Combination of the essentil
neuro-vitamins of
vitamin B complex

COMPOSITION:
Each tablet contains

Active ingredients:

Thiamine HCI 250 mg
Pyridoxine HCI 150 mg.
Cyanocobalamin 0250 mg
Riboflavin Phosphate 20 mg
Eq. to 15 mg Riboflavin

Folic acid 05mg

Inacli gredients

Methyl cellulose 15 cps

Pregelatinized starch

Crospovidone XL (PV.P XL)

Calcium Phosphate Dibasic Anhydrous

Magnesium Stearate

Aerosil 200

Purified Talc

Film coat:

Basic Butylated Methacrylate (Eudragit E 100), Purified Talc, Titanium
Dioxide, Glycerol (Glycerin), Sepifilm 50, Sepisperse Dry-Red (hydroxyl
propyl methylcellulose,microcrystalline cellulose, ponceau 4r red, colour
index) Candurin silver -lustre

Physical characters: pink rounded biconvex film coated tablet.

Indications

- Diabetic polyneuropathies

- Neuralgic pain of varying origin (trigeminal neuralgia, intercostal
neuralgia, scialica, herpes zosler)

- Acute and chronic neuritis and polyneuritis.

- Toxic damage to the nerve tissue (alcoholism and drugs, chemical or
physical intoxications)

Dosage / Instruct for use

1to 2 Neuroton film coated tablets per day.

There is no data on the treatment of children so far. This medicine should

Neuroton® tablets is contraindicated in patients with known
hypersensitivity to one or more of its components, especially to vitamins B1
,B6and B12.

Vitamin B12 is contraindicated in psoriatic patients because patients with
preexisting psoriasis can respond to vitamin B12 by exacerbating psoriasis
(flare reaction).

Warnings, precautions and interactions

High dose vitamin B6 as may weaken the effects of L-DOPA used in the
treatment of Parkinson's disease. The toxicity of isoniazid can also be
enhanced. As thiamine antagonists, thiosemicarbazone and 5-fluorouracil
cancel the effects of vitamin B1. Antacids inhibit the assimilation of vitamin
B1.

Pregnancy / Breast feedin,

Vitamins can be given at doses corresponding to the daily need. There are
no controlled studies in pregnant women or any animal experiments with
the daily doses administered as part of treatment with Neuroton tablets.
Although no serious negative consequences are known at this time, this
drug should not be administered during pregnancy and lactation unless it
is absolutely necessary. Vitamin B6 passes into breast milk and crosses the
placental barrier.

Effect on driving ability and use of machinery

No corresponding study has been carried out. An influence of Neuroton
tablets on the ability to drive or use machines is, however, unlikely.

Side effects

Adverse effects are listed below by organ system classes and absolute
frequencies. The frequencies were defined as follows: very frequent (= 1 /
10), frequent (= 1 /100, < 1710), occasional (= 1/ 1000, < 1/100), rare (= 1/
10000, < 1/1000), very rare (< 1 ¢ 10000), isolated cases. Within each
frequency category, adverse effects are listed in order of decreasing severity.
Immune system disorders:

Rare: allergic reactions.

Very rare: angioedema.

Endocrine disorders:

Isolated cases: inhibition of prolactin release.

Nervous system disorders:

Rare: agitation has been reported in rare cases (especially in predisposed
patients).

Pyridoxine stimulates the decarboxylation of levodopa and may decrease its
effectiveness in the treatment of Parkinson's disease unless a decarboxylase
inhibitor is administered simultaneously.

Reversible peripheral sensory neuropathy has been observed in rare cases
after high doses of pyridoxine (> 500 mg daily) over a prolonged period.
Isolated cases: agitation, anxiety, paresthesia, somnolence, headache.

Heart conditions:

Rare: tachycardia.

Vascular disorders:

Rare: cardiovascular collapse (especially in predisposed patients).

ry, thoracic and | disorders:
Very rare: Cyanosis and pulmonary edema have been reported in rare cases
(especially in predisposed patients).
Gastrointestinal disorders:
Very rare: nausea and gastrointestinal hemorrhage have been reported
(especially in predisposed patients).
Hepatobiliary disorders:
Isolated cases: high doses may increase serum ASAT levels.
Skin and subcutaneous tissue disorders:
Occasional: high doses can cause acne. Pyridoxine may cause or aggravate
acne vulgaris or acneiform exanthema.
Rare: allergic reactions.
Very rare: skin reactions with pruritus and urticaria have been reported
(especially in predisposed patients).
General disorders:
Very rare: profuse sweating, feeling of weakness, feeling of lump in the
throat
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 Pv.followup@edaegypt.gov.eg
Overdose
Treatment during oral intoxication: Evacuation of the toxic substance
(induce vomiting, gastric lavage); measures reducing assimilation (activated
charcoal administration). Taking excessive daily doses of vitamin B 6 (500
mg or more over 5 months) may in rare cases trigger peripheral sensory
neuropathies that are, however, generally reversible after stopping
administration.
Properties ; Effects
Mechanism of Action
Group B vitamins are essentially constituents of enzymatic systems that
regulate the metabolism of proteins, lipids and carbohydrates. Each vitamin
of B group plays a biologically specific role. Its presence in appropriate
quantities is essential for the proper course of metabolic processes.
Neuroton tablets combine, in high doses, 5 vitamins that play an important
role in the functioning of the nervous system. Each of these vitamins is
essential for the normal course of metabolic processes of neurons.
Administered at high doses from a pharmacodynamic point of view, these
vitamins have analgesic effects.
Pharmacokinetics:
Cyanocobalamin (vitamin B 12):
In the healthy subject, cyanocobalamin is assimilated in limited amounts
and its absorption depends on the concentration of intrinsic factor. Part of
vitamin B 12 is absorbed in its free form, while most of it is absorbed only
after binding to intrinsic factor. After absorption, vitamin B 12 binds to
specific serum globulins: B 12 -binding beta globulin (transcobalamin) and
B 12 binding alpha globulin . Vitamin B 12 is stored primarily in the liver.
The half-life is about 5 days in plasma and one year in the liver.
Thiamine (vitamin B 1):
Thiamine is absorbed by active transport; this absorption takes place in the
duodenum, jejunum, and ileum. After absorption through the intestinal
mucosa, thiamine is transported into the liver via the portal system. Part of
the absorbed thiamine is subjected to enterohepatic circulation.
The main products of thiamine removal are thiamine carboxylic acid and
pyramine (2,5-dimethyl-4-aminopyrimidine), as well as relatively small
amounts of unchanged thiamine.
Pyridoxine hydrochloride (vitamin B 6):
Pyridoxine is rapidly absorbed in the intestinal tract. In the body, it is
transformed into pyridoxal by oxidation and pyridoxamine by amidation.
its function as a coenzyme depends on the phosphorylation of the CH2 OH
group at the 5-position (pyridoxal-5-phosphate, PALP). About 80% of PALP
is bound to serum proteins. Most of the pyridoxine is stored in the muscles
as PALP. The main removal product is 4-pyridoxic acid.
Riboflavin (Vitamin B2):
A water-soluble vitamin, is essential for the utilisation of energy from food.
Riboflavin is also necessary for the functioning of pyridoxine and nicotinic
acid.
Deficiency leads to the development of a well-defined syndrome known as
ariboflavinosis, characterized by cheilosis, angular stomatitis, glossitis,
keratitis, surface lesions of the genitalia, and seborrheic dermatitis. There
may also be normocytic anemia.
Folic acid:
Is a member of the vitamin B group. Folic acid is reduced in the body to
tetrahydrofolate, which is a coenzyme for various metabolic processes
including the synthesis of purine and pyrimidine nucleotides, and hence in
the synthesis of DNA.
Deficiency, which can result in megaloblastic anaemia.
Folic acid is also used in women of childbearing potential and pregnant
women to protect against neural tube defects in their offspring.
Storage:
Store at temperature not exceeding 25 °C in dry place
Keep out of reach of children
Pack :
Carton box containing (Al/ transparent PYC/PVD() strips each of 10 film
coated tablets with an insert leaflet.
For number of strips see outer pack.
Manufactured and license holder:
Amoun Pharmaceutical Company

‘ Keep all medicaments out of reach of children

K";’E Product of:
AMOUN PHARMACEUTICAL 99.
AE.

El-Obour City, Al Qalyubia, Egypt.
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