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Updated on July 21, 2020 if you are a consumer or patient, visit this version. Highlights Prescribing Information These highlights do not include all the information you need to use Vasepad® with security and efficiency. See complete information for Vasepa. VASAPAA® (ICOSApent ethyl) Capsules, for initial oral use US approval: 2012 Indications and
use (1) 12/2019 Advice and precautions, Atrial fibrillation / Flutter (5.1 ) 12/2019 warnings and precautions, bleeding (5,3) 12/2019 Vascepa is a etheric eicosapentaendico (EPA) indicated: as an adjunct for maximum statin therapy to reduce The risk of myocidadium infarction, stroke, coronary revascularization and instable angina that requires
hospitalization in adult patients with high levels of adult triglycerides (TG) - A € ° ¥ 150 mg / dL) and established cardiovascular disease or diabetes mellitus and 2 or more additional risk factors for cardiovascular disease. (1) as adjuvant to diet to reduce TG levels in adult patients with severe hypertriglyceridemia (A + 500 mg / dL severe. (1)
Limitations of use: the effect of viscepa on the risk of pancreatitis in patients with hypertriglyceridemia Severe has not been determined. (1) Evaluate lipid levels before starting therapy. Identify other causes of high levels of triglycerides and manage as appropriate. (2.1) Patients should engage in appropriate nutritional intake and Fansical activity
before receiving vasepa, which should continue during treatment. (2.1) The daily dose of vasepa is 4 grams per day taken as four 0.5 gram capsules twice a day with food or two Capsules of 1 Grass twice a day with food. (2.2) Conditioning patients swallowing entire catchments. Do not embrace, crush, dissolve or mastigue vasepha. (2.2) Capsules: 0.5
gram and 1 gram (3) vasepa is contraindicated in patients with hypersensitivity with (for example, anaphylactic reaction) is vasepa or any of its components. (4) Atrial fibrillation / flutter: VASESA was associated with an increased risk of atrial fibrillation or atrial vibration requiring hospitalization in a double-blind assay, controlled by placebo. The
incidence of atrial fibrillation was higher in patients with anterial atrial fibrillation or atrial vibration. (5.1) Potential for alemital reactions in patients with fish allergy: vasepa contention is ethylic steres of the gravel omega-3, EicoSapentaendico (EPA), obtained from fish oil . It is not known whether patients with fish allergies and / or seafood are
increasing the risk of an aliaggic reaction to the vaseprise. Inform patients with hypersensitivity known to fish and / or seafood with potential for aliagic reactions and advise them to discontinue vasepa and seek medical attention if any reaction occurs. (5.2) Bleeding: VASEPHA was associated with an increased risk of bleeding in a placebo-controlled
double-blind assay. Bleeding incidence was higher in patients receiving concomitant antithrombotic drugs such as aspirin, clopidogrel or warfarin. (5.3) Common adverse reactions in the study of cardiovascular results (incidence A ¥ 3% and ¥ 1% more frequent than placebo): Musculoskeletal pain, peripheral edema, constipation, drop and fibrila
Atrial (6.1) Common adverse reactions The hypertriglyceridemia tests (incidence A ¥ 1% more frequent than placebo): arthralgia and oropharyngeal pain. (6.1) To report suspected adverse reactions, contact Amarin Pharma, Inc. at 1-855-Vasepa (1-855-827-2372) or contact the FDA at 1-800-FDA- 1088 or www.fda.gov/medwatch. Risk of increased
bleeding with anticoagulants and antiplatelet agents: Some studies published with omega-3 fatty acids demonstrated prolongation of bleeding time. Monitor patients receiving Vascepha and concomitant anticoagulants and / or agents for bleeding. (7) See 17 for patient counseling information and FDA approved labeling. Revised: 12/2019 a ndice 1
Indications and use Vasepaa® (ethyl icusapent) is indicated: indicated: To reduce statin therapy maximally to reduce the risk of myocidadium infarction, stroke, coronary revascularization and instable angina that require hospitalization in adult patients with high levels of triglyceric rides (Tg) (¥ 150 mg / dL) and established cardiovascular disease or
diabetes mellitus 2 or more additional risk factors for cardiovascular disease. As adjuvant to diet to reduce TG levels in adult patients with severe hypertriglyceride (A € 500 mg / dL). Limitations of use: The effect of vescepa on the risk of pancreatitis in patients with severe hypertriglyceride was not determined. 2 Dosage and Administration 2.1 Before
the initiation of VASEPA, evaluate the lipid levels before starting therapy. Identify other causes (for example, diabetes mellitus, hypothyroidism or medications) of high levels of triglyceric rides and manage as appropriate. Patients should engage in appropriate nutritional intake and physical activity before receiving vasepa, which should continue
during vasepa treatment. 2.2 Dosage and administration The daily dose of VASEPHA is 4 grams per day taken as: Four Capsules of 0.5 grams twice a day with food; Or as two cansules of 1 gram twice a day with food. Advise patients to swallow VASEPHA cases. Do not embrace, crush, dissolve or mastigue vasepha. 3 dosing forms and strengths
vasepa are provided as: 0.5 grams ommbar, oval and soft gelatin capsules printed with v500 1 gram of color ommbar, oblong, soft-gelatin printed with vasepa 4 Vasepa contraindictions is contraindicated in patients with hypersensitivity (for example, anaphylactic reaction) for vasepa or any of its components. 5 Cards and precautions 5.1 Atrial
fibrillation / vasepa vibration is associated with an increased risk of atrial fibrillation or atrial vibration that requires hospitalization. In a double-blind, placebo-controlled assay of 8,179 matters treated with statin with established cardiovascular disease (CVD) or diabetes plus an additional risk factor for DCV, atrial fibrillation awarded or atrial flutter
that require internationally To 24 or more hours occurring in 127 (3%) patients treated with vasepa in comparison with 84 (2%) patients receiving placebo [HR = 1.5 (95% CI 1.14, 1.98)] . The incidence of atrial fibrillation was higher in patients with anterial atrial fibrillation or atrial vibration. 5.2 Potential of alemital reactions in patients with fish
allergy Vasepa contention is etches of the fatty acid omega-3, EicoSapentaenico (EPA), obtained from fish oil. It is not known whether patients with fish allergies and / or seafood are increasing the risk of an aliaggic reaction to the vaseprise. Patients with hypersensitivity known to fish and / or molluscs on the potential of almosticated reactions to
vasepa and advise them to discontinue vasepa and seek medical attention if mute reactions occur . 5.3 Vasepa bleeding is associated with an increased risk of bleeding. In a placebo-controlled cardiovascular result assay of 8,179 patients, 482 (12%) patients receiving vasepa experienced a bleeding event compared to 404 (10%) patients receiving
placebo. Septible bleeding events occurred in 111 (3%) of patients in VASPA VS. 85 (2%) of patients receiving placebo. Bleeding incidence was higher in patients receiving concomitant antithrombotic drugs such as aspirin, clopidogrel or warfarin. 6 Adverse reactions The following important adverse reactions are described below and in other parts of
the labeling: atrial fibrillation or atrial flutter [see warnings and precautions (5.1)] Potential for all-reactions In patients with allergy to fish [see warnings and precautions (5.2)] bleeding [See Notices and Precautions (5.3)] 6.1 Experience of clinical trials because the clinical trials are conducted under widely variable, adverse reaction rates observed in
the clinical trials of a medicament can not be directly compared to the rates in the clinical assays of Drug and may not reflect the rates observed in practice. Cardiovascular assay results of a double-blind, randomized, cardiovascular results, placebo controlled, patients 8,179 stabilized-statin were randomly distributed to receive placebo or vascepa
and followed by a 4.9-year-old mother [see clinical studies (14.1)]. The age half at the beginning of the study was 64 years, 29% were women, 90% white, 5% asiatic, 2% were black, and 4% identified as Hispestic ethnicity. Common adverse reactions (incidence A ¥ 3% in VASepha and 1% more frequent than placebo) included musculoskeletal pain,
peripheral edema, constipation, drop and atrial fibrillation. Hypertriglyceridemia assessments in two randomized, double-blind, placebo-controlled tests in patients with triglyceric levels between 200 and 2000 mg / dl treated for 12 weeks, adverse reactions reported with vasepa in an indidency ¥ 1% more Frequent than placebo based on grouped data
included arthralgia and oropharyngeal pain. 6.2 EXPERIENCY OF POSTARKETING ADDITIONAL ADVERSE REACTIONS were identified during the use of VASESA POS-approval. Since these reactions are voluntarily reported from an uncertain population, it is not generally possible to estimate its frequencies or establish a causal relationship to
exposure The drug. Diarrhea Blood triglycerides has increased the pain of abdominal discomfort at the ends 7 drug interactions 7.1 Increased risk of bleeding with anticoagulants and antiplatelet agents Some studies published with Eculos omega-3 demonstrated prolongation of bleeding time . The prolongation of bleeding time reported in these
studies did not exceed normal limits and did not produce clinically significant bleeding episode. Monitor patients receiving vescepha and concomitant anticoagulants and / or antiplatelet agents for bleeding. 8 Use in Spectic Populations 8.1 Pregnancy Summary Risk Data available for published case reports and pharmacovigile database on the use of
vispa in graved women are insufficient to identify an associated risk of drugs for Major birth defects, maternal or abortion or adverse fetal results. In animal reproduction studies in gravy mice, no dose-related imbalances were observed for some new development findings, were observed with the oral ethyl administration of icosapent during the
organization of exhibition Which were equivalent to the clinical exhibition at the human dose of 4 g / day, based on comparisions of body surface area. In a study in gravida rabbits managed icosaply ethyl by orally during the organogogen, there were clinically relevant adverse development effects on expositions that were 5 times the clinical
exposition, based on the comparations of the Body surface area (see data). The estimated risk of major congenital defects and abortion for the indicated population is unknown. All pregnancies have a risk of defect antecedents, loss or other adverse outcomes. In the general population of U.S., the estimated risk on the main congenital defects and
abortion in clinically recognized gestions is 2-4% and 15-20%, respectively. Animal data data in grain rats given doses of oral gaming of 0.3, 1 and 2 g / kg / kg of ethyl icosapent of gestation through the organogogenis All groups treated with drugs had imbalances not related to dose in visceral and skeletal findings, including 13th reduction of hepatic
labels, medially displaced test and / or non-descendants, in human systems after an oral dose Xima of 4 g / day based on comparisons of body surface. In a study of the development of several generations in gravy rats received doses of 0.3, 1, 3 g / kg / day iccoSAPENT By oral probe from the day of gestation 17/07, ICosapent acetate did not affect the
feasibility of fetuses (F1 or F2). Imbalance not related to dose in conclusions of absent actions and unilateral testicles atrophy in human expositions based on the maximum dose of 4 g / day and comparisions of the body surface area. Additional variations consisting of early rigging of incisor and increased cervical percent were observed in the same
expositions. Puppies treated with high doses showed dosing rates diminished, delayed the strus, decreased surviving fetuses (F2) suggesting potential multigerational effects of ethyl icusapent in 7 times the human system exposure after 4 g / Day dose based on comparisons of body surface area in all spies. In bars given doses of oral gavage of 0.1, 0.3
and 1 g / kg / day icassapent ethyl gestation through the organogogen, a decrease in body weight was observed and food consumption at the high dose of 1 g/ kg / day (5 times the human exposition at the maximum dose of 4 g / day, based on the comparisions of the surface area of the body). Yeast increases in reabsorbal and dead fetuses were
observed in the group of 1 g / kg / day, but these were not significantly different from the control group. There were no difference between the ethylic groups icosapent and control group regarding the numbers of lutea corpora, number of implants, number of surviving fetuses, sexual relationship, body weight of female fetuses or placental weight.
There were no malformations related to the treatment or skeletal anomalies. In gestation day gesting greeting-day rats 17 through lactation day 20 to 0.3, 1, 3 g / kg / day without maternal effects or adverse development. However, garbage loss (not related to dose) was observed in 2/23 litters in low dose and 1/23 dose dams per day ports 4 in human
expositions at a dose Xima of 4 g / day, in the comparisons of the surface area of the body. 8.2 Summary of Lactation Risk The published studies detected omega-3 fatty acids, including EPA, human milk. Lactating women receiving acting omega-3 fatty acids for supplementation resulted in higher levels of omega-3 fatty acids in human milk. There are
no data on the effects of ethylic acids of omega-3 fatty acids in the breastfeeding or milk production. Benefits of the development and health of breastfeeding should be considered together with the clinical need for VASepha's mother and any possible adverse effects on the breastfeeding of vasepa or underlying maternal condition. 8.4 Pedetal use
Security and efficacy in pediatric patients have not been established. 8.5 Geriethrical use of the total number of patients in well-controlled clinical studies of VASESA, 45% were 65 years of age and more. General differences in safety or efficiency between these patients and younger groups were observed. Another reported clinical experience did not
identify differences in the answers between the elderly and younger patients. 8.7 Hepatic deficiency in patients with hepatic impairment, aminotransferase (ALT) and aspartate (AST) levels must be monitored periodically during vasepa therapy. 11 Vascepa Description, a lipid regulation agent, is supplied as 0.5 gram or a soft color gelatin picksule, full
of liquid for oral use. Each vasepha capsule contains 0.5 grams of icosapent ethyl (in a 2.5 gram capsule) or 1 iccosapent ethyl gram (in a 1-gram capsule). The icing ethyl is a etheric etheric Eicosapentaenic acid of gravel omega-3 (EPA). The empigural ethyl graphic graphic is C22H3402 and the molecular weight is 330.51. The chemical name for
ethyl ethyl is ethyl all-cis-5,8,11,14,17-icassapenteenate with the following chemical structure: vaseps capsules also contain the following inactive ingredients: tocopherol, gelatin, glycerin , Maltitol, sorbitol and purified water. 12 Clinical Pharmacology 12.1 Studies Action Mechanism Suggest that EPA reduces low-density lipoprotein lipoprotein
(VLDL-TG) and / or secretion and improvement of TG debug Circulation of VLDL particles. Potential action mechanisms include increased p Oxidation; Acil-CoA Inhibition: 1,2-Diacilglycerol Aciltransferase Lipogenesis decrease in the bean; and increase the activity of plasma lipoprotein. The action mechanisms contributing contributing Reduction of
cardiovascular events with VASepha (ethyl icusapent) are not completely understood, but are proven a € a €
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