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1. INTRODUCTION 

The Spanish Agency of Medicines and Medical Devices (AEMPS) has adopted an initiative in order to 
facilitate matters to the companies to carry out the procedures related to the request of CE marking 
certification and the ISO 13485 standard certification through our software application: CNCps – Na-
tional Certification Center of Medical Devices. 

This document version includes changes on the CNCps application, according to the REGULATION (EU) 
2017/745 on medical devices (MDR), REGULATION (EU) 2017/745 on In Vitro Diagnostic medical devic-
es (IVDR) and the payment by Public prices. 

 

2. HOW TO LOGIN 

2.1. Access requirements 

In order to access the CNCps application, you have to use the CNCps user credentials (username and 
password). 

If you do not have the user credentials, or any access issue, you can request for supporting from  Portal 
de peticiones AEMPS - Service Desk application. 

 

Portal de peticiones AEMPS – Service Desk 

At first, you have to register in our Portal de peticiones AEMPS - Service Desk application. Once regis-
tered, in order to get the CNCps user credentials, you have to create a request support ticket clicking 
on Gestión de Accesos (access management) → Solicitud de acceso (access application request). Then, 
you have to complete the mandatory fields in the access application form.  

 

 

 

The fields  have to be completed as follow: 

• In the ASUNTO (subject) field, you have to write the title: “CNCps user credentials”. 

https://sinaem.aemps.es/CNCps/
https://servicedesk.aemps.es/servicedesk/customer/portal/2/
https://servicedesk.aemps.es/servicedesk/customer/portal/2/
https://servicedesk.aemps.es/servicedesk/customer/portal/2/
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Personal details of the user to be registered 

− First Name: 

− Family Name: 

− ID number: 

− Country: 

− User email address contact: 

− Type of user profile requested: 

1. Applicant. 

2. Accountant applicant (only for accessing to the Fee Payment application). 

Company details 

− Full Company Name: 

− VAT number: 

− Country: 

• In the APLICACION – MODULO (application – module) drop-down menu, you only have to choose the 
“CNCps” application. 

• In the DESCRIPCION field, you have to indicate the next information: 

 

Required supporting documents: 

• Letter of authorization (LoA) indicating the user details who act on behalf of the company. 

• Representation PoA (if applicable) 

• ID copy of the Responsible who sign the authorization letter (LoA). 

• ID copy of the user acting on behalf of the company. 

Once the application form is completed and submitted, this will be validated and evaluated as soon as 
possible. You will be informed about your application through comments in the CNCps access request 
ticket submitted. You can identify the ticket at the Service Desk application by the PSU ID number. 

 

 

IMPORTANT: In case of more queries or application incidents, the Portal de peticiones 
AEMPS - Service Desk application will be your point of contact with the AEMPS. 

https://servicedesk.aemps.es/servicedesk/customer/portal/2/
https://servicedesk.aemps.es/servicedesk/customer/portal/2/
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IMPORTANT: In case of you do not remember the password, you can reset it clicking on the 
RESTABLECER CONTRASEÑA (reset password) button. The application request you the USERNAME 
registered.  An email will be send to the email linked to your username. In case of the email registered 
is not updated, you can request support clicking on Service Desk 

 

 

 
2.2. CNCps application login  

The CNCps application is available on https://sinaem.agemed.es/CNCps/Login.aspx or from the AEMPS 
website on https://sede.aemps.gob.es/ON/ON0318.html 

 

In order to access the CnCps application, you have use user credentials: Nombre de usuario 
(username) and Contraseña (password). 

 

 

https://sinaem.aemps.es/registroaemps/Pages/acceso.aspx
https://sinaem.agemed.es/CNCps/Login.aspx
https://sede.aemps.gob.es/ON/ON0318.html
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3. STARTING A DRAFT OF PRE-APPLICATION 

3.1. Step 1. Selecting the type of procedure 

 

In order to start a pre-application, you have to select the type of procedures at the menu (point 1). The 
different procedures are organized in three groups:  CE marking (MDR or IVDR), CE Marking tracking 
(MDD/IVDD) and UNE-EN ISO 13485 Certification. Once the procedure type is selected, click on “Selec-
cione un tipo de procedimiento” (Choose procedure type) button to confirm. 

 

Assessment procedures of CE marking of Medical Devices (MDR or IVDR): 

 

 

 

Only the "Applicant" user profile can create applications. The "Accountant applicant"     
profile does not have access to this functionality. 
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Assessment procedures of CE Marking tracking (MDD/IVDD): 

 

Once the type of procedure has been confirmed, a pop-up window will appear. At this, you have to 
select the type of pre-application at the drop-down menu. Do not forget to confirm clicking on the 
"ACEPTAR" (accept) button. 

It is important that the procedure and the type of pre-application both have been selected correctly, 
because the documents to be uploaded and the payment of fees will depend on this. 

 

 

3.2. Step 2. Selecting the pre-application applicant 

At this section, you have to indicate the applicant company. Depending on if the username has access 
permissions on more than one company, you have to choose the applicant company at the drop-down 
menu that will appeard when you click on the “Solicitante” (applicant) field. Once the applicant has 
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been selected, do not forget click on “Confirmar datos” (Confirm data) button. 

 

 

 

 

3.3. Step 3. Contact details 

At this section, the electronic form consists of three sections you have to complete: 

• DATOS DEL TITULAR:  Applicant company details 



Centro Nacional de Certificación de Productos Sanitarios - Solicitud de marcado CE / Certificación ISO 13485 

Guía de apoyo al solicitante para la correcta cumplimentación y gestión informática de solicitudes 

Sede electrónica de la Agencia Española de Medicamentos y Productos Sanitarios  

 

 Página 9 de 28 

 

MINISTERIO DE SANIDAD 

Centro Nacional  
de Certificación  
de Productos Sanitarios 

 

 

• DATOS DE CONTACTO NOTIFICACIONES/COMUNICACIONES: Contact details of the person author-
ized to receive the notifications on behalf of the c. 

 

o Note: At  the field “Correo electrónico” (email) you can indicate more than one email using “;” 

 

 

• DATOS DE LA SEDE SOCIAL DEL FABRICANTE:  Manufacturer Head Office details. 

 

 

 

 

• DATOS DE LA SOLICITUD: (GENERAL INFORMATION OF THE APPLICATION) 

At this section, you have to complete the fields depending on the type of application you chose. All the 
mandatory fields have to be completed.  
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In case of CE marking applications, the field “Tipo de producto sanitario” (Medical devices type), must 
be completed choosing one of the options showing in the drop down menu. 

In the fields “Clasificación” and “Genérico”, you have to select one or more values (including quantity 
of products) showing when you click on these fields.  

In the fields “Código MDR/IVDR” or “nando”, you have to select one o more options showing when 
you click on FILTRAR (select) blue button at the pop-up window. 

In the field “Tipo Producto” (Product type), you have to choose one of the options showing when you 
click on the field. 

In case of ISO 13485 certification applications, the fields “Áreas tecnológicas 13485” (13485 technolog-
ical areas), and “Áreas tecnológicas 13485. Detalle” (13485 technological areas detail), have to be 
completed selecting one of the options showing when you click on the FILTRAR (Select) blue button at 
the pop-up window. 

Once the sections have been completed, do not forget to click on the “Guardar y continuar” (Save and 
continue) button, in order to save de information and create the pre-application. 

 

 

4. UPLOADING DOCUMENTATION USING THE TABS 

Once the application form has been completed, you proceed to upload the required documentation.  

In order to upload the documents, you have to use the tabs that appear at the top of the application. 

The "Solicitante" (Applicant) profile has access to all the form tabs described below. The "Solicitante 
Contabilidad" (Accountant applicant) profile, will only have access to the SERVICIOS A FACTURAR (Fee 
payment) tab. 
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4.1. TAB: Datos Generales (General information) 

 

In this tab, you will find the initial data related to the application. This information have to be reviewed, 
and (if it is necessary) modified before the application is been submitted. 

The information at this tab will be only available to be modified while the status of the application is 
DRAFT. Once application is submitted and the status of it changes  to “SOLICITUD REGISTRADA” (Sub-
mitted application), the information cannot be modified. 

 

 

 

Sections to be worth highlighting 

• Datos de la Sede del Fabricante (Manufacturer Head Office details): This section must to refer to 
the information of the company headquarters . No indicate information of other companies of the 
Bussiness Group Companies or third party companies. 

 

 

 

• Facilities or company manufacturing plants and/or critical subcontracted companies/critical sup-
pliers: 

At least, one manufacturing plant must exist (it may be the case that the address of the headquar-
ters and manufacturing plant coincide). 

• In the case of MDR/IVDR regulation or Monitoring of MDD/IVDD CE Marking: 

It is important to properly select the NANDO and Generic, and confirm the number of products for 
which the specific request is made (the total of requested products indicated in the NANDO field 
must be equal to the total of Generic field products). 

 

IMPORTANT: The information indicated at this tab is very important because this will be taking into 
account to generate the budget and invoicing. 
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It is necessary to fill out all the mandatory fields and when you have finished, do not forget to press the 
GUARDAR CAMBIOS (Save changes) button to save them. 

 

4.1.1. TAB: General Data for CE Marking applications (Regulations and Directives) 

In addition to the most relevant common data indicated in the previous section 4.1, the general data 
screen in the case of applications referring to both the CE Marking of Medical Devices (MDR) and the 
Monitoring of Medical Devices (MDD/IVDD), is the following, these may vary depending on the type of 
request:  

 

 

 

4.1.2. TAB: General details for Certification request of the UNE-EN ISO 13485 standard 

In addition to the most relevant common data indicated in the previous section 4.1, the general data 
screen for requests referring to the Certification of the UNE-EN ISO 13485 standard is as follows; these 
may vary depending on the type of request: 
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IMPORTANT: In this section, you can attach several files with a maximum size of 10MB per file. 

 

 

4.2. TAB: Ficheros Adjuntos (Attached files) 

 

In this tab, the support documentation will be uploaded. This section is spplited into several sub-
sections. 

 

Some documents are mandatory in order to submit the application, these files are marked with an as-
terisk (*). When the application is submitted, the system check the  files attached, if any of the manda-
tory documents are missing, an error message will be shown and the application will not be submitted. 
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4.2.1. FORMS 

 The forms above shall be included according the type of application. 

 

In “Plantilla tipo documento” (Document template type) column, the template of the form can be 
download through the link “Descargar plantilla” (Download template). 

In  “Adjuntar/ver documento” (Attach/view document) column, we can add as many documents of the 
same category as necessary (i.e. as many 93-42-2 forms as supplementary premises to be audited) or 
download a previously uploaded document by clicking on “Descargar documento” (Download docu-
ment). 

While the application is still a draft, you can delete the uploaded documents by clicking on the “X” icon 
in the last column. 

4.2.2. DOCUMENTATION TO BE ATTACHED 

In addition to the forms, there are also other categories of complementary documentation to be at-
tached. You can upload these documents in this section.  

 

 

The process is very similar to the FORMS section. The different categories of documents are shown, 
and you have to click on the “Adjuntar documento” (Attach document) link in the “Adjuntar/Ver docu-
mento” (Attach/View document) column. 

While the application is still a DRAFT, you can delete the uploaded documents by clicking on the “X” 
icon in the last column. 

 

4.2.3. TECHNICAL RECORD 

This section will be available, only if the type of application requires  an “EXPEDIENTE TÉCNICO” 
(TECHNICAL RECORD) to be provided per each medical device. 

 

In order to upload the technical documentation, you have to click on “Acceder al módulo” (Module 
access) at the column “Acceso a documentación de Expediente Técnico” (Technical Record documenta-
tion access) that will take us to the next screen: 
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IMPORTANT:  

• The product name must be included in a way that unequivocally identifies it; it will correspond to 
the name of the medical device indicated on the label or in its declaration of conformity. The 
name will not have a length greater than 74 characters, which may be abbreviated only in the 
event that your name exceeds this limitation. This product name will be the sole reference of the 
technical documentation for all requests. The technical file must correspond to a single medical 
device 

• In this section, you can upload several files with a maximum size of 10MB per file.  

• You can attach several files at same time, but we suggest you do not try more than ten files at 
once. 

 

 

 

 

Technical File submissions per each product must meet the requirements of submission format in order 
to be accepted. The requirements of submission format are: 

• In the caseof  you have selected “Producto Sanitario” (Medical Device), the folder structure has to 
be like this: 
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Please, name the files  into the TECHNICAL RECORD as short as possible (they must be a maximum of 
35 characters, including file name plus file extension)), to minimize the risk of erroneous or incomplete 

copies. 

• In the caseof  you have selected “Producto Sanitario de diagnóstico In Vitro” (In Vitro Diagnostic 
Medical Device), the folder structure has to be like this: 

 

In order to ensure that the directory structure is the same, it is recommended to download the already 
created structure from the information box that appears at the screen: 

 

Within the folders that must be included in the submission (structure indicated before), any content 
can be included, i.e., compressed files, files with any extension, nested folders, etc. Always complying 
with the aforementioned size restriction. 

Only will be allowed an unique level of nested folders inside the fixed folders.  

Every file and folder name inside the fixed folders, must be a maximum of 35 characters (including file 
name plus file extension). 

 

 

 



Centro Nacional de Certificación de Productos Sanitarios - Solicitud de marcado CE / Certificación ISO 13485 

Guía de apoyo al solicitante para la correcta cumplimentación y gestión informática de solicitudes 

Sede electrónica de la Agencia Española de Medicamentos y Productos Sanitarios  

 

 Página 17 de 28 

 

MINISTERIO DE SANIDAD 

Centro Nacional  
de Certificación  
de Productos Sanitarios 

The folder structure must be included in a compressed file, with ".zip" extension.  

The allowed extensions are those generated by the WinZip compressor:  

Example: TF_test.z01, TF_test.z02, TF_test.z03… TF_test.zip 

 

As it was done in the creation of the application, as the characters are typed, the system will offer the 
names of TECHNICAL RECORDS that match the text. If you are typing a name that does not exist, the 
new TECHNICAL RECORD will be created automatically. 

 

Once all the corresponding files have been provided, you have to click on “Cerrar envío Expediente 
Técnico” (Close TECHNICAL RECORD submission) button, before submitting the application. 

Once the submission is closed, if you detect that there is an incorrect file, or it is necessary to include 
more files, you can reopen the submission by clicking  “Abrir envío” (Open submission) button. 

 

 

4.2.4. CORRECTIVE ACTIONS AFTER AN AUDIT 

In order to correct the deficiencies detected during an audit, the application will enable the section 
“ACCIONES CORRECTIVAS” (CORRECTIVE ACTIONS) 

This section will be visible only for the applications have to be corrected, in the event that an audit 
requires additional documentation to be attached for its resolution. You can find the section in the 
“Ficheros adjuntos” (Files loaded) tab of the applicacion. 

 

In order to do so, click on  “Acceder al módulo” (Access the module) link, in the section “Acceso a ac-
ciones correctivas” (Access to corrective actions). 

 

At the corrective actions section , you can upload several type of documents: 

If the zip folder created from the compression exceeds the 10MB, you can divide the content into 
several 10 MB volumes. 
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The type of documents to submit are: 

 

It is mandatory that at least one file of “R_DEX 08_ Plan de acciones correctivas” type (R_DEX 
08_Correctiveactions plan), it has to be attached for: MDR/IVDR, Medical devices tracking (Seguimiento 
de productos sanitarios MDD/IVDD) or UNE-EN ISO 13485 Certification (Certificación UNE-EN ISO 
13485) application. It is allowed the inclusion of a "Technical Record" per each medical device, with the 
same size limitations already indicated in the "TECHNICAL RECORD" section. 
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As it was done in the creation of the application, as the characters are typed, the system will offer the 
names of TECHNICAL RECORDS that match with the text written. If you are typing a name that does not 
exist, the new TECHNICAL RECORD will be created automatically. 

 

Once all the documents corresponding to the “Corrective Actions” have been uploaded, the submission 
has to be closed by clicking on the “Cerrar envío Acciones Correctivas” (Close Submission Corrective 
Actions) button. In case of you want to add more documents, you will have to click on  “Abrir envío 
Acciones Correctivas” (Open Submission Corrective Actions) button. 

 

The documentation uploaded in the “corrective actions” will be sent when the action of 
“SUBSANACIÓN DE DEFICIENCIAS / ACCIONES CORRECTIVAS” (CORRECTION OF DEFICIENCIES / 
CORRECTIVE ACTIONS) is performed. 

 

4.3. TAB: Servicios a facturar (Budgeted Services) 

 

From this tab, you will be able to view the SERVICES TO BE QUOTED (PUBLIC PRICES) linked to your 
application. The budget displayed is based on the data entered by the applicant in the 'General Data' 
tab during the budgeting phase, and before sending the displayed data to the AEMPS, these can be 
modified, but they must be coherent. Once sent to the AEMPS through this tool, this budget can only 
be modified by the AEMPS, either because the budget is reviewed during the budgeting phase or dur-
ing the processing of the application due to adjustments during the procedure. An initial budget or any 
variation of it will require prior acceptance of a proforma to continue with the process; the FINAL 
INVOICE will be issued at the end of the procedure upon acceptance by the applicant.The Public budg-
ets depends of the type of application selected. 

This tab is only available in reading mode for the "Solicitante Contabilidad" (Accounting applicant). 



Centro Nacional de Certificación de Productos Sanitarios - Solicitud de marcado CE / Certificación ISO 13485 

Guía de apoyo al solicitante para la correcta cumplimentación y gestión informática de solicitudes 

Sede electrónica de la Agencia Española de Medicamentos y Productos Sanitarios  

 

 Página 20 de 28 

 

MINISTERIO DE SANIDAD 

Centro Nacional  
de Certificación  
de Productos Sanitarios 

 

 

4.3.1. PRELIMINAR EVALUATION PAYMENT (INITIAL APPLICATION AND NEW PRODUCTS) 

Only in the case of INITIAL APPLICATIONS (MDR or UNE-EN ISO 13485 certification) and CE certification 
application of new products, before to start the evaluation of the pre-application, an inicial invoice 
(CPYY/999999) with the public price (pp1) will be generated. It has to be paid by the manufacturer. 

Once the payment is confirmed, the evaluation of the application submitted will begin. The initial in-
voice paid amount will be discount of the FINAL INVOICE amount, once the process is ongoing and 
the product or service will be delivered. 

 

 

 

 

 

The payment has to be made by bank transfer to the AEMPS bank account, as per the invoice instruc-
tions. 
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IMPORTANT: 
 

• At the time you make the bank transfer, do not forget to indicate the invoice number 

(CPYY/999999) in the DETAILS/COMMENTS field in your bank platform. Of this way, we can link the 
bank transfer payment with the invoice number in our system. 

• Due to the payment is a bank transfer, once the payment was made, it last until 24/48  hours to be 
confirmed by our systems. 

 

 

4.3.2.  PROFORMA INVOICE 

Once the preliminar evaluation payment was confirmed, the evaluation of the pre-application begin. As 
part of the evaluation process, a PROFORMA INVOICE wil be generated. You have to check and accept 
it, in order to go forward. The PROFORMA INVOICE is only an budget in advanced and it must not be 
paid, and sometimes the amount may not match with the initial amount if any changes during the 
evaluation process. The payment of the application will be made at the end of the process just before 
the delivery of the service or final product. Once the proforma invoice is confirmed by the applicant, 
the final invoice will be generated and it has to be paid. All the payment process will be informed 
through status changes at the CnCps application and emails. 

 

 

 

4.3.3. FINAL INVOICE 

Once the PROFORMA INVOICE is approved, the FINAL INVOICE will be generated and it has to be paid. 

The FINAL INVOICE will be emitted just before the delivery of the service or final product. For this, the 
applicant acceptance will be requested.  

The payment of the application will be made at the end of the process just before the delivery of the 
service or final product. Once the proforma invoice is confirmed by the applicant, the final invoice will 
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be generated and it has to be paid. All the payment process will be informed through status changes at 
the CnCps application and emails. 

 

 

Do not forget to indicate the invoice number (CPYY/999999) in the DETAILS/COMMENTS field in your 
bank platform. Of this way, the Fee Payment division can link the bank transfer payment with the in-
voice number in our system. 

 

 

 

 

 

 

 

In case of doubt or incident about payment process or Fee of Payment applica-
tion, you have to submit us a request support ticket via our Service Desk applica-
tion 

https://servicedesk.aemps.es/servicedesk/customer/portal/2/user/login?destination=portal%2F2
https://servicedesk.aemps.es/servicedesk/customer/portal/2/user/login?destination=portal%2F2
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IMPORTANT: The first time you submit your application to the AEMPS, the system will review the documents 

linked. If the man-datory documents are not linked to the application, the system not allowe you to submit it. An 
error message in red with instructions will be displayed in order to fix the issue. 

5. TAB: ACCIONES (ACTIONS TO PERFORM) 

Once the supporting documentation has been attached, and the corresponding fees have been paid, 
you have to go to the “ACCIONES” (ACTIONS) tab. In this tab, we can find four sections: 

1. “REALIZAR ACCIÓN” (PERFORM AN ACTION) 

2. “ACCIONES REALIZADAS” (ACTIONS PERFORMED) 

3. “OFICIOS” (OFFICIAL DOCUMENTS) 

4. “CORREOS ENVIADOS” (EMAILS SENT) 

 

 

5.1. SECTION: Realizar acción (Performing an action) 

At this section, we can perform differents actions.  These actions will change according to the applica-
tion type and processing status. 
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Usually, the bank transfers takes up to 24/48 hours to be confirmed. In this case, if the payment has 
not been confirmed in our systems, when you send the application, the next message will appear:  

“Some payments have not been confirmed. The application will be blocked until all the payments are confirmed” 

 

 

 

Once all the payment has been confirmed, the application will be unlocked automatically and you will 
be able to continue with the process. 

 

 

5.1.1. ACEPTACIÓN DE PLAZOS (ACCEPTANCE OF DEADLINES) 

In caso of the applications that require establish of deadlines; at this tab, will appear some actions to 
be selected: Acceptanceof the proposed deadlines, request an extension of the proposed deadlines  or 
withdraw the application proposing and justifying new deadlines. 
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5.2. SECTION: Acciones realizadas (Performed actions) 

At this section, all the historical record of performed actions carried out by part of the applicant and 
the CNCps division will be shown. 

 

 

 

5.3. SECTION: Correos enviados (Emails sent) 

This section displays a list of emails sent by the system throughout the different phases of the applica-
tion process.
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6. SEARCHING FOR THE APPLICATIONS SUBMITTED 

6.1. SERCHING 

 

At this section, you can search the applications associated to the applicant. There are different search-
ing criteria in order to narrow down the results. 

 

 

Sometimes, the results could show an point out (sign) in red colour. In order to review the application 
details, you have to click on the magnifying glass icon. 
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If you put the mouse pointer on the sign, important information will be shown about deadlines and 
actions to be performed, like the windows below: 

 

 

7. SUPPORT SERVICE / ERROR NOTIFICATION 

RELATED TO THE SOFTWARE APPLICATION 

If you experience any error or difficulties during the application process, please let us know by submit-
ting a service support ticket through of our Service Desk application on:  

https://servicedesk.aemps.es/servicedesk/customer/portal/2/ 

(Application – module : “CNCps”) 

Please include as much information as possible about the incident, including print-screen, error mes-
sages, etc. 

 

RELATED TO THE FEES 

For questions related to fees, if you experience any error or difficulties regarding the payment of fees, 
please let us know by submitting a service support ticket through of our Service Desk application on: 

https://servicedesk.aemps.es/servicedesk/customer/portal/2/ 

(Application – module : “Pago de Tasas”) 

 

RELATED TO THE USE 

For questions related to the procedures or use of the application, please contact us at: 

 secretariacncps@certificaps.gob.es. 

 

8. REFERENCES 

• Information and conditions for CE marking 
(https://www.aemps.gob.es/productosSanitarios/organismoNotificado/docs/ce_informacion_y_co

https://servicedesk.aemps.es/servicedesk/customer/portal/2/
https://servicedesk.aemps.es/servicedesk/customer/portal/2/
mailto:validacionregelectronicoon@aemps.es
mailto:validacionregelectronicoon@aemps.es
mailto:validacionregelectronicoon@aemps.es
https://www.aemps.gob.es/productosSanitarios/organismoNotificado/docs/ce_informacion_y_condiciones.pdf
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ndiciones.pdf) 

• Notified Body 0318 and Certification 13485 CNCps | Centro Nacional de Certificación de Productos 
Sanitarios (certificaps.gob.es) 

• European Commission/Internal Market, Industry, Entrepreneurship and SMEs/The European single 
market/CE marking (https://ec.europa.eu/growth/single-market/ce-marking_en) 

 

https://www.aemps.gob.es/productosSanitarios/organismoNotificado/docs/ce_informacion_y_condiciones.pdf
https://certificaps.gob.es/
https://certificaps.gob.es/
https://ec.europa.eu/growth/single-market/ce-marking_en

