<Applicant>
<Address>
<Post code and town>
<Country>
<Date>
<Reference>
AMENDMENT

to

THE MARKETING AUTHORISATION

for

(Product number(s) in the NCA’s register, if appropriate): Name of the Medicinal Product, MAH, active substance(s), MA-no(s), pharmaceutical form(s).

________________________________________________________________________________

Referring to your letter(s) of <date> and to variation application procedure number <number(s)> with 

<RMS initials> as reference member state the <name of the NCA> shall announce, cf. Article 28(3) of Regulation (EC) No. 1901/2006 of the European Parliament and the Council of 12 December 2006 as amended, that the following amendment(s) of the marketing authorisation on <today or the date> is entered in <name of the NCA>’s register for medicinal products:

It has been verified that the application(s) included the results of all studies performed covering existing and new indications, pharmaceutical forms and routes of administration in compliance with the agreed completed paediatric investigation plan. <This verification has taken into account any previous extension and variation procedures (including those subject to a Commission Decision cf Article 29) which demonstrated partial compliance with the agreed paediatric investigation plan.> It is further confirmed that the Summary of Product Characteristics has been amended to reflect the results of studies conducted in compliance with the agreed paediatric investigation plan.

Therefore the MA holder has complied with the requirements laid down in Article 8 of Regulation No. 1901/2006 and the <NCA> confirms after evaluation of the data by the reference member state full compliance with the paediatric investigation plan as referred to in Article 28(3) of Regulation 1901/2006.

If appropriate, a reference to a Commission opinion cf Art 29 or any previous extension or variation procedures should be included:

<The Commission decision of (date) in the framework of Article 29 has been taken into account> and the national marketing authorisation(s) for the medicinal products referred to in the Annexe has (have) been amended.

Compliance statement referred to in Article 28(3)

(Choose one the following: section 1 or 2)
1. Where a paediatric investigation plan contains no study initiated before the entry into force of the Regulation.

The development of this product has complied with all measures in the agreed paediatric investigation plan <reference number>. All studies in the agreed paediatric investigation plan were conducted after the entry into force of Regulation (EC) No. 1901/2006.

2. Where a paediatric investigation plan contains some studies completed before the entry into force of the Regulation

The development of this product has complied with all measures in the agreed paediatric investigation plan <reference number>. For the purpose of the application of Article 45(3) of Regulation (EC) No. 1901/2006, significant studies in the agreed paediatric investigation plan were completed after the entry into force of that Regulation.
The enclosed Summary (Summaries) of Product Characteristics reflects the results of the above-mentioned agreed paediatric investigation plan (if appropriate, according to the NCA practice).

The Package Leaflet(s) and Packaging should be updated in accordance with the revised Summary of Product Characteristics by <deadline> (if appropriate according to the NCA practice).

Yours sincerely,

<signature>
PIP CS template December 2015

<Procedure Number> <Product Name>
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