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APPLICATION FOR VARIATIONS REQUIRING ASSESSMENT ACCORDING TO ARTICLE 62 OF REGULATION (EU) 2019/6 FOR VETERINARY MEDICINAL PRODUCTS
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APPLICATION FOR VARIATION TO 
A MARKETING AUTHORISATION
NOTICE TO APPLICANTS
TABLE OF CONTENTS 
Type of Authorisation*Note: Please select authorisation first, before proceeding with filling the next fields of the form.
Variation procedure number(s)1
1 Human Medicinal Products: Number to be completed by the Marketing Authorisation Holder, reflecting the correct sequential Mutual Recognition Procedure Number according to Chapter 1 of the ‘Best Practice Guides for the submission and processing of variations in the Mutual Recognition Procedure’ (http://www.hma.eu).A MAH shall follow the worksharing procedure, where applicable. The worksharing procedure is optional where it involves more than one MA not belonging to the same GMA.Centralised procedure: The sequential EMA procedure number (not the MAH’s internal number) should be provided here, when known to the Marketing Authorisation Holder. For worksharing procedures with EMA as reference authority, the ‘high-level’ EMA worksharing procedure number needs to be provided.
Purely nationally authorised products: Number to be completed according to requirements of the relevant National Competent Authority
1 Variation number according to the  corresponding CMDv Best Practice Guide For The Allocation of the Mutual Recognition/Decentralised Procedure Application Number (http://www.hma.eu).Centralised procedure: The sequential EMA procedure number (not the MAH’s internal number) should be provided here. For worksharing procedures with EMA as reference authority, the ‘high-level’ EMA worksharing procedure number needs to be provided.
Purely nationally authorised products: Number to be completed according to requirements of the relevant National Competent Authority
Concerned Member State(s)
Type of Application (tick all applicable options)*Note: Any change in Type of Application, will delete any selected variation in Section 3!
Variation Grouping
3 If the variations are part of a grouped submission including a line-extension, this application form should be considered an annex to the application form for the extension application.
2 A variation is considered ‘unforeseen’ when the proposed variation is not considered a minor variation of Type IB following the Commission Guideline, or has not been classified as a Type IB variation in an Article 5 recommendation. When one or more of the conditions established in the guideline for a Type IA variation are not met, the concerned change may be submitted as a Type IB variation unless the change is specifically classified as a major variation of Type II.
4 Type II variation submitted under Article 29 of Regulation (EC) No 1901/2006.
Change(s) concern(s)
Change(s) concern(s) (for Type IB and Type II variations only, tick all changes applicable)
Name and address of the MA Holder5
Name and address of the MA Holder2
5 For worksharing or (super)-grouped variations affecting more than one MA, indicate the MA holder to be used as reference MA holder for the handling of the procedure.
2 For worksharing or grouped variations affecting more than one MA, indicate the MA holder to be used as reference MA holder for the handling of the procedure.
Use the Add Selected button to add the concerned member states and reference member state selected in section 1.  Please note the RMS is the last item in the list of added member states, not the first.
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Name and address of contact person6
Name and address of contact person3
6 As specified in section 2.4.3 in Part IA/Module 1 Application Form. If different, attach letter of authorisation. For worksharing or (super)-grouped variations affecting more than one MA, a single contact should be designated for the application (see also Signatory box below).
6 As specified in section 2.4.3 in Part IA/Module 1 Application Form. If different, attach letter of authorisation. For worksharing or (super)-grouped variations affecting more than one MA, a single contact should be designated for the application (see also Signatory box below).For centrally approved products, the default contact person is the product contact declared to EMA (the person authorised for communication between MAH and authorities after authorisation, as specified in section 2.4.3 in Part IA/Module 1 Application Form for the marketing authorisation application). Following submission, the contact person recorded with EMA can change the case contact directly in IRIS.
3 As specified in section 2.4 in Part IA/Application Form. If different, attach letter of authorisation. For worksharing or grouped variations affecting more than one MA, a single contact should be designated for the application (see also Signatory box below).
Use the Add Selected button to add the concerned member states and reference member state selected in section 1.  Please note the RMS is the last item in the list of added member states, not the first.
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
7 For medicinal products for human, the table should be completed. For products authorised via the Centralised Procedure, the Annex A of the product(s) concerned should be provided as an Annex to the application form. For worksharing procedures submitted to the EMA, which include nationally authorised products, relevant product and Member State details should be provided as an Annex B to the application form (Using the template on the EMA website).
4 For worksharing procedures submitted to the EMA, which include nationally authorised products, relevant product and Member State details should be provided as an Annex B to the application form (Using the template on the EMA website).
Active Substance
MA Number8
8 Indicate the MA numbers affected. For the MRP variation number, which is a product specific number, see the Best Practice Guide on Variations, Chapter 1, example: 
NL/H/0123/001-004/IB/033/G. For purely nationally authorised products: number to be completed according to requirements of the relevant National Competent Authority. 
5 Indicate the MA numbers affected (a range may be appropriate). For the MRP variation number, which is a product specific number, see the CMDv Best Practice Guide For The Allocation of the Mutual Recognition/Decentralised Procedure Application Number. For purely nationally authorised products: number to be completed according to requirements of the relevant National Competent Authority
Active Substance
MA Number(s)8
MA Number(s)5
Invented Name
MA Holder Name
  Pharmaceutical Form
Strength
Unit
UPD Permanent Identifier6 for the concerned national product(s)
UPD Product Identifier6 (only relevant for MRP, DCP, SRP and CP)
8 Indicate the MA numbers affected. For the MRP variation number, which is a product specific number, see the Best Practice Guide on Variations, Chapter 1, example: NL/H/0123/001-004/IB/033/G. For purely nationally authorised products: number to be completed according to requirements of the relevant National Competent Authority. 
5 Indicate the MA numbers affected (a range may be appropriate). For the MRP variation number, which is a product specific number, see the CMDv Best Practice Guide For The Allocation of the Mutual Recognition/Decentralised Procedure Application Number. For purely nationally authorised products: number to be completed according to requirements of the relevant National Competent Authority
6 Please refer to the EU Implementation Guide (IG) on veterinary medicines product data – Chapter 2 (https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation).
Variations included in this application: Please follow instructions below to add variation
fill Section 1 of the form first, so as for the proper variations to be loaded. Navigate through the dropdown lists, in order to show the variation.
You can select the variation by clicking the relevant checkbox of the variation box.Note: Any change in Type of Application in Section 1, will delete any selected variation!
Variation
Selected
There is no variation changes available in this category, based on your variation type selections in Section 1 of the form.
Please fill Section 1 first!
select
Procedure Types:
Timetable7:
7 In case an alternative timetable has been agreed in advance, please indicate and provide supporting documentation.
Default timetable:
Alternative timetable agreed in advance:
Please select an alternative timetable if one has been agreed in advance of submission.
Please select an alternative timetable if one has been agreed in advance of submission
Conditions:
Documentations:
PRECISE SCOPE AND BACKGROUND FOR CHANGE, AND JUSTIFICATION FOR GROUPING, WORKSHARING AND
CLASSIFICATION OF UNFORESEEN CHANGES (if applicable)
(include a description and background of all the proposed changes. In case of grouping and worksharing a justification should be provided in a separate paragraph. If a variation concerns an unforeseen change, include a justification for its proposed classification).
PRECISE SCOPE AND BACKGROUND FOR CHANGE, AND JUSTIFICATION FOR A Z) CLASSIFICATION, GROUPING,  WORKSHARING (as applicable)
(Include a description and background of all the proposed changes. In case of a z) scope, grouping and worksharing a justification should be provided in a separate paragraph.).
Scope
PRESENT9,10
PROPOSED9,10
Text
Image
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
9 Specify the precise present and proposed wording or specification, including dossier section number(s) at the lowest possible level.
10 For SPC, labelling and package leaflet changes, underline or highlight the changed words presented in the table above or provide as a separate Annex.
8 Specify the precise present and proposed wording or specification, including dossier section number(s) at the lowest possible level.
9 For SPC, labelling and package leaflet changes, underline or highlight the changed words presented in the table above or provide as a separate Annex.
11 If applicable, include D-U-N-S number. The Data Universal Numbering System (D-U-N-S) is a system developed by DUN & Bradstreet (D&B) which assigns a unique digit numeric identifier to a single business entity. It is used in this case to facilitate the identification of manufacturing sites outside of EEA.
10 If applicable, include D-U-N-S number. The Data Universal Numbering System (D-U-N-S) is a system developed by DUN & Bradstreet (D&B) which assigns a unique digit numeric identifier to a single business entity. It is used in this case to facilitate the identification of manufacturing sites outside of EEA.
12 If applicable, include EU or National ASMF reference number (only if EU ASMF reference number is not available).
11 If applicable, include EU or National ASMF reference number (only if EU ASMF reference number is not available).
OTHER APPLICATIONS13
OTHER APPLICATIONS12
13 Due to complexity it is not necessary to complete this section for worksharing or (super)-grouped variations affecting more than one MA, if appropriate.
12 Due to complexity it is not necessary to complete this section for worksharing or grouped variations affecting more than one MA.
(For human medicinal products only; mark this section N/A if the variation does not relate to a new indication) 
Has orphan designation been applied for, for this new indication?
Orphan designation applied
Based on the criterion of "significant benefit":
Information relating to orphan market exclusivity
Has any medicinal product been designated as an Orphan medicinal product for a condition relating to the new indication proposed in this variation application?
Related condition status
Please specify the EU Orphan Designation Number(s):
Has any of the designated Orphan medicinal product(s) been granted a marketing authorisation in the EU?
Orphan marketing authorisation status
Please specify for authorised product:
Pharmaceutical form(s)
Is the medicinal product, subject of this application, considered as "similar" to any of the authorised
Orphan medicinal product(s)? (as defined in Article 3 of Commission Regulation (EC) No 847/2000)
Product similarity status
(For human medicinal products only; section to be completed only for variations concerning a new indication or for variations related to PIP implementation)
(Note: The notion of 'global marketing authorisation' as stated in Article 6(1)2nd subparagraph of Directive 2001/83/EC, as amended, should be taken into account for products belonging to the same14 marketing authorisation holder)
14 Same applicant/marketing authorisation holder: as per the Commission Communication (98/C 299/03) (i.e. belonging to the same mother company or group of companies or which are “licencees”).
New Indication Protection
This application includes:
15 To be ticked when the PIP Opinion includes a waiver
16 To be ticked only if there is a product-specific waiver opinion covering all the subsets of the paediatric population.
(Note: a copy of the PIP/Product-Specific Waiver decision including the paediatric Committee (PDCO) opinion and the Summary Report, is to be included in Module 1.10)
Has this application been subject to PIP compliance verification?
PIP Compliance Verification Status
Please specify
(Note: If available, a copy of the PDCO compliance report with, where applicable, the PDCO opinion or the document issued by the national competent authority is to be included in Module 1.10)
Consideration of this application is also requested under the following article in directive 2001/83/EC or regulation (EC)  No 726/2004:
Consideration of this application
(Note: The report justifying the claim for extended data exclusivity/market protection is to be provided in Module 1.5.3)
Consideration of this application is also requested under the following article of regulation (EU) 2019/6:
Consideration of this application
Does this variation application refer to:
What is the type of device affected by this variation?   
Note: Please tick the applicable statement and duplicate this section as needed for each device component used with the medicinal product.
a) medical device which incorporates, as an integral part, a medicinal product and the action of that medicinal product is principal and not ancillary to that of the device (Art 1(8), second subparagraph of Regulation (EU) 2017/745)  
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
b) medical device intended to administer a medicinal product where they form a single integral product which is intended exclusively for use in the given combination and which is not reusable (Art 1(9) second subparagraph of Regulation (EU) 2017/745)
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Note: in accordance with Annex I, Section 3.2, point 12 to Directive 2001/83/EC as amended by Article 117 of Regulation (EU) 2017/745, conformity of the device part with the general safety and performance requirements of Annex I to Regulation 2017/745 should be demonstrated by providing a manufacturer’s EU declaration of conformity, a  EU certificate issued by a Notified Body or a Notified Body opinion where applicable
c) medical device incorporated as integral part of an ATMP (article 2 (d) of Regulation 1394/2007)
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
d) medical device is co-packaged with the medicinal product. 
Note: the device must comply with Regulation (EU) 2017/745 including being CE-marked. 
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
e) medical device which is supplied separately but referenced in the product information of the medicinal product  
Note: the device must comply with Regulation (EU) 2017/745, including being CE-marked 
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
What is the type of device affected by this variation?   
Note: Please tick the applicable statement and duplicate this section as needed for each device component used with the medicinal product.
a) medical device which incorporates, as an integral part, a medicinal product and the action of that medicinal product is principal and not ancillary to that of the device (Art 1(8), second subparagraph of Regulation (EU) 2017/745)  
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
b) medical device intended to administer a medicinal product where they form a single integral product which is intended exclusively for use in the given combination and which is not reusable (Art 1(9) second subparagraph of Regulation (EU) 2017/745)
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Note: in accordance with Annex I, Section 3.2, point 12 to Directive 2001/83/EC as amended by Article 117 
of Regulation (EU) 2017/745, conformity of the device part with the general safety and performance requirements of Annex I to Regulation 2017/745 should be demonstrated by providing a manufacturer’s EU declaration of conformity, a  EU certificate issued by a Notified Body or a Notified Body opinion where applicable
c) medical device incorporated as integral part of an ATMP (article 2 (d) of Regulation 1394/2007)
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
d) medical device is co-packaged with the medicinal product. 
Note: the device must comply with Regulation (EU) 2017/745 including being CE-marked. 
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
e) medical device which is supplied separately but referenced in the product information of the medicinal product  
Note: the device must comply with Regulation (EU) 2017/745, including being CE-marked 
Device(s) identification and classification
Select Classification.
Classification
Manufacturer of the device
(Note: for manufacturers outside the EEA, please provide details of the authorised representative instead)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745
Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified Body or a Notified Body opinion, if applicable?
If yes, please specify
Please specify Yes.
Please note, the above mentioned documents (as applicable) should be provided in module 3.2.R of the EU-CTD.
Notified Body (NB)
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
Companion diagnostic
Is the medicinal product to be used with a companion diagnostic within the meaning of Article 2(7) of Regulation 2017/746?
HAS ORPHAN DESIGNATION BEEN APPLIED FOR THIS MEDICAL PRODUCT
Name, description and intended purpose of the device
When is the Notified Body consultation on the suitability of the companion diagnostic with 
the medicinal product planned with the Competent Authority?
Notified Body contact details
Name of contact person
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
The following amended product information proposals are provided in the relevant sections of the EU-CTD format or NTA volume 6B format, where applicable:
The following amended product information proposals are provided in the relevant sections of the variation application dossier, where applicable:
17 Only for centrally authorised products (Annex II of the EU MA).
13 Only for centrally authorised products (Annex II of the EU MA).
18 See Chapter 7 of Volume 6A of the Notice to Applicants or Transfer of information contained in Notice to Applicants, Volume 2A, Chapter 7(http://www.hma.eu) or Dossier requirements for Centrally Authorised Products (http://www.ema.europa.eu).
14 See Annex I of Regulation (EU) 2019/6
18 See Chapter 7 of Volume 6A of the Notice to Applicants or Transfer of information contained in Notice to Applicants, Volume 2A, Chapter 7(http://www.hma.eu) or Dossier requirements for Centrally Authorised Products (http://www.ema.europa.eu).
14 See Annex I of Regulation (EU) 2019/6.
I hereby submit a notification/application for the above Marketing Authorisation(s) to be varied in accordance with the proposals given above. I declare that (Please tick appropriate declarations):
I hereby submit an application for the above Marketing Authorisation(s) to be varied in accordance with the proposals given above. I declare that (Please tick the appropriate declarations):
There are no other changes than those identified in this application (except for those addressed in other variations submitted in parallel);
Click to confirm that, where applicable, all conditions as set for the variation(s) concerned are fulfilled.
Where applicable, all conditions as set for the variation(s) concerned are fulfilled;
For type IA notifications: the required documents as specified for the changes concerned have been submitted;
The supporting documentation as specified for the changes concerned have been submitted;
Where applicable, national fees have been prepaid or will be paid in accordance with national requirements;
This notification/application has been submitted simultaneously in RMS and all CMSs (for products within the Mutual Recognition Procedure and worksharing) or both to EMA and (Co-)Rapporteur (for products within the Centralised Procedure) or, in case of worksharing involving the EMA, to the relevant National Competent Authorities and/or RMS/CMS (as applicable) and the EMA;
This application has been submitted simultaneously in RMS and all CMSs (for products within the Mutual Recognition Procedure and worksharing) or both to EMA and (Co-) Rapporteur (for products within the Centralised Procedure) or, in case of worksharing involving the EMA, to the relevant National Competent Authorities and/or RMS/CMS (as applicable) and the EMA;
For worksharing or grouped variations affecting more than one MA: the MAs concerned belong to the same MAH.
For mandatory worksharing or (super)-grouped variations affecting more than one MA: the MAs concerned belong to the same MAH.
Change(s) will be implemented from19:
19 Only to be completed for Type IB and Type II variations.
Declaration of the applicant about submission(s) of the same type of variation requiring assessment application for the same product in other Member States – for MRP/DCP/purely nationally authorised products
Declaration of the applicant about the submission(s) of the same variation (or group of variations) in other Member States / EMA.
Does the same variation application to the same product concern any other Member State(s)?
Information on harmonisation of product information for MRP/DCP/purely nationally authorised products:
1) Has/have the concerned MA(s) been harmonised or partially harmonised following a referral procedure?
2) Has harmonisation of a section/some sections of the SPC/package leaflet/labelling been achieved through a variation worksharing?
Have all relevant fees been prepaid to competent authorities?
Have all relevant fees been prepaid to competent authorities?
Use the Add Selected button to add the concerned member states and reference member state selected in section 1.  Please note the RMS is the last item in the list of added member states, not the first.
Use the Add Selected button to add the concerned member states and reference member state selected in section 1.  Please note the RMS is the last item in the list of added member states, not the first.
Billing address (when relevant)
Please select organisation from SPOR OMS to autofill address details. If the organisation is not found or the address details are not correct, please visit the OMS page in the SPOR portal for more information: http://spor.ema.europa.eu/omswi/#/ 
OR
This section should be filled in for some submission types as specified in the EMA/CMDh explanatory notes on variation application form: https://www.hma.eu/96.html
Declaration of the applicant about submission(s) of the same type of variation requiring assessment application for the same product in other Member States – for MRP/DCP/purely nationally authorised products
Does the same variation application to the same product concern any other Member State(s)?
Information on harmonisation of product information for MRP/DCP/purely nationally authorised products:
1) Has/have the concerned MA(s) been harmonised or partially harmonised, by an Article 30 or 31(1) referral?
2) Has harmonisation of a section/some sections of the SmPC/PIL/labelling been achieved through a variation worksharing?
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