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 ʬʲ ʤʲʣʥʤʭʩʰʥʬʲ ʯʥʫʣʲ : 
Biktarvy film coated tablets 

(bictegravir / emtricitabine / tenofovir alafenamide fumarate) 

ʠʴʥʸ ʭʩʧʷʥʸʥ ʭʩʣʡʫʰ ,ʭʩ 

 ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ ʺʸʡʧʬʧ ʩʫ  ʠʴʥʸʬ ʯʥʬʲʡ ʯʥʫʣʲ ʯʫʸʶʬʥ ʸʩʹʫʺʤ ʬʹ

 .ʯʥʣʰʡ 

 
 :ʬʠʸʹʩʡ ʸʩʹʫʺʬ ʤʮʥʹʸʤ ʤʩʥʥʺʤʤ 

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

ʤʶʥʧ ʥʷʡ ʲʸʢʰ ʥʰʮʮ .ʭʩʰʥʮʩʱʤ ʡʥʤʶʡ ʭʰʩʤ ʺʥʸʮʧʤ ʲʣʩʮʡ ʩʺʥʧʩʨʡʤ. 

 ʭʩʰʥʫʣʲʤ .ʭʩʴʱʥʰ ʭʩʩʸʥʰʩʮ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ ,ʤʦ ʡʺʫʮʡ ʭʩʲʩʴʥʮ ʸʺʥʩʡ ʭʩʩʺʥʲʮʹʮʤ 

 

ʬʲʤʯʥ ʠʴʥʸʬ ʧʬʹʰ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ :

https://israeldrugs.health.gov.il/#!/byDrug/drugs/index.html   

ʥʮʫ ʯʫ, ʯʺʩʰ ʬʡʷʬʥ ʱʴʣʥʮ ʬʲ ʩʣʩ ʤʩʩʰʴ ʬʲʡʬ  ʭʥʹʩʸʤ: 

,ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ  ʹʸʧʤ ʡʥʧʸ4  .ʣ.ʺ,6090ʣʥʤ ʭʩʷʱʲʤ ʷʸʠʴ ,  ʯʥʸʹʤ4524075  ,

 ʬʠʸʹʩ . 

 .ʠ"ʬʱ ʩ"ʲ ʷʥʥʹʮ ʸʩʹʫʺʤ 

 

,ʤʫʸʡʡ 

 

 ʯʩʢʸʥʧ ʤʩʸʮ 

ʤʰʥʮʮ ʺʧʷʥʸ 

ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

Biktarvy is indicated for the treatment of adults infected with human 

immunodeficiency virus-1 (HIV-1) without present or past evidence of viral 

resistance to the integrase inhibitor class, emtricitabine or tenofovir. 

https://israeldrugs.health.gov.il/#!/byDrug/drugs/index.html
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 :ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ 
4.4 Special warnings and precautions for use 

.... 
Co-administration of other medicinal products or supplements 

 

Biktarvy should not be co-administered simultaneously with antacids, oral medications or 

supplements containing magnesium/, aluminium-containing antacids or iron supplements under fasted 

conditions.  Biktarvy should be administered at least 2 hours before, or with food 2 hours after 

antacids, oral medications or supplements containing magnesium and/or aluminium.  Biktarvy should 

be administered at least 2 hours before iron supplements, or taken together with food at any time (see 

section 4.5). 

 

In pregnant patients, dosage adjustments are recommended for co-administration of polyvalent cation-

containing antacids, oral medications or supplements (see section 4.5).  

 

Some medicinal products are not recommended for co-administration with Biktarvy: atazanavir, 

carbamazepine, ciclosporin (IV or oral use), oxcarbazepine, phenobarbital, phenytoin, rifabutin, 

rifapentine, or sucralfate. 

 

Biktarvy should not be co-administered with other antiretroviral medicinal products. 

 
4.5 Interaction with other medicinal products and other forms of interaction 

 ... 
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Table 1: Interactions between Biktarvy or its individual component(s) and other medicinal 

products 

 
Medicinal product by 

therapeutic areas/possible 

mechanism of interaction 

Effects on medicinal product 

levels. 

Mean percent change in AUC, 

Cmax, Cmin 

Recommendation concerning 

co-administration with 

Biktarvy 

ANTACIDS, SUPPLEMENTS AND BUFFERED MEDICINES 

Magnesium/aluminium-containing 

antacid suspension (20 mL single 

dose5), Bictegravir 

 

(Chelation with polyvalent 

cations) 

Bictegravir (antacid suspension 

2 hours prior, fasted): 

AUC: Ļ 52% 

Cmax: Ļ 58% 

 

Bictegravir (antacid suspension 

after 2 hours, fasted): 

AUC: ļ 

Cmax: ļ 

 

Bictegravir (simultaneous 

administration, fasted): 

AUC: Ļ 79% 

Cmax: Ļ 80% 

 

Bictegravir (simultaneous 

administration with food): 

AUC: Ļ 47% 

Cmax: Ļ 49% 

For non-pregnant patients: 

Biktarvy should not be taken 

simultaneously with antacids or 

supplements containing 

magnesium and/or aluminium due 

to the expected substantial 

decrease of bictegravir exposure 

(see section 4.4). 

 

Biktarvy should be administered 

at least 2 hours before, or with 

food 2 hours after antacids or 

supplements containing 

magnesium and/or aluminium. 

 

For pregnant patients: 

Biktarvy should be administered 

at least 2 hours before or 6 hours 

after taking antacids or 

supplements containing 

aluminium and/or magnesium 

without regard to food. 

 

Ferrous fumarate (324 mg single 

dose), Bictegravir 

 

(Chelation with polyvalent 

cations) 

Bictegravir (simultaneous 

administration, fasted): 

AUC: Ļ 63% 

Cmax: Ļ 71% 

 

Bictegravir (simultaneous 

administration with food): 

AUC: ļ 

Cmax: Ļ 25% 

For non-pregnant patients: 

Biktarvy should be administered 

at least 2 hours before oral 

medications or supplements 

containing iron supplements, or 

taken together with food at any 

time. 

 

For pregnant patients: 

Biktarvy should be administered 

at least 2 hours before or 6 hours 

after taking oral medications or 

supplements containing iron. 

Alternatively, Biktarvy and oral 

medications or supplements 

containing iron can be taken 

together with food at any time.. 
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Medicinal product by 

therapeutic areas/possible 

mechanism of interaction 

Effects on medicinal product 

levels. 

Mean percent change in AUC, 

Cmax, Cmin 

Recommendation concerning 

co-administration with 

Biktarvy 

Calcium carbonate (1,200 mg 

single dose), Bictegravir 

 

(Chelation with polyvalent 

cations) 

Bictegravir (simultaneous 

administration, fasted): 

AUC: Ļ 33% 

Cmax: Ļ 42% 

 

Bictegravir (simultaneous 

administration with food): 

AUC: ļ 

Cmax: ļ 

For non-pregnant patients: 

Biktarvy and calcium-containing 

oral medications or supplements 

can be taken together, without 

regard to food. 

 

For pregnant patients: 

Biktarvy should be administered 

at least 2 hours before or 6 hours 

after taking oral medications or 

supplements containing calcium. 

Alternatively, Biktarvy and oral 

medications or supplements 

containing calcium can be taken 

together with food at any time. 

 

 
4.6 Fertility, pregnancy and lactation 

 ... 
Pregnancy 

 

There are no or limited data (less than 300 pregnancy outcomes) from the use of bictegravir or 

tenofovir alafenamide in pregnant women.  A large amount of data on pregnant women (more than 

1,000 exposed outcomes) indicate no malformative or foetonor foetal/neonatal toxicity associated with 

emtricitabine or tenofovir alafenamide.  A moderate amount of data on pregnant women (between 

300-1000 pregnancy outcomes) indicate no malformative or foeto/neonatal toxicity associated with 

bictegravir. 

 

Animal studies do not indicate direct or indirect harmful effects of emtricitabine with respect to 

fertility parameters, pregnancy, foetal development, parturition or postnatal development.  Studies of 

bictegravir and tenofovir alafenamide, administered separately, in animals have shown no evidence of 

harmful effects on fertility parameters, pregnancy, or foetal development (see section 5.3). 

 

In a study performed in pregnant women receiving Biktarvy, exposures of bictegravir, emtricitabine 

and tenofovir alafenamide were lower during pregnancy (see section 5.2).   

 

Therefore, Biktarvy should may be used during pregnancy only if the potential benefit justifies the 

potential risk to the foetus. Moreover, viral load should all the more be monitored closely in 

accordance with established treatment guidelines. 

 
 
4.8 Undesirable effects 

.... 
Pregnancy 

Biktarvy was evaluated in a clinical study of 33 HIV-1 infected virologically suppressed (HIV-1 RNA 

< 50 copies/mL) pregnant adults administered 50 mg/200 mg/25 mg Biktarvy once daily from the 

second or third trimester through postpartum.  There were no new safety findings compared to the 

known safety profile of Biktarvy in HIV-1 infected adults. 

 

5.1 Pharmacodynamic properties 

 ... 
Pregnancy 
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In Study GS-US-380-5310, the pharmacokinetics, efficacy and safety of once-daily B/F/TAF were 

evaluated in an open-label clinical study of virologically suppressed pregnant adults with HIV-1 from 

the second or third trimester through postpartum (n = 33).  All 32 adult participants who completed the 

study maintained viral suppression during pregnancy, at delivery, and through Week 18 postpartum. 

The median (Q1, Q3) CD4+ cell count at baseline was 558 (409, 720) cells/μL, and the median 
(Q1, Q3) change in CD4+ cell count from baseline to Week 12 postpartum was 159 (27, 296) cells/μL.  
All 29 neonate participants had negative/nondetectable HIV-1 PCR results at birth and/or 4 to 8 weeks 

of age.  

 

5.2 Pharmacokinetic properties 
... 
Pregnancy 

Plasma exposures of bictegravir, emtricitabine, and tenofovir alafenamide were lower during 

pregnancy as compared to postpartum, whereas exposures during postpartum were generally higher 

than in non-pregnant adults (Table 6).  Exposures were generally similar between the second and third 

trimesters of pregnancy; exposures were also generally similar between Weeks 6 and 12 postpartum.  

Based on exposure-response relationships for bictegravir, emtricitabine, and tenofovir alafenamide, 

the exposure changes during pregnancy are not considered to be clinically relevant; however, specific 

dosage adjustments for co-administered oral medications or supplements containing polyvalent cations 

are recommended in pregnant patients (see section 4.5). 

 

Table 6: Steady-state PK Parameters of bictegravir, emtricitabine, and tenofovir alafenamide in 

HIV-Infected Virologically Suppressed Pregnant Women in the Third Trimester and Week 12 

Postpartum Compared to Historical Data in Non-Pregnant Adults with HIV-1 

 

Parameter 

Mean (%CV) 

Third Trimester 

(N=30) 

Week 12 Postpartum 

(N=32) 

Non-Pregnant Adults 

with HIV-1 

Bictegravir 

Cmax 

(µg per mL) 5.37 (25.9) 11.0 (24.9) 6.15 (22.9)b 

AUCtau 

(µg•h per mL) 
60.2 (29.1) 148 (28.5) 102 (26.9)b 

Unbound AUCtau
a
 

(µg•h per mL) 
0.219 (33.9) 0.374 (32.2) NA 

Ctrough 

(µg per mL) 
1.07 (41.7) 3.64 (34.1) 2.61 (35.2)b 

Emtricitabine 

Cmax 

(µg per mL) 
2.59 (26.5) 3.36 (26.9) 2.13 (34.7)c 

AUCtau 

(µg•h per mL) 
10.4 (20.3) 15.3 (21.9) 12.3 (29.2)c 

Ctrough 

(µg per mL) 
0.05 (27.2) 0.08 (33.7) 0.096 (37.4)c 

Tenofovir Alafenamide 

Cmax 

(µg per mL) 
0.27 (42.1) 0.49 (52.5)  0.121 (15.4)d 

AUCtau 

(µg•h per mL) 
0.21 (45.0) 0.30 (31.8) 0.142 (17.3)d 

Unbound AUCtau
a
 

(µg•h per mL) 
0.016 (28.4) 0.017 (23.4) NA 

CV = Coefficient of Variation; NA = Not Available  

a Calculated by correcting the individual AUCtau estimates by the %unbound fraction.  

b From Population PK analysis in Studies 1489, 1490, 1844, and 1878; N = 1193.  

c From Intensive PK analysis in Studies 1489, 1490, 1844, and 1878; N = 77.  

d From Population PK analysis in Studies 1489 and 1490; N = 486. 
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  ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤʯʫʸʶʬ : 
 
 ʺʤʴʥʸב ʤשימʥשלפני  .2
 

 ʬʨʥʰ ʤʺʠʹ ʤʸʷʮʡ ʧʷʥʸʡ ʥʠ ʠʴʥʸʡ ʵʲʥʥʩʤ: 
•  ʤʶʮʥʧ ʩʸʺʥʱ   ʭʥʩʰʩʮʥʬʠ ʭʩʬʩʫʮʤ ʩʶʮʥʧ ʱʷʥʬʴʩʸ ʥʠ ʺʡʸʶ ,ʤʡʩʷ ʩʡʩʫʡ ʬʥʴʩʨʬ

 ʣʩʱʷʥʸʣʩʤ ʭʥʩʦʰʢʮ ʥʠ/ʥ  
•  ʭʩʰʩʮʨʩʥ ʥʠ ʭʩʬʸʰʩʮ ʩʴʱʥʺ ʬʦʸʡ ʥʠ ʭʥʩʦʰʢʮ ʭʩʬʩʫʮʤ. 
 
  ʩʥʥʸʠʨʷʩʡ ʺʬʩʨʰ ʩʰʴʬ ʪʬʹ ʧʷʥʸʡ ʥʠ ʠʴʥʸʡ ʵʲʥʥʩʤ   ʩʤʹʬʫ ʤʴʥʸʺ ʬʨʥʰ ʤʺʠ ʭʠ

ʥʬʬʤ ʺʥʴʥʸʺʤ ʯʩʡʮ: 
 ʭʩʴʱʥʺʥ ʤʶʮʥʧ ʩʸʺʥʱ ʥʠ/ʥ ʭʥʩʰʩʮʥʬʠ ʭʩʬʩʫʮʤ ʭʥʩʦʰʢʮ  ʺʥʧʴʬ ʩʥʥʸʠʨʷʩʡ ʬʥʨʩʬ ʹʩ :

  .ʭʥʩʦʰʢʮ ʥʠ/ʥ ʭʥʩʰʩʮʥʬʠ ʭʩʬʩʫʮʤ ʭʩʴʱʥʺ ʥʠ ʤʶʮʥʧ ʩʸʺʥʱ ʺʬʩʨʰ ʩʰʴʬ ʭʩʩʺʲʹ
 .ʯʫʮ ʸʧʠʬ ʭʩʩʺʲʹ ʺʥʧʴʬ ʬʫʥʠ ʭʲ ʩʥʥʸʠʨʷʩʡ ʬʥʨʩʬ ʯʺʩʰ ,ʯʩʴʥʬʧʬ  ʤʣʩʮʡ ,ʺʠʦ ʭʲ

 ʳʩʲʱ ʩʠʸ ,ʯʥʩʸʩʤʡ ʪʰʤʥʤʷʰʤʥ ʯʥיʸיʤ. 
 ʬʦʸʡ ʩʴʱʥʺ  ʯʩʴʥʬʧʬ ʥʠ ,ʬʦʸʡ ʩʴʱʥʺ ʺʬʩʨʰ ʩʰʴʬ ʭʩʩʺʲʹ ʺʥʧʴʬ ʩʥʥʸʠʨʷʩʡ ʬʥʨʩʬ ʹʩ :

–  .ʺʲ ʬʫʡ ʬʫʥʠ ʭʲ ʣʧʩ ʭʺʥʠ ʬʥʨʩʬ ʯʺʩʰ  ʳʩʲʱ ʩʠʸ ,ʯʥʩʸʩʤʡ ʪʰʤʥ ʤʣʩʮʡ ,ʺʠʦ ʭʲ
ʤʷʰʤʥ ʯʥיʸיʤ. 

 
 ʤʷʰʤʥ ʯʥʩʸʩʤ 

  
•   ʹʩ ,ʺʥʸʤʬ ʺʰʰʫʺʮ ʥʠ ,ʯʥʩʸʩʤʡ ʪʰʤʹ ʯʫʺʩʩʹ ʺʡʹʥʧ ,ʤʷʩʰʮ ʥʠ ʯʥʩʸʩʤʡ ʪʰʤ ʭʠ

ʥʦ ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʩʰʴʬ ʧʷʥʸʡ ʥʠ ʠʴʥʸʡ ʵʲʥʥʩʤʬ. 
•   ʭʩʰʥʫʩʱʤʥ ʺʥʬʲʥʺʤ ʬʲ ʩʬʠʹʥ ʯʥʩʸʩʤʬ ʺʱʰʫʰʥ ʤʣʩʮʡ ʣʩʮ ʪʬʹ ʠʴʥʸʬ ʩʸʴʱ

ʪʣʬʩʬʥ ʪʬ ʥʸʨʸ ʩʴʩʢʰ ʣʢʥʰ ʬʥʴʩʨ ʬʹ ʭʩʩʸʹʴʠʤ. 
 •  ʭʥʩʦʰʢʮ ʥʠ/ʥ ʭʥʩʰʩʮʥʬʠ ʭʩʬʩʫʮʤ ʭʩʴʱʥʺʥ ʤʶʮʥʧ ʩʸʺʥʱ  ,ʪʰʥʩʸʩʤ ʪʬʤʮʡ :

 ʭʩʩʺʲʹ ʺʥʧʴʬ ʩʥʥʸʠʨʷʩʡ ʬʥʨʩʬ ʩʫʸʨʶʺ ʩʰʴʬ  ʺʥʲʹ ʹʹ ʥʠʸʧʠʬ   ʩʸʺʥʱ ʺʬʩʨʰ
ʭʥʩʦʰʢʮ ʥʠ/ʥ ʭʥʩʰʩʮʥʬʠ ʭʩʬʩʫʮʤ ʭʩʴʱʥʺ ʥʠ ʭʩʸʩʹʫʺ ,ʤʶʮʥʧ. 

• :ʬʦʸʡ ʥʠ/ʥ ʯʣʩʱ ʺʥʬʩʫʮʤ ʺʥʴʥʸʺ ʥʠ ʭʩʴʱʥʺ   ʬʥʨʩʬ ʩʫʸʨʶʺ ,ʪʰʥʩʸʤ ʪʬʤʮʡ
 ʭʩʩʺʲʹ ʺʥʧʴʬ ʩʥʥʸʠʨʷʩʡ ʩʰʴʬ   ʺʥʲʹ ʹʹ ʥʠʸʧʠʬ   ʺʥʴʥʸʺ ʥʠ ʭʩʴʱʥʺ ʺʬʩʨʰ

ʺʲ ʬʫʡ ʬʫʥʠ ʭʲ ʣʧʩ ʭʤʩʰʹ ʺʠ ʺʧʷʬ ʯʺʩʰ ,ʯʩʴʥʬʧʬ .ʬʦʸʡ ʥʠ/ʥ ʯʣʩʱ ʺʥʬʩʫʮʤ. 
 

  
  ʺʥʲʥʡʷ ʭʣ ʺʥʷʩʣʡ ʲʶʡʬ ʹʷʡʩ ʠʴʥʸʤʹ ʯʫʺʩʩ ,ʯʥʩʸʩʤʤ ʪʬʤʮʡ ʩʥʥʸʠʨʷʩʡ ʺʬʨʰ ʭʠ

  ʥʬʨʰ ʭʤʩʺʥʤʮʩʠʹ ʭʩʣʬʩʡ .ʪʣʬʩ ʺʥʧʺʴʺʤ ʺʠ ʸʨʰʬ ʩʣʫ ʺʥʴʱʥʰ ʺʥʩʺʰʧʡʠ ʺʥʷʩʣʡʥ
( ʩʣʩʦʥʠʬʷʥʰ ʩʫʴʥʤ ʦʠʨʴʩʸʷʱʰʸʨ ʩʡʫʲʮNRTI ʣʢʰ ʤʰʢʤ ʬʹ ʺʬʲʥʺʤ ,ʯʥʩʸʩʤʡ )HIV  

 .ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʹ ʯʥʫʩʱʤ ʬʲ ʤʺʬʲ 
 


