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Stribild film coated tablets

(elvitegravir / cobicistat / emtricitabine / tenofovir disoproxil fumarate)
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Stribild is indicated for the treatment of human immunodeficiency virus-1

(HIV-1) infection in adults aged 18 years and over who are antiretroviral treatment-
naive or are infected with HIV-1 without known mutations associated with resistance to
any of the three antiretroviral agents in Stribild.
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https://data.health.gov.il/drugs/index.html#/byDrug
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4.4 Special warnings and precautions for use

Pregnancy

Treatment with cobicistat and elvitegravir during the second and third trimesters of pregnancy has
been shown to result in lower elvitegravir exposures (see section 5.2). Cobicistat levels decrease and
may not provide sufficient boosting. The substantial reduction in elvitegravir exposure may result in
virological failure and an increased risk of mother-to-child transmission of HIV infection. Therefore,
therapy with Stribild should not be initiated during pregnancy, and women who become pregnant
during therapy with Stribild should be switched to an alternative regimen (see sections 4.2 and 4.6).

4.6  Fertility, pregnancy and lactation
Pregnancy

been shown to result in lower elvitegravir exposure (see section 5.2). Cobicistat levels decrease and
may not provide sufficient boosting. The substantial reduction in elvitegravir exposure may result in
virological failure and an increased risk of mother-to-child transmission of HIV infection. Therefore,
therapy with Stribild should not be initiated during pregnancy, and women who become pregnant
during therapy with Stribild should be switched to an alternative regimen (see sections 4.2 and 4.4).

5.2  Pharmacokinetic properties

Pregnancy and postpartum

The results reported from a prospective study (IMPAACT P1026s) showed that treatment with
cobicistat and elvitegravir-containing regimens during pregnancy results in lower elvitegravir and
cobicistat exposures (Table 5).

Table 5: Changes in pharmacokinetic parameters from the IMPAACT P1026s study for
elvitegravir and cobicistat in women receiving cobicistat and elvitegravir-containing regimens
during the second and third trimesters of pregnancy compared to paired postpartum data

Comparison to paired Mean % change of elvitegravir Mean % change of cobicistat
postpartum data, n pharmacokinetic parameters? pharmacokinetic parameters?
AUC» Crnax Cou AUC» Crnax Coy
2T/PP,n =14 24%° 1 8% 81%" 1 44%" 28%" 1 60%°
3T/PP,n=24 1 44%" 1 28%" 1 89%" 1 59%" 1 38%" L 76%"

2T = second trimester; 3T = third trimester; PP =postpartum
a__paired comparisons
b P<0.10 compared with postpartum

J2IXY7 [1'7va DT'NINNN DRIDTYN

T7'2MV02 WIn'Y 1194

hir2h 1N [Eath!

N'7'V1 1197 NPINA IR XONA XV L[IM'D NN IX [N 1INY NAYIN NP IR [N )an DX

T N9NN

TP HDIBA TR A0 AT HON B —o

ST MDA IR BUMYL QYN WIYANY WARWUAT WI—e

T2'2M00 7107 'K LI MDNN N (111D 12'0Y NAYIN LMY NOA AT'NA T KON Y'TinT v e
JINDD 7197 noinnnn yian? 71y on L jifan )70n2 T 07170 )T T 9NN nimd LjINNn )7nna
APRHTRO AR AR T BRYIAR YPU-NOR AN P-BR-XIN-THY00- A IR VA PR
SRR SR HELERR-A) BHRS S R R T R AR AR S AT A LR TR

.T7'2M002 719'00 170NN2 D7V QYN WWXNKA UNNYA? W e

FHERSE SR E s BssiSs e s s o s s s s mo Shopes sl e el
NRH- 2 00-nonn-Rp2- AT HRRRAY-RIT2 - THARSRN-OAX- T HDOR-RHRINAX
ARHZ RO Py pon- iR A HV - nnmaunnninnasana

?n0127" 22 YNNwN T¥D .2

.N"720N NN WINDYT IX 01Y77 $R K7W Ymin nn nnyv apy




