sk 20254E 9 HEkET (453K
% 20254 1 A2ET (5520

Bk SR IRAT
FREIE - 34

B-77 27— tHEFRESNEVERA
LT S R )
BAERH

E> U\ 283FH0.758
ES Ny 283 1.5g
E2 /Ny 2583xF3g

Picillibacta for 1.V. Injection

BAELAmanEES
876139
0.75g 15¢g 3g
AERES |22300AMX00923000| 21700AMZ00429000 | 22700 AMK 00900000
BR5ehiin 20114F11H 200549 H 20154:12H

AHRATESUFIMITL AN ELF I L

) EE-EMEORGTEICLYMEATAZ L

2. B2 (ROBEIEZBELEVI L)

2.1 KHOB I UEBEIEOBEAERE O H 5 B

22 (ZYMHBREORYE [Ty L) o5 L) EENE
FEICH L7 0EDNH 5]

3. Hmk - R
3.1 #HRE
Wi s S RIPAT 4 S RIPAT /4 SR PAY 4
oo #H310.75¢ #E11.5g W 3g
NA T )L N4 7ov N4 7 v
TYEYY) Y FITYEYY Y F|ITYEYY VS
R R [NURZFA
Y 0.5g (JuAii) lg (Jyfili) 2g (I
NA T )L NA 7 I)uH 1N 7 v
AWING F DTN AWINT F N F|ANWINT F LT
SR R [NRRVAPN
0.25g (J1iff)) 05g (J1fii) 1g (Jyfii)
3.2 WA OMEIR
B4, L:”“/”’)/Wﬁ E*‘/‘\‘)/\Wﬁ lf:/jg/€7§7
i FH0.75g iEH 1.5g i 3g
y W A G
A - IR EH~ B E I od
pH 80~10.0 [15g (Jifili) /10mL. 7K
AE e TRERRICER L2 L EORBELIZKRDEBY) TH 5,
wie | R etk |10 EIREEIER L
15g 15g 15g 15g 15g 15g
R i) | Cufii) | Cufii) | Gufii) | Cufii) | i)
/10mL |/100mL | /10mL | /100mL | /10mL |/100mL
pH 9.3 9.2 9.3 9.2 9.1 89
EETE® | R34 | #904 | 44 | 14 | K45 | 14

CAEFASIC AT B 1

4. MEEXIIHR
(EICERE)
AFNCBEMOT R IEKEE. BABE. T57€7 (F73>1n4
Z) - hEI—UX, KIBE. J7OF7IXB. 1 > 7ILVICHH
(ERSAE)
B, MiiRE. BEBER. IERER

6. AERVHE

GHR. MiRE. BERXOBE)
WHEBMNEANNTZ I AF MY L - T UESY b R oA
E LT, 1H6g OOfi) % 20812430 THIRPIES XL S+
bo BB, HIEBRPEDOWAIIVEIIS L CHEHET L2 &8
T 295, 1m13g (Jufi) 1H4M (Q1H=EE L<Tl2g Jiffi) %=k
fREF %,

(EERE 2 DIZE)
BERANCIEANANZ ZAF YL - TS F YA
& LT, 1H3g (i) % 21802455 TR PG UL e 3
Z&)O

(hBEEE)
WHENBIEANNZ FLF DY T L - T ETY YF )T A
& LT, 1H60~150mg (Jifili) /kg# 3~4M255 1) CERIRPITEST

%)

S TS o

FRIRPESHCES L Cld, HRESTAK, BRAREIEBOUIER
7R MRS L RIR IS T b

B IS X DEIRNIRGICE L CiE, MiCE R LT
ZQ)O

7. BERVHEICEHET %R
RHOMAIZH 2o TEL WHEHOEHFELZH 2o, f-7 2
Yy~ —YEAER, o7 v ET) VIR R L. BRI
LB RANROMIB ORGICE LoD T L,

8. EELEARKIEE

81 KHNZXLvavry, 774 5% —DOREEZHFRIITHT
XLHEDW DT, ROFEEX L LT L, [1111 BIE]

8.1.1 FENCIERES IOV T aMZEiT) 2L, 2B, Hik
WESICE AT LIVE RIS TR T L L,

8.1.2 HHICELTIE, LT vav rE T aRalEorns
e LTBL T &,

8.1.3 G, HHGHRTH T T, BREXLHOIRBEIMEE,
TR BlERE1T) S o FRC. BGBAERIIERERBIET S
&,

8.2 MEMRIEREE. Al (AMMEEIME &), M/ MUK EE
HMEEEND 5 bNDLZ DD LD T, EMIREEZT) %
EEIRE T 2 &, (1113 BF]

8.3 AMERE, MEMSREOEELEEENHLLNDL I LD
HHDOT, BEIMWICHREZT) R EBEL TH5I21TH) 2 &,
[11.14 &)

8.4 FNFHEFEMEEASH 5 bNDE 2 EDHHDT, EHMICHELITH
BB T5IT) 2k, (1116 2]

9. HENEEZHIHEEICHTIE

9.1 AHHE - IEREDH 5 8E

911 RXZVUCRRAEMEICHUBBECBREREDH 28E (-
ﬁfs$ﬂuﬁbﬁﬁﬁ®ﬁ&@®&6%%umﬂ$btu:

&

HHESLOEELRVEHBI SN LGEZRE, 5 Lav,
912 €7 1 LARMENYE I UABEDCBEEDH 3 BE
91.3 AAXIAEH. ZHBICKELTHE. HES. ERSEOT7LIL

¥R L TWEEEZ2ETIEE
MA%§DEW®$E&E%RH¥ED%§®E%~é%&%@%

(@Yt

B2 T5124T) 2k, ©¥ I VKRZIC K A BIMER2H S b

NHZENH 5,

9.1.5 F MUY LEBEGHEREE

AFN0.75gHFH] . 1.5gHBH K O3gBANZF M) T ANENER

575mg (25mEq). 115mg (5mEq) KX 1'230mg (10mEq) & %

NTWARZ EICHETLI L,

9.2 BHREEEEERE

921 SENEBENHDEE
KENOF G5 [ OB 5T bg &2 5 25, EEICRS T2 L,
[166.1 ZH]

9.5 1@

TR SORITR L T A WEREME O & 2 I iE, E# LB RIS

fEtEx L2 SR SNEHEICOREGTLHIE, TV EY

) voRE (3000mg/kg/H) #%5CTF v MIEFEEIHRE S

NTW2, TVEIY Y RTANY 7 AL @ET 52 b

PHE SN Tn 5,

A-20




9.6 Eiliw

R LA R OCRFLRERO A2 ZE L. ZILoMkGUE
HIEZMRE T 56 2 Lo BARARITT L2 EAHE SN T

Z) l) o
9.7 NREFE

9.7.1 (RHAGEE L OHAER S & LR RERIIFERL T

&\/\O

972 1FRUTOFLRTIIEEIZHRGTHZ Lo TH - EDTEH
HHEDS o

9.8 =iE

KOFIER L, AEE IR HBICRET 2 2 SEFONRE

TR L7
9.8.1
%Dj‘[/xo

SHOETICHRG T A L,

— A AR RE DMK LT % 2 0% CRIERIASSBLL

982 Y ¥ I VKRZIZLZWMMEIMDDHDNDLZ DD 5,

10. HHEEH
10.2 HfREE

(BRICEET D)

S

FEACHER - $5 18515

Wy - fafrK T

Tary ) —
)%

7YV oIz
L0 FZE OIS
5 EOHENDH BV,

BT AN 72 3SR F M 0 36
BRTaTY) )= )ET
YEVY VR LW
7267TH DO ABREZEDH
224% 2GR 5N, T E
) v EARH B 001,257
BITIZT 5% 588 &7z,
T ¥y v EH
Laewra7) /= Vik
FHEZ 28361 D 5 £2.1%7)°
HHMEE LR L L
W) DB Lo

ERdIE S

NV RS AN
OB - Bl 2%
5.z o i % ik
LBENDD 5,

PUBRIAE & =) &~
TS O ISR B 4R B
PERZ X0 AR 12 i
B 0] A3 B4 3R S B T gt
753‘?)%)0

1AL 58

TrEYY EDOHHIIC
L0 BRI AANRES L 72
L DHEDD B

AFNE o A B o % 2R AL
SELWRERMENED Y, £
S XD FETRIESE D
RIS & 2 Bz 3
fl§2EERONTVS,

N
b

RV v EDOBEHIZ L
D, AMMLFH =D
7T T VAP T S
BENWDDH S,

AN b L& — bR
WA S, RN
PO DOHRAEIEL, X
kb LFY — b oA
By 2R D Do

AT SV

BERIC L Y . BHFIo I
VERE LA IR IR
WOMEE., RHOFOH
M) 270 rEHOBZEN
5o

TaNA Y KO RME S
WIIHIER IS X ) KA O
PEME2SIRIE S 2 BZNAH
5o

1. BMEA

ROBWERDH Sb DT LW DHDT, BIEE 52T\,
WA S NG A 3% & Pk 2 7 &Y 2 LE AT

&

1.1 BEXBEHER

11.1.1
[8.1 2]

avy HEARH). 7F747%2— (HERH)

=]

ESS
-
-

11.1.2 hEMRKIBIERMMEIE (Toxic Epidermal Necrolysis :
TEN) GGHEAW]) . EEHERERE (Stevens-JohnsonfEfR
) (HEAH). SMEARMRESHIRAE (BEAH)

11.1.3 MKEE
SR ERE (HEEAE) . &Il (GEmMAEE Mm% &) (0.38%). Il
&Wﬁ?(ow%)%@E%&mﬁﬁ%ﬁ%%bﬂéztﬁ%%o
(8.2 =]

11.1.4 SMEEE (01%K0) . BEMERX HEAN)
SMEEEE, MEESRSEOEELFEENHLDLNDL I LNDH
%o [83 BHH]

11.1.5 HMEXEBER HEAH). BEMXEBR BUEAH)
WP 5. BRI 45 o0 1 fd % 1 ) BAE 2 KI5 505 5
DA ZENHLOT, . HROTHND HbIHEI121E
BEHICHG EIET 575 SE A MLEET) 2 &,

11.1.6 FF#REREE (0.10%)

(84 ZHH]

11.1.7 FEMRR (01%K0) . IFEEERMRR (HEAR)

EE LMk, PR IR EE, REIXAR LR . ERERIE S5 A 0k WY
P96, TFRRERMEMT 22758 S bN B I ERHLDT, TD LI %
IEIRDI D & b E G2 HIEL. RIBRERIVE S HO
B GSOME) RMEEIT) Z L&,

kK
*

A&k

11.2 ZOfDEIERA

1% | 01~1%Am | 0.1%A HEEANH
i %%\%5E§M% AL
1 IR ERIE 25 | ks A
= yae (LSRR N ]
AR E IE
T ASTES|AL-P L & | |#E
ALTEH |LAPLEH., ¥
LY U E
H. 7-GTP
5
HALER TR - AR JEEAPUE | BEE
L - R
PR A S O P
SEIR
[N N, >
B %R FA i
KO A
HH AR I 2
Zoft FEER vy I vKR|EY I UBE
ZHEWR (&7 |\ RZER GF
ohrorbErE, ON%E,
MAE . I AE | AR, Al
M%) REPREE)

12. BRRERBRICRIFTHE

121 RENOFHGIZLD, X747 Vg, o viE 72— ¥
TR L DIRERETIIBEEERET 22 L HLOTHE
Z):ko

122 HIR~O7 L) UH5I2ED AR A MY =),
IAMYF— TN rua=F, Ry, TAMTY
T =V O—FER R MG T IREORHLE R T 5 2 LD LD THRE
@—%:k_o

13. BE#KRE
13.1 fER

B-7 27 5 2 RBUEMHRAN ORI D S < e b L K
BELGUCMISROREFH 25 SR I ST I ENERZ LN D,
13.2 A&

B RERE B (RS S N AL IMGENT & JH VTR 2
LIrETHZ Lo

14. BHEDEE

141 FEZHFARSFOER
BB EC,ICHEA T, i va—2, Ty b —
AL F V) h—)b IV b — AIKFIEE ORE G R R
L72%aE7 v ) Yol T35 0T R I EH
L. BfFLRnwZ E,

14.2 EFIRSEOXE

14.21 RN G LY &R, e O3dREriR 32 &
Wd B DT, FEFERAL, BT ER L, EEESY T
XL ELTHI L,

1422 BEZILELTCT Y EY Y T3 7 a2y RRBUEY
HEK] (P RH D R, TIVNA Y Ui 2 RAeT S
EEAMET L7z oERDH L,

BEFHIZES U Cld% 58 2 28 2 2 B OSTIRE I DL B4 5 R % 2 )
L b EICEET A k.

16. EMERE

16.1 MARE

16.1.1 BA
BEHEHACLIEFHT Y ¥ ) v F MU A - AT F AF Y o £075g (Jiil)
XiEl5g (i) %27 0 AF —N—iEIZ X D EHEL 72D ANVINS 5 AROT Y ED)
v OMIFREEREE R, #HE#E T, 0.756g (i) HGREANV/NZ & 2187 ug/mL. 7 ¥
¥ ) »392ug/mL. 15g (Jifii) #5820V N2 4 2400 ug/mL, 7 ¥ ¥ 1) »788
ug/mLCH-7z,
ANING Z BT 2 ED) Y OWERRY () TS HIEETH Y . EY O
M EREIE R B Tw7zd),

16.3 2

16.3.1 W ABEESBUIESHT Y €2 ) v F MY DA - AN Z A )Y Albg (J)
fifl) %EHELZEOANNZ & AROT v D) v O hil L, R LR T2
NENFY36 ug/mL. 198 ug/mLTdh - 720,

16.3.2 BABHOWERD , JENBIES . 75 - AR SRIEES D, o
I/NRBE OB . Y 2 ENOBITRTROEBY ANVNT ¥ ARVT 2 EVY
VEBBIFTHHZ ENBOLNT,

R - M~ ORAT

i N X Sk (ug/mLXIE ug/g)
PRI - AR e (i) EST TN SIS
W% 3g 240 1.50

NEIEPE ik 1.5g 1.82 271
FE - ARG 15g 706~154 6.6~27




es - S s e - S (ug/mLIE ug/g)
it - Lk 5 (i) 75 5 A e
T ARBEIE B 15g 116~164 191~216
B (N 100mg/kg 172 16.0
Bt (hE) 66.7mg/kg 134 2.66
16.5 HEitt
WAL FT T > Ev ) v F UL - A7 & AF R ) v A0.75g (Fifii)
XiFlhg (i) % A L 728 550~ LRI O JRApEEE (CF394) 13, 0.75g#% 5T

ANINZ Z 5892000 u g/mLK T ¥ ¥ D) 294,000 4 g/mL. 15g¥% 5 TANINY &
294,000 u g/mLK ST ¥ E2) Y#910000 u g/mLE . BEWEE IR L7z $% 5 524K
FTOANMNZ & L, T D) v ORBRAPHEIEIZ0.75gt 5. 15gPE5-& b AN
IIN, TYEV) Y OTFRLRSOUTH 7280 ANNT L TrEDY DT
EAERHENTREAL LRI ICHEES B0,

16.6 BENEREHTHEHE

16.6.1 BipERERE

(1) HEHOHEIC LIUE, hEEL LEEERESMKT LT
NG BROT Y EDY) YO R AW 12, [92]1 ]

(2) HARAWHRiRESATE (7 V7 F=r21) 75 A (Cler) : 34.6~176mL/min)
A OMESN222 8D MBEP AN NS F AROT Y E ) VREETF— 5 ZHWT, 4
SR BEERRAT % 1T 5 720 DGR, BHERE (CLer) IXAMNZ F ARVT »ED)
YD )T T ADHEREHRTTH Y . BFHEE (Cler) OETICZEY A2 S

LROT Y EDY) VOt d R L, iR TR (AUC) 25 E53 2 ()52

DOz, FRESRRLEH I LTTFERO LBV HGHEERELZLE X, Wi
FHEREDREICBVCLAEORERE (Cnax) K OTAUCOIHEEMAFG S I

B (1061) Tz

79010, [921 ]

CLer ANINY 5 L FUELY Y

(IT}L/ Epacaiilia] Crmax AUCo8 t12 Crmax AUCo4s t12

min) (pg/mL) | (ug-h/mL)| (h) (pg/mL) | (ug-h/mlL) (h)

90~60 Giﬁﬁ’ﬁ@‘k 686~742 | 650~861 |L09~133| 139~151 | 1260~1670 | 1.20~142

59~30 | gyt ), | 744~851 | 872~1380 |134~196| 151~173 | 1690~2690 | 143~202

59~30 gé;ﬁﬁs\t 733~8L5 | 655~1050 |134~196| 149~ 166 | 1270~2030 | 143~2.02
1Az,

29~15 | 795~864 | 718~1120 |200~303| 162~176 | 1400~2190 | 206~306
128 2

1a~5 | W Tes1 07 | 599~1190 |316~628| 170~185 | 1160~2310 |3:20~627
2B T

OB REESRADBREICERHT S ES ) Y F MY T A - AT F AF R T A3g
(i) % 305571 F CRiEHE L7 & S DM ANNY & AT 2 ¥ ) ik
My Ial—va rpbBoNEMBENT A -5 (PK/ST 2 — 5 O TR
O ERRlIE. 2N ZNCLerDIX 5o R IR O FREEICHHR L TW5)

18. FEhZEIE

18.1 1EFIMFE
ANNG G BN B-F75<—H¥D e, T, MEPNVEAERL, TakOVE % EEI
RIHEPATECT B 720, T ED) YIRS OBRICL WV IkGHans 2 L%
Diéi T ED) VPRI QI ARTE, 7o Ev ) vk, Ml oRTF RS

S BETER & B L CHIIBBE SR & W5 LF, BRI AE § %10 17

182 HE{ER

1821 7 FwEHIE. KGH. 707w A%, A1 Y IVZ U FRD -5 2 5~ —YiE
7 ED ) VPR OB SRS Ly SRCHUR ) 2R3 2 (in vitro 3B

1822 B-7 7 < —¥EEELEDT FYREE, KBE, UI7o07y 2AEIZL <Y
AH—ERETVIZBVT, T YD) v L ) ROARESE Y R, 20,
7oL BTV I —EEEEEDT VD) VA YTV R ET V) v
RSB O~ Y ARBEREF VB WTT Y E2 ) ¥ X0 ROIRBENE LR
EEED

19. BRI ISR T 2IEERFR
191 TrEYUZFRUIL
AR 7T S F b Y A (Ampicillin Sodium)
: ABPC
* Monosodium(2S 5R 6 R )-6-(2R )-2-amino-2-phenylacetylamino]-3,3-dimethyl-7-
oxo-4-thia-1-azabicyclo[3.2.0]heptane-2-carboxylate
C 1 Ci6H1sN3NaOsS
i 0 371.39
$ A~ IR G of U R EOR K TH %,
Kl TT&)T(& FRFT L TF 7=k (995) IZRREITIZ
e

CO:2Na
CHs

19.2 ZIVNG B LF NI L
— MR HR © ANy & 259 1) 7 A (Sulbactam Sodium)
:SBT
* Monosodium(2S 5K )-3,3-dimethyl-7-oxo-4-thia-1-azabicyclo[3.2.0]heptane-2-
carboxylate 4,4-dioxide
¢ CsHioNNaOsS
125522
A~ Ao SEOR R TH b,
KISETRT LAY 7 = NZRREFISC L 28 7 —)v (995) (2HDH T
BHICKLKL T M PR EAEET 2V,
bt "
+ ,CO2N
o Y 2Na
N CHs

CHs

(o)

S
I
H o

22, ax
(€3 U155 5852M0.758)

10314 7 v
(B2 VN 28X R1.58)
10231 7 v
(B2 UNYT 58X F3)
10314 7 v
23. FEX@H
1) Matsuda S. : Biol. Res. Pregnancy Perinatol. 1984 ; 5 (2) :57-60
2) N. Engl. J. Med. 1972 : 286 (10) : 505-507
3) %8l b : Chemotherapy. 1988 ; 36 (Suppl8) : 149-159
4) HEZHS b : Chemotherapy. 1988 ; 36 (Suppl8) : 324-333
5) kSt Al : Chemotherapy. 1988 ; 36 (Suppl8) : 120-125
6) 241l b 0 Chemotherapy. 1988 5 36 (Suppl8) : 317-323
7) BREHC b : Chemotherapy. 1988 : 36 (Suppl8) : 466-489
8) Bk b : Jpn. J. Antibiot. 1989 ;42 (3) :733-742
9) {EEFE B : Jpn. J. Antibiot. 1989 : 42 (3) :579-593
10) TR il : Chemotherapy. 1988 : 36 (Suppl8) : 66-80
11) Blum R. A, et al. : Antimicrob. Agents Chemother. 1989 : 33 (9) : 1470-1476
12) Wright N, et al. : J. Antimicrob. Chemother. 1983 ; 11 (6) : 583-587

AP SR B A BESE RIS BIRE (20> o -SEREM - F o MFHER ¢ 201248
SHI0HKRE, HIFHRFIE%27235)

14) Wil BB B ISR ERE (2 2SN - F v MR 20124
BHI0HAKR, AT

15) HiH# Al : Chemotherapy. 1984 : 32 (Suppl4) :11-19

16) #EHfE b : Chemotherapy. 1985 : 33 (Suppl2) :10-22

17) BT \SOE H ARSER A SE BEIEE 2021 @ C462-C470

18) A& At : Chemotherapy. 1988 ; 36 (Suppl8) : 1-12

19) ;
20) Il

BT
E

24, XEERERUBEWEDHESE
HE TR &, BEHEIR—-b L5 —
T930-8583 B L1 T H 6721
TEL (0120) 517-215
FAX (076) 442-8948

i : Chemotherapy. 1988 ; 36 (Suppl.8)
fi : Chemotherapy. 1988 : 36 (Suppl.8)

11333
: 34-57

WERTEES
26.1 BERRSETT
BE L szt
Nichiko = LU TS ER 1T B6&E2]



