S&"'VITAMIN B12 TABLET 50MCG

Each tablet contains:
Cyanocobalamin 50 mcg

Product Description:
Oval, yellow, sugar- coated tablets with no markings or embossment.

Pharmacodynamics:

The vitamin is essential for the normal functioning of all cells, but particularly for cells of
the bone marrow, the nervous system and the gastro-intestinal tract. It appears to facilitate
reduction reactions and participate in the transfer of methyl groups. Vitamin B12 is
involved in protein, carbohydrate and fat metabolism, but its chief importance in mammalian
tissues seems to be, together with folic acid, in the anabolism of deoxyribonucleic acid in
all cells. Vitamin B12 acts in the form of its co-enzymes, in which the vitamin is linked to
adenine and sugar, which catalyze specific reactions in intermediary metabolism. Vitamin
B12 is a complex water soluble compound and is neutral. It is composed of two
heterocyclic systems, a benzimidazole and a modified prophyrin nucleus.

Pharmacokinetics:

gluconate. Ascorbic acid destroys cyanocobalamin in-vitro. The destructive effect is
affected by the concentration of both and the food source of cyanocobalamin.

with Other
Ci i inistration of antibioti
acid and vitamin B12 diagnostic blood assays.
Colchicine, para-aminosalicylic acid and heavy alcohol intake for longer than 2 weeks may
produce malabsorption of vitamin B12.

or folic

Pregnancy and Lactation:
It is not known whether vitamin B12 can cause fetal harm when administered to a

pregnant woman or can affect repi capacity. Adeq and well
studies have not been done in pregnant women. However, vitamin B12 is an essential
vitamin and i are il during preg y. Vitamin B12 appears in the

q P!
milk of nursing mothers in concentrations which approximate the mother’s vitamin B12
blood level.

Side Effects:
Cyanocobalamin is very free of side effects through occasional hypersensitivity reactions
have occurred.

Cyanocobalamin is extensively bound to specific plasma proteins called
transcobalamin Il appears to be involved in the rapid transport of cyanocobalamin to
tissues. Cyanocobalamin is quickly taken up by the intestinal mucosa and held there for at
least 2 to 3 hours. It does not appear in the blood or tissues for 2 to 3 hours and peak
concentrations does not occur until 8 to 12 hours after the dose. It accumulates and
reaches maximum concentration in the liver within 24 hours. By 5 to 6 days, 60 to 70% of
the dose is in the liver. When given in the large therapeutic doses it may be irregularly
absorbed and absorption is impaired in patients with an absence of intrinsic factor, with a
malabsorption syndrome or with disease or abnormality of the gut or after gastrectomy.

Indication:

Itis indicated in the treatment of cobalamin deficiency.

For of icious anaemia when p: ion is not possible or
not advised.

Recommended Dose:
In deficiency states, 50 to 150 mcg or as professionally prescribed.
In pernicious anaemia, 1000 mcg daily.

Route of Administration: Oral

Contraindications:
Itis contraindicated in patients who are sensitive to it.

Warnings and Precautions:

Cyanocobalamin should not be given before a diagnosis has been fully established
because of the ibility of masking of subacute ion of the spinal
cord. Cyanocobalamin is not a suitable form of vitamin B12 for the treatment of optic
neuropathies associated with raised plasma concentrations of cyanocobalamin. The
absorption of cyanocobalamin is reduced by metformin, potassium citrate and calcium

and of
No documented reports on the symptoms and of o available.
Therapeutic or accidental overdosage resulting in adverse reactions or fatalities quite
unlikely, considering its therapeutic dose and its being very well tolerated.

Effects on Ability to Drive and Use Machine:
Not known.

Storage Conditions: Store at or below 30°C. Protect from light.

Pack Sizes: Bottle pack: 180, 500 and 600 tablets.
Blister pack: 10x10, 50x10 and 100x10 tablets.

Shelf Life: 2 years.

FURTHER INFORMATION CONCERNING THIS DRUG CAN BE OBTAINED FROM YOUR
FAMILY PHYSICIAN / LOCAL GENERAL PRACTITIONER / PHARMACIST.

Manufacturer & Product Registration Holder:
SUNWARD PHARMACEUTICAL SDN. BHD.
No. 9,11 & 17, Jalan Kempas 4,

Taman Perindustrian Tampoi Indah,

81200 Johor Bahru, Johor, Malaysia. TL704C-R5
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