Acta Farm. Bonaerense 24 (4): 572-4 (2005) Farmacovigilancia
Recibido el 11 dejulio de 2005
Aceptado € 22 de julio de 2005

Vigilancia Farmacol 6gica de la Eritropoyetina Cubana
en Pacientes Oncol 6gicos Pediétricos
Portadores de Anemia Post-gimio y/o Radioterapia

Maykel PEREZ* 1, Adys AGUILA 2, LilianaMARTINEZ 2, Miriam CID * & RayzaMENDEZ 1

1Subcentro de Ensayos Clinicos. Instituto Superior de Ciencias Médicas de Villa Clara.
Carretera a Acueducto y circunvalacién, Santa Clara, Cuba.
2 Hospital Infantil “ José Luis Miranda” de Villa Clara. Cuba

RESUMEN. Con € objetivo de describir y evaluar los efectos adver sos relacionados con la administracion
dela Eritropoyetina Recombinante Cubana; serevisaron las historias clinicas del total de pacientesinclui-
dos en € ensayo clinico. Este estudio se llevo a cabo en el Servicio de Hematologia del Hospital Infantil
“José LuisMiranda” de Villa Clara donde se evallia el impacto del producto. Se evalué a los pacientes con
reacciones adver sas, tipo de reaccion y grado de intensidad. Se analiz6 también el tratamiento far macol 6-
gico y no farmacolégico que fue indicado para cada paciente. Se aplico € algoritmo de Karch y Lasagna
para evaluar la relacion de causalidad. Nuestros resultados sefialan que las reacciones adver sas mas fre-
cuentes fueron: fiebre, pérdida de peso, hipertension arterial y fatiga, en su mayoria clasificadas como
efectos colater ales moderados de relacion probable con la administracion del producto.

SUMMARY. “Pharmacological surveillance of Cuban Erythropoietin in Pediatric Oncological Patients Carrier of
Post Chemo and/or Radiotherapy Anemia’. In order to describe and evaluate the adverse effects related with the
administration of the Cuban Erythropoietin, the clinical records of the all patients included in the clinica trials
were reviewed. This study was carried out in the Service of Hematology of the Infantil Hospital “José Luis Mi-
randa’ of province of Villa Clara where the impact of the Human Recombinant Erythropoietin was evaluated.
Patients with adverse reactions; type of reactions and intensity degree were evaluated. The pharmacological or
not pharmacological treatment that was indicated for each patient was also analysed. It was applied the algorithm
of Karch and Lasagna that evaluates the relationship of causality. Our results showed that the most usua adverse
effect were fever, loss of weight, arterial hypertension and dizziness. The most of then were classified as moder-
ate side effects probably related with the administration of the product.
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