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Procedures for the registration of pharmaceutical products

Inaccordance with the health act in algeria,
Generic medicines as a model
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Abstract :

The Algerian legislator has imposed strict measures on these substances, especially
medicines, which protect the national economy, including the health sector, and on the other hand,
protect patients from the spread of non-commercial drugs. The registration process is a guarantee
given to the drug that allows marketing and distribution without the existence of any threat to the
lives of people and is based on the analytical experience stipulated by the law to confirm the quality
structure and therapeutic effectiveness of these materials and is carried out by a specialized
laboratory assigned to certain tasks and Yeh analysis carried out in addition to providing a file
containing all the documents proving its content to determine the necessity under these
pharmaceutical substances in the national code of pharmaceutical products and their distribution
and discharged in hospitals and pharmacies.

It is considered a basic material that Algeria has become the basis for the development of the
health sector and the preservation of life by expanding the scope of production and reduce the
process of its import while ensuring high quality and effective treatment of diseases and this by
registering in the code as required by various laws on health without prejudice to the process

Continuous monitoring of this material.
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generic drugs, pharmaceutical experience, registration, national code, the laboratory.
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"le dossier de demande d’enregistrement des médicaments générique comprend les piéces suivantes :
-formulaire A de demande d’autorisation d’enregistrement tel que défini par ’arrété n41 du 8/6/1995 susvisé.
-autorisation de production ou d’exploitation délivrée a I’établissement par les autorités compétentes du pays d’origine.
-le certificat de libre vente ou de vente courante dans le pays d’origine.
-autorisation d’exportation délivrée par les autorités sanitaires du pays d’origine.
-la quittance de paiement des droit d’enregistrement.
-le prix départ usine hors taxes agrée par les autorités compétentes.
-une picce justificative du prix de gros hors taxes agrée par les autorités compétentes dans le pays d’origine au moment
du dép6t du dossier.
-la proposition du prix public (P.P.A).
-une note d’intérét économique et thérapeutique faisant ressortir ’amélioration du service médical rendu."
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