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Changes history table

Application
type

refMS/eCA Case number in
the refMS

Decision date Assessment carried out (i.e. first authorisation /
amendment / renewal)

Chapter/
page

NA-BBS FI BC-AD047760-59 01.07.2019 Authorised as a same product -
NA-ADC FI BC-LY063984-92 03.03.2021 Addition of active substance manufacturer and product

formulator
-

NA-AAT FI BC-WQ079820-05 23.09.2022 Expiration date extended -
NA-MIC FI BC-FM071504-38 10.2.2023 Extension of shelf life to 5 years. 5
NA-RNL FI BC-VQ065403-16 TBD Renewal
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1 NA-MIC – Minor Change on request (BC-FM071504-38)

A new long term storage stability study was provided to extend the shelf life of the product.
The physico-chemical and technical properties of the product remain constant. In addition,
the palatability of the product has been demonstrated. Therefore, a shelf life of 5 years at
ambient temperature is acceptable.

As the applicant has a Letter of Access to the data concerning the extension of the shelf life
but has no permission to see or receive copies of any material about the product data, no
detailed results are presented in this document. The evaluation of the competent authority
is presented in detail in a separate annex, access level MSCA only.
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