ZOMAX ® v

(azithromyain for injection)
For IV infusion only

DESCRIPTION
Zomax {azithromycin for injection) contains !hdéactive ingredient azithromycin, an azalide a subclass of macrolide
antibiotics, for intravenous injection.
Zomax {azithromycin |or m;ect»on) consnsts of azithromycin dihydrate and the following inactive ingredients: citric
acid and sodiumn hy Zomax in for iny IS supplied in tyophiiized form in a m—vaxal
equivatent to 500 mg of azithromycin for mtravenous admin R g to label
results in approximately 5 mi of Zomax for infravenous injection with each mL containing aznhromyun dihydraie
equivalent 1o 160 mg of azithromycin.
INDICATIONS
Zomax {azithromyein for injection) is indicated for the treatment of patierts with infections caused by susceptibie
strains of the designated microorganisms in the conditions listed belcw. As recommended dosages, durations of
'he(apy, and applicable palient papulations vary among these mfechons
ia due to C Y

oneumophna Muraxella catarrhatis, Mycoplasma pnaumemae,
pneumoniaa in patienis who require initial intravenous therapy.
Pelvic inflammatory disease due to Chiamydia trachomatis, Neisseria gonorhoeae, of Mycopiasma hominis it
patients who require initial i therapy. I are of contri to the
infection, an antimi ial agent with bic activity should be administered in combination with Zomax.
Zomax (azithromycin: for m)ecbon) should be followed by Zomax by the oral route as required.

L > culture and tests should be perionmed befoce treatment to determine the causative
micre and its ibility to azi Therapy with Zomax may be initiated before resulls of these
tests are known; once the results beaome available, antimicrobial therapy shouid be adjusted aomrdlngly
To reduce the development of bacteria and maimain the of Zomax and
other antibacierial drugs, Zomax (azittwomycin) shoukd be used only to treat of prevent miecuons that are proven or
strongly suspected |o be caused by susceptitie baﬁena_ When culture and ion are it
they shoukd be in ing oF i ial therapy. intheabsencﬂofsuchdala local
epiderniology and wsoepkb\hty patterns may comnbu!e 1o the empiric setection of therapy.
DOSAGE AND ADMINISTRATION
The nacommended dose of Zomax {azithromycin for injection) for the treatment of adult patients with community-

wa due to the i i is: 500 mg as a single daily dose by the intravenous route for

at least two days. infravenous therapy shouid be followed by azithromycin by the oral route at a single, daily dose
of 500 mg, administarad as two 250-mg tablets to complele a 7- to 10-day course of therapy. The timing of the
switch to oral therapy shouid be done at the di: ion of the i and in with clinical respoi
The recommended dese of Zomax (azithromycin) for the treatment of adult patients with pelvic inflammatery
disease due to the indicated organisms is: 500 my as a singie daily dose by the intravenous route for one or two
days. Intravenous therapy should be followed by azithromycin by the oral route at a single, daily dose of 250 mg to
complela a 7-day course of therapy. ﬂmmngoﬂmsnnd!mom]menpyshouldbeﬁmeaﬂhedmenonofme

tution,

influenzae, Legionaiia
aureus, or

and in with clinical are of to
the infection, an antimi agent with i amvlty shoukl be administered in combination with Zomax.
Renal No dosage is rece for subjects with renal impairment (GFR <80
mLsmin).
The mean AUC,,,, was similar in subjects with GFR 10-80 miimin compared 10 subjects with normal renal

function, whereas it increased 35% in smpctswnh GFR <10 mLimin compared to subjects with normal renal

function: Caution should be when i to subjects with severe renal impairment.
The Gnetics of ,' in subjects with hepatic impaimment have not been

o ions can be made in patients with impaired hepatic function.

No dosage adjustment is recommended based 0n age or gender.

The infusate concentration and rate of infusion for Zomax (azithrorycin for injection) should be either 1 mg/mL

aver 3 hours or 2 mg/mL over 1 hour.

Preparation of the solution for intravenous administration is as follows:

No dose

Reconstitution

Prepare the initial solution of Zomax (azmomyclniotmewon)byaddmg48mLofS!enleWalav For In]ectnn
to the 500 mg vial and shaking the vial until aft of the drug is Since Zomax for i

is supplied under vacuum, it is thata 5 mL (non- sytinge be used to ensure
that the exact amount of 4.8 mL of Sterile Water is di Each mL of 1 solution contains 100 mg
azithromycin. Reconstituted solution is stable for 24 hours when stored below 30°C or 86°F.

F drug shouid be i visuadly for parti matter prior to

administration. if particulale matter is evident in reconstituted fuids, the drug solution should be discarded.

Dilute this sofution further prior to administration as instructed below.

Ditution

To provide azithromycin aver a concentration range of 1.0-2.0 mg/mL, transter 5 mL of the 100 mg/mL azithromycin
sokuBion into the appropriate amount of any of the dituents fisted beiow:

Normal Saline (0.9% sodium chioride)

1/2 Normal Saline (0.45% sodium chloride}

5% Dextrose in Water

Lactated Ringer's Solution

5% Dextrose in 1/2 Normal Saline (0.45% sodium chioride) with 20 mEg KC!
5% Dextrose in Lactated Ringer's Solution

5% Dextrose in 1/3 Normal Saline {0.3% sodium chioride)
5% Dextrose, in 1/2 Normgl Saline {0.45% sodium chioride)

Final Infusion Solution Concentration {mg/mL} Amount of Diluent {mL)

1.0 mg/mL 500 mL

2.0 mg/mL 250 mL

nlsrecommendedmalasoo-mgduseofbmax(azﬂuomyunhrnemon) diluted as abowve, be infused over a

Proionged cardiac repolarization and QT interval, impariing a risk of developing cardiac amhythmia and torsades di

pointes, have been ssen in treatment with other macrolides. A simifar effect with azithromycin cannct be completely

ruled out in patients at increased risk for prolonged cardiac repolarization.

P.'escribmg Zomax {azithromycin) in the absence of a proven or strongly suspected bactenai infection or 2
indication is uniikety io provide benefit 10 the patient and increases the risk of the development of

drug-resistant bacteria 2 #

Drug interactions:

Co—admhmhon of nelfinavir a! steady- stale with a smgle orai Jose o' azithrorycin resufied in increasad
serum . gh a dose of ycin is not when
in ination with close monttoring for known side effects of azithromycin, such as irver

enzyme ab lities and hearing impai t, is
Azithromycin given by the oral route did not affect the prothmmbm tima response to a single dose of wartarin
Howevar pmdem medical practice dictates carehul monitoring of prothrombin time in aii patients iraated with

1 and warfarin . Concurrant use of macrofides and wartarin in clinical gractice has been

with i 1 anti lant sffects.
Drug interaction studies were parformed with azithromycin and other drugs lkeiy ta be co-administered
When used i in !hempeunc doses az«lhvomycm had a modest effect on the pharmacokinetics of atorvastatin,
ole, indinavir, mi rifabutin, siidenafi,

theophyliine (intravenous and oral), iriazolam, mmethopnm/sulfamethoxazule or zxdovudme Co-administration
with elavirenz or fluconazole had a modest effect on the of azif . No dosage adj
of either drug is recommended when azithromycin is coadministered with any of these agems
Intermctions with the drugs listed below have not been reported in clinical trials with azithromycin: however, no
specific drug interaction studies have been performed to evaluate potenliat drug-drug interaction. Nonetheless.
they have been observed with macrolide products.
Untit further data are developed regarding drug interactions when azithromycin and thess drugs are used
concomitantly, carefut monitoring of patients is advised:
Digoxin - elevated digoxin concentrations.
Ergotamine or dihydroergotamine - acute ergot toxicity cl
dyseslhesta

hy severe peripl v and

and in - elevated

Laboratory Tast imeracuons There are no reporied laboratory test mterachnns
of Fentility: Long-term studies in animals have no! been parformed o
evaluale carcinogenic potermal Azithromycin has shown no mutagenic potertial in standard laboratary tests:
mouse lymphoma assay, human lymphocyte clastogenic assay, and mouse bone marrow clastogenic assay. No
evidence of impaired fertility due to azithromycin was found.

ic Effects. Category B: Reproducticn studies have been performed in rats and
mice at doses up to moderately maternally toxic dose concentrations (i.e., 200 mg/kg/day 7y the oral routa). These
doses, based on a mg/m2 basis, are estimated to be 4 and 2 times, respectively, the human daily dose of 500 mg
by the oral route. In the animal studies, no evidence of harm to the fetus due to azithronmycin was found. There are,
however, no adequate and well-conirolled studies in pregnant wormen. Because animal reproduction studies are
not always predi ot human wein shoukd be used during pregnancy only if clearty needad.
Nursing Mothers: It is not known whemer azithromycin is excreted in human milk. Baecause many drugs are
excreted in human milk, caution should be exercised when azittwomycin is administered 1o a nursing woman.
Pediatric Use: Safety and sffectiveness of azithromycin for injection in children or adolescents under 15 years

have not been established. In controfied clinical studies. in has been in to patients
{age & months to 16 years) by the oral route.
Gerlatric Use: Pharmaoolunehc stndnes wnh intravenous in have not been n older

of ing oral administration: in older volunteers (65-85 years old)
were similar to those in younger volunieers (18—40yaalsold}torthe S-day therapeusic regimen.
Zomax (azithromycin for injection) contains 114 mg {4.96 mEq) of sodium per viel. At the usual recommended
doses, patierits wouid receive 114 mg (4.96 mEq) of sodium. The geriatric population may respond with a biunted
natriuresis to salt joading. The tolal sodium content from dietary and non-distary sources may be clinically
important with regard to such diseases as congestive heart failure.
SIOE EFFECTS
in clinical trials of & for d in which 2-5 L.V. doses were given,
most of the reported side effects were rmld to moderate in sevemy and ware reversible upon dasconhnuanon uflhe
drug. The majority of patients in these trials had one or more and were n
medications. Approximately 1.2% of the patients discortinued intravenous Zomax therapy, and a tofal of 2.4%
discontinued azithromycin therapy by either the intravenous or orai route because of clinical or labocatory side
effects.
Ciinical side effects leading to discontinuations from these studies were most commonly gastrointestinal
{abdominal pain, nausea, vomiting, diarrhea), and rashes; laboratory side effects leading to discontinuation were
increases in transaminase levets and/or alkaline phosphatase levels.
Clinical: Overafl, the most common side eflects associated with treatment in adult patients who received 1.V.P.0
Zomax in studies of community-acquired ia were related to the gastrointestinal sysiem with diamhea/
laose stoots (4.3%), nausea (3.9%), abdominal pain (2.7%), and vomiting {1.4%;) bewrig the most frequently
reported. Approximately 12% of patients experienced a side effect related to the intravenous infusion; most
common were pain al the injection site {6.5%) and local inflammation (3.1%)
mmmmeﬁmwmmmmmnwmmsdlvmo Zomax in studies
of pelvic inflammatory disease were related to the inal system. Diarrhea (8.5%) and nausea {5.6%)
were most commonly reported, blouedbyvagmms(za%) abdommalpamh %), anorexia {1.9%), rash and
pruritus {1.9%). When azit was in thesa studies, a higher proportion
Nmsmyoedsadeaﬂectsofmussa(mfi%) abdomlnalpaln(37%) womiting {2.8%), application site
reaction, stomatitis, dizziness, or dyspnea (all at 1.9%).
Ko other side effects occwmed in patiants on the multiple dose §.V/P.O. regimen o Zomax in thesa studies with 2

frequency greater than 1%.

Sdeeﬁeﬂsﬂmmwnadwmahwmoﬁ%o(lessmudedmbﬂomng
jhasis, and gastriis.

Aliergic: bronchospasm.

Special Senses: taste perversion.

MMWM&memmyandumgﬂwwﬂmarkanngpemdmadun
and/or pediatric patients for which a causal o ip may nat be

Allergic: Arthmigia, edema, witicaria and angioedema.
Cardi ias i C y ia and “here have been rare reports of

raely resulting in dehydration,

ar pvuh\gaﬁo?\ and torsades de pointes.

Other shoukd not be added fo Zomax (azi in for injection) cofitis, itis, oral is and rare reports of tonque discoloration.

urm:sedsmhanews)ymmugrmesamemvemuslme General: Asthenia, paresthesia, fatigue, malaise and anaphyiaxis (rarety fatal).

CONTHAINDICATIONS Genitourinary: Imstwhalnq)hnussndaunerenalfalbmsndvagnms

Zomax is contraindicated in patients with known itvity to in, or any

antibiotic. |' . lnerfum:hon hepatitis and cholestatic jaundice, »s well as rare cases of hepatic

WARNINGS neaossandhepahc'mlurs,somemmhavamsunadmdeaﬁ'l

Serious ahergic ing Stevens Nervous Sysiem: C 90, agitation

msmmmmmmmmmnmmmmw and syncope.

Although rare, mnesm\ebeenmpoﬂadm of the allergic Psychiatric: Aggressive reaction and anxiety.

symptoms, when symptomatic therapy was di the allergic recurred soon thereatter in Skin/Appendages: Pruritus, rarely serious skin bons i g ery i St ~Johnson

mummmmmwnwmmmwpemdsMMMn and toxic

and to the long tissue half-life of azithromycin and Special Senses: Hearing di: hearing loss, deat and/or trnitus and rare reports of taste
Wmmbmmm perversion.

may occur when sympiomatic therapy

PmmmmmmmmmmuamﬂdmaMmywmmm

nmmldeﬂwmm ns 1o consider this d& #s in patients who present with diarhea
o the i of agents.

Treatment with antiacterial anevsmenmv\alﬁomo'mmmmy ovevgvowmofubsmdna

Sludesnﬁztemalanmwowcadbychsmdmmd‘mnlelsamwmuseot “antibiotic-associated cofitis.

Afer the diagnosis of pseudomembranous colitis has been smidbalmua(ed

Mild casss of pseudomermbranous colitis usualty respond 1o discontinuation of the drug alone. Inmoderale'n

‘severe cases, consideration should be given 10 with fuids and protein ,

wmmmmmdngmmmmuummbm

PRECAUTIONS

Ganeral:

via the fiver, caution shoukd be exercised when azithromycin is
adlmls&stedbpammsmmmdhspatchm Due to the timited data in subjects with GFR <10 mU/min,

u-mmshwubs in these patients.

Zomax for shouldbe and dilted as directed and administered as an
intravenous infusion over not fess than 60 minutes.

Local 1.V. site reactions have been reported with the i ion of

mmwmmmmmmmmmmmmmmm! hour
(2mgImLasﬁOmLmusul)orover3murs(1 mglmLasSOOni_lrﬂuson)

Al who d infusate above 2.0 mg/mL

therefore, higher concentrations should be avoided.

tocal LV. site ions and,

THIS IS A MEDICAMENT

i y ignifis iithes (h ive of drug
clinical trials were reportad as foliows:

« With an incidence of 4-6%, elevated ALT (SGPT), AST {SGOT), creatinine.
« With an incidence of 1-3%, elevated LDH, blhrubm

1g during the

- With an incidence of less than 1%, P platele count, and elevated serum
atkatine phosphatase.

* When follow-up was p changes in Yy tests app tober

STORAGE

Store between 15-25°C. When diluted according to the instructions (1.0 mg/mi to 2.0 mg/mL), Zomax
(azithromycin for injection) is stable for 24 hours at or below room temperature (30°C or B&“F). or for 7 days if
stored under refrigeration (5°C or 41°F).

PRESENTATIONS
ZOMAX 500 mg IV : Azithromycin 500 mg fof intravencus infusion

Excipents: Sodium hydroxide , Crine acid

~Amﬂ=ammmmrmwmmﬂs‘mﬂnﬂm

to instructions &

dangerous.
Fobwmedoauspmsalpwnm the method of use an! the instructions of the

who soid the
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- The doctor and the pharmacist are experts in medicine, its benefits and risks. |
-Dom(bymselfmunmlmspundo(usamwmbadbtyw R
- Do not repeat the same prescription without consuiting your doctor.

Keep medicament out of the reach of children
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