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PART 1: Review Comments

Reviewer’'s comment

Author’s comment (if agreed with reviewer, correct the manuscript and
highlight that part in the manuscript. It is mandatory that authors should
write his/her feedback here)

Compulsory REVISION comments

1.What is the brand name of the tablet used and its dosage form
2.Impurities standards and Dasatinib procurement details
3.Why there is no information about impurity B

4.0nly impurity A and D was mentioned in impurity stock solution preparation what
about other impurity stock solution

5.0n what basis impurity A, C, D, E and F was desighated
6.What about the other impurity eluted along with this study
7. Linearity studies only performed for three concentration??

8. What type of impurity they are all??

Invista

Pharmaffiliates Analytics & Synthetics (P) Ltd. Hyderabad-
500076, India.

Impurity-B is not specified impurity, this impurity monitored and
controlled in drug substance.

These impurities used in only resolution solution purpose.

As per Dasatinib drug substance DMF (Drug master file) only theses
impurities are monitored in drug product also.

Other impurities are calculated in total impurities calculation.

Linearity study performed 3 levels (lower level 0.1% to 1.0% higher
level).

In this linearity study RRF (Relative response factor) also calculated
Based on force degradation data Impurity A, C, D and E are process

related impurities.
Impurity-F is degradant impurity.

Minor REVISION comments

Optional/General comments

PART 2:

Reviewer’s comment

IAuthor’s comment (if agreed with reviewer, correct the manuscript and
highlight that part in the manuscript. It is mandatory that authors should write
his/her feedback here)

Are there ethical issues in this manuscript?

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