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Comments from the [agency hame] on the medicinal product: XXX
Namein CMS:

MR procedure no.:

Conclusion on the medicinal product

The [agency name] agrees with the overall conclusion of the RMS and is therefore prepared to grant a
marketing authorisation for XXX

alternatively
The [agency name] is of the opinion that there are potentially serious public health concerns related to
the use of this product (see below) and is, at present, not prepared to grant a marketing authorisation.
Potentially serious human or animal health or environment concernsthat could lead to

arbitration

Define the potentially serious human or animal health or environmental concerns.

SPC — pointsfor consideration

List those sections of the SPC where there are points for consideration.

Other main objections

Define those other main objections that do not constitute any potentially serious concerns, apart from
those listed above.
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