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Compliance and Inspection 

Notification of a change for parallel distribution of a centrally authorised medicinal product
1.  Details of the parallel distributor

Name (or business name):
Customer number: 
Address:

Tel:

Fax:

E-mail:

Name contact person:

Single e-mail address for updates of annexes:

Contact person in case of quality problems and defective batches:

Name:

24 hour contact number (phone/mobile):

Fax:

E-mail:

2.  Details of the medicinal product and Marketing Authorisation Holder

EU Number: EU/1/

(Invented) Name:

Strength:

Pharmaceutical form:

Packaging and package size:

MAH Name:

Date of EMA notice granted:

3.  Scope of the change(s)

 FORMCHECKBOX 

Change(s) proposed by the parallel distributor concerning Member State(s) of origin

Please provide details (addition or removal of Member State(s) of origin):

Please tick one of the following boxes as applicable

 FORMCHECKBOX 
 
The ‘specific mechanism’ is applicable to the present notification and I have given the patent holder or beneficiary one-month’s advance notification. 

 FORMCHECKBOX 
 
The ‘specific mechanism’ does not apply to the present notification. 

 FORMCHECKBOX 

Change(s) proposed by the parallel distributor concerning Member State(s) of destination

Please provide details (addition or removal of Member State(s) of destination):

 FORMCHECKBOX 

Change(s) resulting from amendments to the Product Information

Please specify the revision date of the annexes:

 FORMCHECKBOX 

Other change(s) proposed by the parallel distributor 

Please provide details:

Condition of the product

 FORMCHECKBOX 
 
It is certified that the original condition of the product has not been directly or indirectly affected by the proposed change.

4.  Submission of colour copies/printed package leaflet

1 colour copy of the repackaged specimen (including outer and inner packaging) and 1 printed package leaflet.

YES

NO, remains unchanged

· Colour copy (scan or photo) of the amended

(outer and inner) packaging enclosed 
             FORMCHECKBOX 


 FORMCHECKBOX 

· Printed amended package leaflet enclosed
             FORMCHECKBOX 


 FORMCHECKBOX 

· Text comparison report included                             FORMCHECKBOX 


 FORMCHECKBOX 

5.  Post-Notice obligations

I, the undersigned, undertake to ensure that the product information remains in conformity with the latest Commission Decision relating to the medicinal product. Should the product information (labelling and/or package leaflet) and/or any other aspect of this notification be amended, I undertake to submit a notification of a change to the EMA.

In order to comply with Annex IV (2) of the Act of Accession of 2003, Annex V (1) of the Act of Accession of 2005 and Annex IV (1) of the Act of Accession of 2011, I undertake to submit a notification of a change to the EMA if the country of origin of the parallel-distributed product changes. In accordance with the specific mechanism, I undertake to ensure that the patent holder or beneficiary will be notified in case the country of origin is changed to Croatia, Czech Republic, Estonia, Hungary, Latvia, Lithuania, Poland, Slovak Republic, Slovenia, Bulgaria and Romania and the specific mechanism applies. 

__________________

Signature

__________________




__________________

Name






Date
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	Telephone

+44 (0)20 7418 8400

Facsimile

+44 (0)20 7418 8595 
E-mail

info@ema.europa.eu

Website

www.ema.europa.eu


	

	

	© European Medicines Agency, 2013. Reproduction is authorised provided the source is acknowledged.


	

	Notification of a change for parallel distribution of a centrally authorised medicinal product IF  <> "Error*"Notification of a change for parallel distribution of a centrally authorised medicinal product \* MERGEFORMAT 
Notification of a change for parallel distribution of a centrally authorised medicinal product
 
	

	EMA/394542/2013  IF  <> "Error*"  \* MERGEFORMAT 
 
 
	Page 3/3



[image: image1.png][image: image2.png]