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Derogations: procedure for medicines for human use

This document does not apply for homeopathic medicines nor for herbal medicinal products.

As of 01/01/2009, derogation can only be applied for when submitting the file, unless there is a valid reason to do it differently!

The application should be made by means of the attached template. The completed template should be put in the Additional folder of the file.

The application can be made when submitting a new registration or a five-yearly renewal. An application may also be made when submitting a type II clinical variation, but only on condition that this variation has an impact on the document to which the derogation applies to.

For files submitted before 01/01/09 and thus for which at their submission no derogation could be applied for or for files for which no derogation can be applied for at their submission (cf. above-mentioned paragraph) the firm could request a derogation through a national notification procedure (art. 34, §4, of RD 14.12.2006).
In case the derogation for Belgium is accepted, it should be included in the harmonised labelling at the next MRP variation resulting in a (new) harmonised labelling.

	Type of derogation
	Legal basis
	Procedure
	Assessment

	Some information is not mentioned on the immediate and outer packaging
	Paragraph 7 of art. 6f of the Law of March 25, 1964
	· NP

· MRP/DCP: harmonised labelling

· Only accepted for packs with a content < 50ml (30ml for tubes, 10g for sachets, 36cm2 for plasters). The data to be mentioned correspond to the list in the QRD template - small immediate packaging units 
	· NP: during the evaluation

· MRP/DCP: during the evaluation

	Some information is not mentioned in the package leaflet
	Paragraph 7 of art. 6f of the Law of March 25, 1964
	· Only for NP

· Case-by-case evaluation
	· During the evaluation

	Package leaflet, immediate and outer packaging are not submitted in the 3 national languages
	Paragraph 7 of art. 6f of the Law of March 25, 1964
	· MRP/DCP/NP

· Only accepted for medicinal products to be exported

· In case of radiopharmaceuticals the immediate packaging may only contain the necessary data in English on condition that the outer packaging contains the necessary data in the 3 national languages
	· NP: during the evaluation

· MRP/DCP: at the closing phase

	Braille is not mentioned on the outer packaging (or when there is no outer packaging: on the immediate packaging)
	Paragraph 7 of art. 6f of the Law of March 25, 1964
	· MRP/DCP/NP

· Only accepted for medicines used in hospitals/administered by health care professionals and prefabricated medicines
	· NP: during the evaluation

· MRP/DCP: during the evaluation

	Active ingredient and/or excipients on the inner and/or outer packaging are not mentioned in the 3 national languages 
	Paragraph 7 of art. 6f of the Law of March 25, 1964
	· MRP/DCP/NP

· Latin as well as English are accepted

· Only accepted for packs with a content < 50ml (30ml for tubes, 10g for sachets, 36cm2 for plasters).
	· NP: during the evaluation

· MRP/DCP: at the closing phase

	SPC = PIL or part of SPC taken over in the PIL
	Paragraph 7 of art. 6f of the Law of March 25, 1964
	· Only for NP

· Only accepted for medicines used in hospitals/administered by health care professionals
	· During the evaluation


Derogations of the immediate packaging for which no derogation has to be applied for:

Blisters: 

· When the INN is part of the name of the medicinal product, the active substance does not have to be mentioned separately on a blister  with unit printing.

· When the name of the medicinal product consists of INN + name of MAH, then the MAH does not have to be repeated separately on a blister with unit printing.

· The short term of the pharmaceutical form as it is mentioned in the EDQM is accepted. Linguistically accepted abbreviations may be used as well, on condition that the abbreviation is sufficiently clear and that it will not cause confusion. E.g. “ drinkbare oplossing” becomes “drinkbare opl.”

Small immediate packaging units  (a content < 50ml, 30ml for tubes, 10g for sachets, 36cm2 for plasters). :

· When the INN is part of the name of the medicinal product, the active substance does not have to be mentioned separately on the label.

· When the name of the medicinal product consists of INN + name of MAH, then the MAH does not have to be repeated separately on the label.

· The short term of the pharmaceutical form as it is mentioned in the EDQM is accepted. Linguistically accepted abbreviations may be used as well, on condition that the abbreviation is sufficiently clear and that it will not cause confusion. E.g. “ drinkbare oplossing” becomes “drinkbare opl.”

· Route of administration: linguistically accepted abbreviations like IV, IM are accepted.

· When the route and method of administration are the same, they only have to be mentioned on the packaging once.

Derogation application template
Type of derogation applied for:

 FORMCHECKBOX 
 Some information is not mentioned on the immediate packaging and the outer packaging.

 FORMCHECKBOX 
 Some information is not mentioned in the package leaflet.
 FORMCHECKBOX 
 Package leaflet, immediate packaging and outer packaging are not submitted in the 3 national languages.
 FORMCHECKBOX 
 Braille is not mentioned on the outer packaging (and in case there is no outer packaging: on the immediate packaging).
 FORMCHECKBOX 
 Active substance and/or auxiliary substances are not mentioned on the packaging in the 3 national languages.
 FORMCHECKBOX 
 Package leaflet will contain a number of sections/mentions of SPC or equals the SPC.
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