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Protiacil Tablets DM
Propylthiouracil 50 mg Tablets —
Composition and Excipients:
Each tablet contains Propylthiouracil 50 mg.
Excipients: Lactose, microcrystalline cellulose, pregelatized starch, magnesium
stearate, sodium starch glycolate.
Category:
Oral Hormone (Thyroid Hormone inhibitors).
Pharmacology:
Propylthiouracil inhibits the synthesis of thyroid hormones and thus is effective in
the treatment of hyperthyroidism.
The drug does not inactivate existing thyroxine and triodothyronine that are stored
in the thyroid or circulating in the blood, nor does it interfere with me effectiveness
of thyroid hormones given by mouth or by injection.
Propylthiouracil is readily absorbed from the gastrointestinat tract. It is metabolized
rabidly and requires frequent administration.
Approximately 35 % of the drug is excreted in the urine, in intact and in conjugated
forms, within 24 hours.
Indication & Usage:
Protiacil is indicated in the medical treatment of hyperthyroidism. Long-term
therapy may lead to remission of the disease.
Protiacil may also be used to ameliorate hyperthyroidism in preparation for subtotal
thyroidectomy of radioactive iodine therapy. Prpylmiouracil is also used when
thyroidectomy is contraindicated or not advisable.
Dosage and administration:
Protiacil is administered orally.
The total daily dosage is usually given in 3 equal doses at approximately 8- hour
intervals.
1 - Adults The initial dose is 300 mg - 450 mg.

- In patients with severe hyper-thyroidism, the dose is from 600 rng to
1200 mg daily.
The patient will feel better through two to three weeks, the symptoms will be
controlled through one to two months, and the dosage will be decreased
after controlling the symptoms.
Treatment will take one to two years.
3 - The usual maintenance dosage is 50 mg to 150 mg daily.
4- Pediatric Patients- For children 5 to 12 years of age, the initial dosage is
50 mg three times a day.
5 - For pediatric patients 12 years and over, the initial dosage is 100mg three
times a day.
Precautions:
1- General- Patients who receive Propylthiouracil should be under close
surveillance and should be impressed with the necessity of reporting immediately
any evidence of illness, particularly sore throat, skin eruptions, fever, headache, or
general malaise lukopenia, thrombocytopenia, and apiastic anemia
(pancytopenia) may also occur.
2- Patient's should report symptoms suggestive of hepatic dysfunction (anorexia,
pruritis, right upper quadrant pain, etc) should prompt evaluation of liver function.
In such cases, white blood cell and differential counts should be made to determine
whether agranulocytosis has developed. Particular care should be exercised with
patients, who are receiving additional drugs known to cause agranulocytosis.
3- The drug should be discontinued in the presence of agranulocytosis, aplastic
anemia (pancytopenia), ANCA-positive vasculitis, hepatitis, interstitial
pneumonitis, fever, or exfoliative dermatitis
4- the patient's bone marrow function should be monitored.
5- Patients should be advised that if they become pregnant during therapy or
intend to become pregnant, they should contact their physician immediately about
the desirability of discontinuing the drug. They also should be not use
Propylthiouracil while nursing

6- Laboratory Tests- Because Propylthiouracil may cause hypoprothrombinemia
and bleeding, prothrombin time should be monitored during therapy with the drug,
especially before surgical procedures. Thyroid function tests should be monitored
periodically during therapy.

7- Once clinical evidence of hyperthyroidism has resolved, the finding of an
elevated serum TSH indicates that a lower maintenance dose of propylthiouracil
should be employed.

Drug Interaction:

1 - Anticoagulants (oral) - The activity of anticoagulants may be potentiated by
anti-vitamin-k activity attributed to Propylthiouracil.

2 - B- Adrenergic blocking agents - Hyperthyroidism may cause an increased
clearance of beta blockers with a high extraction ratio.

A dose reduction of beta-adrenergic blockers may be needed when a hyperthyroid
patient becomes euthyroid.

3 - Digital Glycosides - serum digitalis levels may be increased when hyperthyroid
patients on a stable digitalis glycoside regimen become euthyroid; a reduced
dosage of digitalis glycosides may be required.

4 - Theophylline - Theophylline clearance may decrease when hyperthyroid
patients on a stable theophylline regimen become euthyroid; a reduced dose of
theophylline mat be needed.

5 - Pregnancy - Pregnancy Category D.

6 - The drug appears in human milk and is contraindicated in nursing mothers, so
should not use Propylthiouracil while nursing.

Adverse reactions:

Minor adverse reactions include:

skin rash, urticaria, nausea, vomiting, epigastric distress, arthralgia, paresthesias,
loss of taste, abnormal loss of hair, myalgia, headache, pruritus, drowsiness,
neuritis, edema, vertigo, skin pigmentation, jaundice, sialadenopathy,
lymphadenopathy, vasculitis, glomerulonephritis, and taste perversion.

It should be noted that about 10% of patients with untreated hyperthyroidism have
leukopenia (white blood cell count of less than 4,000/mm3), often with relative
granulopenia.

Contraindication:

Propylthiouracil is contraindicated in the presence of hypersensitivity to the drug or
any of the other product components and in nursing mothers because the drug is
excreted in milk.

Over dosage:

Signs and Symptoms - Nausea, vomiting, epigastric distress, headache, fever,
arthralgia, pruritus, edema, and pancytopenia. Agranulocytosis is the most serious
effect.

Storage:

Store between 20-25°C. Protect from light and moisture.

Package:

5 PVC-Alu blisters each contains 10 tablets packed in a cardboard box.

THIS IS A MEDICAMENT

- Amedicament is a product but unlike any other prod
icamant 1 & broduc which Ses Vour HLatn s ts consumption cantary to
instructions is dangerous for you.

- Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament.” The doctor and the pharmacist are experts in
medicine, its benefits and risks.

- Do not by yourself interrupt the period of treatment prescribed for you.
- Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN
(Council of Arab Health Ministers) (Arab Pharmacists Association)

Produced by: I])lv[ International Drug Manufacturig - Aleppo - Syria
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