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 :ʭיʰʥʬע ʯʥʫʣע ʬע ʤעʣʥʤ 
Sunlenca® film coated tablets 

(lenacapavir) 

ʠʴʥʸʭʩʧʷʥʸʥ ʭʩ ʣʡʫʰʭʩ,   

.ʯʥʣʰʡ ʸʩʹʫʺʤ ʬʹ ʠʴʥʸʬ ʯʥʬʲʡ ʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ ʺʸʡʧ 

ʤיʥʥʺʤʤ ʬʠʸʹיʡ ʸיʹʫʺʬ ʤʮʥʹʸʤ:  

 
ʭʩʩʥʰʩʹʤ ʭʩʰʮʥʱʮ ʯʥʬʲʡ ʳʸʥʶʮʤ ʸʹʠʫ ʨʱʷʨʤ ʹʢʣʥʮʤ ʭʥʣʠʡ ʳʱʥʤ ʯʥʬʲʬ ʥʬʩʠʥ ʨʱʷʨʤ ʷʥʧʮʤ   ʥʷʡ

ʤʶʥʧ ʲʸʢʰ ʥʰʮʮ . ʭʩʰʥʮʩʱʤ ʡʥʤʶʡ ʭʰʩʤ ʺʥʸʮʧʤ ʲʣʩʮʡ ʩʺʥʧʩʨʡʤ.   

 .ʭʩʴʱʥʰ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ ,ʤʦ ʡʺʫʮʡ ʭʩʲʩʴʥʮ ʸʺʥʩʡ ʭʩʩʺʥʲʮʹʮʤ ʭʩʰʥʫʣʲʤ 

ʭʩʰʥʬʲʤ ʠʴʥʸʬ ʯʫʸʶʬʥ ʥʧʬʹʰ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ :

https://israeldrugs.health.gov.il/#!/byDrug 

ʥʮʫ ʯʫ, ʯʺʩʰ ʭʬʡʷʬ ʭʩʱʴʣʥʮ ʬʲ ʩʣʩ ʤʩʩʰʴ ʬʲʡʬ ʭʥʹʩʸʤ: 

,ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ  ʹʸʧʤ ʡʥʧʸ4  .ʣ.ʺ,6090ʣʥʤ ʭʩʷʱʲʤ ʷʸʠʴ ,  ʯʥʸʹʤ4524075ʬʠʸʹʩ ,.

 .ʠ"ʬʱ ʩ"ʲ ʷʥʥʹʮ ʸʩʹʫʺʤ 

 

,ʤʫʸʡʡ 

 

 ʯʩʢʸʥʧ ʤʩʸʮ 

ʤʰʥʮʮ ʺʧʷʥʸ 

ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

Sunlenca tablet, in combination with other antiretroviral(s), is indicated for the treatment 

of adults with multidrug resistant HIV-1 infection for whom it is otherwise not possible to 

construct a suppressive anti-viral regimen, for oral loading prior to administration of 

long-acting lenacapavir injection (see sections 4.2 and 5.1). 

https://israeldrugs.health.gov.il/#!/byDrug
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 :ʠפʥʸʬ ʯʥʬעʡ ʭייʺʥʤʮʤ ʭיʰʥʫʣעʤ 
 

4.6 Fertility, pregnancy and lactation 

Breast-feeding 

 

In order to avoid transmission of HIV to the infant it is recommended that HIV-infected women 

living with HIV do not breast-feed their infants. 

 

It is unknown whether lenacapavir is excreted in human milk. After administration to rats 

during pregnancy and lactation, lenacapavir was detected at low levels in the plasma of nursing 

rat pups, without effects on these nursing pups. 

 

4.8 Undesirable effects 

 .... 
Reporting of suspected adverse reactions 

 

Reporting suspected adverse reactions after authorisation of the medicinal product is 

important.  It allows continued monitoring of the benefit/risk balance of the medicinal product.   

 

You can report any side effects to the Ministry of Health by clicking on the link "Report side 

effects due to medical treatment" that is located on the Ministry of Health homepage 

(www.health.gov.il) which will direct you to the online form for reporting side effects or by 

clicking on the link: https://sideeffects.health.gov.il.  

 

Additionally, adverse events can be reported directly to the registration holder by email 

(DrugSafety.Israel@gilead.com). 

 
 

 :ʯʫʸצʬ ʯʥʬעʡ ʭייʺʥʤʮʤ ʭיʰʥʫʣעʤ 
 
 ʺʥפעʠʥʥʬ ʺʥי  .4

 
 ʣיʥʥח עʥʺ ʬפעʠʥʥʬ ʺʥי 

  ʡʷʲ ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʲ ʧʥʥʩʣ" ʸʥʹʩʷʤ ʬʲ ʤʶʩʧʬ ʺʥʲʶʮʠʡ ʺʥʠʩʸʡʤ ʣʸʹʮʬ ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʲ ʧʥʥʣʬ ʯʺʩʰ
( ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠ ʬʹ ʺʩʡʤ ʳʣʡ ʠʶʮʰʹ "ʩʺʴʥʸʺ ʬʥʴʩʨlwww.health.gov.i ʱʴʥʨʬ ʤʰʴʮʤ )

ʸʥʹʩʷʬ ʤʱʩʰʫ ʩ"ʲ ʥʠ ,ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʲ ʧʥʥʩʣʬ ʯʥʥʷʮʤ :https://sideeffects.health.gov.il. 
 

ʬ ʩʠʥʥʬ ʺʲʴʥʺ ʬʫ ʬʲ ʧʥʥʣʬ ʳʱʥʰʡ ʯʺʩʰʬ"ʠʥʣ ʺʥʲʶʮʠʡ ʭʥʹʩʸʤ ʬʲʡ:  
DrugSafety.Israel@gilead.com . 

 
ʥʦ ʤʴʥʸʺ ʬʹ ʺʥʧʩʨʡʤ ʬʲ ʲʣʩʮ ʸʺʥʩ ʷʴʱʬ ʸʥʦʲʬ ʬʫʥʺ ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʲ ʧʥʥʩʣ ʺʥʲʶʮʠʡ . 

 

http://www.health.gov.il/
http://www.health.gov.il/
https://sideeffects.health.gov.il/

