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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 Gestion de Accesos (access management) = Solicitud de acceso (access application request). Then,
you have to complete the mandatory fields in the access application form.

AEMPS Service Desk

.I I I Portal de petidones AEMPS

Bierwenidos al portal de petidiones de la AEMPS

What do you need help with?

:Con qué necesita ayuda? Q
Buscar ayuda

Consultas Solicitud de acceso 8+ Modificacién de
Permite soliditar acceso a permisos/roles
las aplicaciones de la Utilice esta opcidn si ya tiene
AEMPS acceso a alguna de las

Incidendias aplicaciones y requiere
modificar o eliminar permizos,
Soporte

The fields have to be completed as follow:

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

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:

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.
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Iniciar sesion

Instrucciones para la autenticacion o el altaen el sistema

Dersde aqui podrid Mecerncs llegar Bs peticiones & incidencizs que tenga en relBcidn con B distinas
apliaciones inform atics gestiomadas por B AEMPS.

Sinotratag en b AEMPS yes B primem wer que acoeds, debard registarss com o nu=ys LSLE rio

pincha ndaelenboe Registate pam obtenar ura cuena. Um vez registado, el Codgo de uswario qus
deberd introducir serd B direocidn de cormeo electidnioo com pleta con B que s= registrd.

En el @so que sucorreo sea aem pses,suC4digo de vsvario serd la parte anterioral @dcter @.
Sitiens problemas par@ conecta rse 3 este sistema o pa@ crear el usEno, pusds ponsrss &N oomacho con
nosotnos 3 taves del bupdn pmo@aem pees .

For dltimo, ke inform a mos que este sistem a no funcioma comectam eme con Internet Explorer, ensu lugar ke

recomendamos que utilics los nevegado res Microsoft BEdge, Google Chrome, Qpere o Mozilla
Firefor,

Mom brede usw@rio

Comrasafa

@ Mamtezner inkiada b s=siEn

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 Contrasefa (password).

c
o Sanioa Gc PS

Pagina principal

Wersion 1.2.16.1 - T/ Manual de wsuario - 7| User manual

Iniciar g AEMPS Service Desk

CNCps - Centro Macional de Certificacion de Productos Sanitarios

CNCps - CENTRC NacioNaL DE CERTIFICACION DE PRODUCTOS SANITARIOS

INICIaR: SESON

ACCEsSo & CNCPs - CEMTRO NACIONAL DE CERTIFICACION DE PRODUCTOS SANITARIOS

Especifique su nombre de usuario y contrasefia correspondientes 3 su Registro de Usuario de la AERPS,

Informacién de cuenta

MNombre de usuario;

Contrasefia:

IMPORTANT: In case of you do not remember the
RESTABLECER CONTRASENA (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

password, you can reset it clicking on the

Sede
Electronica
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3. STARTING A DRAFT OF PRE-APPLICATION

3.1.Step 1. Selecting the type of procedure

Only the "Applicant" user profile can create applications. The "Accountant applicant"
profile does not have access to this functionality.

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.

MUEvA SOLICITUD A PRESUPUESTAR

Pasc 1. SELECCISN DEL TIFC DE PROCEDIMIENTS

Seleccione el tipo de procedimiento deseado y pulse sobre el batén inferior del formulario para acceder a los tipos de Solicitudes

Elija el tipo de Procedimiento:
=9 Organismo Motificado - Test

# LIMARCADO CE DE PRODUCTOS SANITARIOS (MOR)
(L) SEGUIMIENTO CE DE PRODUCTOS SANITARIOS (MDD v [VDD)
LI CERTIFICACION NORMA UNE - EN 15O 13485

untipo de procedimienta

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

Elija el tipo de Procedimiento:
= ¥ Organisme Notficade - Test
=/ MARCADO CE DE PRODUCTOS SANITARIOS (MDR e IVDR)
E) SISTEMA DE GESTION DE CALIDAD {Anexo IX (Cap I & III})
E| SISTEMA DE GESTIGN DE CALIDAD {Ansxo IX (Cap I, 1T & I11))
£ EXAMEN UE DE TIPO ¥ ASEGURAMIENTO DE LA CALIDAD {An. X}
El ASEGURAMIENTO DE LA CALIDAD DE LA PRODUCCION PARA PRODUCTOS CLASE ITa [An, XI sec 10}
| ASEGURAMIENTC DE LA CALIDAD DE LA PRODUCCION PARA PRODUCTOS CLASE Is, T, Iry Clase As (An XTI Part A)
) DICTAMEN SOBRE LA CONFORMIDAD DE PS [Art. 117 MDR)
E| REETIQUETADO, REACONDICIONADC ¥ REEMBALADC (Art.16)
El SISTEMAS Y KITS PARA PROCEDIMIENTOS {Art. 22 MDR)
El AUDITORIA DE SEGUIMIENTO O RECERTIFICACION DE CE
El EVALUACION PERIGDICA MUESTRAL
) SEGUIMIENTO POST-CERTIFICACION
* L SEGUIMIENTC CE DE PRODUCTOS SANITARIOS (MDD = IVDD)
* () CERTIFICACION NORMA UNE - EN IS0 13485

Seleccione un tipo de procedimiento
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Assessment procedures of CE Marking tracking (MDD/IVDD):

Paso 1. SeLecaon peL Tiro D PROCEDIMIENTO
Seleccione el tipo de procedimiento deseado y pulse sobre el botén inferior del formulario para acceder a los tipos de Solicitudes

Elija el tipo de Procedimiento:
= 4 Organismo Notificado - Test

(3 MARCADO CE DE PRODUCTOS SANITARIOS (MDR e IVDR)
=/ L3 SEGUIMIENTO CE DE PRODUCTOS SANITARIOS (MDD e TVDD)
[E] GARANTIA CALIDAD TOTAL
[£] GaRANTIA CALIDAD TOTAL y EXAMEN CE DISERO
[E] GARANTIA CALIDAD TOTAL, EXAMEN CE DISERO y VERIFICACION LOTES
[E] DECLARACION CE CONFORMIDAD y GARANTIA CALIDAD PRODUCCION
[£] DECLARACION CE CONFORMIDAD y GARANTIA CALTDAD PRODUCTO
E] EXAMEN CE TIPO vy GARANTIA CALIDAD PRODUCCIGN
[Z] EXAMEN CE TIPO, GARANTEA CALIDAD PRODUCCION y VERIFICACION LOTES
[£] DECLARACION CE CONFORMIDAD y EXAMEN CE DISERG
[E] AUDITORIA DE SEGUIMIENTO CE
[E] SEGUIMIENTO POST-CERTIFICACION
() CERTIFICACION NORMA UNE - EN IS0 13485

Seleccione un fipo de procedimiento

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.

ASC 1. SELECCION DEL TIPO DE PROCEDIMIENTC

Seleccione el tipo de procedimiento deseado y pulse sobre el boton inferior del formulario para acceder a los tipes de Solicitudes

Elija el tipo de Proce

= ¥ Organismo Noti Seleccion de Tipo de Solicitud

CAMBIOS ADMINISTRATIVOS DEL CERTIFICADO
SOLICITUD DE CERTIFICACION EXPRESA
RENUNCIA

SUSPENSION

[ auprToria DE

) seGUIMIENTO
& SEGUIMIENTO CE
D CERTIFICACION

= L MARCADO CE
[%] sISTEMA DI . [Cerrar]
[l sisTema bl Tipo: .
2] Examen Ul
g iizﬂx ' SOLICITUD INICIAL ACBP“”
) picTAMEN NUEVO PROF)UCTO )
© reeriquenanl MODIFICACI(-}N DE DISERO DE FtRODUCTO
1 ciereine v oy MODIFICACION SISTEMA GESTION DE CALIDAD

Procedimiento seleccionado: SISTEMA DE GESTION DE CALIDAD (Anexo IX (Cap 1& III})

NUEVA SOLICITUD A PRESUPUESTAR

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.

MUEVA SOLICITUD A PRESUPUESTAR

Pasa 2 SELECCIAR DEL TITULAR DE LA SOLCITUD
Departamento:

Organismo Motificado - Test

Tipo de Solicitud:
GARANTIA CALIDAD TOTAL - Modificacitn de Disefio de producto

Solicitante:
AGENCIA ESPARIOLA DE MEDICAMENTOS ¥ PRODUCTOS SANITARIOS

Confirmar da

Pagina principal Mis Solicitudes Solicitud MNovedades

NuEeva SoLicitup

Paso 2 SELECCION DEL TITULAR DE LA SOLTITUD

Departamento:

Organismo Netificado - Test

Tipo de Servicio;

Salicitud Inicial Busqueda de empresas

Clave: J B impiar (Cerrar

20190918/ONDTS

EMPRESA 1 DIRECCION 1 Espafia
Solicitante; EMPRESA 2 DIRECCION 2 Espafia
Totte Toa titilaras EMPRESA 3 DIRECCION 3 Espafia

3.3.Step 3. Contact details

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

e DATOS DEL TITULAR: Applicant company details
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Datos pEL TITuLaR

Cédigo: ESPO0D

CIF/MIF:

MNarmbre: AGEMCIAESPAROLADE MEDICAMENTOS ¥ PRODUCTOS SANITARIOS
Domicilia: Campezo, 1

C. Pastal: 28014

Localidad: Madrid

Pais:
Teléfono:
Fax:

Correo electrénico;

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

Daros pE conTAcTe NoTiFicACIONES/COMUNICACION CON LA APLICACION

Nombre: Apellidos:

Teléfono: Correo electronico:

“.n

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

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

|Com‘irme que los datos de la Sede Social estén actualizados ‘

Nombre de la Organizacion / Empresa solicitante: Tipo documento: Numero documento:
Domicilio de la Sede Social: C. postal: Ciudad y/o Provincia: Pais:
Espafia v

e 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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REGLAMENTO: REGLAMENTO -

Tipo Producte Sanitario: PRODUCTO SANITARIO v

Clasificacion:

Cédigo MDR/IVDR:

Genérico:

Descripcién de la solicitud:

P

Guardar y continuar

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

In the fields “Cédigo 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 “Areas tecnolégicas 13485” (13485 technolog-
ical areas), and “Areas tecnolégicas 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)

Adjuntos Servicios a facturar

Datos Generales Ficheras

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.

IMPORTANT: The information indicated at this tab is very important because this will be taking into
account to generate the budget and invoicing.

Sections to be worth highlighting

e 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.

Confirme que los datos de la Sede Social estén actualizados

Mombre de la Organizacién / Empresa solicitante: Tipo documento: Mumero documento:
Domicilic de la Sede Social: C. postal: Ciudad y/o Provincia: Pais:
Esparia v

e 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).

| Deominaon | Dieaiin | Mamen ] Cposa | Gwsdgofona | ke | W ] sbcowmiee | ]
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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:
DIRECTIVA / REGLAMENTO: REGLAMENTO ~
Tipo Producto Sanitario: PRODUCTO SANITARIO ~
Clasificacion:
4
Nando MDR/IVDR:

Genérico:

Descripcion de la solicitud:

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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Actividad realizada en su propio nombre:
[l Disefo y desaralio
T Produccién
Prestacién de actividades relacionadas:
(] Distribucién
C Importacion
[ Traduccién / Acondicionamiento
[ Otras
Prestacién de servicios a terceros a certifican
(] Disefio y desamollo
() Produccion
[ Esterlizacién
[l Mantenimiento
O Calibracién
Tl Otras

Areas Téanicas principales 13485:

hreas Técricas 13485

Descripcion breve de la actividad:

Descripcion de la solicitud:

4.2.TAB: Ficheros Adjuntos (Attached files)

Datos Generales Ficheros Adjuntas Servicios a facturar

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

IMPORTANT: In this section, you can attach several files with a maximum size of 10MB per file.

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.

FORMULARIOS ¥ DOCUMENTACION A ADJUNTAR (REGLAMENTC)

Wi Se pedran adjuntar multiples ficheros de cada tipo con un tarnafio maximo de 10MEB por fichero ™%

FORMULARIQYDOC UMENTOS
Trw beesri T T T T N

R_DEX_C2_Aruendo CNCps fabricant= MDR * Adjurtar documento

R_DEX_05_Solicitud de evaliacian del sistema de gestiande calidad * Descarr pbntils Adjurtar docum ety

R_DE.04_Procluctes * Descarpr phntiln Adjurmar docum ants

R_DEX_05_FORD1_Instalacionss * Desca oy piarila Adjun@rdocuments
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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 TECNICO”
(TECHNICAL RECORD) to be provided per each medical device.

In order to upload the technical documentation, you have to click on “Acceder al mddulo” (Module
access) at the column “Acceso a documentacion de Expediente Técnico” (Technical Record documenta-
tion access) that will take us to the next screen:
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@ ¢ de 10MB por fichero. Sélo se podrs realizar un nivel de anidacién de carpetas (el

Ebminar lodos los Scheras

PRODUCTD SANITARIO

IMPORTANT:

e 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

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

e 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:

e Inthe caseof you have selected “Producto Sanitario” (Medical Device), the folder structure has to
be like this:

000_Indice doe

001_Desaip y espec

002 Etiquetas

003_Inst. de uso

004 _ Resumen Segur. y Func (S5CP)
005_ Disefio y fabricadon

006 __Req. segundad vy func

007 _Esterlizadon

008 _Analisis benef-riesgo
009_PS_Verif. Predin

010_PS_Valid. Eval. Clin
011_PS_Otros casos esped
012__Dedar, UE de Canf
013_PS_Sgto Poscomer (PMS_PMCF)
014__Inf. Periodico Seguridad (FSUR)
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¢ Inthe caseof you have selected “Producto Sanitario de diagnéstico In Vitro” (In Vitro Diagnostic
Medical Device), the folder structure has to be like this:

100_Indice doc
101_Descrip y espec

102__Etiquetas

103_Inst. de uso

104__Resumen Segur. y Func (55P)
103__Disefio y fabricacion

106__Req. seguridad y func
107_Analisis benef-riesgo

108_ Verif y valid_ Eval Funcionamiento
109_Verif y valid_Estabilidad
110__Verif y valid_Valida progr infor
111_Merif y valid_Otros casos
112__Declar. UE de Conf

113_5gto Poscomer (PM5_PMPF)
114_Inf. Periodice Seguridad (PSUR)

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:

Los ficheros del Expediente Técnico deben ir incluidos en uno o varios archivos comprimidos (.zip) con tamafio
éximo de 10Mbytes y dentro de una estructura de carpetas fija que puecle descargarse pinchando agul (Producto
) . Los ficheros del Expediente Técnica se incluiran en la carpeta correspondiente de la estructura de archivo
ada. NO se deben cambiar los nombres. para que el fichero (.zip) sea aceptado por el sistema.

Se pueden incluir varios fichercs a la vez (se aconseja no subir mas de 10 simultdneamente, dependiendo de la
[calidad de la conexion)

Dehe seleccionar el nombre del expediente técnico con el que quiere asociar el fichero gue adjunte. En caso de
que el expediente técnico no esté registrado, se creara con el nombre que introduzca en la caja de texto

Nombre del Producto:
(méx. 74 caracteres)

Seleccionar Selsccione archivos a sub'r.

Adjuntar ficheros
Cemar envio Expediente Técnico

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).

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
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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

If the zip folder created from the compression exceeds the 10MB, you can divide the content into
several 10 MB volumes.

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 envio 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 envio” (Open submission) button.

™~ El tamafio méximo es de 10MB por fichero ™

T [ T T
— o .

Envio cerrado

Erwio de

Dea bre Ia solictu

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 médulo” (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:
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ACCIONES CORRECTIVAS (DIRECTIVA)

*** El tamano maximo es de 10MB por fichero ***

Accionts CoRRECTIVAS REALIZADAS

ENvio D8 NUEVA DOCUMENTACIGN

que puede des:
Ia e

por el sistema.

ros 3 8 vez (58 sconsejs no subir més de 10 simultinesmente, dependiends de Ia calidad de I3 conexidn)

[En las acciones Correctivas puede inchuir ficheras de cualquier extension. £s imprescindble que en ¢l envio se adjunte un fichero de

[Modsio & DEX 08 Rev 3. que pusde desesry

Tipo de D Expedients Técnica b

Adverte e adjuntar cada documentacion, debe de asociar el “Tipo de documento” adecuado.

Debe seleccionar el nombre del expediente técnico con el que quiere asociar el fichero que adjunte

Nomk

The type of documents to submit are:

Tipo de Documenta: Documento de respuestas a las deficiencias v

Advertencia: Antes de adj Documento de respuestas a las deficiencias menta”

d d Documentos del Sistema de Calidad
adecuado. Expediente Técnico
Otros ficheres

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 (Certificacion UNE-EN 1SO
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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Tipo de Documento: Expedients Técnico "]

Advertencia: Antes de adjuntar cada docurmentacion, debe de asociar el * Tipo de documento o adecuado.

Debe seleccionar el nombre del expediente técnico con el que quiere asociar el fichere que adjunte. En caso de que
el expediente técnico no esté registrado, se creard con el nombre que introduzea en la caja de texto

MNombre del Expediente Técnico:
(rndx. 25 caracteres)

Seleccionar Seleccione archiva 3 subir.

Adjuntar fichero

Cerrar envio Acciones Correctivas

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 envio Acciones Correctivas” (Close Submission Corrective
Actions) button. In case of you want to add more documents, you will have to click on “Abrir envio
Acciones Correctivas” (Open Submission Corrective Actions) button.

(T S T (e
l 5 e BN

saouz0n 190v2021
v

Abrir emio Acclones Comectivas

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

4.3.TAB: Servicios a facturar (Budgeted Services)

Datos Generales Ficheros adjuntos Servicios a facturar Acciones

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).
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SERVICIOS A PRESUPUESTAR - PRECIOS PUBLICOS (REGLAMENTO)

SERVICIOS - PRECIOS PUBLICOS

anme

Cox=lla amz0E

Cosllb amzmne
Chse | estérl 2:930€

Cs= | funcion de medicisn 2:93m0€

de medicién

Clase | ety fur 2m30¢

Clise | Instrumentos quirigios reutiizables 2m30¢
1700 <

Esmaila 1- 9 tmbajpdores. 573200€

0000000000000

Esaila + 50 takapdores 8024ME

FUERA DE EsPfla 1- S tmbaiadores 3 EE7B00€

FUERA DE ESPufla + 50 takapdores T4 9WImE

Esraila 151 229300€

E—
cT—
com—
cT—
—
cHm—
com—
co— ome
Eo—
CH—
com—
cT—
FR—
cT—

[onnannamnnnn

FUERA DE ESPufla 152 3490 €

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.

F AC TURA Correo Electrénico: SecretariaCNCps@aemps.es

" CP23/000883

Fecha de Factura: 09 de mayo de 2023

DE: A
Agencia Espafiola de Medicamentos y Productos Sanitarios ~ AGENCIA ESPANOLA DE MEDICAMENTOS Y
Parque Empresarial Las Mercedes - C/ Campezo, 1 -Edif. 8 PRODUCTOS SANITARIOS

28022 MADRID Campezo, 1
28016 Madrid
CONCEPTOS:
Precio Importe Base Tipo | Cuota
Concepto Cantidad Unitario Descuento Dto imponible | IVA | del VA Total
Evaluacién preliminar 1 430,00€ 0% 0,00€ 430,00€| 21%| 9030€ | 520,30€
Total 430,006 -| 9030€ |520,30€

Forma de Pago

Nombre del banco: Caixabank, S.A.

Direccion: Paseo De La Castellana, 51 P1.3 Madrid 28046

Titular de la cuenta: Agencia Espariola de Medicamentos y Productos Sanitarios
N° de cuenta: 2100 5731 79 0200414425

Cadigo Internacional de la Cuenta (BAN): ES26 210057317902004 14425
SWIFT/BIC: CAIXESBBXXX

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:

e 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.

e 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.

FACTURAS

/DR 2023 Buzluzcion Preliminar CPZ3O00919 43000 € 03E 520,30 £ Pagada @
/062023 o Proforma ONZ3000E14 92500 207648 € 1196442 € Aceprada @
FACTURA
Comen Secretar e
PROFORMA.

N ONZW0005 14
Fecha de Factura: 08 de junio de 2023

DE: A

Agercia Espanchs de Medicamentos ¢ Producios. Sanancs AGEMCH ESPAROLA DE MEDICAMENTOS ¥
Pargue Empresanal Las Mercedes - C/ Campasm, 1 - Edil. 8 PRODUCTOS SANITARIDS

2HOIT MADRE Campeao, 1

CRRTTOTH 200116 Madrd

czezrOZ3l
CONCEPTOS:
Procia Basg Tips | Cuctas del
Noaiand s Limeog e L v —
DESCONTADDE sbuscen 1 430,006 430,00€ | 21% 030 520,306

prebiras

Axiionn Conionme B sisiema
Sompieis de garmrtn o cabisd 1| srazood 8732006 | 21% | 12007 598 724
réciad o Etspa 2)

Aarltcan Etapa 1, ket
S plmentang y e mpeticiin

2| zzeanoe| ssscoo€| 1% 066 5 540,066

Todal 0 BER O0E - ZOTEABE 11 084 48€

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.

FACTURAS

S 57 T S | T

Evaluacion Preliminar CPRz3/00Ea 42000€ 030€ G20.30€ Pagada @
0206/ 2023 Proforma ONZZ00214 o920 € 2O7BAS € 1196442 € Aceplada @
EEWZDZB Final (PROFORMA: ON23 "O00E 14) CPZ300gn 055200 € 2O76AZ £ 1196442 £ Pagada r»| I

FACTURA

“ CP23/000920

N° Factura Proforma: ON23/000814
Fecha de Factura: 08 de junio de 2023

Comeo Electronico: SecretariaCNCps@certificaps.gob.es

DE: A
Agercia Espaniola de Medicamentos v Productos Sanitarios AGEMCIA ESPANOLA DE MEDICAMENTOS Y
Pargue Empresarial Las Mercedes - C/ Campezn, 1 - Edif. 8 PRODUCTOS SANTARIOS
28022 MADRD Campezo, 1
C2B270231 28016 Madid
Q28270231
CONCEPTOS:
. Precio Base Tipo | Cuota del
Concapto Cantidad | \;nieaic | Imponible | VA VA Tkl

DESCONTADG Evelimcion 1| -43000€| -43000€|21%|  -90.30€ 520,306
prefminar
Auditonia conforme a sistema
completo de garantia de calidad 1 5T3200E | 5TI200€| 21% 1.203.72€ 6.935 726
{imicial o Etapa 2)
Auditona Etapa 1, a local
suplomentario y de repelicién 2| 220300€| 4.58600€) 21% $63.06€ 5.540,06€

Total | 9.888,00€ —| 2.07648E 11.964 48€

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
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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 ACCION” (PERFORM AN ACTION)

2. “ACCIONES REALIZADAS” (ACTIONS PERFORMED)
3. “OFICIOS” (OFFICIAL DOCUMENTS)

4. “CORREOS ENVIADOS” (EMAILS SENT)

Fefecione s scsén o [ mporbies ]

e 25 en somRaDon

5.1.SECTION: Realizar accién (Performing an action)

At this section, we can perform differents actions. These actions will change according to the applica-
tion type and processing status.

ACCIONES

ReALIZAR AcIdM

Accin: A

[Beleccione una accién de las dispor EppyiaR SOLICITUD A LA AEMPS

| DESCARTAR BORRADOR |

Comentarios:

ACCIONES REALIZADAS

Btato ___________________________Jcomentao ___|

18/09/2019 14:04:50 EN BORRADOR ENM BORRADOR

Oricios

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.
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ENVIAR SOLICITUD A LAAEMPS v

[Canfirma Ia solicitust actusl marcindola coma enviada  la AEMPS ¢ para su evaluacon

Realzar Arcion

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”

Algunas de las tasas induidas adn no estan concliadas, la solictud

estard hlogueada hasta que estas tasas estén conciliadas

ACTUALMENTE LA SOLICITUD SE ENCUENTRA BLOQUEADA A LA ESPERA DE QUE LAS TASAS INCLUIDAS ESTEN CONCILIADAS

Acdén;

Comentarios

Realizar Acciin

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. ACEPTACION 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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ACCIONES

AR ACCION

Accion:

ACEPTAR PLAZOS PROPUESTOS
|Se|eocione una accion de las dispor] SOLICITAR AMPLIACION DE PLAZO
SOLICITAR DESISTIMIENTO

Comentarios:

ACCIONES

Accién: ACEPTAR PLAZOS PROPUESTOS

El plazo para la finalizacion del proceso es de 180 dias (04/02/2022) y empezaria a contar desde la confirmacién de la aceptacién de los plazos y condiciones
stablecidas por el Organismo i

Comentarios

Realizar Accién

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.

rece et Joewiceisn ______________________________________________ Jowolwo ______________________]

B0V 12T BN BORAADOR

160377021 142936 REGISTRADI EN AEMPS

1502071 83851 ADMITIDA A TRSMITE

190V2021 83851 ENTRAMITACIN

1HOYI01 51850 BN TRAMITACIEN SUBSANACIGN DEFICIENCIAS (TRAMITACI 6N ACCIONES CORRECTIVAS 1
190872021 10:36:5 N TRAMITACION SUBSANALIGN DEFICIENCIAS (TRAMITACIN) ACCIONES CORRECTIVRS 2
1HOYI0T1 1236 N TRAMITACION SLBSANACIGH DEFICIENCIAS (TRAMITACIGN) ACCIONES CORRECTIVAS 3

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.

i S S Dot LA+ SR AR e St k) e s Q
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6. SEARCHING FOR THE APPLICATIONS SUBMITTED

6.1.SERCHING

ina princi

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.

Filtros:
Solicitante: Todos los titulares
Certificacio: Todos v
Tipo Procedimiento: Todos v
Tipo Solicitud: Todos v
Estado Principal: Todos v
Fecha de inicio del trémite desdle: hasta
Fecha de fin del trémite desde: hasta
D Selicitud: Todos los Ids

Nombre del Producto /
Expediente Técnico: Teodos los asuntos

Situacien Tramite:
B Sin Enviar B Presupuesto EEn Curso HE Finalizadas

Aplicar filtro Limpiar formulario

243 registros encontrados

i T T e E S S N
(o4

AUDITCRIA DE SEGUIMIENTO Auditoris de
c Seguimiento CE

92234 VETERINARIA, EN BORRADOR 28/11/23 Sin iniciar Q
SA

Filtros:
Solicitante: Todos los titulares
Certificacion: Todos -
Tipo Procedimiente: Todos v
Tipo Salicitud: Todos ~
Estado Principat: Todes v
Fecha de inicio del trémite desdle: hasta
Fecha de fin del trémite desde: hasta
D Solicitud: Todos los Ids

Nombre del Producto /
Expediente Técnico: Todos los asuntos

Situacién Tramite:
Sin Enviar Prasupuesto En Curso Finalizadas

Aplicar filiro Limpiar formulario

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.

e .y e ST L e g R DN s St e ARgaLaL Qo
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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:

— Plazo realizacion accion |

La solicitud con nimero 80290, tiene
abierto un plazo para realizar la siguiente

accion.

El plazo finaliza el 03/06/2021

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

e Information and conditions for CE marking
(https://www.aemps.gob.es/productosSanitarios/organismoNotificado/docs/ce informacion y co
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ndiciones.pdf)

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

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