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	Author’s Feedback (It is mandatory that authors should write his/her feedback here)



	Please write a few sentences regarding the importance of this manuscript for the scientific community. A minimum of 3-4 sentences may be required for this part.


	Dapagliflozin propanediol is a last-generation medication for treating type 2 diabetes, making studies on its quality, effects, pharmacodynamics, etc., of interest to the scientific community. Quality by Design (QbD) is a novel approach to integrating quality into the manufacturing process itself, rather than waiting to evaluate the final product to define its quality. The development and validation of methods for evaluating pharmaceutical products is a common practice in the field. Since each drug has its own unique physicochemical characteristics, developing methods for each one is a common practice, and the results are typically published in relevant journals.
	

	Is the title of the article suitable?

(If not please suggest an alternative title)


	The title is appropriate; it indicates the meaning and objective of the essay.
	

	Is the abstract of the article comprehensive? Do you suggest the addition (or deletion) of some points in this section? Please write your suggestions here.


	The abstract is clear but fails to explain the importance of the trial. It should explain why characterizing the drug's particle size is important. How will this impact therapy and patients? Or is it important for drug manufacturing?
	

	Is the manuscript scientifically, correct? Please write here.
	IMPORTANT: The majority of the manuscript is correct; however, it contains a fundamental flaw. Since it deals with the development and validation of an analytical method, the established guidelines for such validation must be followed. The authors mention ICH and USP, but they do not specify which two guidelines these organizations establish for method validation. Most importantly, they did not comply with these guidelines; they only evaluated two of them. This does NOT validate a method, and the results CANNOT BE PUBLISHED. A method cannot be considered valid and robust if only two validation parameters have been evaluated.

The authors state that the method was validated based on the ICH and USP guidelines, which is not false.

They do not indicate the intended use of the method, whether for manufacturing, determining product quality, pharmacovigilance, etc.
	

	Are the references sufficient and recent? If you have suggestions of additional references, please mention them in the review form.
	The references are adequate and the number of them is appropriate.
	

	Is the language/English quality of the article suitable for scholarly communications?


	The language itself is acceptable, however the style sometimes results in unclear expressions.
	

	Optional/General comments


	· Keywords are precisely the words that encompass the main ideas of the manuscript. They should be reduced to words such as Analysis, Dapagliphozin, particle size, validation.

· In scientific articles, it is not customary to number titles and subheadings; these numbers should be removed.

· Authors are encouraged to use APA format for in-text citations, that is, to cite the authors' last names and initials and the year (Johnson P & Philak R, 2025).

· Authors should explain what Qv10, Qv50, etc., are in a clearer way. What is their significance?

· It is not indicated whether the pure salt (active ingredient) or the complete medication was used. The source of the medication, lot number, manufacturer, expiration date, pharmaceutical form, etc., are not indicated.

· A brief description of the equipment's operation should be provided, followed by an explanation of the calibration process and the origin of the standards. Acceptance and rejection criteria must be specified to ensure the equipment is properly calibrated.

· The concept is repeatedly written followed by the acronym. It is sufficient to write the description and the acronym the first time, and then only use the acronym, or even never use the acronym at all.

· The use of Ishikawa diagrams to detect potential method flaws must be justified. The Ishikawa method was generally designed to detect the root causes of a problem in a quality system, but not in a specific procedure or for the validation of an analytical method. The aforementioned guidelines do not indicate the use of this procedure.

· Why were these solvents evaluated? It should be assumed that, since it is a medication, its dispersion in water should be evaluated, as oral medications are normally administered with water. Its behavior in the stomach should be evaluated using an HCl solution at approximately pH 4 or 7, or its interaction with other media due to food consumption (an alkaline medium, for example). The reason for evaluating the mentioned solvents must be specified, highlighting their impact on pharmacokinetics or the quality of the final product.

· The authors specify that “Multiple measurements were performed under identical instrumental conditions to understand how these parameters influence the repeatability, stability, and overall reliability of the method,” however, they do not indicate how they analyzed the stability of the samples.

· Establishing accuracy criteria solely through repeated tests is unreliable. If an error exists, only the repeatability of that error is being evaluated. A comparison against a standard is necessary. Therefore, linearity and the valid range of the method cannot be eliminated from the validation process. This is essential in method development and validation. This constitutes a fundamental deficiency for which the method cannot be published.

· The images are clear and well done.
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	Are there ethical issues in this manuscript? 


	(If yes, Kindly please write down the ethical issues here in detail)

There are not ethical issues in this manuscript
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