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Piperacillin sodium is derived from D(-)-a -ominobenzyl-penicillin.

The chemical nome of piperocillin sodium is sodium (2S,5R,6R)-6-
[(R)-2-(4-ethyl-2,3-dioxo-1-piperozine-carboxomido)-2-phenylacetomido]-3,
3-dimethyl-7-0x0-4-thio-1-azobicyclo[3.2.0]heptone-2-corboxylate.

The chemical formula is C23H26N5NaO7S and the moleculor weight is 539.5.

Piperacillin-tozobactom is o beta-loctom/beto-lactomose
inhibitor combination with a brood spectrum of ontibocteriol
activity thot includes Grom-positive ond -negative aerobic
ond onoerobic bocterio.

Piperocillin-tozoboctom retoins its in vitro octivity ogoinst
broad-spectrum beto-loctamaose-producing ond some
extended-spectrum beto-lactamase-producing
Enterobacteriaceoe, but not agoinst isolates of
Grom-negative bocilli harboring AmpC beto-loctomoses.

Piperacillin-tozobactom has recently been reformulated
to include ethylenediominetetroocetic ocid ond sodium
citrate; this new formulation hos been shown to be
compotible in vitro with the two aminoglycosides,
gentomicin ond emikaocin, allowing for simultoneous
Y-site infusion, but not with tobramycin. Multicenter, randomized, double-blinded clinical trials have demonstroted
piperocillin-tozobactam to be os clinically effective as relevont comparator ontibiotics.

Clinical trials have demonstrated piperocillin-tozoboctam to be effective for the treatment of patients with intro-

abdominal infections, skin ond soft tissue infections, lower respiratory troct infections, complicated urinory troct

infections, gynecological infections ond more recently, febrile neutropenia. Piperacillin-tozobactom has on excellent .
safety ond tolerobility profile and continues to be arelioble option for the empiric treatment of moderote-to-severe

infections in hospitolized patients.

USES

This medication is used to treat a wide variety of bocterial infections. This medicotion is o combination of 2 drugs.
Piperacillin is a penicillin-type ontibiotic that works by stopping the growth of bacteria. Tozoboctom is on enzyme
inhibitor (beto-loctomase inhibitor) thot helps the piperocillin work better.

This ontibiotic treats only bocterial infections. It will not work for viral infections (e.g., common cold, flu).
Unnecessary use or misuse of any ontibiotic con lead to its decreosed effectiveness.

HOW TO USE

This medication is mixed in IV fluid ond given by injection into o vein by o heolth core professional. Follow all
instructions for preporation ond use of this product. Before using this product, check it visually for particles or
discoloration. If either is present, do not use the liquid. If you have questions about the use of this medication,f you are
using the frozen pre-mixed solution, thaw the contoiner at room temperoture or in the refrigerotor. If the bog is thawed

in the refrigerator, let it sit ot room temperoture for ot least 1 hour before using
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Do not thaw by putting in worm/hot water or microwaving. After thawing, shoke well ond squeeze the container to check
for leaks. Discord solution if the contoiner leoks. Do not re-freeze the solution after thawing. This medication is given
slowly over ot least 30 minutes, usuolly every 6 hours or os directed by your doctor. Give aminoglycosides (e.g.,
gentamicin) seporotely from this medication. Do not mix together in the some IV fluid.

SIDE EFFECTS

Swelling, redness, pain, or soreness ot the injection site may occur. Dizziness, trouble sleeping, nouseo, vomiting,
diarrheo, or headache may olso occur. If ony of these effects persist or worsen, tell your doctor or phormacist promptly.

Remember that your doctor has prescribed this medication because he or she hos judged thot the benefit to you is greater
thon the risk of side effects. Mony people using this medication do not have serious side effects.

PRECAUTIONS

Before using piperacillin/tozoboctom, tell your doctor or phormacist if you are allergic to either of the drugs; or to
i penicillin, cepholosporin, or beto-lactom ontibiotics; or to other beto-loctomose inhibitors such as sulboctom; or if you
have ony other allergies.

Before using this medication, tell your doctor or phormocist your medical history, especially of: bleeding problems, cystic
fibrosis, kidney diseose, seizures.

This medication contains sodium. Consult your doctor or pharmocist if you are on a solt-restricted diet or if you have o
condition that could be worsened by on increose in salt intoke (e.g., congestive heart foilure, high blood pressure).

Before having surgery, tell your doctor or dentist that you ore using this medication.
MISSED DOSE

If you miss a dose, use it as soon os you remember. If it is neor the time of the next dose, skip the missed dose ond resume
| your usual dosing schedule. Do not double the dose to cotch up.

STORAGE

i Before mixing, store vials ot room temperoture between 68-77 degrees F (20-25 degrees C). After mixing, store ot room
temperature or in the refrigerator ot 36-46 degrees F (2-8 degrees C). If stored ot room temperoture, use/discord the mixed
solution within 24 hours.

Information Associoted with Product:

DOSAGE
Piperacillin and tozoboctom is supplied in the following sizes:

Each Zosyn 2.25 g vial provides piperacillin sodium equivalent to 2 groms of piperocillin ond tozobactom sodium
equivalent to 0.25 g of tozoboctom.

Eoch vial contoins 5.58 mEq (128 mg) of sodium. Supplied 10 per box-NDC 0206-8852-16 Each Zosyn 3.375 g vial
provides piperacillin sodium equivalent to 3 grams of piperacillin and tozoboctom sodium equivalent to 0.375 g of
tozobactom.
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Eoach vial contoins 8.38 mEq (192 mg) of sodium. Supplied 10 per box-
NDC 0206-8854-16 Each Zosyn 4.5 g vial provides piperocillin sodium

B cquivalent to 4 groms of piperocillin and tozobactom sodium equivelent to
0.5 g of tazoboctom.

Eoch vial contains 11.17 mEq (256 mg) of sodium. Supplied 10 per box-
NDC 0206-8855-16 Each Zosyn 2.25 g ADD- vidl provides piperocillin
sodium equivalent to 2 grams of piperacillin ond tozoboctom sodium
equivalent to 0.25 g of tozobactom.

i piperocillin ond tozobactam in Contoiner (PL 2040 Plastic) is supplied os o
frozen, iso-osmotic, sterile, nonpyrogenic solution in single dose plostic
contoiners os follows:

2.25 g (piperacillin sodium equivalent to 2 g piperacillin/tazoboctom
sodium equivalent to 0.25 g tozoboctom) in 50 mL. Eoch contoiner has 5.58
mEq (128 mg) of sodium. Supplied 24/box-NDC 0206-8860-02

3.375 g (piperacillin sodium equivalent to 3 g piperocillin/tazobactoam
sodium equivalent to 0.375 g tazobactam) in 50 mL. Each container hos
I 8.38 mEq (192 mg) of sodium. Supplied 24/box-NDC 0206-8861-02

4.5 g (piperocillin sodium equivalent to 4 g piperocillin/tozobactom sodium
equivalent to 0.5 g tazobactom) in 100 mL. Eoch contoiner hos 11.17 mEq
(256 mg) of sodium. Supplied 12/box-NDC 0206-8862-02

Note /Government Notification: These chemicals are designated as those that are used in the monufocture of the controlled substances ond are importont to the
monufocture of the substonces. For any (Control Substonce) products Import ond Export *** subjected to your country government laws /control substonce ACT.

Information: The information on this web poge is provided to help you to work safely, but it is intended to be on overview of hozords, not a replocement for o full
Moteriol Sofety Doto Sheet (MSDS). MSDS forms con be downloaded from the web sites of mony chemical suppliers. ,also that the information on the PTCL Sofety
web site, where this poge was hosted, has been copied onto mony other sites, often without permission. If you hove eny doubts obout the veracity of the information that
you are viewing, or have ony queries, please check the URL that your web browser displays for this poge. If the URL begins "www.tojopi.com/www/Denatonium
Benzoote.htm/" the poge is mointained by the Safety Officer in Physicol Chemistry ot Oxford University. If not, this poge is a copy mode by some other person ond we
have no responsibility for it.

Act of 1970.[1] The CSA is the federal U.S. drug policy under which the monufocture, importation, possession, use ond distribution of certoin substonces is reguloted.

I The Controlled Substances Act (CSA) was enacted into low by the Congress of the United Stotes os Title II of the Comprehensive Drug Abuse Prevention and Control
The Act also served as the notional implementing legislation for the Single Convention on Narcotic Drugs .

This document plus the full buyer/ prescribing information, prepored
for heolth professionals con be found at:

http://www.tojopi.com

or by contocting the sponsor, Tojy Phormaceuticols Limited., ot:

91 022 30601000.

This leoflet wos prepored by
Toy Phormoceuticols Limited,
Mumboai (India).
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