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Darunavir Teva 800 mg ' 800 vaw vaNnT
Darunavir Teva 600 mg 2" 600 Yaw vaNnT
Film coated Tablets nIDIXR NYvvaw

Contains:  darunavir 600 mg, 800 mg per tablets :77°2 7191%» 7°%30 %
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Darunavir Teva co-administered with 100 mg ritonavir and with other antiretroviral
agents, is indicated for the treatment of human immunodeficiency virus (HIV-1) infection
for patients over 18 years of age.
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4.2 Posology and method of administration

[-..]
Advice on missed doses

If once daily dose of Darunavir Teva and/or ritonavir is missed within 12 hours of the time it is
usually taken, patients should be instructed to take the prescribed dose of Darunavir Teva and
ritonavir with food as soon as possible. If this is noticed later than 12 hours after the time it is
usually taken, the missed dose should not be taken and the patient should resume the usual dosing
schedule.
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If a patient vomits within 4 hours of taking the medicine, another dose of Darunavir Teva with
ritonavir should be taken with food as soon as possible. If a patient vomits more than 4 hours after
taking the medicine, the patient does not need to take another dose of Darunavir Teva with
cobicistat or ritonavir until the next regularly scheduled time.

[..]

4.3 Contraindications

[..]

Darunavir boosted with ritonavir inhibits the elimination of active substances that are highly
dependent on CYP3A for clearance, which results in increased exposure to the co-administered
medicinal product. Therefore, concomitant treatment with such medicinal products for which
elevated plasma concentrations are associated with serious and/or life-threatening events is
contraindicated (applies to darunavir boosted with eitherritonavir-er-cebieistat).

[...]

4.4 Special warnings and precautions for use

[...]
Interactions with medicinal products
[...]

Efavirenz in combination with boosted Darunavir Teva may result in sub-optimal darunavir Cmin.
If efavirenz is to be used in combination with Darunavir Teva, the Darunavir Teva/ritonavir
600/100 mg twice daily regimen should be used (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

[..]

Medicinal products that may be affected by darunavir boosted with ritonavir

Darunavir and ritonavir are inhibitors of CYP3A, CYP2D6 and P-gp. Co-administration of
darunavir/ritonavir with medicinal products primarily metabolised by CYP3A and/or CYP2D6 or
transported by P-gp may result in increased systemic exposure to such medicinal products, which
could increase or prolong their therapeutic effect and adverse reactions.

Co-administration of boosted darunavir with drugs that have active metabolite(s) formed by
CYP3A may result in reduced plasma concentrations of these active metabolite(s), potentially
leading to loss of their therapeutic effect (see the Interaction table below).

[..]

Interaction table

[..]
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INTERACTIONS AND DOSE RECOMMENDATIONS WITH OTHER MEDICINAL PRODUCTS

Medicinal products by

therapeutic areas

Interaction
Geometric mean change (%)

Recommendations concerning co-
administration

[.]

ANTICOAGULANT/PLATELET AGGREGATION INHIBITOR

Apixaban Not studied. Co-administration of The use of boosted Darunavir Teva
Edoxaban boosted Darunavir Teva with these and these anticoagulants is not
Rivaroxaban anticoagulants may increase recommended.

concentrations of the anticoagulant,

which may lead to an increased bleeding

risk.

(CYP3A and/or P-gp inhibition).
Dabigatran Not studied. Co-administration with Concomitant administration of boosted
Ticagrelor boosted Darunavir Teva may lead to a Darunavir Teva with dabigatran or

Clopidogrel

substantial increase in exposure to
dabigatran or ticagrelor.

Not studied. Co-administration of
clopidogrel with boosted Darunavir Teva

ticagrelor is contraindicated (see
section 4.3).

Co-administration of clopidogrel with
boosted Darunavir Teva is not

is expected to decrease clopidogrel active

recommended.

metabolite plasma concentration, which
may reduce the antiplatelet activity of

clopidogrel.

Use of other antiplatelets not affected
by CYP inhibition or induction (e.g.
prasugrel) is recommended.

[.]

HEPATITIS C VIRUS (HCV) DIRECT-ACTING ANTIVIRALS

NS3-4A protease inhibitors

Elbasvir/grazoprevir Boosted Darunavir Teva may increase the |Concomitant use of boosted Darunavir
exposure to grazoprevir. Teva and elbasvir/grazoprevir is
(CYP3A and OATPIB inhibition) contraindicated (see section 4.3).
- ] - ~ 300 e od {min
darunavir AUC|-44%
darunavit Cmin4-59%
daronavir- Cmax436%

Glecaprevir/pibrentasvir

Based on theoretical considerations
boosted Darunavir Teva may increase the
exposure to glecaprevir and pibrentasvir.
(P-gp, BCRP and/or OATP1B1/3
inhibition)

It is not recommended to co-administer
boosted Darunavir Teva with
glecaprevir/pibrentasvir.
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