Humatin®

Composition

Active ingredient; Paromomycin sulfate
Excipients: excipiens pro caps

Dosage form and quantity of active principle
per unit

1 capsule contains 357.1 mg of paromomycin
sulfate (equivalent to 250 mg paromomycin).

Uses

Management of hepatic pre-coma and coma;
Hepatic encephalopathy prophylaxis;
Pre-operative intestinal flora reduction;
Teniasis;

Intestinal amebiasis—acute, sub-acute and
chronic

Official guidelines on proper usage of antibiotics
should be followed, in particular any guideline on
how to prevent an increase of antibiotics
resistance.

Posology / How to use

Standard posology

Daily intake in divided doses, given at regular
intervals, each intake at 6-8 hours apart

Hepatic pre-coma and coma
Depending on clinical outlook: 35 to 75 mg/kg
body weight daily, for 2 to 6 days.

Hepatic encephalopathy prophylaxis
750-1000mg daily, posology and duration will be
based on severity of symptoms

Pre-operative intestinal flora reduction

It is recommended to administer two days before
surgery, 4.0g daily. In case of orthograde intestinal
cleansing, 8.0g per dose 1 hour after the
cleansing.

Teniasis

If body weight is less than 50kgs: 75.0mg/kg of
body weight; if body weight is more than 50kgs:
4.0g of body weight. The intake can be
administered in one dose or in divided doses over
one hour.

Intestinal amebiasis—acute, sub-acute and
chronic

Recommended daily intake: 25 (-100) mg/kg of
body weight for a minimum of 5 days (up to 10
days).

Method of intake: Oral administration of Humatin
capsules with some liquid.

Contraindications

Contraindicated in individuals with a history of
previous hypersensitivity reactions to
aminoglycoside antibiotics and in case of severe
renal failure, intestinal obstruction, intestinal
occlusion, pseudo-paralytic myasthenia gravis.

Humatin must not be used during pregnancy and
breast-feeding.

Warnings and precautions

The drug should be used with caution in
individuals with ulcerative lesions of the bowel to
avoid inadvertent absorption.

Even though it is almost not absorbed, Humatin
must be used with caution in individuals with mild
renal failure, especially of intakes over a long
period of time.

Constant observation of the patient's serum
creatinine and urine sediments, as well as
auditory acuity is necessary.

In case of long-lasting treatment, e.g. Hepatic
encephalopathy prophylaxis, auditory acuity must
also be controlled since ototoxic effect cannot be
ruled out completely. If necessary, treatment
should be stopped.

Drug interactions

Gastro-intestinal intake of digoxin may be affected
by paromomycine sulfates. Caution should be
used is case of simultaneous usage of these two
drugs.

Pregnancy / breast feeding

No controlled studies in animal or pregnant
woman are available.

Usage of paromomycine is not indicated
during pregnancy. Because systemic effect
cannot be entirely ruled out, embryotoxic /
teratogenic risk during the 1st trimester and
fetotoxic risk during the 2nd and 3rd
trimesters cannot be ruled out. Toxic lesions
of auditory system are possible throughout
the pregnancy.

Because it is not yet fully certain some
amount of the drug will not migrate to
breast-milk, breast-feeding should be avoided
during intake of the paromomycin.

Effect on driving and using of machinery
Because of its potential side-effects (vertigo,
nausea), Humatin might alter capacity to focus. In
case of undesirable side-effects, caution is to be
used when driving or using heavy machinery.

Side effects

Infections and infestations

The use of this antibiotic may result in an
overgrowth of non-susceptible organisms,
including yeasts and fungi. Constant
bacteriological observation of the patient is
essential, appropriate measures should be taken
if necessary.

Blood and lymphatic circulation
Eosinophilia cases have been reported

Metabolism and nutritional side effects
Malabsorption of xylose and saccharose, as well
as abnormal lipid metabolism, have been
reported.

Nervous system side effects
Cases of headaches and dizziness have been
observed.

Gastrointestinal side effects

Frequent: Diarrhea.

Rare~Uncommon: nausea, vomiting, loss of
appetite, abdominal discomfort, abdominal
cramps.

Very rare: Pancreatitis.

Occurrence of diarrhea during, of after, treatment
with paromomycin, especially if severe and
lasting, can be symptomatic of a
pseudo-membranous colitis caused by antibiotics,
which should be immediately treated. In such an
occurrence, antiperistaltics are contra-indicated.

Cutaneous and sub-cutaneous tissues side
effects

Rarely, cases of exanthema and urticaria have
been reported (allergic reaction/contact allergy).
In such cases, treatment must be stopped
immediately and adequate emergency measures
must be implemented (e.g. administering of
antihistamines)

Renal and urinary side effects

Very rare: Non-explained hematuria.

Renal symptoms might appear after inadvertent
absorption of paromomycin thru ulcerative lesions
of the bowel.

Overdose

Overdose reactions have not been reported to this
day, because of the very low level of absorption
thru gastrointestinal tract, therefore there is no
reason to apprehend this occurrence.

Properties / effects
Code ATC: ACO7AA06
Pharmacodynamics / Action

Paromomycin, the active ingredient of Humatin, is
an aminoglyside antibiotic for action on the
bowels, it is efficient against Gram-negative and
Gram-positive germs, as well as against aerobic
and anaerobic germs.

As with other aminoglycoside antibiotics, its action
is to inhibit biosynthesis of bacterial proteins. This
action results in targeting of 30s bacteria
ribosomal subunits.

Humatin greatly decreases the ammoniacogen
intestinal flora, relieving the liver.

Due to its amebiacid action, paromomycin proved
to be effective in treating intestinal amebiasis.
Furthermore, it has also proven to be effective in
case of teniasis (tapeworm infection)

Pharmacokinetics

Paromomycin is almost not absorbed thru
gastrointestinal tract. Most of the oral dose is
recoverable in the feces; about 0.1% of the daily
dose is found in urine. In cases of gastrointestinal
motility disorders, or of ulcerative lesions of the
intestine, there is a possibility of absorption. The
absorbed fraction will be slowly eliminated thru the
kidneys. In case of renal disorder, a build up is
possible.

Preclinical data

As with other aminoglyside, paromomycin can
also have ototoxic and nephrotoxic effects and
provoke a rise in hepatic enzymes and a toxic or
allergic alteration of the blood composition.

Notes

Impact on diagnosis

During Humatin treatment, xylose absorption test
should not be run.

Stability
The drug should not be used beyond the date
shown on the packaging with the wordings “Exp.”

Storage
Humatin capsules must be stored at controlled
room temperature 15°-25°C

Authorization number
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