CARE - B9 ruves X7

REVA PHARMA

Composition:

Each CARE - B9 Tablet contains: Folic acid 5 mg.

Pharmacological Properties & Mechanism of
Action:

Folic acid is a water-soluble B complex vitamin
and is essential in the body for the formation

of new cells. It is involved in the metabolism

of DNA and RNA, and is required for normal
growth, development and functioning of the
foetus, nervous system and bone marrow.
PharmacoKkinetics:

Folic acid is absorbed rapidly from the small
intestine. Maximum plasma concentrations are
reached within 1 hours of dosing. Tetrahydro
folic acid derivatives are distributed to all body
tissues but are stored primarily in the liver. Folic
acid is metabolized in the liver. A majority of the
metabolic products appeared in the urine after 6
hours; excretion was generally complete within
24 hours. Small amounts of orally administered
folic acid have also been recovered in the feces.
Indications:

CARE - B9 is a component of the B group of
vitamins and is used for:

- The treatment of megaloblastic anemias due
to a deficiency of folic acid and in anemias of
nutritional origin, pregnancy, or infancy.

- The prophylaxis of drug induced folate defi-
ciency e.g. caused by administration of phenyto-
in, phenobarbital and primidone.

- The prophylaxis against folate deficiency in
chronic hemolytic states or in renal dialysis.
Contraindications:

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

- Long-term folate therapy is contraindicated in
any patient with untreated cobalamin deficiency.
‘Warnings & Precautions:

- Administration of folic acid alone is improp-
er therapy for pernicious anemia and other
megaloblastic anemias in which vitamin B 12 is
deficient.

- Caution should be exercised when administer-
ing folic acid to patients who may have folate
dependent tumours.

Pregnancy & Lactation:

Pregnancy: Pregnancy category A, folic acid is

usually indicated in the treatment of megaloblas-
tic anemias of pregnancy.

Lactation: Folic acid is excreted in breast milk.
No adverse effects have been observed in breast fed
infants whose mothers were receiving folic acid.
Drug Interactions:

- Chloramphenicol and co-trimoxazole (sul-
famethoxazole and trimethoprim) may interfere
with folate metabolism.

- Folate supplements enhance the efficacy of
lithium therapy.

- Both ethanol and aspirin increase folic elimination.
- Methotrexate and trimethoprim are specific
anti-folates and the folate deficiency caused by
their prolonged use cannot be treated by folic acid.
Side Effects:

Adverse reactions are rare and include: Anorexia,
nausea, abdominal distension, flatulence, allergic
reactions, rash, pruritus, urticaria and dyspnea.
Driving & Using Machines:

No effect on driving and using machines.
Dosage & Administration:

Adults (including the elderly):

- In folate deficient megaloblastic anaemia and in
drug induced folate deficiency: 5 mg daily for 4
months; up to 15 mg daily may be necessary for
malabsorption states.

- For prophylaxis in chronic haemolytic states or
in renal dialysis: 5 mg every 1-7 days depending
on underlying disease.

- Pregnancy: In established folate deficiency:
Smg daily continued to term.

Children:

- Over 1 year : As adult dose

- Up to 1 year: 500 pg/kg daily

Overdose:

No cases of acute overdosage appear to have
been reported, but even extremely high doses are
unlikely to cause harm to patients. No special
procedures or antidote are likely to be needed.
Storage:

Keep out of reach of children. Store below 30 °C.
Packaging:

Each CARE - B9 Carton box contains 30 Tablets
in three blister strips.
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