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Atazanavir Teva 150, 200, 300 mg Capsules

Each capsule contains: 150, 200, 300 mg Atazanavir as sulfate

19985 XYY ))0ya ©INITY

$0IYIIN HTIYNI NIVIRY 290 ANNND

Atazanavir Teva (atazanavir as sulfate) 1s indicated in combination with other antiretroviral

agents for the treatment of HIV-1 infection.
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4. CONTRAINDICATIONS
[...]
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Table 6: Drugs Contraindicated with Atazanavir Teva (Information in the table applies

to Atazanavir Teva with or without ritonavir, unless otherwise indicated)

Drugs within class that are contraindicated with

Drug Class Atazanavir Teva

Alpha 1- Adrenoreceptor Antagonist Alfuzosin

Antiarrhythmics Amiodarone (with ritonavir), quinidine (with
ritonavir)

Antimycobacterials Rifampin

Antineoplastics Irinotecan

Antipsychotics Lurasidone (with ritonavir), pimozide

Benzodiazepines Triazolam, orally administered midazolam?

Ergot Derivatives

GI Motility Agent

Dihydroergotamine, ergotamine, ergonovine,
methylergonovine
Cisapride
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Hepeatitis C Direct-Acting Antivirals

Herbal Products

Lipid-Modifying Agents
Phosphodiesterase-5 (PDE-5) Inhibitor

Protease Inhibitors

Non-nucleoside Reverse Transcriptase

Inhibitors

Elbasvir/grazoprevir; glecaprevir/pibrentasvir
St. John’s wort (Hypericum perforatum)
Lovastatin, simvastatin, lomitapide

Sildenafil® when dosed as REVATIO® for the
treatment of pulmonary arterial hypertension
Indinavir

Nevirapine

[...]

5. WARNINGS AND PRECAUTIONS

.5.9 Immune Reconstitution Syndrome

[...]

Autoimmune disorders (such as Graves’ disease, polymyositis, and Guillain-Barre syndrome
and autoimmune hepatitis) have also been reported to occur in the setting of immune
reconstitution; however, the time to onset is more variable, and can occur many months after

initiation
[...]

7 DRUG INTERACTIONS

[...]

Table 16: Established and Other Potentially Significant Drug Interactions

HIV Antiviral Agents
Effect on

Concentration
Concomitant Drug |of Atazanavir or
Class: Concomitant
Specific Drugs Drug Clinical Comment
[...]
nevirapine |atazanavir Coadministration of Atazanavir Teva with nevirapine is

1 nevirapine

contraindicated. This is due to substantial decreases in
atazanavir exposure, which may result in loss of
therapeutic effect and development of resistance.
Potential risk for nevirapine-associated adverse
reactions due to increased nevirapine exposures [see
Contraindications (4))].

indinavir

Coadministration of Atazanavir Teva with indinavir is
contraindicated. Both Atazanavir Teva and indinavir are
associated with indirect (unconjugated)
hyperbilirubinemia /see Contraindications (9).
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Hepatitis C Antiviral Agents

V1r

Effect on
Concentration
of Atazanavir
or
Concomitant Drug | concomitant
Class: Drug
Specific Drugs Clinical Comment
[...]
REYATAZ/ritonavir and boceprevir is not recommended.
elbasvir/grazoprevir |fgrazoprevir ~|Coadministration of Atazanavir Teva with grazoprevir is
contraindicated. The resulting increase in grazoprevir
plasma concentrations can lead to an increased risk of
ALT elevations [see Contraindications (4).
glecaprevir/pibrentas tglecaprevir Coadministration of Atazanavir Teva with

1 pibrentasvir

glecaprevir/pibrentasvir is contraindicated. It may increase
the risk of ALT elevations due to an increase in
glecaprevir and pibrentasvir concentrations [see

Contraindications (4)].

Other Agents
Effect on

Concentration
Concomitant Drug  |of Atazanavir or
Class: Concomitant
Specific Drugs Drug Clinical Comment
[...]
Alpha 1- talfuzosin Coadministration of Atazanavir Teva with alfuzosin is
Adrenoreceptor contraindicated. The resulting increase in alfuzosin
Antagonist: alfuzosin plasma concentrations can lead to hypotension [see

Contraindications (49).
qtintdine these-drugs is |=esemimen dedif they are used £
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amiodarone, bepridil,
lidocaine (systemic),
quinidine

Effect on
Concentration
Concomitant Drug |of Atazanavir or
Class: Concomitant
Specific Drugs Drug Clinical Comment
Antiarrhythmics: tamiodarone, |Concomitant use of Atazanavir Teva with ritonavir and
amiodarone, quinidine |pepridil, either quinidine or amiodarone is contraindicated. This
lidocaine is due to the potential for substantial increase in
(systemic), systemic exposure of either quinidine or amiodarone,
quinidine which may result in serious or life-threatening reactions

such as cardiac arrhythmias [(see Contraindications (#).

Coadministration with Atazanavir Teva has the
potential to produce serious and/or life-threatening
adverse events but has not been studied. Caution is
warranted and therapeutic concentration monitoring of
these drugs is recommended if they are used
concomitantly with Atazanavir.

Direct-Acting Oral
Anticoagulants:
betrixaban,
dabigatran, edoxaban

1 betrixaban
Tdabigatran
Tedoxaban

Concomitant use of Atazanavir Teva with ritonavir, a
strong CYP3A4/P-gp inhibitor, with either betrixaban,
dabigatran, or edoxaban may result in increased
exposure of the respective DOAC that could lead to an
increased risk of bleeding. Refer to the respective
DOAC prescribing information regarding dosing
instructions for coadministration with P-gp inhibitors.

rivaroxaban

apixaban

Atazanavir with
ritonavir

1 rivaroxaban

Atazanavir
1 rivaroxaban

Atazanavir with
ritonavir

1 apixaban

Atazanavir
1 apixaban

Coadministration of Atazanavir Teva with ritonavir and
rivaroxaban is not recommended. Concomitant
treatment with agents that are combined Pglycoprotein
(P-gp) strong CYP3A4 inhibitors, such as ritonavir,
increase exposure to rivaroxaban and may increase risk
of bleeding.

Coadministration of Atazanavir Teva, a CYP3A4
inhibitor, and rivaroxaban may result in increased
increase exposure to rivaroxaban and may increase risk
of bleeding. Close monitoring is recommended when
REYATAZ is coadministered with rivaroxaban.

Concomitant use of Atazanavir Teva with ritonavir, a
strong CYP3A4/P-gp inhibitor, with apixaban may
result in increased exposure of apixaban, which could
lead to an increased risk of bleeding. Refer to apixaban
dosing instructions for coadministration with strong
CYP3A4 and P-gp inhibitors in the apixaban prescribing
information.

Concomitant use of Atazanavir, a CYP3A4 inhibitor,
and apixaban may result in increased exposure of
apixaban, which could lead to an increased risk of
bleeding. Close monitoring is recommended when
apixaban is coadministered with Atazanavir Teva.
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Effect on
Concentration

Concomitant Drug |of Atazanavir or

Class: Concomitant

Specific Drugs Drug Clinical Comment

Antimycobacterials: |atazanavir Coadministration of Atazanavir Teva with rifampin is

rifampin contraindicated. Rifampin substantially decreases
plasma concentrations of atazanavir, which may result
in loss of therapeutic effect and development of
resistance [see Contraindications (4)].

Antineoplastics: tirinotecan Coadministration of Atazanavir Teva with irinotecan is

irinotecan contraindicated. Atazanavir inhibits UGT1A1 and may
interfere with the metabolism of irinotecan, resulting in
increased irinotecan toxicities [see Contraindications
A)].

Antipsychotics: tpimozide Coadministration of Atazanavir Teva with pimozide is

pimozide contraindicated. This is due to the potential for serious
and-or life-threatening reactions such as cardiac
arrhythmias [see Contraindications (4))

Ergot derivatives: Coadministration of Atazanavir Teva with ergot

dihydroergotamine, tergot derivatives is contraindicated. This is due to the

ergotamine, derivatives potential for serious and/or life-threatening events such

ergonovine, as acute ergot toxicity characterized by peripheral

methylergonovine vasospasm and ischemia of the extremities and other
tissues [see Contraindications (4).

GI Motility Agents: Coadministration of Atazanavir Teva with cisapride is

cisapride tcisapride contraindicated. This is due to the potential for serious
and/or life-threatening reactions such as cardiac
arrhythmias [see Contraindications (4)].

Herbal Products: Coadministration of products containing St. John’s wort

St. John’s wort latazanavir with Atazanavir Teva is contraindicated. This may

(Hypericum perforatum result in loss of therapeutic effect of Atazanavir Teva
and the development of resistance [see
Contraindications (4)).

Lipid-modifying agents Coadministration of Atazanavir Teva with lovastatin or

HMG-CoA reductase [t Lovastatin simvastatin is contraindicated. This is due to the

inhibitors: lovastatin, potential for serious reactions such as myopathy,

simvastatin tsimvastatin including rhabdomyolysis [see Contraindications (4)].

Other Lipid Modifying [t]omitapide Coadministration of Atazanavir Teva with lomitapide is

Agents: lomitapide

contraindicated. This is due to the potential for risk of
markedly increased transaminase levels and
hepatotoxicity associated with increased plasma
concentrations of lomitapide. The mechanism of
interaction is CYP3A4 inhibition by atazanavir and/or

ritonavir [see Contraindications (4)].
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