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Co-administration with other
medicinal products

As a fixed combination, Atripla
should not be administered
concomitantly with other medicinal
products containing the same active
components, emtricitabine or
tenofovir disoproxil fumarate.
Atripla should not be co-
administered with products

Co-administration with other
medicinal products

As a fixed combination,
Atripla should not be
administered concomitantly
with other medicinal products
containing the same active
components, emtricitabine or
tenofovir disoproxil fumarate.
Atripla should not be co-

containing efavirenz unless needed | administered with products 4.4 Special
for dose adjustment e.g. with containing efavirenz unless \;vr?gnmgs
rifampicin (see section 4.2). Due to | needed for dose adjustment e.g. precautions
similarities with emtricitabine, with rifampicin (see for use
Atripla should not be administered | section 4.2). Due to
concomitantly with other cytidine | similarities with emtricitabine,
analogues, such as lamivudine Atripla should not be
(see section 4.5). Atripla should administered concomitantly
not be administered concomitantly | with other cytidine analogues,
with adefovir dipivoxil or with such as lamivudine
medicinal products containing (see section 4.5). Atripla
tenofovir alafenamide. should not be administered

concomitantly with adefovir

dipivoxil.
Bone effects Bone effects
In a 144-week controlled clinical In a 144-week controlled
study that compared tenofovir clinical study that compared
disoproxil fumarate with stavudine | tenofovir disoproxil fumarate
in combination with lamivudine with stavudine in combination
and efavirenz in with lamivudine and efavirenz
antiretroviral-naive patients, small | in antiretroviral-naive patients,
decreases in bone mineral density | small decreases in bone
of the hip and spine were observed | mineral density of the hip and
in both treatment groups. spine were observed in both )
Decreases in bone mineral density | treatment groups. Decreases in | 44  Special
of spine and changes in bone bone mineral density of spine warnings
biomarkers from baseline were and changes in bone a?gcautions
significantly greater in the biomarkers from baseline were ?or Use

tenofovir disoproxil fumarate
treatment group at 144 weeks.
Decreases in bone mineral density
of the hip were significantly greater
in this group until 96 weeks.
However, there was no increased
risk of fractures or evidence for
clinically relevant bone
abnormalities over 144 weeks.

In other studies (prospective and

significantly greater in the
tenofovir disoproxil fumarate
treatment group at 144 weeks.
Decreases in bone mineral
density of the hip were
significantly greater in this
group until 96 weeks.
However, there was no
increased risk of fractures or
evidence for clinically relevant
bone abnormalities over
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cross-sectional), the most
pronounced decreases in BMD
were seen in patients treated with
tenofovir disoproxil fumarate as
part of a regimen containing a
boosted protease inhibitor.
Alternative treatment regimens
should be considered for patients
with osteoporosis that are at a high
risk for fractures.

144 weeks.

Weight and metabolic parameters
An increase in weight and in levels
of blood lipids and glucose may
occur during antiretroviral therapy.
Such changes may in part be linked
to disease control and life style.

For lipids, there is in some cases 44  Special

evidence for a treatment effect, warnings

while for weight gain there is no and

strong evidence relating this to any precautions

particular treatment. For for use

monitoring of blood lipids and

glucose reference is made to

established HIV treatment

guidelines. Lipid disorders should

be managed as clinically

appropriate.

Atripla should not be administered | Atripla should not be 45 Interaction

concomitantly with adefovir administered concomitantly with other

dipivoxil or with medicinal with adefovir dipivoxil. medicinal

products containing tenofovir products

alafenamide. and other
forms of
interaction

Ledipasvir/Sofosbuvir

(90 mg/400 mg g.d.) + .

Efavirenz/Emtricitabine/Tenofovir 4.5 Interaction

disoproxil fumarate with other

(600 mg/200 mg/300 mg ¢.d.) medicinal

No dose adjustment is recommended. The products

increased exposure of tenofovir could and other

potentiate adverse reactions associated forms of

with tenofovir disoproxil fumarate, interaction

including renal disorders. Renal function
should be closely monitored (see
section 4.4).

Renal and urinary disorders:
Uncommon: increased creatinine,
proteinuria, proximal renal tubulopathy
including Fanconi syndrome

Renal and urinary disorders:
Uncommon: increased creatinine,
proteinuria.

4.8 Undesirable

effects
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Metabolic parameters: Weight and
levels of blood lipids and glucose
may increase during antiretroviral
therapy (see section 4.4).

4.8 Undesirable
effects
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