COS’(a-BM

Vitamin B1, Bs & Bi2

COMPOSITION
Each film coated tablet contains Thiamine Mononitrate (Vitamin B;) USP 100 mg, Pyridoxine
Hydrochloride (Vitamin Bs) BP 200 mg & Cyanocobalamin (Vitamin Bs,) USP 200 mcg.

DESCRIPTION

Costa - B™is a complex Vitamin drug containing water-soluble Vitamins of the group B. It is
a combination of Vitamin B; (Thiamine), Bs (Pyridoxine) & Bi, (Cyanocobalamin). These
Vitamins play essential role as co-enzyme for the metabolism of nervous system. Thus this
combination normalizes the nerve cell metabolism. This combination supports the
regeneration of nerve fibers and myelin sheath by activation of the metabolism and the natural
repair mechanism. The combination of these 3 Vitamins shows better efficacy than that of the
individual components. In addition, Vitamin Bs, Bs & B, promote body's own repair
mechanism and work in pain management.

PHARMACODYNAMICS

Thiamine (Vitamin By), Pyridoxine (Vitamin Bs) and Cyanocobalamin (Vitamin B+,) are water
soluble Vitamins. Thiamine combines with Adenosine Triphosphate (ATP) leading to a
coenzyme required for Carbohydrate metabolism. Pyridoxine is converted in red blood cells
into Pyridoxal Phosphate, acting as coenzyme in various metabolic processes affecting lipid,
carbohydrate and protein uptake. It also acts in the conversion of Tryptophane to Niacine or
Serotonine, in the fragmentation of Glycogen to glucose-1-phosphate, in the synthesis of
gamma-aminobutyric acid (GABA) in the CNS and in heme synthesis. Cyanocobalamin acts
as coenzyme in various metabolic processes, such as Carbohydrate and lipid metabolism and
protein synthesis. It is required for development, cell replication, haematopoiesis, nucleopro-
tein and myelin synthesis, and it is concerned in the Metabolism of methionine, Folic acid and
Malonic acid.

PHARMACOKINETICS

Thiamine Mononitrate

Thiamine is released by the action of Phosphatase and Pyrophosphatase in the upper small
intestine. At low concentrations, the process is carrier-mediated, and, at higher concentra-
tions, absorption occurs via passive diffusion. The majority of Thiamine in serum is bound to
proteins, mainly Albumin. Approximately 90% of total thiamine in blood is in Erythrocytes.
About 80% of intracellular Thiamine is Phosphorylated and most is bound to proteins. Human
storage of Thiamine is about 25 to 30 mg, with the greatest concentrations in skeletal muscle,
heart, brain, liver and kidneys. Thiamine and its acid metabolites are excreted principally in
the urine.

Pyridoxine Hydrochloride

Pyridoxine Hydrochloride (Vitamin Bs) is absorbed in the jejunum and ileum via passive
diffusion. The products of (Vitamin Bs) metabolism are excreted in the urine. It has been
estimated that 40-60% of ingested Vitamin Bs, is oxidized to 4-pyridoxic acid. A small amount
of Vitamin By, is also excreted in the feces.

Cyanocobalamin

Gastric acid releases the Vitamin from food particles; therefore Antacid and acid-blocking
medications (especially Proton-Pump Inhibitors) may inhibit absorption of Bs,. Absorption of
food (Vitamin Biz) thus requires an intact and functioning stomach, exocrine pancreas,
intrinsic factor and small bowel. Problems with any one of these organs makes a (Vitamin B+,)
deficiency possible. The total amount of Vitamin By, stored in body is about 2-5 mg in adults.
Around 50% of this is stored in the liver. Approximately 0.1% of this is lost per day by
secretions into the gut, as not all these secretions are reabsorbed. Bile is the main form of B1,,
excretion; however, most of the B, secreted in the bile is recycled via enterohepatic
circulation. Due to the extremely efficient enterohepatic circulation of B+, the liver can store
several years' worth of (Vitamin Bs,) therefore, nutritional deficiency of this Vitamin is rare.

INDICATIONS

Costa - B™ is indicated for the treatment of Vitamin B, B, B2 deficiency syndrome, it is also
indicated in the treatment of

+ Diabetic Neuropathy « Sciatica * Peripheral Neurallgia « Facial Neuralgia « Lumbago

+ Intercostal Neuralgia « Mayalgia * Spinal Pain « Optic Neuritis

DOSAGE AND ADMINISTRATION
1-3 tablets per day or as directed by the physician.

CONTRAINDICATIONS
Known hypersensitivity to B-group Vitamins. It should not be used in patients on Levodopa
therapy

PRECAUTIONS & WARNINGS

This combination Costa - B™ should be avoided in case of hypersensitivity to Thiamine,
Cobalt or any other component of these ingredients. Cyanocobalamin is not suitable for the
treatment of optic neuropathies associated with raised plasma concentrations of
cyanocobalamin.

OVER DOSAGE

No cases of overdosage with Costa - B ™ have still been informed. After a thorough
evaluation of the patient, considering the time lapsed from administration, the amount of drugs
taken and once having discarded any contraindication regarding certain procedures, the
physician will decide upon carrying out the general rescue treatment.

USE IN PREGNANCY AND LACTATION

No risks have become known associated with the use of Costa - B™ during pregnancy at the
recommended dose. It is not known whether Thiamine (Vitamin B;) is excreted in breast milk
or not, but may be taken cautiously during lactation. Vitamin Be, & Vitamin Bs, have no adverse
effect during lactation.

SIDE EFFECTS
Costa - B™ is usually well tolerated. Hypersensitive reaction and sensitivity disturbance may
occur rarely.

STORAGE CONDITION
Store below 30° C & dry place. Protected from light. Keep out of reach of children.

COMMERCIAL PACKS
Each box contains 5 x 10's film coated tablets in Alu-PVDC blister strips.

Manufactured by:

Nuvista Pharma Limited
48 Tongi industrial area, Gazipur, Bangladesh

308094 V01

nuvista

A subsidiary of Beximco Pharmaceuticals Ltd.
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