HIGHLIGHTS OF PRESCRIBING INFORMATION

These hghiights do notinclude allthe nformation neced to use PIPERACILLIN
OBACTAM FOR INJECTION safely and effectively. See full prescribing

DOSAGE FORMS AND STRENGTHS

Piperacilin and tazobactam for Injection: 2.25 g, 3.375 g, and 4.5 g lyophilized powder
for reconstitution in single-dose vials. (3)
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ADVERSE REACTIONS
‘The following clinicaly significant adverse reactions are described elsowhere in
the labelin

+ Hypersensitivity Adverse Reactions [see Warnings and Precautions (5.1)]
« Sen [soe Warnings 6.

Iformation foy PIPERAGILLIN AND TAZOBACTAM FOR INJECTION. Table 3: Reconstitution of Single-Dose Vials and Resulting Concentration ’523;‘1]
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* Pediatric Patients wlnd'cmn i Age: See Table below (2.4) The most common adverse reactions (incidence > 5%) are diarrhea, constipation, Stability studies in the |.V. bags have demonstrated chemical stability (potency, Immune system disorders
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2 months of Age and Older, Weighing up to 40 Kg and With Normal Renal at1-800-551-7176 or FDA at 1-800-FDA-1088 or wwwfda.gov/medwatch. Candidiasis (1.6%)
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b3 used in ambulatory iniravenous infusion pumps. Stabilty of pipracilin and
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15 Seeamd Sk Suuctire iecions e VBCWQW use
14 Fomaio ol 78 Yecuroniu *Diuent volumes apply only to single vials oo secmg il usod a dosing regimen of 3.375 g given every 4 hours with an
Gommuniy Soaina Preuronia 78 Mooty oy oo .
18 g
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3 DOSAGE FORMS AND STRENGTHS 10 OVERDOSAGE inacivation tazobactam for injection. Eosinophila (< 1%)
4 CONTRAINDICATIONS 11 DESCRIPTION Piperacilin and tazobactam for injection is not compatible with tobramycin for Gastrointestnal dsorders
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5  WARNINGS AND PRECAUTIONS 12 CLINICAL PHARMACOLOGY m i i s Constipation (8.4%)
B borsensiiity Adverse Fescti SLINIGAL PHARMACOLO tazobactam for njection with other aminoglycosides has not been established. Nws'g oion (84%)
5 sere Cutaneous Adverse Reactions 122 Phamacodynamics. be. matter and iing 27
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58 Closiroids dificile-Associated Diarrhea il r - fon sie reaction (5
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15 Community-acquired Preumonia minutes v
Piperaci and tazobaciam or jecionisndicatd inaduls or th eat foms of HLH may includo fovr, asn, dverse L nang Trals)
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ness of piperacillin and tazobactam for injection and other antibacterial drugs, 55 Reconstitution and Dilution of Piperacillin n and Tazobactam or njocton s g tolet atio increases In platelet count, eosinophili, leukopenia, neutropenia. These patients
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2 DOSAGE AND ADMINISTRATION Wi prolonged admirisiraion.
2259 3375 8, a0 45,9 hiperacilin and tazobactam for njection should Periodic assessment of hematopoietic function should be performed, especially Renal “increases i serum creatiine, blood urea nittagen
21 D i be reconstituted witn 10 mL 15 mL, 0 mL, respectively. Swirl until AR o P s, nresses
piperacillin jection for adult lissolve g s in
patients wilh indicafions ofher than nosocomial pneumona s 3,575 g every six 2055 maimL (150 mamL ofpperaciin and 225 mamt of zovactam 55 Contal NorvousSystem Adverso Reacions 5 o o Moty Iocs Sacta decreasas, Garmea G aneiars
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by intravenous infusion over 30 minutes. The usual duration of piperacilin and - exctani ovsalzuvss alents receiving higher doses, ospecially patients wi
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Dotk i batave rom whom  Sownosh 0 Soam oA Pl ang Podianc Palens iching Suer molicenter coniolled il rtical il patents see Adveree Feacions (6.1). I ini trial, reatment emergent adverse events were r y 146 patients,
Heconeiued Plerslln and azobacan o mcton Bifon for shglodose e o Sl Bl ie Leatmete Dot cha be Concmad o ths 73 (26.7%) in the piperacilin and lazobactam for njection group and 73 (27.1%)
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Botransn Piperaciin and azobactam for injecton cortains  fota o 235 mEg (54 o) of i 2o, o o Al o e
Table 1 Hwnmmenﬂm Dosage of Piperacillin and Tazobactam for Injection in Patients with Dextrose 5° Na* (sodium) per gram of piperacillin in the combination product. This should tients aged 2 months to 9 mnmhs mmd wm. p\psram\hn ‘and ta: bac
‘Normal Renal Function and Renal Impairment (As total grams piperacillin and tazobactam)* De considered when treating palients requiring resiristed salt ntake. Periodic " inction 30 malkg | older than § months and
LACTATED RINGER'S SOLUTION IS NOT COMPATIBL LN eciroyt s be parcrc In patnts i ow botsssum gt T8 earsiane s R el and tassbaam for Miscuon
Creatinin cloarance, Al Idications (except Nosocomial ‘AND TAZOBACTAW FOR INJECTION. 1125 mg/kg IV every 6 ho
'who have potentially low potassium reserves and who are receiving C‘{\omxvc
mlmin nosocamial pneumonia) o inerapy or Gursics 62 Postmarketing Experience
Inaddlen o ho adverso dug reactons denifed n clical il n Tabl 6 and
Greaterthan 40 mUmin 3375 overy 6 hours 45 overy 6 hours Piperacili Clostridioides diffc S DA e AD) has b & with
P P— P s Bt or muaion bt Since Sompatbity has ot béen estaBohed o,f;;g,‘;"; s " C';,*sswa; m;mgg;m,ag,,‘:;";;y;gg;w i uzo m spwrecnSnd zobacam i eclon, Secauso st eaclons e
o 40 mumiv overy 6 hours evary hours tion, and may range in severly from mid diarthea to fatal coliis. Treatment with m vehalﬂy estimat thelr ieauency or estabish a causal reatonship 1o crug
eraciln fone ions antibacierial agens alters the norma flora of he colon Ieaing fo overgrowth o
Less than 20 mLmin® 225 every 8 hours 2.25 every 6 hours contain only and solutions e p & atttcte iy hepats, aundics
Piperacilli .
[—— 225 every 12 oS 225 ovry B hours Plperacilin and tazobactamfo jecion shouid ot o added o blogd procucts Gl produces loxins Aand 8 uhich conrutc 0 the development of Hematologic—hemolytic anemia, agranuiocytosis, pancylopenia
for partculat matie or discoloraton oY o aGminsiaton, whenever Soion CDAD.Fypertouin producing srains of . il cause Increased moroidtyand react reactions
canD 2.25 ovry 12 hurs 225 ovry 8 hors and container permi. Teauie Coleciomy: COAD must be considered i all patiens who présent wilh ot s i 7 5 HLH), acute myocerdel
. diarthea following antibacterial drug use. Careful medical history is necessary. Iechom e 4 P o
\dminister for injection u ‘30 minutes. A inc -
* Creatining clearance for patients not receiving hem of antibacterial agents. ﬁena/—m\ersmna\ nephitis
“The volume ofreconsliuted Solution reqired to deliver the dose of Piperacilin
<+ 075067 § peaci and 008  zouacta) o b samnistered folowing e us systom disordors—seizures
Rormodaleis easion on hemodilyss gays D 11 COAD s suspected o sonfmed, ongoing anibectrel drug use ot drected s
ihge-Goso vis shoud oo furter uted 1 a compaible i ui ificile, and
fsted abov slrgical evaluation shouid be instiuted as cinicaly ndicated.

o Eanors oihar T, gsoroimal phGurom and 328 5 Ly o it hours
% to40%ofthoacmin-

istered d

(067 .0 g tazobactam) shouid be administered following

&ach dayss period on hemodialysis days. No aditional dosage of piperaci
tam for njection is necessary for CAPD patients.

1
Istration (2.4)]

2. Jisted above und
the subheading “Compatible Reconstiution Diluents for Single-Dose Vial

rug
B Dot o asabaciam fo injection i iho absence of a proven
or itongly suspected bactralnection or @ prophylacic indicaion s unikely
10 provide benei o the patent an ncreases th ris of ceveloprent o dug-
resistant bacteri

epidermal necrolysis, drug reacien wih eosinophiia and syslomc sympio
RESS), acute generalized exanimematous pusilosts (AGEP), dermatits xio:
liative, and linear IgA bullous dermatosis.

patients suggests a similar safety profile to that seen in aduls.
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Additional Experience with Piperacillin nl iperacillin and (azabaclam the percentage of the piperacillin and tazobactam 12.4  Microbiology
per iper o pipe
pip i < amoved by ool i approdnatly ST ard S5, ekpacively
. o i ooe Cimea Phaimacorogy Yechaen
11 DESCRIPTION SOl syhess o uscopile batata n o, BEaacin & e
DRUG INTERACTIONS i ecton, a variety of gram-postive and gram-negaive aerobic and anasrobic bacteria
Tazabaciam 3odkum has lile CIncally feevant n uiro actviy against bactera
Aminoglycosides comvering he il p U0 reded ity o peniil brcing protein. It s, nowever, a beta:
verting them o
cally inert amides. Piperaciin sodium i derved rom DL aminoboraytpenicl Yhe chomica class Ill (Bush class 2b & 20') pemc\Hlnasss and cephalosporinases. It yaesn
nac namo of piperacilin soaium is sodium (25,57 6R)-6-((4)2.(4-oth s abilty to inhibi class I and IV (3a & 4) penicilinases. Tazobactam does not
fbenacliaer :
W sl desare adiisered corunctor vt sents i aaci socim e i e etmendad Sogats reginen.
CH,
bemoniored iy CooNa Piperaci azobactam has been shown to be active against most solates
‘Sequential administration of piperacillin and tazobactam for injection and tobra- N CH,‘ of the fol ”W‘”Q mwcmmgamsms both in vitro and in clinical infections [see Indi-
myain 1o patents wi ether formal renal fnction or mid o modsrate renal cations and Usage (1)):
impairmen has been shown o modestly decrease serum concentrations of o
tobramycin but no dosage adjustment is considered necessary. CH: e cteria
In vitro inactivation:
Buetothe in v oglyco +nogalh
Darcbaten o mlacion and ar mgbym e et o epmite Gramnegalive bactria
atmnsiration Pipoasil and azobaciam for njecion and aminoglycosiies e o
inerapy wih aminoglycésdes s ndicalad. Poracin and Azobacam o jec CHNNIOS MW, 5305 Hosmon
e Gartim o o o specific concentrations. Piperacillin and tazobactam for Tazobactam sodium, a derivative of the pemmHm nucleus. is 2 penicllric add Kebsiella preumoniae
injection is not compatible with tobramycin for simultaneous Y-site infusion [see sulfone. Its chemical name is sodiu ,35,5R)- (1H-1,2; the isolate is susceptible)
Dosage and Administration (2.6)]. .
Probenscid The structure oftazobaciam sodium asrobic bacteria )
Probenedd administered concomitanty with piperacilin and tazobactam for H COONa B ilpansy oo GToUP (5. ragils, . ovatis 8. thetalotaomcron, and
injection prolongs the haiffle of piperaclin by 21% and that of tazobactam by
715 because probenecid nhibis 1Lbuar renal secretion of both piperacilin and on\ NG
{azobaciam. Frobenecd should not ba co-administored with pperacilin and N cant o
{az0bactam for njection unlass the beneft oUtWaIghS the ris CH _ MIC) i
Vancamyein by and fazobaciam against isolales of Similar Genus of organisim Group: However,
Studies have detected an increased incidence of acute Kidney injury in patients these bactera has not been establshed in adequate and wel-conalied cincal
Concomitantly administorad piperacilin and tazobaciam and vancomyein as thess
Ibared 10 vancomycin slone foee Hamings and Precautions (5.6)]
Montor idney function i patentsconcomtanty administered wih pperaciin C . H,NNaO,S MW 3223 e ctori
d tazobaciam and vancomy Piperacilin and tazobactam for njection, USP contains a total of 235 mEq (ampicilin o isolates only)
No pharmacokinetic interactions have been noted between piperacillin and (54 mg) of sodium (Na') per grar acilin in the combination product. epidermidis
tazol in. Piperacilin and tazobactam for njection, USP is a white , cryo- . isolates only)
Anticoagulants i
or other drugs that may affect the biood coaguiation system or the thrombocyte R oo 1 s ST Tor il o Hpesae Sy Sl Fo
function [see Wamnings and Precautions (5.4)]. to 2 grams of piperacillin and tazobactam sodium equivalent to 0.25 g of Moraxalia catarrhalis
ronium tazobactam, Morganels morgani
Plpelac\llm Wi used soncomitanty wih vecuronium has boen implicated n .
Jockac: m. Piporacilin and o Protous miabils
tazgbacia for iy jection could produce the Same pnenumenon if given along 8 amount of drug sufficient for withdrawal of piperacilin sodium equivalent Proteus vulgaris
ject ° B rams of meacii an asobacim Sobm sauvalont 0 6375 s o Frotous wlgars
tazobactam. Providencia stuartii
Blockers could be prolonged I he presence of rperaciin, Monforfo acvarse . nectonss g
Salmonella enterica
eactons an amolintf g suffient fr wihcraval o poeaciin soaum oauralent
i9 4 grams of iperaciin ana tazobactam sodm equivalent o 05 g o Anaerobic bacteria
Methotrexate Clositriium perfring
L rganic Impuriti e re teroides dis
may Meots USP Organic Impurites, Procedure 1 Bectoades dtasons
I 12 CLINICAL PHARMACOLOGY hore
121 Mechanism of Action o piperaciln alono.
Effects on Laboratory Tost Susceptbity Tetng
EflctoonLaborslonyTests et using the BioFad Laborsaries 23] BPRSICTEN e omng sty ot e s v
Plzleha Aspevgmus EIA test ln patients receiving piperacillin and tazobactam 122 Pharmacodynamics associated test methods and quality control standards recognized by F

e EriD, ploass soe- Mo ameich GoVISTIC,

ross. o pharmacodynamic parameter for piperacilin and tazobacta that is most
rsac\mns with polysaccharides and with Ihg predictive of clinical and microbiological efficacy is time above MIC. 13 NONCLINICAL TOXICOLOGY
Bi €l Thersfor
posmve e vains i paionls fecening piperaciin and tazobaciam shoudbe 123 134 i Muts Fertility
Interpreted cautiously and confirmed by other diagnostic meth of piperacillin and tazobactam after multiple intravenous doses are summarized Carcinogenesis
As with other penicillns, the administration of piperacillin and tazobactam for in Table 8. e eareinogenicity studies in animals have not been conducted with
injection may result i a alse-positve reaction for glucose i the urine using a Table 8: Mean (CV%) Pi d T PK Paramets tam, piperacilin, or tazob
copper-reduction method (CLINITEST?). I s recommended that glucose tests able 8: Mean (V%) Piperacillin and Tazobactam PK Parameters
based on enzymatic glucose oxidase reacions be Use Piperacilin enesis
Piraciin g tazobactam wae negatte i microbal mutagenily assays
USE IN SPECIFIC POPULATIONS Piperaciin and nschedsied DNA synnets UDS) et @ mammalan poit o (G nese
,, Tazobactam c. Auc o Voo oL, famster ovary coll AT) assay. and a mammalan cofl BALS/c 313 tansior,
regnancy ) pe AN = o asaay 1 Yo, PIperachis and 1a200aCi 86 Rek icucs horhoeomal
(mogin)  (megenm) _(mlmin) () O (mlmin) mation assay: n 1
isk Summary rations In
Piperacilin and tazobactam cross the placenta in humans. However, there are 2259 194 a1 4] BT Feutlity
P or lazobacta 33759 22 202 10] w7 s om0 Reprod
SEnormalias wers Sbearved i T 1 TCS Whon BIRGCAEN 8 IODATAn 459 8 sapel 20 4 o paked ertily when plparach shactamle dminstered nvevenou
i el o Up 1 2 dose of 1.200/920 malkg piperaciin and tazobactam, whioh & simiar
and 2 10 3 times the human dose of piperacilin and tazobactar, respectively. Tazobactam e
based on body-surace area (mg/m?). However, felotoxicty in the presence of
Piperaciin and 15 REFERENCES
conducted in rats (muapemuneal administration prior to mating and throughout Tazobactam Cppy Auc oL v T CL, 1. Jensen J-| us Hein L, Lundgren B, et al. BMJ Open 2012; 2:¢000635.
esialon o from gestalion day 17 hrouh lacan day 21)af doses lesshan _Dcse” (mogin)  (megenm) (mlmin) (1) O (mlmin) doi110.118¢
wimum recommended human dally dose based on body-surface ar
ey 15,60“ e human dally dose based on bodysurface area 2259 15 6o 28 170 o077 GLINITEST is a reqi of Siemens Ine.
The background risk of major birth defects and miscarriage for the indicated 33759 2 2508 21 148 088 168 1. EOW 5‘]{""”65?/57[70“‘\55’ AND HANDL‘}'SNPG ed o "
i known.In he U5 5o u w05115) w5 147 e Piprasiinand azobaciam fr ijecon, USP are supplied as singl-dose vl
Tisk of malor bith defects ant inthe
24k and15-20%, respectiel P‘pegecrshm (1parentheses are cosficients of variation [cv%] Product | Unitof Sale Strength Each
D iaximum observed concentration, AUC: Area under tho curve, Cl 3 Code
T ormbrya fo \nt animals received 434420 [NDC65219-434-20 |2.25 grams pervial | NDC 65219-434-02
intravenous Goses of piperacilin and tazobactam i t0.3,000/750 makaicay Unito! 10 20 mL Single-Dose Vil
dlring e period of crganogeness Tere was 1o ovidence o ratogenicy Up ately &fter completion of an Intravenous infusion of anevacmm and tazobactam ) PP o
tothe highest dose evaluated, which is 1 10 2 times and 210 3 f for njection. Piperacilin plasma concentrations, fol e nuson ine 52! e e
dose of piperaciin an azobactam, n mice and rts especively, based on of piperacilin and tazobacta for njection, were similar
fernally Cebiiaian Ubses o Bparan wers acminetored Sl Sicagy-siats masma 259045 |NDG 65210-259-45 |45 grams pervial | NDC 6521925905
ic d above. ad c Unitof 10 50mL Singie-Dose Val
humem2 dose of both piperacillin and tazobactam based on body-surface area the first dose
™ Distrbution Each pipeaciin and tazobaciam for jection 225 grams per il provdos
ity and genera eprodciion sy in s using naperionealacine Both Blperaciin and tzobactam are spproximatay S0% bound ts plasia pipesclinccdm eqlento 2 grane o pperacinand sopact
tration ‘6 combination piperacilin and tazobactam prior to proteins. The agnaont 100 Each vl contains 4.7 mEq (108 mg) of
i o ough T o of gesiaton FoRad A Gedrsots o S8 i the fhepresence iin S Samaliod T pa caron
presence of matemal :oxmy a« 640 mglkg/day azcbaciam (4 tmes the human is negligivle.
Boes of tas -aisface ares). and dooraased tier sze and i tazobactam are widely ditbuted Into tssuos and body flds * Each piperacilinand tazobactamfor nfcton 3.37 rams por vl provides
o nciease. m fe\ uses wwh ussmcnlmn delays and variations of ribs, concur- Iperacillin and tazobactam are widely distributed into tissues Y o [t 705'“5‘_“‘62 mg] -l
o Do sorce areny are generally 50% to 100% of those in plasma. Distrbution of piperacilin and .+ ach mporaciin and azabaam for jection 4. rams per vl provics
Peripostnatal development in rats d wih reduced s, as with other penicillns (sse Table 9) cam sodium
orensed slbirine, and mereased o z“ Jalty conaurtent with maternal tosiity > ¢ 4 equivalent 10 0.5 g of tazobactam. Each vial contains 9.4 mE (216 mg) of
akojday Sadium. SuDDHed 70 per carton
3 iemes e i doss basd on by Saace arcd) ol the combinaion i
Diperacilin and tazobactam ai doses > 6401160 malko/day (0.5 fimes a @ 3 o ials o 3
fimes the human dose of piperacilin and tazobaclam, especiel, based on sy | ol oo | s aeEe T T T Sl R Tomeral o
body-surface area) rom gestation day 17 through lactation day e B | s s | o
Lactation Teseorrud | W i) ol g i Farge The container closure s not made with natural rubber latex.
Aok Suomar S % | 0545 | mswi2 | om-n | 4077 | oesom 17 PATIENT COUNSELING INFORMATION
Piperaciin inhumanmik  [Fa Tesw @ | 0545 | 4001 [oowors| 0715 | owom Serious Hypersensilyiy Reactions
v ot baon studied. No mlormation s avalale on in afects of iporaclin (1 w0515 | sims | omon | iz [ owom ‘Advise patients. thei families, o caregivers thatserious hypersensiiviy reactions,
rona st and tazobactam for injection that require immediate treatment. Ask them about
= Hicosa 1525 se 055 105 115 Tecton,
jection or from e other or other all Warnings
the underlying maternal condition. Baisa 1525 a2 05 s 21 and Procautions (5.2)].
Pediatric Ut 4 offocti " llin and tazobactam ton Appendix 22 | 05-25 | 265-641 | 043-053 | 91-186 | 080-135 smophagoeytic Lymphohistiocytosis
and effectiveness of piperacilin and tazobacta for injection for B P poraciti and tazbactam for njocion,
intra-abdominal nfections, and nosocomial pneumonia have been established ;e aubect et e cale o parlots s xcesana i Betuation may Gecr wih piperacii an
n pediatric patients 2 monihs of age and older. ine fom e o e rvson {azobaciam ot ijecln and ihat ey shotl repor signs or symptoms euch
hadenopathy 1o a healthcare provider immediately jsee
Use of piperacilin for injection in ths of Metabolism Gifover 2o, orlmphadengpatny P y
e o BRarwih i o Hetzbotar Warnings and Procautions (5.3).
Diarthea
d, acterial actll Advise patients, their families, or caregivers that diarrhea is a common problem
Compartie.open abelcnical vl win 5z pediaric patents 2 o3 veare o : o,
e clions (including oo, Excretion jnich usually ends when he drug is tiscontinued, Sometimes after Startin
W 373 hecaine patens racawed pperaciin 2 ‘azoLacam 566 AGVASS Following single or multple piperacilin and tazobactam for injection doses to Troament with antibaciorial drugs. patients can eveiop watery and bloody ai00is
Reaciions (5.1) and Clnical Pharmacology (12.3). iy Sublects, i plasma ai o of pperacilin an o tazo {oth 07 WHhOLL SLomach crarmiss 4nl fover) even 48 1o 28 g of More montns
ffom 0.7 10 1.2 hours and was unaf fose or duration of infusion. drug. f
Use of piperacilin and tazobacta for injection in pediatic pationts 2 months o o : i
of age and older with nosocomial pneumonia is supported by evidence from Both piperacillin and tazobactam are eliminated via the kidney by glomerular eir fsee (©8)
wel-controlied studies in adults with nosocomial preumonia, a simulation study firation and blar secrtion. Piperaciin i excreted rapidy o unchange Antbacterial Resistance
hort wih 68 Patients shouid be counseled that antbacteial crugs incucing pipsracilin and
Study of pediatric patients with nosocomial pneumonia in which 140 pediat They do
s werereated wi piperacilin and izobciam o rotion and 267 patnts dose excreted a5 unchanged g and e remainder o5 o Sihgls merbots. ot
eated with comparators (which included ticarcilin-clavulanate, carbapenems, Piperacilin, inlo the bile
CEhasiime, colaime. o AIOIOHaGH) (569 Adverss Heachions (.7 ane mcal . rerapy
Pramacology (12.3) ‘Specific Populations. * " d
oy (123)]. Spediic Popuiato should be taken exactly as directed. Skipping doses or not completing the full
I
Do SSASHANd 1 padatic banes 1035 i 3 morae of age 566 e s andiain P
Phammacology (12) and Dosage and Administration (2)]. decreasing Creatinine clearance. At creatinine clearance below 20 mLimin, the e urs, "
Dosage of !
10 subjets winnormalrenl Tuncion Docage atjusimentsfo pperaciin and Pregnancy and Lactatio
-mvmw has not been determined iazabaciam o nacion ars rocommanded Whan Sreaione clawance B o b eomselod tnat pperacinand zooactm o fecton can
Ger i
B varss Jears st notat an neased e of doveloping adverse et g azobactn o ricctor See Besage and Acmimsreion 2 or spsche Populations (8.1, 8.2)].
Sy bl T o o b e hepresence o mmendalions for the trealment of patlents with renal impairment. el espeo
fona meaiment 1565 oo an eantaon 9 Hemodialysis removes 30% o 40% of a piperacilin and tazobactam dose with e owners.
reflecting the g Pertoneal dialysis removes approximately 6% and 21% of the piperacilin and
g cnl o Cardad hncton an o concomiant case or athar drig s, respociely. with up t0'16% ol e tazobactart o removed
or a
P\persm\lm and tazobactam for injection contains 54 mg (2.35 mEg) of sodium eing hemodialysi fs6s Dosdge and Admintaton (2]
ram of piperacilin in the combination product, At the usual recom- Hepatic Impairment
mended doses, patients would receive and 864 mg/day (26.2 and The
37.6 mEq) of Sadium. The geriatric population may respond with a biunted 18 el i
nairiuresis 1o salt loading, This may be clinically important with regard to such However, this diference does not warrant dosage adjustment of piperacilin and
as congesiive hear failure. obactam for njection due to hepali cirthosis.
G the risk of toxic ediatrics
reactions o e dug may be greater i patets wih mpaird renal funcilon Piperacillin and tazobactam pharmacokinetics were studied in pediatrc patients
elderly patients are more lkely 10 have decreased renal function, care 2 months of age and older. The clearance of both compounds is slower in the
Shouid G to'older chidren and adult.
Renal Impairment n a population PK analysis, estimated clearance for 9 month-old to 12 year-old
in patients wit (hemodial- patents was comparable 1o adite wi a population mean (SE) vt of
I3 an 64 (0.34) mLimin/kg. The piperacilin clearance estimae is 80% of this value
$hould bo reduso 10 the degres of ranal fnction mpairment [see Dosage and r
Administration (2)]. clearance of piperacilin is slower oompamd o gl chicren: owover, it 1 0t
Hepatic Impairment piper &
Dosage adiustment of piperacilin and tazobactar for njection is not warranted
in patients with hepatic cirhosis [see Ciinical Pharmacology (12.3)]. Geriatrics
e act of age on the phamacokinlicsof ipeacil and tazobactam
Patients with Cystic Fibrosi evaluated in heaihy male subjects, ears (n=6) and aged 65 10
As with other semisynthetic penicilins, piperacilin therapy has been associated Yoars oan i o p.parwum Sl oactar wos 555 and
with an increased incidence of fever and rash in cystic fibrosis patients 559 higher, respecitaly in e ared {0 the younger sublects. This  Manufactured for

QUERDOSAGE
Thero havo beon postmarkating ropors ofovordose wih piporaciln an tazo-

im. Tho maonty of hose everts experienced, nclucing nausea, vomiing,
and diaimhea, have a1so bosn reported wih ihe usual recomended dosages.
Patients may experience neuromuscular excitabillly or seizures f higher than

o S e
Race
ffect of race on piperacilin and tazobactam was evaluated in healthy male.
volunteers. No difference in piperacillin o tazobactam pharmacokinetics was
observed bewgen Asian d Caucasian (n=9) healthy volunteers who
4105 doses.

failure) [see Warnings and Precautions (5.5)].

Treatment should be symptomatc according o th patint’s

inical prosentaton ExChssve serum concenirations of sler piperacilin o
im ma) be reduced by hemodialysis, Folowing a singie 3.375 g dos

Drug Interactions.
‘The potential for pharmacokinetic drug interactions between piperacilin and
benecid, heparin,

7)].

‘vecuronium, and Isee
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