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Gast-Reg

1. Name of the Medicinal Product

Composition:

Active ingredient:

Gast-Reg” tablets:

Each tablet contains 100 or 200 mg trimebutine maleate.

Gast-Reg" powder oral suspension:

Each 5 ml after reconstitution contains 24mg trimebutine micronized.
Gast-Reg” injection:

Each 5 ml ampoule contains 50 mg trimebutine maleate.

[ Gast-Reg" Injection: Not for use in neonales and infants. ]

Inactive ingredient:

Gast-Reg” tablet 100 mg: lactose Monohydrate, Microcrystalline
cellulose, Povidone K30,crospovidone, Croscarmellose sodium, talc
purified, sodium stearyl fumarate, Patent blue V Lake, magnesium stearate.
Gast-Reg” tablet 200 mg: Microcrystalline Cellulose (102), Calcium
Phosphate anhydrous, Povidone K30, Crospovidone, Colloidal Silicon
Dioxide, Talc Purified, Magnesium Stearate, Sodium Stearyl Fumarate,
Patent Blue.

Gast-Reg"® powder for suspension: tween 80, Microcrystalline cellulose,
Povidone (PVP K30), sucrose, Apple flavour P102, sunset yellow E110,
Colloidal anhydrous silica, Citric acid Monohydrate, Methyl Paraben base,
Propyl Paraben base.

Gast-Reg" injection: Propylene glycol, Benzyl Alcohol, water for injection
2. Pharmaceutical Form

Tablet, Solution for IM,slow IV Injection, Powder for suspension.

3. Clinical Particulars

3.1. Therapeutic indications:

Gast-Reg"” tablets & suspension

Symptomatic relief of pain, transit disorders and gastrointestinal
discomfort related to functional gastrointestinal disorders

Gast-Reg” Ampoules

Symptomatic treatment of pain, transit disorders and gastrointestinal
discomfort related to gastrointestinal functional disorders, when oral use is
not possible.

3.2. Posology and method of administration

Gast-Reg" Tablets

Adults only

The usual dosage is 300 mg of Gast-Reg" meanly one 100 mg tablet three
times a day.

Exceptionally, the dosage can be increased until 600 mg per day meanly
one 200 mg tablet three times a day or a dose of one 100 mg tablet six
times a day... The treatment of Gast-Reg® 200 mg must be short term.
Gast-Reg" Granules for oral suspension:

Reconstitute the oral suspension by addition of non-carbonated water to
the mark on the vial and shake to mix the preparation.

Child:

Gast-Reg" powder for suspension is indicated in children from 2 years.
The usual dosage is 1 ml / kg / day in 3 doses.

Itis recommended that the contents of the graduated cup be poured into
a bottle, spoon or glass and be drunk immediately.

Itis recommended to shake the bottle before each use.

- Gast-Reg" Ampoules

An IM or IV injection of a bulb during the acute phase.

3.3. Contraindications

Hypersensitivity to the active substance or any of the excipients mentioned
in section 6.1

Trimebutine is contraindicated in children under 2 years old.

4.4. Special warnings and precautions for use:

Gast-Reg” Tablets

This medicine contains lactose.

It uses is not advice for patients having a galactose intolerance, a Lapp
lactase deficiency or glucose-galactose malabsorption (rare hereditary
disease).

This product is not recommended for children under 12 years.

Gast-Reg” Granules for oral suspension:

- This medicine contains sucrose. Its use should not be taken in patients
with intolerance to sucrose.

- It contains sugar, taken with care in case of diabetic patients and who on
diet

- This medicine contains sun set yellow E110 and may cause allergic
reactions.

Gast-Reg® Ampoules

The injectable form should be administered slowly in 3 to 5 minutes.

This medication contains benzyl alcohol. It can cause toxic reactions and
anaphylactoid reactions in infants and children up to 3 years of age.

This medicine contains sodium. The sodium level is less than T mmol per
dose, i.e. "sodium-free".

4.5. Interaction with other medicinal products and other forms of
interaction

Not applicable

4.6. Fertility, Pregnancy and Breastfeeding

Pregnancy

No teratogenic effect has been evidenced in animal studies. Clinical
experience with trimebutine is insufficient to evaluate its malformative or
foetotoxic effects when administered during pregnancy. As a precautionary
measure, it is therefore preferable not to prescribe trimebutine during the
first trimester of pregnancy. Although trimebutine is not expected to be
harmful for either mother or unborn baby during the second and third
trimesters of pregnancy, it should only be prescribed if necessary.
Breastfeeding

The passage of trimebutine in breast milk is not known.

As a precaution, it is preferable to avoid taking trimebutine during
breastfeeding.

4.7. Effects on ability to drive and use machines

Not applicable

4.8. Undesirable effects

The following list of adverse reactions is based on experience from clinical
trials in adults and on post-marketing experience.

Within the organ system classes, adverse reactions are listed under
headings of frequency, using the following categories: very common (=
1/10); common (=1/100 to <1/10); uncommon (=1:1000 to <1/100); rare (=
1/10000 to <11000); very rare (<110000); not known (cannot be estimated
from the available data).

Immune system disorders

Unknown  frequency: Hypersensitivity (pruritus, urticaria, Quincke’s
oedema and exceptionally anaphylactic shock)

Skin and subcutaneous tissue disorders

Uncommon: ‘rash”

Not known: generalized maculopapular rash, erythema, eczematous
reactions, and severe skin reactions including acute generalized
exanthematous pustulosis, multiforme erythema, toxic skin eruption with
fever.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization of the medicinal
product is important. It allows continued monitoring of the benefit/risk
balance of the medicinal product. Healthcare professionals are asked to
report any suspected adverse reactions via the national reporting system.
4.9. Overdose

In the event of an overdose, Cardiac disorders, such as bradycardia,
QTc-interval prolongation, or tachycardia and neurological disorders, such
as drowsiness, convulsions and coma have been observed. Monitoring in
a specialized environment is required and symptomatic treatment will be
implemented.

5. Pharmacological Properties:

5.1 Pharmacodynamic properties

Pharmacotherapeutic class: Musculotropic antispasmodics

(A: alimentary tract and metabolism)

In the gastrointestinal tract trimebutine regulates abnormal bowel motility
Trimebutine has enkephalinergic agonist properties. It stimulates bowel
motility by triggering propagated phase Ill waves of the migrating motor
complex and also inhibits motility after stimulation in animals.

In vitro, it acts by blocking sodium channels (IC50 = 8.4 uM) and inhibits
release of a nociception mediator (glutamate).

In the rat, it has been shown to inhibit the animal’s reaction to rectal and
bowel distension in different experimental models

5.2 Pharmacokinetic properties:
The maximum blood level of trimebutine after oral administration of
tablets was obtained after 1 to 2 hours.

The elimination of trimebutine after oral administration of tablets was
mainly in the urine and rapid: 70% on average in 24 hours.

Storage Cond
Gast-Reg®200 mg Tablet: Store at temperature not exceeding 25°C, in Dry
Place.

Gast-Reg*100 mg Tablet: Store at temperature not exceeding 25 °C, in Dry
Place.

Powder for Oral Suspension: Store at temperature not exceeding 25°C, in
a dry place and after reconstitution, store at temperature not exceeding
25°Ciin a dry place to be used within 4 weeks

Incompatibilities: not applicable

Ampoule: Store at temperature 2-8°C

How supplied

Tablets 100 or 200 mg: Carton Box contains 123 (Al* Colorless
Transparent PVC) Strips, Each of 10 tablets with insert Leaflet

Powder for Oral suspension: Carton Box contains amber glass (glass type
(1) bottle contains 77.264 gm granular powder give 125ml suspension after
reconstitution with white polypropylene plastic capwith LDPE red ring, with
inner foam LDPE from inside and transparent polypropylene measuring
cup + insert leaflet

Injection: Carton Box contains 3 amber glass ampoules (Type 1), Each of 5
ml solution with inner Leaflet.

‘ Keep all medicaments out of reach of children

Produced of:
AMOUN PHARMACEUTICAL Co.

SAE

El-Obour City, Al Qalyubia, Egypt.
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