הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך      26/03/2014
שם תכשיר באנגלית     Sodium Iodide (I-131) Capsule T
מספר רישום    144-91-31759-00   
שם בעל הרישום Soreq Nuclear Research Centre  
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4.4 Special warnings and precautions for use
	תוספת חדשה לסעיף זה
	Renal impairment

The therapeutic administration of 131I capsules in patients with significant renal impairment, in which an activity adjustment is necessary, requires special attention.

	4.8 Undesirable effects
	-
-
Neoplasms benign, malignant and unspecified (incl cysts and polyps): Bladder cancer, colon cancer gastric cancer
Secondary malignancies

After higher activities, typically those used in the treatment of thyroid malignancies, an increased incidence of leukaemia has been observed. Regarding the development of gastric cancer, bladder or colon cancer as well as other secondary malignancies after treatment of malignant disease, the results in the literature are still contradictory.


	Skin and subcutaneous disorders: Iodo acne. Frequency: Not known

General disorders and administration site conditions: Local swelling. Frequency: Not known

Neoplasms benign, malignant and unspecified (incl cysts and polyps): Solid cancers
Secondary malignancies

After higher activities, typically those used in the treatment of thyroid malignancies, an increased incidence of leukaemia has been observed. There is also evidence for an increased incidence of secondary solid cancers at high activities (more than 7.4 GBq).


	4.9 Overdose
	Overdose

In case of overdose, the risk of high radiation exposure may exist. As the medicinal product is excreted through the kidneys, the overdose of radiation exposure can be reduced by forced diuresis and frequent bladder voiding. Additionally, the blockade of the thyroid gland should be recommended (e.g. with perchlorate) in order to reduce the radiation exposure of the thyroid gland. To reduce the uptake of I-131, emetics can be given. 


	Overdose

In case of overdose, the risk of high radiation exposure may exist. As the medicinal product is excreted through the kidneys, the overdose of radiation exposure can be reduced by forced diuresis and frequent bladder voiding. Additionally, the blockade of the thyroid gland should be recommended (e.g. with potassium iodide or perchlorate) immediately following suspected overexposure in order to reduce the radiation exposure of the thyroid gland. To reduce the uptake of I-131, emetics can be given. 



	6.6 Special precautions for disposal and other handling of the product
	Special precautions for disposal and other handling of the product
When opening the container personnel should be aware that free radioactivity may be registered on monitors. This activity is due to Xe-131m which is formed for 1.17 % in the decay of I-131. Though visible on monitors this does not pose a relevant risk for personnel.

The effective dose rate by inhalation of the Xe-131m formed is 0.1% of the dose rate at 1 m from a lead-shielded capsule.

	Special precautions for disposal and other handling of the product
The administration of radiopharmaceuticals creates risks for other persons from external radiation or contamination from spill of urine, vomiting etc. Radiation protection precautions in accordance with national regulations must therefore be taken.

When opening the container personnel should be aware that free radioactivity may be registered on monitors. This activity is due to Xe-131m which is formed for 1.17 % in the decay of I-131. Though visible on monitors this does not pose a relevant risk for personnel.

The effective dose rate by inhalation of the Xe-131m formed is 0.1% of the dose rate at 1 m from a lead-shielded capsule.



