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: ʪʩʸʠʺ  ʸʡʥʨʷʥʠ 2023   
 

   :ʯʥʣʰʤ ʩʩʷʩʥʩʨ10  ,ʢ"ʮ25  ,ʢ"ʮ50 ʢ"ʮ  ̋ ʥʴʥʶʮ ʺʥʩʬʡʨ 
Film Coated Tablets Tivicay 10 mg, 25 mg, 50 mg 

 
ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ 

 ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ 
 

( ʮ"ʲʡ ʬʠʸʹʩ ʯʩʩʬʷʺʩʮʱʥʱʷʬʢ ʺʸʡʧGSK ʬʲ ʲʩʣʥʤʬ ʺʹʷʡʮ )ʯʥʫʣʲ ʤʥʬʲʭʩʰ   ʠʴʥʸʬ ʯʫʸʶʬʥ ʬʹ  ʩʰʥʰʩʮ
ʸʩʹʫʺʤ Tivicay 10 mg, 25 mg, 50 mg ʺʥʴʥʶʮ ʺʥʩʬʡʨ . 

 
ʱʥʰ ʯʥʰʩʮ ʺʸʥʶ ʭʥʹʩʸ ʺʥʡʷʲʡ ʥʰʫʣʥʲ ʸʩʹʫʺʤ ʩʰʥʬʲʸʩʹʫʺʬ ʺʴ:Tivicay 5mg Dispersible Tablets  . 

ʭʫʡʬ ʺʮʩʹʬʩʴʩʲʱʡ ʩʥʰʩʹ ʬʧ , ʤ ʤʩʥʥʺʤʯʥʰʩʮʤ ʸʨʹʮʥ  ʬʹʭʩʸʩʹʫʺʤ   .ʭʩʰʥʬʲʡ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʯʫʥ 
 

  ʤʩʥʥʺʤʤʤʸʹʥʠʹ  :ʬʠʸʹʩʡ ʭʩʸʩʹʫʺʬ 
  

Tivicay is indicated in combination with other anti-retroviral medicinal products for the 
treatment of Human Immunodeficiency Virus (HIV) infected adults, adolescents and children of 
at least 6 years of age or older and weighing at least 14 kg. 

 
 ʠʸʷʮ:ʭʩʰʮʥʱʮʤ ʭʩʰʥʫʣʲʬ 

 ʺʴʱʥʺʨʱʷʨ -  ʡʺʫʬʥʧʫ 
 ʨʱʷʨ ʺʷʩʧʮ–  ʡʺʫ ʭʥʣʠ 

 ʨʱʷʨ ʭʥʷʩʮ ʩʥʰʹ –  ʡʺʫʷʥʸʩ 
 

 :ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʠʡʤ ʭʩʴʩʲʱʡ ʥʹʲʰ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲ 
 

4.1 Therapeutic indications 
 
Tivicay is indicated in combination with other anti-retroviral medicinal products for the treatment of 
Human Immunodeficiency Virus (HIV) infected adults, adolescents and children aboveof at least 6 
years of age or older and weighing at least 14 kg. 
 

4.2 Posology and method of administration  
 
Tivicay should be prescribed by physicians experienced in the management of HIV infection. 
 
Posology 
 
Adults 
 
Patients infected with HIV-1 without documented or clinically suspected resistance to the integrase 
class 
The recommended dose of dolutegravir is 50 mg (one tablet) orally once daily.  
 
Dolutegravir should be administered twice daily in this population when co-administered with some 
medicines (e.g. efavirenz, nevirapine, tipranavir/ritonavir, or rifampicin).  Please refer to section 4.5. 
 
Patients infected with HIV-1 with resistance to the integrase class (documented or clinically suspected) 
The recommended dose of dolutegravir is 50 mg (one tablet) twice daily.  
 

In the presence of documented resistance that includes Q148 + 2 secondary mutations from 
G140A/C/S, E138A/K/T, L74I, modelling suggests that an increased dose may be considered for 
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patients with limited treatment options (less than 2 active agents) due to advanced multi class 
resistance (see section 5.2).  
 
The decision to use dolutegravir for such patients should be informed by the integrase resistance 
pattern (see section 5.1). 
   
Adolescents aged 12 and above, 
In adolescents (12 to less than 18 years of age, and weighing at least 40 20 kg 
 
In )patients infected with HIV-1 without resistance to the integrase class, the recommended dose of 
dolutegravir is 50 mg once daily. Alternatively, if preferred 25 mg may be taken twice daily (see section 
5.2). In the presence of integrase inhibitor resistance, there are insufficient data to recommend a dose 
for dolutegravir in adolescents.  
 
Children 6aged 6 and above, to less than 12 years of age, and weighing at least 14 kg  
 
In patients infected with HIV-1 without resistance to the integrase class, the recommended dose of 
dolutegravir in children (6 to less than 12 years of age and weighing at least 15 kg) is determined 
according to the weight of the child. (see Table 1 and section 5.2).  
 
Table 1 Paediatric dose recommendations for film-coated tablets  
Body weight (kg) Dose 
14 to less than 20  40 mg once daily 
20 or greater 50 mg once daily 

 
Alternatively, if preferred the dose may be divided equally into 2 doses, with one dose taken in the 
morning and one dose taken in the evening (see Table 2 and section 5.2).  
 
Table 2 Alternative paediatric dose recommendations for film-coated tablets 
Body weight (kg) Dose 
14 to less than 20  20 mg twice daily 
20 or greater 25 mg twice daily 

 
In the presence of integrase inhibitor resistance, there are insufficient data to recommend a dose for 
dolutegravir in children. Dose recommendations according to weight are presented in table 1.  
 
Table 1 Paediatric dose recommendations Dispersible Tablets 
Tivicay is available as film-coated tablets for patients aged 6 years and above and weighing at least 14 
kg. Tivicay is also available as dispersible tablets for patients aged 4 weeks and above and weighing at 
least 3 kg, or for patients in whom film-coated tablets are not appropriate. Patients can change between 
film-coated tablets and dispersible tablets. However, the bioavailability of film-coated tablets and 
dispersible tablets is not comparable, therefore they are not interchangeable on a milligram per 
milligram basis (see section 5.2). For example, the recommended adult dose for film-coated tablets is 
50 mg versus 30 mg for dispersible tablets. Patients changing between film-coated and dispersible 
tablets should follow the dosing recommendations that are specific for the formulation. 
 
Body weight (kg) Dose 
15 to less than 20  20 mg once daily 

(Taken as two 10 mg tablets) 
20 to less than 30  25 mg once daily 
30 to less than 40 35 mg once daily 

(Taken as one 25 mg and one 10 mg 
tablet) 

40 or greater 50 mg once daily 
 
The specific dosage recommendation for the 10 mg tablet, as specified in Table 1, should be followed. 
Therefore, the 50 mg once daily dose should not be given as five 10 mg tablets (see section 5.2). 
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Missed doses 
If the patient misses a dose of Tivicay, the patient should take Tivicay as soon as possible, providing 
the next dose is not due within 4 hours. If the next dose is due within 4 hours, the patient should not 
take the missed dose and simply resume the usual dosing schedule.  
 
Elderly 
There are limited data available on the use of dolutegravir in patients aged 65 years and over.  There is 
no evidence that elderly patients require a different dose than younger adult patients (see section 5.2). 
 
Renal impairment 
No dosage adjustment is required in patients with mild, moderate or severe (CrCl <30 mL/min, not on 
dialysis) renal impairment.  No data are available in subjects receiving dialysis although differences in 
pharmacokinetics are not expected in this population (see section 5.2). 
 
Hepatic impairment 
No dosage adjustment is required in patients with mild or moderate hepatic impairment (Child-Pugh 
grade A or B).  No data are available in patients with severe hepatic impairment (Child-Pugh grade C); 
therefore dolutegravir should be used with caution in these patients (see section 5.2). 
 
Paediatric population 
TheDolutegravir is also available in dispersible tablets for children aged 4 weeks and above and 
weighing at least 3 kg. However, the safety and efficacy of dolutegravir in children aged less than 6 
years4 weeks or weighing less than 153 kg have not yet been established.  In the presence of integrase 
inhibitor resistance, there are insufficient data to recommend a dose for dolutegravir in children and 
adolescents.  Currently available data are described in section 4.8, 5.1 and 5.2, but no recommendation 
on a posology can be made. 
 
Method of administration 
 
Oral use. 
Tivicay can be taken with or without food (see section 5.2). In the presence of integrase class 
resistance, Tivicay should preferably be taken with food to enhance exposure (particularly in patients 
with Q148 mutations) (see section 5.2).  
 
To reduce the risk of choking, patients should not swallow more than one tablet at a time, and where 
possible, children weighing 14 to less than 20 kg should preferentially take the dispersible tablet 
formulation. 
 
… 
4.8 Undesirable effects 
… 
Paediatric population 
 
Based on limited available data from the ongoing P1093 (ING112578) and ODYSSEY (201296) studies 
in 172 infants, children and adolescents (6aged 4 weeks and above, to less than 18 years of age, and 
weighing at least 15 3 kg),) who received the recommended doses of film-coated tablets or dispersible 
tablets once daily, there were no additional types of adverse reactions beyond those observed in the 
adult population. 
… 
 

 
 ʬ ʯʥʬʲʡ ʭʩʠʡʤ ʭʩʴʩʲʱʡ ʥʹʲʰ ʭʩʩʺʥʤʮ ʭʩʰʥʫʣʲʯʫʸʶ : 

 
1. ʤʴʥʸʺʤ ʺʣʲʥʩʮ ʤʮʬ?     

 
ʬʥʴʩʨʬ ʺʹʮʹʮ ʩʩʷʩʥʩʨ  ʬʹ ʭʥʤʩʦʡ HIV   )ʩʹʥʰʠʤ ʩʰʥʱʩʧʤ ʬʹʫʤ ʳʩʢʰ( ʭʩʣʬʩʡʥ ʭʩʸʢʡʺʮ ,ʭʩʸʢʥʡʮʡ ʬʲʮʮ ʬʩʢ6   ʭʩʰʹ

 ʺʥʧʴʬ ʭʩʬʷʥʹʤʥ15 14  ʢ"ʷ. 

 ʤʰʩʠ ʩʩʷʩʥʩʨ ʤʠʴʸʮ ʺʠ ʭʥʤʩʦʤ;HIV  ʠʩʤ  ʠʩʤ ,ʪʫʮ ʤʠʶʥʺʫ .ʤʫʥʮʰ ʤʮʸʡ ʤʺʥʠ ʺʸʮʥʹʥ ʪʴʥʢʡ ʳʩʢʰʤ ʺʮʸ ʺʠ ʤʺʩʧʴʮ
 ʤ ʩʠʺ ʺʸʩʴʱ ʺʠ ʤʬʲʮ ʭʢ- CD4  ʩʠʺ .ʪʮʣʡ CD4  ʬʹ ʢʥʱ ʭʤ  ʭʧʬʩʤʬ ʪʴʥʢʬ ʲʥʩʱʡ ʭʩʡʥʹʧ ʭʰʩʤʹ ʭʩʰʡʬ ʭʣ ʩʠʺ

 ʭʥʤʩʦʡ. 
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  ʪʬʹ ʠʴʥʸʤ .ʯʴʥʠ ʥʺʥʠʡ ʩʩʷʩʥʩʨʡ ʬʥʴʩʨʬ ʡʩʢʮ ʣʧʠ ʬʫ ʠʬ y ʧʠ ʡʷʲʩ ʪʬʹ ʬʥʴʩʨʤ ʺʥʬʩʲʩ. 

( ʺʥʸʧʠ ʺʥʩʬʠʸʩʥʥʸʨʸʩʨʰʠ ʺʥʴʥʸʺ ʭʲ ʡʥʬʩʹʡ ʣʩʮʺ ʤʹʲʰ ʩʩʷʩʥʩʨʡ ʬʥʴʩʨʤפול משולבʩʨʤ ʭʥʤʩʦʡ ʨʥʬʹʬ ʩʣʫ .) HIV  
 ʲʥʰʮʬʥʤʬʧʮʤ ʺʸʮʧʤ ʺʠ,   ʪʬ ʤʸʥʮ ʪʬʹ ʠʴʥʸʤ ʭʠ ʠʬʠ ,ʪʬʹ ʺʥʴʥʸʺʤ ʬʫ ʺʠ ʺʧʷʬ ʪʩʹʮʤʬ ʪʩʬʲʺʸʧʠ. 

 
2. ʩʰʴʬ  ́ ʥʮʩʹʤ  ʤʴʥʸʺʡ 
 ... 
 

 ʭʩʣʬʩ 
ʬʠ   ʯʺʩʺ ʤʴʥʸʺ  ʥʦ  ʭʩʣʬʩʬ :ʺʧʺʮ ʬʩʢʬ 6 ,ʭʩʬʷʥʹʤ ʺʥʧʴ  ʮ-15 41   ̫" ʢ ,ʥʠ  ʭʲ  ʭʥʤʩʦ ʬʹHIV  ʸʹʠ  ʣʩʮʲ  ʺʥʴʥʸʺʬ  

 ̋ ʥʸʧʠ ʺʥʮʥʣʤ   ʩʩʷʩʥʩʨʬ .ʹʥʮʩʹʤ  ʩʩʷʩʥʩʨʡ   ʺʥʴʥʶʮ ʺʥʩʬʡʨ ʭʩʣʬʩʡ ʺʧʺʮ   ʬʩʢʬ 6   ʥʠ ʭʩʬʷʥʹʤ  ̋ ʧʺʮ  ʬ-15 41  ʢ"ʷ   ʯʩʩʣʲ  
ʠʬ  y ʷʧʰ. 

 ... 
 
3. ʣʶʩʫ ʹʮʺʹʺ  ʤʴʥʸʺʡ? 
 

ʹʩ   ́ ʮʺʹʤʬ  y ʩʹʫʺʡ  ʣʩʮʺ  ʭʠʺʤʡ   ̋ ʥʠʸʥʤʬ ʠʴʥʸʤ .ʪʩʬʲ  ̫ ʥʣʡʬ  ʭʲ ʠʴʥʸʤ  ʥʠ  ʭʠ ʧʷʥʸʤ  ʪʰʩʠ  ̡ ʢʥʰʡ ʧʥʨʡ   ʯʥʰʩʮʬ  ʯʴʥʠʥ  
 ʬʥʴʩʨʤ ʸʩʹʫʺʡ. 
ʯʥʰʩʮʤ ʯʴʥʠʥ  ʬʥʴʩʨʤ ʥʲʡʷʩ   ʬʲ ʩʣʩ  ʠʴʥʸʤ  ʣʡʬʡ.   

 
ʯʥʰʩʮʤ   ʬʡʥʷʮʤ ʪʸʣʡ ʬʬʫ  ʠʥʤ: 

• ʯʥʰʩʮʤ ʬʡʥʷʮʤ ʠʥʤ ʤʩʬʡʨ ʺʧʠ ʬʹ 50 ʮ "ʢ  ʭʲʴ  ʭʥʩʡ.   

• ʭʠ ʤʺʠ ʧʷʥʬ ʺʥʴʥʸʺ  ʺʥʮʩʥʱʮ  ʺʥʸʧʠ , ʯʥʰʩʮʤ  ʠʥʤ ʤʩʬʡʨ  ̋ ʧʠ ʬʹ 50 ʮ "ʢ ʭʩʩʮʲʴ  ʭʥʩʡ. 

• ʬʥʴʩʨʬ  ʡ -HIV   y ʹʠ  ʣʩʮʲ  ̋ ʥʴʥʸʺʬ  ̋ ʥʸʧʠ ʺʥʮʥʣʤ   ʩʩʷʩʥʩʨʬ , ʯʥʰʩʮʤ  ʬʡʥʷʮʤ ʬʹ ʩʩʷʩʥʩʨ ʠʥʤ  ʤʩʬʡʨ  ̋ ʧʠ ʬʹ 50  
ʮ"ʢ , ʭʩʩʮʲʴ  ʭʥʩʡ. 
ʯʥʰʩʮʤ 50 ʮ" ʢ  ʪʩʸʶ ʧʷʬʩʤʬ  ʤʩʬʡʨʫ  ʺʧʠ   ʬʹ 50  ʮ" ʢ  . ʯʩʠ ʺʧʷʬ 5  ʬʹ ʺʥʩʬʡʨ 10  ʮ" ʢ. 

ʩʬʧʩ ʠʴʥʸʤ ʯʥʰʩʮʤ ʬʲ ʨ ʯʥʫʰʤ  .ʪʸʥʡʲ 
ʹʩ  ʲʥʬʡʬ  ʺʠ ʤʩʬʡʨʤ /ʺʥ   ʭʲ  ʨʲʮ  ʬʦʥʰ  . 

ʯʺʩʰ   ̋ ʧʷʬ  ʩʩʷʩʥʩʨ  ʭʲ  ʥʠ   ʠʬʬ  ʯʥʦʮ . ʩʩʷʩʥʩʨ ʸʹʠʫ ʺʧʷʬʰ  ʭʩʩʮʲʴ  ʭʥʩʡ ,ʠʴʥʸʤ  ʪʬʹ   ʩʥʹʲ  ɻ ʲʩʩʬ  ʪʬ   ̋ ʧʷʬ   ʤʺʥʠʭʲ ʯʥʦʮ. 
 ʯʩʠ ʲʣʩʮ   ʩʡʢʬ  ʤʹʩʺʫ/ ʤʩʶʧ/ ʤʱʩʲʬ. 

 ʺʸʥʶʡ ʭʢ ʤʰʩʮʦ ʩʷʩʥʩʨʺʥʩʬʡʨ ʺʥʱʩʱʮ  ʯʫʬ ,ʸʡʣʤ ʥʺʥʠ ʠʬ ʯʤ ʺʥʱʩʱʮ ʺʥʩʬʡʨʥ ʺʥʴʥʶʮ ʺʥʩʬʡʨ . r ʩʬʧʤʬ ʸʥʱʠ   ʯʩʡ
 .ʯʫʬ ʭʣʥʷ ʠʴʥʸʤ ʭʲ ʵʲʩʩʺʤʬ ʩʬʡʮ ʺʥʱʩʱʮ ʺʥʩʬʡʨʬ ʺʥʴʥʶʮ ʺʥʩʬʡʨ 

 
 ́ ʥʮʩʹ  ʭʩʣʬʩʡ  ʭʩʸʢʡʺʮʡʥ 

 *ʹʩ   ̋ ʥʹʲʬ ʺʮʠʺʤ  ʯʥʰʩʮ  ʭʩʣʬʩʡ  ʬʫʫ ʭʤʹ ʭʩʸʢʡʺʮ   ʥʠ  ʭʩʬʥʲ   ʬʷʹʮʡ . 
 ʯʫʬ   ʡʥʹʧ ʭʩʣʬʩʬ ʲʥʡʷʬʺʥʹʩʢʴ  ʺʥʰʰʫʥʺʮ  ʭʲ  ʠʴʥʸʤ . 
ʭʩʣʬʩ   ʭʩʸʢʡʺʮʥ  ʭʩʬʷʥʹʤ ʺʥʧʴʬ 40 20  ʷ "ʢ  ʭʩʬʥʫʩ   ̋ ʧʷʬ  ̋ ʠ ʺʰʮ  ʭʩʸʢʥʡʮʤ  ʬʹ( ʺʧʠ ʤʩʬʡʨ50  ʢ"ʮ)   .ʭʥʩʡ ʭʲʴ  ʥʠ

25  ʨʩʬʧʩ ʠʴʥʸʤ .ʭʥʩʡ ʭʩʩʮʲʴ ʢ"ʮʺʬʩʨʰ ʯʴʥʠ ʬʲ  .ʩʷʩʥʩʨ 
 y ʥʡʲ ʭʩʣʬʩ   ʭʩʠʬʩʢʡ 6  -12 ʭʩʰʹ : ʠʴʥʸʤ  ʨʩʬʧʩ ʬʲ ʯʥʰʩʮʤ  ʭʩʠʺʮʤ   ʬʹ ʬʲ ʩʩʷʩʥʩʨ  ʪʮʱ   ʬʷʹʮʤ ʬʹ  ʭʫʣʬʩ. 

 ... 
 

ʭʩʰʥʬʲʤ ʠʴʥʸʬ  ʯʫʸʶʬʥʧʬʹʰʥ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ: 
 https://data.health.gov.il/drugs/index.html#!/byDrug ʬʡʷʬ ʯʺʩʰʥʭ ʬʲ ʱʴʣʥʮ-  ʺʸʡʧʬ ʤʩʰʴ ʩʣʩ

ʯʩʩʬʷʺʩʮʱʥʱʷʬʢ:  ʬʦʡ 'ʧʸ25   :ʯʥʴʬʨʡ ʤʥʷʺ ʧʺʴ03-9297100 . 
 

,ʤʫʸʡʡ 
 
 
 

ʯʡʥʷʹʸ ʤʩʰʨ 
ʤʰʥʮʮ ʺʧʷʥʸ 


