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Abstract

The objective of this study is to identify the risks associated with the quality of single-use
artificial tear drops. Risk is an inevitable phenomenon that all industries face; and if they do not
seek to manage and control it, they will encounter numerous problems. Risks related to product
quality are of great importance because they directly affect customer satisfaction, commercial
success, and the long-term sustainability of the business. Key and essential steps in the risk
management process include identifying, prioritizing, assessing, controlling, and mitigating
risks. Additionally, proper risk measurement and analysis methods play a decisive role in the
effectiveness of risk management. The creation and use of a product, including its components,
inherently involve degrees of risk. Risk to its quality is just one part of its overall risk; thus, it
is important to understand that product quality must be maintained. Quality risk management
in the pharmaceutical industry seeks to evaluate all risks associated with the processes of
manufacturing, development, packaging, and distribution of pharmaceutical products. Since the
quality of pharmaceutical products is crucial to patient health, managing these risks is of great
significance. Maintaining the quality of pharmaceutical products not only ensures patient health
but also enhances their satisfaction. Therefore, the accurate identification and assessment of
these risks are deemed necessary. In this study, by analyzing the pharmaceutical product of
artificial tear drops, the existing quality risks were identified and standard methods were used
for this identification. Subsequently, these risks were examined and validated using validation
methods. Finally, a comprehensive list of quality risks associated with this pharmaceutical
product has been provided.

Keywords: Quality risk management, identification of quality risks, Artificial tears
pharmaceutical product.

DOI: 10.22034/jsqm.2025.493426.1627



