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Treatment of hypothyroidism, cretinism and juvenile myxedema.
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4.4 Special warnings and precautions for use
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Interference with laboratory tests:

Biotin may interfere with thyroid immunoassays based on the interaction of biotin with
streptavidin, leading to either falsely low or falsely high test results. The risk of interference
increases with higher doses of biotin.

When interpreting laboratory test results a possible interference with biotin should be taken into
account, in particular if inconsistent correlation with the clinical presentation is observed.

For patients taking products containing biotin, laboratory personnel should be informed when a
thyroid test is requested. Alternative tests that are not sensitive to interference with biotin
should be used if available (see section 4.5).

Special patient populations

Treatment with Eltroxin in patients with pituitary insufficiency or other causes of adrenal
insufficiency may cause dizziness, weakness, malaise, weight loss, hypotension and Addison's
crisis. Treatment with glucocorticoids should therefore be initiated prior to starting treatment
with levothyroxine. In case of adrenocortical dysfunction, this should be treated with
appropriate replacement therapy prior to initiation of levothyroxine therapy to prevent acute
adrenal insufficiency (see section 4.3).
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4.5 Interaction with other medicinal products and other forms of interaction
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Proton pump inhibitors (PPI):

Concomitant administration of PPl may cause a decrease in uptake of thyroid hormones due to
the increase in intragastric pH caused by PPI.

Regular monitoring of thyroid function and clinical monitoring are recommended during
concomitant therapy. It may be necessary to increase the dose of thyroid hormones.

Caution should also be exercised when terminating treatment with PPI.

Barbiturates, rifampicin

Effects of medicinal products that induce cytochrome P-450: Enzyme-inducing medicinal
products such as barbiturates, other substances such as rifampicin and products containing St.
John's wort (Hypericum perforatum L.) may increase the hepatic clearance of levothyroxine,
resulting in decreased serum thyroid hormone concentrations.

Therefore, it may be necessary to simultaneously increase the dose of thyroid hormone in
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Interference with laboratory tests:

Biotin may interfere with thyroid immunoassays based on interaction between biotin and
streptavidin, leading to either falsely low or falsely high-test results (see section 4.4).

4.8 Undesirable effects

Psychiatric disorders

Frequency not known (cannot be Irritability, anxiety, emotional lability meed
estimated from the available data) disorder, nervousness, restlessness,
agitation, insomnia.

Nervous system disorders

Commen-Rare (>1/10,000 to Benign intracranial hypertension
<1/1,000) (especially in children).

Frequency not known (cannot be Tremor, seizures (muscular spasms,
estimated from the available data) shaking), cephalalgia.

Skin and subcutaneous tissue

disorders Hyperhidrosis, hair loss, angioedema,

Frequency not known (cannot be rash, urticaria.
estimated from the available data)
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