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Mianin® 50 IU/1ml Amp.
(Calcitonin Salmon)

This medicine has been prescribed for your current illness, hence
do not use it in similar cases or do not recommend it to others.
Calcitonin (salmon) is a synthetic substance and a regulator of calcium
metabolism that is produced in the form of injectable ampoule with a
dose of 50 TU/Iml.

Indications and Usage:

1. Treatment of Paget’s disease

2. Treatment of hypercalcemia

3. Treatment of post-menopausal osteoporosis

4. Control of bone pain in malignant neoplasm

Dosage and administration:

1. Treatment of Paget’s disease: The initial dose in Paget's disease is
100 L.U. (0.5 mL) per day administered subcutaneously (preferred for
outpatient self-administration) or intramuscularly. However in many
patients, doses of 50 [.U. (0.25 mL) per day or every other day are
sufficient to maintain biochemical and clinical improvement.

2. Hypercalcemia: The recommended starting dose of Mianin®
in hypercalcemia is 4 1.U./kg body weight every 12 hours by subcutaneous
or intramuscular injection. If the response to this dose is not satisfactory
after one or two days, the dose may be increased to 8 I.U. /kg every
12 hours. If the response remains unsatisfactory after two more days,
the dose may be further increased to a maximum of 8 1.U./kg every 6 hours.
3. Post ) 1 porosis: The minimum effective dose of
Mianin® for the prevention of vertebral bone mineral density loss has
not been established; however 100 L.U. (subcutaneously or intramuscularly)
every other day might be effective in preserving vertebral bone mineral
density.

4. Bone pain in malignant neoplasm: The recommended starting
dose is 200 IU every 6 hours or 400 IU every 12 hours until 48 hours.
Before the start of treatment with calcitonin, preferably a skin test
should be performed. In order to prepare the test solution 10 U of
calcitonin can be diluted in 1 ml of 0.9% sodium chloride. 0.1 ml of
this solution is injected subcutaneously in the anterior surface of
forearm. In the presence of an average erythema or swelling that is
produced during the first 15 minutes after the injection, there is a
positive reaction and calcitonin must not be injected.

Children: Dosage and administration has not been established yet.
Contraindications:

Clinical allergy to synthetic calcitonin-salmon.

Precautions:

The administration of calcitonin possibly could lead to hypocalcemic
tetany under special circumstances although no cases have yet been
reported. Provisions for parenteral calcium administration should be
available during the first several administrations of calcitonin.
‘Warnings:

This medicine can cause sleepiness therefore during your treatment

period do not drive and avoid using materials that need focusing and
concentration.

Adverse Reactions:

Like all medicines, this medicine can cause side effects, although not
every body gets them. The most frequently observed side effects are
nausea, vomiting and redness of the face/neck if you experience any of
the below side effects, contact your doctor immediately:

Increase heartbeat,: Local inflammatory reactions at the site of subcutane-
ous or intramuscular injection. Flushing of face or hands. Skin rashes,
nocturia, pruritus of the ear lobes, feverish sensation, pain in the
eyes, poor appetite, abdominal pain, edema of feet, and salty taste
have been reported in patients treated with calcitonin-salmon. Admin-
istration of calcitonin-salmon has been reported in a few cases to cause
serious allergic-type reactions (e.g., bronchospasm, swelling of the
tongue or throat, anaphylactic shock), including very rare reports of death
attributed to anaphylaxis.

Important points:

1. Because calcitonin is a polypeptide, the possibility of a systemic
allergic reaction exists. The usual provisions should be made for the
emergency treatment of such a reaction.

2.For patients with suspected sensitivity to calcitonin, skin testing
should be considered prior to treatment.

3. Take caution in the use of this drug in patients with renal or heart failure.
4. The effectiveness of Mianin® should be monitored by measurement
of serum alkaline phosphatase and 24 hour urine hydroxyproline and
sign and symptoms of the disease.

5. Patients with osteoporosis should receive supplemental calcium such
as calcium carbonate 1.5 g daily and an adequate vitamin D intake (400
units daily).

6. If more than 2 ml of calcitonin needs to be injected, the intramuscular
route is preferred and needs to be administered from multiple sites.

7. In the case of change in the colour of the substance or presence of
particles in the drug solution, its use must be avoided.

Pregnancy:

Category C, Mianin® Injection should be used during pregnancy only if
the potential benefit justifies the potential risk to the fetus.

Animal studies suggest that Calcitonin might suppress lactation in
nursing mothers. Treatment during lactation is not recommended.
Storage:

Store in the refrigerator at 2-8°C. Do not freeze.

Keep out of the reach of children.

How supplied:

Mianin® (calcitonin-salmon) Injection, is available as a sterile solution
in boxes of 1 ampoule. Each 1ml ampoule contains Calcitonin (Salmon)
50IU. The secondary packaging consists of 10 boxes.
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