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ʸʡʮʶʣ 2023  

 

 ,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ ,ʤ/ʠʴʥʸ 
 ʯʥʫʣʲ ʬʲ ʪʲʩʣʥʤʬ ʥʰʰʥʶʸʡʥʬʲʡʭʩʰ  ʠʴʥʸʬ ʯʫʸʶʬʥ ʬʹ  Mycobutin : 

 
 ʬʩʲʴʤ ʡʩʫʸʮʤ: 

Rifabutin 150 mg 

 :ʯʥʰʩʮ ʺʸʥʶ 
Capsule    

 :ʤʩʥʥʺʤ 
Mycobutin is indicated for:  

• the treatment of chronic tuberculosis where there is evidence of acid fast bacteria resistant to rifampicin 

or to two other alternative drugs. 

• the treatment of infections caused by MAC or other atypical mycobacteria where there is evidence of 

resistant bacteria as above. 

• treatment of infections caused by MAC or other atypical mycobacteria in AIDS patients in all cases not 

subject to the above restrictions. 

• prevention of MAC infections in AIDS patients whose CD4 counts lower or eqval to 200/mm3 

 
 :ʠפʥʸʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 

4.3. Contraindications 

 

Concomitant use with rilpivirine containing prolonged-release suspension for injection is 

contraindicated (see section 4.5). 

… 

 

4.4. Special warnings and precautions for use 

 

Rifabutin is a CYP450 3A inducer. Therefore, co-administration with antiretroviral medicines including 

but not limited to bictegravir, elvitegravir, oral rilpivirine, or doravirine and anti-HCV medicines 

including but not limited to sofosbuvir (alone or in combination) is not recommended due to the 

expected decrease in plasma concentrations of the antiretrovirals and anti-HCV medicines which may 

lead to loss of virologic response and possible development of resistance (see section 4.5). 

… 

 

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

… 

Table 1: Rifabutin Interaction Studies 

Coadministered 

Drugs 

Effect on 

Rifabutin 

Effect on 

Coadministered 

Drug 

Comments 

ANTIRETROVIRALS 

Elvitegravir/ Cobicistat No significant 

change in 

rifabutin kinetics. 

 

6.3-fold ↑ in 
AUC, 4.8-fold ↑ 
Cmax of 25-O-

desacetyl-rifabutin 

 

No change in 

elvitegravir except 

67% ↓ Ctrough of 
elvitegravir. 

 

No change in 

cobicistat exposure. 

 

Co-administration of rifabutin with 

elvitegravir/cobicistat is not recommended 

due to an expected decrease in elvitegravir 

exposure (see section 4.4). 

 

Rilpivirine  ND 42%  in AUC 

48%  in Cmin 

31%  in Cmax 

Although not studied, co-administration of 

rifabutin rilpivirine/tenofovir 

alafenamide/emtricitabine is not 
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 recommended due to an expected decrease in 

tenofovir alafenamide in addition to the 

reported reduction in rilpivirine (see section 

4.4).  

 

Co-administration of rifabutin with 

cabotegravir/rilpivirine prolonged-release 

injectable suspension is contraindicated (see 

section 4.3). 

ANTI-HCV DRUGS 

Sofosbuvir ND. 36% ↓ in Cmax and 
24% ↓ AUC 

Co-administration of rifabutin with 

sofosbuvir (alone or in combination) is not 

recommended (see section 4.4). 

 

Coadministered Drugs Effect on Rifabutin Effect on 

Coadministered Drug 

Comments 

ANTI-TB (Tuberculosis) 

Bedaquiline ND No change in bedaquiline 

kinetics. 

 

1.4-fold ↑ in M2 and 
approximately 3.0-fold ↑ 
in M3 metabolites of 

bedaquiline. 

If the drugs are co-administered, 

patients should be monitored for 

adverse events associated with 

bedaquiline administration. 

 

... 

 :ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 
 
2 . ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ 

 
        :ʭʠ ʤפʥʸʺʡ ʹʮʺʹʤʬ ʯʩʠ 

• .ʤʤʹʥʮ ʸʥʸʧʹʡ ʤʷʸʦʤʬ ʳʩʧʸʺʫ ʺʥʰʺʩʰ ʸʹʠ ,ʯʩʸʩʡʩʴʬʩʸ ʺʥʬʩʫʮʤ ʺʥʴʥʸʺ ʭʲ ʬʴʥʨʮ ʤʺʠ 
• … 
… 

 ̋ ʥʩʺפʥʸʺ ʯʩʡ ʺʥʡʥʢʺ 

 ʠפʥʸʬ ʪʫ ʬʲ ʸפʱ ,ʤʰʥʦʺ ʩפʱʥʺʥ ʭʹʸʮ ʠʬʬ ʺʥפʥʸʺ ʬʬʥʫ ʺʥʸʧʠ ʺʥפʥʸʺ ,ʤʰʥʸʧʠʬ ʺʧʷʬ ʭʠ ʥʠ ,ʧʷʥʬ ʤʺʠ ʭʠ 
 ʥʠ .ʧʷʥʸʬ 

 ʯʤ ʸʹʠʫ ʺʥʸʧʠ ʺʥʴʥʸʺ ʬʹ ʯʺʥʬʩʲʴʮ ʺʲʴʹʥʮ ʺʥʩʤʬ ʤʬʥʬʲ ʳʥʢʡ ʤʺʥʬʩʲʴʥ ʳʥʢʡ ʺʥʸʧʠ ʺʥʴʥʸʺ ʺʥʬʩʲʴ ʬʲ ʲʩʴʹʤʬ ʤʬʥʬʲ ʥʦ ʤʴʥʸʺ
  .ʭʩʸʧʠ ʭʩʸʩʹʫʺ ʧʷʥʬ ʤʺʠ ʭʠ ʧʷʥʸʤ ʥʠ ʠʴʥʸʤ ʺʠ ʲʣʩʩʬ ʣʥʠʮ ʡʥʹʧ ʯʫʬ ,ʯʮʦʤ ʥʺʥʠʡ ʺʥʧʷʬʰ 

 :ʧʷʥʬ ʤʺʠ ʭʠ ʣʧʥʩʮʡ 
•   ʬʥʴʩʨʬ ʺʥʩʬʠʸʩʥ ʩʨʰʠ ʺʥʴʥʸʺ/ʱʣʩʩʠʡHIV  :ʣʧʥʩʮʡ( y ʩʡʰʥʨʩʸ/ʸʩʡʠʰʠʦʠʨʠ ,ʯʩʸʩʡʠʸʥʣ ,ʸʩʡʸʢʨʷʩʡ ,  ,ʸʩʡʰʥʨʩʸ/ʸʩʡʠʰʥʸʣ 

,ʸʩʡʰʥʨʩʸ/ʯʩʸʩʥʠʸʨʠ ,ʨʠʨʱʩʱʩʡʥʷ/ʸʩʡʠʸʢʨʩʥʬʠ ,ʸʩʡʠʸʢʨʥʬʥʣ  ,ʸʩʡʰʩʥʷʠʱ ,)ʺʥʩʬʡʨ ʯʥʢʫ ,ʤʴʤ ʪʸʣ ʯʺʮʬ( ʯʩʸʩʡʩʴʬʩʸ ,ʸʩʡʰʩʣʰʩʠ 

ʸ/ʸʩʡʰʩʴʥʬ ,ʸʩʡʰʥʨʩʸ/ʸʩʡʰʸʴʮʠʱʥʴ ,ʸʩʡʰʸʴʮʠ ʥʠ ʸʩʡʰʥʨʩʸ )ʸʩʡʰʥʨʩʸ/ʸʩʡʰʸʴʩʨ ,ʸʩʡʰʥʨʩ 

•  ʢʥʱʮ ʺʩʴʩʢʰ ʣʡʫ ʺʷʬʣʡ ʬʥʴʩʨʬ ʸʩʥʥʡʱʥʴʥʱC   

•  ̋ ʴʧʹʡ ʬʥʴʩʨʬ ʯʩʬʩʥʷʣʡ 

… 
 

 .ʤʸʮʧʤ ʭʩʥʥʤʮ ʡʥʤʶ ʲʷʸʡ ʭʩʹʢʣʥʮʤ ʭʩʩʥʰʩʹʤ  ʧʱʥʰ ʩʰʥʫʣʲʥ ʲʣʩʮ ʺʨʮʹʤ ,ʲʣʩʮ ʺʴʱʥʺ ʭʩʬʬʥʫʤ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʥʲʶʥʡ ,ʯʫ ʥʮʫ
 .ʤʸʮʧʤ ʭʩʥʥʤʮ ʭʰʩʠʹ 

ʯʥʬʲʤ ʯʫʣʥʲʮʤ ʧʬʹʰ  :ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʮʥʱʸʴ ʪʸʥʶʬ ʺʥʠʩʸʡʤ ʣʸʹʮʬ 
ʺʥʴʥʸʺʤ ʸʢʠʮ(health.gov.il)  

 

ʸʦʩʩʴ ʺʸʡʧʬ ʺʥʰʴʬ ʯʺʩʰ ʱʴʣʥʮ ʠʬʮ ʯʥʬʲ ʺʬʡʷʬ ,ʯʩʴʥʬʩʧʬ  ʩʠ ʳʠ ʩʴ  y ʴʮ"ʲʡ ʬʠʸʹʩ ʤʷʩʨʡʶʮ   , ʸʷʰʹ9 .ʣ.ʺ ,12133    ʤʩʬʶʸʤ
 ,ʧʥʺʩʴ46725 . 

 

 ,ʤʫʸʡʡ 
ʤʨʩʸʢʸʮ ʯʥʱʡʩʬʥʠ   ̫ ʥ'ʶʹʩʬʥʴ 

 ʤʰʥʮʮ ʺʧʷʥʸ 

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

