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v U ZEREH 0.75g
v U T ZERER 1.5g
v U7 ZEER 3g
(2) *4
Picillibacta for I.V. Injection
(3) &AFDHRE
—f4 (ampicillin * sulbactam) XY

2. —i&4%
(1) M& (WwAE)
AN Z LT RY A (JAN)
TrEYY Y UL (JAN)
(2) #4 (WaE)
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Ampicillin Sodium (JAN)
(3) AT L (stem)

V2V SNyl NU Ry VN B-T 7 XZ~—LHEHK . —bactam

T VML |67 )NV T CBRRFEROTAEYE ¢ —cillin
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H U0
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AR a2V TR
AN BT N T A CsH10NNaOsS 255.22
TV F R A C16H1sN3sNaO4S 371.39

5. %A (WAiE) XEFE

AT BT N T A

Monosodium(2.5,5 R)-3,3-dimethyl-7-oxo0-4-thia-1-azabicyclo[3.2.0]
heptane-2-carboxylate 4,4-dioxide (IUPAC)

(IUPAC)
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T Y Y oA | 3,3-dimethyl-7-oxo-4-thia-1-azabicyclo[3.2.0]heptane-2-carboxylate
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(6) HERE
U ERR L

(7) ZOMD XA RIEE

VIRV SNyl RN
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T R oA
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V. ®EICETSEE

1. HFiR
(1) FBORH
AR TES A
(2) HADHNBERUHER
B ENYY EINYY. EINYY.
e HE 0.75g i 1.5g T 3¢
o By AT
D - 1R [t~ 1 B DB
pH 8.0~10.0 [1.5g (Jiffi) /10mL, ZK¥iHK)

AR o T ol s LT & X ORBIELIIRD LBV TH D,
TR FRIR HE R AK HRE ABAEK HJm 7 RUBSESIR 5%
1.5g 1.5g 1.5g 1.5g 1.5g 1.5g
TR EE (J74ii) (J74if) (J14) (J74ii) (J14) (J74if)
/10mL /100mL /10mL /100mL /10mL /100mL
pH 9.3 9.2 9.3 9.2 9.1 8.9
=2i% T #13.4 #10.4 %) 4.4 1.4 %) 4.5 1.4
) ABAEWICH T S
(3) #Ala—F
Y L7
(4) RFOYE
(MV. 6. BWAIOKFSEIETICBIT HLEME] OHSHR)
(5) Zoft
LR
2. SEIDOHER
(1) FHES GEERS) OESERUFME
. = A/ 4 v RNTH v NT L
e W 0.75g A 1.5¢ B 3¢
1A 7 134 T L 134 7L
AN BELNFT NI TN | AAMNRTELNFT NI TN | AWNRTEZLNF RNY T L
o 0.25g (/1) 0.5g (JJfh) 1g (Jifi)
A 134 7 134 7L 134 7L
TroEYIFRNITOA | TV T RNI DA | TrEVY ST R DA
0.5g (J71fh) 1g (JIfi) 2g (J71i)
(2) BREZEORE
B R ZEEM0.75g | 134 7 Nat 2.5mEq (57.5mg)
v T HZERE 1.5g 134 7 Na' 5.0mEq (115mg)
v U Ry ZERER 3g 134 7% Na® 10.0mEq (230mg)

(3) ME
SRR L




3. BtERRADHEMRUVERE

AR ANA

4. Al

VI ZaVE SN ull U Ry N

FREREE & L C Escherichia coli 273 % AW C iz RIET %, (AFEE
i)

T R oA

SERE & LT Micrococcus Iuteus ATCC9341 % AW T Hffi & HlE 5
%, (FfREEE)

5. BAYT DHREMED H HKMY

B R L

6. REDEEEHRTICETEIREKRY

(1) fnisaER

SEREMEHIRT : 2009/12/3~2010/7/7
OV U ART ZEHEM 0.75g  IERABR  40°C « T5%RH iR 0EERE (1 7))

RERIA B =37 PRA7HAR]
< Bk > e EELGLES 1% A 3 H 6 » H
SAST75I-1
PR n=3 . . . .
e " SAS75I-2 ey ey ey ey
<HO~HHARORR> SASTSL-3
et ~ SAST75I-1
R S |sasmera| e wo o o
) SAS751-3
S SAST5I-1| 4.21~4.28 | 4.25~4.28 | 4.17~4.20 | 4.15~4.21
S leise SAST51-2| 4.36~4.43 | 4.32~4.34 | 4.34~435 | 4.11~4.35
SAST51-3| 4.38~4.48 | 4.32~4.34 | 4.25~434 | 4.20~4.41
SAST5I-1| 9.41~9.44 | 9.44~946 | 9.41~9.43 | 9.32~9.35
pH n=3
50100 SAST751-2| 9.43~9.44 | 9.43~947 | 9.37~942 | 9.27~9.30
SAST51-3| 9.42~9.44 | 9.45~947 | 9.41~9.44 | 9.28~9.32
et ~ SAST75I-1
“@Ejf‘l o SASTSI2| D T o o
SAST751-3
SAST5I-1| 0.26~0.32 | 0.30~0.37 | 0.35~0.39 | 0.39~0.41
K%y (%)  n=3
SN SAS751-2| 0.31~0.32 | 0.35~0.42 | 0.35~0.36 | 0.41~0.42
SAS751-3| 0.28~0.32 | 0.33~0.39 | 0.33~0.35 | 0.39~0.43
o N N S SAS75I-1| 0.016 AJifs 0.016 A
(EU/mg (Ffi)) n=3 |SAS751-2| 0.016 it — — 0.016 Al
<0.2EU/mg (Jffi) #j%> |SAS751-3| 0.016 Al 0.016 A
WA AL O n=3 g arsra | 7.95~0.62 3.90~5.12
(&R 8 SAS751-2| 6.13~7.86 — — 3.63~6.02
AT Z LT P VTR qpgrsrg| 5.34~7.58 3.40~7.76
<15.0%L) F > ' ‘ ' ‘




ARBREE =N el
< HkE > s B hA 1 1% A 3 % H 6 % H
BAE A 0) 078 Srsr1 | 6.08~7.47 1.49~4.93
(SR ERR) SAS75I-2| 6.40~7.86 — — 4.75~5.78
(TrEv VTRV TR a7518| 6.89~7.46 3.60~4.27
<15.0%LLF > ’ ’ ’ ’
NEMEFEY R n=3 SAS75I-1
<HI LIRS bl H AN | SAST51-2 ke W A A
FW) 2 RO I > SAS751-3
AR 38 n=3 SAS75I-1
<10 m LA E : 6000 f8/% 40T .| SAS7T51-2 ey — — Slikey
25 um LAk : 600 {E/AZRLLT > | SAS751-3
4 SAS75I-1
MEFABR n=3 . .
IR SAS751-2 A — - STkE)
<HDOFEB ZRDIRN> SAST5L3
&8 (O, %) *2 n=3 |SAS75I-1| 104.3~104.5 | 104.0~104.6 104.8 103.8~104.3
(A7 2 K5F R Y ) | SAST51-2| 104.1~104.9 | 103.7~104.1 | 104.8~105.6 | 104.0~104.5
<95.0~120.0% > SAS751-3| 104.1~105.5 | 104.2~104.6 | 104.6~105.4 | 104.0~104.3
48 (A, %) *2 n=3 |SAS75I-1| 104.4~105.5 | 106.0~106.7 | 104.0~104.1 | 102.7~103.2
(FrvvVrF hUwa) | SAST5I-2| 105.6~106.0 | 105.8~106.1 | 103.9~104.9 | 104.0~104.6
<95.0~120.0% > SAS75I-3 | 104.5~105.3 | 106.3~106.6 | 104.0~105.0 | 103.7~104.0

%10 (1) BRI IR IE A~ R A

(2) HPLC : ANV NT Z A= F 25 0.3%LL T,

K2 FREISHTDEAR (%)

YN SC — A
TS — /DMEI

& 1.0%AF

OV ARy ZEEM 1.5g iR 40°C - 7T5%RH A& adEERE (N1 70 a8E) ]

ABRIE B =I5 PRAFHART
< K> T BHAGHEE 1% A 3% A 6 % A
SAS15I-1
PRI sasisl-2| e o o o
<HB~WHHEEAOHRER> SAS15L-3
L SAS15I-1
SAS15I-2 TRy TR A A
(RERIS, L) |Saoiol L L I A
- SAS15I-1| 9.00~9.05 9.12~9.20 8.81~8.84 9.02~9.03
P SAS15I-2| 8.98~8.99 9.14~9.16 8.83~8.84 9.01~9.04
<8.0~10.0>
SAS15I-3| 9.00~9.03 9.15~9.16 8.83 9.02~9.03
. SAS15I-1
“‘E’iﬁﬁ sas1sl-2| e o o o
’ SAS15I-3
SAS15I-1| 1.22~1.25 1.48~1.79 0.97~1.06 0.78~1.03
Kor (%)
<2.0%LLTF > SAS15I-2| 1.25~1.84 1.41~1.54 1.05~1.21 0.83~0.97
e SAS15I-3| 1.55~1.61 1.839~1.45 1.06~1.10 1.03~1.56
SN N IS SAS15I-1| 0.0156 Aii 0.0156 i
(EU/mg (/i) SAS15I-2| 0.0156 At — — 0.0156 A
<0.2EU/mg (Jffi) Ajifi> | SAS151-3| 0.0156 AJifi 0.0156 AJiij




ARBREE =N el
< Bk > ixe B A6 1% A 3% H 6 1A
ANV FE R SAS15I-1
<HIDNITFD HAL DS REME | SAS151-2 ik e HE HE
B a B> SAS15I-3
ANV PR - 5UR SAS15I-1
<10 m LA E : 6000 fH/%5 %00 F .| SAS151-2 ik — — HE
25 um LLE : 600 /520> | SAS151-3
. SAS15I-1
I A AR . .
ey SAS151-2 STREy £ STke) STke)
<HDOEBERDN> SAS15L-3
i (i, %) *2 SAS15I-1| 107.7~111.5 | 107.7~109.1 | 108.1~110.0 | 107.0~109.1
(A7 Z5F RU L) | SAS15I-2 | 106.7~109.8 | 108.2~110.3 | 108.5~110.0 | 105.5~108.3
<95.0~120.0% > SAS15I-3| 109.2~110.0 | 108.2~109.3 | 109.3~109.4 | 108.5~109.1
i (i, %) *2 SAS15I-1| 106.7~107.9 | 106.5~106.8 | 105.7~106.0 | 106.0~106.3
(7o U va) | SAS15I-2| 107.9~108.6 | 107.7~108.2 | 105.7~106.0 | 104.6~105.3
<95.0~120.0% > SAS15I-3| 107.8~108.0 | 107.2~107.7 | 106.9~107.3 | 106.8~107.3
¥1: (1) IR RIS~ (A
(2) HPLC : AN T B LR=2F 305 0.3%U T, = niga & ; 1.0%LLF
X2 RAREICHTIEEE (%)
— BRI
BRI R AR © 2013/12/24~2014/7/18
OV U NT ZEEM 3g MidEER  40°C - 75%RH U i&mdEmmE (ON1 7 v ais) ]
RERIE H =IOV PRATFHIRH]
< Bk > x5 B A6 1% A 3 H 6 »A
ASB30IC-2
PR n=3 . . . .
o " ASB30IC-3 A ey =y ey
SHE~ERRAOBA> |\ op3orc-4
s ASB30IC-2
(%gé;;%ﬁ&; iy |[ASBBOIC-3| it fiiNes e fiiNes
ASB30IC-4
SEIEE ne3 ASB30IC-2| 4.35~4.43 4.41~4.51 4.32~4.46 4.27~4.29
48> ASB30IC-3| 4.33~4.36 4.40~4.53 4.37~4.41 4.29~4.37
ASB30IC-4| 4.34~4.46 4.43~4.54 4.37~4.42 4.41~4.44
H ne3 ASB30IC-2| 9.47~9.48 9.49~9.52 9.32~9.33 9.26~9.28
8.0~10.0> ASB30IC-3| 9.49~9.50 9.51~9.53 9.30~9.32 9.29~9.30
ASB30IC-4| 9.48~9.49 9.51 9.33 9.31~9.33
o e _ ASB30IC-2
*@Ejﬁ o ASB30IC-3| WA e e e
ASB30IC-4
o e _ ASB30IC-2
W;jﬁz >n‘3 ASB30IC-3 BEReS — — fERa
ASB30IC-4
ASB30IC-2| 0.34~0.40 0.33~0.43 0.34~0.35 0.45~0.54
K%y (%)  n=3
< 2.0%LLF > ASB30IC-3| 0.35~0.38 0.36~0.44 0.36~0.38 0.40~0.43
ASB30IC-4| 0.38~0.52 0.35~0.53 0.33~0.41 0.40~0.49
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ARBREE =N PRt
< Bk > x5 BH AR E 1% A 3% H 6 » H
T R hF B ASB30IC-2| 0.016 Aiifi 0.016 A
(EU/mg (/Jffi)) n=3 |ASB30IC-3| 0.016 A — — 0.016 A
<0.2EU/mg (ffi) A > |ASB30IC-4| 0.016 A 0.016 A
ﬁéﬁ(”;’j% T/Ef;%%?_g ASB30IC-2|  6.6~7.4 8.0~11.0
. ASB30IC-3| 5.8~17.9 — — 6.0~ 7.9
AT Z BT RUVR) | opaoic-4|  6.8~8.4 7.7~10.1
<15.0%LL F > : : : :
%@ﬁé\% f?j;l igﬁ?_:g ASB30IC-2| 3.4~3.9 3.1~5.8
- ASB30IC-3| 3.6~4.1 — — 3.2~3.7
(TrE DT ITA) | opaoica|  d.4~as 4.9~5.6
<15.0%LL F > : : ' :
RNEPEREY R n=3 ASB30IC-2
<H S MZEED DD REEME |ASB30IC-3 SNy bR SRy A
S iR 7 > ASB30IC-4
RVEVEROR 3B n=3 |ASB30IC-2
<10 m L E : 6000 /%5220 F .| ASB30IC-3 bR — — HE
25 m LLE : 600 f8/7 %L T > |ASB30IC-4
. ASB30IC-2
MEERER n=3 . .
I ASB30IC-3 ey — — STke)
<HEHDORBELZHDLN> ASB30IC-4
G (O, %) 8 n=3 |ASB30IC-2| 105.9~106.3 | 104.7~105.5 | 107.1~108.3 | 106.8~109.7
(A7 Z5F R U 7)) |ASB30IC-3| 104.4~106.4 | 105.6~108.5 | 108.3~109.3 | 106.7~108.1
<90.0~120.0% > ASB30IC-4| 105.2~107.4 | 104.1~105.7 | 105.0~106.9 | 107.0~107.9
&8 (i, %) * n=3 |ASB30IC-2| 102.4~103.3 | 102.3~103.7 | 102.2~104.3 | 102.6~104.6
(7ov2 Y rF hUwa) |ASB30IC-3| 104.0~105.9 | 103.0~104.1 | 103.9~104.9 | 103.6~104.1
<90.0~120.0% > ASB30IC-4| 103.5~104.1 | 103.6~105.1 | 102.3~103.9 | 103.9~105.8

X1 (1) R RIS EA A~ AN

(2) HPLC : AN Z LRX=2F I 5 0.3%LL T

X2 :HPLC : 7o U oI FERT IV 0.6%LL T

%3
— BRI

CRTREISHT 2 EAR (%)

11
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(2) RHIRAFHER

SERFZHEHIRT : 2011/4~2015/10

O ARy ZEEM 0.75g FEHIRAERAER 25°C - 60%RH [A & OHEERE (N1 7 vadE) ]
ABRTE H 7 bk el
< HIKE > FH5 B AR 12 » H 24 % A 36 » H
PR N N N N
<~ o Ry S CN2800 A WA A WA
pH
8.0~10.0> CN2800 9.29 9.52 9.46 9.31
MipEsER (HPL . . . .
WL i‘i(D © CN2800 | o o o o
i (i, %) *2
(AR ZLF R 7A) | CN2800 105.3 103.7 106.3 104.4
<90.0~120.0%>
i (M, %) *2
(7> UrF RUwa) | CN2800 105.3 104.1 103.5 104.6
<90.0~120.0%>

1 AR BZLR=TF I 0.83% U T, = oigasE ; 1.0%UT
2 FREICHTIEREE (%)

BRI : 2011/6~2016/5

OV U Ry ZEER 1.5g EWIRTF

R 25°C - 60%RH [ ald&iphg (A 7 LaiE) |

ABRIE B =I5 PRAFHART
< K> T BHAGHEE 12 % A 24 # A 36 % H
PR N N N N
R N T CN2800 A WA A A
pH
8.0~10.0> CN2800 9.43 9.46 9.31 9.33
ﬂ"@’;ﬁ*‘ig’w CN2800 o o o o
i (i, %) *2
(AR B 5T RY L) | CN2800 103.3 105.7 103.6 103.7
<90.0~120.0%>
G (M, %) *2
(7o Y wa) | CN2800 104.7 106.0 105.1 104.8
<90.0~120.0%>

X1 ANNRT ZLER=T I ;5 0.3%LLF,

K2 FRBEITHTDEAER (%)

12




. RRNZERUBRBREOREN 2
BRI TS U N7 ZETEH 0.75g/1.5g Z AR, [=iE. BWNEOE FICHHE ]

OV Y RT HETER 0.75g % 45 FHEGIR |2 i

BRI : 2011/11/15~2011/12/20

B B U RNy ZEEA 0.75g (7w FE S CN2900)

s o B DIRFH
iR AR VL 6 Il 24 W51l
) Je£5 7 B Je£5 7 B I 2, Y ]
A PR R pH 9.26 8.67 8.33
100mL i (%)  SBT 100 98.4 98.0
ABPC 100 96.2 91.3
S8 £ Y ] £ Y ] £ Y5 ]
5%~ Rk pH 9.02 8.35 7.99
100mL Ar (%)  SBT 100 91.6 84.1
ABPC 100 85.3 67.9
S8 £ Y ] £ Y ] M £ Y ]
TS K pH 9.31 8.82 8.49
100mL Bfr (%) SBT 100 98.5 98.3
ABPC 100 96.8 92.5

SBT : A/LNT &K L

OV Ry BZEE 1.5g % A& FREGHTE IR i
BRI : 2005/5/23~2005/5/27
e B U N ZEEA 1.5g (2 y FES 0 032)

ABPC: 7o E2 Y~

N . B D IRFH
ki ABRIH VL 6 IEFlE] 24 W51l
s T £5 8 B T £5 7 B I 2, Y ]
A PR IR pH 9.15 8.51 8.25
100mL A= (%)  SBT 100 99.4 95.6
ABPC 100 96.2 90.0
S8 £ Y ] £ Y ] £ VB ]
5%~ Rk pH 8.88 8.17 7.87
100mL Ar= (%)  SBT 100 91.4 82.4
ABPC 100 82.2 61.4
s T £5 8 B T £5 8 B I €2, Y ]
RS K pH 9.24 8.63 8.36
100mL iz (%)  SBT 100 99.9 97.4
ABPC 100 97.7 92.8

SBT : A/LsX7 5 1 ABPC: 7o E> Y~

<TRATSCE > L Bk

14. EBREDEE

141 RFIRANEGOIE

IR IS5 2 &, FRlcZva—A, 707 b—A VU h—/b, <)L h—AKF
W) DOWEE G A IR\ CIR LT 2iZ 7T v BV U VO NIMEME T T 5D T, oI L,
RIF LNz b,

13




8. fFlE DEAEL (MEBILFHMEEL) »

AEOERICEAT 3R

AT, RAOWIA 2 EMHIC T AR TH Y . hF LA LU THER LB - et
WZOWT OFEMITFER L TRV, £/, BE LB oM b 2L EMHIZ O W TIIBRET L T g
VW, AREIZMMA EELS U CTHEHT 28I, SERFAOWM CEEZER L, AT 52 &,

(1) pH Z#hikE
BRI : 2011/11/15~2011/12/20

B B U RNy ZEEE 0.75g (1w FE S 1 CN2900)
OV U NRT HEER 0.75g (134 7)V) ZESK 10mL (27

St #kF | 0.1mol/L HC1 (A) mL | &fi#% D | itk | B8 A iR (%)

) pH [0.1mol/L NaOH (B) mL| 4l pH | 55 SBT |ABPC

By s (A) 10.0mL VAfRIER | 6.97 | 2.53 | MEEAEEH] | 100.0 | 99.6

s ' 24 B4 | 7.10 | 2.40 M | 101.3 | 72.0
HHET 0.75g | 9.50 p— —

SRR K 10mLL (B) 10.0mL IAIREE% | 11.16 | 1.66 | HEMAEH | 75.6 | 71.0

) 24 WifIt% | 8.84 | 0.66 |fRIEyERA| 60.7 | 29.9

SBT : AL X7 X

ABPC: 7o v~

14

pH 1 2 3 4 5 6 7 8 9 10 11 12 13
— O @ —
6.97 9.50 11.16

D0.1mol/L HC1 /4% & 10.0mL ©@0.1mol/L NaOH 4% & 10.0mL

BRI : 2005/5/23~2005/5/27
Bk B U R ZEREM 1.5g (2 v &S 032)

OEUANT Z8EM 1.5g (154 T )V) Z S /K 10mL (ICH R

Sk 8k [ 0.1moVL HCl (A) mL | &gtz | ik | B#h s BIEE (%)
) pH [0.1molV/L NaOH (B) mL| M pH | 5% SBT |ABPC
VRFRERS | 752 | 1.85 || 97.9 | 99.4
Coy sz (A) 10.0mL {ﬁﬁ¢pff Tﬂﬁ% {E,Lﬂ
s 24 WEfHt% | 7.42 | 1.95 |fEsaEl]| 97.4 | 81.6
FEH 1.5g 9.37 — - -
SRR 10mLL (B) 10.0mL RRER | 9.84 | 0.47 &5 aiEl| 84.3 | 74.5
) m .Um
24 WifEIt% | 8.44 | 0.93 | HEAEH | 77.2 | 53.1

SBT : AL N7 & X

ABPC: 7o EY Y~

14

pH 1 2 3 4 5 6 7 8 9 10 11 12 13
@
<O
N
7.52 9.37 9.84

D0.1mol/L HC1 4% & 10.0mL @0.1mol/L NaOH 4% & 10.0mL

14




OETY A7 ZEHEM 1.5g (134 7 /v) ZESHHIK 100mL (2 ¥ %

#EF | 0.1moV/L HCl (A) mL | @&tk | ffs | BHh EAFE (%)

o pH |0.1mol/L NaOH (B) mL| i pH | ¥ R SBT |ABPC

IAfFES | 1.87 | 7.28 |G & 100.0 | 99.6

S PV A) 10.0mL -

tf‘)/\ 7 (&) o 24 BR[| 1.85| 7.30 |MiEtaiEi]| 96.1 | 66.7

FHE 1.5¢ 915 VSRRt | 12.34 | 3.19 | EEP| 29.0 | 24.8
/e A 100mL (B) 10.0mL i Laliles

24 W4 | 11.87 | 2.72 | i 251 0

SBT : AL X7 Z A ABPC: 7o v v~

pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14

O ®—

1.87 9.15 12.34
D0.1mol/L HC1 {## & 10.0mL ~ ©0.1mol/L NaOH % & 10.0mL

(2) BLEZAbBR
BRI I : 2005/5/23~2005/5/27
Bl H Ik SRR CY Y U N7 X R 1.5g 2R LT-,
RPN - =R, ENEOE FICHE

OV Ry FEER 1.5g & & FRlETE & OECA

FEZh Bl A 35551 N BL A1 O B R
x| W4 k4] BloE e BoAE% | 3 B 6 I 24 IF;fH]
\ S8 MR | YRR | MO | AR
féi KIEEHETR 5% 500mL, pH 8.69 8.38 8.21 7.87
3= . m
%,J [7 K] fEE* SBT 100 95.5 92.8 85.5
ABPC 100 91.2 85.3 66.1
& S8 MV | MECYEE | SR | EEED
" 757 TIJ)T7Y—F 500mL pH 7.00 6.78 6.71 6.67
m
gz | (73 BeedE- AR ] FEAF* SBT 100 89.5 88.2 85.5
4 ABPC 100 62.2 50.1 45.1
S8 MR | MEAVEDR | MO | AR
KIGERE 500mL, pH 9.04 8.69 8.54 8.26
m
[(ZEH AR FArE* SBT 100 96.7 96.1 96.0
ABPC 100 98.7 97.2 93.1
i sh8 B | OB | OB | FEGED]
?fé VY &3 B coomL, pH 7.91 7.84 7.78 7.61
m
i Eiizssid FefFEE* SBT 100 99.0 97.5 91.5
| ABPC 100 96.0 91.0 71.0
R LR S8 SR | AR | OB | SR
N a—)
- . pH 7.27 7.22 7.17 7.03
[Ffg Y v 7 IR 500mL
N FEAF* SBT 100 98.6 97.2 92.5
ABPC 100 99.6 91.1 74.2
SBT : A/L/XN7 2 A ABPC: 7o)~ * : (%)

15



<URATSCE> 10 P
14. ERLEOIE
141 ERFRBFOIE

EIRBITESPONE T2 2 &, FRlZZVva—A 7 b= ¥ b—/b </ h—AKF0
W) DOWEE G A IR\ CIIR LT ZZ 7T v BV U VO NMEME T 55D T, MR L,
RIF LN b,

14.2 EHBEROIE

1422 BAZLE LTT L EL YL E TR ) 7Y a3 RREVEMERE (D=5 o L filigth, 7 1<
NV UMRBRE) ZIRET D L IMENET LIz 0oWE R dH 5,

OEHNCER L TR G2 2L X 2 KOV 1 B L R GREZ O 570 ERGIIEICERT 5 2 L.

9. HBHH
BARANA

10. B -aF
(1
Y L7
(2) aE
<V UAR7 ZEEM 0.75¢>
10 XA T v
<E U NT HZERER 1.5g>
10 XA T v
<IN ZEEEH 3g>
10 XA T v
(3) PHEBE
ZUERR L
(4) BHROME
NAT I BT T A

) FENADELGER - 2K, MK LCERSE - aKICEYT H1ER

=N N & =N
1. FEBHEIhLEEHME
B R L
12. ZDth
RZ YGRS TE e L

16



V. ARICEYSEE

1. BBEXIEZHR
<#EEEE>
FHICEEOT FHORER. MARE. ES5915 (TFSUNAF) - hE5—)R, XKIFE. 7
ATORR. 12 7ILIVUHHE
< S HE >
ffize. FhiRE. BEMtds. MERR#

2. MEERIEHRICEAET 5FE
RE STV

3. HiERUVHAE

(1) BERUVRAEOHES
<Wfi%. MRS, BEEXOHBE>
BEENIFANVART Z LT NI A - TP NI AELT, 1 H6g (i) % 2[FIC
3T TENRNTER SJUT AR FHET 5, ods, EERWEOLAIIMNEIS L THAEMET 52 &0
TX5M, 1E3g (Jiffi) 1 B4\ (1 BEELTI12g (Jiffi)) Z ERET 5,
<BEBt R D\E>
WHERNTANNRT ZLF RY DA T oE Y ) oAl LT, 1 H 3g (W) &2
A3 T CERN TSR XU X SR EHET 5,
<PheEIE>
BE/ANIZIFANARZ Z S RV UL T oYY M) oAE LT, 1H60~150mg (J11f)
kg % 3~4 [ENZ 53T CHERN TS SUTATEFHET D,
FRIRPNIESTICEE L Cix, ARESHAK, BRAERSER IR R RO ESRICEME L. BRI
B535,
¥, RIEIC K DFIRNEEGICER LT, RIS L CTHW S,

(2) RZERUVHAEORERE - B
MR L

4. RERUVRAEICEHEY SFRE
TRERUVAEICEEY 5EE

KFNOERICH 72> TE, MHEORRELZ T, B-F 7 Z~—BEARE, o7 vl v
MPEE 2R L. B OIRRE VL ER R/ NREOME O LIz ED D Z L,

17




5. ERERAE
(1) BET—E3NR\wo5r—o
MMERR L
(2) ERERZEEFER
MR L
(3) AERGERFEAR
ZUERR L
(4) BRIEMEER
1) ENEREERR
U ERR L
2) REHER
U ERR L
(5) #BFE - WBHFAR
MR L
(6) AEMER
1) EARERE (—REARKRAE. FECEARERE. SARGELRAE). RiER
—RARE. RERFTREBRAROAR
U ERR L
2) RBEHELTERFEORNENITEEL-RAE - RBROBME
Y L7
(7) =ttt
Y LR

m

BT — 5~

<

18



VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
B-T 7 B NREAEWE
B-7 7 4 ~—RIHEH
FEE  BEEO S DLW OIEE - WREFL, BHIOBRNLEZSZRT L L,

2. XBEFER

(1) {ERERL - VEFFF
AN BEBB-FG 7 H<w—ED e, I, MERVEEZES, Ta KOV ZREIRAHPICR
LT 2720, 7oEV T R INOOBERICE VKGRI ND 22X, 7o ey ) UmttEE
WHHE D& RT 9, 7oyl it MEOTF K7 U 0 U BRERR E BLE L CRIIBES B & I
O BEIIERT 2 9 0,

(2) ENERMT SRR
18.2 fiE{EA
18.21 7 FUHKER., KGE#H. 7T v RAB. AV IV YEHDOB-F 7 Z~—BMEE - T vy
U PR R OB RERE (25t L, BWELE 712773 29 (in vitro i BR)
18.2.2 B-F 7 ¥4 ~—E@mEEADT FUKERE, KIBE., I7nT7 v ARBICE D~ 7 A B—KYL
ETIVIZBWT, T EVY X EUVREREZ RS 9 9,
Flo, BT~ —BEEELEDT ) ViiEA TNV E E T BV S MR ER
B O~ 7 ZRABETT VBN TT v E VT v L0 ORI R EZRT 9,
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OE Y Ry ZEERO MIC Rk 10
RERESEHIR : 2006/2/6~2006/3/1
MIC (u g/mL)

P AHAl 1.5 POEGE S
(SBT/ABPC) (ABPC)
Bacillus subtilis ATCC6633 =0.06 =0.06
Staphylococcus aureus 209P JC-1 0.12 0.12
Staphylococcus epidermidis ATCC12228 1 1
FEscherichia coli ATCC25922 4 4
FEscherichia coli NIHJ JC-2 8 8
Haemophilus influenzae ATCC49247 8 4
Staphylococcus aureus 3 4 39 198, 64. 64
(B 727 4 ~—YEL, ABPCIliftE) . e B 3 £ s o
Staphylococcus epidermidis
— s L 4, 4, 4 16, 16, 16
(B 77 #~—FpEA, ABPCIitE) . ERR D BEERE 3 %
Proteus mirabilis 32 16. 8 ~198 (3K)
(B2 &#~—¥pEA, ABPC L) . BREBER 3 1 s
Proteus vulgaris 6 8 8 >128 (2#)
(BT 7 %~—PpEr, ABPCIME) ., BRAESTEERE 3 £k s 128 (1 %)
Escherichia coli 32, 16, 32 >128 (3
(BT 7 #~—=PpEA, ABPCIitME) ., BRIRSYBER 3 #k T
Haemophilus influenzae 6. 16 4 >128 (2 1)
(B 7 #~—LpE/t, ABPCIiftE) . BRIR /S BER 3 kk o 32 (1#F)

(%1 5X 10¢CFU/well)

(8) EARTNEM - FihsR
B R L

20



VI. EMBEICET HRE

1. mMPREOHTR
(1) AERLAEVWGOLPRE
MU ERR L
(2) BERERTHERESL-ODRE
16.1.1 BRLA
EFRRAN 6 BITHEFHT eV T R U A - AT 2 5F N DA 0.75g (i) XiX 1.5g
(M) %27 m AF— =B XD FHIELIEREO AR Z LR OT U O MiE e,
EriEf: 5 T, 0.76g (M) #5227 Z 518 Tug/mL, 7V > 392 g/mL, 1.5g
i) #5REA VN7 2 5400 g/mL, 7 ET Y 788 ug/mL Thoiz,
AN BRET ) CORBEREEH (t) 10T 1R TH Y WY O EhRE T
B <L LTz 1w,
(3) shmiE
MG R R L
(4) BS - BfREOREE
(TVIl. 7. MEAEH] OHEZH)

2. EMEERONTA—4
(1) BifAE
LR L
(2) WRUREEER
AR L
(3) HEREEEHK
MG R R L
(4) PVF3532R
AR L
(5) HHEE
AR L
(6) £t
MER R L

3. BEM (REaL—>ay) @&
(1) BAE
R L
(2) RSA—2EBHER
MBI L

4. R
MR L
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5. 9%

(1) Ii&-kxESFE@EE
MUERR L

(2) miE-RAEEIFEBYE
(IVIl. 6. (5) ki) DOIEZSM)

(3) Eit~DBiTit
(TVIl. 6. (6) #ZFhw) DOESH)

(4) HE~NOBITHE
(IVI. 5. (5) ZODOMB~DOBATIE] OB

(5) ZofhoiBB~DRITHE
16.3.1 FARE 3 PICHERHAT VEV U U F R UL « A7 X AF Y oA 1.5g (Nff) %
HELIZRD AN ANT B LR OT e ) O PRET, % 1 RETEEN Y 3.6
g/mL, 19.8 1 g/mL Th -7z 12,
16.3.2 SN BE OWEHK 19 IERENB IR 19, 5 - ERaik 19, SR K 19, WONT/NE
BE OB 10, JBH 1D EANOBITIZITREO LB AR X LR ONT o EV YV ELRIFTHD
ZERRDO BN,

IR - MR~ DT

e e HMIREE (pg/mL XiT uglg)
NGRE ik Fe b (J)ffh) R H A BN
eI 3g 2.40 1.50
JEIE PN 2 R 1.5g 1.82 2.71
= - R 1.5g 7.06~15.4 6.6~27
HRRSEEB IR 1.5g 11.6~16.4 19.1~21.6
BhR (/N ) 100mg/kg 17.2 16.0
Bt ONE 66.7mg/kg 1.34 2.66

(6) MP|EAHEEE
M E R L

6.

(1) REBLIRUCKBER
MR L

(2) REICBEE5T 58K (CYPH) OHFE. 5=
Al v 2N

(3) MEEGBMNROFTERVZTOEE
MUERR L

(4) REVOFEEOFTERVFESEL. FHELE
MER R L
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10.

. Bt

fREHE RN 6 BITIEHFAT e U v N b AT Z ) R U T A 0.75g () X% 1.5g ()
fili) ZFE Lok G4 0~1 REFORFIRE CEXME) 1%, 0.75g &5 TAANT X LK) 2,000
peg/mL X7 BT U 8 4,000 4 g/mL, 1.5g 5 TALNRT Z 5K 4,000 p g/mL K OVT7 B
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W7es UNASYN- ampicillin sodium and sulbactam sodium injection, powder, for solution
A - Hiks | 15g

INDICATIONS AND USAGE

UNASYN is indicated for the treatment of infections due to susceptible strains of the designated
microorganisms in the conditions listed below.

Skin and Skin Structure Infections caused by beta-lactamase producing strains of Staphylococcus
aureus, Escherichia coli,? Klebsiella spp.2 (including K. pneumoniae?), Proteus mirabilis,?
Bacteroides fragilis,? Enterobacter spp.,2 and Acinetobacter calcoaceticus.?

NOTE: For information on use in pediatric patients.

Intra-Abdominal Infections caused by beta-lactamase producing strains of Escherichia coll,
Klebsiella spp. (including K. pneumoniae?), Bacteroides spp. (including B. fragilis), and
Enterobacter spp.2

Gynecological Infections caused by beta-lactamase producing strains of Escherichia coli,2 and
Bacteroides spp.2 (including B. fragilis?).

While UNASYN is indicated only for the conditions listed above, infections caused by
ampicillin-susceptible organisms are also amenable to treatment with UNASYN due to its
ampicillin content. Therefore, mixed infections caused by ampicillin-susceptible organisms and
beta-lactamase producing organisms susceptible to UNASYN should not require the addition of
another antibacterial.
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Appropriate culture and susceptibility tests should be performed before treatment in order to
isolate and identify the organisms causing infection and to determine their susceptibility to
UNASYN.

Therapy may be instituted prior to obtaining the results from bacteriological and susceptibility
studies when there is reason to believe the infection may involve any of the beta-lactamase
producing organisms listed above in the indicated organ systems. Once the results are known,
therapy should be adjusted if appropriate.

To reduce the development of drug-resistant bacteria and maintain effectiveness of UNASYN and
other antibacterial drugs, UNASYN should be used only to treat 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.

2 : Efficacy for this organism in this organ system was studied in fewer than 10 infections.

DOSAGE AND ADMINISTRATION

The pharmacy bulk package is for preparation of solutions for IV infusion only. UNASYN should be
administered by slow intravenous injection over at least 10-15 minutes or can also be delivered in
greater dilutions with 50—100 mL of a compatible diluent as an intravenous infusion over 15-30
minutes.

The recommended adult dosage of UNASYN is 1.5 g (1 g ampicillin as the sodium salt plus 0.5 g
sulbactam as the sodium salt) to 3 g (2 g ampicillin as the sodium salt plus 1 g sulbactam as the
sodium salt) every six hours. This 1.5 to 3 g range represents the total of ampicillin content plus the
sulbactam content of UNASYN, and corresponds to a range of 1 g ampicillin/0.5 g sulbactam to 2 g
ampicillin/1 g sulbactam. The total dose of sulbactam should not exceed 4 grams per day.

Pediatric Patients 1 Year of Age or Older

The recommended daily dose of UNASYN in pediatric patients is 300 mg per kg of body weight
administered via intravenous infusion in equally divided doses every 6 hours. This 300 mg/kg/day
dosage represents the total ampicillin content plus the sulbactam content of UNASYN, and
corresponds to 200 mg ampicillin/100 mg sulbactam per kg per day. The safety and efficacy of
UNASYN administered via intramuscular injection in pediatric patients have not been established.
Pediatric patients weighing 40 kg or more should be dosed according to adult recommendations, and
the total dose of sulbactam should not exceed 4 grams per day. The course of intravenous therapy
should not routinely exceed 14 days. In clinical trials, most children received a course of oral
antimicrobials following initial treatment with intravenous UNASYN.

Impaired Renal Function

In patients with impairment of renal function the elimination kinetics of ampicillin and sulbactam
are similarly affected, hence the ratio of one to the other will remain constant whatever the renal
function. The dose of UNASYN in such patients should be administered less frequently in
accordance with the usual practice for ampicillin and according to the following recommendations:

TABLE 3 UNASYN Dosage Guide for Patients with Renal Impairment

Creatinine Clearance Ampicillin/Sulbactam Recommended UNASYN
(mL/min/1.73m?) Half-Life (Hours) Dosage
>30 1 1.5—3gq6h—q8h
15—29 5 1.5—3gq12h
5—14 9 1.5—3 g q24h
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When only serum creatinine is available, the following formula (based on sex, weight, and age of
the patient) may be used to convert this value into creatinine clearance. The serum creatinine

should represent a steady state of renal function.

Males

Females

weight (kg) x (140 — age)

72 X serum creatinine
0.85 x above value

2. BB SRR FIER

ERICEY SiBsMER (AR LS UT7SE)

ARINZBITHHEH EOFEOROFTHEH EA—A N T VT EEITRZ2 D,
(V. 6. FFEOEEEHTHEFICHETHERE] OHERMK)

Drug Name

Category

A=A KT VT DFE

ampicillin

A

5 SO

(2024 4£ 4 AMR)

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)

Category A :

Drugs which have been taken by a large number of pregnant women and women of

childbearing age without any proven increase in the frequency of malformations or other

direct or indirect harmful effects on the fetus having been observed.
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