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I. BEICEYTSEE

1. FAROEE
BHNX, XT3V F N U AERENR G ETHAERSN= Y VBBITH B,

(24 XZY EFA X REAT AT 7 —< St (IHRFESEM TERASH) BBREIEN,
& UTRR A AR L, BUS L OB kA2 3, EMRRR, AW Fn R SRR 2 Ehi L, 1987
5 H 26 AICA&RZIFF, 1987 4 10 A 1 AIZHEARIGE L, 1987 4 12 A 1 RIZIRGEZ B L7,
(5 698 B (WAFN 554 5 A 30 H) 1ZHED & ARG

2004 429 A 30 H ., Ml R (PUEEEN) AARI N, [F AT ) Es M) 13 B0E
AN) FKREIHO — &2 L AUTERERIEE 14 5058 2 A S OKRMESHH) OWFiicbizy Lk
W& DRERERT,

20154 8 A 19 H., #EHEM IFEERBIVE] IZBT2HEEROCHEOEENEKR I NI,

LT OWRFBAETEIT -T2,
RFBEH B k584 IHBR 7844
HART ) VS 1g 5T R
2006 48 H 4 H 545 AR 2g B AT S
EAZ ) o Na SR 1gl7 3 HART ) FERH 1g
EZ U o Na S 2gT7 %) H ARG ) ERH 2g

201347 H 22 H

2022 412 A 1 A, RAT AT 7 —< K& 5 A E LR TR RS RIS IR T A GRS &K S
N, FTOBICIRIEA DRTZ T7 /3B INIGHIZAERE L,
2022 4F 12 A 9 BHICEEMUNEL 4, HIE TSRS NIRGE & Bilds LT,

2. HROARFEHREYE

(1) AKANZ, EXTL VT M) U LZHEHGT ETDEM~=Y VAITH D,

(2) BRARWERAE LT, Yavr, 7F 740 7% — (WRINEE, = 55E%), Taattf R8s m e
(Toxic Epidermal Necrolysis : TEN) . BZJEfEEAREFERE (Stevens-Johnson SEEHRE) . SMEILFE
PERBPENREAE, 2B REE, MEEBREOREELBESE, ek E, MWERIERE, M/ MR
B, wilrEg i, R RIGREO M2 > BEZR KGR, WEMENMZK, PIE JEBRRES. B
Rt fEsE . IPHEREREE . FUE A RE I TWS, (TVIL 8. (1) BERZRREIEM & WIHIER) 0ES
H)

3. HEROHFFHRE

ez L
4, EEFEFERAICEAL CTRAMT NS
W IEAE B 284
4% 2A Fv, B
e 5 | D T %
RMP 4
BMoY 27 fg/AMeiE# & LT |
VERE S LTV B & H
Hqm Al HHEE T A R A > 4
1R - oD BE 7 S Tl A iz




5. REBEHRURE - A LOHIREIER
(1) RBEH

LR
(2) & - ERALOHBEIE

Y L7

6. RMP D=
LR



I. &I SHRE

1. B5EA
(1) M4
7Y Na S H 1g INIG)
X7 U v Na iEHH 2g INIG)
(2) *4
Piperacillin Na for Injection
(3) BAMOHEE
—fRA LD

2. —i4
(1) % (WMAE)
eI MU A (JAN)
(2) #4 (@aE)
Piperacillin Sodium (JAN)
Piperacillin (INN)
(3) AT L (stem)
6-7 /) R=VT UBRIVAEWE : -cillin

3. BEAXITTERX
{boFEE K

HEC.--"""‘-‘N/\

D N [) H C(:zNa
0 HN}{ CHa
CHs

4. PFXRUVHFE
4513 1 CesHaeNsNaO7S
5 : 539.54

5. {E%¥4 (fifiE) XIEXE
Monosodium(2S,5R,6 R )-6-{(2R )-2-[(4-ethyl-2,3-dioxopiperazine-1-carbonyl)aminol-2-phenylacet
ylamino}-3,3-dimethyl-7-oxo-4-thia-1-azabicyclo[3.2.0]lheptane-2-carboxylate (IUPAC)

6. \|RA4A. A4, BS. BSEFS
W5+ - PIPC



. HHEP BT SHER

1. YEEMEE
(1) %M - K
FEOMKEXIIHTH 5,
(2) BFE
HKITHED TIRITF 9K, A =Tz X ) —)b (95) [ZIHETRTL, T F=hIMZIFEAL
AN
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
Pl v/
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDOERRIEE
e [al i @ +175~4+190° (/KM L= 0.8g, /K, 20mL, 100mm)
Al 1.0g 27K 4mL (2 L2 D pH 1% 5.0~7.0 TH 5,

2. AMESORMERTISH T BRER
AR L

3. MRS ORERRE. THiE
(1) FeR BRI
1) ARARILA S b B
Sl U ABEAIEIC & 0 BB ATV, RBOARY BLERROBRASS bR BT S L,
B DA~ MR & 2 51 RO REORILETRD 5.
2) FEHERE
AR DY Y AEOERE (1) 2255,
(2) &Rk
ety a~ £ 757 4 —
Bt - SR R
BV FEEE, R U =FAT 2 K, AR, 7E b= b VR



V. RAICEIYSIEE

1. #Ifg

(1) FRORH
PRGBS R2 AR

(2) RHDONHER UtER

HR5E44 EXTZ U NadSHH 1g INIG) [EXT7 VU > Na S H 2g INIG)
o« PR ERERRM A
pH 5.0~7.0%  5.0~6.0%%*
RBIE T . . A
@Bﬁﬁfwﬁ,ﬂﬁétm 1.5~2.5%  2.5~3.5%% g RoRE
P g (Hffh) /4amL GEH M AK)
PP g (F1fff) /3mL (0.5% YV KA > EHHK)

PP 1g (J1ffi) /100mL (ZEFRAMER) . 2g (Jiffi) /100mL (AFAHEIRK)
(3) #@Ala—F

% L7
(4) HEOWHE

(Mv. 6. WHOKEEMT: T EME] OIEESMR)
(5) 0Dtk
%A
2. WHE|IOHERK
(1) BMES GEERS) OEERVFEMHF
W7e4 v~7 U > NaEHHH 1g INIG) BT v 2 Na S 2g TNIG)
IR LA TV LA TV
s ENFUU L R YA 1g () BT LU LT R U B A 28 (If)

(2) BRESORE
1g : Na 1.93mEq (B

2g : Na 3.86mEq (PEifii

(3) BB
LR L

HI HHU
A _\
o m
~—

3. BBEREOHBRRUVEERE
AR

4. Al
BT (CesHerNs07S @ 517.55) & LCoEAZEE (Hff) TR,

5. BAT 3TN H5KHN
KB L



6. HADEKBEHTICETIRER"

(1) TR

SR IR : 2013/7/9~2014/3/28

OE~NZ U v Na EHH 1g INIG)

MR 40C URACEITBIE (31 7 %))

e/ M~ Fpe K Aif)
PR IE H =N PRAF A
<JHHE > & BRAAIRE 1% H 3% H 6 1A
<Eé§§£ﬂﬁﬁ>1$;££$z e it i i
AR 5050014318
I 13050016318
st (HPLO) | 15050015318 | o o o
13050014318
oH n=3 1305001631S | 5.70~5.73 5.90~5.93 5.76~5.80 5.86~5.87
C50~70> 1305001531S | 5.70~5.74 5.89~5.90 5.75~5.77 5.87~5.89
13050014318 | 5.67~5.71 5.86~5.87 5.71~5.72 5.85~5.90
et B 13050016318
fﬁ&jﬁ >n_3 13050015318 JERaS JERaS STRey TN
13050014318
KOS (%) n=3 1305001631S | 0.22~0.26 0.29~0.31 0.45~0.47 0.53~0.57
C1O%LLF > 1305001531S | 0.21~0.26 0.30~0.31 0.40~0.46 0.52~0.57
: 1305001431S | 0.22~0.25 0.30~0.35 0.38~0.40 0.45~0.49
> K F$ > n=3| 13050016318
<0.04EU/mg (/)| 1305001531S A — — A
Al > 13050014318
e e 13050016318 1.53 1.39
ﬁﬁ/{z EE f;; 13050015318 2.73 — — 2.01
13050014318 2.52 1.99
REEERY) n=1 o2 0016318
<HEHT LN A N
- 13050015318 ke — — Blikey
O BV D NEMEEY) 13050014318
B E >
RYEMERCRF n=3 | 13050016318
<10 g Bl k6000 Ll F| 13050015318 WA A Py 1 i
25, g Lh k600 LA T > | 13050014318
MEEH n=1 13050016318
<IEAW OEFEHBL | 13050015318 Sk — — e
s> 13050014318
SE (%) %2n=3 1305001631S | 98.61~100.94 |100.06~101.01 | 98.83~101.63 | 100.45~101.26
£ 93.0~107.0> 13050015318 | 99.92~101.30 |101.80~102.12| 98.94~100.41 | 99.11~103.71
: : 13050014318 | 98.97~100.00 | 99.63~101.27 | 99.40~99.70 | 99.44~101.63

M1k BB EEE  REHRRORERFEN 7 007 v EV Y YOV — 7 R, BERROE TV v
OE—7HHED 1,72 X0 K& A< REFFEE 17 0 R U 21 0 0EBWE 1 O ¥ — 27 OHBOFIL, EERKO
NIV UOE—IEBEO 25 5L 0 K& e REREFK 56 0 OFEEWE 2 O ©— 7 mfEIL, BEEREOE T
YO —ZHEEL Y KREL RV, £, BT LSO E— 7 O FH BRI, EERKRO YT V) DY — 7 HE
DEfEL Y RKEL N

X2 RREIIHT HEAE (%)

D RFEHE



SRERFEHEHIR : 2013/7/9~2014/3/28

OERZ U Na EHH 2g INIG)

S/ IMiE~ i K AH)
HBRTH H 7k A
< Bk > & BH A 1IRE 1% H 3% H 6 » H
PEJ n=1 13050026318 ‘ ‘ \ ‘
" 13050025318 ke SlEkey Bk Bk
< AROBRI A > 13050024318
13050026318
B (HPLC) n=1| 13050025318 1A ke A A
13050024318
pH n=3 1305002631S 5.67~5.71 5.87~5.90 5.77~5.83 5.90~5.97
<5.0~T7.0> 13050025318 5.72~5.75 5.88~5.90 5.77~5.80 5.95~5.96
) ) 13050024318 5.67~5.74 5.87~5.88 5.79 5.96~6.01
. 3 13050026318
ﬁmg%jii§:>n_3 13050025318 A A R S
’ 13050024318
A% (%) n=3 1305002631S 0.20~0.27 0.21~0.25 0.18~0.22 0.19~0.22
<1O0%LLF > 13050025318 0.20~0.25 0.24~0.33 0.20~0.26 0.27~0.29
1305002431S |  0.20~0.21 0.25~0.37 0.19~0.20 0.22~0.26
T K FFT > n=3 | 13050026318
<0.04EU/mg (Jiffi) | 13050025318 STk — — A
Al > 13050024318
e e 13050026318 1.08 0.57
<%ﬁjiiziﬁE§i2;}>> 13050025318 0.62 — — 0.64
13050024318 2.28 0.38
REHERY n=l 9050026318
<HEAT, PALMCE 095318 A — — STRAY
DO REIESRME | s a "
EE >
AV n=3 | 13050026318
<10 g LAk : 6000 fHLL T | 13050025318 WA WA 1A BT
25, g LA : 600 LA F > | 13050024318
R n=1 13050026318
<R OHEFEMEES | 13050025318 STk — — 1A
SR> 13050024318
4B (%) % n=3 1305002631S | 99.04~99.26 | 99.53~100.55 | 98.71~99.47 99.37~99.92
- 93.0~107.0> 13050025318 | 98.59~99.18 | 99.28~100.61 | 97.54~99.04 | 98.25~99.33
13050024318 | 98.10~100.24 | 99.53~100.14 | 97.41~99.62 | 98.68~100.08

1K MAEY EHERDE  REHAROERBERIKN 7 007 ey ) oY —7 miEE, EERRO YT VY v
OE—ZHED 1,72 L0 K& 7L, REFRER 17 20RO 21 0B WE 1 O B — 7 OEEOFIL, EERKO v
NITTY OE—7HEO 2550 KEL 2L, RN 56 0 0EEWE 2 O ¥ — 7 miEE, EEEROE~<7 )
COE—IERELYREL RN, £, BTV L UADOE—7 OAFHEREIL. EEREO YT ) oY — 7 EmiE
D5FELYREL 2N

X2 HTREICHTHIEAR (%)

: RS



(2) WY TR EMERBR
OEANZ Y NaEHH 1g INIG) B WY& 60 5 Lx-hr [ 7 A1 7 )1]

ABE oy hEE KRR ht
< B> Cor B A 60 /7 Lix-hr
2T o ,
< DB R T T > 058 M R —FH AU AE O
pH™ 058 5.83+0.01%? 5.83+0.02%*
<5.0~17.0> o=t OO
AT (%) 058 100 100.65

%1 :250mg (JIfl) /mL ¥R
X2 EHEAERERZE (SD)

7. ARERUVEBRORER"

(1) A T IOVERRR 0% 7 R
@ v EE 1 079002, 19301
RIFSME - 25°C, ENEGELL
REREE - 4Bl pH. RGIE
AR AR E SRS EEA 10mL THEME, RFE L. AHERH CRBRZ 1T o 72,
HIERF R WRIER ., 3. 6. 24 KffE#%

Eﬂ/ﬁ\ﬁﬁu =p SR ARTT 2% 2 £ 7Y
(B ] RERTE H TR R4 3 RRRT% 6 FEf# 24 WFRE 1%
PR e £ VA HE (0, R e £ VR £ JECH
e e I 48 (0 Y A £6, V65 BF 2, V5 B 1, V5 B
[P £ i ] pH 5.34 5.14 5.08 4.86
=B E 1.99 1.99 2.00 2.00
PR e £ Yk HE (0, R e £ VR €0 JECH
LK I 48 £ V& A £6, V65 BF 2, V5 B 1, V5 B
kA F A pH 5.42 5.18 5.08 4.94
=% 0.98 0.98 0.98 0.99
5% K v PR £ JEE A £ ViR B A6 JEE A J £ 75
TSR pH 5.34 5.17 5.20 4.89
[7 Ko b =i b 2.14 2.13 — 2.13
—  RFEN

@ v EE : 079002, 19301

RAFSM - 25°C, ENEGILL

REREE - AMBL, pH. RIBIEH, B

BRI AR E 0.5% U N A U EFHR 3mL CIAfiE, R L. SHERM CRBR 21T 72,
HIERE R WARIE . 3, 6. 24 Rl

Fid & FE A AR IE H EfR B 3 If[AIT% 6 R[4 24 R
05%Y KA+ PEIR T (2 Y5 ] I (o Y T (2 Y ] T (2 Y ]
T pH 5.63 5.51 5.36 5.06
() KA ] ZEIE 3.48 3.49 — 3.48
BAEE (%) 100 100.7 99.5 98.0
—  RFEN




(2) Wi b %2 E PR
079002, 19301

Q= N EF:

TRAFSAE © 5CL O

ABRIEH : AMEL pH. EERER

BRTTIE © A2 R A HEA] 500mL THAE, RAF L. S RERRH TR Z1T - 72,
HEREAL : IR R, 3. 6. 24 FFfAITR

B 5 FEFA ABRH H g E % 3 ffEIt% 6 f[f T4 24 B4

e e PR 2 5 5 e P e P
[P £ i ] pH 5.48 5.50 5.41 5.38
BAEE (%) 100 101.1 100.9 100.8

5% K v pE PR 2 P 5 2 P 5 5
R pH 5.29 5.28 5.18 5.02
[7 R v pEk] BAFE (%) 100 100.5 100.1 99.9

@ v &S : 079002, 119301
PRAFAAT - 25°C. ENEGELL
ABEH : Bl pH., & EAR

ABRTTiE AR 2 SRS A 500mL TR, RIF L. SRAIERF CRBRZ 1T - 7o,
ERS A A RRIE R . 3. 6, 24 IFfHITR

B & 36 ERIA B IR 3 R 6 FEt4 24 K
He P4 PR 5 B RN (5 5 e 5
[ P 1 pH 5.38 5.31 5.34 5.05

BEArE (%) 100 100.3 100.7 100.2

5% N 7 4 PR 5 piS RN (5 5 e 5
TR pH 5.09 5.03 4.93 4.85
[7 R o pEiR] PR (%) 100 101.5 — 101.6

— RSN

(FFiRAERE)

KURATSCE 14, WM EoVEE X v Hoke>
14.1 ERIRHBFOITE

1411 HRERAAK, BREREEIRIB R R U BRI UBRRICER 35 2 &,

14.1.2 S XD FIRNEEG-ICBR LTl @&, AH 1~4g (i) % 100~500mL DI EAE LA
WHZ L, B, REFHEICH > T, ERHAKEERA LN & (BRAERICRLRVWED),
(R ILE)

14.1.4 FEAZITHEONICER T2 L, B, RSUEGTRELZLEL TG THLHEES (1 50)
WZRAF L, 24 FFRRIIPICEE 5 2 &,

8. & LNEAEEILL (MEBIEENEIL)
(IXIL. {5 DHESM)

9. K
FARANA




10.

2R -85

(1) FENDELGER - 2K, MK LCESR - EKICEY S1FH

(

(

(

A Lg
2) A%

(ERS5<1) > NaxstH 1g TNIGT)

10 XA T v

(ERS5<1) > NaxstH 2g TNIGT)

10 A T v
3) FPREE
B R L

4) BROME

INAT I AT T AN, T )L

ok TFAAL
LI N— 1 T

Fyrv AR TarL

1. FIRBH S ZEHME
Rk L
12. =0t
TR o AT o3 2 W a5 kR )
BRI A
i BT U U Nalkif2e [NIG) Lot. 3026
! AEAMP HASES AR 500mL  Lot. 058H6
Wi FNT—ar Rty Lot. 02002K 7 )L il
ey | 7TAT AT 45 —PS FLE04B Lot. 031007AD1 7 /L&
7 T5AFNT 4 A2 —PS FLE0.20um Lot. 030609AD1 5 /L&l
A& B RAERAEIEIOmLICEM S, =04 Ex B RAEFAEIKS00mLIC
Fik ALTERMLEZDL, 77 A4 FNVT 4 VE—PSEORITI=-T V7 — g VilikE
v hEEFEL, T L7, AR Aiml, 20FM %O TRK 28 L. HPLC
HBIZTEe_To ) o N o AEEZFM L=,
T Wik a~<~ N7 77 ¢ —
B S
BlEE (%)
7 I/ _ ~ RN Ay pAY.
AN 7B | % 5 W
TrAFINT 4 H— - -
PS L4 0.20 1 m 100 98.2+1.6 98.1+1.8
TrAFTNT 4 H— % %
B L4 0,451 m 100 98.5+1.0 98.8+0.5

X PEEREYER A (SD)
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V. ARICEYSEE

1.

2.

3.

PIRER [LFHR

o e )

ERT VY RO T R U RER, Vo ERER, MREKE, BERER, KGE, v hras X
—E, MREE, =T eAT SR ETFTR, TRT VAR, EAAXRT c EAT == T
BETUUTR, A TN CYE, RIRE, N7 T eATRAR, TUART IR (FLARTT - B
BT ZkR<)

(B IEE)

JOliE, SRR SIS, Mhige, Milsgs, ARG, 1RVERPUL RN ZE O TR, BEbEdE. B EE &, R
R, MER, VR UIRGE, FERNER, TEMNESR. FEHRGRE, R R

PEXEIHRICEEY HEE

5.REERITHRICEET HFEE

(RHEREXR)

(e IEEEENOFI ) Y 22 L, FUEER T OLEIEE AN Lz BT, AFO& 573
Y &M SN HEAITHRE T L

(fian)

MOHEE - MRSEZ ), TmbkZe) . TRaMERE K. DGR Z ). THRER) UL TRIERER ] OnWg
DD RE AT 25MAEEICBOEEFH TH L (HHK] 1T L Tdh a2
B ETOHEANELRLS), PUEDEOMBEIEMSHOHEEEL B & U, EAEI @A B RS Y E
MLV FEITINT [HUMEDEE EEROFL &) ITES& | PiEwEOMIEFERR s Ih 5 X
ITEEMAFL 21T 5 72 ICFEHE L7 (2018 4F 3 A 27 HANEA S BIE 3K « AL R s 32 a5t o
AR IEEIREA LR 0327 3 1 5 [HUAmED TEH EoEE] OBGETIZ W T] 12i&3<),

AERURAE

(1) AERUVAEDHESR

EXZYF R T AE LT, W@E, AL 1 B 2~4g (Jiff) % 2~4 FINZ5 T TRIRNIC
BeHT 208, BANICES S TE 5, ek, BRI EERYEIZIERIIE U T, 18 4g (J14f)
Z1H 40 F CHEEL THIRNICRST D,

W, NRIZIE, 1 H 50~125mg (Jifili) kg & 2~4 ENZ 0 CTERIRNICR 5325, i, ¥HA
PE S B JRYSE L TERIZIE U CL 1 H 300mg (M) kg & THYE L C 3 [T/ TERIRNIC
BHET5, 2720, 1 REGED ERITMRAICE TS 1 4g (i) 2B 2e0nb0 35,

(2) AERVARDHERE - 175

5.
(1

AR L

. RERUVAERICEEYT 53R

BRE I TV

iR BR R AR
) BET—2 1Ry 5=

M ER e L

(2) ERERFEHER

RUER R L

(3) AERBRREER

B R L

11




(4) BRELRIEAER

1) BMMEREIAER
R L
2) REUHR
MR L

(5) BFE - WEHHR

DR L

(6) AEMERA

1) ERARKRE (—REARTRE. FEEARERE. ERARKLRRE). RERTERT 4
—ARE. RERTRBKERONE

A E R L

2) RBEHE LTERFEOARRIREL-RE - RROBE

LR

(7) £tk

(FEIR AR RS . AR PR B R E)

17.1.1 ENERKRHR

WP ZRRE (BT ) > b Y 7 2gX2 A,/ 0, 2 BEREAREE) . EHEME R BIRGYE (&
NIV F MY UL 1gX2 8 H, FE) 2GRS L ZHEEO —HERERBRTE T
U UF MU T AOFBAERED LS 8

(g, Fhige. iR, B, BEFRBREO_RBELE, BETFHR, BEL, /L FY URKE,
FERIBFR)

17.1.2 ENE MAEER

FRERYYERE 2R & LIEBRRER (KA - BXT 3 U MU oA dgxaml/ H, silFhe,
I ERXT Y R Y U A100mg, kg X 3 Bl H, A ERE) OMEIXTROLEBY ThoTe

PR PB4 HHEY (%)
A B PERLE B I AE 718 (7/9)
(B IR 285 25 0D — YRR 85.7 (6/ 1)

IR A S YU iE Jiti 7% 72.5 (29,740)
fitifsss . MR 54.5 ( 6,11)

PR B GSE /S 72.7 ( 8,/11)
JIRTE YL iE JIHSE % 83.3 (5/ 6)
7E by N FHREIS WAL oS 100 (17 1)
JEYE TEAEARR o (0/1)
/N VR B IR YL E 77.8 (14,18)

) BT SOT A IR, 7272 U PR B YLE | TA R

A DEIWERRBUEE (BAREEREY2ET) 13 43.1% (44/102 #) <, EREWEAIX. TH#
15.7% (16/102 ) . ATFRERERE 6.9% (7/102 1)), v -GTP #15.9% (6/102 ) T ->7-,
INEORIVERRBBEE (BRI 2 51e) 1% 42.9% (9/21 ) T, ERBIEAIL. FH 28.6%
(6/21 f5) . ALT #4001 14.3% (3/21 $1), AST #4/19.5% (2/21 ) ThH-7=7),

12



VI. EMEBICEYTSEE

1. FEEMNICEEHSLEMNIILEYH
FERAR=V ) CRBLXOERARY 7 2 2%

HEE - EEO D LB ORhRE

UEME
ERIIE SRS

O CEEZRTDL L,
2. RBER
(1) {EFRABRMLL - VERBFF
ME OB SR AE L, REERAEZAET58,
(2) ENEEMTHHERE
18.2 ;iE{EA

ERT VY IRIBEEZII LD ET 57 T ARME, BERERZII LD LT 57T ABMERE RO
KMETHLI NN T AT AT L, BIRWVIIE AN MV EAT 5, 7o, SRS BEERIC
BWTH, 77 2@EDA 7V RISk D MICoo X 20 g/ mL, 77 AGMEDMREREIZ

%95 MICoo 1% 2 g/ mL ThHV, 7uExt 7L VEN-HEHEZRLE (nvitro) °),
(3) AR - Hesh

DR L

13



VI. EYBIREICEET SEE
1. mPREOHD

(1) BREADLGCOHRE

B R L

(2) BRBRTERSh-OPRE

16.1.1 BEEB S5

BERANICENTZ U F MU UL 1g, 2g FFHEICCTHERRS Lz & &l PREOHERIILLT

DEBY THHoTLO

)
o

MR (15 F71fi) t
Fe R % 7 2
(ug/mL) (hr)
1g 4 59.1 0.7 ()
2g 3 130.0 0.7 ()
200 =
160 —
—o— 2g (n=3)
, i —— lg (n=4)
w20
1
s
[ a0
pemL
a0 =
e
. —
w 1 T 1 1
025 015 2 4
:|,'|':|“J |:|:]_-|-:|
16.1.2 RIEFEH

FRANBEICERT VT P UL 4g %2 1 H 4 BIRHFHE L & & OEYERE T A — 2 ZLUTF

DEBY ThHoT,

16.1.3 NRBH

Ea=a s AUC < Cmax t1/e o tie B
(1% (pg+hr/mL) (ng/mL) (hr) (hr)
4gX4 v/ H
688.4 297.3 0.6 1.7
[n:98]
CF¥HE)

16 A O/NREFIC BT U o b Y T A 100mg kg & 1 H 3 MILATREE L7 & & OFYE)

RENRT A—ZIIUTDOLEBY THoT,

14

B & AUC < Cmax te a tue B
L5155 ] (ug -+ hr/mL) (ng/mL) (hr) (hr)
100mg/kg
X318,/ H 349.4 224.1 0.7 3.8
[n=21]
CF2)E)




16.1.4 £YPFRFF1EHER
(ERS5<1) > NaxstH 1g TNIGT)
AW A SRR I B AR BR AL HE (WEFD 5545 5 H 30 H KSR 718 &)

EXZ Uy NaERH 1g INIG) X by U UERNA 1g 2, 7 A4 —N"—Eick v EnZE
NI TN [EXT Y F Ry oAl LT lg (Jiff)] %2 3mL @ 05w,/ v% Y RO A K
IR L, BERERRA B ISR R AN G L TGP ERT U VRBEZAIE L, S 57m3
WEhie N7 A —% (AUC, Cmax) ([T DOV THEFHERHT 24T o 7o k5 Fe. i 00 A4 ) [F) S ME A e R

Shith,

o 1 BT ) NaiEih 1g [ NIG]
® Dol b3 T 1g
R+ EEREE, n=10

MO RE [ (GO /ml]
o

10+
5
0 ”..f‘.r >
\ i
7/
1] 2 4 6 8 24
FrEAEOEER (hr)
HRMENHE N T A — X
AUCo- C
B b o2 max Tmax T2
e ()] Lug (Juff) - Lug (Jifi) (hr) (hr)
r r
& hr/mL] /mL]
B X7 U Na
= 1 66.0=7.9 23.84+2.0 0.7%£0.3 1.4%+0.4
EHH 1g TNIG
Ny
" 1 61.3t6.4 22.2+1.9 0.8+0.3 1.5x0.5
HEHA 1g

CF¥) = EHERE, n=10)
MF RN AUC, Cmax FED 3T A — 2%, #ERE OBRIR (KK OLRERBIEL - B % OER

R K> TERRDAREMEND D,

(3) HhEE
MR L
(4) BS - ftAROEE
(Tvii. 7. fRAEAEH ] OHEZH)

2. EPEERY/NTA—4
(1) fEthAE
B R L
(2) BIGERETER
B R L
15




(3) HREEEHR
RH R L
(4) YVF75>R
AR L
(5) SHEMR
AEE R L

(6) Tt
RH R L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
MUER e L

5. &%

(1) itk -FeiBE P& @ tE
Pl v/
(2) miE-RAEEIFEBYE
TIPS BB RO bz 2,
(VL. 6. (5) k) DOIESER)
(3) Ait~0BiTHE
FELFICIZ DT DICBIT RO bz,
(IVIl. 6. (6) #=ZHbw) DESM)
(4) HE~ADOBITHE
(TVI. 5. (5) ZOfifiE~OBITIE] OHSM)
(5) ZotinB#~DBITHE
16.3.1 AT
B K ONRTE GYE B I T v Y v h U DA 1A 2g ZFE LIz & & B 5K T 90 3% 0
AESEN B IR S 1T ) 795.6 1 g/ mL (n=9) & @EfEZ R L, ISR E T 3120 g ¢
(n=13) THo7'%,
TEAMME (FENE, FEHE. FES, FEES. IVE. IR NREER, XTI )
KU w71 [A] 2g #E% 15~40 4y TicmiRE (25.0~40.8 u g ) (ZEE L., B SEIE h s 135
% 105 4 TR (419 g/ mL) ([ZiELEY,
M7k, WEHE, MERR, BERNEICD BEFARBITARO b 1T,
(6) MREAHEEE
16.3.2 EEfHEEE
BT Y COMIFEER & OAERIL21.2% TH Y | AT Th o7 (B Mg, AR
25u g/ mL, EORIMNERE) 1Y,

16



6.

R

(1) BRI R U B

MM ER e L

(2) R¥ICEETSBE (CYPH) O5FE, F5X

HEE R L

(3) VEEBENROFERVZDOES

TR L

(4) REVOFHEDOARRVEEL, FELE

10.

b hIE, JRFPICERT U (PIPC) OIEHERHM TH BT LK (DEt-PIPC) 2358 itz

19)

o

. B

RIS YA 1A 1g 2 30 S AEEE LT & & RE(UIED 24 B B R T RN R O
WL, @BERIEEEE (20~405%. n=7) T56.2%ThH V. FEiiE (65l . Cer=40mL, min.
n=7) TIX57.7% T 729,

S URR—42—IZEAT H1EH#
MR L

. BREICLSBER

B R L

BRENDEREETIESE

16.6.1 BHRERFEOMPRE
RS RE I 2 oD I RO I B R RE DR T & & B ITIER L, & B EREREE S (Cer=10) @
ity 4.12 il & | BB IE R ITH AR 4 (5O R OIER 23580 bivlz GREA @ #E, AR
ET—4) 2V, [9.2.1 B#]

B RE R DR .
(Cer : mL/min) ke tiz (hr)
EWE Cer>80 18 1.04
- 80=Cecr>40 13 1.70
40=Cer>20 11 2.45
A 20=Cer>10 7 2.77
i L Cer=10 18 4.12

16.6.2 BTEFOMPRE
MEENT T OEBHEERERE SHIC LTV T Y A 2g ZFEL, 5 1 HRI%NS 5B
WM BT 24T > 72 & X DOIMFEREOHRBIZLLTFTO LY TH-7222),

1R I PEAFERY (%)

(24 W¢f#IT%) 6 IRFfAI 1% 24 R§fE 14
EFBHTIE 30.6 1 g/ mL 55.2 14.0
BT IRE 11.0x g/ mL 25.5 4.7

) H&5 1 R g OMm P EE% 100 & LizHaOH

17




I HR AT
1

n=8

—o— &y
—a— AT

16.6.3 B EOMPRE
e (65 7% LA . Cer=40mL,min, n="7) K OMEREZRIEEEE (20~40 %, n=7) [ZEX7
YU F Y DA LA 1g & 30 Sy adiERE Lz L & miliE CIREEmE L i LTy U T T v
AT TO%ITAR T L, Y1349 0.3 RFRIER L7=2°), [9.8 BH]

CL tie Cmax AUC
(mL, min) (hr) (1 g/mL) (n g+ hr/mL)
e i 247+37.3 1.10+0.155 65.5+8.39 68.9+10.4
e 352+36.8 0.780+0.145 60.2+4.91 47.9+5.41
CEEIE AR 72)
1. Ttk
M ERR L

18



VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
RE STV

2. ERHABLTDER

2.BE (ROBEIZIFBELLZIN &)
2.1 AFN DA R UIBBUE OB FEIRED & 5 B
2.2 [ERMEHEBEIEDBRE [N=v ) VRIUEWE OB ETRENHB LT W E W) NS 5]

(figsn)
2.1 RANIOFFEGIZ L) HEREEZ BT EREREW-HER L L,
2.2 [RYMEHBERIEDBEICT B U (ABPC) ##% 5 L2, BRI A TS (H#kkic
MRl L7-3895) DNHBLL-ME2S NERSN., TOEMFIET LAX—RISICE D2 EEXHT
I/\éc

AHNEX ABPC OFERTH Y | AR EBERIEDBRFICESG LESEAICIT 2D L 5 BN
HAREMEN D DT R L LT,

3. MEEREMRICEHET HFE L ENEA
(TV. 2. ZEESUIZNRICEET SR 22452 L.)

4. BERUVAERICEET 3B L ZTDOER
REIN TV AN

5. BEELGERNIELTOER
BEELEAXNIE
8.1 AHIDFEHIZ T - Tk, MHEEORBELZP oo, JRANE U TESZMEZ R L, IR DI
FRERENROWIR OREIZE EHD Z L,
82 AFlcLAvav s, TFH7 47X —OREEFMEICTHMTE D2 HERNRVOT, RORE%Z
L5k, [9.1.1, 11.1.1 /]
C FHANCBHEREIZOW TS RMZ AT 2 &, b, SUAEMEEIZL D7 LV X — 303 iR
THI L,
- FEICEELTE, B a v 7 EICKT O RERLED DR EZ LTl 2 &
s BN O GE TR E T, BEELLHOREBICR-E, +o728l58%175 2
MEHITERRBET L L&,
8.3 GBI E, MEMBREOEERBRENLLDONDLIZ ERHHDOT, EMITHRELITH 2
&, [11.1.3 7]
8.4 EMIMIC IR, THHEREMAEEZITH) ZEDNEE LV, [11.1.4, 11.1.8 ]
(fi#sh)
8.4 FIfEM Z RHNCH A L) 2 QU8 217 © 729, EHIAN MR AR REMR A 21T 5 L EE M
b5,

L, Frlz, 5B
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6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBE

9.1 SHHE - IEEFOHLEE
911 RV VRXEET T LRBAEVEICH LABEOREROSHSBE (F=fZL. FHIZHL
BREOCHEEOHSBEICHBEELLENI L)
[8.2, 11.1.1 &#]
9.1.2 AANITHEF. RBICTEXRR. RP. ERPEOT7LUILX—REBEECLYPTVVHREEZS
vTHBRE
Foa a2t 2L, T LAX—FKEAT HEEITEBUEZE Z LT,
9.1.3 BROEMOFELRENIFEOREORE. 2HNBOENESL
BSRE 3T 2, BFEERICLVEXZ IV K 2 TERVEE T, B4 K K2
KRbobNdZEnH D,
91.4 HINKEDHSBE
M 2RI o282 nd 5,

(fiah.)

9.1.1 ¥a v 7R EOMBUEL TR 2720121, FEHT LAF—DREEIZ OV TRZ 2170, B
AN D _= U RHUEWEICK LIBBUEDOBEEN H 2 B3Rl L LTHRG 28T 5, %
7o, WBUEDKFIE (FUFHE) (X877 Z L8 T, FURMIZE 7 = 2R &=V R FEATIE
WTHDEWbNTEY, LENIE 7 = 5 REA TBRBUEN 2 DN T2 HE 10T, AFITH @i
JEZEE Z D AREMEN B D

9.12 &K%, [EXME, 7 hE—MEERLETLAX 2RI LT WERE (7 LLX—FHK)
EHLOBRFIL, TUAX—FRNLRWAFICRY g v 7 7 EORBUEZ R 2 THERNIE V.,
FT VAR —FRITEET D720 WSS RZE D K D REE 2 & DB ClIamBuE 23 &
CAHAFRENRD D, LTEB-> T, va vy 7 EORBUES THIT57DI2id, AANET TR
BB NT LA —Z I LT WRENE D NI OWTHIRREITY) ZEREETH D,

9.1.3 BX I v KITMEIHRICZ EENL O T, BFIFEFICLY FoBREN TS, £,
—HOBNME L X IV KEEATDHEEZ LN TS, FIAEWEOES (EHAIIART %
LU THENICBITT S) ICL 0 BNMEE G S v, BAMEOELET HEX I KX
25 END, BFEEIUCIVEX IV K 2/ TERVERIL, 4 I K RZIENH
BYybZend5H, B4 KTkt (ki) omfEcuniEismEchy, eI K
MWRZTHE KT a brrEriE, 7u her e sl (PT) OfEE, EEEHS H o
YART T AF UK (APTT) OIERE 7 & OBRMRAMRE 0, B NHIMm, %58, Wi, MR
72 EOHME S B D,

9.14 PUEME O EIZ X 0 IBNMEES I S, BAMEOEAT L EX IV KRRZTH D
Emb, HMFEROH 5 BHE TIX, MIREEOMBE CTHLERYE TCHHLEHX IV KDOXRZITK
D, i L9 < 25,

(2) BHEEERE

9.2 BEHEEERE

921 mEOBEENOHLBE

FhH&E - RERROEY 2T AT 50 SEEICRET 52 &, mWIMHPIRBENFRT L2203 H
%, [16.6.1 ]

20



(fian)

9.2.1 AANTEIZB N LPEE SN D T2, BIEED H 5 BHE TIXPEIEIEBIE L, SRFDMANICE R
LTAHERRGEODEB I TSRS D, 207, BEEOREIS U -BEEOFE N
VETHY | FCEEOBREEDH 2 BEOLGEIXEEICER ST 20LERH D, (VIL FKyH)
REICBET 2HE ] 0HEBM))

(3) HHEEERE

9.3 FFreESTEE
M EENEH T o BZNNH 5,

(fifan)

9.3 FEEDH 5B IL, A - PHEAEE STV A7), HEAIDNENIZER LA ERKEE O
TR TAREEND D, IFEERESR ICAA] 2g 285 LA, RO IS, i
D IERENBD b TS, (VI EyEiEeIcfT2EE | OESHR))

(4) £HERREHT HE
BRE ST R
(5) Wim

9.5 TR
A SOTIEIE L TV A ATHEME D & 5 Lethicid, 1B LOBFREN G Z LE S L HE S 556
WCORFEETDHZ L,

(6) 7w

9.6 RELIF
1B EOFIEIER ORFREBEOAHRMEZ B E L, HALOAMGSUIPIE 2 BE+ 25 2 &, Bt ~o
BATRHE ShTngd? 1Y,

9.6 AFNIDLTNTHLNRILT~DOBATRRE SN THDLDOT, AT OIHANKET 551213,
IR EOFRRMERORAREOARMEELBE L, RAOMKGSUITILZHE§ 5 2 &,
(VI 5. (5) ZDOMEE~DOBATIE] DEZM)
(7) INRZF

9.7 MNRE
9.7.1 (KHAKER, HrAaRE xS e LRI L Tz,
LEI

9.7.2 [RHIEMEI, FAN, LR, SE NEICEHANREG LR &,

(8) Eln¥E

9.8 EikE
WORIZERE L, HETNCEGRRBICHET 50 EREOREBABILZ LN LEEICEETS 2
L. [16.6.3 &MH]
AEHREEEME T L CWD Z ENRE L BIERANREE LT,
CES LUK RZICE B HIEIAR S bbb = Ehb 5.

(fi#EL)

9.8 ElnE I, I - BHEE/R COEEMEEENME T LTV D Z ENRE L, PHIARIE USRI B
SNAHMEMCH D, £z, FUAEWBEOHRGICL 0 IBNMEENMHE S, B4 I KXZICKD
HIMER 2N H 5oL TND T, BEDRELZEE LKEETOCNCHEMBICEET L YEE
545,
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7. tHE{ER

(1) BtRERELZTDER
BE I TV
(2) $ftAFE L EDER

10.2 BtRERE (BHRICEE IS L)

A4 % ERATEIR - $E 1k B - faRiR 1
ARRLFH—R2Y XN MUY — FOPEISEIEL, A b BRMESWOREICLD, 2
VX — FNOBFMEEAPEBI D AMEE| b b L — N OB EE & BT

R D 5, SELEEZLN TN,
MmMAPREE=2Y 7 %75 R EEET
LT L,
RIS 305 Y [ 400 1) 4 P 2 B8 58 9 2 36 2 AL 208 & | AT oD H A7) <0 5 PR R L R
N7 ) 5 20T, HIMBERFEICEET D 2 & L e s 2 KEARRIEIZ LD

REIN B L Z L 75 Yo [l 570 ) 1 P 2 48
MSELEEZALN TV D,

(fiA)
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e pipracil- Piperacillin sodium injection, powder, lyophilized, for solution
HIE - Bk | injection, powder, lyophilized, for solution : 2g, 3g. 4g

INDICATTIONS AND USAGE
Therapeutic: PIPRACIL is indicated for the treatment of serious infections caused by susceptible
strains of the designated microorganisms in the conditions listed below:

Intra-Abdominal Infections including hepatobiliary and surgical infections caused by . coli,
Pseudomonas aeruginosa, enterococci, Clostridium spp., anaerobic cocci, or Bacteroides spp.,
including B. fragilis.

Urinary Tract Infections caused by E. coli, Klebsiella spp., P aeruginosa, Proteus spp., including P
mirabilis, or enterococci.

Gynecologic Infections including endometritis, pelvic inflammatory disease, pelvic cellulitis caused
by Bacteroides spp., including B. fragilis, anaerobic cocci, Neisseria gonorrhoeae, or enterococci (%,
faecalis).

Septicemia including bacteremia caused by E. coli, Kilebsiella spp., Enterobacter spp., Serratia
spp., P mirabilis, S. pneumoniae, enterococci, P aeruginosa, Bacteroides spp., or anaerobic cocci.

Lower RespiratoryTract Infections caused by E. coli, Klebsiella spp., Enterobacter spp., P
aeruginosa, Serratia spp., H. influenzae, Bacteroides spp., or anaerobic cocci. Although
improvement has been noted in patients with cystic fibrosis, lasting bacterial eradication may not
necessarily be achieved.

Skin and Skin Structure Infections caused by F. coli, Kilebsiella spp., Serratia spp., Acinetobacter
spp., Enterobacter spp., P. aeruginosa, Morganella morganii, Providencia rettgeri, Proteus vulgaris,
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P, mirabilis, Bacteroides spyp., including B. fragilis, anaerobic cocci, or enterococci.

Bone and Joint Infections caused by P aeruginosa, enterococci, Bacteroides spp., or anaerobic
coccl.

Uncomplicated Gonococcal Urethritis caused by V. gonorrhoeae.

PIPRACIL has also been shown to be clinically effective for the treatment of infections at various
sites caused by Streptococcus species including S. pyogenes and S. pneumoniae; however, infections
caused by these organisms are ordinarily treated with more narrow spectrum penicillins. Because of
its broad spectrum of bactericidal activity against gram-positive and gram-negative aerobic and
anaerobic bacteria, PIPRACIL is particularly useful for the treatment of mixed infections and
presumptive therapy prior to the identification of the causative organisms.

Also, PIPRACIL may be administered as single drug therapy in some situations where normally
two antibiotics might be employed.

Piperacillin has been successfully used with aminoglycosides, especially in patients with impaired
host defenses. Both drugs should be used in full therapeutic doses.

Appropriate cultures should be made for susceptibility testing before initiating therapy and
therapy adjusted, if appropriate, once the results are known.

Prophylaxis: PIPRACIL is indicated for prophylactic use in surgery including intra-abdominal
(gastrointestinal and biliary) procedures, vaginal hysterectomy, abdominal hysterectomy, and
cesarean section. Effective prophylactic use depends on the time of administration; PIPRACIL
should be given one-half to one hour before the operation so that effective levels can be achieved in
the site prior to the procedure.

The prophylactic use of piperacillin should be stopped within 24 hours, since continuing
administration of any antibiotic increases the possibility of adverse reactions, but in the majority of
surgical procedures, does not reduce the incidence of subsequent infections. If there are signs of
infection, specimens for culture and susceptibility testing should be obtained for identification of the
causative microorganism so that appropriate therapy can be instituted.

To reduce the development of drug-resistant bacteria and maintain the effectiveness of PIPRACIL
and other antibacterial drugs, PIPRACILshould only be used 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.

DOSAGE AND ADMINISTRATION

PIPRACIL may be administered by the intramuscular route or intravenously as a three- to
five-minute intravenous injection or as a 20- to 30-minute infusion. The usual dosage of PIPRACIL
for serious infections is 3 to 4 g given every four to six hours as a 20- to 30-minute infusion. For
serious infections, the intravenous route should be used.

PIPRACIL should not be mixed with an aminoglycoside in a syringe or infusion bottle since this
can result in inactivation of the aminoglycoside.
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The maximum daily dose for adults is usually 24 g/day, although higher doses have been used.

Intramuscular injections should be limited to 2 g per injection site. This route of administration
has been used primarily in the treatment of patients with uncomplicated gonorrhea and urinary
tract infections.

DOSAGE RECOMMENDATIONS

Type of Infection Usual Total Daily Dose

Serious infections such as septicemia, nosocomial 12— 18 g/d L.V. (200 — 300 mg/kg/d) individed
pneumonia, intra-abdominal infections, aerobic and doses every 4 to 6 h

anaerobic gynecologic infections, and skin and soft

tissue infections

Complicated urinary tract infections 8 —16 g/d L.V. (125 - 200 mg/kg/d) in divided

doses every 6 to 8 h

Uncomplicated urinary tract infections and most 6 -8 g/d LM. or L.V. (100— 125 mg/kg/d) in divided

community-acquired pneumonia doses every6to 12 h
Uncomplicated gonorrhea infections 2 g IL.M.T as a one-time dose
fone g of probenecid should be given orally one-half hour prior to injection.

The average duration of PIPRACIL treatment is from seven to ten days, except in the treatment of
gynecologic infections, which is from three to ten days; the duration should be guided by the
patient's clinical and bacteriological progress. For most acute infections, treatment should be
continued for at least 48 to 72 hours after the patient becomes asymptomatic. Antibiotic therapy for
S. pyogenes infections should be maintained for at least ten days to reduce the risk of rheumatic
fever.

When PIPRACIL is given concurrently with aminoglycosides, both drugs should be used in full
therapeutic doses.

Renal Impairment

Dosage in Renal Impairment

Creatinine Urinary Tract Urinary Tract Serious
Clearance Infection Infection Systemic
mL/min (uncomplicated) (complicated) Infection
>40 No dosage adjustment necessary
20-40 No dosage adjustment (9 g/day 12 g/day
necessary 3gevery8 h 4 gevery8h
<20 6 g/day 6 g/day 8 g/day
3gevery1l2h 3gevery12h 4geveryl2h

For patients on hemodialysis, the maximum daily dose is 6 g/day (2 g every 8 hours). In addition,
because hemodialysis removes 30% to 50% of piperacillin in 4 hours, a 1-g additional dose should be
administered following each dialysis period.

For patients with renal failure and hepatic insufficiency, measurement of serum levels of
piperacillin will provide additional guidance for adjusting dosage.

Prophylaxis

When possible, PIPRACIL should be administered as a 20- to 30-minute infusion just prior to
anesthesia. Administration while the patient is awake will facilitate identification of possible
adverse reactions during drug infusion.

INDICATION 15! Dose 2"d Dose 3rd pose
Intra-abdominal 2 g LV. justprior to 2 g during surgery 2 g every 6 h Post-Op
Surgery surgery for no more than 24 h
Vaginal 2 g LV. justprior to 2 g 6 h after 15t dose 2 g 12 h after 15tdose
Hysterectomy surgery
Cesarean 2 g LV. after cord is 2 g 4 h after 15t dose 2 g 8 h after 15! dose
Section clamped
(Abdominal 2 g LV. just prior to 2 g onreturn to recovery|2 g after 6 h
Hysterectomy surgery room
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Pediatric patients. Dosages in pediatric patients under 12 years of age have not been studied in
adequate and well-controlled clinical trials.

PRODUCT RECONSTITUTION/DOSAGE PREPARATION
Conventional Vials:

Diluents for Reconstitution
Sterile Water for Injection Sodium Chloride Injection
Bacteriostatic Water for Injection Bacteriostatic’ Sodium Chloride Injection
Dextrose 5% in Water
Dextrose 5% and 0.9% Sodium Chloride
Lidocaine* HCI 0.5-1% (without epinephrine)

IEither Parabens or Benzyl Alcohol.
#For Intramuscular Use Only. Lidocaine is contraindicated in patients with a known history of hypersensitivity to
local anesthetics of the amide type.

Conventional Vials :

Intravenous Solutions Intravenous Admixtures

Dextrose 5% in Water Normal Saline [+ KCI 40 mEq]

0.9% Sodium Chloride 5% Dextrose in Water [+ KCI 40 mEq]
Dextrose 5% and 0.9% Sodium Chloride 5% Dextrose/Normal Saline [+ KCI 40 mEq]
Lactated Ringer's Injection’" Ringer's Injection [+ KCI 40 mEq]

Dextran 6% in 0.9% Sodium Chloride Lactated Ringer's Injection [+ KCI 40 mEq]™"

T*When PIPRACIL®is further diluted with Lactated Ringer's Injection, the diluted solution must be administered
within 2 hours.

Intravenous Administration

Reconstitution Directions for Conventional Vials: Reconstitute each gram of PIPRACIL with at
least 5 mL of a suitable diluent (except Lidocaine HC1 0.5%-1% without epinephrine) listed above.
Shake well until dissolved. Reconstituted solution may be diluted to the desired volume (eg, 50 or
100 mL) in the above listed intravenous solutions and admixtures.

DIRECTIONS FOR ADMINISTRATION

Intermittent IV Infusion

Infuse diluted solution over period of about 30 minutes. During infusion, it is desirable to
discontinue the primary intravenous solution.

Intravenous Injection (Bolus)
Reconstituted solution should be injected slowly over a 3-to 5-minute period to help avoid vein
irritation.

Intramuscular Administration (Conventional Vials Only)
Reconstitution Directions:Reconstitute each gram of PIPRACIL with 2 mL of a suitable diluent
listed above to achieve a concentration of 1 g per 2.5 mL. Shake well until dissolved.

DIRECTIONS FOR ADMINISTRATION

When indicated by clinical and bacteriological findings, intramuscularadministration of 6 to 8 g
daily of PIPRACIL, in divided doses, may be utilized for initiation of therapy. In addition,
intramuscular administration of the drug may be considered for maintenance therapy after clinical
and bacteriologic improvement has been obtained with intravenous piperacillin sodium treatment.
Intramuscular administration should not exceed 2 g per injection at any one site.

The preferred site is the upper outer quadrant of the buttock (e, gluteus maximus).

The deltoid area should be used only if well-developed, and then only with caution to avoid radial
nerve injury. Intramuscular injections should not be made into the lower or mid-third of the upper
arm.

Stability of PIPRACIL Following Reconstitution

PIPRACIL is stable in both glass and plastic containers when reconstituted with recommended
diluents and when diluted with the intravenous solutions and intravenous admixtures indicated
above.
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Pharmacy vials should be used immediately after reconstitution. Discard any unused portion after
24 hours if stored at room temperature (20° to 25°C [68° to 77°F]), or after 48 hours if stored at
refrigerated temperature (2° to 8°C [36° to 46°F]). Vials should not be frozen after reconstitution.
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( TV 6. FrEDHE Rz AT HBHICHETLER] OEHEMR)

Drug Name Category
F—AKNT7 VT DI piperacillin B1
(2021 4F 4 H#5R)

2% PO
A=A NZ U7 D54 (An Australian categorization of risk of drug use in pregnancy)
Category B1 :
Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.

34



XI. {F&E

1. BR#F - REXIRICERL THREKHRZT S ICH->TOEEHER
(1) #»#

Y LR
(2) HE - BAMRUREREF 1 —JHEBMEHER

Y LR

2. ZothoBEERH""

AEOHERICEET HIE :

KRIT, KA OWHEYLERIZEMEICET M TH Y il L BilE U THEM L7ZBRoA0M - 22tk
(ZOWTORIIESER L TV 2vy, Fiz, Bld LB oW E bR 22 ENEIZ DWW TR L Tuie
Vo AAIZMA L BLE LT D BRICIE, SRAIORMSCE LR L, g 5 2 &,

ERXRSS ) NasEsiA 1g TNIG) BEREZTIERER
(1) pHZEEHER
(1 34 7 v & 5 K 4mL (2 EAfE)

g - 0.INHCl (A) mL | &#& pH XiX | &# Ak
Gl AR PH N NaOH (B) mL | ZftfipH | % | pik

E7 U > Na B 1g (A) 3.14 5.55 035 | M

INIG) 5.90

(Lot.02962) (B) 10 7.99 2.09 L

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

H A-— B

5.55 5.90 7.99
(2) BEEILHER

EZ U2 NaEHH 1g INIG) 134 70 (Lot.013, 119301) # &#ikIZIRE Lz,
RAFSE - 25°C. 1000Lx ENEELE T
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OB R

— it A i
) it
ZE Woes (5 i
- G Y B A4 D%
: wap | BH e ORI
g A £
e AT | SIS | 6
HEsSIF) 7 kol 100mL ﬁﬁﬂ RGN | REwD | | 24 R
. — 5.39 WEEY | OB | R
REEHEE50% EHEE) | 100 5.31 = w;ﬁ{%ﬁﬁﬂ
[7 RO k] 200mL ?ﬁﬂ JHE £ 75 1 41&2?;20% 4}}}99-4 9'793
- - 4. auist JIE 42, P25 B e
R Fko0 T 190 1.68 " 6jﬂ O]
(73 W - AR I e s e
_ pH WY | ) :
= > 6. o {ZE'EE 3
DH:T/V7 R FEA7 R (%) 1(?(‘)5 6.61 657 | MY
N - . 6.
. RAEMT 2 B 200mL ﬁﬁﬂ ] ﬁz&;ﬁﬂ ﬂg. 5 49551)

3 : HAEY >
Y R — e T 100 T oo B9 | e
B DF R4 7 S/ W] 200 WE | WEEED 87.9 o3 6.04

mL | __pH - 15'5 W] | AT ﬁ64‘_1
[;w Y 715 BlECD | 100 7.02 500 A
Fi Y — iR AR T e e e s
7 Rl 4.45 il MEIED] | METED
(e ) — S /S Ll F506) | 100 A1 141 | 2 Gl
BERAT 2 ) b S48 T 98.4 97 417
X/ R 200mL pH OB | EAEY | E -7 95.8
. — 6.90 M (A VBB | M R
¥ — 1 3G FeA72(%) 6.66 IE 4 5]
(Femes - 3G o 100 6.62 6
HEFHE (7 R o) ] 200mL R A €2 755 B ﬁgﬁ 26.9 %?
i pH 1 £ 5T ??\{‘%75‘ .
¥ ¢ — Pl A (%) iﬁ 5.37 5;% W B ]
[EERR U o 4Lk co0mL. WE | _998 99.9 5.33
® _pil 6.94 RO | ROED] 43{9834
VLT B el 09 | 100 6.90 689 MY
PR e(1)) 500mL S| MG ﬁgﬁj 99.4 ggg
pH on {E—% ﬂﬁé % .
o \ 6.1 WAET | )
V% A3A$§ﬁ{ﬁ‘z ifﬁ%j‘(%) 10(()) 6.10 6.07 lmé{é{_fﬁ
[HERFR(3)] 500mL S8 R AL 4111‘:2&?;2 99.1 2793
pH AN Yﬂ% 4}}}@‘: .
N e S 5.93 A £, 7 B A AL Y
L VLT K SAGHRTE PRATFH (%) 100 5.91 5.92 ’mgﬁ{%’iﬁﬂ
ﬁé% )] 500mL ﬂﬁ M ﬁgﬁﬁ 9 gﬁ
p AT 4}}3&@‘: .
. 5. 4 £ Y5 -
WA YAS: Bl (%) 13(;3 5.93 - gzﬂ Wl 5]
e : 5.
LR (T)] 200mL ?ff“ 4 £, V5 ﬁ:g?;fﬁﬂ ﬂﬂE99.4 9782
W 75 ‘ .
, ; 4.86 VB | Wy
vV TS TR A | 100 2.5 1.92 S
e HRE(3)] | #m IEenw s | el a8
K A SR T T
NMG3 =i 73(%) 100 13 5.09 “‘5 L]
[HEFFR(16)] 500mL S8 (2,75 B ﬁléfﬁ 100.3 16136
- e 1ss T B | W] | e
TUT U 175 (%) 100 4.88 1ss | 2 o
[RLER Y > 7 L] 250mL AR | REE Joas | 1085 .58
p = 4}}3&@‘: .
; > 6.3 O AT Y
oL Y y*7;'7 T — Vi BEEC) | 10 g 6.25 1 wéﬁ?%
& ‘}I/H— e 9 > .07
i (7% 74000 ] 500mL ?ﬁﬂ 410 B T ﬂgé% ﬂ99‘.9 96.7
g;f ey 8.11 /m@f{’%ﬁ% ?E@“ZRE
175:(%) 10 7.98 —38 e £, 785 ]
0 95.4 oL0 7.31
: 80.6
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KYSHESCE 14, 8 EOEE L0 >

14 BRLEDEE

14.1 RRFREOIE
(BIRARS)

14.1.1 HRESHAK, BRABERER XX HRT RO ERRICEMRE UEIRICERN T2 2 &,

14.1.2 S0IC XD RIRN R G-I2BR LTk, s, AHF 1~4g (J)ff) % 100~500mL OFFHEIZEE LIV
DTl B, RERECHT- - UL, EFHAKEZER LW & GRRBERICR L RNTED),
(FFARZS)

14.1.3 @5, AH#l1g i) 2 HBRY KB4 R (0.5w,/v%) 3mL M LIER T2 2 &,

(B E5EHEE)

14.1.4 ERERITESCOICHER T2 28, 0B, SLEGTRELZLELTI2HATHHEES (K 5C) I
RIF L. 24 BFRLINICE R 2 2 &,

14.2 EFIREROIE
(B E5EmLE)

1421 7370 ay RERFUEME (Mo~ 0%) LATHE, T3 70 ay RRFUEWEDE
MR TEETOT, FRLHATI2HEICITENZNRIRKTRET D2 L,
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