
Zimax'
Azithromycin
Macrollde Antibiotic

GOMPOSITION:
Zimx is a nitrogen-containlng macrolide or dalide, dedved from the
macrolide class of antibiotics.
Zimax capsules:
Each capsule contains: Azithromycin dihydrate equivalent lo 2SO mg
aithbmycift
Zlro powder f or oral suspension:
Zimtx suspension contains sweet banana, strawberry and vanilla flavour.
200mqy'5ml: When reconstituted as dirocted, each 5ml contains:
Azithromycin dihydrate equivalenl to 20omg Azithrcmycin.
300mgtr7.5m1: When reconstituted as directed, each 7.5m1 contains i
Azithromycin dihydEte equivalent to 3OOm9 Azithromycin.
INDICATIONS:
ZiDax is indicated for the following infections caused by susceptible
organ6ms:
' Upper respiratory tract intections.
' Lower respiratory tracl infections.
' Otitis media and sinusitis.
" Skin & soft tissue intections.
' Zimax as also indicated in the keatmenl of uncomolicated oenital

chlamydial inf ection6-
ACTIONS:
Oral bio-availability is 37%- lvldimum plasma conentration is achieved within
2'3 hours atter the adminisfation. ZiDax is widelv distributed throuohout
lhe body.
After a single dose of 510mg; Zimax concentration in target tissues such as
the lungs, lonsils, and prostate exceeds MIC 90 for likely pathogens.
Studies have shown markedly higher aithromycin levels in tissue than in

Iplasma (up to 50 times the maximum obserued concentation in plasma)

I mdicatng lhal  the drug is hrghty t issue bound.

f fi;llii.i 
""live against a wide Gnge of Gram-posilive and Gram-nesative

- 
Zin* als dgmonst€les in vitro activity againsl Legionetla pneumophila,
Wcopksna pneuMiae and hominis, Campylobadet sp., Toxoplasm
gondii and Trcponem pallidun and My@bacteiun Aviun Conplex (MAC).
OOSAGE & ADMINISTRATION:
CAPSULES :
ZiDax capsules should be administered as a single daily dose with a fu
glass o{ water taken at least t hour before or 2 hours after lood to mdimizF
absoDlion.
Adults:
For Sexually tmsmrtbd dt$@s @usd by Chtamydia fachomatis the dose
is 1gm i.6. 4 capsules given as a single dse. For all other indications, the
total dose is 1.5 gm which should be given as 500 m9 daily for 3 days.
Use In elderly: Normal adult dosage is recommended.
SUSPENSION :
Use in childrcn: z'maxpowder for oEl suspension is available for children of
body weight less than 45 kg and the recommended dose is lomg/kg as single
daily dose for 3 days. Information on children of age less than six monlhs is
not available-
Childrcn up to 15 kgi Measure the dose as closely as possible using the
adaptor (A) and syringe (B) provided with the botile and as exptained in the

Childcn weighing mo.e than 15 kgi Zmax suspension shail be
adhinistered s per the follgwing table, lsing the adaptor and syringe
provided with the bofrle. \

rcgarding Zimax usage in patients with morc severe renal impairm€nt, thus
caution should be exercisod jn using ZrrDarin these patients.
Use during pEgnancy and lactation:
Use fn pregnancy: Zimax should be used during pregnancy only if
adequate alternatives are nol available.
Us in lagtatlon: No :data m secretion of Zimx in breast milk are available,
so lhal zmx should only be used in lactating women where adequate
alternatives are not availablo.
DRUG INTERACTIONS:
Antacids: In patienb receiving ZiDar and antacids, ZiDax should be taken
at leasl t hour before or 2 hours after the antacid.
Carbamepine: Plasma concenfation increased by Azithromycin.
Cimetidine: A single dose of cimetidine administered 2 hours before Zr'mrx
had no effed on lhe phamacokinetics of azithromycin.
Clclosporin: Some ot lhe related macrolide antibiotics interf€re with the
metabolism of cyclosporin. In the absen@ of pharmacokinetic studies or
clinical data investigating a potential interaction beMeen Zimar and
cyclosporin, €ution should be exercised before co-administration of these
two drugs. It co-administralion is necessary, cyclosporin levels should be
monitored and the dose adjusted accordingly.
Digoxln: No inteEctions have been reported in patients who have received
concomitant zinax and cardiac glycosides. However, some of the macrolide
antibiotics have been reponed to impair the metabolism of digoxin (in the gul)
in some palients- Therefore, in patients receiving @ncomitant Zimax and
digoxln the po$ibility of.aised digoxinlevels should be borne ih mind.
Ergol derivaliEs: 8eaus6 of the theorelical possibility of ergotjsm, Ztmar
and ergot derivatives should not be co-administered.
Melhylprcdnlsolono: In a pharmacokinetic interaction study in heallhy
volunteers, Zimax had no significant etfect on the pharmacokinetics of
methylprednisolone.
ThFphylline: Since inleEctions betweon thiophylline and some macrolides
have b6en described, patients should be monitored rsgarding typical
reactions of increased theophylline levels when azithromycin and
theophyllines are co-adminlstered.
There is no evidence of any pharmacokinetic interaction when Zimax and
theophylline are @-administered to healthy volunt@rs.
Warfarin: In a phamacodynamic interaction study, Zimax did not alter the
anticoagulant etlect of a single '15 mg dose of warfarin administered to
healthy volunteers. Zlmax and warfain may be co-administered, but
monitoring of the prothrombin time should be continued as routinely
pedormed.
Pimozide: Avoid use with pimozide due to risk of cardiotoxicity.
SIDE.EFFECTS:
ZiDax is well tolerated with a low ircidence of side-effects. Most side-effecls
obserued were mih to moderate in severity
The majority of side-effects were gastrcintestinal in origin with nausea,
abdominal discomfort (pairvcEmps), vomiting, flatulence, diarhoea and loose
slools being occasionally observed.
Allergic reaclions such as rash have @ured and there have also been rare
reporls of serious hypersensitivity reactions - see Precautions and Warnings'.
Other side etfects include dizinesst drowsiness; headache; photosensitivitv;
mild hepatitis; and mild neutropenia.
Revorsible elevations in liver transaminases have been seen wilh a ireouencv
similar to the comparalive macrolides and penrcillins used in clinical triais
Transient mild reductions in neutrophil counts have occasionally been
obseryed in clinical trials, ahhough a casual relationship to Zimax has nol
been eshblished.
OVERDdSAGE:
There are no data on overdosage wilh Zimax. Typical symptoms of
overdosage with macrolide antibioiics include hearing loss, severe nausea,
vomiting and diarhoea. Gastric lavage and general supponve measures are
indicated.
PRESENTATIONS:
Zimar is available as :
- 250 mg Capsules

Powder for O.al Suspension 200 mE5 ml and 300mg/7.5ml.

This is a medicamenl
- A Medi€ment is a produd which afl* your health, and its

consumption contary to jnshuctions is dangercus lor you.
- Follow strictly the d@tor's prBcription, the meihod ol use and the

inslructions ol use of the oha@cist who sold the medi€ment.
- The doctor and lhe phamacisl are expeds in medicine, its benefils

and fsks.
- Do not by yoursell interrupt the period of tre3!Oe!! pLeSqIfE-e4
- Do not repeat the same prescilption without consulting your doctor.

Kep medicaments oul
otthe rcach ot childrcn

Council of Arab Health l\,,liniste.s
Union ot Arab Phamacists

t5 lo 25 kg (3-7 years) 5 ml (200 mg), once dailv for 3 davs

26 to 35 kg (8-1'1 yea6) 7.5 ml (30O mg). on@ dailyfor3 days.

36to45kg (12-14years) 10 ml (400 mg), once daily for 3 days

Over 45 k9 As per adult dosge

CONTRA-INDICANONS:
Zntt is @ntra-indi@ted in patientg with a known hypersensitivity to
dithhmyrin or dyof the merolide mtihiotiG_
Because ot the theoreli€l possibiiity ot eeolism, Zimax and ergot
derivatives should not be @adninistered.
ZDdis @nlra-indi€ted in patients with hepatic impakement.
PRECAUTIONS AND WABNINGS:
As with erylhromycin and other mcrolides, rare seaious allergic reacljons,
including angioneurotic oedema and anaphyldis, have been reponed. Some
of these readions wtth ZiM have resufted in r&urreni svmotoms and
requtred a longer period of obseryation and lreatment.
As with any antibiotic, obseruaion tor signs o{ supednfection with non
sus@ptibl€ organisms, ircluding fungi is recommended.
U* in Fnal impairmenb |,lo d@ adjustmed is reeded in patients with
mild renal impaiment (creatinine cleardce >40 ml/min). but the.e are no dah
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