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Abstract
Background: Medicines quality is increasingly becoming a concern in many parts of the world due to the recent increase in the cases of medicines counterfeiting. The threat of counterfeiting appears to be invisible due to its nature as well as the neglect it has suffered over the years from the stakeholders involved in the pharmaceutical supply chain. This problem is particularly important in many developing countries due to inefficient regulatory system as well as an increased burden of both communicable and chronic disease among other numerous public health issues 
Objectives: the present study was undertaken to provide evidence on the existence and patterns of substandard/counterfeit medicines in the Ethiopian market and to propose strategies to combat medicines counterfeiting in Ethiopia.
Methods: This was a cross-sectional descriptive study carried out in selected sites located in eight regions of the country. Survey questionnaires were used to gather pertinent information on regulatory capacity and representative medicines selected based on defined criteria during sample collection. The samples were then subjected to appropriate qualitative and quantitative tests to determine the identity and amount of active ingredient present in the product. Drug quality was measured by level of active ingredient as percentage of stated content and by compliance with pharmacopeial standards.Association of failure with type of productsand source of samples was established using Chi square test.  
Results: Although all regulatory frameworks were in place, there were some setbacks identified in the regulatory system. Absence of registration for products, few manufacturing plants with our GMP requirements, lack of pertinent data on proportion of imported drugs by different sectors, and importation of drugs through unauthorized people were few of them. Three hundred and nineteen samples formulated as generic (38) and brand (281) products, representing nineteen different drugs were collected and subjected to evaluation and analysis. About 90.6% and 9.4% of the products were collected from formal and informal sources. Among the total samples collected during the survey, registration status of 2.5% of the samples could not be known, bringing the number of samples whose status was known to 97.5%. Out of the 311 samples whose status was known, 50 (16.1%) of them were not registered by the national regulatory authority. Twenty five of the samples were either below or above the limit specified by the United States and British pharmacopeia, giving rise to a failure rate of 7.8%. Out of the 25 samples that fell short of complying pharmacopeial specifications, 18(72%)were collected from formal and 7 (28%) from informal sources. Failure to meet pharmacopeial specifications did not seem to be affected by the type of product (Generic vs. brand), source (formal vs. informal) and by the site of collection. 
Conclusion: The data generated from this study indicate the presence of substandard products among the investigated products in the Ethiopian market. Nevertheless, the prevalence of substandard drugs appeared to be of lower magnitude compared to other developing countries. Capacity of the regulatory system appeared to be not that strong and due attention should be paid so that it could restore public confidence. 
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