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Piperacillin and Tazobactam for Injection USP

(Combipack with Sterile Water for Injection USP)

TAZOGAR

COMPOSITION

Each comblpack con(alns
(a) 1 vi
Each vlal contalns

Piperacillin Sodium USP (Sterile)

eq. to Piperacillin 4000mg

Tazobactam Sodium (Sterile)

eq. to Tazobactam 500 m

(b) 2 Ampoules of Sterile Water for| Inlectron usp

Each ampoule contains:

Sterile Water for Injection USP 10ml

PHARMACOLOGY

Pharmacodynamics

Piperacillin Sodium exerts bactericidal activity by inhibiting septum formation and cell wall synthesis of
susceptible bacteria. /n vitro, Piperacillin is active against a variety of gram-positive and gram-negative
aerobic and anaerobic bacteria. Tazobactam Sodium has little clinically relevant in vitro activity against
bacteria due to its reduced affinity to penicillin-binding proteins. Itis, however, a beta-lactamase inhibitor
of the Richmond-Sykes class Il (Bush class 2b & 2b") penicillinases and cephalosporinases. It varies in
its ability to inhibit class Il and IV (2a & 4) penlclllmases Tazobactam does not induce chromo-somally-

Duration of Therapy

The usual duration of TAZOGARD injection treatment is from seven to ten days. However, the

recommended duration of TAZOGARD injection treatment of nosocomial pneumoniais 7 to 14 days. In

all conditions, the duration of therapy should be guided by the severity of the infection and the patient's

clinical and bacteriological progress.

Pediatrics

There are no dosage ions for

renal function.

CONTRAINDICATIONS

TAZOGARD injection is contraindicated in patients with a history of allergic reactions to any of the
ins, or bet: inhibitors.

in pediatric patients with impaired

WARNINGS AND PRECAUTIONS

Before initiating therapy with TAZOGARD injection, careful inquiry should be made concerning previous
hypersensitivity reactions to penicillins, cephalosporins, or other allergens since serious and
occasionally fatal hypersensitivity (anaphy-lactic) reactions have been reported in patients on penicillin
therapy. If an allergic reaction occurs, TAZOGARD injection should be discontinued and appropriate
therapy instituted.

Pseudomembranous colitis has been reported with nearly all antibacterial agents, including
Piperacillin/Tazobactam, and may range in severity from mild to life threatening.

Therefore, itis important to consider this diagnosis in patients who present with diarrhoea subsequent to
the administration of antibacterial agents.

Mild cases of pseudomembranous colitis usually respond to drug dis-continuation alone. In moderate to
severe cases, consideration should be given to management with fluids and electrolytes, protein
supplementation, and treatment with an antibacterial drug clinically effective against Clostridium difficile

mediated bet: at achieved with the recommended dosage i
regimen. colitis.
Prperacrllrnl'l‘azobac(am has been shown Io be active against most strains of the following g:z:sa'zﬁhrr‘"a.lf'r:f;'zrlg;::svi;c:und in some pa(lenls recelvlng betar Iamzm a"fl'bm"cs |nc|ud|ng
bot
hin vitroandin such as clotting time, platelet aggregation, and prothrombin time, and are more likely to occur in panen(s
Aerobi P! with renal failure. If bleeding manifestations occur, TAZOGARD injection should be discontinued and
i and ill isolates) appropriate therapy instituted.
Aerobi g Drug Interactions
Acinetobacter baumannii Aminoglycosides : The mixing of Pij with an amino-gl! ide in vitro can result in
o ial i ivation of the i The i ide should be i

Escherichia coli ) ) o . administered separa(ely
L, bet: gative, ampicillin resis-tant isolates)

) with Pips illi prolongs the half-
Klebsiella pneumoniae o § X . X life olPlperaclIIln by 21% and that of Tazobactam by 71%.

(given in with an a to which the isolate is ‘ ) "
susceptible) :No have been noted between Piperacillin/ Tazobactam and
. vancomycin.
Gram-negative anaerobes: . y . ) ) R .
Bacteroides fragilis group (B. fragilis, B. ovatus, B. thetaiotaomicron, and B. vulgatus) : Pipet when used with has been in the
o ofthe blockade of

Pharmacokinetics .
Peak plasma i of ipe illin and are attained i after Limited that f d Piperacillin may reduce
ofani |nfus|on of Pip Piperacillin plasma concentrations, following a the clearance of methotrexate due to competition for renal secretion. The impact of Tazobactam on the
30-minute infusion of were similar to those attained when equivalent doses of elimination of methotrexate has not been evaluated. If concurrent therapy is necessary, serum

Piperacillin were administered alone, wrth mean peak plasma concentrations ofapproxlmalely 134 and
298 pg/ml for the 2.25 gand 45 g doses, The
mean peak plasma concentrations of Tazobactam were 15 and 34 pg/ml, respectively.

iperacillinis toaminor active desethyl metabolite.

is ized to asingle ite that i nd anti ial actl
Both Piperacillin and Tazobactam are eliminated via the kidney by glomerular filtration and tubular
secretion. Plperaclllln is excreted rapidly as unchanged drug with 68% of the administered dose
excreted in the urine. and its are i prlmanly by renal excretion wnh
80% of the administered dose excreted as drug and the as the single
Piperacillin, Tazobactam and desethyl Piperacillin are also secreted into the bile. Both Piperacillin and
Tazobactam are approximately 30% bound to plasma proteins. The protein binding of either Piperacillin
or is by the pi of the other . Protein binding of the Tazobactam
metabolite is negligible. Piperacillin and Tazobactam are widely distributed into tissues and body fluids
including intestinal mucosa, gallbladder, lung, female reproductive tissues (uterus, ovary, and fallopian
tube), interstitial ﬂuld and bile. Mean tissue conoen(ratlons are generally 50% to 100% of those in

to

concentrations of methotrexate as well as the signs and symptoms of methotrexate toxicity should be
frequently monitored.

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 system or the thrombocyte function.

Pregnancy

Reproduction studies performed in animals have revealed no evidence of impaired fertility due to

Plperaclllln/Tazobactam admlnls(ered up to a dose which is similar to the maximum recommended
b area(mg/m2).

Lactatlon
Piperacillin is excreted in low concentrations in human milk; Tazobactam concentrations in human milk
have not been studied. Caution should be exercised when TAZOGARD injection is administered to a
nursing woman.
Pediatric Use

efficacy in pediatric

2months of age have not been established.

Patients over 65 years are not an increased risk of developlng adverse effects solely because of age.
hould be adjusted in the p

plasma. Di of fluid is low in subjects with non-

inflamed meninges, as W|lh o(her penlcllllns Geriatric Use
INDICATIONS

TAZOGARD injection i indicated for the treatment of patients with moderate to severe infections However, do:
caused by Pip illi it, F bet: p g UNEC

strains of th i microol i in i ti I

Appendicitis (complicated by rupture or abscess) and caused by Pip illi istant,
beta-lactamase producing strains of Escherichia coli or the following members of the Bacteroides fragms
group: B. fragilis, B. ovatus, B. thetaiotaomicron, or B. vulgatus.

Uncomplicated and complu:ated skm and skin structure mfectrons, mcludmg cellulitis,

EEI
90% of the adverse events reported in clinical trials were mild-moderate in severity and transient in
nature.

The common adverse events were:

« Skinrashes (1.3%) including rash and pruritis

- Gastrointestinal (0.9%) including diarrhea, nausea and vomiting
«Allergic reactions (0.5%)

and i footi caused by Pip tant, beta-
strains of OVERDOSAGE
" . N . There have been post marketing reports of overdose with Piperacillin/ Tazobactam. The majority of
" " s(ralns?J; pelvlc P Y disease caused by Piperacillin resistant, beta those events experienced, including nausea, vommng and diarrhoea, have also been reported wr(h the
o usual recommended dosages. Patients may or i
C i quired i severity only) caused by Piperacillin resistant, beta- higher than re given i inthe renal failure).
trains of f Treatment should be ve and i the patient's dlinical presentation.
Nosocomial pneumonia (moderate to severe) caused by Piperacilli istant, beta i i f either Piperacillin or may be reduced by haemodialysis.
i rains of by Pij illi i Following a single 3.375 g dose of Pi illi the p of the Piperacillin and
by I 31%and 39%, ivel
DOSAGE AND ADMINISTRATION Y oands
TAZOGARD injection should b ini byi infusion over 30 minutes. SHELF LIFE
36 Months

Adults: The usual total daily dose of TAZOGARD Injection is every six hours or as directed by
physician.

Pediatrics
TAZOGARD injection can be administered in pedatrc patients from 2 months of age. The dosage and
the i in I renal re as follows:

STORAGE AND HANDLING INSTRUCTIONS
Do not store above 30°C. Protect from light & moisture. Do not freeze.

Prior to constitution:
Drssolve (he contents of vialin 20 ml of: Stenle Water for Injection USP

Age of pediatric

after

Keep outofreach of children.

patients Dosage
" " " i PRESENTATION
2monthsand 9 Ce quired 80mg Pip 10mg
months of age Intra-abdominal infections Tazobactam perkg q 8hr TAZOGARDINJECTIONINA4.5G VIAL.
(appendicitis and/ or peritonitis),
L i nd i
9months or older skinand skin structure infections, | 100mg Piperacillin/12.5 Product From
ighing up g Pelvici ydisease.8hr | mg perkgq
Weighing over 40 kg Nosocomial pneumonia 3.375gm Injectiord.5 g 6hr (12.0gm E
Piperacillin/1.5gm Tazobactam pe b
day) Unosource Pharma LLtd. g
4.5gm Injection 4.5 q 6hr (16.0gm Manufactured by:
Piperacillin /2.0gm Tazobactam pet Akums Drugs & Pharmaceuticals Ltd.
day) + aminoglycoside 2,3,4 &5, Sector-6B, LI.E., SIDCUL,
Ranipur, Haridwar-249 403, INDIA.
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