<Applicant>

<Address>

<Address>

<Post code> <Town>

<Country>
<Date>
<Reference>
<National Agency>

<Address>

<Address>

<Post code> <Town>

<Country>
Subject:
Submission of Application Dossier(s) for <Product Name(s) in the MS where the application is submitted> 

Dear Sirs,

We are pleased to submit our Application Dossier(s) for a <Mutual Recognition> / <Decentralised> Procedure for which the details are as follows :

Name of the medicinal product(s) (in the RMS) :


Pharmaceutical product  FORMCHECKBOX 


Immunological product  FORMCHECKBOX 

Pharmaceutical form(s) and strength(s) : ……………………………………………


INN/active substance(s) :
…………………


ATC Vet Code(s) : 


EU Procedure number: 


National Procedure number (if appropriate) : 

Legal Basis of the Application(s) :


When appropriate, please indicate : use of European Reference Medicinal Product  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

You will find enclosed <xx> paper copies of the dossier and/or <yy> copies of the dossier in electronic format presented hereafter :

-
Part I : <xx> enclosures

-
Part II : <xx> enclosures

-
Part III : <xx> enclosures

-
Part IV : <xx> enclosures

<- The relevant fees have been/will be paid.>
<Free text field – when appropriate and if important for the validation of the application(s) additional information can be provided e.g. location of Notes to Reviewers, National file number if provided before submission etc.> 

We, <Applicant>, finally hereby certify that the dossiers submitted to the RMS and CMS(s) are identical.

We, <Applicant>, certify that all the translations attached to the application and all copies are exactly the same as the originals.
<We, <Applicant>, also hereby certify that the content of the electronic submission is identical to the paper version>.

Yours sincerely,

<Signature>

<Name>
<Title>
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