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REQUEST FORM Proposed (Invented) Name(s) 
 JUSTIFICATION FORM Proposed (Invented) Name(s) 
This form should be read in conjunction with the  'Guideline on the Acceptability of Names for Human Medicinal Products Processed through the Centralised Procedure' (CHMP/287710/2014)
Form Type
Form Type?
Select the form type you wish to complete
Please complete the additional Justification form fields listed below 
Eligibility
Eligibility to the centralised procedure confirmed by CHMP?
Are you eligible to submit a centralised procedure request?
([0-9][0-9][0-9][0-9])
If both name review request and eligibility request are submitted in parallel, the actual review of (invented) names will only take place if positive eligibility is confirmed by CHMP prior to the NRG meeting. Exemption to the eligibility requirement may be considered on duly justified grounds and on a case by case basis. This should be agreed with the NRG secretariat prior to submission of the name review request form. 
Form Date
(DD/MM/YYYY)
Proposed (Invented) Name(s)
Re-use?
is this a re-use?
For Assistance please see the EMA NRG position paper re-use of invented names of medicinal products document.
Select proposed (invented) name to justify
Only one proposed (invented) name can be justified per Justification form. To justify more than one name please complete one form per name.
Qualifier
Qualifier?
Did you use a Qualifier?
MAX 500 Characters. 1 If needed please attach as a separate document to this application form
Deviation
Any deviation from the Guideline? i.e. if the proposed name does not fulfil the provisions of the guideline. 
Did you deviate from the guideline?
MAX 500 Characters. 2 If needed please attach as a separate document to this application form
Reconfirmation
Is this a request for reconfirmation of a previously accepted name?
Request for reconfirmation? EXTRACT OF NRG GUIDELINE 4.2.1 Up to four invented names per marketing authorisation application can be proposed for consideration (i.e. 1 accepted invented name will allow three new proposals, 2 accepted invented names will allow 2 new proposals, etc) 
Common Name (INN, common scientific name) 
INN available?
is the INN number available?
WHO Status of INN entry?
WHO status of INN number given above?
For Assistance with the INN please see the World Health Organisation International Nonproprietary Names page.
ATC
Has an ATC Code been assigned?
is an ATC code available?
For Assistance with the ATC Code or Pharmacotherapeutic Group please see the World Health Organisation ATC / DDD Index.
Indication
MAX 500 Characters. If needed refer to the Draft SmPC / Product Profile attached to this application
Strength /  Pharmaceutical Form / Route of Administration
Route of Administration3
Route of Administration 
Medical Device
MAX 500 Characters. 3 If needed please attach as a separate document to this application form
Is the Medical Device included in the Pack?
Is the Medical Device included in the pack?
Change in the (Invented) Name
Is this a change in the name of an existing Marketing Authorisation?
Is this a change in the name of an existing Marketing Authorisation?
MAX 500 Characters. 4 If needed please attach as a separate document to this application form
Scope (eligibility to the CP)
Legal Basis for submission (According to Directive 2001/83/EC, as amended)
Legal Status (According to Directive 2001/83/EC, as amended, Title VI)
MAX 500 Characters. If needed please refer to the Product Profile / SmPC attached to this application form.
Orphan Designation
Orphan Drug Designation?
Orphan Drug Designation?
(DD/MM/YYYY)
Intended date of submission
(DD/MM/YYYY)
Only name review requests submitted for review within 18 months prior to the intended submission of the marketing authorisation application will be considered.
Multiple Applications
Specify if Multiple Application have been
Please include the name of other Multiple MAs that have been accepted by the NRG.
(Invented) Names previously reviewed for the same product profile
(DD/MM/YYYY)
Similarity with other product name(s) identified by the Applicant
 
For initial application(s)
Any identified similarities with other product names?
Did you use a Qualifier?
MAX 500 Characters. 5 If more please attach as a separate document to this application form.
Other relevant information
MAX 1000 Characters. 6 If more please attach as a separate document to this application form.
CHMP (NRG) Outcome Date
(DD/MM/YYYY)
Detailed NRG Objection(s)
MAX 500 Characters. 7 If more please attach as a separate document to this application form.
Justification(s) for resubmitting the (invented) Name
MAX 1000 Characters. If more please attach as a separate document to this application form.
Applicant
Contact Person Details
On Behalf of
Is Applicant different from Marketing Authorisation Holder?
Is Applicant different from Marketing Authorisation Holder?
Attachment(s)
Please tick the appropriate
Where applicable
FORM VALIDATION
Click to return to Table of Contents.
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'Mandatory Scope (Article 3(1))' Please select one scope.
'Annex (1) Biotech Medicinal Product' Please select one mandatory scope annex.
'Annex (3) New Active Substance for Mandatory Indications' Please select one mandatory scope annex.
'Annex (4) Orphan Designated Medicinal Products' Please select one mandatory scope annex.
sMandatory.cbAnnex1[0]
sMandatory.cbAnnex3[0]
sMandatory.cbAnnex4[0]
sMandatory
'Optional Scope (Article 3(2))' Please select one scope.
'Article 3(2)a New Active Substance' Please select one optional scope article.
'Article 3(2)b Significant innovation or interest of patients at community level' Please select one optional scope article.
sOptional.cbArticle32a[0]
sOptional.cbArticle32b[0]
sOptional
'Generic of a Centrally Authorised Medicinal Product (Article 3(3))' Please select one scope.
'Paediatric Use Marketing Authorisation (PUMA) (Article 31 of Regulation (EC) No 1901/2006)' Please select one scope.
sScope.cbMandatory[0]
sScope.cbOptional[0]
sScope.cbGeneric[0]
sScope.cbPaediatric[0]
sScope
'Article 8(3) Full / Full-mixed Application' Please select one Legal Basis for submission.
'Article 10(1) Generic Application' Please select one Legal Basis for submission.
The field must be filled in.
'Article 10(3) Hybrid Application' Please select one Legal Basis for submission.
The field must be filled in.
'Article 10(4) Similar Biological Application' Please select one Legal Basis for submission.
The field must be filled in.
'Article 10a Well-established use Application' Please select one Legal Basis for submission.
'Article 10b Fixed Combination Application' Please select one Legal Basis for submission.
'Article 10c Informed Consent Application' Please select one Legal Basis for submission.
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sLegalBasis
'Subject to Medical Prescription' Please select one Legal Status.
'Product on restricted Medical Prescription' Please select one Legal Status.
'Product on special Medical Prescription' Please select one Legal Status.
'Product on restricted and special Medical Prescription' Please select one Legal Status.
'Not subject to Medical Prescription' Please select one Legal Status.
The field must be filled in.
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