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L-THYROXINE SERB 
סרב טירוקסין-אל   

SOLUTION FOR INJECTION /  
CONCENTRATE FOR SOLUTION FOR INFUSION 

 
 

  המרכיב הפעיל: 
LEVOTHYROXINE SODIUM 0.2 MG/1 ML  

  
 התוויה מאושרת:

• Myxedema coma 
• Replacement or supplemental therapy in congenital or acquired hypothyroidism of any 
etiology 

  
  

    .רופאבהודעה זו מצוינים רק הסעיפים בהם נעשו שינויים מהותיים בעלון ל
והשמטות מסומנות בקו אדום , תוספות מסומנות בצבע צהובהמהווים החמרה מודגשים ברקע  ןשינויים בעלו

  . המאושר רופאל ןיש לעיין בעלו נוסףלמידע  .אופקי
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  לבעל הרישום:  מודפס ע"י פניה 
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  : רופאעדכונים המהותיים שבוצעו בעלון ל ה
 

[...] 

4.4. Special warnings and precautions for use 

 
[...] 
 
Patients with adrenal insufficiency 

In case of adrenocortical dysfunction, patients this should be treated before starting the therapy with levothyroxine by adequate 
replacement treatment glucocorticoid treatment to prevent acute adrenal insufficiency prior to starting the therapy with levothyroxine  
(See section 4.3). 

As an adrenal insufficiency linked with myxoedema coma can occur, an empiric intravenous glucocorticoid treatment should be 
administered in association to levothyroxine until confirmation or exclusion of adrenal insufficiency.  

 

[...] 
 
 
Levothyroxine and other treatments: 
Monitoring is required in patients receiving concomitant administration of levothyroxine and medicinal products (such as amiodarone, 
tyrosine kinase inhibitors, salicylates and furosemide at high doses, selpercatinib, …) which may affect the thyroid function. See also 
section 4.5. 
For diabetic patients and patients under anticoagulant therapy, see section 4.5. 
 
 
For patients receiving selpercatinib, hypothyroidism has been reported. Baseline laboratory measurement of thyroid function is 
recommended in all patients. Patients with pre-existing hypothyroidism should be treated as per standard medical practice prior to the 
start of selpercatinib treatment. All patients should be observed closely for signs and symptoms of thyroid dysfunction during 
selpercatinib treatment. Thyroid function should be monitored periodically throughout treatment with selpercatinib. Patients who 
develop thyroid dysfunction should be treated as per standard medical practice, however patients could have an insufficient response 
to substitution with levothyroxine (T4) as selpercatinib may inhibit the conversion of levothyroxine to liothyronine (T3) and 
supplementation with liothyronine may be needed (see section 4.5). 
 
Important information about some of the ingredients: 
Sodium: 
This medicine contains less than 1 mmol sodium (23 mg) per ampoule, that is to say essentially ‘sodium-free’. 

 

4.5. Interaction with other medicinal products and other forms of interaction 

[...] 
 
Selpercatinib 

Levothyroxine may be less effective when given with selpercatinib. 
Selpercatinib could inhibit D2 deiodinase and thereby decrease the conversion of levothyroxine (T4) to  liothyronine (T3). Patients 
could therefore have an insufficient response to substitution with levothyroxine and supplementation with liothyronine may be needed 
(see section 4.4). 

[...] 
 


