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1. FARORE
ARNE, 7 V=V EB GRS ETHROAE T = LRBAITH S,
oA BRSNS B E AL & U TR 2 i L, AR 0331015 =
CEEK 17 4F 3 A 31 B)ICHS & HUE R OSRBR 7 1L 2 5% 8, ZEEERER, W)
RS PEEBR 2 E5E L, 2008 4E 2 Hick 7Y=L 7 &/ 100mg [CHIL L
T, 200941 Hick7 Y= 7%/ 50mg [CHJ & L TKREET, 2009
5 H¥RICE ST,
28, 201347 Azt 7 =7 50mg [JGI RO 7 = 7L
100mg [JG|~FNZFNIRFEBAZEE LT,

2. SEOREFN - WEFHEFE
(1) AFNE, BEAOHE 7 = 228K TH 5,
(2) AFN A I Al i A 55 O BN I S BUBEE A3 W & 72 DA & F2hi L T
W 28, BERZREWERE LT, vayr, 77 ¢ 7% —, HERE, K
T, Kok, FUEMERZ, PIE JEGERE, B RS, BUE K, e, B0H
NHLDLNDZENRH D, (VLS. (2) EAZFEIEM & WIHIER] OEER)



I.&#ICEA9 HIER

1. R34

2. —ik4

(1) #04a :
7= 7N 50mg [JG]
v 7= 7N 100mg [JG)

(2) *4 :
CEFDINIR Capsules 50mg “JG”
CEFDINIR Capsules 100mg “JG”

(3) BFRDHE :
— A +HE+ & &+ [JG)

(1) 1% (k) -
7 =)L (JAN)

(2) & (M%) -
Cefdinir (JAN, INN)

B) AT L
77 u ART UEFHERRIUEDE ; cef-

3. BEXRIFRMERX



5. {L#4& (@4i%)
(6R,7R)-7-1(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
(IUPAC)

6. [BR%, M4 KBS L5ES
7 : CFDN

7. CAS &8%&5S
91832-40-5



. A3 I 5EE

1. MELEZHMTE

(1) 5488 - 14K -
Hfa A~ AR MO ETH 5,
(2) RN -
K, TH ) —)L(95) ML= F o —T LT & A EIRT R0,
pH7.0 ® 0.1mol/L U > EAHIARMEIRIZIET D,
(3) Wi -
mMER L

(4

~

e (RS, e, BRE A
mMER L

(5) BRIE EARRETE R
EEER L

(6) HERFH
R L

(7) Z Db E 4 REE -
FEVCHE (@) X : -58 ~-66° (0.25g, pH7.0 ™ 0.1mol/L U > FAHEFEME i,
25mL, 100mm)

2. HHAAOEBEMTIH T ZRER
AR L

3. BMAES DHERRERE
ARIE7 Y= ORRERIC L 5,

(1) &4 mT AR BE I B VA
KEED AT M b7 V= B DAY VRIS 5 & &,
FHDOANRYT MVIER—EED & Z AIZREOTRE ORI Z 5880 %,

(2) RAMRUL A7 R VRITE L (R— R FME)
AREDANRT MLbtT7 V= VBT O AT VAT 5 L X, W
FHDANRY MVTE—EED & Z AIZREROIEE ORI %78 5,



(3) Bl ING A~ R ARIETE
HEZHETHEE, §5.0~6.1ppm LT § 6.4 ~ 7.5ppm (ZE LI
ZEMOT T FTNVAKROBEZRL, &7 T VOmEBMBEL A Bl
F2:1Ths,

4. BIRS DEES
HRlt7 Y= v OoEEECKL S,
WKk v~ 777 40—



V. ®FICEd HRE

1. Flfz

(1) B ORA, SR UMK

7L 50mg
B « PRAK o BEES, ARSI R AR ARG O/ 7 VAT, NAEDIE
HEO~REOOHMRTH D,
NI -
2 11.1 mm
BTN G 90.5 mg
( ch |12 ) SEHERER 4.9 mm
AREREE 4.7 mm

B 7L 100mg
FITH « PEIK © SR, NRERIEIC Mo G RB I ORED 72 VAL T, A

B~ DM ETH 5,
NIE -
2 R 14.5 mm
4 507k -
O 165 mg
{ ch | 22 ) SHERER 5.3 mm
ilkages 5.1 mm
(2) B FI DY
MG L
Q) EAO—F :
7L 50mg : ch1Z
57/ 100mg :  cH2Z
(4) pH, 2 BTt ¥, LLE, EEOERURER pH 5% :

B RN




2. HH DKL

(1) BB GEERD) DEE
7N B50mg 1T Bl BT Y=L 50mg (i) &
7N 100mg - 1 A7 RAT HF 7 Y=/1100mg (i) &H

(2) &4y

F 7 v 50mg # 7L 100mg

K ERa v T Fy, B Aa—AB LT A IERERIE L
L, T VNERERT N UL, AT T Y VY SR U A, KRG
A FR, BT TF o, Tk, e = T esk, ik F 2 o, 7 U v
il b Y oA

(3) ZDith :
PARPrA

3. BAH| AHDAMMEICHT HER
L 7g0

4. HEDEZEREHTICETIREN
(1) Bz etk
# 7L 50mgY
REICRAFAER (25°C, 2 ) OfER, BH O il 2B\ T 2 /7%
ETH DI LR ST,

e

TRAFIERE AERTE H B A 24
PSR a e
Tt R & T

PTP wiE B ffRFAERER ey A
s AR 97.5% 96.4%
JE R 100.7% 100.0%




71 71 100mg?
IR RER (25°C, 24F) OFER, BF OSiE NIz T 2 FM%

ETH DI ENMERINT,

PRAFIERE AR H B Ay 2
PR A A

PTP a2 B &R AR STE A
Vs TR 96.4% 96.6%
TE TR 98.7% 95.9%




(2) HEOLLREE T DL EMR

77/ 50mg
RAFSRAE PrAF il SR
LA (40°C, WL U A ) 3#nH 2172 L (O)
1w (30°C, 75%RH, #Or-BAKO| 3 » A 2172 L (O)
Jt (120 /5 lux-hr) 50 H 2172 L (O)

71 7% L 100mg

PRAFSAF TRAF I it A
IR (40°C, - B AR 3 » A Z{t7e L (©)
W (30°C, 75%RH, HY-BIK)| 3 » H 2t L (©)
(120 4 lux-hr) 50 H 272 L (O)

ABRIEHE « AMEL S B, I

TEEAI « 71 7' VH| OB ERIE T O EMERBRIEIZ OV T (EH) | (OF
A 11 4F 8 A 20 B (#1) B AJRPESEAIAI S FINE 5 /N B ) OFHli /48
FEHE(TRD) ICHEL B,
© : TARTOUEEBIZBWTELERDO RN T,
OMEL - b ZIT L A ERROIRN E & 3% AT DK T I M
HirsEN,)
O W OREHEH THUEN | OE(LEZ RO T,
GMEL - T e R b GRASE) FE LR H 0, fE b, E e
RORVRREDOENMTH Y, B Z L TW\WD, E& : 3%k
DAL T T, BUEEA, )
A WTROORIEEE T OZ 2RI,
(OB - OB L WA LS A58, Bl 2 i L T
Do o i L BUSE SN B - BURSESL,)

. BEUEARUBREOREM
AERSAR

o E DRA L (B EHZEE)
MR L



7. A

(1) ¥ LA
J1 7 v 50mg
AARBHERLAESR 7 V=D T EARHBISICEE T 2,
AERE - B R HERBRE (O3 Rvik)
% M \lE% 50rpm
ARk pH6.8
i R 3047 80%LL 1

7 7L 100mg
AASBFERLASL 7= h P AR EKICEST 5,
AERE - B R HERBRE (O8N Fvik)
% A FEH 50rpm
ARk pH6.8
i R 4540 T5%LL 1

(2) =R IR R 2 d6 1T 2 s HE RS R
# 7 /L 100mg?
[ FE = H S0 DB R EERABR T A R T A > (CERR 13 4£ 5 H 31 H
RIEFRIEH 786 7) NIHEW, AR TERA & DR B O RS 2 ) E L7z
il e, WA O HZEENIRE TH - 7,
AR IE R RVIE

BRI/ B OpH1.2/50rpm

@pH4.0/50rpm
@pH5.5/50rpm
@H6.8/50rpm

®pH7.5/50rpm

©®7K/50rpm

(DpH4.0/100rpm




[ HHE ]

e

OF

@EO :

DOpH1.2,

R E W

: AEAERLA DAL Y 40% K Y 85% 41T D 2 72 2 K i B0

C, FRBR R OO SR A H 3R TR VE R DA R+ 15% ORI &
Lo XX 2 BABOMEIL 45 LA ETH D,

HERLE) O SV R DY 60% K& TN 85% (1T D 24 72 2 FEAIZH U

C, FRBR R 0 SR H R TR VE R DA R £ 15% ORI &
5o XX 2 FABOMEIL 45 LA ETH D,

ARERBIANE 15 0 LINIZ ) 85% LA EAH 35, X%, 15 432k

T, BRI O YA R AR R D R HH =R = 15% DOFHIZ &
%

R ERGR N BUE S NSRRI RS 38 1 B IR HER O 1/2 O

HER 2 7R 71 2 7e R A, S OSBLE S L7z s BRIRERT I 5, s R A5
DL = TAEHERAN DSR2 a% OHIFICH 5, ald, &
DY 50% LA EOSGAEIZIEI15), 50% A DA IZIL8) &35,
X%, 2 BEOMEITEHEED 50% L, EOLE1Z1E 50 BLE, 50%F
WOEAIZIL 55 L ETH D,

50rpm

120

100 r
80 r
60 r

) .
40 ¢

—O— A E LA

20

seeemme gEUERIZ (TR AAF], 100mg (F11f))

0
0 30 60 90 120

FE [ (min)



©@pH4.0, 50rpm

120

100

@pH5.5, 50rpm

120

100

@pH6.8, 50rpm

120

100

—O— AR R A
se-e--- EMERIA (4 7 EAH, 100mg (1))
60 120 180
FF [ (min)

—O— AR R A
se-e--- EMERIA (4 7 EAH, 100mg (1))
10 20 30
FF [ (min)

S —o— st
e I (4 SR AH

100mg (1))

10

R (min)

15




®pH7.5, 50rpm

120
100
80
ﬁ
i_' 60
s
(%)
10 | 4
- /O o B il
se-e--- EMERIA (4 7 EAH, 100mg (1))
0 . .
0 b 10 I'5
] (min)
©®7K, 50rpm
120
100
80
ﬁ
i_' 60
s
(%)
40
. —O— A B |
seee-- fEMESIZ (K 7 EAA, 100mg (SIE))
0 . . . . . .
0 60 120 180 240 300 360

FFH (min)
(DpH4.0, 100rpm

120

100 r

S o am A
ceem BB (5 FEAH], 100mg ()

0 . .
0 5 10 15

FF [ (min)




H 7%/ 50mg?
[ B AN 72 2 1% 11 [T A O A= W F R RV VERRBR T A R T A 2 Rk
18 4F 11 A 24 HEEAFA I 1124004 5) [ IHEW, B 7P =L h 7 &
JL100mg 4 F ) & fEUERLE) & U CYR H 28 o[RS0k 2 1) 8 L 72 i
X, MK OEHZEENIFETH T,

AR L X RIVIE
BRI/ (1R (DpH6.8/50rpm
Rl
a) FIER =R

@ : RBREAID 15 53 LIPS 85% LA BIAHI %70, 3T 15 73121 it
B O IR H SR DR HERA O I ISR T 10% OHERICH 5.

b) {2 O Hi =

@ : BA& LR 2 331 B ek BR LA OE 2 DY R, BRI O S Es
T15%OHEIPFAZEZ 5 SO 12 @ 1 {ELLF T, £25% O#iHZ# 2 5
H DN,

DOpH6.8, 50rpm

120

100 r

80

EF

$60’
%

(%)

40 |

—O— G L
meee--- gEERLA (A T E A, 100meg (1))

20

0 10 20 30

B (min)

8. EMFHHERE
R L7



9. AP DAEMES DHERRERE
ARt 7=k 7 OERRRICE 2,
SRAN TR N BE I E 1
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