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NOTES
Part 1A APPLICATION FORM
INFORMATION REFERRED TO IN POINT (A) OF ARTICLE 8(1) OF REGULATION (EU) 2019/6
For all applications for a marketing authorisation of veterinary medicinal product (VMP), or for variations requiring assessment classified as changes of active substance(s), strength, pharmaceutical form, route of administration or food-producing target species submitted to a Member State (as well as to Iceland, Liechtenstein and Norway)2 under either a national, mutual recognition procedure (MRP), subsequent recognition procedure (SRP) or decentralised procedure (DCP) and for submission to the European Medicines Agency under the centralised procedure use the electronic Application form available from: 
http://esubmission.ema.europa.eu/eaf/index.html
Usually a separate application form for each strength and pharmaceutical form is required.
For centralised procedures a combined application form should be used (information on each pharmaceutical form and strength should be provided successively, where appropriate).
2 For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extend foreseen in the Protocol on Ireland/NI.
Note:	The following sections should be completed where appropriate.
(a copy of the authorisation should be provided -see section 4.2)
Wave
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.
Concerned Member State(s) specify:
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.
Specify qualitative change in declared active substance not defined as a new active substance
Note:
. The applicant of the present application must be the same as the marketing authorisation holder of the existing 
marketing authorisation
. For Nationally authorised products only, this section should be completed without prejudice to the provisions of Articles 8, 18, 19, 20, 21, 22, 23 and 25 of Regulation (EU)2019/6
For an existing marketing authorisation in the Union / Member State where the application is made:
Pharmaceutical form(s)
3 
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) 
4
New/known active substance in relation to structure and properties. For VMPs other than biologicals, the ‘CVMP Reflection paper on new active substance (NAS) status of chemical substances for VMPs (EMA/CVMP/QWP/3629/2016)’ is available for reference.
         Note:         - section to be completed for any application, including applications referred to in section 1.
                  - information on active substance status (new/known) should be provided in section 2.1.2
1.3.1
*for variations requiring assessment categorised as changes of active substance, strength, pharmaceutical form, route of administration or food-producing target species, cross references can only be made to safety and clinical data
1.3.2
Note:         - application for a generic veterinary medicinal product as defined in Article 4(9) referring to a reference veterinary medicinal product as defined by Article 4(8) of Regulation (EU) 2019/6 with a Marketing authorisation granted in a Member State or in the Union 
         complete administrative and quality data, appropriate safety and clinical data when applicable.
Reference Veterinary Medicinal product:
Note:         The chosen reference medicinal product must be a medicinal product authorised in the Union on the basis of a complete dossier in accordance with the provisions of Article 8 of Regulation (EU) 2019/6.
Veterinary medicinal product which is or has been authorised in accordance with Union provisions in force for which the period of protection of the technical documentation in the EEA, laid down in Articles 39 and 40 has elapsed, or is due to elapse in less than two years:
Pharmaceutical form(s)
Marketing authorisation granted by
Note: This section defines the reference medicinal product chosen for the purposes of establishing the expiry of the data protection period
Veterinary medicinal product authorised in the Union/Member State where the application is made or 
European reference medicinal product:
Pharmaceutical form(s)
Marketing authorisation granted by
Note 2:  Should be considered the “same” as the one identified above (i.e. belonging to the same mother company or group of companies or which are “licensees”)
Veterinary medicinal product which is or has been authorised in accordance with Union provision in force
and to which bioequivalence has been demonstrated by appropriate bioavailability studies 
Note: Should be in accordance with the notion of global marketing authorisation (Article 38(3)), if different from the medicinal product identified above: 
Pharmaceutical form(s)
Marketing authorisation granted by
Note: Section to be duplicated for each product used for the demonstration of bioequivalence.
1.3.3
Note:         - application for a veterinary medicinal product referring to a reference veterinary medicinal product 
         as  defined by Article 4(8) with a Marketing Authorisation in a Member State or in the Union 
         (e.g. different pharmaceutical form, different therapeutic use ...)
         - complete administrative and quality data, appropriate safety and clinical data 
Reference Medicinal product:
Note: The chosen reference medicinal product must be a medicinal product authorised in the Union on the basis of a complete dossier in accordance with the provisions of Article 8 of Regulation (EU) 2019/6.
Veterinary medicinal product which is or has been authorised in accordance with Union provisions in force for which the period of protection of the technical documentation in the EEA, laid down in Articles 39 and 40 has elapsed, or is due to elapse in less than two years:
Pharmaceutical form(s)
Marketing authorisation granted by:
Note: This section defines the reference medicinal product chosen for the purposes of establishing the expiry of the data protection period. 
Veterinary medicinal product authorised in the Union/Member State where the application is made or European reference medicinal product
Pharmaceutical form(s)
Marketing authorisation granted by:
Difference(s) compared to this reference veterinary medicinal product
Note 2:  Should be considered the “same” as the one identified above, 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”)
Veterinary medicinal product used for the demonstration of bioequivalence (if applicable) and/or in other studies.
Pharmaceutical form(s)
Marketing authorisation(s) granted by:
Note: Section to be duplicated for each product used for the demonstration of bioequivalence and/or in other studies. 
1.3.4
Note:         - complete administrative and complete quality, safety and clinical data on the combination only 
         - for variations requiring assessment categorised as ‘changes of active substance, strength, pharmaceutical form, route of administration or food-producing target species, cross references can only be made to safety and clinical data 
         This applies for fixed combinations of known substances; section 1.3.1 is applicable for combinations including new active substances.  
1.3.5
Note:         - application for a veterinary medicinal product possessing the same qualitative and quantitative composition in terms of active substances and the same pharmaceutical form of an authorised product where consent has been given by the existing marketing authorisation holder to use their data in support of this application
         - complete administrative data should be provided with consent to pharmaceutical, safety and clinical data
         - the authorised product and the informed consent application can have the same or different MAH
Authorised product in the Union/Member State where the application is made
Pharmaceutical form(s)
1.3.6
Note:	- for variations requiring assessment categorised as ‘changes of active substance, strength, pharmaceutical form, route of administration or food-producing target species, cross references can only be made to safety and clinical data
1.3.7
1.3.8
Note:	Article 25 of Regulation (EU) 2019/6
         When the veterinary medical product is intended for use in food-producing animals, please provide the following information as available at the time of submission of the application5. The active substance and all the excipients should be addressed. 
         Maximum Residue Limits (MRL) according to Commission Regulation (EU) No 37/2010
1 As Amended by Directive 2004/28/EC
Pharmacologically active substance 
Animal species
MRL
Target Tissues
Biological substance considered as not requiring an MRL evaluation as per Commission Regulation (EU) No 2018/782:
Application for a Maximum Residue Limit, for inclusion in the list of biological substances considered as not requiring an MRL evaluation or for inclusion in the list of substances considered as not failing within the scope of Regulation (EC) No 470/2009 has been made to the EMA: 
Pharmacologically active substance
Species
         5All substances contained in the product are subject to the MRL requirements except active substances of biological origin intended to produce active or passive immunity or to diagnose a state of immunity.
1.5.1
1.5.2
1.5.3
1.5.4
1.5.5
1.5.6
1.5.7
2.1.1	Proposed product name of the veterinary medicinal product in the Union/ Member State/Iceland/Lichtenstein/ Norway:
2.1.2  Active substance(s) 
Full name of the active substance(s) ( including salt or hydrate*, if applicable)
Base/active moiety of the active substance(s) (if different from above)
For applications submitted in accordance with Articles 8, 23 or 25 of Regulation (EU) 2019/6:
Note: active substance(s) not yet authorised in a veterinary medicinal product within the Union.
Notes:         *active substance should be indicated here as full substance. If the substance is included in the product as a salt or hydrate, the corresponding base/active moiety should be indicated in the additional field; 
             Name should be based on the following order of priority: INN, Ph.Eur., National Pharmacopoeia, common name, scientific name.
         ** New/known active substance in relation to structure and properties, including significant differences in terms of safety or efficacy compared to an already authorised veterinary medicinal product in the Union. Please provide evidence and justification to support the claim of new active substance status in annex 5.21
2.1.3  Pharmacotherapeutic group (Please use current ATC vet code)   &    2.1.4 Target species
Target species
Route of Administration3
Route of Administration 
Target species
Tissue
2.2.1
Strength and pharmaceutical form (use current list of standard terms - European Pharmacopoeia)
    For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
    Note: * for active substances presented in the form of salt or hydrate, the expression of strength should be based on base/active moiety
Active substance(s) (as used for expression of strength*)
2.2.2
Route(s) of administration (click 'search' to use the current list of standard terms - European Pharmacopoeia)
Route of Administration3
Route of Administration 
Target species
2.2.3
Container, closure and device(s), including description of material from which it is constructed. (use current list of standard terms - European Pharmacopoeia)
For each type of pack give:
Note: For mutual recognition, decentralised and subsequent recognition procedures, all package sizes authorised in the Reference Member State should be listed
For each container give:
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
2.4.1         Proposed marketing authorisation holder/person legally responsible for placing the product on the market
         in the Union/each Member State:
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
Contact person at this address 
Has SME status been assigned by the EMA?
Has SME status been assigned by the EMEA?
Proof of payment (when relevant; not applicable for centralised procedure)
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
2.4.2
Person/Company authorised for communication on behalf of the applicant during 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.
The below applicant details relates to all member states selected, if the applicant details are different for each member states then please repeat section.
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
2.4.3
Person/company authorised for communication between the marketing authorisation holder and the competent authorities after authorisation if different from 2.4.2:
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.
The below applicant details relates to all member states selected, if the applicant details are different for each member states then please repeat section.
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
2.4.4
Qualified person in the EEA for Pharmacovigilance
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
See Also
(Pharmacovigilance system) Master file
PSMF location:
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
6For the purposes of this application form, a Qualified person Responsible for Pharmacovigilance “resides” in the place where he/she makes his/her home, where he/she lives, can be traced, located, identified for all legal and contractual obligations, whether or not it is owned by him/her or he/she is permanently dwelling there.
         Note: ALL manufacturing and control sites mentioned throughout the whole dossier MUST be consistent regarding their names, detailed addresses and activities.
2.5.1	a) Authorised manufacturer(s) (or importer(s)) responsible for batch release in the EEA in accordance with Article 88 and Article 97 of Regulation (EU) 2019/6 (as shown in the package leaflet)	
Do you have a separate admin and manufacturer address?
Site is in/outside the EEA
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
Or
If available
Or
2.5.1         b) Official batch release for biological veterinary medicinal products:
Details of the Official Medicines Control Laboratory (OMCL) or laboratory designed for the purpose of Official batch release (in accordance with Article 128 of Regulation (EU) 2019/6)
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
2.5.1.1	Contact person in the EEA for product defects and recalls
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
2.5.1.2         Batch control/Testing arrangements
         Site(s) in EEA, or in countries where an MRA or other Union arrangements apply, where batch         control/testing takes place as required by Article 97 of Regulation (EU) 2019/6:
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
Brief description of control tests carried out by the laboratory(ies) concerned:
Or
2.5.2         Manufacturer(s) of the veterinary medicinal product and site(s) of manufacture:
         (Note: including manufacturing sites of any diluent/solvent presented in a separate container but forming part of the veterinary medicinal product, quality control sites, in-process testing sites, immediate and outer packaging and importer(s)). For each site provide the following information
Do you have a separate admin and manufacturer address?
Do you have a separate admin and manufacturer address?
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
Brief description of functions performed:
Or
(if not mentioned in manufacturing authorisation).
if available, 
Has the site been inspected for GMP Compliance by an EEA authority or by an authority of countries where MRA or other Union arrangements apply within the terms of the agreement? 
Has the site been inspected for GMP compliance by an EEA authority..
If yes, please
Or
Has the site been inspected for GMP compliance by any other authority (including those of countries where MRA or other Union arrangements apply but not within their respective territory)?
Has the site been inspected for GMP compliance by an other authority..?
2.5.3         Manufacturer(s) of the active substance(s) and site(s) of manufacture
         Note: All manufacturing sites involved in the manufacturing process of each source of active substance, including quality control/in-process testing sites, should be listed. Brokers or supplier details alone are not acceptable. For biotech products include all sites of storage of master and working cell bank and preparation of working cell banks when relevant. for each site provide the following information.
(The values of the active substances field has been populated from "Declaration" section, hence no search button available. Please click the drop down button to see the list). 
Active Substance
Do you have a separate admin and manufacturer address?
Do you have a separate admin and manufacturer address?
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
Brief description of manufacturing steps performed by manufacturing site:
(note: please see the `Compilation of Union Procedures on Inspections and Exchange of Information' document, (see pages - Interpretation of the Union Format for Manufacturer/Importer Authorisation): http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004706.pdf  
2 According to Article 50a of Directive 2001/82/EC, manufacture includes complete or partial manufacture, import, dividing up, packaging or presentation prior to its incorporation into a veterinary medicinal product, including re-packaging or re-labelling as carried out by a distributor.
Has the site been inspected for GMP Compliance by an EEA authority or by an authority of countries where MRA or other Union arrangements apply within the terms of the agreement?
Click radio button to select option.
Please
Or
Has the site been inspected for GMP Compliance by any other authority (including those of countries where MRA or other Union arrangements apply but not within their respective territory)?
Click radio button to select option.
Has a Ph.Eur. Certificate of suitability been issued for the active substance(s)?
Has a Ph.Eur. Certificate of suitability been issued for the active substance(s)?
Is an Active Substance Master File to be used for the active substance(s)?
Is a Active Substance Master File (European Drug Master File) to be used..?
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
Is an EMA certificate for a Vaccine Antigen Master File (VAMF) issued or submitted in accordance with Regulation (EU) 2019/6 (Annex II), being used for this MAA?
Click radio button to select option.
Active Substance
Is an EMA certificate for a Vaccine Platform Technology Master File (PTMF) issued or submitted in accordance with Regulation (EU) 2019/6 (Annex II), being used for this MAA?
Click radio button to select option.
2.5.4         Contract companies used for clinical trial(s) on bioavailability or bioequivalence included in the application.
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
2.6.1
Qualitative and quantitative composition in terms of the active substance(s) and the excipient(s) 
dosage form unit to which quantity the composition refers (e.g. 1 capsule)
Pharmaceutical Form
(The values of the pharmaceutical form and strength fields have been populated from “2.2.1” section  and active substances field have been populated from "2.1.2" section.)
List the active substance(s) separately from the excipient(s)
Name of active substance
Quantity / Unit
Reference /
Monograph Standard
For salts and hydrates only, corresponding to 
(indicate base/active moiety)
From:
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
To:
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
From:
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
To:
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
Name of Excipient
Quantity / Unit
Reference /
Monograph Standard
From:
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
To:
For numeric values, please use the full stop as the decimal separator. i.e. 0.002, rather than 0,002
Note: *active substance should be indicated first as full substance. If the substance is included in the product as a salt or hydrate, this corresponding base/active moiety should be indicated in the additional field. 
Name should be based on the following order of priority: INN**, Ph.Eur., National Pharmacopoeia, common name, scientific name
Details of any overages should not be included in the formulation columns but stated below:
Active Substance
Overage
For numeric values, please use the full stop as the decimal separator. 
i.e. 0.002, rather than 0,002
Excipient
Overage
For numeric values, please use the full stop as the decimal separator. 
i.e. 0.002, rather than 0,002
2.6.2
List of materials of animal origin contained or used in the manufacturing process of the veterinary medicinal product?
or specify below:
Function*
Click radio button to select option.
*   AS=active substance, EX=excipient (incl. starting materials used in the manufacture of the active substance/excipient),  R=reagent/  
     culture medium (incl. those used in the preparation of master and working cell banks)
** as defined in section 2 (scope) of the Note for Guidance on minimising the risk of transmitting animal spongiform encephalopathy agents via human and veterinary medicinal products
2.6.3         Does the veterinary medicinal product contain or consist of Genetically Modified Organisms(GMOs) 
         within the meaning of Directive 2001/18/EC?
Does the veterinary medicinal product contain or consist of GMOs?
If yes, does the product comply with Directive 2001/18/EC?
Does the product comply with Directive 2001/18/EC?
3.1	Was there formal scientific advice given by the CVMP for this veterinary medicinal product?
Was scientific advice(s) given by the CVMP?
	Was a scientific recommendation(s) given by a Member State(s) for this veterinary medicinal product?
Was there scientific recommendation(s) given by Member State(s) for this veterinary medicinal product?
4.1.1	Is there another Member State(s) where an application for the same* product is pending**?
4 "Same product" means same qualitative and quantitative composition in active substance(s) and having the same pharmaceutical form from applicants belonging to the same mother company or group of companies or which are "licensees".
If yes, section 4.2 must be completed
Is there another Member State(s) where an application for the same* product is pending?
4.1.2	Is there another Member state(s) where an authorisation is granted for the same* product?
4 "Same product" means same qualitative and quantitative composition in active substance(s) and having the same pharmaceutical form from applicants belonging to the same mother company or group of companies or which are "licensees".
Is there another Member state(s) where an authorisation is granted for the same* product?
If yes, section 4.2 must be completed and copy of authorisation provided
Are there any differences which have therapeutic implications between this application and the applications/authorisations for the same product in other Member States (for national applications, Article 46 or 48 of Regulation 2019/6 shall apply)?
Are there any differences which have therapeutic implications between..?
4.1.3	Is there another Member State(s) where an authorisation was refused/suspended/revoked by competent authorities for the same* product?
4 "Same product" means same qualitative and quantitative composition in active substance(s) and having the same pharmaceutical form from applicants belonging to the same mother company or group of companies or which are "licensees".
If yes, section 4.2 must be completed
Is there another Member State(s) where an authorisation was refused/suspended/revoked..?
*Note: “same product” means same qualitative and quantitative composition in active substance(s) and having the same pharmaceutical form from applicants belonging to the same mother company or group of companies or which are “licensees”.
** This is covering applications submitted at an earlier time or in parallel to this application if not already listed under 1.1.2 or 1.1.3.
Duplicate applications submitted                                  or                                to the initial application/MA for:
It is hereby confirmed that all existing data which are relevant to the quality, safety, and efficacy of the medicinal product have been supplied in the dossier, as appropriate and that such data are not subject to regulatory data exclusivity in the Union.
It is hereby confirmed that fees will be paid/have been paid according to the national/European Union rules**.
Applicant
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
On behalf of the applicant
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
Signatory
Validating Form - Please Wait
*
**
Error Colour Scheme
HumanandVet
8.2.1.3158.1.475346.466429
	CurrentPage1: 
	PageCount1: 
	Click to advance to named section.: 
	Click to advance to named section.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to advance to named section.: 
	Click to advance to named section.: 
	Click to advance to named section.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to advance to named section.: 
	Click to advance to named section.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Click to advance to named section.: 
	Click to return to Table of Contents.: 
	Click to validate the form. As result any validation error will be shown in the box above.: 
	TextField1: 
	Click to return to Table of Contents.: 
	Click radio button to expand named section for review/completion.: 
	Do not select eligibility basis when the application if for a variation requiring assessment that is classified as a change of active substance(s), strength, pharmaceutical form, route or administration or food-producing target species.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Do not select eligibility basis when the application if for a variation requiring assessment that is classified as a change of active substance(s), strength, pharmaceutical form, route or administration or food-producing target species.: 
	Click radio button to select option.: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter the procedure number of the application (Max. 30 chars).: 
	Click radio button to expand named section for review/completion.: 
	Click arrow button to select Member State. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter the marketing authorisation number of the application (Max. 30 chars).: 
	Click radio button to select option then review/complete sub-section.: 
	Click radio button to select option, then review/complete sub-section.: 
	Add additional veterinary medicinal product as required.: 
	Remove veterinary medicinal product (One minimum) as required.: 
	Click to create all member states from the drop-down list.: 
	Press to display information, press again or click anywhere to hide it.: 
	Click arrow button to select Member State. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Add additional Member State.: 
	Delete Member State (One minimum).: 
	Click radio button to expand named section for review/completion.: 
	Click to select Member State. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to enter the procedure number of the application (Max. 30 chars.).: 
	Click arrow button to select Member State. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Add additional batch control testing arrangements as required.: 
	Remove batch control testing arrangements (One minimum).: 
	Click radio button to expand named section for review/completion.: 
	Click arrow button to select Member State. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to enter the application number, if applicable (Max. 30 chars.).: 
	Click YES radio button to expand named section for review/completion.: 
	Click to Select NO.: 
	Click to add the UPD Product Identifier (only relevant for MRP and CP) in the free text field.: 
	Click to add the UPD Permanent Identifier for the concerned national product(s) in the free text field.: 
	Click to add the Variation Procedure number (mandatory for MRP) in the free text field.: 
	Click check box then select one option from the sub-section.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option, then enter response in the free text field below.: 
	Click radio button to select option, then enter response in the free text field below.: 
	Click radio button to select option, then enter response in the free text field below.: 
	Click check box to select option (more than one option may be selected).: 
	Click check box to select option (more than one option may be selected).: 
	Click check box to select option (more than one option may be selected).: 
	Click check box to select option (more than one option may be selected).: 
	Click check box to select option (more than one option may be selected).: 
	Click check box to select option.: 
	Click to add the product (invented) name in the free text field (Max. 250 chars.).: 
	Click arrow button to select pharmaceutical form. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Add additional Authorised Manufacturer as required.: 
	Remove scientific recommendation given by Member State (One minimum) as required.: 
	Insert details regarding strength in the free text field. (Please enter strengths in separate fields if the composition is different for different strengths. And please insert superscripts and subscripts as symbols to maintain formatting).: 
	Click the arrow button to select unit of measurement for the active substance.: 
	Click to enter the name of the marketing authorisation holder (Max. 100 chars.).: 
	Click to enter the marketing authorisation number. If additional MANs are required, use the 'Add' button to the right.: 
	Click to enter Mutual Recognition Procedure or Decentralised Procedure number  (Max. 250 chars.).: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format:DD-MM-YYYY.: 
	Click radio button then select option(s) from the sub-section.: 
	Click the check box then review/complete the sub-section.: 
	Click check box to select option.: 
	Click check box to select option then select country using the Member State drop-down to the right.: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to replicate above data in other relevant sections.: 
	Select the company name to auto-complete the contact details in section 2.5.2 with those already added in section 2.5.1.a: 
	Click 'Select' button to commit your selection, highlighted blue in the results window above.: 
	Click 'Select' button to commit your selection, highlighted blue in the results window above.: 
	Click arrow button to select Member State. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click check box to select and expand section for review/completion.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Click check box to select option.: 
	Remove active substance (One minimum).: 
	Click check box to select option.: 
	Click radio button to select option.: 
	Click radio button to select and expand section for review/completion.: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	btnAnnex: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click radio button to select option.: 
	Select check box if product is intended for use in food-producing animals.: 
	Click to return to Table of Contents.: 
	Click to go to corresponding footnote.: 
	Press to display information, press again or click anywhere to hide it.: 
	txtSubstanceRole: 
	txtSubstanceCode: 
	Click the down arrow button to the right of this field to display the active substance/excipient search. The selected result will be displayed in this field once it is chosen from the results field.: 
	Click and enter OrgID/LocID or Organisation name and Country, then click the 'Search' button. Review and select a result in the results window directly below.: 
	Click in this field and type a search 'string' of at least three characters, then click the 'Search' button. Review and select a result in the window directly below.: 
	lbSearchresult: 
	Click to add marker residue information in the free text field (50 chars.).: 
	Click arrow button to select other provisions. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to add therapeutic classification information in the free text field (50 chars.).: 
	Click arrow button to select animal species. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to add Maximum Residue Limit information in the free text field (50 chars.).: 
	Click arrow button to select target tissue. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to add Entry in the list of biological substances considered as not requiring an MRL evaluation in the free text field.: 
	Click check box to fill Application for a  MRL has been made to the EMA.: 
	Add additional scientific recommendation given by Member State, as required.: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click arrow button to select species. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Insert any additional remarks concerning the application for an MRL to the EMA in the free text field (Max. 50 chars.).: 
	Click check box to fill Application for a  MRL has been made to the EMA is Not applicable.: 
	Click to return to Table of Contents.: 
	Click radio button to select option.: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Enter justification in case CVMP acceptance date cannot be entered above.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	btnHeader: 
	Proposed product name of the veterinary medicinal product in the Union/ Member State/Iceland/Lichtenstein/ Norway: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click to replicate above data in other relevant sections.: 
	Click in the field and press the first letter of the pharmaceutical form to cycle through the available options. Alternatively, click the arrow button to open the drop-down window and review the options. Click an option to select it.: 
	Click radio button to select option.: 
	cbAnnex5_21: 
	Click radio button to select option.: 
	Click arrow button to select target species. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click the down arrow button to the right of this field to display the ATC code search. The selected result will be displayed in this field once it is chosen from the results field.: 
	Add the third or fourth level chemical/therapeutic/pharmacological subgroup, as defined in ATCvet.: 
	Click check box to select status and expand section for review/completion.: 
	Withdrawal period (Only for food-producing species): 
	txtRouteOfAdminCode: 
	Click the down arrow button to the right of this field to display the route of administration search. The selected result will be displayed in this field once it is chosen from the results field.: 
	Click arrow button to select target species. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to enter the period: 
	Click to select standard time units.: 
	Click to enter a Note (max 4000 characters): 
	Click in the field and press the first letter of the pharmaceutical form to cycle through the available options. Alternatively, click the arrow button to open the drop-down window and review the options. Click an option to select it.: 
	Active substance(s) may only be added using the 'Add Active Substance(s)' button below. Once selected, the names appear in this field. : 
	Click to add an active substance using the Active Substance search.: 
	Click 'OK' to add selection to the Active Substance(s):' field above.: 
	Click to clear selected address. You may now enter the Organisation and address details manually: 
	Click 'Cancel' to close the 'Active Substance' search/select window.: 
	Click to enter package size.: 
	Insert details regarding package type in the free text field.: 
	Click arrow button to select container. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Enter the material in the free text field.: 
	Click arrow button to select closure. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click arrow button to select administration device. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to enter proposed shelf life (unopened), which is the time an unopened container contents are good for (Max. 255 chars.).: 
	Click to enter proposed shelf life (opened), which is the time an opened container's contents are good for, if the storage conditions are followed (Max. 255 chars.).: 
	Click to select standard time units.: 
	Click to enter proposed shelf life, after reconstitution or dilution has taken place (Max. 255 chars.).: 
	Click to select standard time units.: 
	Click arrow button to select proposed storage conditions. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click arrow button to select proposed storage conditions after first opening. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click arrow button to select Proposed storage conditions after reconstitution or dilution. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	cbA: 
	cb: 
	cbB: 
	cbC: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click to auto-complete the contact details in section 2.5.3 with those already added in declaration section.: 
	Click in this field and type a search 'string' of at least three characters, and select country from the dropdown list then click the 'Search' button. Review and select a result in the window directly below.: 
	Click in this field and type '9 numbers' and then click the 'Search' button. Review and select a result in the window directly below.: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly. Then click the 'Search' button. Review and select a result in the window directly below.: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly. Then click the 'Search' button. Review and select a result in the window directly below.: 
	lbSearchresultAddress: 
	Click 'Select' button to commit your selection, highlighted blue in the results window above and close the search results.: 
	Click to add company or institute name in the free text field (Max. 100 characters).: 
	Click to enter the building name and/or number, the street and district elements of the address (Max. 100 chars.).: 
	Click to enter the building name and/or number, the street and district elements of the address (Max. 100 chars.).: 
	Click to enter the building name and/or number, the street and district elements of the address (Max. 100 chars.).: 
	Click to enter the building name and/or number, the street and district elements of the address (Max. 100 chars.).: 
	Click to enter the town or city element of the address (Max. 100 chars.).: 
	Click to enter the state element of the address (Max. 100 chars.).: 
	Click to enter the county element of the address (Max. 100 chars.).: 
	Click to enter a postal code (Max. 13 chars.).: 
	txtOrgID: 
	txtLocID: 
	txtLocModDate: 
	txtOrgModDate: 
	txtLanguage: 
	Click to enter the phone number of the relevant functional office. Please include the international or applicable area codes (Max. 50 chars.).: 
	Click to include email address. Functional email addresses are preferred to personal ones - e.g. regulatory@corporate.com or renalcancer.ct-unit@hospital.org (Max. 100 chars.).: 
	Click to enter the title of the applicant - e.g. Mr or  Doctor ( Max. 10 characters).: 
	Click to enter first name of applicant contact. Also known as given name or forename (Max. 50 chars.).: 
	Click to enter surname of applicant contact. Also known as family name (Max. 50 chars.).: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click to enter European Medicines Agency Small/Medium Enterprise Number (EMEA-SME Number), which takes the following format: EMEA/SME/nnn/YY/R1, where n is a number (0-9), YY is the year of assignment and R1 is first renewal (Max. 30 chars.).: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click YES radio button to expand sub-section for review/completion.: 
	If exemptions from fees have been given or an invoice is expected from the NCA, please select No.: 
	Click to enter company name of the proposed marketing authorisation holder/legally responsible person (Max. 100 chars.).: 
	Click to enter European Medicines Agency Small/Medium Enterprise Number (EMA-SME Number), which takes the following format: EMA/SME/nnn/YY/R1, where n is a number (0-9), YY is the year of assignment and R1 is first renewal (Max. 30 chars.).: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click to auto-complete the contact details in section 2.4.4 with those already added in section 2.4.2. : 
	Click check box to select option. See footnote below regarding QPPV residence definition.: 
	Click check box to select option.: 
	Click to jump to named Annex - click named Annex details to return here.: 
	Click to enter the number of the Pharmacovigilance system master file. (Max. 30 chars.).: 
	Remove Authorised Manufacturer (One minimum).: 
	Enter the details of which packaging a manufacturer is responsible for in the free text field. So that the relationship between packaging and packaging manufacture(s) can be shown incase there are different/multiple manufacturers.(Max. 250 characters).: 
	Select this option if you have separate admin and manufacturer admin address: 
	Select this option if the admin and manufacturer addresses are the same: 
	Button1: 
	Click to enter the manufacturing authorisation number, if applicable (Max. 30 chars).: 
	Click check box to confirm a copy of manufacturing authorisation has been included (Annex 5.6).: 
	Click check box to show and enter EudraGMP manufacturing authorisation reference. Click again to hide. Default is hidden.: 
	Click to enter EudraGMP manufacturing authorisation reference (Max. 30 Chars.).: 
	Click check box to confirm that the latest GMP certificate is attached (Annex 5.9).: 
	Click check box to show and enter EudraGMP certificate reference number. Click again to hide. Default is hidden.: 
	Click to enter EudraGMP certificate reference. Max 30 Chars.: 
	Click to add laboratory name in the free text field (Max. 100 characters).: 
	Add additional contact person in the EEA for product defects and recalls, as required.: 
	Click to enter the title of the contact - e.g. Mr or  Doctor ( Max. 10 characters).: 
	Click to enter first name of contact person. Also known as given name or forename (Max. 50 chars.).: 
	Click to enter surname of contact person. Also known as family name (Max. 50 chars.).: 
	Click arrow button to select type of control test. When needed, further details can be provided in Part 2. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to include a brief description of control tests in the free text field.: 
	Click check box to confirm that a copy of the manufacturing authorisation or other proof of GMP compliance is attached (Annex 5.6).: 
	Click check box to show and enter EudraGMP manufacturing authorisation reference. Click again to hide. Default is hidden.: 
	Add additonal manufacturer(s) of the veterinary medical product and site(s) of manufacture as required.: 
	Remove manufacturer(s) of the medical product and site(s) of manufacture (One minimum).: 
	Click arrow button to select function performed. When needed, further details can be provided in Part 2. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click to include a brief description of functions performed at the above named site in the free text field.: 
	Select this option if the site is in the EEA, then review/complete sub-section.: 
	Click to enter the manufacturing authorisation number of the application (Max. 30 chars).: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click to enter the name of the qualified person if applicable (Max. 100 chars.).: 
	Select this option if the site is outside of the EEA, then review/complete sub-section.: 
	Click to enter EudraGMP manufacturing authorisation reference (Max. 30 Chars.).: 
	Click check box to confirm a copy of the latest GMP certificate has been attached (Annex 5.9).: 
	Click YES radio button to expand named section for review/completion.: 
	Click radio button to select option.: 
	Click check box to confirm that summary information and - if available - a GMP certificate or a statement from the competent authority which carried out the inspection is attached (Annex 5.9).: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Add additional manufacturer(s) of the active substances and site(s) of manufacture as required.: 
	Remove manufacturer(s) of the active substances and site(s) of manufacture as required.: 
	Click arrow button to select manufacturing step performed. When needed, further details can be provided in Part 2. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	txtDescription3: 
	cbAnnex5_19: 
	btnAnnex5_8: 
	btnAnnex5_19: 
	Click radio button to select option the review/complete sub-section.: 
	Click radio button to select option.: 
	Click check box to Include Annex 5.9: 
	Click check box to Include Annex 5.9: 
	Click radio button to select option the review/complete sub-section.: 
	Click radio button to select option.: 
	Click to add manufacturer name in the free text field (Max. 100 characters).: 
	Click to add manufacturer name in the free text field (Max. 100 characters).: 
	Click to add reference number in the free text field (Max. 100 characters).: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	btnAnnex5_11: 
	Click check box to confirm the provision of a copy in Annex 5.10.: 
	Click radio button to select option the review/complete sub-section.: 
	Click radio button to select option.: 
	Name of the PTMF Certificate Holder / PTMF Applicant: 
	Click to add manufacturer name in the free text field (Max. 100 characters).: 
	Click to add reference number in the free text field (Max. 100 characters).: 
	Click to add reference number in the free text field (Max. 100 characters).: 
	Click to add reference number in the free text field (Max. 100 characters).: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click check box to confirm the attachment of a letter of access for Community/Member State authorities where the application is made (Annex 5.10). See "European ASMF procedure for active ingredients" for guidance.: 
	btnAnnex5_10: 
	Click to add reference number in the free text field (Max. 100 characters).: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click check box to Include Annex 5.23: 
	btnAnnex5_24: 
	Remove contract company (One minimum).: 
	Click to add study details in the free text field: 
	Add additional contract company.: 
	Click to add duty performed according to contract in the free text field.: 
	Click to insert the name of the product in the free text field (Max. 250 chars.).: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Please add the quantity in this field (e.g. 1): 
	ddUnit: 
	Add active substance details. Click again to add a second, or more active substance(s).: 
	Click to add the complete substance name in case mock substance name is used and add substance description if required.: 
	Click the arrow button to select the strength operator of the excipient. If 'Range' is selected, fill in both 'From:' and 'To:' values.: 
	numQuantity1: 
	Click to add a reference or monograph standard in the free text field.: 
	Click to add a reference or monograph standard in the free text field.: 
	Click to add excipient description in the free text field.: 
	Click the arrow button to select the excipient from those previously specified in the 'Name of excipient' field above.: 
	Click in free text field and include details of any overage of the selected excipient in the composition.: 
	Click check box if section not applicable.: 
	Click radio button to select option. See footnotes for key to acronyms.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click check box to select Animal Origin susceptible to  transmissible spongiform encephalopathies(TSE)**: 
	Click check box to select Other Animal Origin.: 
	Click check box to select Human Origin.: 
	Click check box to select Certificate of suitability for transmissible spongiform encephalopathies (TSE).: 
	Click to enter the TSE (Transmissible spongiform encephalopathy) Classification code (Max. 30 chars).: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter reference(s) of the scientific advice(s).: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click arrow button to select Member State. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click to return to Table of Contents.: 
	Click to return to Table of Contents.: 
	Press to display information, press again or click anywhere to hide it.: 
	Press to display information, press again or click anywhere to hide it.: 
	Click YES radio button to expand named section for review/completion.: 
	Click radio button to select option.: 
	Click to provide details of any differences which have therapeutic implications between this application and the applications/authorisations for the same product in other Member States in the free text field.: 
	Press to display information, press again or click anywhere to hide it.: 
	Click radio button to select option.: 
	Click radio button to select option.: 
	Click check box to select status and expand section for review/completion.: 
	Add additional 'Authorised' application details.: 
	Remove 'Authorised' application details (One minimum).: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter trade name (Max. 250 chars.).: 
	Click to enter authorisation number (Max. 30 chars.).: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click to add additional pending application details.: 
	Click to remove pending application details (One minimum).: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter the Mutual Recognition Procedure or Decentralised Procedure number, if applicable (Max. 30 chars).: 
	Click check box to select status and expand section for review/completion.: 
	Click to add additional refused application details.: 
	Click to remove refused application details (One minimum).: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click the field then click the arrow button to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter the the reason for refusal.: 
	Click check box to select status and expand section for review/completion.: 
	Add additional withdrawn application details, if required.: 
	Remove withdrawn application details (One minimum).: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter reason for withdrawal (Max. 100 chars.).: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click check box to select status and expand section for review/completion.: 
	Add additional 'Suspended'/'Revoked' application details.: 
	Remove 'Suspended'/'Revoked' application details (One minimum).: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter reason for suspension/revocation (Max. 100 chars.).: 
	Click check box to select status and expand section for review/completion.: 
	Click check box to select status and expand section for review/completion.: 
	Click to enter name of other product (Max. 250 chars.).: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to enter the Applicant (Max. 100 chars.).: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Click arrow button to select country. With the drop-down list open, press the first letter of the item you wish to select. To cycle through other items beginning with the same first letter, press repeatedly.: 
	Click the field then click the arrow to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to add job function of the authorised contact.: 
	Click to select date using the calendar picker. Alternatively, enter the date in the following format: DD-MM-YYYY.: 
	Click to insert a scanned image of your signature. The image should be 1500 pixels (wide) x 300 pixels (high) in size and in one of the following image file formats: .bmp, .jpg, .exif, .gif, .png, .tif.Note: When a signature file is attached to this document it will be locked and no further changes are possible (with the exception of the Additional signatory section, where only this section is locked). It is strongly recommended that you save the signed version of this form with a new file name so that the original (unsigned) version may be used should further revisions be required.: 
	btnInteractive: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Button2: 
	Button3: 
	Button4: 
	Button5: 
	Button6: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Button7: 
	Button8: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Button9: 
	Check box is auto-populated. To return to the relevant section, click the descriptive text beside a checked box.: 
	Button10: 
	Button11: 
	Button12: 
	Button13: 
	Button14: 
	Button15: 
	Button16: 
	Button17: 
	Button18: 
	Button19: 
	cbAnnex5_20: 
	Button20: 
	Button21: 
	cbAnnex5_22: 
	Button22: 
	cbAnnex5_23: 
	Button23: 
	lstErrors: 
	tfFields: 
	Click to jump to the field of the selected validation error.: 
	Click this radio button to mark validation errors in yellow.: 
	Click this radio button to mark validation errors in red.: 
	Click to save the form.: 
	Click to print the form. A print dialog will pop up.: 
	Click to export the XML data of the form.: 
	Click to import a XML file.: 
	Click to update/reload the control lists.: 
	Click to validate the form. As result any validation error will be shown in the box above.: 
	btnFieldOutputHidden: 



