
      רופארופארופאבטיחות(  בעלון לבטיחות(  בעלון לבטיחות(  בעלון למידע מידע מידע    החמרה  )החמרה  )החמרה  )הודעה על הודעה על הודעה על 
      (((102.50.102.50.102.50.)מעודכן )מעודכן )מעודכן 

 
 202.20.תאריך  

 ומספר הרישום שם תכשיר באנגלית

THERACAP 131211-14-82923 00 

 eopharm (Israel) 1996  ltdN.                                                             שם בעל הרישום

 ! החמרות בלבדרוט הטופס זה מיועד לפ
 

 
 ההחמרות המבוקשות 

 
 פרק בעלון

 

 
 טקסט נוכחי

 
 טקסט חדש

Indication Radioiodine thyroid therapy is 
indicated for: 

 Treatment of Graves’ 
disease, as well as focal or 
disseminated autonomies of 
the thyroid 

 Treatment of papillary and 
follicular thyroid carcinoma 
including metastatic disease. 

 Whole body scintigraphy for 
monitoring papillary and 
follicular thyroid carcinoma 

Radioiodine thyroid therapy is 
indicated for: 

 Treatment of Graves’ disease, 
toxic multinodular goitre or 
autonomous nodules. 

 Treatment of papillary and 
follicular thyroid carcinoma 
including metastatic disease. 

contraindications - - 
Posology, dosage & 
administration 

- - 

Special Warnings 
and special 
Precautions for Use 

The possibility of 
hypersensitivity including 
anaphylactic / anaphylactoid 
reactions should always be 
considered. Advanced life 
support facilities should be 
readily available. 
 
….. 
 
….. 
 
 
 
 
…. 
 
 
 
 
The therapeutic administration 
of sodium [131I] iodide in 

The possibility of hypersensitivity 
including anaphylactic / 
anaphylactoid reactions should 
always be considered. Advanced 
life support facilities should be 
readily available. 
For radioprotection reasons 
following therapeutic doses, it is 
recommended to avoid close 
contact between mother and 
child for at least one week. 
 
The risk of second primary 
malignancies in thyroid cancer 
survivors treated with radioactive 
iodine is slightly increased 
compared to thyroid cancer 
survivors not treated with 
radioiodine. 
 
The therapeutic administration of 
sodium [131I] iodide in patients 
with significant renal impairment 
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patients with significant renal 
impairment requires special 
attention with regards to 
administered activity. 
thyroid carcinoma to ensure 
adequate uptake. 
Sperm banking should be 
considered for young men who 
have extensive disease and 
therefore may need high 
radioiodine therapeutic doses. 
 
 

requires special attention with 
regards to administered activity. 
There is inconclusive evidence of 
a beneficial effect of saliva 
stimulation to avoid 
sialadenitis. 
A low-iodine diet prior to therapy 
will enhance uptake into 
functioning thyroid tissue. 
Thyroid replacement therapy 
should be stopped prior to 
radioiodine administration for 
thyroid carcinoma to ensure 
adequate uptake. 
Sperm banking should be 
considered for young men who 
have extensive disease and 
therefore may need high 
radioiodine therapeutic doses. 
 

Interaction with 
Other medicaments 
and Other Forms of 
Interaction 

Withdrawal 
period prior 
to 
administratio
n of sodium 
[131I] iodine. 

Active 
substances 

Up to 1 year Containing 
iodine 
contrast 
media  

Withdrawal 
period prior 
to 
administratio
n of sodium 
[131I] iodine. 

Active 
substances 

Up to 3 
months  up to 
1 year 

. Water-
soluble 
iodine-
cContaining 
iodine 
contrast 
media 

for a period 
of up to 1 
year. 

Oral 
cholecystogra
phic agents  

pregnancy and 
Fertility, Lactation 

…. 

Alternative techniques which do 
not involve ionising radiation 
should be considered.  In the 
case of differentiated thyroid 
carcinoma diagnosed in 
pregnancy therefore, 
radioiodine treatment should be 
postponed until after the 
pregnancy has ended.  Women 
receiving sodium [131I] iodide 
should be advised not to 
become pregnant within four 
months of administration. 
….. 

….. 
Alternative techniques which do 
not involve ionising radiation 
should be considered.  In the case 
of differentiated thyroid 
carcinoma diagnosed in 
pregnancy therefore, radioiodine 
treatment should be postponed 
until after the pregnancy has 
ended.  Women receiving sodium 
[131I] iodide should be advised not 
to become pregnant within 6-12 

months of administration. four 
months of administration. 
…. 
 

Adverse events Blood and the lymphatic 
system disorders  
Bone marrow depression  

Blood and the lymphatic system 
disorders  
Not known: Bone marrow 
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Eye disorders  
Sicca syndrome, endocrine 
ophthalmopathy, acquired 
dacryostenosis  
 
 
 
 

Gastrointestinal disorders  
Nausea, vomiting 
 
 
 
Endocrine disorders 
Hypothyroidism 
Aggravated hyperthyroidism, 
Basedow’s (Graves’) disease, 
hyperparathyroidism 
 
 
 
 
Infections and infestations 
Sialoadenitis  
 
Neoplasms benign, malignant 
and unspecified (including cysts 
and polyps) 
LeukaemiaGastric cancer, 
bladder and breast cancer 
 
 
Immune system disorders 
Hypersensitivity 
 
Injury, poisoning and procedural 
complications 
Radiation thyroiditis 
 
 
 
 
Reproductive system and breast 
disorders 
Impairment of fertility in man 
and woman 
 

depression including serious 
thrombcytopenia, 
erythrocytopenia and/or 
leukopenia 
 
Eye disorders  
Common: Sicca syndrome, 
endocrine ophthalmopathy, 
acquired 
Not known: acquired 

dacryostenosis  
 
 
Gastrointestinal disorders  
Very common: Nausea, vomiting, 
Transient or persistent 
sialadenitis, including dry mouth 
 
Endocrine disorders 
Very common: Hypothyroidism 
, Not known: Aggravated 
hyperthyroidism, Basedow’s 
(Graves’) disease, 
hyperparathyroidism, 
hypoparathyroidism 
 
 

Infections and infestations 
Sialoadenitis  
 
Neoplasms benign, malignant and 
unspecified (including cysts and 
polyps) 
Uncommon: Leukaemia 
Not known: Gastric cancer, 
bladder and breast cancer 
 
Immune system disorders 
Not known: Hypersensitivity 
 
Injury, poisoning and procedural 
complications 
Very common: Radiation injury, 
including radiation thyroiditis, 
radiation associated pain, 
tracheal obstruction 
 

Reproductive system and breast 
disorders 
Not known: Impairment of 
fertility in man and woman 
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Congenital, familial and genetic 
disorders 
Congenital thyroid disorders 
 
 
 
 

Congenital, familial and genetic 
disorders 
Not known: Congenital thyroid 
disorders 
 

Pharmacological 
properties 
 

- - 

Pharmacokinetic 

properties 

- - 
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