L PNI-035453
2021410 HExET (35100

Bk SRR
A - 35

BRAR= ) 2 B
H A7 5

L W] oI L) METTTR
s RIFIV Jssim2g

PENTCILLIN® for Injection

) R - B ONSEI L) T2 L

i
e

VUSE IEN

i

HAEZEEFHRMEES
876131
lg 2g
AEREE | 15400EMZ00940000 | 15400EMZ00941000
BRFoRass 19804F2 H 19804F2

FEHHERS ) vF b A

2. B2 (KOBEICEBELEWVI L)
2.1 RH OB LBRREOMAED S 5 BE
2.2 (ERMEMIHEDBE [RZ2 ) ¥ RPUEWE OS5 TR

AHB LTV E W) HiihEh D 5]

3. AR - MR
3.1 #Hmk
WrEs | v US| Ny by e
HE ExFTYrFrITA
S A

VA7 1g O0f) [ Dsq 7 i 2g Ori)
3.2 BHOWR

Mgk | O VU SRl | Ny b YU stz
@ - Ik OB R

Naghi&w : ¥xF 1) yF MY alg (Jiffi) #. Na 1.93mEq
(4442mg) % &HT 5o

TR fi3Es pH BB
SNSRE NIV lg (Ffl) /4mL | 50~70 #2
H e A 3 AR 2g (i) 100mL | 50~7.0 91
H & 2 B AR i 4g (JIfif)) /100mL | 5.0~7.0 1
HIE5% 7 N BEEGHE | 4g (i) /100mL | 5.0~7.0 1

1) RBTI  EFEIEICN T 51

4. FHRENIIFNE
(BICETRE)
EXTSIYICBREOT NYRER. LOYEHERE. BREE. &
HERE. KB&E. O 4—E. BRER. T>7ON74—
B. E5F7E. 7O7UXE. ENHXT - BIHZ—. FOE
TUOUTRE. ACINLVICHE. RIBE. NV T7O4MTXE. TL
KT8 (FLERFZ - EET7 %)
(ERSE)
BIMAE, SMSEIR. MR, HRE. B, BUYTRERED =
REZ, B, BEER. BERX. BERX. NV CBRE F
EARBE., FEMESRRK. FESHEBR. LBRMUREEX

5. RMEENIIHRICEAET 5EE

(RMEREZR)

[P IEBIE N OF5 & | Y 220 L, HUH RS O L2k
ZHIWT L 72 BT ARH OB GAEY) L S DA 1RG5
P

6. AERUVRAE

KRG V) yF U mak LT, #E, BAIE, 1H2~4g (I
fili) % 2~4N2 55T TEIRNICHE G- 2 25, BiANICHES- L T&
5o B WEGTE T ERERGE IS IZER ISR T, 1eldg (D
i) % 1H40E F THE L TEIRMICIZRS T %,

HEL NI, 1H50~125mg (Jifill) kg% 2~4MZ 5513 CHf
RT3 %0 B HEEME O EAE K GE 1S E RIS &
T, 1H300mg (Jlli) kgF THISE L T35 T CTHEIRA L #
b4z, 72720, 1580 ERIEEAICB 5 14g (F11if)
EBZ VLD LET D,

8. EELEANIR

A REIOMRHICH 7z T, IHERORHEZR 720, FEH &
L CREZHEARER L. PROER LWL R/NEO I o512
Lk,

2 KKK B av s, TF 74 7% —OFAEEREIICFMT
ELHEDPROT, KOHiEE L 52 L, [911. 1L1L1EH]
NS OWT T AR ET) 2 L. BB, Y
HFIZL AT LV F - LSaET 5 2 Lo
CHEGICBR LTI, T a v 2T A RERLE O LD i
iz LTHLL T &,

G ST GR TR T T, BEZLHOIREBIRE, T
DRBIEAIT) T L RIS, S RRERIEERR ST 5
Z ek,

3 BMEEEE, WEEERFORELERENSHHDbNDL I LN
HBOT, EHWITHRAZIT) 2 Lo [11135MH]

A EMIR IR A IR R A AT ) S E AR T L v,
[11.14, 11.1.8&H#]

9. HEDNERZEIHEREICHT I EE

A BHHE - BIEEEDH 2 8F

A RZDYPREET 1 LRREHE I3 UBBUE DBLERE
DH3BE (170, KK UBBEOCBRFTFEDS 3 BEICIE
BELEVWIE)

[82. 11.1.1=M]

1.2 AAXIIEH. RBICKREXWRE. RS, ERSZEOT7LIL
F-—REEEILPTVHEEE2ET28E

T RRBEET) L, TULLVF—ERZAHT 5 BE LB
I LRI,

1.3 BOBEROARABEXIIEROXRBOERE. 2EREDE
WEE

BRr a1ty o b, ARBRICLI Y Y Y I VKEMiBCa R
WEBTIX, €9 I VERZERDED SbNL Z DD D,

1.4 EMFERDH 5 EE

HIEN 2 ET 2 BZN0H 5.

22 BEEEEERE

2.1 BEDEBEENDHBEE

5 - S MEOEY 2 METEY 55 R CHEEICRSG T AL,
OISR T 5 2 L0 H 5. [166121]



9.3 fHkaEREERE
MR FE S 5 BEND D o

9.5 147
T IR L T 2 TTREME O & 2 PRI, R L OB RIS
fabttd L5 EHE SN LA IC0RKGTH I L,

9.6 X3l
R EOHRER O HAREOFRIET EE L. RALOHHIE
HIEZ MG 5 2 Lo BILHANOBITHME STV S,

9.7 NRE

9.7.1 MHARER, FrEREIRE L2BRREBRIIERL T
Vi,

9.7.2 MAMRER, FraAER, 2R, DR, ANRIIEHRNES L
TwnwZ b,

9.8 SieE

KORUTEE L. HELE IR M ISR ET 5 % EEHOKE
FBISEL AP EEIRG A2 L, (166358 ]
CHEHBRRESRT LT A 2 AL CRWERAEB LR T,

C By IVRKRZIZE MRS DN L LD H D,

10. #HE/EH
10.2 FREE BFRICERTS L)

ey

*

@

FHH FRARIEIR - T 5 W -

fal T

e

AFMMLFF—=F | X PMLIFH =D
HEMEASEEE L, X b
L SRl 2
TEF A3 HETR S B 1T
W5

BEE=Y) v
g ) EEET

m5

T8

[ ¢
P S

éﬁ#ﬁﬂ
Q:@T\Sgg
™S
NE
O Ry T
= AT

y

s

N E®
2N E

o

Pt g
TNT 7))

ARF) o H i )
PRI 12 & 5 ¥
> KA A 2
AH T L2 I i
W % By o &
EEZLNLTWS,

%
)
#
%

OB (T

TOEE | O
i ) et 2R

B
el
ol
¥
(v
N

ES
V4
X
|
ca

11. BIfEA
ROBWERD D b d Z E03% 5 DT, BlEEe 012470,
HRED LN A3 S 2 kT 5 4 S A ME AT 2 &

1.1 EXAEIER

N1 2av 9, 7F745F%— (FREE, Z5FF) (W7
b 0.1% A1)

[82. 9.11%®]

11.1.2 hEHRKIFFLMABIE (Toxic Epidermal Necrolysis :
TEN). REHIEIRAEIZEE (Stevens-JohnsonfEfREE) . =M H
HRSHREE (W3 L HEAH)

11.1.3 SHEEE. AEMBERZFOEELBREE (WINLHER
H9)

[83%H#]

11.1.4 RMEGRAE CHEEARH) . |FEERENE (0.19%Km™). M/
WigD (0.1%AK0") . FOEEM HEAH)

[84%H#H]

11.1.5 BEMXBREONELF>EELKEBR HEARH)
JEds. B O TRz D SbNGEICIE, Bk E2hikEd5
e EWY R ALE AT T &,

11.1.6 FEMM%X. PIEMEMRE (9 HERE)

FEE, LMk, PRGN, MR XA AL . IFRERIE L A 1R S M
P25, PIEEBEHENH S ONLIENHLOT, 2TOLXH %
JERD S H b7 HE G2 bk L, BIEREESRVE CHO
BHSOBE) R MLEAIT) T &,

11.1.7 HERURBARE CHEAH)

WA, B CKES. MR ORP I+ 7 ue sy AR S
N EIE S 2k L, B RLEEAT) 2L, /o0
HUBRMHRE 1 X 2 BB REEOFREICTET 5 2 &,

11.1.8 FHEeREE. BE (W3 b01%kKi")

[84Z:1H]

H AL
e

1.2 ZOOEER

O | 0.1~1.0%AK™ 0.19% A ™ LN
WIUE | 3B BB, T [RE. ERE. _
¥ V) SR
T Wk ek WFEE | MR & _
ESe P2 i}
JIF- AST. ALT. |#H _
Al-P, LDH® L4
HALER | MR, R | AACNIR. M —
FRAR AR TN s
— — 5 TR s
FUFESTEIN
T2 ARAE _ O, vy o
5
vy Iv vy IUBEEXR|IEYIVKRZ
RZIE _ ZHER (F4%. [ER (7w b
O, EHA | T v e VIE.,
PR, MRS | I E)
Z DA _ VEE . A A . _
LU
E) ﬁ?ﬂglﬁﬁ?jﬁ:ﬁﬂ BH| O FRRAER & KRR OB HBGRR A G5F L7258
BIMEE

12, BRBRERBRICRIETRE
AANOFGIZ LY o NAT 1 7 P REEOREITTEEIC X B IRIERA T
i3, BIBEERT S LA HLOTEET S L.

14. BRAEDIFE

14.1 FHIAMNFOEE

(BiRMRS)

1411 HRESHA. ORABAEGULOR 7 By EESIC A
il USRI ISR T 5 2

14.1.2 B2 X DERIRNPE G2 L Cld, %, RHI1~4g (M)
#100~500mLOMBIZER LIV D Z X k. SiEEEICH
oo Tl WEHAKEME LAV L (BRASEICR D v
D)o

(HARES)

14.1.3 8%, A#Hllg Oif) #HEY) B4 ViEghg (05w, v%)
SmLIZTEE LS5 2 ko

(5 RH®REE)

14.1.4 BRBIIHESLPIHETT A2 L, 2B, RUTEETRAEZ D
T T AYATLEEES (F5C) ICF L. 24B:F LIl
T2k,

14.2 FHIRSEDER

(5 RH®REE)

1421 737703y FREEWE (b T7I<34 205 ERET
L, T/ AY FRIAEWEOERK T2 &30 T. K
FEGEHT A ITIEENE NIRRT G35 2 &

(BiRMRS)

14.2.2 M. MEITHRREZR I T 2D L0 T, EHHEL
fr, EHEHHESICTEEL, BEEL TEL T ELT A
hp

(HARES)

14.2.3 #i%k. #WREANOBEZ I L 720RDEIEETHZ &,
AT A M B X D EET A b,

SRR R LIRS 2 A, B IXEA KRB ES T A R &
WA ZEZ TITH) T &

CESET AR L7 B WUR A IR A0 IR O E AT A
FELICEZHE, BUEEZTEFTL 2 &,

CHREY FAA 3EEHE (05w, v%) T L 72 @i s IR~
DIESF BT 5 2 L

15. ZDMOEE

15.1 ERER{EA ICED 155

15.1.1 #HENC 3B\ TN HEARAEE O 5 CARH 0 UK O FE 3 AR
ERE N E OMEND S,

15.1.2 PEHICE D . Ny u= AOfFlREH % LR S5 & O
B35 5,



16. EYENE
16.1 MeriERE
16.1.1 BERER

EBRNCERT V) v ) alg, 2g% EHEIC CHEEES L

7ol EOMPBREOHBIILTOLB) TH 72",

S ,, MR (1551H) tus
=, ¥
?Xlﬂ—‘i mjirﬁ (,ug/mL) (1’11’>
1g 4 59.1 07 (F)
2g 3 130.0 0.7 (¥#)
2009 o—o02g(n=3)
e—o1g(n=4)
160
Mm 120
&
7{;
(ug./mL) 807
40
O T T T T 1
0.25 0.5 1 4

B Fsﬁ2 (hr)

16.1.2 RIEIR G
BNBEIZERT DY v M) Adgh 1 HARI EEFE L& &
DAY ERE/ ST X — & RO MBI OFEWNEIIL TO L B ) T
Hozo

5= AUC 1 Cmax tiza tis B
(%] (ug-hr/mb) | (ug/mL) | (hr) (hr)
der AR H | 68843130 | 2073598 | 06201 | 1706
Pt = e R )
600
500 o n=98
% 400 :(?@(? ]
E!'; a00] otk 00
(ug/mL) o s o ° 5 ° o
200 @oog . o (?) ' oo og
% 9 %eP
t0{ _ ° 8,g° o %% 6o 0o &
o ° oo & "o 08 ° o
0 °TH%8 ° %—ﬂ-
0 1 2 3 4 5 6
B (hr)

16.3 90

16.3.1 #BABIT
JE i K OB e BB 2 YRS 2 ) v b Y A1EI2g % BHE
L7z& &, HZG# 705 B ONEFENABIT i 1257956 u g/
mL (n=9) LEMEEZ/RL. HEHFRNREEIZTFE3120g g (n
=13) TH-o7"
FEAAEL (FENE. FEmE. FESEE. FEES. JIE.
PUE) NIEEEIX, €TV v b AL E2gEHE15~4050 T
W (250~408 ug/ @) \Z3E L. ‘B HESCHE i R X R
1055 CheEielE (419u g/ /mL) (ZEL 2%
k. AL, SFEARHIIE BRI 2 BATSRRO S, B IciEb
TR RD 5N,
Bk, WEHE, MR, BENSEIC D BIF BT SRo Hbhz”Y,

16.3.2 ERBEAE
ERT 2 Y OMEEH L OREFIZ212%TH Y FHEE I
THhotz (b MLE. SEHEE 250 g/ /mL, #ORYNERE) v,

16.4 X
L MMAE, JRAPICERT Y v (PIPC) OWFEERHW TH 2 -
F Uik (DEtPIPC) 25iEH b7z,

16.5 HEttt
YRS 1) v b))y AlEllgw 305 MiEiE L7z & &L REMbE
D245 B BAE SR P R O 1%, B2 JEEEE (20~40/%. n
=7) T562%CTdh Y. Ei#E (65m%LL . Ccr=40mLmin, n=
7) TIE577% T - 72,

16.6 HEDNERZFTH8E

16.6.1 BREEEEEOOFRE
B RERE S ) A P R LB RE O T & E B ICIER L
BB EY (Cor=10) OWEA12FM L. BHRRIERHHI1C
WAt oI O MRS58 Sz (JREILN © BHE. SEEHE
7T=%) ¥, [9212H]

B i Sb 12 =1

'?C%H?Ffffriff B t» (hr)

EH Cer>80 18 104

80=Cer>40 13 1.70

X

B 40=Ccr>20 11 245

i 20=Cer>10 7 277

EE Cer=10 18 412

16.6.2 FEEOIMAEE
M BT OBEE R EBEIBNERT ) I M) 7 L2g%k F
TE L 35 1R 70 O SR IR IMBLEAT 2 17 > 72 & S OIHiREZ D
HRIELTOLBY) THo72,

16.1.3 MNEBE
INREBEICERT V) v MY A100mg kg 1 H 318l SR EHE
L7z & EDFEWTRE/ ST A — & T O IAE i BE O FEE I DT
LB THoT,

A (%) AUCt Cmax tiza tiz ff
(B4 (ug-hr/mL) | (ug/mL) | (hr) (hr)
[if“f‘gj 3507+449 | 23174251 | 07+01 | 38+00

Zu[ffj?f““ 3223+327 | 2112+73 | 06+01 | 3800

6RLE 12K 555.4 2477 11 38
[n=1]
12%1{1??@ 3750 24038 07 38
(CFI Ml + AR )
400 o
300 ° n=21
;'é 200 o o
E <,
(ug./mL) &L
100 ° 4
© 8 o 20 °
0 - - o&a ° "8 - - - =
0 1 2 3 4 5 6 7 8
B (hr)

t0s () I H R M EAFEE (%)
v (24K5[EI#2) GHEERI 2 24RFR %
IEEMT I 762 306 ug/ mL 55.2 14.0
AT 2.37 110 u g/ mL 255 47
) G BEOMAPEEE 421008 L2856 OM
MAET
[
1004
n=28
o—o FEEMEF
o—o FEifhF

° B R (hn)
16.6.3 SEEDOMFRE
wiEE (65l B, Cer=40mL,min. n=7) & UM% IEE G
Z (20~40/%. n=7) IZE¥XRF Y rF b7 AlE1gw 3057 i
HHEL 72 &, EilnE CIRIEmimE EHIRL TR VT 7 2 AN
FIT0% AT L TIP3 A0 3R IE R L 72 [9.85: 1]



CL tie Cmax AUC
(mL,min) (hr) (pg/mL)|(ug-hr/mL)
EE | 247373 | 1.10£0.155 | 655+8.39 689+104
JeEtin | 352+368 0.780+0.145| 60.2 491 479+541

CPIgfE + iR )

17. BRERRIE

17.1 EHHROREMICEET 555

(GhREHE)

17.1.1 EREERRER
L005BIIZ DV T O — Rz R ER (B, MiEEiE.
) OMBRITEDEBY) THo7z. . MADIHFE
SEd, RESHERT L) UF P A2~6gTH -
Too Flz WREREYE (KT F YT A2gX2
Bl H . 2WE M sE e . BRI E (KT
)rF ) T Algx 20l HL BHE) AR e Lz
MHEO “EEMEERBRTERT L) v F VYT ADE
FVEDSRED B 7211

R e AR (%)

& G VRIS | M 750 ( 27,/ 36)
arAE T K, BT

- W g | 6L (133 54)

AT it g5 805 (140,7174)

Il el 650 (13 20)

o e | BIESE 702 (179,7255)

R B I S o R g% 736 (192,7261)

JIB 3 & g i | BZESE. RAE 4 765 ( 62 81)

2OV M) RS 909 ( 10 11)

FEI BRI | TR PG 982 ( 55 56)

& g | TEAE R 960 (24 25)

T AR A g% 905 (19 21)

LB PER IR 5% 909 (10 11)

(BImE. Rz, FRE. IR, BMTREBERED _RE
. BEER. BEER. NIVNUCERE, FELBREX)
17.1.2 EREMHEFER
FIERYER B F MR E L2BERRE (KA - €T
)y MUY Adgx AR HL BIERHE. N ERT Y
) »F b 2100mg kg x 3 H . SSiEEE) OB
ETEOEB) THo7,

PR FEHA BN (%)

& G VR IRGYE | BUE 778 (79
%ﬁ”gu%ﬁﬁg@~“ 857 (6, 7)

FPR AR RAE iti 4% 725 (29./40)
JiliRs . B 545 (1 6,11)

JR % g E | B 727 (8,11)
JIH 3 & g iE | fBZE 5% 833 ( 5/ 6)
P NEMEY | 2NV B ) SRS 100 (1.7 1)
& B | TENERE 0(0/1)
ANVERF RS i 778 (1418)

1) FGAE TR IRRR, 7272 LIRS RGSE | 2 IR ] o2 I

A QB SSHEE (BRI R % &) 13431%
(44/10261) <, FZEIERX. FHI157% (16/10261) .
FHERERH6.9% (7/10261) . y-GTPHING.9% (6/102f%)
Tho7,

ANBORIERSS R (BRI R % &) 13429%
(9/2161) <. EZ4EIERIZ. TH28.6% (6/21641).
ALTHMN14.3% (3/2161) . ASTEMI.5% (2/21%1) T
Ho7zo

18. EFENEEIR
18.1 fERAHRF
M OMBEE A2 HEL, BEENZET 57,

18.2 MEEA

YRS V) VIFEREFE I E L & T5 75 LE0H. B
HEEZILOET 57T 2BUEEOBEAEE CTH S
N7 TFaATFTREII L, TRINCHE AN MV EET
bo Flo. HHEERSEKICBVTH, I ABHDA
YINI RIS AMICwld2 u g/ mL. 75 LBk
DR RERE N T AMIColZ2 ug/ mLTHY), 7UEF
Y7 X VENIE 2R L7z (n vitro) s

19. BRAICEET (L FRIFR
—We%  ¥xF 2 v F ~Y w4 (Piperacillin Sodium)
g 5 PIPC
15244 © Monosodium(2S 5R 6K)-6-{(2R)-2-(4-ethyl-2,3-
dioxopiperazine-1-carbonyl)amino]-2-
phenylacetylamino}-3,3-dimethyl-7-oxo0-4-thia-1-

azabicyclo[3.2.0Jheptane-2-carboxylate

ﬁ\%ﬁ : CstzstNaO7S

4rFi 0 539.54

PR ABROBEIBTH 5 KIS THEIT LT
v A7 —=VEx sy 7 —)v (95) IZHEITR
T, TEFZ MUMIZITE A EBET RV,

B 179~182T (40f#)

SBCAREL 0 007 (oA 2 7 —)v-Mcllvaine buffer (pH7.0))

22. Ak

(R b2 ViEsA1R)
1034 7 v

(X2 b2 VixsH2g)
1034 7 v

23. EEX#

1) JEAE 784 B o 4l R I G AR DU W 3 8k
fFHOF5] &

2) FAHEHEIZ2 - Chemotherapy. 1977 : 25 (5) : 1429-
1437

3) K. Yamamoto, et al. : Annals Pharmacotherapy.
1997 ; 31 (10) : 1261-1262

4) FEECIEA ¢ Jpn. J. Antibiot. 1977 5 30 (8) : 582-
586

5) #FFEAIEA © Jpn. J. Antibiot. 1981 ; 34 (10) : 1401-

1409

R RER T 2 ¢ I AR R. 1982 5 34 (12) -

1353-1367

7) SRFi#FE(IH - Chemotherapy. 1977 : 25 (5) : 1141-
1155

8) AR Z7* : Chemotherapy. 1977 : 25 (5) : 1105-
1121

9) PHEFEIeI A  Chemotherapy. 1977 : 25 (5) : 1549-
1552

10) ZFJIIH 137 : Chemotherapy. 1977 : 25 (5) : 810-815

11) Y. Minami, et al. © J. Antibiot. 1991 ; 44 (2) : 256-258

12) SEAt © HA LR aERE. 2003 51 (2) 1 7686

13) Morrison J. A., et al. : Drugs Exptl. Clin. Res. 1981 ;
7 (4) : 415419

14) BIGSEERIZA - S EEHE 19820 10 (7) 40534057

15) mJIIZE—137 : Chemotherapy. 1978 : 26 (2) : 123-166

16) {TH=EE T2 - WS, 1977 23 (7) : 713-742

6

g



17) #RKRIZ7) © Chemotherapy. 1977 : 25 (5) : 700-
709
18) FAIFEE|Z 7> : Jpn. J. Antibiot. 2000 : 53 (8) : 573-581

24. XBFEKRERVEVEDES
HE7 v amifbs o latt Ralbmt v 5 —
WS 0120-502-620
T104-0031  HHEHRHRIX5UE2-14-1 AR )L

26. WERTHFEF

26.1 SOEHRFETT

FUJ =FI I_M ELTCVAEULEERIEL

T104-0031 REHBPRXFME2-14-1 TV

%
Fj‘ﬂ

S ERT
45-YG
1JO3N






