




Zosyn, piperacillin/tazobaotam parenteral combination . is a white to off-white sterile, 
cryodesiccated powder consisting of piperacillin and tazobactam as their sodium salts packaged 
in glass vials . The product does not contain excipieizts or preservatives . 

Each Zosyn 2.25 g single dose vial or ADD-Vantage ®R vial contains an amount of drug sufficient 
for withdrawal of piperacillin sodium equivalent to 2 grams of piperacitlin and tazobactam 
sodium equivalent to 0.25 g of tazobactam . 

Each Zosyn 3.375 g single dose vial or ADD-Vantage vial contains an amount of drug 
sufficient for withdrawal of piperacillin sodium equivalent to 3 ) grar-ns of piperacillin and 
tazobactain sodium equivalent to 0.3?5 g of tazobactam. 

Each Zosyn 4.5 g single dose vial or ADD-Vantage 01 vial contains an anYolant of drug sufficient 
for withdrawal of piperacillin sodium equivalent to 4 grams of piperaci~lin and tazobactam 
sodium equivalent to 0.5 g of tazobactam . 

Zosyii (piperacillin and tazobactam for injection) is a inonosodiurn salt of piperacillin and a 
monosodium salt of tazobactarn containing a total of 2 .35 mEq '54 mg) of Ioia+ per grain of 
piperacillin. in the combination product . 

CLINICAL PHARMACOLOGY 
Peak plasma concentrations of piperacillul and tazobactarn are attained imlnediately after 
completion of an intravenous infusion of Tosyn . I'iperacillin plasma concentrations, following a 
30-minute infusion of Zosyn, were similar to those attained when equivalent closes of piperacillin 
were administered alone, with mean peak piasrla concentrations of approximately 134, 242 and 
298 VLglmL for the 2 .25 g, 3.3715 g. and 4 .5 g Zosyn (piperacillin/tazobaetam) doses, respectively . 

` The corresponding mean peak plasma concentrations of tazobactam were 15, 24 and 34 j .ig,/n1L, 
respectively . 

`Following a 30-minuie I.V. infusion of 3 .3-/5 g Zosyn every 6 hours, steady-state plasma 
concentrations of piperacilliii and tazobactam were similar to those attained after the first dose . 
In like manner, steady-state plasrna concencrations were not different from those attained after 
the first dose when 2.25 g or 4.5 g doses of Zosyn were administered via 30-minute infusions 
every G hours . Steady-state plasma concentrations after 330-minute infusions every 6 hours are 
provided in Table 1 . 

Following single or multiple Zosyn doses to healthy subjects, the plasma lialf=life of piperaciltin 
and of tazobactam ranged from 0.7 to 1 .2 hours and was unaffected by dose or duration of 
infusion . 







Aerobic and facultative Gram-negative microorganisms : 
Acinetohczcter bauYnurzii 
Eschef°ichia coli 
Haerrzophilus irzfluenzae (excluding P-lactaYnase negative, ampicillin-resistant isolates) 
Klebsiella pneurnoniae 
P.rezrdomonas aeniginosa (given in combination with an arninoglyccside to which the isolate is 
susceptible) 

Gram-negative anaerobes : 
Bacterozdes firagilis aroup (B. ftagilis, B. ovrzPUS, B . thetaiolaorraiervaz, and B. vulgutus) 

The following in vitro data are available, but their clinical simnificance is aunknown . 

At least 90% of the following microorganisms exhibit an in vitro nniniFnum inhibitory 
concentration (MIC) less than or equal 2o the susceptible breakpoint for piperacillin,/tazobactain . 
However, the safety and effectiveness 6f pyperacillin/tazobaetam in treating clinical infections 
due to these bacteria have not been established in adequate and well -caaitro Iled clinical trials . 

Aerobic and facultative Gram-positive microorganisms : 
Enterococcus faecalis (ampicillin or penicbllin-siYSCeptible isolates only) 
Staphylococcus epiderfnidis (excluding inethicillin and oxacillin resistant isolates) 
Streptococcus ugalucZiae' 
Streptococcus pneumoniae' (penicillin-susceptible isolates only) 
Streptococcus pyogenes' 
Viridans group streptococci*r 

Aerobic and facultative Gram-negative jnicroarganisms : 
Citrobacter° koseri 
Morcrxella catarrhalis 
Morganella morganii 
Neisseria goraorrhoeae 
Proteacs rnirabilis 
Prolezrs vz-rTgaris 
Serratia marcescens 
Providencia stuaf°tii 
Pravidencia ret(geYi 
Salfnonella entericca 

Gram-positive anaerobes : 
Clostridiurn perfringens 

Gram-negative anaerobes : 
Bacteroides distasonis 
Prevotella )nelceninogenica 

tThese are not (3-lactamase producing bacteria and, therefore, are susceptible to piperacilIin 
alone_ 











To reduce the development of drug-resistant bacteria and maintain the effectiveness of Zosyn 
(piperacillin and taaobactam ) injection and other antibacterial drugs, Zosyn (piperacifllin and 
tazobactam) should be used only to treat or prevent infections that are proven or strongly 
suspected to be caused by susceptible bacteria . When culture and susceptibility inf6nnation are 
available, they should be considered in selecting or modifying antibacterial therapy . In the 
absence of such data, local epidemicslogy and susceptibility patrertls may contribute to the 
empiric selection of therapy . 

CONTRAINDICATIONS 
Zosyn is contraindicated in patients with a history of allergic reactions to any of the peniciliins, 
cephalosparins, or (3-lactaznase inhibitors . 

WARNINGS 
SERIOUS AND OCCASIONALLY FATAL HYPERSENSITIVITY 
(ANAPHYLAC'T'IC/ANAPI-IY_LACTOID) REACTIONS (INCLUDING SHOCK) HAVE 
BEEN REPORTED IN PATIENTS RECEIVING THERAPY WITH I'ENICILLINS 
INCLUDING ZOSYN. THESE REACTIONS ARE MORE LIKELY TO OCCUR IN 
INDIVIDUALS WITI4 A HISTORY OF PENICILLIN HYPERSENSITIVITY OR A 
HISTORY OF SENSITIVITY TO MULTiPLE ALLERGENS . THERE HAVE BEEN 
REPORTS OF INDIVIDUALS WITH A HISTORY OF PENICILLIN HYPERSENSITIVITY 
WHO HAVE EXPERIENCED SEVERE PEACTIONS WI4EN TREATED WITH 
CEPHALOSPORINS . BEFORE INITIATING T'HERAPY WITH ZOSYN, CAREFUL 
INQUIRY SHOULD BE MADE CONCEPNI1d1G PREVIOUS HYPERSENSITIVITY 
REACTIONS TO PENICILLiNS, CEPHA:LOSPORINS, OR OTHER. ALLERGENS . IF AN 
ALLERGIC REACTION OCCURS, ZOSYN SHOULD BE DISCONTINUED AND 
APPROPRIATE THERAPY INSTITUTED. SERIOUS ANAPHYLACTIC/ 
ANAPHYLACTOII)1ZEACTI('3NS (INCLUDING SHOCK) REQUIRE, IMMEDIATE 
EMERGENCY TREATMENT WITH EPINEPHRINE. OXYGEN, INTRAVENOUS 
STEROIDS, AND AIRWAY MANAGEMENT, INCLUDING INTUBATION, SHOULD 
ALSO BE ADMINISTERED AS INDICATED. 

Pseudomembranous colitis has been reported with nearly all antibacterial agents, including 
pipea-acillin/tazobactarn, and may range in severity from mild to life-threatening . 
Therefore, it is important to consider this diagnosis in patients who present with diarrhea 
subsequent to the administration of antibacterial agents. 

Treatment with antibacterial agents alters the normal flora of the colon and may permit 
overgrowth of clostridia . Studies indicate that a toxin produced by Clostridil{rn difficzle is one 
primary cause of "antibiotic-associated colitis ." 

After the diagnosis of pseudomernbranous colitis has been established, therapeutic measures 
should be initiated. Mild cases of pseudomembran ous colitis usually respond to drug 
discontinuation alone . In moderate to severe cases, consideration should be given to management 
with fluids and electrolytes, protein suppiernentation, and treatment with an antibacterial drug 
clinically effective against C'lostrid:wn diffcile colitis . 

;.~. ., 
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General 
Bleeding manifestations have Occurred in some patients receiving 0-lactam antibiotics, including 
piperacillin . These reactions have sometimes been associated with abnormalities of coagulation 
tests such as clotting time, platelet aggregation and prothrombirt time, and are more likely to 
occur in patients with renal failure . If bleeding manifestations occur, Zosyn (piperacillin and 
tazobactam for injection) should be discontinued and appropriate therapy instituted . 

The possibility of the emergence of resistant organisms that might cause superinfections Should 
be kept in mind . If this occurs, appropriate measures should be taken . 

As with other peniciltins, patients may experience neuromuscular excitability or convulsions if 
higher than recommended doses are given intravenously (particularly in the presence of renal 
failure) . 

Zosyn is a monosodium salt of piperaciltin and a finonosodiutn salt of tazobactacn and contains a 



The mixing of Zosyn with an aminoglycoside in vitro can result in substantial inactivation of the 
aminoglvcoside . (See DOSAGE AND AMNUNISTRATION, Compatible Intravenous 
Dildient Solutions.) 

The inactivation of aininoglyeosides in the presence of penicii iin-c3ass drugs has been 
reco-nized . It has been postulated that penicillin-amino 'glycoside complexes form ; these 
complexes are microbiologically inactive and of unknotvn toxicity . Coadxniriistration of Zosyn 
with tobramycin to patients with normal renal function and mild to moderate renal impairment 
has been shown to modestly decrease serum concentrations of tobranlycin but does not 
significantly affect tobrarnycin phannacokinetics . When aminoglyc;osides are administered in 
combination with piperacillin to patients Nvith end-stage renal disease requiring hertnodialysis, the 
concentrations of the aminoglycosides (especiaily tobraznyein) may be significantly altered and 
should be monitored . Since alrcinoglycosides are not equally susceptible to inactivation by 
piperacillin, consideration should be given to the choice of the aminoglycoside when 
administered in combination with piperacillin to these patients . 

Probenecid 
Proberlecid administered concomitantly with Ztrsyn prolongs the half-life of piperacillin by 
21 % arid that of tazobactam by 71 

Vancomycin 
No pharrnacokinetic interactions have been noted between Zosyn and varacomyein. 

Heparin 
Coagulation parameters should. be tested more frequently and monitored regularly during 
simultaneous administration of high doses of heparin, oral anticoagulants, or other drugs that 
may affect the blood coagulation systern or the thrombocyte function . 

Vecuroniupn 
Piperacillin when used concomitantly with vecaronium has been implicated in the prolongation 
of the neuromuscular blockade of vecuronium . Zosyn (piperaciltin/tazobactam) could produce 
the same phenomenon if given along with 6recuroniulrt . Due to their similar mechanism of action, 
it is expected that the neuromuscular blockade produced by any of the non-depolarizing Inuscle 
relaxants could be prolonged in the presence of piperacillin . (See package insert for vecuronium 
bromide .) 



Drug/Laboratory Test Interactions 
` As with other periicillins . the adtninistratio=.r of Zosyn (1~ (piperacillin and tarobactann for 

injection) may result in a false-positive reaction for glucose In the urine using a copper-reduction 
method (CLINITEST() . It is recommended that glucose tests based en enzymatic glucose 
ohidase reactions (such as DIfSSTI.X~ or TES-TAPE(~') be used . 

There have been reports of positive test resUlts using the Bio-Rad Laboratories Platelia 
Aspergillzrs RA test in patients receiving piperacillin/tazobactain injection who were 
subsequently found to be free of Aspergillus inllection . Cross--reactions with non-,4spergilhis 
polysaccharides and polyfuranoses with the Bio-Rad Laboratories Platelia .4spergillus EIA test 

' have been reported . 

Therefore, positive test results in patients receiving piperacilliiv'tazobactaiii should be interpreted 
cautiously and confirmed by other diagnostic methods . 

Carcinogenesis, IVlutagenesis, Impairment of Fertility 
Long-term earcinogeriicity studies in ani,nals have not been conducted with 
piperacillin/tazobactam, piperacillin, or tazobactaln . 

Pipe raciilin/Tazobactam 
Piperacillinltazobactam was negative in microbial inutagenfcity assays at concentrations tip to 
14.84/1 .86 lAg/plate . I'iperacillinltazobactarn was negative Hil the unscheduled DNA synthesis 
(UDS) test at concentrations up to 5689/711 ~tg/mL . I'iperacillin/tazobactaiil was negative in a 
mammalian point mutation (Chinese hamster ovary cell HPRT) assay at concentrations up to 
8000/1000 Vtg/niL . Piperacillin/tazobactain was negative in a mammalian cell (BALB/c-3T3) 
transformation assay at concentrations up to 8/1 p.tg/mL . In vi-vo, piperacii3in/ tazobaitaln did not 
induce chromosomal aberrations in rats dosed I.V . with 1500/18'7.5 mglkg; this dose is similar to 
the maximum reconnnended human daily dose on a body-surface-area basis (rrIg/tn'`) . 

Piperacillin 
Piperacillin was negative in microbial mutagenicity assays at concentrations tip to 50 ~Lg/plate . 
There was no DNA damage in bacteria (Rec assay) exposed to piperacillin at concentrations up 
to 200 Vtg/disk . Piperacillin was negative in the UDS test at concentrations up to 10,000 Vtg/ml, . 
In a mammalian point mutation (mouse lymphoma cells) assay, piperacillin was positive at 
concentrations >2500 ug/ir:I. . Piperacillin %vas negative in a cell (BALB/c-3T' )) transformation 

; assay at concentrations up to 3000 ~tg/iTtL . in vivo, piperacillin did not induce chromosomal 
aberrations in mice at I.V . doses up to 2000 mg/kg/day or rats at I.tiI . doses up to 
1500 mg/kg/day . These doses are half (mice) or similar (rats) to the maximum recommended 
human daily dose based on body-surface area (nlg/mz) . In another 7n vivo test, there was no 
dominant lethal effect when piperacillin was administered to rat at I.V . doses up to 
2000 mg/kg/day, which is similar to the maximlull recommended hurnan daily dose based on 
body-surface area (mg/m ̀) . When cnice were administered piperacillin at I .L' . doses up to 
2000 mg/kg/day, which is half the maximum recommended human dally dose based on 
body-surface area (mg/m`'), urine fi-ont these animals was not rauta;genic wheri tested in a 
microbial mutagenicity assay . Bacteria injected into the peritoneal cavity of mice administered 

, piperacillin at I . V, doses up to 2000 mg/kg/day did not show increased i~1utaC~afi frequencies . 



Tazobactam 
Tazobactam was negative in microbial inutagenicity assays at concentrations up to 333 ug/plate . 
Tazobactain was negative in the t1DS test at concentrations up to 2000 

' 
k1g/mL . Tazohactam was 

negative in a manimalian point mutation (Chinese hamster ovary cell 14PR"i ) assay at 
concentrations up to 5000 pg/mL. h1 another mammalian point mutation (mouse lymphoma 
cells) assay, tazobactam was positive at concentrations -_>3000 pg/IriI. . Tazobactam was negative 
in a cell (BALB/c-3T3) n-ansfornlatian assay at concentrations up to 900 p.g/ini . . In an in vitro 
cytogenetics (Chinese hamster lung cells) assay, tazohactam was negative at concentrations up to 
3000 jAg/mL . In vivQ, tazobac;tam did not induce chromosomal aberratior.s an rats at 1 . V . doses up 
to 5000 mg/kg, whicb is 23 times the inaximuin recommended human daily dose based on 
body-surface area (ing/in') . 

Pregnancy 
Teratagenic effects-Pregnancy Category 8 
Piperacillin/tazabactarn 
Reproduction studies have been performed in rats and have revealed no evidence of impaired 
fertility due to piperacillin/tazobactam administered up to a dose which is similar to the 
maximum recommended human daily dose based on body-surface area (mg/In 2) . 

Teratology studies have been performed in mice and rats and have revealed no evidence of harm 
to the fetus due to piperacillin/tazobactaiiz administered up to a dose which is 1 to 2 times and 
2 to 3 times the humart dose of piperacillin and tazobactam, respectively, based on body-surface 

: area (mglm ')-

Piperacillin and tazobactam cross the placenta in humans . 

Piperaciliin 
Reproduction and teratology studies have been performed in mice and rats and have revealed no 
evidence of impaired fertility or harm to the fetus due to piperacillan administered up to a dose 
which is half (mice) or similar (rats) to the maximum recommended human daily dose based o31 
body-surface area (mg/m2). 

Tazobactarn 
Reproduction studies have been performed in rats and have revealed no evidence of impaired 
fertility due to tazobactam administered at doses up to 3 times the fnax imtini recommended 
human daily dose based on body-surface area (mgjm2 ) . 

Teratology studies have been performed in mice and rats and have revealed no evidence of harnl 
to the fetus due to tazobactarn administered at doses up to 6 and 14 times, respectively, the 
human dose based on body-surface area (rrigin') . In rata, tazobactam crosses the placenta . 
Concentrations in the fetus are less than or equal to 10°/~) of those found in maternal plasma . 

There are, however, no adequate and well-controlled studies with the piperacillin/tazcbactam 
combination or with piperacillin or tazobactam alone in pregnant women. Because animal 
reproduction studies are not always predictive of the human response, this drug should be used 
during pregnancy only if clearly needed . 



Nursing Mothers 
Piperacillin is excreted in low concentrations in human Ynilk ; tazobactam concentrations in 
human milk have not been studied . Caution should be exercised when 7asyn (piperacillin and 
tazobactam far injection) is administered to a nursing woman. 

Pediatric Use 
Safety and efficacy in pediatric patients have not been established, 

Geriatric Use 
Patients over 65 years are not at an increased risk of developing adverse effects solely because of 
age . However, dosage should be adjusted in the presence of renal insufficiency . 
(See DOSAGE AND ADMINISTRATION) 

In general, dose selection for an elderly patient should be cautious, usually starting at the low end 
of the dosing range, reflecting the greater frequency of decreased hepatic . renal, or cardiac 
function, and of concomitant disease or other drug therapy. 

Zosyn contains 54 mg (2 .35 mEq) of sodiuni per gram of piperacillin in the combination product. 
At the usual recommended doses, patients ~uould receive between 648 and 864 mg/day (28.2 and 
37 .6 mEq) of sodium . The geriatric population may respond with a blunted nat!-iuresis to salt 
loading . This may be clinically important with regard to such diseases as congestive heart failure . 

This drug is known to be substantially excreted by the kidney, and the risk of toxic reactions to 
this drug may be greater in patients with impaired renal function . Because elderly patients are 
more likely to have decreased renal function, care should be taken in dose selection, and it may 
be useful to monitor renal function . 





Nosocomial Pneumonia Trials 
In a completed study of nosocomial lower respiratory tract infections, 222 patients were treated 
with Zosyn in a dosing reguner3 of 4.5 g every 6 hours in combination with an aininoglycoside 
and 215 patients were treated with iznipencrzi/cilastatui (5OtJ mg/500 nig q6h) in combination 
with an aminoglycoside . In this trial, treatment-emergent adverse events were reported by 
402 patients, 204 (91 .9%) in the piperaciiliziJtazobactani group and 198 (92 . [ %) in the 
iinipenem/cilastatin group . Twenty-five (11 .0°,%) patients in the piperacillinitazobactaxn group 
and 14 (6.5%) in the imipeaiemicilastatin group (p > 0.05) discontinued treatment due to an 
adverse event . 

In this study of Zosyn in combination with. an aminoblycoside, adverse events that occurred in 
more than 1°'o patients and were considered by the investigator to be drug-related were : diarrhea 
(17.6%), fever (2 .7%), vomiting ( :7.7%), urinary tract infection (2,'7%), rash (2 .3%), abdominal 
pain (1 .8%), generalized edema (1 .8%), moniliasis (1 .8%), nausea {1 .8%}, oral inoniliasis 
(1 .8%), BUN increased (1 .8%), creatinine increased (1ab%), peripheral edema (1 .8%), abdomen 
enlarged (1 .4%), headache (1 .4%), constipation (1 .4%), liver function tests abnormal (1 .4%), 
thrombocythemia (1 .4%), excoriations (1 .4%j, and sweating (1 .4°/O . 

Drug-related adverse events reported in 1 °'Q or less of patients in the nasocomial pneumonia 
study of Zosyn with an aTniraglycoside were : acidosis, acute kidney failure, agitation, alkaline 
phosphatase increased, anemia, asthenia ; atrial fibrillation, chest pain, CNS depression, colitis . 
confusion, convulsion, cough increased, thcdmbocytopenia, dehydration, depression, diplopia, 
drug level decreased, dry mouth, dyspepsia, dyspllagia, dyspriea, dysuria, eosinophilia, fungal 
dermatitis, gastritis, glossitis, ggrand mal convulsion, hematuria, hyperglycemia, hypematremia, 
hypertension, hypertonia, hyperventilation, hypochrolnic anerma, h;pc3g1yce1nia, hypokalemia, 
hyponatremia, hypophosphatemia, lzypoxW, ileus, injection site edema, injection site pain, 
injection site reaction, kidney --Function abnormal, leukacytcasis, leukopenia, local reaction to 
procedure, melena, pau7, prothrombin decreased, pruritus, respiratory disorder ., SGOT increased, 
SGPT increased, sinus bradyeardia, somnolence, stomatitis, stupor, tremor, ttichycardia, 
ventricular extrasyytoles, and ventricular taehycardia. 

In a previous nosocomial pneumonia study conducted with a dosing regimen of 3.375 g given 
every 4 hours with an aminoglycoside, the following adverse events, irrespective of drug 
relationship, were observed : diarrhea (20%); constipation (8.4%); agitation ('? .1%); nausea 
(5.8%); headache (4.5%); insomnia (4.5%), oz-a? thrush (3.9%)9 erythernatous rash (3 .9%) ; 
nxiety (3 .21%) ; fever (3 .2%); pain (3 .2%); pruritus (3 .2%); a i hiccough (2.6%) ; vomiting (2 .ff~,~) ; 
dyspepsia (l .g%); edema (1 .9%) ; fluid overload (1 .9%); stool changes (i .9%); anorexia (1 .3°ro) ; 
cardiac arrest (1 .3%) ; confusion (13'%) ; diaphoresis (I .3%) ; duodenal ulcer (1 .3%) ; flatulence 
(1 .3%); hypertension (1 .3%) ; hypotensioia ( .1 .3°%)y inflagrmation at injection site (1 ~3%); pleural 
effusion (1 .3°ro) ; pneumotharax (1 .3°r'o) ; rasn, not otherwise specified (1 .3%); stipraventricular 
tachycardia (1 .3%) ; thrombophlebitis (1 .3%); and urinary incontinence (103°%) . 



Adverse events irrespective of drug relationship observed in 1 % or less of patients in the above 
study with Zosyn and an aminaglycoside included : aggressive reaction (combative), angina, 
asthenia, a.telectasis, balanoposthitis, cerebrovascular accident, chest pain, conjunctivitis, 
deafness, dyspnea, earache, ecchyinosis, fecal incontinence, gastric ulcer, gout, hemoptysis, 
hypoxia, pancreatitis, perineal irritatiozi/pain, urinary tract infection with trichomonas, vitamin 
B12 deficiency anemia, xerosis, and yeast in urine . 

Post-Marketing Experience 
Additional adverse events reported frflni worldwide marketing experience with Zosyn, occur_-mg 
under circumstances where causal relationship to Zosyn is uncertain : 

Gastrointestinal-hepatitis, cholestatic jatzndice 

Henzatologic-heinolytic anernia, anemia, thrombocytosis, agranulocytosis, pancytopenia 

In2mune-hypersensitivity reacttons, anaphylactic/anaphylactaid reactions (including shock) 

Infections--candidal superinfections 

Renal-interstitial nephritis, renal failure 

Skin and Appendages-eiytheina multiforme, Stevens-Johnson syndrome, toxic epidermal 
necrolysis 

., 
Adverse Laboratory Events (Seen During Clinical Trials) 
Of the. studies reported, including that of nczsocornial lower respiratory tract infections in which a 
higher dose of Zosyn (piperacillin and tazoaactam for injection) was used in combination with an 
aminoglycosade, changes in laboratory parameters, without regard to drug relationship, include : 

Henzatologic-decreases in hemoglobin and heinatocrit, thrombocytopenia, increases in platelet 
count, eosinophilia, leukopenia, nEUtropenia . The leukopenia/neutropenia associated with Zasyn 
administration appears to be reversible and most frequently associated with prolonged 
administration, ie, >_21 days of therapy . These patients were withdrawn from therapy, some had 
accompanying systemic symptorns (eg, feve-r, rigors, chills) . 

Coagulation -positive direct Coombs' test, prolonged proth:ombin time, prolonged partial 
thremboplastin time 

Hepatic-transient elevations of AST (SCiOT), ALT (SG1'T), alkaline phospllatase,, bilirubin 

Renal-increases in serum crea.tinine, blood urea nitrogen 

Urinalysis-proteinuria, hernatu:-ia, pyuria 

Additional laboratory events include abnormalities in electrolytes (ic, increases and decreases in 
sodium, potassium, and calcium), hyperglycemia, decreases in total protein o1- albumin, blood 
-Iucose decreased, gamma-glutanlyltransfex~ase increased, hypokalemia, and bleeding time 

, prolonged . 
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Zosyn can be used in ambulatory intravenorts infusion ptimps . 
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Stability of Zosyn Following Reconstitution 
Zosyn is stable in glass and plastic containers (plastic syringes, i.V . bags, and tubing) when. used 
with compatible diluents . 

Pharmacy vials should be used immediately after reconstitution . Discard any unused portion 
after 24 hours if stored at room temperature (20°C to 25°C [68°F to 77°F]), or after 48 hours if 
stored at refi-igerated temperature (2°C to S°C (36°F to 46°F]) . Vials should not be frozen after 
reconstitution . 

Stability studies in the I .V . bags have demonstrated chemical stability (potency, pH of 
reconstituted solution and clarity of solution) for up to 24 hours at room temperature and up to 
one week at refrigerated temperature . Zasd"n contains no preservatives . Appropriate 
consideration of aseptic technique should be used . 

Stability of Zosyn in an ambulatory intravenous infusion pump has been demonstrated for a 
period of 12 hours at room tenaperature . Each dose was reconstituted and diluted to a volume of 
37.5 mL or 25 mL. One-day supplies of dosing solution were aseptically transferred into the 
medication reservoir (I.V . bags or cartridge) . The reservoir was fitted to a preprogrammed 
ambulatory intravenous infusion pump per the manufacturer's instructions . Stability of Zosyn is 
not affected when administered using an ambulatory intravenous infusion pump . 

Stability studies with the admixed ADD-Vantage' system have demonstrated chemical stability 
(potency, pH and clarity) through 24 hours at room temperature . (Note ; The admixed 
ADD-Vantage~o should not be refrigerated or frozen after reconstitution .) r a.renteral drug 
products should be inspected visually for particulate matter and discoloration prior to 
administration, whenever solution and container permit . 

HOW SUPPLIED 
Zos;m " (piperacillin and tazobactam for injection) is supplied in the failowing sizes : 

Each Zosyn 2.25 g vial provides piperac;illin sodium equivalent to ? grains of piperacillin and 
tazobactarn sodium equivalent to 0.25 g of fiazobaetam. Each vial contains 4:69 mEq (108 mg) of 
sodium. 





iiance Standards for 
enient. NC',CLS docunnent 

Is for Dilution A-ptinucrobial 
ed Standard-5th Edition . 

iance Standards for 
th Editiofl . NCCL,S document 

s for Antimicrobial 
rd---5th ed. NCCLS 

~ivision, .Miles 

Alan, please 111~1 1U11H 


