LORENZ eValidator 5.3.0

(Incluye Nuevas Reglas de Validacion Septiembre 2013)

Nees New Validation Criteria v.4.0m@

Ectd New Validation Criteria v.5.0m@

1. DESCARGA E INSTALACION

Descarga desde:
Directamente pinchando en el enlace de la AEMPS

http://www.lorenz.cc/eSolutions/eValidator/index.cfm?getFile=Yes

o desde la pagina de Lorenz

http://www.lorenz.cc/eSolutions/eValidator/

The World’s Most Complete eValidator:
eCTD, NeeS$, PDF Analysis and more.

eValidator BASIC - Free eValidator PROFESSIONAL

regional sales representive.

Download Now Contact Me!

The warld's most complete mult-region evalidatar is yours - for free! For arganizations that require more functionality, want to run multi-region
validations in parallel and want to integrate the eValidator engine further into their
Currentversion: 5.1 HF1 operational processes, the evalidator Professional rmay be the tool for you. If you

are interested in knowing more about henefits and prices, please contact your

powenload Free LORENZ eValidator Basic

]

o have twwo options:

Download
with registration .
Advantages:
= Motification of updates “
= Access to video tutorials
= Access to feature request
system
Download
without )
registration
[he wersTor

L. i ¥ OTILAITT = TILT i IrT ) = Ty F P
pon installation, vou will be asked to choose one. The profiles are identical to the ones found with
nency rustormer

o

ur regulatory

.



http://esubmission.ema.europa.eu/tiges/docs/Copy%20of%20NeeS%20Validation%20Criteria%20v4%200_for%20publication%20130320.xls
http://esubmission.ema.europa.eu/tiges/docs/Copy%20of%20eCTD%20Validation%20Criteria%20v5%200_for%20publication%20130320.xls
http://www.lorenz.cc/eSolutions/eValidator/index.cfm?getFile=Yes
http://www.lorenz.cc/eSolutions/eValidator/

W McAfee | web Gateway 7

=1 |

escarga fina

McAfee Web Gateway ha finalizado |la descarga del archivo: http://www.lorenz.cc/eSolutions/eValidator/index.cfm?
getFile=Yes

Descarga de archivos

¢Desea abrir 0 guardar este archiva?

Haga clic aqui para acceder al archivo. LR Remtirer (ERE R
i Tipo: Carpeta comprimida (en zip), 15,6 ME

De: www.lorenz.cc

[ abi | [ Guada | [ Cancelar

Aunque los archivas procedentes de Intemet pueden ser dtiles,
algunas archives pueden llegar a dafiar = squips. Si ne confia en
ol arigen. no abra ni guarde este archive,

Si desea obtener ayoua, puniga;

W/'I McAfee’ | web Gateway 7

Descarga finaliz

McAfee Web Gateway ha finalizado lutions/eValidator/index.cfm?

getFile=Yes

Haga clic aqui para acceder al arch LOREMZevalidatorBasic.zi

Guardar come

Guardar en: | [ Esciitorio ~ Q s [~
Tiempo estimada;
Descargar en: Y LAMis dacurmentos
Velocidad de transferenci I_;:) £ Mipc
|:| Cerrar el didlogo al cor Documentas “JMis siios de red
recientes (e Nueva carpeta (2)

[ acceso directo a Nugva carpeta (2)

P i ) Accesn direrto a Mis documentos

Escritorio

=
Mis documentos

MiPC

“ J Mombre: LORENZeY alidatorB asic. zif| N7 Guardar
L
Mis silos de redd | Tipe: Atchive WinFIAR ZIP v

Guardamos el archivo en el PC y lo descomprimimos:

B

Archivo C:hDocuments an.. ALOREMNZeV alidatorB asic. zip
extrayendo
FowerShell

[

Abrir
Euscar... Tiempo tranzscurrido
Explorar Tiempo restante

B Extraer ficheros. ..

B Extraer aqui Procesado

B Extraer en LOREMZevalidatorBasic', [

Extraer todo. .. Segundo plano

CZ]Enviar usando CukeFTP Pra

+Edit with Motepad++ Cancelar
Abrir con

Enviar a

Zortar
Copiar

Crear acceso direcko
Elirninar
Cambiar nombre

Propiedades




Tendremos tres carpetas, tras descomprimir el archivo. Localizamos en una de ellas
” Setup LORENZ eValidator” el ejecutable “eValidator.exe”

Marbre Tamario
) CommonAppData
]eVExtensions
‘evalidator.exe | | 1.017 KB
| % evalidatorBatchService, dil 35 KB
_meVaIidatorBatchServiceHost.exe 374 KB
5 evalidatorBatchServiceHost. exe. config 1KB
= | evalidatorConsole, exe 55 KB
| %] evalidatorcontainer.di 119KE
| %] evalidatorConkracts. di 28 KB
e'alidatorEditor, exe 496 KB
| %] evalidatorGlobals.di 105 KB
T evalidator Guide. pdf 4,313 KB
,ﬂ evalidator JobStorage.dil 36 KB
,ﬂc: eValidator JobStarageSioL. DLL 35 KB
y evalidator JobStorageSsCE.DLL 40 KB
EeVPosh.exe 11 KB
; evPoshCansole.exe 33KE

Iremos aceptando las diferentes pantallas que vayan apareciendo (Siguiente/Next) hasta finalizar

2. USO DEL VALIDADOR

La primera vez que lo ejecutemos, nos pedira indicar el perfil a utilizar. En esta versién gratuita sera
necesario reinstalar el programa para modificar el perfil seleccionado.

oV LORENZ eValidator S[=ES

E .4 Home Options Help

Select
Application ...
¢ <
Active Profile:
=
g
Report Folder: C:\Users\, \Desktop L3
Application: | M:\Env_Telematicos\Cartas\ ‘ §
a
n
Result | rumber | Title | Severity Enzbled Detale | |
=
@CB Youmust choose a profile before you can start using the
| | software.

= Mote that for the free basic license this profile cannot be changed
afterwards without reinstaling the software!

Aceptar

5.2.1.01 | Basic License | LORENZ Basic Version [ free




En nuestro caso seleccionaremos el perfil EU con las UGltimas reglas de validacion aprobadas

& LORENZ eValidator

Home Options Help

“© bl = 0D

Select Start Stop Show Open Report Reset
Application ... Validation Validation Validation Repart Folder Results View
Active Profile:
Report Folder:  C:\Users\ "\Desktop
Application: | M:\Env_Telematicos\Cartas\
Resutt | Mumber | Title [ Severity | ~Enabie|— petsis |
x|

software.
Mote that for the free basic license this profile cannot be changed
afterwards without reinstalling the software!

@ ‘You must choose a profile before you can start using the

Acepmrl

—

5.2.1.01 | Basic License | LORENZ Basic Version [ free

En funcién del formato de la secuencia a validar, seleccionaremos entre las opciones

U EU eCTD 2.0 - Validation Criteria 5.0

R EU Nees - Validation Criteria 4.0

En el caso de eCTD :

LORENZ eValidator

Home Options Help

w bl & U @

Select Start Stop Show Open Report Reset
Application ... Validation "zlidation Validation Repart Falder Results View

Active Profile:  EU eCTD 2.0 - Validation Criteria 5.0
| ¥ Application Identification —

Report Folder:  C:\Use Deskt:
= % F EU Categories eport Folder \Users\ - \ op
] ¥ 11CHDTD Application: M:\Env_Telematicos\Cartas
%] 7 2 ICH stylesheet Resut | tumber | Title [ Severity | “Enables | petais |
| F 2eumMDTD bil Application Identification (Backbones) Pass/Fail =

| ¥ 4 EU M1 leaf MOD fie

| ¥ 5 EU M1 envelope MOD file
| ¥ 6 EU M1 stylesheet

| ¥ 7 Index XML

| I¥ 8 Index MDS txt —
| ¥ 9 EU regional XML
*| ¥ 10 Submission Structure

%] ¥ 11 Leaf attributes

L E

‘U EU eCTD 2.0 - Validation Criteria 5.0 ‘

“ EU eCTD 2.0 - Validation Criteria 5.0, EXTENDED

H EU NeeS - validation Criteria 4.0

“ EL Mee5 - Validation Criteria 4.0, EXTENDED

5.2,1.01 | Basic License | LORENZ Basic Version / free



En el caso de formato Nees :

oV LORENZ eValidator

T

Home Options Help
Select Start )
Application ... Validation

Active Profile:
= | [¥ EU Categories

EU NeeS - Validation Criteria 4.0

| 7 1 Tables of Contents Report Folder:  C:\Users\ \Desktop
| ¥ 2 Files/folders Application: M:\Env_Telematicos\Cartas
| ¥ 3 PDF Files “Resdt | Number Title | Severity | Enabled |~ Detais | |
11 The main CTD TOC file is present IPassfFaiI 'l =
1.2 The main CTD TOC file is named correctly IPBSSJ"FEH 'l =
1.3 The main CTD TOC file is placed in the correct fol. W =
1.4 If Module TOC files are present, each and every.. lm =
1.5 The expected hyperlinks are present and functio.. W =
1.6 The expected hyperlinks are present and functio.. W =
1.7 Al documents in the submission are referenced u... W =
1.8 The path in hyperlinks and bookrarks from ToC f... IPHSSJ"FaiI 'l =
@ EU eCTD 2.0 - Validation Criteria 5.0
a EU eCTD 2.0 - Validation Criteria 5.0, EXTENDED
|U EU Nees - Validation Criteria 4.0
a EU MeeS - Validation Criteria 4.0, EXTENDED

5.2.1.01 | Basic License | LORENZ Basic Version [ free

Select
Application ...

Seleccionamos la ubicacion de la secuencia a validar desde “Select Application”

NZ eValidator

Home Options Help
Select Start 5
Application ... Validation

Active Profile:
= | F EU Categories

| 7 1 Tables of Contents Report Folder:

EU NeeS - Validation Criteria 4.0

C:\Users\dhernandez_externo\Desktop\V-68267\

5.2.1.01 | Basic License | LORENZ Basic Versian / free

Seleccionar carpeta I

Cancelar |

T 1

| ¥ 2 Files/folders Application: M:\Env_Telematicos\Cartas\V-68267\
| [¥ 3 PDF Fies Cmesdt | number | Title | verity | Erbled | petsis | |
L4 The main o Ta s S = oo ems Trmecicot =1 =
lease select ap tion folder (sequence folder) 1[
1.2 The rrain . 008 -
13 The man Organizar v  Nueva carpeta
1.4 If Module .
I Favoritos
1.5 The expe
16 The expe 74 Bibliotecas | 0008-validationreport
N E
1.7 Aldocur 15 B
& os(cy)
1.8 The path —a HP_RECOVERY (D:)
8 MAJ (WWCAM-MED-NAS) (I:)
E . . I ¥ Centralizados$ (\\cam-med-edos) (K:) —
u El eCTD 2.0 - Validation Criteria 5.0 9 ECTDS (Yicam-med-cdos) (L)
&l £ eCTD 2.0 - valdation Criteria 5.0, EXTENDED =2 NEESS (Veam-med-edos) (M:)
5 ECS (\ycam-med-edos) (O:)
|U EU Mees5 - Validation Criteria 4.0 | S Veentralizados$ (V\cam-med-edos) (Q:) _I ‘ | _’I
a EU MeeS - Validation Criteria 4.0, EXTENDED Carpeta: | 0008




»

Skark
Yalidation

> Iniciamos la validacion desde “Start Validation"

oV LORENZ eValidator

Home Options Help

“w B

Select Start
Application ... Validation

{t

= ] ¥ EU Categories

| ¥ 1 Tables of Contents
| ¥ 2 Files/folders

| [ 3 PDF Files

Active Profile:  EU NeeS - Validation Criteria 4.0

Report Folder:  C:\Users\, \Desktop\0008\0008

Application: | C:\Users\ \Desktop\0008\0008

“Resuit-|— Number—— | Title | verity | “Enabled | Detais |
1.1 The rmain CTD TOC file is present IPBSSJ'FBW 'I =
1.2 The main CTD TOC file is named correctly IPaa;;‘Fa\I 'I =
1.3 The main CTD TOC file is placed in the correct fol.. IW F
1.4 If Module TOC files are present, each and every IW =
1.5 The expected hyperlinks are present and functio.. IPassta\I 'I =
1.6 The expected hyperlinks are present and functio.. lm =
1.7 All documents in the submission are referenced u... lm =
1.8 The path in hyperlinks and bookmmarks from ToC .. IPHRSJ'FHW 'I =

u EU eCTD 2.0 - Validation Criteria 5.0

“ EU eCTD 2.0 - Validation Criteria 5.0, EXTENDED

|H EU NeeS - Validation Criteria 4.0

“ EU Nees - Validation Criteria 4.0, EXTENDED

5.2,1.01 | Basic License | LORENZ Basic Version / free

Comenzara entonces la validacion, mostrandose barra de progreso en la parte inferior

Stop
Validation Va

= | ¥ EU Categories
@ = 1 Tables of Contents
. ¥ 2 Files/folders
| ¥ 3 PDF Files

Active Profile:  EU NeeS - Validation Criteria 4.0

Report Folder:  C:\Users\dhernandez_externo\EDOSSIER\ 00080008

Application: | C:\Users\dhernandez externo\Desktop\0008\0008
“Result | tumber | Title | severtty | “Enatied | petas |
. 11 The main CTD TOC file is present IPESS}’FaiI 'l il
. 1.2 The rmain CTD TOC file is named carrectly IPESSJ"FE“ 'I I3
. 1.3 The main CTD TOC file is placed in the correct fol.. lm =
. 1.4 If Module TOC files are present, each and every... W =
. 1.5 The expected hyperlinks are present and functio... lm =
. 1.6 The expected hyperlinks are present and functio... m =
. 1.7 All documents in the submission are referenced u_. W =
. 1.8 The path in hyperlinks and bookmarks from ToC f.. IPESSJ"FE“ 'l =

u EU eCTD 2.0 - Validation Criteria 5.0

ﬂ EU eCTD 2.0 - Validation Criteria 5.0, EXTENDED

[EU Categories] [3 PDF Files]
[27/01/2014 11:21:58] [3.BP7][The bookmarks pane should be visible if bookmarks are induded within a FDF document]

|U EU Nees - Validation Criteria 4.0

| ———————

“ EL Nee5 - Validation Criteria 4.0, EXTENDED

5.2.1.01 | Basic License | LORENZ Basic Version [ free

—




<

Show
Yalidation Repork

» Una vez finalizado, accederemos al informe de validaciéon mediante “Show Validation Report”

eValidator

Home Options Help

Select Start Show

Application ... Validation | V2

A
[¥ @ Rules passed ok (33) u
¥ Disabled/Skipped rules (0)

¥ Information level findings (2)
¥ BestPractice level findings (18)

Validation Report Folder

oipBd | = @ @

Open Report Reset
Results View

Active Profile:  EU NeeS - Validation Criteria 4.0

Report Folder:  C:\Users\dhernandez_externo\EDOSSIER\ 00080008

Application: | C:\Users\dhernandez_externo\Desktop\0008\0008

¥ @ PassjFail level findings (0)

= [¥ EU Categories
@ ©= 1 Tables of Contents
. ¥ 2 Files/folders
¥ 3 PDF Files

U EU eCTD 2.0 - Validation Criteria 5.0

w EU eCTD 2.0 - Validation Criteria 5.0, EXTENDED

‘H EU NeeS - Validation Criteria 4.0

ﬁ EU MeeS - Validation Criteria 4.0, EXTENDED

5.2.1.01 | Basic License | LORENZ Basic Version | free

“Resdt | Number | Title | Severity | Enabled | |
. 1.1 The main CTD TOC file is present Pass/Fail = =
. 1.2 The main CTD TOC file 5 named correctly Pass/Fail * =
. 1.3 The main CTD TOC file is placed in the correct fol... W =
. 1.4 If Module TOC files are present, each and every... W =
. 1.5 The expected hyperlinks are present and functio... lm =
. 1.6 The expected hyperlinks are present and functio lm =
. 1.7 All documents in the submission are referenced u... IWFE!“;I =
. 1.8 The path in hyperlinks and bookmarks from ToCf... Pass/Fail_* =

Se abrird una ventana en el navegador con el informe donde se muestran los errores encontrados

cuyaimportanciaira en funcion del cédigo de color siendo el rojo motivo de rechazo,

practicas y azul informacion a destacar.

LORENZ 4
eValidator

Application nams
Full path of application

Sequence

Preceding sequences found in application path
Other sequences referenced

Mizsing referenced sequences

Profile

Profile Path

Profile status

User name

License information

Dateitime of validation (UTC)

Dateitime of validation {local time)

Runtime (hh:mm:ss)

Total files

Total folders

Total size (MB)

Total PDF documents.

Total PDF pages

LORENZ eValidator - Application Validation Report

NeeS

nia

nia

nia

EU MeeS - Validation Criteriz 4.0

C:\ProgramDats\LORENZ Life Sciences\eValidator\Profiles\Profile_EU_Ne=5_Vald-0.xxml

Profile is protected (signed). - w1.1

dhemandez_sxtemo

LORENZ Basic Version / free

270142014 10:21:57

27012014 11:21:57

00:00:02

15

15

4,75

15

174




EU Categories

1.2

13

14

1.5

16

1.7

1.8

The main CTD TOC fie is present

The main CTD TOG file is named correctly

‘The main CTD TOC fike is plaoad in the comect fokder

11 Module TOG files are present. ach and every module folder (jmi. /m2. etc) contains the comectly named Wodule TOG file

The expected hyperiinks are present and functioning in the main CTD TOG file

The expected hyperiinks are present and functioning in the Module TOC fies, if present.

The path in hyperlinks and bookmarks from ToC files should never contain the four digit NeeS fokder.

The files provided in the folders for Module 1 are in cceptable formats.

The files provided in the fokders for Module 2.5 are in acoeptable formats.

All dosuments in the submission are referenced using a hyperiink in a TOT, either the main td-toc pdf or in a module-specific TOG. s appropriate




