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NOTIFICATION
Addendum
[bookmark: _GoBack]The following communication, dated 22 January 2019, is being circulated at the request of the delegation of Argentina.

_______________


Medicinal preparations for human use
Please be advised that Order No. 513/2019 of the of the National Drug, Food and Medical Technology Administration updates the procedures for registering medical preparations with active pharmaceutical ingredients (APIs) of synthetic and semi-synthetic origin not requiring a demonstration of bioequivalence and/or bioavailability in the Medicinal Preparations Register (REM) under Article 3 of Decree No. 150/92 (regulatory enactment in 1993).
The update aims to comply with the principles of efficiency, economy, transparency and predictability in the technical and administrative evaluation of procedures.
Reference legislation:
Law No. 16.463
http://servicios.infoleg.gob.ar/infolegInternet/anexos/20000-24999/20414/norma.htm
Decree No. 150/1992
http://servicios.infoleg.gob.ar/infolegInternet/anexos/5000-9999/8196/texact.htm
Punto Focal OTC-OMC de la República Argentina (TBT-WTO Focal Point of the Argentine Republic)
Dirección de Políticas de Comercio Interior y Competencia (Directorate of Domestic Trade Policies and Competition)
Avda. Julio A. Roca 651 Piso 4° Sector 23A
(C1067ABB) Ciudad Autónoma de Buenos Aires
Tel.: (+54) 11 4349 4067
Email: focalotc@mecon.gob.ar
Text available at:
http://www.puntofocal.gov.ar/formularios/registro_arg09.php
https://members.wto.org/crnattachments/2019/TBT/ARG/19_0385_00_s.pdf
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