nifuroxazi

Antinal

220mg/5ml

Suspension

1. DRUG NAME

Antinal

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

Nifuroxazide 220 mg;5ml

For the ful fist of excipients, see section 6.1

5. PHARMACEUTICAL FORM

Suspension

Yellow homogenous suspension with banana flavor.

4. CLINICAL INDICATIONS

4], Therapeutic indications

In addition to rehydration, treatment of acute diarrhea presumed to be of bacterial origin in the absence of
suspicion of invasive phenomena (alteration of general condition, fever, signs of toxic infection

The importance of rehydration by oral or hydration solution should be adapted according to the
intensiy of diarrhea, age and the particularities of the patient (associated discases,..

Official recommendations on the appropriale use of antibacterial should be taken into account.

4.2. Dosage and method of administration

Children over 2 years old: 660 mg per day, or 3 measuring spoons per day, in 3 doses.
Treatment should not exceed 7 days.

Method of administration

Oral

43. Contraindications

+ Hypersensitivly (o nitrofuran derivatives or any of the other constituents.

« Premalure, newborn (0-1 month) and infants under 2 years of age.

44. Special warnings and precautions for use

Special Warnings
Rblycration caribe the essential part of treating acute childhood diarthea

It will have to be systematically considered

Prevention or treafment of dehydration will be done by oral or intravenous rehydration solution.

itis recommended to use the solutes provided for this purpose respecting the modalities of reconstitution and
usage.

* The Na-+ concentralion should be between 30 and 60 mmol‘, solutes with a lower sodium content (30 mmol;)
being reserved for mild dehydration

+ An'intake of chlorine and potassium is necessary in order to correct digestive losses

« The recommended glucose concentration is between 74 and 110 mm(\\ﬁ

+ The addition of hydrolyzed proteins or amino acids does not appear to improve rehydration or nutritional

status.

It essential to offer the child to drink very often, every 174 of an hour for example.

As an indication, the proposed volume of oral rehydration solution must be equivalent to the weight lost or 50
10100 mi ; kg for dehydration of 5 to 10% of body weight

In case of severe or prolonged diarrhea, severe vomiting or refusal of feeding, intravenous rehydration should
be considered

In case of infectious diarrhea with clinical manifestations suggesting an invasive phenomenon, resort o
antibacterial with good systemic diffusion

This medicine contains methyl parahydroxybenzoate (E218) and may cause allergic reactions (possibly delayed),
~This product contains Less than 1 mmol sodium (23 mg) per dose i essentially sodium free.

Precauti
~ Children over 2 years

o In case of prescription of a rehydration solution, the modalities of use as well as the mode of reconstitution
must be clearly and precisely explaine

o/ the absence of the need to preserbe such rehydration it s nevertheless necessary to clearly explain the need

to:
~Rehydrate the child with abundant, salty or sugary drinks, in order to compensate for fluid loss due to diarrhea
(the average daily water intake is 2 lters),
~Maintain the diet during diarrhea.
o Excluding certan intakes and paticulry faw vegetables, s, green vegetables,sicy dishes,as welas frozen
foods or drinks
o Favoring rilled meats, rice.
+ The abolition of milk and dairy should be considered on a case-by-case basis
45. Interactions with other drugs and other forms of interaction
Undesirable combinations
This drug s not recommended with drugs causing Antabuse reaction and CNS depressants
4.6. Fertility, Pregnancy and Breastfeeding
Pregnancy
Thivdrug s intended for hidren, However, when used in excepionalcircumstances in women of hidbearing
age, the following points should be remembere
Animal studies have not shown a teratogenic effect. In the absence of a teratogenic effect in animals, a
malformative effect in humans is not expected. Indeed, to date, the substances responsible for malformations in
humans have been shown to be teratogenic in animals during well-conducted studies on two species.
Clinically, there are currently insufficiently relevant data to assess a possible malformative or fetotoxic effect of
nifuroxazide when administered during pregnancy.
As a result, as a precautionary measure, it is better not to use nifuroxazide during pregnancy.
Breastfeedin,
Breastfeeding remains possible in case of brief treatment with this drug,
4.7 Fffects on driving and use of machinery
Not applicable
48, Adverse effects
The frequency terms used below have the following definitions:
Very frequent (= 1/10)
Common (= 1:100 to < 1/10),
Uncommon (= 141,000 to <14100),
Rare (> 140,000 ), < 1;1000
Very rare (< 110,000)
Undetermined frequency (cannot be estimated on the basis of available data).
mmune system disorders:
Not known: Allergic reactions such as skin rash, urticaria, angioedema, anaphylactic shock
Reporting suspected adverse reactions
Reporting suspected adverse events after drug approval is important. It allows continuous monitoring of the
benefitrisk ratio of the drug. Healthcare professionals should report suspected adverse events through Egyptian
pharmacovigilance center via: Pv.followup@edaegypt goveg
4.9. Overdose
Nospecifc informationis avlabl regarding the symptoms of nifuroxaride overdose
In case of suspicion of overdose of nifuroxazide, monitoring of the patient should be carried out and
symptomatic treatment should be implemented:

PHARMACOLOGICAL PROPERTIES
5.1. Pharmacodynamic properties
Pharmacotherapeutic class: Anti Infectious intestinal
5.2. Pharmacokinetic properties
Absorption
Absorption is extremely low when the intestinal mucosa is not altered
6. PHARMACEUTICAL DATA
6.1. List of excipients

i acid monohydrate, Avicel RC 581, Carboxymethyl cellulose sodium, Saccharine sodium, Propyl Paraben

sodium, Methy! Paraben Sodium, Sodiurn Benzoate, Banana Liquid, Tween 80, Colloidal anhydrous silica (Acrosil
200), Purified water
6.2. incompatibilities
Not applicable
6.5. Shelflife

years
6.4. Storage precautions

Store at temperalure not exceeding 30 °C

63; Nature and content of the outer padaging
Carton Box containing amber PET plastic botle of 60 ml suspension with white (HDPE) plastic cap with (LDPE)
inner foam + Plastic measuring cup and inner leaflet.

6.6. Special disposal and handling precautions

Shake well before use.

‘ Keep all medicaments out of reach of children ‘

) Product of:

AMOUN PHARMACEUTICAL CO.
El-Obour City, Al Qalyubia, Egypt. SAE
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