Editor's Comment:

| have some comments:

1.- What was the sampling method?

2.- What was the sample size calculation?

3.- How was the randomized method?

4.- What was the statistical analysis?

5.- There is a mistake in the p-value (Table 5)

6.- What was the Ethics Committee that approved the study?

7.- How was obtained the announcement to participate of subjects lesser than 18 years old?
8.- What was the number of registries of Clinical Trials?
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