Antinal

200 mg

nifuroxazide

Hard Gelatin capsule

1. DRUG NAME: Antinal® 200 mg
Hard Gelatin capsule

2. QUALITATIVE AND QUANTITA-
TIVE COMPOSITION:

Active Ingredient: Nifuroxazide 200 mg
Excipient: Pregel Maize Starch, Sucrose,
Croscarmellose  Sodium, Magnesium
Stearate

Each capsule contains: Gelatin,
Titanium Dioxide E171, Yellow iron oxide
172

3. PHARMACEUTICAL FORM:

Hard Gelatin Capsule

4. CLINICAL DATA:

4.1 Therapeutic indications:

Acute diarrhea of bacterial origin without
symptoms or signs of spread (general
malaise, fever, signs of infectious toxicity,
...). Treatment with Antinal® does not
exclude dietary restrictions and/or
rehydration (if any). Oral or intravenous
rehydration should be measured accord-
ing to the severity of the diarrhea, age
and patient condition (associated
diseases, etc)

4.2 Dosage and route of administra-
tion:

This product is to be used only with
adults and adolescents above 15 years of
age.

This product is administered orally.
Adults: 1 capsule 4 times daily. Capsules
should be swallowed whole with some
water. Treatment should not exceed 3
days.

4.3 Contraindications:

Hypersensitivity to nitrofurane deriva-
tives or any of the capsule constituents.
Patients below 15 years old

4.4 Warnings and special precautions:
Special precautions:

Acute diarrhea is treated with rehydra-
tion in children below 2 years old and is
deemed an essential element in
anti-diarrheal  therapy. If diarrhea
persists for 3 days, the patient condition
is assessed for rehydration (oral or
intravenous). Suitable systemic broad
spectrum antibiotics should be consid-
ered in case of infectious diarrhea with
clinical manifestations of systemic
spread. This drug contains sucrose and
should be avoided in patients with
fructose intolerance, glucose / galactose
malabsorption syndrome and patients

suffering ~ from  sucrase-isomaltase
deficiency.
Precautions:

Patients should be warned of the need
to:

- Rehydrate with plenty fluids (salty or
sugary) to compensate fluid loss conse-
quent to diarrhea (adults should
consume about 2 liters water per day).

- Eat adequately during episodes of
diarrhea:

* Exclude certain foodstuffs, especially
raw food, fruits, vegetables, spicy food
and cold food and drinks.

+ Priority should be given to grilled
meats and rice.

4.5 Interactions with other drugs and
other forms of interactions:

This drug is not compatible with
anti-abuse drugs and CNS depressants.
4.6 Pregnancy and lactation:

No clinically significant data are
available to assess nifuroxazide poten-
tial teratogenic or fetotoxic effects
during pregnancy. Therefore, as a
precautionary measure, nifuroxazide
should be avoided during pregnancy.
Breast-feeding may be continued
normally if therapy with Antinal® is
limited in time.

4.7 Effects on driving vehicles and
machine operation:

This drug has no effect on driving
vehicles or using machinery.

4.8 Unwanted effects:

Probability  of allergic cutaneous
reactions, such as rash, urticaria,
Quincke edema or anaphylactic shock.
4.9 Overdose:

No clinical data are available on nifuroxa-
zide overdose. In case of nifuroxazide
overdose, patient monitoring and symp-
tomatic treatment are indicated.

5. PHARMACOLOGICAL PROPER-
TIES:

5.1 Pharmacodynamic properties:
Pharmacotherapeutic class: Other intesti-
nal anti-infective agents

5.2 Pharmacokinetic properties:
Absorption of Antinal® is extremely low
with normal intestinal mucosa.

6. PHARMACOLOGICAL DATA:

6.1 Shelf life:

3 years

6.2 Storage:

Keep at temperature not exceeding 30°C,
In dry place

6.3 Nature and contents of package:
Carton Box containing 1,2,3 (AL/ Color-
less transparent PVC) Strips each of 12
hard gelatin capsule + insert leaflet.

Keep all medicaments out of reach of children

Product of:

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