Wiacromax
Clarithromyein

Composition:

Clarithromycin

Excipients: Tablets (250, 500): Sodium laurilsulphate, maize starch,
crasscarmellose sodium, povidone, pregelatinised starch, microcrystalline
cellulose, colloidal anhydrous silica, tale, magnesium stearate, opadry
white and FD&C Yellow No.10. pension: Xanthan gum, ammonium
glycyrrhizinate, hydroxypropyl methyleellulose, sedium laurilsuliate, methyl
parahydroxy benzeale, saccharin sodium, strawberry powder flavour, citric
acid monohydrate and sucrose fine powder.

Properties:

Macromax® is a semi-synthetic macrolide antibiotic. It is rapidly absorbed
from the gastrointestinal tract after oral adminisiration. Food slightly delays
but does not affect the extent of absorption. In the liver, it is converted to the
antimicrabially active metabolite, 14-hydroxy-clarithromycin, they distribute
readily info body tissues and fluids, excluding CNS. Because of high
intracellular concentrations, tissue concentrations are higher than serum
concentrations.

Mechamsm of action:

Macromax® exerts its antibacterial action by inhibition of protein synthesis,
its metabolite is twice as active as the parent compound against certain
organisms.

Antimicrobial activity:

Macromax® is highly potant against a wide variety of agrobic and anasrabic
organisms, as well as most Mycobacterium Avium Complex (MAC),
including:

Bacteroides fragilis, Bordetella pertussis, Campylobacter jejuni, Chlamydia
pneumaniae, Chlamydia trachomatis, Clostridium perfringens, Haemophilus
infiuenzae, Haemophilus parainfiuenzae, Melicabacter pylori, Legionella
pneumaphila, Listeria monacytogenes, Moraxella catarrhalis, Mycabacterium
avium, Mycobacterium chelonas, Mycabacterium forfuitum, Mycobacterium
intracellulare, Mycobacterium kansasii, Mycobacterium leprae, Mycoplasma
pneumoniae, Neisseria gonarthea, Peptococcus spp., Peptostreplocacous
spp., Propionibacterium acnes, Staphylococcus aureus, Streptococcus
agalactiae,  Streptocaccus  pneumoniae,  Stieplacoccus  pyogenes,
Streptococcus viridans and Ureaplasma urealyticum,

ndications:

lreatment of infections caused by pathogens sensitive to clarithromyein
neluding:

- Upper respiratory tract infections: Tonsiliitis, pharyngitis, sinusitis and
acute otitis media.

-Lower respiratory tract infections: Acute and chronic branchitis, bacterial
pneumonia and atypical pneumonia.

- $kin infections: Impetigo, erysipslas, folliculitis, furunculosis and septic
waunds.

- Helicobacter pylori infections: Pepiic ulcer disease.

- Other: Treatment and prevention of disseminated mycobacterial infections
due to MAC disease.

Dosage and administration:
- Adults: The usual dose of Macromax® is (250 -
for 1-2 weeks.
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- Children (8 manths — 12 years): The recommended dose is 15 mg/kg/day
in two divided doses for 10 days:

Child weight (kg) Dose
5-10 25migi2h
11 -20 Smigi2h
21 -30 75migi2h
>30 10mlgi2h

- Renal impairment (creatinine clearance <30 ml/min): The dasage should
be halved or the dosing interval doubled.

- Macromax® may be administered without dosage adjustment in the
presence of hepatic impairment.

- Dosage shauld not be continued beyond 14 days.

Contraindications:
- Hypersensitivity to macrolides (clarithromycin), or any component of this
product.

Drug interactions:

- Carbamazepine. Carbamazepine plasma levels should be monitared,

- Warfarin: Prathrambin time should be frequently monitored.

- Zidovudine: Staggering the doses of clarithromycin and zidavudine by
1-2 haurs.

- Clarithromyein increases the serum concentrations of the drugs
metabalized by the cytochrome P450, theophylling, digoxin, terfenadine,
cisapride, astemizole and pimozide ypon concomitant use.

Warnings:
Safety and efficacy have not been established for up to 6 manths of aga.

Precautions:

- Caution should be censidered in patients with impaired hepatic or renal
function.

- Prolonged use of clarithromycin may result in overgrowth of non-
susceptible bacteria aor fungi.

- Pregnancy: There are no adequate and well-controlled studies in pregnant
women. Use during pregnancy anly if the potential benefit justifies the
potential risk to the fetus.

- Lactation: It is not known whether clarithromycin is excreted in human
milk.

500 mg) every 12 hours
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Adverse reactions:

- Low incidence of GI disturbances and allergic reactions has been
reporled.

- Using macrolides, transient and reversible increase of SGOT & SGPT is
possible. Like with other antibiotics, superinfection by resistant bacteria or
fungi can rarely arise.

- There have been reparts of transient CNS adverse reactions,

Overdosage:

The ingestion of large amounts of clarithromyein can be expected to produce
gastroinlastinal symploms; treatment includes symptomatic and supportive
care,

Information for the patient:

- Macromax™ may be given witheut regard to meals
- Do nat refrigerate oral suspension.

- Finish the whole medication course.

Presentations:

- Macromax® 250 Tablet: Each film coatad tablet contains 260 mg
Clarithramyein in packs of 14 tablets,

- Macromax®™ 500 Tablat: Each film coated tablet contains 500 mg
Clarithromycin in packs of 14 tablets and 20 tablets.

- Macromax® Suspension: Each 5 ml of reconstituted suspension contains
125 mg Clarithromycin in bottles of 60 ml,

* Some presentations may not be available in certain countries

(This is a medicament - keep medicaments out of the reach of children)

* Medicament is a preduct that affects your health, and its
consumption contrary to instructions is dangerous for you.

» Follow strictly the dactar's prescription, the method of use and the
instructions of the pharmacist who dispensed the medicament,

+ The doctor and the pharmacist are experts in medicine, its
benefits and risks.

Do not by yourself interrupt the period of treatment prescribed for
you,

+ Do not repeat the same prescription without consulting your
doctor.
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