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Table 6: Adverse Reactions from Piperaci

in and Tazobactam

HIGHLIGHTS OF PRESCRIBING INFORMATION DOSAGE FORMS AND p '*" “ ‘* Pa'v‘emerad\ révug p‘vod‘ucls shou:d be g\zﬂecled élsual\y 53 gerﬂoph'agocvﬁchLyr"ph(oh‘isﬁmvﬁh gsif N (HLH) have b
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These highlights do not include all the information needed to use  piperacilin and tazobactam for Injection: 40.5 g lyophilized powder for tration whenever solution and container permi reported in pediatric and adult patients treated with piperacillin and
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it abdomil Mocion n acutand pciatic paterts 2 mrinsofage se of piperacilin and tazgbactam for imecton, ITHLH is suspected. Compatile r;"gﬁﬁw?ufﬂre‘gﬁ for Pharmacy Bulk Package Bottles espocally ithprolonged herapy . = 21 days [soe Aderse Reac-
and older (1 s
. « Hematological effects (including bleeding, leukopenia and neu"oper\l Sterile water for injecti y
ot p"s“mwa in adult and pediatric patients 2 months of age have sccurred Monior hematoiogc Tosis s dunng prolonged therapy. (5.4) Dextran 6% n sa e N Siﬁéﬁfﬁ? éw‘:a‘:rasceulﬁve:ﬁm:szcbac1am may cause
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effectiveness of piperaciliin and tazobactam for injection and other antibac-  + Nephrotoxicity in critically ill patients has been observed; the use of Piperacillin and tazobactam for injection should not be mlxed with ular exciabilty . :
terial drugs, piperacillin and tazobactam for injection should be used only piperacilin and tazobactam for ijection was found (o bé an independent other drugs in a syringe or infusion bottle since 56 in Critically lll Patients
1o treat or prevent infections that are proven or strongly suspected to be ek factor for renal failure and was associated with delayed recovery of been established. The use of piperacilin and tazobactam for injection was found to be
caused by bacteria. (1.6 renal function as compared to other beta actam artibactaral drugs in Piperacillin and tazobactam for injection is not chemically stable in an independent risk factor for renal failure and was associated with
DOSAGE AND multcenter, controled trial n crtcaly il patients. Based solutions that contain only sodium bicarbonate and solutions that T G T e o oliasy g
oninis study, alternative treatment options be considered in the significantly alter the pH. antibacterial drugs in a randomized, multicenter, controlled trial in
« Adult Patients With Indications Other Than Nosocomial Pneumonia; The Criically ill population. If alternative "Emmw omms are inadequate or , A critically ill patients [see Adverse Reactions (6. ased on this
usual daily dosage of piperacillin and tazobactam for injection for adults wailable, monitor fenal function during treatrent with piperacillin and Piperacillin and tazobactam for injection should not be added to blood study, alternative treatment options should be considered in the crit-
is 3.375 g every six hours totaling 13.5 g (12 g piperacillin and 1.5 g tazobactam for injection. roducts or albumin hydrolysates. Parenteral drug products should ically ill population. If alternative treatment options are inadequate or
tazobactam). (2.1) . T - ed dianthea: evaluate patients if dianhea be inspected visually for particulate matter or discoloration prior to unavailable, monitor renal function during treatment with piperacillin
« Adult Patients with Nosocomial Pneumonia: Initial presumptive treatment ocours P administration, whenever solution and container permi and tazobactam for injection [see Dosage and Administration (2.3)].
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+ See the full prescribing information for the preparation and administration priate fluid and electrolyte management, protein supplementation,
instructions for piperacilin and tazobactam for injection pharmacy bulk 56 17 for PATIENT COUNSELING INFORMATION. ;"ghﬁgbgga'g;:}me’y(g ‘a"ﬁn‘;'\‘iﬂ?&%"eﬁ?ﬂﬁ’éﬁieﬁéﬁgﬁ'ir antibacterial treatment of C. diffcile, and surgical evaluation should
package bottles. Revised: 9/2024 between 20 mg/mL to 80 ma/mL (tazobactam between 2.5 mg/mL be instituted as clinically indicate
t0 10 mg/mL) in a compatible intravenous solution (as listed above) ~ 5-9 Development of Drug-Resistant Bacteria
i an appropriately sized syringo of IV bag. Prescribing piperacilin and tazobactam for injection in the absence
FULL 7 DRUG INTERACTIONS 5. Administer the diluted piperacillin and tazobactam for injection of aproven or strongly suspected bacterial infection or a prophylactic
1 |ND|CAT|0N5 AND USAGE Aminoglycosides solution by infusion over a period of at least 30 minutes (a indication is unlikely to provide benefit to the patient and increases
Intra-abdominal Infections 7 2 Probenecid programmable syringe or infusion pump is recommended). During the risk of development of drug-resistant bacteria.
‘ 2 Nosocomial Pheumonia 7.3 Vancomycin th? infusion it is desirable to discontinue the primary infusion 6 ?DV'EI‘RSE REACTI( o” S i desoribed
13 Skin and Skin Structure Infections 7.4 Anticoagulants solution. he following clinically slgm ficant adverse reactions are describe
1.4 Female Pelvic Infections 7.5 Vecuronium Stability of Piperacillin and Tazobactam for Injection Following Recon- elsawhera in the labalin
1.5 Community-acquired Pneumonia 7.6 Methotrexate stitution and Dilution Warnings )
16 7.7 Effects on Laboratory Tests Piperacillin and tazobactam for Injection reconstituted from pharmacy . {559;7]' e Ci [see Wer
2 DOSAGE AND ADMINISTRATION USE IN SPECIFIC POPULATIONS bulk package bmues are stable in glass and plastic containers (p\asmc . .
2.1 Dosage in Adu Patlnts With Indicatons Other Than Nosocorial 81 Pregnancy syrnges, yIV bags ar 9) edv Hemophag L [see Warnings and Precau
neumonia 8.2 Lactation . i i
22 Dosage in Adult Patients With Nosocomial Pneumonia 84 Pediatric Use Pharmacy bulk package bottles should be used immediately after et Nmﬁ‘:z;’;}:‘;?‘,;’g:;fsg &’:;’;ﬂgﬁ:",ijfﬁg“,‘;%’;f;%
23 Dosage in Adult Patients With Renal Impairment 85 Geriatric Use reconsition. Discard any unused portion after storage for 24 hours * precautions (65
24 Dosag‘epm Ped\amc Patients With Appendicitis/Peritonitis or Noso- 86 Renal Impairment at room temperature (20°C to 25°C [68°F to 77°F]), or after storage (56)]
comial Pneumoni 8.7 Hepatic Impairment for 48 hours at refrigerated temperature 12“0 10 8°C [36°F to 46°F)). * Cibstridioides diffiale-Associated Diarhos [see Warnings and
25 Reconstitation and Dilution of Piperacilin and Tazobactam for 88 Patients with Cystic Fibrosis Stabilty studies inthe V. bags have demonstrated chernical stabilty Procautions (5.8)]
08 ity With Aminoglycosid 10 OVERDOSAGE (potency, pH of reconstituted solution and clarity of solution) for up 6.1~ Clinical Trials Experience
3 DOSAGE FORMS AND STRENGTHS - 11 DESCRIPTION 10 24 hours at room temperature and up to one week at refrigerated Because dlinical trials are conducted under widely varying conditions,
temperature. Piperacilin and tazobactam for injection contains no adverse reaction rates observed in the cinical trials of a drug cannot
4 CONTRAINDICATIONS 12 c._m,c,“_ PHARMACOLOGY \pprop! be directly compared to rates in the clinical trials of another drug and
5 WARNINGS AND PRECAUTIONS 2.1 Mochanism of Action bs used. may not reflect the rates observed in practice.
5.1 Hypersensitivity Adverse Reactions 153 Phamacocymamics for injection m pharmacy Glinical Trials in Adult Patients
5.2 Severe Cutaneous Adverse Reactions 12.3 Pharmacokinetics bulk package bunles can be used in ambu\alury m\ravenuus mmslon During the initial clinical investigations, 2,621 patients wondw‘de
53 'mophagocytic Lymphohistiocytosis 12.4 Microbiology pumps. Stability of were freated with piperacillin and tazobactam for injection in phas
84 Hamatologic Adverse Reactons 13 NONCLINICAL TOXICOLOGY penod of 3'%als. In the key North American monotherapy cinical trials
55 Central Nervous System Adverse Reactions 2 hlours at room temperature. Each dose was reconstitited and (n=830 patients), 90% of the adverse events reported were mil
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertil d patients), P
56 Nephrotoxity in Criical i Patients genesis, Mutagenesis, Imp: y diluted to a volume of 37.5 mL or 25 mL. One-day supply of dosing moderate in severity and transient in nature. However, in 3.2% of the
57 Electrolyte Effect 15 REFERENCES solution were aseptically transferred into the medication reservoir patients treated worldwide, piperacillin and tazobactam for injection
58 Clostridoides dificle-Associated Diarthea (V. bags or cartridge). The reservoir was Mled 10 a preprogrammed was discontinued because of adverse events primariy involving the
59 Development of Drug-Resistant Bacteria 16 HOW SUPPLIED/STORAGE AND HANDLING ambulatory intravenous infusion r the manufacturer's skin (1:3%), ncuding rash and prurius; tho gastrointostina systom
© ADVERSE REACTIONS 17 PATIENT COUNSELING INFORMATION instructions, Stabily of piperacilin and fatobactam lor Injection is .99%), including diarrhea, nausea, and vomiting; and allergic
ing an
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2 Postmarketing Experience
3 Additional Experience with Piperacillin

*Sections or subsections omitted from the full prescribing information are
not listed

FULL PRESCRIBING INFORMATION

1
1.

INDICATIONS AND USAGE
1 Intra-abdominal Infections
Piperacillin and tazobactam for injection is indicated in adults and
pediatric patients (2 months of age and older) for the treatment of
appendicits (complicated by rupture or abscess) and pertonits

26 Compatbiliy With Aminoglycosides

the in vitro inactivation of aminoglycosides by piperacillin,
plpelac\Hln and tazobactam for injection and amlnog\ycusl &

Ciinical Trials

for Injection

System Organ Class

Adverse Reaction

Table 1:
Injection

Recommended Dosage of Piperacillin and Tazobactam for

rate
azobactam or injction and

Patients with Normal Renil “unction and Renal Impairment
(A total ctam)*

d\luled and administered separately when concomitant therapy with
is indicated [see Drug Interactions (7.1)].

Creatinine clearance,
mL/min

Nosocomial

Al Indlcallons (except
Pneumonia

nosocomial pneumonia)

Greater than 40 mL/min

'3.375 every 6 hours 45 every 6 hours.

In circumstances where co-administration via Y-site is necessary,
piperacilin and tazobactam for injection formulaions are compatile
ia Ysite infusion only with the

disorders
Diarrhea (11.3%)
Constipation (7.7%)
Nausea (6.9%)
Vomiting (3.3%)
Dyspepsia (3.3%)
Abdominal pain (1.3%)

caused by beta-lactamase producing isolates 20to 40 mimin® 225 avery 6 hours 3375 every 8 hours following Under he folowing conditions: o ”
o o sbigat oaois ovmcns B iiattar [ Tess than 20 mLmin® 225 every 8 hours 2.25 overy 6 hours Table ibility with General disorders and administration site conditions
. ovatus, B. thetaiotaomicron, or B. vulgatus. Hemodialysis** 2.25 every 12 hours. 2.25 every 8 hours IFt?ve‘r 12-4?() cton (< 1%)
Piperacilin and | Piperaclin and injection site reaction (<
12 g"""’“'ﬂ' Pneumont P, CAPD. 225 every 12 hours 225 every 6 hours razobactam for | Tazobactam for | Aminoglycoside Rigors (< 1%)
iperacilin and tazobactam for njection is indicated in adults and |+~ Admister pperaciin and azobctam for ijection by nvavenous nfusion over necion | wecion Duem | Conconvaton \ isord
pediatric patients (2 months of age and older) for the treatment of inutes. Dose jolume* jange® Acceptable mmune system disorders
nosocomial pneumonia (moderate to severe) caused by beta- | * Creatinine Clearance for patients not receiving hemodialysis Aminoglycoside (grams) (mL) (mg/mL) Diluents Anaphylaxis (< 1%)
Iactamase producing isolates of Staphylococcus aureus and by | ** 0.75. (067 g piperacilin and 0.08  tazobactam) shouid Infections and infestations
piperacillin ar aumannil, following each hemodialysis session on hemodialysis days 3232755 15000 0. 9':‘!:: sgdmm Candidiasis (1.6%)
chloride o
Haemophilus influenzae, Kiebsiella pneumoniae, and Pseudomonas For patients on hemodialysis, the maximum dose Is 2.25 g every Aikacin 31 ] 17575 | epemmer Pseudomembranous colis (< 1%)
aeruginosa (Nosocomial peumonia caused by P aeruginosa should twelve hours for all indieations other than and nutrition disorders
be reated cn;g]bmaﬂun with an aminoglycoside) [see Dosage and and 2.25 g every eight hours for nosocomial pneumonia. Since 28 F 0% sodun oo comia (= 150
iministration hemodialysis removes 30% to 40% of the administered dose, an chloride or M
; f . O g . usculoxkelelal and connective tissue disorders
1.3 Skin and Skin Structure Infections additional dose of 0.75 g piperacillin and for injection Gentamicin 45 150 07-332 | S%kdedmse algia (£ 1%)
Piperacillin and tazobactam for injection is indicated i adults for the (0.67 g piperacillin and 0.08 g should be admi <
n d 0 bulk pharmacy package b Anhva\gva (<1%)
treatment of uncomplicated and complicated skin and skin structure following each dialysis period on nemodialysis days. No addiional T mm,‘mm e o 3 o Soked o imimiaton f theaminogiycoside i dvided N tom di
infections, including cellulitis, cutaneous abscesses and ischemic/ dosage of piperacillin and tazobactam for injection is necessary for es (10 - 15 mo/kg/day in two dally doses for amikacin and 3 - 5 ma/kg/day in three dally doses lervous system “ isorders
diapetic foot infections caused by betarlactamase producing isolates CAPD patients. ‘:m wvvw‘l:! above via Y-site with piperacillin and tazobactam for injection has not been evaluated. Headache 7.1%)
of Staphylococous aureus. 2.4 Dosage In Pediatric Patients With Appendicitls/Peritonitis or 52 jackage nsrt o each aminobhcosie fr compiee Dosag and Adminstaton ntuctors. Y orucaric d's‘"“'s
1.4 Female Pelvic Infections Nosocomial Pneumonia Insomnia (6.6%)

Piperacillin and tazobactam for injection is indicated in adults for the
treatment of postpartum endometritis or pelvic inflammatory disease
caused by beta-lactamase producing isolates of Escherichia coll.

5 Community-acquired Pneumonia
Piperacilin and tazobactam for injection is indicated in adults for the

The recommended dosage for pediatric patients with appendicitis
andjor pertonits or nosocomal pneumonia aged 2 months of age
and older weighing up to 40 kg, and witn Rorthal renal function, 15
ecrbed bl Srste oo peciic Populations (8.4) and Clinical
Pharmacology (12.3)].

Only the concentration and diluents for amikacin or gentamicin
wih the dosages of piperacilin and tazobactam for njecion isted
above have patible

Y-site mfuslon S\mul'aneous €O~ admlmstranon via Y-site miuslon m
any manner other than listed above may result in inactivation of the

by piperacillin and for injection.

Skin and subcutaneous tissue disorders

Rash (4.2%, including maculopapular, bullous, and urticarial)
Pruritus (3.1%)
Purpura (< 1%)

Vascular dlsorders

treatment of community-acquired pneumonia (moderate severity onl Table ommended Dosage of Piperacilln and Tazobactam for Ijectio . Phlebitis (1.3%)
edby A { o o) T Podiatic Pationts 2 Monins of Ag ant 'Sm'e‘r wiugm..g Up to 40 kg, Piperacilin and tazobactam for injection is not compatible with Lhmmboph\ebns‘ (< 1%
N 3 <
6 Aomendiais angor e Rena N ; of piperacillin and tazobactam for injection with other Hypotension (< %) )
To reduce the development of drug-resistant bacteria and maintain Age ppendlciti snd/or Pectonfls Prcomonia a’“‘"Dg'VWS‘UES has not been established Resplratory, thoracic and mediastinal disorders
AL M b e AL o Prrr Sl B sl | 0 ok 0 mo ppaasiinand Parenteral drug products should be inspected visually for particulate Epetoncs (< 19
P e e ooy Siranal and 10 mg tazobactam) 10 mg tazobact matter and discoloration prior to administration, whenever solution
e used ony 1o reat o proventnfeclions hatare proten of sienaly vy o o cuon's o hours and contaner permit. Nosocomial Preumonia Trals
information are available, iney should be considered in seleating or | O1der han | 1125 my 1125 mgko (100 mgpiperaciin | 3 DOSAGE FORMS AND STRENGTHS Two trials of nosocomial ower respiratory tractinfections were
moitying antbacierial heraby. In e absence of such data, ocal | Smon | (189S pereiin and and 12 mg tazobactam) Piperacillin and tazobactam for injection, USP is supplied as a white conducted. In one study, 222 patients were treated with piperacillin
patterns may fothe empiic clon ¥ it o [a— 1o offwhite powder. o PahGn Wi o aTRGOH Goaig e B15 Dotk W bs1od
selection of therapy. ; Each piperacillin and tazobactam for injection, USP 40.5 g phar- with imipenemn/cilastatin (500 mG/500 mg every 8 hours) in combina-
DOSAGE AND ADMINISTRATION Agminiter piperacilin and tazobactam for ijecion by inavenous infusion over ey Bk package botii cantams piperaciiin'sodium baunalent with imipenern/cilastain (800 mo/500 mg every 6 hours) in combina:
t0 36 grams of piperacillin and tazobactam sodium equivalent to
1 Dosage in Adult Patients With Indications Other Than Nosocomial Pediatric patients weighing over 40 kg and with normal renal function 5 orame tazabaciam q :‘r"g"";";g’;(gf“"gfgug‘/a‘:ff {’"“Eg‘s,i“,"lrﬁgmg"l"’%";;:g;}gﬁ;:g“'l‘g
It dose [see D d
The usual total daily dosage of piperacillin and tazobactam for injec- {he adul " )l 4 CONTRAINDICATIONS group. Twenty-five (11%) patients in the piperaci ‘tazobactam
tion for adult patients with indications other than nosocomial pneu- Dosage of piperacillin and tazobactam for injectionin a for injection is Group and 14 (6.6%) in the imipenemcilastatin group (b > 0.05)
Imonia is 3,378 9 svery S nours iotaling 13.6 0 (12 g piperacilin with renal impairment has not been determin patients with a nisiory of allegic reacions (0 any of the peniciling, discontinued treatment due to an adverse event.
and 15 25 itution and Dilution of Pip lin and for inhibitors. The second trial used a dosmg regimen of 3.375 g given every 4 hours
30 minutes. The usual duration of p\peracl\lm and tazobactam for Injection 5 WARNINGS AND PRECAUTIONS with an aminoglycoside:
injection treatment s from 7 to 10 d Reconstitution of Piperacillin and tazobactam for Injection for Adult 5.1 Hypersensitivity Adverse Reactions Table 7: Adverse Reactions from Piperacillin and Tazobactam
p
2 Dosage in Adult Patients With Nuwcnmlul Pneumoni Patients and Pedialric Patients Weighing Over 40 kg d fatal r n|er.1|on Plus Clinical Trials*
Initial presumptive treatment of adult patients with nosocomial Iactoid) reactions (including shock) have been reported in patients
preumonia should sartwith piperacilin and tazobactar for njecton at Pharmacy bulk package botles age botile solution must be tran receiving therapy with piperacilin and tazobactam for njection, These ~ SYStem.Organ Class
taling 18 g P e Pk e Soptlon must be trans- reacions are more liely (o ogeur n individuals wi afisiory of verse Reaction
(16 g piperacillin and 2 g tazobactam)], administered by mtravenous ferred and further diluted for intravenous infusion. penicillin, a history Blood and Iymphmlc syslem disorders.
infusion over 3 . The recommended duration of piperacillin The pharmacy bulk package bottle is for use in a hospital pharmacy BF sensilivity to multiple Zllergahs: Bafore initiating thorapy with hrombocythemia (1.4%)
and tazobactam for m]ecmm treatment for nosocomial pneumonia is admixture service only under a laminar flow hood. After reconstitution, piperacillin and tazobactam for injection, careful inquiry should be Anem\a
710 14 days. Treatment with the aminoglycoside should be continued entry into the bottle must be made with a sterile transfer set or other ade concerning previous hypersensitivity reactions, If an allergic bccy‘gpema (< 19)
in patients from whom P aeruginosa is isolate sterile dispensing devios, and contents should be dispensed as reaction occurs, piperacillin and tazobactam for injection should be Eosinopnila (<
3 Dosage in Adult Patients With Renal Impairment aliquots into intravenous solution using aseptic technique. Use entire. discontinued and appropriate therapy instituted. Gastrointestinal d,sa,de,s
Dosag L frmuil o contents of pharmacy bulk package bottle promptly. Discard unused 55 severe Cutaneous Adverse Rea Kehres

< 40mLjmin)
and dialysis patients d CAPD), the i d

of piperacillin and tazobactam for injection should be reduced based
on the degree of renal impairment. The recommended daily dosage
of piperacillin and tazobactam for injection for patients with renal
impairment administered by intravenous infusion over 30 minutes is
described i Table

portion after 24 hours if stored at room temperature (20°C to 25°C

Piperacilin and tazobactam for njaction may cause sever cutaneous

[68°F to 77°F]), or aﬂev 48 hours if stored at
(2°C 10 8°C [36°F t0 46
Reconstitute the pharmacy bulk package botlls with exacly 152 of

necrolysis, drug and

If patients devel

st
200 mg/mL of piperacillin vl ngim.of

Shake well

y obacm
for injection discontinued if lesions progress

Constipation 15 4%)
Nausea (5.8%)
Vomiting (2.7%)
Dyspepsia (1.9%)
Abdominal pain (1.8%)
Stomatitis (< 1%)
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Table 7: Adverse Reactions from Piperacillin and Tazobactam 7.7 Effects on Laboratory Test Tazobactam sodium, a derivative of the penicillin nucleus, is a  12.4 Microbiology
for Injection Plus Clinical Trials* (Continued) There have been reports of positive test results using the Bio-Rad penicillanic acid sulfone. lis chemical name s sodium (25,35, 8R)-3- Mecharjsm of Ation
System Organ Clas Laboratories Flatelia Aspergillus EIA test in patients receiving o S 2Ot imethy) d-thia-t-azabicyaol32.01 Piperacillin sodium exerts bactericidal activity by inhibiting septum
Gvers Reacion béfres of Aspergilus nfection. Cross-feactions with non ASpergilus sodium s g;’gg‘m:?jacce‘l"‘/::g:‘m'[‘:f,‘:,?e‘ws‘ffg",‘;‘,'f‘gn‘i?‘f‘fg’[:"é”g‘;g‘“’;
G’"e'“' disorders and administr with the Bio-Rad L negative aerobic and anaerobic bacteria. Tazobactam sodium has little
Fever (3.2%) Platelia Aspergillus EIA test have been reported. Therefore, positive COONa
. been re H clinically relevant in vitro activity against bacteria due to its reduced
Injection site reaction (< 1%) test results in patients receiving piperacilin and tazobactam shoul affinity to penicillin-binding proteins. It is, however, a beta-lactamase
Infections and infestations be interpreted cautiously and confirmed by other diagnostic methods. &Hz\ AN inidforcfthe Molecar clats A enzymes, nlucing Pichmond-Syies
ral candidiasis (3.9%) As with other penicillins, the administration of piperacillin and N class Ill (Bush class 2t b') pe emmmnase‘s and cephalosporinases. It
Candidiasis (1.8%) tazobactam for injection may result in a false-positive reaction for varies i its ability 1 tommbltc\ass Iland IV (2a & 4) penicillinases. Tazu-
Investigations glucose in the urine using a copper-reduction method (CLINITEST) H / actam does not
Elogl &r\ccz}aatsr?: e(lrv‘ﬂc@ased (1.8%) It is recommended that glucose tests based on enzymatic glucose / hieved with dosage
reatinine incr %) oxidase reactions be used regimen.
Eﬁiﬁ.ﬁ?ﬁﬂ%@;ﬁi‘éﬁ? assed ?2) 1%) 8 USE IN SPECIFIC POPULATIONS C,H,N,NaO,s MW, 322.3 Antimiorobial Agv
Aspartate aminotransferase increased (< 1%) 81 Preg iper: d tazobactam has been shown to be active against most
< . gnancy Piperacillin and tazobactam for injection, USP contains a total of
Alanine aminotransferase increased (< 1%) B O e of Wi It Isblates of i following microorganisms both in vitro and in clinical
Metabol o araovd Risk Summar mEq ( g' (Na’) per g pipe infections [see Indications and Usage (1)]:
9‘;)[;3;&:%[;“’;";;2;‘ isorders Piperacillin and tazobactam cross the placenta in humans. However, combination product. Aerobic bacteria
Hypokalemia (< 1%) there are insufficient data with piperacilin and/r tazobactam i preg- Piperacillin and tazobactam for injection, USP is a white to off- Gram-positive bacteria
Nervous system disorders nant women o inferm & drug-associated risk for mejor bt defects white sterie, cryodesiccated powder consisting of piperacilin and Staphylococcus aureus (methicillin susceptible isolates only)
Headache (4.5%) rais or mice when piperacilin and tazobactam was administered inira- By G085 0! Contam oxcin s o1 o atiag> Dottles: The Gram-negative bacteria
Psychiatric disorders venously during organogenesis at doses 1 to 2 times and 2 to 3 times ) - y ) Acinetobacter baumanni
Insomnia (4.5%) the human dose of piperacillin and tazobactam, respectively, based Each piperacillin and tazobactam for injection, USP 40.5 g phar- Escherichia coli
Renal and urinary disorders on body-surface area (mg/m?). However, fetotoxicity in the presence macy bulk package botle contains piperacillin sodium equivalent to Haemophilus. ,n,,ue,,zae {excluding beta-lactamase negative, ampici-
enal failure (< of maternal toxiity was observed in developmental toxicly and 36 grams of piperacillin and tazobactam sodium equivalent to 4.5 g in-rasistant isolat
Skin and subcutaneous tissue disorders peri/postnatal studies conducted in rats (intraperitoneal adminis- of tazobactam sufficient for delivery of multiple doses. Klebsiella pneumomae
99%) tration prior to mating and throughout gestation or from gestation . y
Pruritus (3.2%) day 17 through lactation day 21) at doses less than the maximum Meets USP Organic Impuriies, Procedure . o wan e e e Sheeapibe) v
Vascular disorders recommendeg numan daily dose based on body-surface area 12 CLINICAL PHARMACOLOGY Anserobic bactaria
Thrombophlebms 11 3%) mg/m’) (see Da Eaulemrdes fragilis group (B. fragilis, B. ovatus, B. thetaiotaomicron,
Hypotension (1. The background risk of major birth defects and miscarriage for the 12! mggt‘:;,",fn";g;fgobacwm for injection is an antibacterial crug [see s wagils group (5. fragls ’ '
TFor adverse rug reactions hat appeared in both siudies the higher requency 15 indicated population is unknown. In the U.S. general population, the Microbiology (12.4)]. he foll o Jable, but their clinical signif
sented, estimated background risk of major birth defects and miscarriage in e fol ﬂwmg in vitro data are available, but their clinical significance
Other Trials: Nephrotoxicilt clinically recognized pregnancies is 2-4% and 15-20%, respectively. 12.2 Pharmacodynamics s unknown.
D y N -
In a randomized, multicenter, controlled trial in 1,200 adult critically ill Data I P for piperacillin and tazobactam that Atleast 90 percent of the following bacteria exhibit an in vitro minimum
patients, piperacillin and tazobactam was found to be a risk factor for Animal Data o most clinical and effica inhibitory concentration (MIC) less than or equal to the susceptible
X breakpoin for piperacilin and tazobactam against isolates of sl
renal failure (odds ratio 1.7, 95% Cl 1.18 t0 2.43), and associated with e ot stal development studies in mice and rats, pregnant
delayed recovery of renal function as compared to other beta-lactam animals tacened miravenous dosss of piperacilin and tazobactar 123 genus or organism group. However the efficacy of piperacilin and
antibacterial drugs' [see Warnings and Precautions (5.6)]. 10 3,000/750 mg/kg/day during the period of organogenesis. There The mean and coefficients of variation (CV%) for the pharmacokinetic B e o e e s
Adverse Laboratory Changes (Seen During Clinical Trials) was o evidence of teratogenicity up to the highest dose evaluated, parameters of piperacillin and tazobactam after multiple intravenous o .
Of the trials reported, including that of nosocomial lower respiratory which s 1to 2 "mes and 210 3 times the human dose of piperacillin doses are summarized in Table ‘Aerobic bacteria
Iracl infections i m wmch a higher dose of piperacillin and and ased on body-surface Table 8: Mean (CV%) Piperacillin and PK Gram-positive bacteria
changes area (mg/m?). Fe'a\ body weights were reduced in rats at maternally (ampicillin or penicillin-susceptible isolates only)
i laboratory parameters maiude: toxic doses at or above 500/62.5 mg/kg/day, minimally Piperacilin (methicilin Tsolates only)
; in and hematocrit, 0.4 fimes the human dose of both piperacilin and tazobactam based  Teaeinane . N . B N Stheptocooeus agaiactiae!
thrombocytopenia, increases in platelet count, eosinophilia, leuko- on body-surface area (mg/m’) . bose (mcghl)  (megeiml) _mUmin @) i (mLiin) 1 ptible isolates only)
penia, neutropenia. These patients were withdrawn from therapy; Alfertity and general study in s using 2559 T e TR R (71 279 . Streptococeus pyogenes’
Some had accompanying systemic symptoms (€.g., fever, rigors, chills) vt piperacillin and 52 i oat o ‘- )
Coagulation—positive direct Coombs’ test, prolonged prothrombin ierobactam pror 16 mating and (hrough the end of gestation, 0 Viridans group streptococei
time, prolonged partial thromboplastin time reported a decrease in litter size in the presence of maternal toxicityat 459 28 322[16) 210 154 084 - teria
Hepatic—transient elevations of AST (SGOT), ALT (SGPT), alkaline 640 mg/kg/day tazobactam (4 times the hum: Tatobactam Citrobacter koseri
phosphatase, biirubin based on bodysurface area). and Gecreasediter szeandan ncrezse  Toclrud - o " . o Moraxella catarrhalis
Renal—increases in serum creatinine, blood urea nitrogen matema ‘toxicity at > 640/160 mg/kg/day piperacilin and ol \asobacian (megll)  (megetiml) _mumin (0 i} (mlin) Morganella morganii
Additional laboratory events include abnormalities in electrolytes {05 times and 1 times the human dose of piperacilin an tazobactam, 2259 ol 2 170 077 B Neisseria gonorrhoeae
fie L ncrsases EJ‘E% gzgf:ﬁffo n ‘Sgg'ém .ﬁ";ﬁfﬂm ;gg ;a‘ﬂ:o";ie respectively, based on body-sumlce area). 33759 2% 25008 251 148 068 166 Proteus mirabilis
s Drotein or albu Qlucose n rats was impaired with reduced pup 459 3 mems w6 w7 082 - Proteus vulgaris
bleeding time prolonged. W?;‘Q'\'S‘ '"C'ffSEd n;ﬂ"#"‘"f a"d ‘('\Gfealsedd Dup‘m?"ﬂl“y CO"CWSm ‘P\pevhacl\lm aﬁm fazobtam wers g incombinaion, fsed over 30 minutes Serratia marcescens
Clinical Trials in pociatro Patients with maternal toxicity after intraperitoneal administration of taz s in Jparenheses are cosciens of varaion Providencia stuartii
Cimealstucio of pporaciin and tazobactamfor injocion i pedatio B e e o o e e e aaiia g i basedon Ceamme o o dovmsion T Siiraon b - 11 €= cerae. O, Providencia etger
patients suggest a similar safety profile to that seen in adults. atooses > 640/160 M /k /da (05 mes and 1 imes the | human dose almanelia entarica
In a prospective, randomized, comparative, open-label clinical trial of of piperacillin and CACKEA based on b Pgak pc:asma Soncentrations 0" e;:wperafclllm ?nd tazobac'tam are Anaerobic bacteria
pediatric patients, 2 0 12 years of age, with intra-abdominal infections area) from gestation day 17 through lactation day 21. i AT o o T oEn Clostridium perfringens
{ineluding appendiais andlor periioniis). 279 patients wero US2led g5 Lactation o Tolowg & So-mihutc Hosioh 6 oaraciin ohd scbaciam Bacteroides distasonis
r(,“gvg‘,‘;eg“;ﬂg;:gg;zﬁg pg:g;(':gv‘gggﬁ','g;‘(;; 28 mg/kg given Risk Su for injoction were similar to those attained when equivalent doses of Prevotella melaninogenica
(50 mgfkg) plus metronidazole (7.5 mg/kg) every 8 hours. In this trial, Piperacilln is excreted in human milk; Piperac inistered al Stato plasma concentra: ' . therefore
treatment-emergent adverse events were reported by 146 patients, human milk have not been studied. No information is available on me ‘;f’" ot Psa s tﬁtf;‘ E}‘D nah ;f‘“ WWE'S"“‘ ra' Lil Osed? ‘rg? aﬁ er 1o piperacilin alone.
in and tazobactam for injection group and effects of piperacillin and tazobactam on the breastfed child or on milk ‘e first dose due to the short halt-lives of piperacillin and tazobactam. Summ,bm Tosiing
ie/metronidazole group. Six patients (2.2%) production. The developmental and health benefits of breastieeding Distribution
in the mpsram"m and tazobactam for WISC‘ION group and 5 patients should be considered along with the mother’s clinical need for Both piperacillin and tazobactam are approximately 30% bound ar\d assocna\ed test methods and quamy control standargs recogmzeu
(1.9 piperacillin and tazobactam for injection and any potential adverse to plasma proteins. The protein binding of either piperacillin or by FDA for this drug, please see: https://www.fda.gov/STIC.
( iveres vt effects on the breastfed child from piperacilin and tazobactam for tazobactam is unaffected by the presence of the olher CompoUNd. 13 NONGLINICAL TOXICOLOGY
Inaretrospective, cohort study, 140 pediatric patients 2 months to less injection or from the underlying maternal condition. Protein binding of the tazobactam metabolite is negligible. 13.1 Carci s, Muta is, Impairment of Fertil
e .1 Carcinogenesis, enesis, Impairment of Fertil
than 18 years of age with nosocomial pneumonia were treated with 8.4 Pediatric Use Piperacilln and tazobactam are widely distributed nto tissues and inog g P ity
piperacillin and tazobacta for injection and 267 patients were reated forinjection bdy fuids noluding intestinal mucosa, galibladeer, g, feraale Carcinogenesis
(which include | infections, and nosocomial pneumonia have been reproductive tissues (uterus, ovary, and fallopian tube), interstitial Long-term carcinogenicity studies in animals have not been conducted
ceftazidime, cefepime, “’,,G'Pm“’,m'g'ﬁhs ”“fhs o 58"““5,'7““‘*’53 saniheatn pediatric patients 2 months of age and older. fluid, and bile. Mean tissue concentrations are generally 50% to 100% with piperacillin and tazobactam, piperacilin, or tazobactam.
":Za‘fbfc',‘:mw,eg',"‘m?;’é‘;':axds‘c'g:“a[;a,;o",’g‘,";‘up:.ﬁéﬂ%ﬁg' pationts s of piperailin and tazobactam for injection in pediatric patients of those in plasma. Distribution of piperacillin and tazobactam into Mutagenesis
reate o 2 months of age and older with inra-abdorinal infections inclucing cerebrospinal fluid is low in subjects with non-inflamed meninges, as Piperacilin and tazobactam was negative n microbial mutagenicty
ection 50 me/ka IV every 6 hours and patients T s oo appendicitis andjor peritonitis is supported by evidence from well with other penicillins (see Table 9) assays, the unscheduled DNA synthesis (UDS) test, a mammalian
andless than 18 years of age treated with piperacilin controlled studies and pharmacokinetio studies in adults and in peraciln s b Cononralons Sl Tssie nd s e point mutation (Chinese hamster ovary cell HPRT) assay, and a
Tor injoction 112.5 mg/kg N every 6 hours i o4 3050 S0 b sbon o Ferachi and Tispsco o Wecion mammalian cell (BALB/C-3T3) transformation assay. In vivo, piperacillin
! '9/kg i open label clinical ma\ w\m 542 pedlamc patients 2 to 12 years of age and did not induce aberrations in rats.
Postmarketing Experiency fections (ncluding o perito- Samping . Mez’/;\P\P oo | oo T e
In addition to the adverse drug reactions identified in clinical trials in nms) in whlch 273 pemamc pauems received pnperacmm and Laz [osteor | | Peped | Rovcentaton | Tissperiasma et | Tougioms Fertility
Table 6 and Table 7, the following adverse reactions have been identified uid L L) ange (mgl) | Range | Range (moll) Range performed in rats and have revealed
during post-approval use of piperacillin and tazobactam for injection bactam 6 and G in N R Y 3 O 0 T o evidence of impared fortity when piperacilin and tazobacta is
ecause these reactions are reported voluntarily from a population Use of piperacillin and tazobactam for injection in pediatric panenls ty administered intravenously up to a dose of 1,280/320 mg/kg pipera-
of uncertain size, it is not always possible to reliably estimate their 2months of age and older with nosocomial pneumonia is support issie | o7 | 0545 | 40-101 | 0007-015 | 07-15 | 010-013 cillin and which is similar to the maximum recommende
frequency or establish a causal relationship to drug exposure. bﬁ :x\'g‘ir;‘c': 'r:r:‘ml‘\ ac‘?;r!‘"gm sﬁut;\;e'so r\r’:n Z‘S“L‘im uscle | 3 | 05-45 | 94-233 | 029-018 14-27 018-030 human daily dose based on body-surface area (mg/m?).
Hepatobillary—hepaits, jaundlce [+ motal. and & e conort study of pedi. | e 15 REFERENCES
a, atric patients wlth nosocomial Dneumoma in which 140 pediatric lucosz 7 | 15-25 314 055 103 115 1 Jeul‘vs‘enJ US, Hein L, Lundgren B, et al. BMJ Open 2012
I reaction: ind tazobactam for injectionand  [Disial
tions (including shvck) hemophagocytic \ymphvhmlocwosws (HLH), 267 pallsnls treated with comparamrs (whlch included ticarcillin- Inestinal CLINITEST" is a registered trademark of Siemens Healthcare
acute myocardial ischemia wih or wiiout myocardialinfarction may clavulan: epime, or woose | 7 | 15-25 | 312 059 145 21 Diagnostics Inc.
occur as part of an allergic reaction Appendi 2 | 05-25 265-64.1 0.43-053 9.1-186 080-135
ocaur a5 patofan alleralc foae Revaree Raaaions (8.1 and Clrn/ca/ (123)] ppondic 16 HOW SUPPLIED/STORAGE AND HANDLING
! forinjection | ;£ Piperacilin and tazobactam for injection, USP is supplied in a phar-
s gt decrir_asres e b b el s o g e Bl pacage s a lovs:
— /see Clinical Pharmacolo; and Dosage and Administration olism ! N
Respiratory--eosinophilic pneumonia 9y 9 Finarait Each piperacillin and tazobactam for injection, USP 40.5 g phar-
. Dosage of piperacilin and tazobactam for injection in pediatric patients macy bulk package botle contains piperacillin sodium equivalent to
App with renal impairment has not been determined. metabolite. Tazobactam is metabohzed to asingle metabolite that lacks 36 grams of piperacillin and tazobactam sodium equivalent to
toxic epidermal necrolysis, drug reaction with eosinophilia and systemic pharmacological and antibacterial activities.
symptgms 1DRESS)ysacute Seneralized Serhopatous busuloss 8 Geriatric Use rams of tazobactam. Each pharmacy bulk package bottle
EP), and linear Patients over 65 years are not at an increased risk of developing Followin; single or multple piperacilin and tazobactam for injection contains 84.6 mEq (1,944 mg) of sodium.
verse effects solely because of wever, dor hould i
Postmarketing experience with wperac-"gyand tazobactam for imjeston AR AR e ARl A by B i doses to healthy subjects, the plasma halfife of piperacilin and of | Product | Unit of Sale Strength
nin aduls. tazobactam ranged from 0.7 1o 1.2 hours and was unaffected by dose
Administration (2)]. g ¥
Additional Experience with Piperaci or duration of infusion. 256200 | NDC 65219-256-00 40,5 grams per Pharmacy Bulk
In general, dose selection for an elderly patient should be cautious,
,I,“:,:;’;ﬁrg‘;g 8o oacton as 50 oprtad or pporaiin usually starting at the low end of the dosing range, reflecting the Both piperacillin and tazobactam are eliminated via the kidney by Individually packaged | Package Bottle
5. greater frequency of decreased hepatic, renal, or cardiac function, glomenuarfiraton and tubulr secreton. Pperacilin obactam for injection, USP pharmacy bulk package
o 791 and of concomitant disease or other drug therapy. shanged drug wih 68% of the acminisered do eted inthe Botle should bestojed a1 20°0 25°C (68°to 77°F) [see USP Controlled
- . urine. Tazobact am ‘and its metabolite are eliminated primarily by renal loom Temperature] prior to reconstitution.
Aminoglycosides O achm e aram o paclln 1 he Cmbingion poSdc A g xcrstion with 80% of the scmilstered doss sxcroted as unchanged The container closure is not made with natural ubber atex,
Piperacillin may inactivate aminoglycosides by converting them to sual recommended doses, paionts wouid receive between 643 and drug and the remainder as the single metabolite. Piperacilin,
microbiologically inert amides. B glciny (B85 and 37 & EG) of sodiim. The e, atre popuEon tazobactam and desethyl piperacillin are also secreted into the bile. 17~ PATIENT COUNSELING INFORMATION
Invivo naclivation: may respond with a biunted nafriuresis to salt loading. This may be Specific Populations Serious Hypersensitivity Reactio
clinically important with regard to such diseases as congestive heart ‘Adi pationts, helr fariles. o Garegivers that serious hypersensi-
p\peracmm T batnts with end.stags rena\ diseass requirin failure. Renal Impairment tivity reactions, including serious allergic cutaneous reactions, could
9 9 A i h use of i bactam
(especially " y ter piperacillin and occur with use of piperaci Im and tazobactam for injection that require
tobramycin) may be signiicantly reduced and hould bé monttored. This drug is known to be substantially excreted by the kidney, and to subjects with renal impairment, the halflife of piperacillin and of immediate treatment, m about any previous hypercensivy
e e the risk of toxic reactions to this drug may be greater in patients with tazobactam increases with decreasing creatinine clearance. At creat- tions t illin and tazobactam f tion, oth
Sequential administration of piperacillin and tazobactam for injection impaired renal function. Because elderly patients are more liely to azobactam increases Wi decreasing crealinine cleara e ids reactions t0 piperacilin Ian azobactam for injection, ofher bet
and tobramycin to patients with either normal renal function or mild have decreased renal function, care should be taken in dose selection, H A lactams (including cephalosporins), or other allergens [see Warnings
derate renal impairment has been shown to modestly decrease for piperacillin and fourfold for tazobactam compared to subjects and Precautions (5.2)].
tomo p: y and it may be useful to monitor renal function.
serum concentrations of tobramycin but no dosage adjustmentis g ¢ poro il with normal renal function. Dosage adjustments for P'pe'“”"” and Hemophagocytic Lymphohistiocytosis
considered necessary. . Prior to initiation of treatment with piperacillin and tazobactam for
Ivitro Iactoaton: In patients with creatinine clearance < 40 mL/min and dialysis patients is below 40 mLimin n pationts receiving the usual recommended daily oeton. larm patisne 1ot SXCoSSh e e SCIVaton may o50r
Invitro inactivation: (hemodialysis and CAPD), the intravenous dose of piperacillin and dose of piperacillin and tazobactam for injection. See Dosage and o T patients that exces clivation may ocour
Due to the in vitro d i i ¢ with piperacillin and tazobactam for injection and that they shoul
piperacillin and tazobactam o injection and amlnug\ycusldes {azobactam for injection Should be reduced io the degree of renal iy it or the treatment o report signs or symptoms such as fever, rash, or lymphadenopathy
pip obactam o function impairment [see Dosage and Administration (2)] patients wih renal impairmen. e o oy feae i moy Srercbatny
tazobactam for hould be 8.7  Hepatic Impairment Hemodialysis removes 30% to 40% of a piperacillin and tazobactam 3]
diluted, and a separately when therapy wif Dosag? adwsﬁment of piperacillin and tazobactém for injection is not dose with an additional 5% of the tazobactam dose removed as the Diarrhea
indicate or injection, warrante tazobactam metabolite. Peritoneal dialysis removes approximately Advise p:
is compatible with o 4 gentamicin for s o (12.3)]. % and 21% of the piperacillin and tazobactam doses, respectively, ’;:’g;f.g,ﬁaggz‘;g“gy ’:,’,?,‘:;ii.g;,gfﬁ%gz'ﬁ:,2?:,3‘,:"“;:gggﬁmfgﬁg
infusion in certain diluents and at specific concentrations. Piperacilin 8.8 Patients with Cystic Fibrosis with up to 16% of the tazobactam dose removed as the tazobactam {azobactam for injection, which usually ends when the drug is discon-
and tazobactam for injection is not compatible with tobramycin for s with other semisynthetic penicillins, piperacillin therapy has been metabolite. For dosage recommendations for patients undergoing tinued. Sometimes after starting treatment with antibacterial drugs,
simultaneous Y-site infusion [see Dosage and Administration {2.6)]. associated with an increased incidence of fever and rash in cystic hemodialysis [see Dosage and Administration (2)]. patients can develop watery and bloody stools (with or without
Probenecid fibrosis patients. Hepatic Impairment stomach cramps and fever) even as late as two or more months
with pi and 10 The halt e of piperacilin and of tazobactam increases by approxi- aftr having takon tholast dose of iho diug, 1 iis occurs, patents
tazobactam for injection prolongs the halt-life of piperacilin by 21% There have been poslmarkeung reports of overdose with p\pevac\lhn mately 25% and 18%, respectively, in patients with hepatic cirthosis ould possible [see W
and that oftazobactam by 71% because probenegid ihibts ibuar Compared to healthy subjects. However, this difference does not Brocautions (5. a)]
dshou piiyioey vcmmng e arhon, Kave Heb bon reponod wih 1ng wartantdosage adjustment of iperacilin and tazobactam for inection Antibacterial Re:
| co-admint " Plﬁeracﬂ‘m and for injection usual recommended dosages. Patients may experience neuromus- due to hepatic cirrhosis. Pationts should be cnunseled that antibacterial drugs including pipera-
u" 955‘ e benef mu'we@ 's the risk. cular excitability or seizures if higher than recommended doses are P d " cillin and tazobactam for injection should only o treat bacterial
\é?ndco r¥ detected o a . . k o given intravenously (particularly in the presence of renal failure) [see ediatrics re studied in infections. They do not treat viral infections (e 9o ..he Gommon col Id)
BemATIL s e i B) rasoer memo o GO (et e St
and v ncomycm as ccmpaved to var\comycm alone [see Warnings patient’s clinical p,eserﬁg‘m Excess‘{vepsemm concemraﬁons of chi\ dg;::ﬂg :d\i\&ws' in the younger patients compared to older 1o feel better early in the course of therapy, the medication should be
and Precautions (5.6). Eher piperacilin or tazobactam may b6 reduted by hemodialysie, taken exactly as directed. Skipping doses or not completing the full
Monitor kidney function in patients concomitantly administered with Following a single 3.375 g dose of piperacilin and tazobactam, the In a population PK analysis, estimated clearance for 9 month-old course of therapy may (1) decrease the effectiveness of the immediate
piperacillin and lazobacmm and vancomycin. percentage of the piperacillin and tazobactam dose removed by 10 12 year-old patients was comparable to adults, with a population treatment and (2) increase the likelihood that bacteria will develop
ractions between piperacillin was and 30%, mean (SE) value o 864 (034) mLiminikg. The piperacilin clearance fesistance and Wil not be treatable by piperacilin and tazobactam
and tazobactam and vancomyain Clinical Pharmacology (12)]. estimato s & is valde for pediatic patents 2 - 9;n nins old for injection or other antibacterial drugs in the futur
Anticoagulants i Paients younger then 2 manibs of e, clearance of piperacilin Pregnancy and Lactation
Coagusiion parameters should be tested more frequently and ' Do iy, forInfction, USP s an e ot o ol chlcror, nowevec I ‘;oq;",;,:g“mﬂ;iz Patlents should be counseled that piperaciliy and tazobactam for
monitored regularly during simultaneous administration of high doses Toper od i injection can cross the placenta in humans and is excreted in human
of heparin, oral anticoagulants, or other drugs that may affect the piperacilin somu?n ‘and the beta-Tact inhibitor (SE) for piperacilin volume of distribution is 0,243 (0.011) Likg and is milk [see Use in Specific Populations (8.1, 8.2)].
g:zfg r;gzg-;'\;:??s sv)s;em or the thrombocyte function [see Warnings sodium for intravenous admlmsuancn o ge. The brand names mentioned in this document are the trademarks of
trics their respective owners.
Piperacillin sodium is derived from D(-)-c-aminobenzyl-penicillin. The oria P
Yecuronium hamical name f pioraclinsodiur i sodum (5 54 6 & (12 The impact of age on the pharmacokinatics of plpevgclllvr\yand

p hen used with has been
implicated in the prolongation of the neuromuscular blockade of
vecuronium. Piperacillin and tazobactam for injection could produce
the same phenomenon if given along with vecuronium. Due to their
similar mechanism of action, it is expected that the neuromuscular
blockade produced by any of the non-depolarizing neuromuscular
blockers could be prolonged in the presence of piperacillin. Monitor

insert for vecuronium bromide).
Methotrexate

Limited data suggests that co-administration of methotrexate and
piperacillin may reduce the clearance of methotrexate due to compe-
fition for renal secretion. The impact of tazobactam on the elimination
of methotrexate has not been evaluated. If concurrent therapy is
necessary,serum concentrations of metholrexate as wllas the signs

(a-ethyi-23-dioxo-1

1 a]r p
Hretnvetire o piperacilin sodium is

C,H,N,Nao s

M.W. 539.5

, aged
(n=6) and aged 65 {0 80 0 years (n=i2). Mean halfife for piperacillin
and tazobactam was 32% and 55% higher, respectively, in the elderly
Comparad fo the younger subjocts. This diference may b6 Aue tb
age-related changes in creatinine clearance.

Race

The effect of race on piperacillin and tazobactam was evaluated in

healthy male volunteers. No difference in piperacillin o tazobactam
hatmacokinelcs was observed between Asan (-5) and Caucasian

(n=9) healthy volunteers who received single 4/0.5 g doses.
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