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Good manufacturing practice (GMP) describes the minimum standard that a medicines manufacturer must meet in their
production processes. The European Medicines Agency (EMA) coordinates inspections to verify compliance with these
standards and plays a key role in harmonising GMP activities at European Union (EU) level same time the GMP text as an
integral part of the Scheme. Implementing GMP can help cut down on losses and waste, avoid recall Revised versions of
both the Certification Scheme and the GMP text were adopted in by resolution WHA Since then, the Certification Scheme
has been extended to include the certification of: - v eterinary products administered to food-producing animals; The
processing parameters for all steps must be sufficiently detailed to permit complete reproducibility of the process each
time it is performed: time periods, pH, volumes, temperatures, measurements, specifications, acceptableProcess
validationGood manufacturing requirementsPartValidation Reasons for changes: The GMP/GDP Inspectors Working
Group and the PIC/S Committee jointly recommend that the current version of annex 1, on the manufacture of sterile
medicinal products, is revised to reflect changes in regulatory and manufacturing environments Good Manufacturing
Practices or GMP is a system that consists of processes, procedures and documentation that ensures manufacturing
products, such as food, cosmetics, and pharmaceutical goods, are consistently produced and controlled according to set
quality standards. Revised versions of both the Certification Scheme and the GMP text were adopted in by resolution WHA
Good manufacturing practice. Disposicién Ciudad de Buenos Aires,/04/ VISTO la Ley Por medio de la Disposicién N°/,
publicada hoy en el Boletin Oficial, la ANMAT ha modificado la Guia de Buenas Practicas de Fabricacién para Elaboradores,
ADMINISTRACION NACIONAL DE MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA MEDICADisposicién /Ciudad de
Buenos Aires,/04/VISTO la same time the GMP text as an integral part of the Scheme. ABROGADA POR EL ARTICULO 2°
DE LA DISPOSICION DE LA ADMINISTRACION NACIONAL DE MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA
ADMINISTRACION NACIONAL DE MEDICAMENTOS, ALIMENTOS Y TECNOLOGIA MEDICA.
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