Statens legemiddelverk

Norwegian Medicines Agency @

Variation applications — What dates are to be included in the Product Information, and which responses is to be expected from the Norwegian Medicines
Agency

The following procedure applies for variation applications submitted according to the Variation Regulation, EC 1234/2008. The Regulations is included in
the National legislation “Forskrift om legemidler” by the 17" of March

In general: Variations Type IA and Type IB in Mutual Recognition Procedure including an update of the product Information, the national translations should
be submitted concomitantly with the variation application.

National variation applications:

Type IA variations: There will no longer be forwarded an “Acknowledgement of an acceptable notification” for type IA applications. If the Norwegian

medicines Agency does not have objections within 30 days the application is considered accepted. The Norwegian medicines Agency
will update their systems accordingly

The Product Information: If the variation includes update of the Product Information the implementation date of the variation
should be stated by the applicant. The Product Information will neither be returned, but the databases will be updated with the

applicant’s implementation date taken into account. The Marketing Authorisation Holder must ensure that the correct version is the
basis for the next variation to be submitted.

Type IB variations: The Norwegian Medicines Agency will send an “Acknowledgement of approval/Refusal” of the variation.



Type Il variations:

The Product Information: Approved Summary of Product Characteristics (SmPC), Patient information Leaflet (PL), and labeling are
forwarded to the applicant. The date to be included in the SmPC and PL is the approval date of the Norwegian Medicines Agency.

The Norwegian Medicines Agency will send an “Acknowledgement of approval/Refusal” of the variation.

The Product Information: Approved Summary of Product Characteristics (SmPC), Patient information Leaflet (PL), and labeling are
forwarded to the applicant. The date to be included in the SmPC and PL is the approval date of the Norwegian Medicines Agency.

MRP variations, Norway as Concerned Member State (CMS):

Type IA variations:

Type IB variations:

Type Il variations:

The Norwegian Medicines Agency would respond if the variation is considered invalid. No acknowledgement is forwarded at the end
of procedure. The databases are updated according to the agreed conclusion at end of procedure.

Product Information: National translations: If the variation includes update of the Product Information the implementation date
of the variation should be stated by the applicant. The Product Information will neither be returned, but the databases will be
updated with the applicant’s implementation date taken into account. The Marketing Authorisation Holder must ensure that the
correct version is the basis for the next variation to be submitted.

The Norwegian medicines Agency may inform the applicant of an invalidation or comment during the procedure. No
acknowledgement is forwarded at the end of procedure. The databases are updated according to the agreed conclusion at end of
procedure.

Product Information: National translations: Approved SmPC, PL and labeling are forwarded to the applicant. The date to be included
in the SmPC and PL is the approval date of the Norwegian Medicines Agency.

The Norwegian medicines Agency may inform the applicant of an invalidation or comment during the procedure. No
acceptance/rejection is forwarded at the end of procedure. The databases are updated according to the agreed conclusion at end of
procedure.



Product Information: National translations: Approved SmPC, PL and labeling are forwarded to the applicant. The date to be included
in the SmPC and PL is the approval date of the Norwegian Medicines Agency.

MRP variations, Norway as Reference Member State (RMS):

Type IA variations: The applicant will receive information on a possible invalidation, “acknowledgement of an acceptable -/Non acceptance of
Notification”.

Product Information: National translations: If the variation includes update of the Product Information the implementation date of
the variation should be stated by the applicant. The Product Information will not be returned, but the databases will be updated
with the applicant’s implementation date taken into account.

Type IB variations: The applicant will receive information on a possible invalidation, “Acknowledgement of approval/Refusal” of the variation.

Product Information: National translations: Approved SmPC, PL and labeling are forwarded to the applicant. The date to be included
in the SmPC and PL is the approval date of the Norwegian Medicines Agency.

Type ll: The applicant will receive information on a possible invalidation, “Acceptancel/Rejection” of the variation.

Product Information: National translations: Approved SmPC, PL and labeling are forwarded to the applicant. The date to be included
in the SmPC and PL is the approval date of the Norwegian Medicines Agency.
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