERRUELL., FHELE
b oI, JREOFEME PP ETE I E IR0 DTV RN 8

7. el
16.51 L LTEL SN SS) 19,
16.5.2 fHERLA 6 ] (Z2fiEi) 123317 % 50, 100, 200mg =) (Jifff) #& 11 50 R e (0
~24 ) 134 26~33% T, kERTIEEIT 4~6 Rl CENEi 44.3, 81.5, 132 g/mL ThH
St 6)O
YE1) ABIOER SN A - R, Tl#, 7 Y= e LTRA 1E 100mg (Fff) % 1 A
3N &EET 5, ek, Flin Kk OMERIZIE U THEEMKT 5. TH D,

8. FSVARR—A—IZHT S1EH
B R L

9. BNHEICKEKRERE
(IVI. 10. HEDOHEFEAT HEE] OHEBH)

10. BHEDEREZFITH8E
16.6.1 BHiEEEBRE
(1) BHEREREE BHEIC 100mg (Hfl) ZHEEFEOHG Uiz & & P oML EEE, B
BEDIR FICPEVERESEO S5 =29, [9.2.1 BE]

Cer (mL/min) 1A% tiz (h) AUC (ug - h/mL)
=100 3 1.66 2.76
51~170 1 2.41 10.74
31~50 3 2.92 7.48

=30 2 4.06 16.94

17



(2) EHgREbREBE I 100mg (VM) ZHERRO£E Uiz & & BREEEOIK FITEW PRt B 4E )
BN, [9.2.1 BH]

16.6.2 MEEHEE

MRZENT B 6 B2 100mg (Uiffi) 2 BHICHERROEG L & & bR o 18 5 -0 1 X
FERR A OF 11 51288 L7z, Al A2 100mg (JIfili) Z &% ICHBIREOBG L, 1T s i

RS 1O L7 L Y 4 BB 2 M1 T L7 & & BT oI IEENT B 0 1/6 12 4HE L.
B L DR ERIT61% ThH o727, [7. ]

1.

Cmax Tmax tie AUCo- SRR
(u g/mL) (h) (h) (1 g+ h/mL) (%)
FBEHT A 2.36 9.00 16.95 69.05
ZEHTH 2.03 2.76 2 30.18 61
1 2) FAT T O A
T Dt
MR L

18




VI. &t (EALEOZXESF) CEY HEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2.BE (ROBEIZIIBELLGZIN &)
AHN ORIk LIRBIEOBEFRED & 5 83 [9.1.1 ]

(fiftan)
B-T 7 X LARTAEME - BKOFEFHTHY, RKFOKDICEDYa v 7 OBEROSH 5 EHFIC
AFNINFEHREINTHE, Y a v 7 EOEERFEIVER 234 5 ATREMED E U,

3. MREXIHRICEET SR EEDEH
(TV. 2. ZEESUIRICEET SR 22452 L.)

4. AERUVAEICEET 3IEELZDOER
(IV. 4. AEXOHEIZEET IEE] 228 T52L8,)

5. EEGEFNIE L ZDER

SEELEXRNIEE

8.1 RANDMEHIZH Iz TiE, MHEEOFBIEZL <=0, FHlE U TURZHEE R L. R OIRRE
B R NROMB O GIZE EHDH T L,

82 LavINHLOLNAIBENRHAHDT, tuellizziTo 2 &, [11.1.1 2]

8.3 JLimERPD, MEERIERSE, f/ MR WIER LA S 5o d 2 ERHH DT, EHICHKRE
EATO e CBIS A AT 2 &, [11.1.4 B H]

8.4 AMBREESOEERBEENDLLONDZ ENHDLDOT, EMMITHREZITH R EBIERE 4
IZA7H 2 &, [11.1.7 ]

8.5 BUEMF RS DHEE IR, F L\ AST, ALT, Al'P & EF55% 0O IFHREREE, MHAH 5 b
NDZENRHLOT, EMRNTHREZIT O REBEL ST 2 L, [11.1.8 Z ]

(fi#s)

8.1 A MEEYYIE & ZhhE - ZhIR & T 2 HIRE MM E A~ DEEFHETH D,
A PEEGYE IR A 2 T 258 121%, BREZFE L, £ ORSMEEIC X0 HUEH 48R
L. WEDRICEY ., &GPk, &EfkE, UEAIOELELZRET L2 ENFAITHD, Ll
RN, EEEOEEROBZRB T, AMERYYE T, EREORE, OB LN PrE Al
OFGEBBLRTER RN ERA LR LIED D | BB OB O HIE 2 RYYEDO K &
TE L, REZHA (empiric therapy) L72RUTHIERSR0WZ ERE0, ZOEAITIE, B
LA @R Lkt 57 2 0 TidZe <. 1) EEZERBROFERICES & FIEAIOLE %
ERT L, 2) BIRLUZHEAIOARMEZ 72 BRIFEE T, B8\ AMEEK. CRP ZoH#
2RV HE L, OUEDE B TORUTTRE Z ik, QUGER S b TOV R ITFUTERE OHEE
B DVIERIE LISz, BAE ORRE, A OMHEHE - #H RSO R E2TO. KAk
W, BHEERETDLENRD S, £z, FEHOFIERENT R R ocEE2 > TRET H Z &
N—RBD X 5 Th 5.

19



8.2 BT X LARMAWE - OIEEFHETHY | FRHOREANCL D> a v 7 72 & OBBUER A
ZEHE SN TEY . AANCBNTHIRBUERORBIUCHET D2LERH 5,
TFT74 7% —a v EI 0T DIMBUERZBMIC TR 2 FIEIEBUED & Z Al
SINTELT, RLEERZILIFIMZICLL T TH D, o, BBUERSREL L5612,
FeGxH i L, MBS URHERIEZITH 2 &,

6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESOHIBE

9.1 AHHE - IEEFOHLHBH
911 E7 T ARRBR=VY VRRAEVEICH LEBEOREEDHSBE (=L, FFI<HL
BBEOREEDHHBECIBELLBENI L)
[2. Z]
9.1.2 AAXEFHEH. RBICREIMS. RP. ERBFOTLULX—EREEC LPTVVEEESR
THEBE
9.1.3 BAEMOFARLGBERXIFEZEOAREDERE. £HKRBOEVESE
BIRE+2TATH 2L, B IV KRZIERPHLDOND LD D,

(fiA)

9.1.1, 9.1.2 B-F 7 X LARFAEME —MROEBEFHTH Y, 7 = LRIUEWEIZ L 5 IBHUEDFE
BAHEN Y 7 2 AR UIN=2 ) T VAR —OFEROH L BETHEVWETIMERDY . &
2y 7 HOEBRANEREZELL2BEZNRH D, ETARANUIZORBEIEKRT LILX—FE, 7
VX —RBREDNH HBETIE, TNODORKER IR WERIZHRB-T 7 2 2FIxT 5
WEGEROFBBBERN BN ENE, TLAX—E, TLAX—FROH 5 EBFIITEEICES
TREThHD,

9.1.3 FUAEWE ROEEFETH Y, FUAEMEORG LV IFNMEENLEH LEY I K DA
RS SN DT RO e X X v K OB R B 72 B CIEH fEh 7e & oFEENR ST
b5,

(2) BREEESRE

9.2 BEHREERESE

921 mEOBEENOHLBE

BREEOREIL U CHEGREZHMEL, #50MBEH T CTHEMATL 2L, M RENRRT 5.
[7.. 16.6.1 &]

(fiA0)
BRI O A B D BF T, BEOREIS U E RN TR U, EPRENE
Re R T2 2 E B HEBEICEGTRETH D,
(3) HHEEERE
BRE ST R
(4) £HERREHT HE
BEIN TN
(5) Hhw

9.5 TR
B0 SOXIER U CW A RTREME D & B e tEIZ i, 1BE EOBAREN Gtz Enl % Ll S 5356
WCORBETDHZ L,

20



(6

(7

) EEL%
RE STV
) MNRFE

9.7 MNR%E

IF At

NS

ERG L LIAE RO R EMEA4EIE & U BRI R L TV 7en,

(8

) ElRE

9.8 BiNE

ROFITERE L, HET IR GHBICEET 20 EEZEORBZHE LN 6 HMEIIREG T2

ZE
N— [e]

- AEFREME T LTV D 2 ERE L BIEHRRE LT,
s EX IV KRZICE DB A D S bD 2 LD 5,

7.

(1

(2

HEER

) ptRREEZTOEA
BEEN TR

) BERXE L EDER

10.2 BiFERE (BHRICEET S S

&)

S

B AAEIR - FEE 7T

PR - fapRIA

BRAl

AR OV % 10 43D 1 % TR
EFTLH0T, OFHIGET D Z &2
PEE LW, XA ST T 55
AT ARF O 5% 3 R 2L
M@z o 595,

BENICBWTERA A T L
o EWRIL SN W EE R 2 TE R
60

ONTr s

On7 7 V) LAOERN
HmshosbBthlndd, 1272
L. KRANZBE I 2 hE B #5137
Uy,

BNMEIC LA X I K OfE
AET B En3h 5,

HIFEH) (7L = AT~ 7 %
U LNER)

ARENDOWIDME T L, 2h A3 55
ENDHEBENNRHLDT, KF D
Beh% 2 RERILL ERIlRZ &1 C
BHES 5,

BRI

(fif)
BRA

bt N TORBRBEICIBW T BH L ORIFFIRAIC L D AFNORINAEI 105D 1 EFTIRTFT 52 &,

AR OE G- 3 R IZEA 255 L7 B aicid, RRE IR AR B TR OIR T 235K 75% % T
B2 2 EnHEshTng Y,

ONTy VT A
t 7w ARHUEMECE Y 2 v K K210 L3 A2 bbn 5 = & M bR TG, —J, U
LT 7 L EE R S v KICH LB IR & R 35T 0 | BE L7304 . HossE /R 751
MENDIBENLD D,
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(

—

. Bl{EA

1.8/
ROBWERDB S BN ZENHLOT, BlEZ 7TV, RENRBO GGk E 2T

14 %70 EHEOI R LEZAT O 2 &,

) EXLRIER & AR

1.1 EXGEMER

1111 a3 vy (0.1%A)

AR, ONRFR, WS, e, EFE, FB, BTFSERbobh-Haicidg&b e ik L, My
RALEAZITH 2 L, [8.2 BIR]

1M1.1.2 7274 5F%2— (0.1%A)

TFT7 4 7% — (FREEE, SHER, LERE, SHEE) KhobhbsZlBld b,
11.1.3 REEE (HEARH)

B 2 2 SRRl fRIE (Toxic Epidermal Necrolysis : TEN) | 52 JEFERHRE R (Stevens-Johnson
JEBERE) (45 0.1%A0H) "B Obnd Z N0 T, HE B, BIEE. FECREOAEE -
KL, P8 DEEIRIL « JAENRK - ISR DR A IR G2 Ik L, @Y L@ E21TH 2 L,
11.1.4 MEEE (GHEARH)

VLM BRI | SERERIERAE  (RIHPELR « ZEEN WHSER ., 9UR. MU . /R (IHEER -
SR L, SRBESE) | WRMPERM (RIHIEIR - B, ~ES r B VR, BMAERSE) (% 0.1%AKTH)
NHLDLNDIERH D, [8.3 ]

11.1.5 KB (0.1%Am)

BIEVERIGREDIMEZ LS BELRKIBRARZH OO Z ERH 5, EH. HEEO TH®H b
FBAICITELICREETIE L, BWURLELITY 2 L,

11.1.6 MIEEM%. PIE ERE (& 0.1%A5H)

FEEN, WLk, PRI, MOEn X MRIRE . AFERERHE S A1 O MUK . PIE SEMHEE R & S b
DILENHDLDOT, ZOXIBRIERPH LN HEIITRGEFRIEL, BIERERLVE L HlOR
HEO@EG) R LEE{T O Z &,

11.1.7 BEE (0.1%A0)

AMEEFESOREERBEEND LN Z EB3H 5, (8.4 BR]
11.1.8 BIERF 3. FFHREREE . |E (% 0.1%AM)

BENT % D EE/RIT/R, Z LV AST. ALT. Al-P O FF%5%0E 5 fFfReE®E ., #E8H bHbh

LT DD, (8.5 2]
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(2) Z0iDEI{ER

1.2 EDHDEIER

0.1~5%A i 0.1 %A AR B

W EUE % TRRZ. £ OFE. BN [RLBE

T
JIIRTES T B ERYE % L RE R
R Mk BUN L&
H b T, MR, BN D, TR, B, &

AR, (A
B A ARIE N N VHNE, BEE
v 3 REIE B4 2 K RZIER (K

7 ey UaE,
MmEm%E), ©4 I B
FERZAER (BR, AN
R, BEAIR, #RERTE)
Z Dt HEV, BUE, EER LU

T

FEEUBEEE T, KGRI E CO KRR & OV FH G A S RISV T s,

9. BRREBRICRIFYHE

12.ERRERRICRITIE

121 7 AT —TRIGERS X T 1 7 FlEE, 7 = — U ZVRERIC X 5 REERA Tl s 21
LIENDLHOTEETDZ &,
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e CEFDINIR capsule

HIE - Bk | Capsules : 300 mg
INDICATIONS AND USAGE

To reduce the development of drug-resistant bacteria and maintain the effectiveness of cefdinir and
other antibacterial drugs, cefdinir should be used only to treat or prevent infections that are proven
or strongly suspected to be caused by susceptible bacteria. When culture and susceptibility
information are available, they should be considered in selecting or modifying antibacterial therapy.
In the absence of such data, local epidemiology and susceptibility patterns may contribute to the
empiric selection of therapy.

Cefdinir capsules are indicated for the treatment of patients with mild to moderate infections
caused by susceptible strains of the designated microorganisms in the conditions listed below.

Adults and Adolescents

Community-Acquired Pneumonia

Caused by Haemophilus influenzae (including B-lactamase producing strains), Haemophilus
parainfluenzae (including B-lactamase producing strains), Streptococcus pneumoniae
(penicillin-susceptible strains only), and Moraxella catarrhalis (including B-lactamase producing
strains).

Acute Exacerbations of Chronic Bronchitis
Caused by Haemophilus influenzae (including B-lactamase producing strains), Haemophilus
parainfluenzae (including B-lactamase producing strains), Streptococcus pneumoniae

(penicillin-susceptible strains only), and Moraxella catarrhalis (including B-lactamase producing
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strains).

Acute Maxillary Sinusitis

Caused by Haemophilus influenzae (including B-lactamase producing strains), Streptococcus
pneumoniae (penicillin-susceptible strains only), and Moraxella catarrhalis (including B-lactamase
producing strains).

NOTE: For information on use in pediatric patients, see DOSAGE AND ADMINISTRATION.

Pharyngitis/Tonsillitis
Caused by Streptococcus pyogenes.

NOTE: Cefdinir is effective in the eradication of S. pyogenes from the oropharynx. Cefdinir has not,
however, been studied for the prevention of rheumatic fever following S. pyogenes
pharyngitis/tonsillitis. Only intramuscular penicillin has been demonstrated to be effective for the
prevention of rheumatic fever.

Uncomplicated Skin and Skin Structure Infections
Caused by Staphylococcus aureus (including B-lactamase producing strains) and Streptococcus

pyogenes.

Pediatric Patients

Acute Bacterial Otitis Media

Caused by Haemophilus influenzae (including B-lactamase producing strains), Streptococcus
pneumoniae (penicillin-susceptible strains only), and Moraxella catarrhalis (including B-lactamase
producing strains).

Pharyngitis/Tonsillitis
Caused by Streptococcus pyogenes.

NOTE: Cefdinir is effective in the eradication of S. pyogenes from the oropharynx. Cefdinir has not,
however, been studied for the prevention of rheumatic fever following S. pyogenes
pharyngitis/tonsillitis. Only intramuscular penicillin has been demonstrated to be effective for the
prevention of rheumatic fever.

Uncomplicated Skin and Skin Structure Infections
Caused by Staphylococcus aureus (including B-lactamase producing strains) and Streptococcus

pyogenes.

DOSAGE AND ADMINISTRATION
(see INDICATIONS AND USAGE for Indicated Pathogens)

The recommended dosage and duration of treatment for infections in adults and adolescents are
described in the following chart; the total daily dose for all infections is 600 mg. Once-daily dosing
for 10 days is as effective as b.i.d. dosing. Once-daily dosing has not been studied in pneumonia or
skin infections; therefore, cefdinir capsules should be administered twice daily in these infections.
Cefdinir capsules may be taken without regard to meals.
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Adults and Adolescents (Age 13 Years and Older)

Infections

Type of Infection Dosage Duration
Community-Acquired Pneumonia 300 mg q12h 10 days
Acute Exacerbations of Chronic Bronchitis 300 mg q12h 5 to 10 days

or 10 days
600 mg q24h
Acute Maxillary Sinusitis 300 mg q12h 10 days
or 10 days
600 mg q24h
Pharyngitis/Tonsillitis 300 mg q12h 5 to 10 days
or 10 days
600 mg q24h
Uncomplicated Skin and Skin Structure 300 mg q12h 10 days

Patients with Renal Insufficiency

For adult patients with creatinine clearance < 30 mL/min, the dose of cefdinir should be 300 mg

given once daily.

Creatinine clearance is difficult to measure in outpatients. However, the following formula may be
used to estimate creatinine clearance (CLcr) in adult patients. For estimates to be valid, serum

creatinine levels should reflect steady-state levels of renal function.

Males: CLer = (weight) (140 — age)
(72) (serum creatinine)
Females: CLer = 0.85 x above value

creatinine is in mg/dL.

where creatinine clearance is in mL/min, age is in years, weight is in kilograms, and serum

The following formula may be used to estimate creatinine clearance in pediatric patients:

CLler=Kx

body length or height

serum creatinine

where K=0.55 for pediatric patients older than 1 year and 0.45 for infants (up to 1 year).

In the above equation, creatinine clearance is in ml/min/1.73 m2, body length or height is in

centimeters, and serum creatinine is in mg/dL.
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For pediatric patients with a creatinine clearance of < 30 mL/min/1.73 m?2, the dose of cefdinir
should be 7 mg/kg (up to 300 mg) given once daily.

Patients on Hemodialysis

Hemodialysis removes cefdinir from the body. In patients maintained on chronic hemodialysis, the
recommended initial dosage regimen is a 300 mg or 7 mg/kg dose every other day. At the conclusion
of each hemodialysis session, 300 mg (or 7 mg/kg) should be given. Subsequent doses (300 mg or 7
mg/kg) are then administered every other day.

2. BIMZBITHBREIEER
mL
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