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Before taking this medicine

You should not use this medication if you have ever had an allergic reaction to
folic acid.

If you have any of these other conditions, you may need a dose adjustment or
special tests to safely use folic acid:

o kidney disease (or if you are on dialysis);
e hemolytic anemia;

e pernicious anemia;

e anemia that has not been diagnosed by a doctor and confirmed with laboratory
testing;

an infection; or

if you are an alcoholic.

Folic acid side effects

Get emergency medical help if you have any of these signs of an allergic reaction to folic
acid: hives; difficult breathing; swelling of your face, lips, tongue, or throat.

Less serious side effects are more likely, but may include:

nausea, loss of appetite;

bloating, gas;

bitter or unpleasant taste in your mouth;
sleep problems;

depression; or

feeling excited or irritable.

For the Consumer
Applies to folic acid: capsule, injectable, solution, tablet

In addition to its needed effects, some unwanted effects may be caused by folic acid. In
the event that any of these side effects do occur, they may require medical attention.
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If any of the following side effects occur while taking folic acid, check with your
doctor or nurse as soon as possible:

Rare
o Fever

o general weakness or discomfort
reddened skin

e shortness of breath
 skin rash or itching
o tightness in chest

e troubled breathing
e Wheezing

For Healthcare Professionals
Applies to folic acid: compounding powder, injectable solution, oral tablet

Gastrointestinal

Gastrointestinal side effects have been reported rarely. They have included anorexia,
nausea, abdominal distention, flatulence, and bitter taste. [’

Gastrointestinal side effects have been reported among patients with doses of 15
mg/day.[Fel

Nervous system

Nervous system side effects have included sleep disturbances, concentration problems,
irritability, anxiety, depression, confusion, and impaired judgment.

Parenteral administration of high doses of folic acid have been associated with increased
seizure activity in patients with epilepsy.[el

Nervous system side effects have been reported in some patients who were taking 15
mg/day.

Daily doses of folic acid > 100 mcg/day can obscure pernicious anemia in that
hematologic remission can occur while neurologic signs and symptoms progress.Re?

Hypersensitivity
Hypersensitivity side effects have been reported rarely. They have included erythema,

rash, pruritus, malaise, dyspnea with bronchospasm, and a single case of apparent
anaphylaxis. !



Metabolic
Metabolic side effects have included impaired gastrointestinal absorption of zinc.[B&l

A measurable decline in plasma zinc has been associated with folic acid dosages as low
as 400 mcg/day.

Zinc is an intrinsic part of at least 70 metalloenzymes and other cellular components, and
is essential for the synthesis of protein, DNA, and RNA. While zinc deficiency is rare, it
may become a problem during pregnancy or with patients who have inflammatory bowel
disease, malabsorption, liver cirrhosis, and high alcohol intake. Zinc deficiency usually
presents as diarrhea; mental irritability; depression; skin lesions of the face, perineum,
limbs, and skin folds; alopecia; loss of taste; and defects in the immunologic system. "
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""Excessive doses of Folic Acid are not recommended for persons with compromised
kidney function, due to Creatinine = 0.85 mg/dL (against an optimum level of 0.8
mg/dL) and Cystatin C = 0.85 mg/L (against an optimum level of 0.7 mg/L) coupled
with higher levels of BUN and Uric Acid (5.2 mg/dL)which are well above the
desirable levels."

The second point worth mentioning is the side effect of high Folic Acid.

Folic Acid interferes with the absorption of zinc. When taken for a long period, folic
acid can lower the serum zinc levels of individuals. This is again reflected the poor
value of TSH and the symptoms of Hypothyroidism which are presently seen

Another important effect of low zinc levels is the poor level of testosterone and
consequently low libido.

Zinc plays a very important role in maintaining the immunity to fight infections of
all sorts and in the functioning of the entire Endocrine System of the body including
the production of insulin in the pancreas. This may be the cause of the pre-diabetic
condition as fasting blood sugar levels are 98.6 mg/dL against an optimum level of
80.0 mg/dL.

I call B12 and Folic Acid as ""drugs™ even though they are dietary supplements, as
the doses administered were way too high and a cause of serious concern and under
these circumstances must be treated as *'drugs™.

Blessings,
Pramod Vora
Medical Scientist



