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B. Matrix

Film Coated Tablet

CHEMICAL COMPOSITION:

Each film coated tablet contains:

Vitamin B1 (Thiamine Hydrochloride) 100 mg

Vitamin B6 (Pyridoxine Hydrochloride) 200 mg

Vitamin B12 (Cyanocobalamin) 0.2mg

PHARMACOLOGICAL CLASSIFICATION: Vitamins

CLINICAL PHARMACOLOGY:

Mechanism of Action:

B. MATRIX film coated tablets contain a combination of neu-

rotropic active substances of the vitamin B complex. The vita-

mins Thiamine (Vitamin B1), Pyridoxine (Vitamin B6) and

Cyanocobalamin (Vitamin B12) contained in a tablet play a par-

ticular role as coenzymes in the intermediary metabolism of the

central and peripheral nervous system.

PHARMACOKINETICS

Thiamine (Vitamin B1):

Has after oral administration a dose-dependent dual transport

mechanism:

Active absorption up to concentrations of 2 pumol and passive

diffusion in concentrations over 2 pmol.

The elimination half-life is approximately 4 hours.

The human body can store approx. 30 mg Thiamine. On ac-

count of the rapid metabolisation, the reserve capacity, at 4-10

days, is very limited.

Pyridoxine (B6):

Pyridoxine is absorbed very rapidly, mainly in the upper gas-

trointestinal tract, and is excreted with a maximum between 2

and 5 hours.

Approx. 40 to 150 mg can be stored; 1.7 to 3.6 mg is excreted

in the urine per day.

Cobalamin (B12):

Cobalamin is absorbed from the gastrointestinal tract by means

of 2 mechanisms:

- Release through gastric acid and immediate binding to the in-
trinsic factor

- Independently of the intrinsic factor through passive influx in
the blood.

At doses over 1.5 pg the latter mechanism increases in significance.

Patients with pernicious anaemia absorb approx. 1% of oral

doses of 100 pg and over.

Vitamin B12 is stored predominantly in the liver, the daily re-

quirement is 1 ug.

The turnover rate is 2.5 pg B12 per day, or 0.05% of the stored

quantity.

Vitamin B12 is mainly secreted into bile and largely reabsorbed

during the enterohepatic circulation.

INDICATIONS&USAGE:

Neurological diseases caused by vitamin B deficiencies.

CONTRAINDICATIONS:

- Hypersensitivity to the active substances or to any of the excipients.

- B. MATRIX film coated tablets must not be used in children
and adolescents due to their high active substance content.

WARNINGS AND PRECAUTIONS:
The clinical picture as well as the laboratory parameters of fu-
nicular myelosis or of pernicious anemia can lose specificity by
administration of vitamin B12.
If symptoms of peripheral sensory neuropathy (paraesthesia)
occur, the dosage should be reviewed and treatment with the
medicinal product discontinued, if necessary. Neuropathies
have been observed under long-term intake (over 6-12 months)
of daily dosages exceeding 50 mg vitamin B6 as well as in
short-term intake (over 2 months) of more than 1 g vitamin B6
per day.

DRUG INTERACTIONS:

- Thiamine (B1) is inactivated by 5-fluorouracil as the latter com-
petitively inhibits the phosphorylation of thiamine to thiamine
pyrophosphate.

- Antacids diminish the absorption of thiamine.

- Loop diuretics, e.g. furosemide that inhibit tubular reabsorption
may cause increased excretion of thiamine in long-term ther-
apy and, thus, lowering of the thiamine level.

- If taken simultaneously with L-dopa, vitamin B6 can lessen the
dopa effect.

- The simultaneous administration of pyridoxine antagonists
(e.g. isoniazide (INH), hydralazine, D-penicillamine or cy-
closerine) may increase the vitamin B6 requirement.

- Alcohol and black tea diminish the absorption of thiamine.
PREGNANCY AND LACTATION:
Pregnancy:
During pregnancy and the nursing period the generally recom-
mended daily dosage of vitamin B1 is 1.4 mg and of vitamin B6
1.9 mg. These dosages may be exceeded in pregnant patients
with manifest vitamin B1 and B6 deficiencies only as the safety
of doses higher than the recommended daily dosage has not
yet been demonstrated. The treating physician should decide
about the use of this product during pregnancy after carefully
weighing the risk-to-benefit ratio.

Nursing period:

Vitamins B1, B6 and B12 are secreted into human breast milk.

High concentrations of vitamin B6 can inhibit the production of

breast milk. Therefore, the advantages of breast-feeding for the

infant should be carefully weighed against the therapeutic ben-
efit for the women in order to decide to either discontinue
breast-feeding or therapy with B. MATRIX.

ADVERSE REACTIONS:

Nervous system disorders:

Long-term intake (> 6-12 months) of a daily dosage > 50 mg vi-

tamin B6 may cause peripheral sensory neuropathy.

Gastrointestinal disorders:

Gastrointestinal complaints such as nausea, vomiting, diarrhea

and abdominal pain.

Immune system disorders:

Hypersensitivity reactions such as sweating, tachycardia and

skin reactions like itching and urticarial are very rare.

DOSAGE AND ADMINISTRATION:

One film coated tablet once daily. In individual cases, the dose
may be increased to one film coated tablet 3 times daily.

The film coated tablets are to be swallowed whole with plenty
of liquid after meals.

OVERDOSAGE:

Vitamin B1:

Thiamine has a broad therapeutic range. Very high doses (over
10 g) have a ganglion blocking effect, similar to that of curare,
and suppress the conduction of nerve impulses.

Vitamin B6:

The toxic potential of vitamin B6 can be considered as very low.
Long-term intake (> 6-12 months) of a daily dosage > 50 mg vi-
tamin B6 may, however, cause peripheral sensory neuropathy.
Continuous intake of vitamin B6 at a daily dosage of more than
1 g over more than two months may produce neurotoxic effects.
Neuropathies with ataxia and sensitivity disorders, cerebral con-
vulsions with EEG changes as well as, in individual cases,
hypochromic anaemia and seborrhoeic dermatitis have been
described after administration of more than 2 g daily.

Vitamin B12:

Allergic reactions, eczematous skin changes and a benign form
of acne have been observed after high parenteral doses (in rare
cases also after oral doses).

HOW SUPPLIED:

Carton box contains 3 blisters, each blister contains 10 film
coated tablets.

STORAGE:

Do not store above 25°C.

PK1023/E01

1501320 THIS IS A MEDICAMENT

~ Amedicament is a product but unlike any other products.

~ A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you.

~ Follow strictly the doctor’s prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor and the pharmacist are experts in
medicine, its benefits and risks.

~ Do not by yourself interrupt the period of treatment prescribed for you

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)
M=rcypharma

Manufactured by: ypharma for pharmaceutical industries, Damascus - Syria.
www.mercypharma.com
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