PIPERACILLIN sopium
TAZOBACTAM sobium
PIPTAZ"

2 g/ 250 mg Powder for Injection
4 ¢/ 500 mg Powder for Injection
(For Intravenous Infusion)
ANTIBACTERIALS (PENICILLINS)

FORMULATIONS
Exch 225  valcotains:

Pigeracilin (a5 sodium), USP. 28
Tzohactam (s sodum) 0mg
Exch 4.5 vl contins:
Ppeccilin (s o), ISP 4g
Tbactam a5 sodum) 500mg
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Adults and Adolescents
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Children
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DOSAGE AND ADMINISTRATION
Pperacilitazsbactam i administere by itravenous () nfusionover 30 minutes.
Due o the i vitr inactivation of by beta-lactam aniioic, the be
econsttuted, dilted and administered separatel when concomitat treatment i indiated
Usual Adult Dose

taaobactam administered very ,  or 12 hours

(see INTERACTIONS WITH OTHER MEDICAWENTS)
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Dose n Adultswith Renal Impairment:
Recommended PiperaclTazoactam Dose
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(Creatinine Clearance) neumonia
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o 40 ml/min’ tabactam every 6 hours tabactam every 6 hours
- 2 apeciinzS0 g 2 pieacliv250 g
< Bl tazobacam evry B hours aictam ety  hours
. 2gpiperaclinzs0mg 2g pipeacili250 mg
Hemadialysis tanbactam every 12 haurs tahactan very § bours
Pertone|Disss (0P tantatam ery 12 ours tantactam iy  hus

acconing o therecommendatons o the aminoghcaside used
< Ceatnine clearance fo patiens ot receiving hemodiasis

shouldbe administeed following each dialysis perid.

Pediaric Dose
Recommended
Piperacilli/Tazobactam Dose
Age Group/ Bady Weight
5 Groue/ Budy Vet in Children vith
Normal Renal Function*
80 mgpiperacilin/10 mg tarobactam
Children 2109 months ol e g body weight er dose
adninisered every 8 hours™*
Chidren = § months ol, 100 m pieracili12.5 mg tasbactam
weighing lessthan or per g body weight er duse
equalto 40 g administeredevey 8 hours
Chidren = § months ol,
ging e ton 10 g Follow adult dosing ecommendations

Dose and nteal shouldbe adjusted accordingy
*“*Dose basedon phamacokinetic modeling

tazobatam per g bodyweight per dose adinistered every 6 hours
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* For mast nfections: 510 14 days
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Directions for Use, Compatiilty and Stability:
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Compatibl Intravenous Solutions for Infusion
« el Wt for rjection*
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* 5% Dotose jection
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WARNINGS AND PRECAUTIONS

FATAL HPERSERSITITY
SHOCK) HAVE TREATMENT WITH THESE REACTONS ARE
MORE LHELY
THERE HAVE BEEN REPORTS OF INDIVIDUALS WITH A HITORY OF PENICILLIN IYPERSENSITNTY WHO HAVE EXPERENCED SEVERE REACTONS WHEN
TREATED WITH CEPHALOSPORIS. CAREFUL INQUIRY SHOULD BE MADE CONCERNIG PREVIOUS HYPERSENSTVIT REACTINS T0 PENICLUINS,
CEPHALOSPORIS, OR OTHER ALLERGENS BEFORE INTATING TREATHENT T PIPERACILLIVZOBACTAN. IN CASE OF A ALLERGIC REACTON,

NSTIUTED
SERIOUS. REACTIONS (NCLUDING SHOCK) REQUIRE INMEDIATE EMERGENCY TREATHENT WITH
EPINEPHRINE, OXYGEN, INTRAVENOUS STEROIDS, AND
ASINDICATED.
optic fiboss
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INTERACTIONS WITH OTHER MEDICAMENTS
DRUGS NATURE OF INTERACTION
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STATEMENT ON USHGE FOR HIGH RISK GROUPS
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Ther ate, howeve,no adequate and welcontrolled tudies with piperacilin/tzshactam of vith piperacilin of taobactam alon in pregnant

cearyneeded.

Children: hen e established
Ederl: I genere frequencyof
decreasedcardia, hepatc, orrenalfuntion, andof concamitant disease o ot rug therepy.

UNDESIRABLE EFFECTS

il o moderate n seveiy.

enttems,prius, bulous,uticara,
and eczemaloid, uticaia, dyspepsia, iarthea, nausea, voniting, supeinfecton, plebits, thrombophibits, and nsomnia

Body as a Whale: B pin, chils,ftgue, feer/pyrei, malaie, o, tiredness
Injection Site/Local Reactions: dena, infanmation, pain

Cardiovascular: Ay, includin atrialfiilation,ventcuar fbilaton, cadiac ares, carac falure, circltory fiure, myocardial
infarction; bradycart, chestpain, flushing, hypotenson, hyperension,tachycadia, ncluging supraventriular and ventricuar

 eczema, e Stvens-

Jnosonone o idmal el
bloody iarhea, calts,constiation, ry mouth, flatulence, gatits,

hemonage, hiccup, s, melen

hematuri, incotience,
et oligua, prtenuria, e, el e, uiary retento,genital pruritus, ekortea,moniiasis,vgits

A0,

Hematologi: Anemia/hemaltic anemis, aranuocyoss, ransint leukopeni, neutopena and thrombacytoperia hve been reprted i atients
veceing piperacili/taobactam for @ polnged perod of e (e, after 21 Gys or more) and generally were reersbe; thrambocysi,
pancyopeni, testepstais, ganuocylopent,
embolism, pulmonary embolism, pupura, platlet apregatin/ncreases in platlt oount pukngatons in ledin tim, pothombin time and
pattial thromboplastin time; distubed thmmhnw\u function
es e d

hypokalenia (sometimes associated with foick allalosi), his, decrease in ol ptei oraoumin

myalgs

Nervous System: Agaton, aniety, confuson, depresson, iziness, hallcinaton, headach, tramors,seares/conwsions (eromuscular
exitabltyor iftigher espesaly in . e, vetgo

Respiratoy: Bonchospasm, coughing dysones, haryngtis, pulmonery edema,rinis
Other Adverse Efects: Tinitus, tase penersion, pophobia

. , dbiomen enlarges, ashena, chest ain, NS depresion,confusion,cough
increasd, dehyato, ilpi,drg el Geressed, dysphaa, generlzed edema/periperal dema, excaritons, fugalcematis,
gmms ol s, e, et e, o i, oo, ol

i, leskacytos orel monilsi
nnu;hmﬂmmu e sones, s, ot ot iy ot o todor 05
 Iespective of drug relationshi: Agaesse reacton (comative), angia, anora, aelectasi, balanopstts, cerebovasculr
accident,conunctivits, deafess, duadenal lcer,eache ecchymosis,ethenatous rash, fecal mmmmem flid overoad, astc

uler,gut, hemoptysi, ol thrsh, pancrestt leual ffusion,presmtfora winary
ract infeton it Tichomonas, vitamin B defiency anemiz, xerosi,yeastin uine
biominal nfecton
sessand sepsis.
. e aton, and hematona.
OVERDOSE AND TREATMENT
Nause,

Higher

Ppeacilinor tazobactam may be remored b hemadilss.

STORAGE CONDITIONS

Store ttemperaures ot eceeting 25°C

Keep the produc out fsight and reach o chlren.

ANAILABILIT: 4 g/ 500 mg Pouer o nection (1) - b 1 il - OR - XY32668
21/250 mg Powder o ietion (1) i boxof 1 il - DR - 32669

CAUTION:Fods,Drgs, Devices, and Casmetcs Ac prfiis disensing without presciton

ADVERSE DRUG REACTION REPORTING STATEMENT
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