EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

10 December 2025
EMA/389113/2025
Information Management

DRAFT User manual for the eXtended EudraVigilance
Medicinal Product Dictionary (XEVMPD) user interface
(XEVMPDweb)

For marketing authorisation holder and sponsor organisation users

Version 1

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged.



Table of Content

1. INTRODUCTION . .cccciiiimctmrraaes s smassssssnasssssssassasssssasanssssssassssssssanssssssannnnnnss 4
1.1. About this User ManUal .....ccciiiiiiiii i s e rare e s s e s n e rr e a e e aneannens 4
1.2, About EUAraVigilanCe .....c.cviiiiiii i s e 5
1.2.1. EudraVigilance System OVEIVIEW ......ouiiiieii it aae e nnenes 6
1.2.2. EudraVigilance ESTRI ateWay ....ccviieiiiiiiiiiiiii i rans s s s sanssanssnssnesanens 6
3G R AN o Yo LU LY 1 1 PP 7
1.3.1. Data submission in the XEVMPD .....c.ciiiiiiiii i s i e it ee e 10
1.3.2. XEVMPD terminOlOgI€S .. ..uueieiiiiie ittt ettt et e et et n e e e e e 12
1.3.3. Data collected in the XEVMPD......ciiiiiiii i i iee it e aaesanssnessnnsaneeaneeness 13
1.3.4. Data ownership in XEVMPD ... e et e e e e e e e e 19
1.3.5. Data validation in XEVMPD .....iiiiiiiiiiiie et sanesaessessnesansenn s snssnnsaneannsannss 20
1.3.6. Product status fields ...ccviiiiiii i i e 23
1.3.7. Data maintenance in XEVMPD .....oiiiiiiiiiiiii i e e e ee e as 25
B T O B - | = = T o <] P 27
1.3.9. Controlled vocabularies and terminologies......coii i e 29
B T U Y=t ol 1o =] o = Lol PP 30
1.4.1. Access to XEVMPDweb and multi-factor authentication (MFA) ... 30
1.5. eXtended EudraVigilance Medicinal Product Report Message (XEVPRM) .................... 31
2. Access to the XEVMPD user interface (XEVMPDWweD) .....cccvvemmmmnnnssnnnsnnss 34
3. XEVMPDweb structure and functionalities overview.........ccvccvvemnnernnnnnnns 38
3.1, XEVMPDWED SErUCTUIE . ettt et e et e e e e aneeeanes 38
3.2. Default and dynamic BULEONS .....ciiriiii i e 42
3.3. Tree-view and aCliVe ar@as . .cviiuiiiiii i i e 42
3.3.1. The trE@-VIEW @I .iiuviireiiiine ittt iieeaeeste s ate e aeese e anesaneaanssneansannsaneaanernneannans 43
G IC T B g <= Yot w AV = | o =T TR 49
R B O o =T ol |13 o PR 54
3.4.1. Adding and removing items during data entry or maintenance process.................. 57
3.4.2. Adding and removing items retrieved as a result of a search.............c.cocviiiiiin 64
G T T U Tt o o = | 1 o =P 68
G T8> T A o o oY= =P 68
3.5.2. Copy and paste funCLioNality ....cooiuiiiiii i 69
3.5, 3, DUP AT . e e 70
o S o q o Lo I PP 73
= T A o - T [ PP 73
G 0= T T 1 oY 1 /PP 73
G T T R @ T 1= = o [0 =P 73
o U= 1 =T PP 75
G T8 T 2= o o e f <IN 10 0] oo o v 75
G 0 T 1 0 2 o 0T 1Y 75
T T A A 2 | o TR 77
0 T 1 011 77
T T G N o ] o T TR 77

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 1/205



I T 1 W o O (o 0 =5 ol 77

3.5.15. Select/De-SEIECE @ll . ittt it e 77
0= T L TR Y =1 o T PP 78
3.5.17. Sort conditions alphabetically ......cviiriiiii e 78
T T S TR = o 1= o= PP 78
3.6. Data entry input flelds ..o 79
3.6. 1. Free-teXt flelds. .oiiiiii i e 79
G I T T Y (= & w5 T 111 £ 80
3.6.3. LOOK-UP fields/tables. ... 83
3.6.4. Remote database [00k-up tables...... ..o 84
3.6.5. Local database 100k-up tables .....c.uiiiiiiii 87
3.7. 5S€arch Methods. ..o e e 90
T I Y [0 0o (= Ta [ U= oV 90
G I Ve AV [ Lol =T e [ U= o O 95
GG T g o1 0 (=T T = = Ta [ 1= oV 108
4. '"WEB Trader' section ......cccvirvmrimmiemmsnsssnsssnssassssssssssanssanssnsssnnssnssnnssnnss 110
L U 1 oY o ) P P 110
4.1.1. Search within the 'InboX' SECLION ....iiiiiii i e 114
L © 18 | o Lo ) P 119
4.2.1. Search within the 'OutboX' SECLION ti..viiriii i i e 125
C2 NG T g 0] oo =To I\ 1T T 1= 126
L4 3G T I 2= o ¢ o 1 o =0 1 0 ] T o o P 127
L2 T o Tor= | I o 0 oo o v 129
5. 'Create and Send Product Reports' section .....ccccviervmrimmsesnsnssnnssanssanss 134
5.1. Creation of an XEVPRM with operation type 'Insert' ......ccooiiiiiiiiiiiiiiiii e 134
5.1.1. Insert of an AMP or DMP using operation type 'Insert' ..., 135
5.1.2. Insert of an AMP or DMP using operation type 'Reinsert'........c.ccoieiiiiiiiiiiiiiiennne, 136
5.1.3. Insert of an MAH or sponsor OrganiSation..........o.vuiieiieiieii i ee e 137
5.1.4. Insert of a development ATC Code ....uiiiiiiiiiii i i as 139
5.1.5. Insert of a development pharmaceutical form ....... ..o 140
5.1.6. Insert of a development route of administration.........c.ccooiiiiiiiiiiiiiiic i 142
5.1.7. Insert of a product related attachment ... 143
5.1.8. Insert of @ Master File LOCation .....c.viiiiiiiii i n e r e enneens 149
5.2. Creation of an XEVPRM with operation type 'Update (2)' ....oviiiiiiiiiiie 151
5.3. Creation of an XEVPRM with operation type 'Nullification (4)" .......ccoiiiiiiiiiiiiiiinn, 154
5.4. Creation of an XEVPRM with Operation Type 'Invalidate MA (6)" .....c.cviviiiiiiiiiennnns. 157
5.5. Validation of @an XEVPRM ...ttt et e e e e e eens 162
5.6. Saving of an XEVPRM before submisSion.......ccoovvriiiiiiiiiiii e e e e 167
5.7. Sending Of @n XEV P RM ... ittt e 169
5.7.1. Sending an XEVPRM via the 'Send' functionality .........cooviiiiiiiiiii e 169
5.7.2. Sending an XEVPRM via the 'Post' functionality .........c.oooiiiiiii 170
6. 'Medicinal Products' section .......ccveriumriemmsemmsnsssnssnnssanssanssnsssnssnnssnnsnnnss 172
6.1, BrOWSING dala ..ueiiiiiiiiii it 172
6.2, Searching for data....coiiiiiiii i e 175
6.2.1. Search for medicinal product data via a simple qUery .......c.ccviiiiiiiiiiiiiiiieens 175

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 2/205



6.2.2. Search for medicinal product data via advanced queries...........ccoevviiiiiiii i, 175

6.3, EXPOrt Of data...ciieiiiiii i e 177
6.3.1. Exporting an overview of all owned AMP entities .......ccoooiiiiiiiiiiiiii i 180
6.3.2. Exporting an overview of all owned DMP entities ........ccoiiiiiiiiiiiii s 182
7. 'MedDRA' seCtion...c.ccuiiiiiri i i s s s r s 183
7.1, BroWSING data .ooviiiiiii i e 183
7.2. Searching for MEdDRA LeIMS ... uiii e e e e e e aaens 184
7.2.1. Search for MedDRA terms via Simple QUEIY ....oivviriiiiiiiei e e e 184
7.2.2. Search for MedDRA terms via advanced QUENIES.......oiuiieiiiiiii i ee s 185
7.3, EXPOrt Of MEAD RA LIS 1 ittt i i i e e e e it et e et e e e e ree e ans 185
8. 'Post’ seCtion ....cciiiiiiiiiiiiri s 190
9. EMA Contact pointS.....icciimimmimmamismssmsesssnssasssasssnssanssasssssssnsssnssnnsnnnss 194
10. List of Abbreviations and ACroNnyYmS ......ccceuremriesmsnsmsnssnnssnsssasssnssansnans 199

Annex I: Overview of main differences between the current and new UI 201

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 3/205



1. INTRODUCTION

1.1. About this User Manual

This user manual is part of the official documentation prepared by the European Medicines Agency
(EMA) to support marketing authorisation holders (MAHs) and sponsors of clinical trials using the
eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD) also known as 'Article 57 database'.

This user manual provides information about the User Interface (UI) of the XEVMPD that is foreseen
to be made available by the EMA to users from MAH and sponsor organisations in the first
quarter of 2026.

This manual is based on the information available in the published eXtended EudraVigilance Medicinal
Product Dictionary (XEVMPD) Data-Entry Tool (EVWEB) user manual, which is related to the current
user interface in use (EVWEB - Art 57 / XEVMPD).

The purpose of publishing this user manual in its draft version is to allow external users, who use the
current XEVMPD UI (EVWEB - Art 57 / XEVMPD) available in the EudraVigilance restricted area, to
preview how the new UI will appear, its functionalities, and changes between the current and new Ul

described in Annex I of this manual.

For marketing authorisation holders, the documents to be read in conjunction with this user
manual include:

e Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance;

e Legal Notice on the Implementation of Article 57(2) of Regulation (EC) No. 726/2004;

e Electronic submission of Article 57(2) data: Questions & Answers (Q&As) document.

Further information related to the electronic submission of authorised medicines can be found on the
Reporting requirements for marketing-authorisation holders webpage.

For sponsors of clinical trials, the documents to be read in conjunction with this user manual
include:

e Guidance on the electronic submission of information on investigational medicinal products for
human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD);

e Electronic submission of investigational medicinal product (IMP) data to the eXtended
EudraVigilance Medicinal Product Dictionary (XEVMPD): Frequently asked questions & answers

(FAQs).

Further information related to the electronic submission of un-authorised medicines can be found on
the Data submission on investigational medicines: guidance for clinical trial sponsors webpage.

Medicinal product examples used in this manual to describe the functionalities and rules of the system
are intended for demonstration purposes only.

The screenshots included in this user manual were taken from the XEVMPDweb UAT and XCOMP
environment accessed via Google Chrome browser.
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https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/clinical-trials-human-medicines/data-submission-investigational-medicines-guidance-clinical-trial-sponsors

1.2. About EudraVigilance

EudraVigilance is the European Union pharmacovigilance database and data-processing network (the
'EudraVigilance database').

It supports the:

e secure exchange, processing and evaluation of Individual case safety reports (ICSRs) related to
medicinal products authorised or studied in clinical trials in the European Economic Area (EEA);

e signal detection, evaluation and management;

e proactive release of information on adverse reactions in compliance with personal data protection
legislation in the European Union (EU);

e electronic submission of information of medicinal products authorised in the EU/EEA;

e provision of information on IMPs by the sponsor before completing a clinical trials application in the
EU.

The main components are:

e EudraVigilance (EV) gateway: a data-processing solution for the secure electronic exchange of
adverse reaction data;

e EudraVigilance Post-Authorisation Module (EVPM): dedicated to the collection of ICSRs
related to all medicinal products authorised in the EEA in line with Regulation (EC) No 726/2004
and Directive 2001/83/EC;

e EudraVigilance Clinical Trial Module (EVCTM): dedicated to the collection of ICSRs of
Suspected Unexpected Serious Adverse Reactions (SUSARS) in accordance with Directive
2001/20/EC and Regulation (EU) No 536/2014;

e eXtended EudraVigilance Medicinal Product Dictionary (XEVMPD): a reference source for
the coding of substances and medicinal products authorised in the EU/EEA and un-authorised
medicinal products used in clinical trials in the EU/EEA.

¢ EudraVigilance Data Analysis System (EVDAS): supporting the EU pharmacovigilance safety
monitoring activities with the main focus on signal detection and evaluation of ICSRs;

e Adrreports.eu portal: allowing to search and view data on suspected adverse reactions for
authorised medicinal products in the EEA and provides general information to aid the
understanding of the reports.
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1.2.1. EudraVigilance system overview
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1.2.2. EudraVigilance ESTRI gateway

The EudraVigilance gateway is a data-processing network which follows the formats and standards of
the International Council on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use.

The purpose of the EudraVigilance gateway is to operate a single common gateway for receiving
regulatory submissions in a fully automated and secure way.

The EudraVigilance gateway allows MAHs, applicants and sponsors of clinical trials to report to a
common reporting point within the EEA from where the transactions are re-routed to the addressed
competent authorities, the EMA and the WHO.

The EudraVigilance gateway supports two transmission modes:

e the gateway transmission mode;
e the Web Trader transmission mode.

The gateway transmission mode refers to an organization that has a fully ICH E2B(M) compliant
pharmacovigilance database available, which permits the generation, receipt and transmission of
ICSRs and via a local gateway solution that meets the ICH M2 standards, and that has been
successfully tested and connected with the EudraVigilance gateway.

The Web Trader transmission mode is an integrated component of the EudraVigilance gateway
designed to facilitate electronic submissions by small and medium size enterprises (SMEs) or regional
Pharmacovigilance centres in a secure way.
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The Web Trader transmission mode is applicable to organisations that do not have a local gateway
solution that allows connecting to the EudraVigilance gateway.

Only registered organisations are permitted to exchange safety, product, and acknowledgement
messages by means of the EudraVigilance gateway. Please see the EudraVigilance registration
webpages for information on how to register your organisation with EudraVigilance for medicinal
product reporting.

1.3. About XEVMPD

XEVMPD, also known as the 'Article 57 database' is a centralised source of information on authorised
and un-authorised medicines.

e Authorised medicinal product data is submitted and maintained in the XEVMPD by marketing
authorisation holders, as per Article 57(2) of Regulation 726/2004.

e Un-authorised (referred to in the XEVMPD as 'development') medicinal product data is submitted
and maintained in the XEVMPD by sponsors, as per Article 81(3) of Regulation (EU) No 536/2014.

e Substance records and source records are submitted and maintained in the XEVMPD by EMA's
Substance Management Service (SMS) data stewards on requests from MAHSs, sponsors, national
competent authorities (NCAs) etc.

¢ MAH and sponsor organisation records are submitted and maintained in the XEVMPD by MAHs and
sponsors.

e Referential terms (pharmaceutical forms, routes of administration and ATC codes) are submitted
and maintained in the XEVMPD by:

- EMA's Referentials Management Service (RMS) data stewards (standard and proposed terms)
on request from MAHSs, sponsors, NCAs etc. and

- MAHSs and sponsors (development terms).

¢ MedDRA terms are maintained by the Maintenance and Support Services Organization (MSSO) and
uploaded in the XEVMPD by the EMA.

e Master File Location (MFL) records are submitted and maintained in the XEVMPD by MAHSs.

e Attachments are submitted in the XEVMPD by MAHs and sponsors.

Authorised medicinal product data from the XEVMPD is used by the Application Programming Interface
(API) of the Product Management Service (PMS) and from there it is further consumed by other EMA
systems.

Development medicinal product data from the XEVMPD is consumed by the Clinical Trials Information
System (CTIS).

The below picture shows brief overview of where XEVMPD data is used:
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XEVMPD data is therefore used to support:

e the recoding of Individual Case Safety Reports (ICSRs) and Suspected Unexpected Serious Adverse
Reactions (SUSARSs) in EudraVigilance;

e the registration of clinical trials in CTIS;
e the generation of fees and charges payable to EMA (PharmacoVigilance fees, PSUR fees etc.);
e PharmacoVigilance inspections;

e monitoring of medicines to prevent and manage medicines shortages and availability issues; etc.

The XEVMPD consists of three different databases:
e product report database (product report);
e scientific product database (scientific product); and

e product index database (product index).

XEVMPD

DATA
COLLECTION

DATA
ANALYSIS
RODU ~ REPORT
INDEX POSSIBILITIES
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The product report database is designed to support data collection and contains a key set of
information about authorised and development medicinal products, for which the information is
provided by MAHs and sponsors of clinical trials.

The scientific product database is designed to support data analysis and implements a hierarchy
allowing a classification of all medicinal products available in the XEVMPD on the basis of the active
ingredient, the concentration and the pharmaceutical form. It allows grouping of medicinal products
solely based on their composition, regardless of their different trade names, or their MAHs or sponsors.

The hierarchy within the scientific product consists of the following levels:

e abstract composition: each abstract composition represents the set of pharmaceutical products
containing the same active ingredient(s);

e abstract strength: each abstract strength represents the set of pharmaceutical products containing
the same active ingredient(s) in the same strength(s);

e abstract formulation: each abstract formulation represents the set of pharmaceutical products
containing the same active ingredient(s) and the same pharmaceutical dose form;

e abstract pharmaceutical product: each abstract pharmaceutical product represents the set of
pharmaceutical products with the same active ingredient(s) in the same strength(s) and the same
pharmaceutical dose form.

The product index database and the scientific product database are two data structures maintained by
entering or updating medicinal product information in the XEVMPD through data from the product
report database.

The product reports database collects information on authorised medicinal products and development
medicinal products.

The product index (PI) database is designed to provide various reporting possibilities on the same
medicinal product. It is very important to consider the possible vagueness of the reported medicinal
product information provided by the original reporting source, which is especially common in
spontaneous adverse reaction reporting. It is very important to standardise this information to allow
accurate data analysis by scientific experts.

The product index database provides a reference look-up list containing various reporting possibilities
generated from the full presentation name of a medicinal product (i.e. the medicinal product name as
it has been authorised). Each reporting possibility is generated from the data available in both, the
product report database and in the scientific product database.

The combination of the following fields (all part of the full medicinal product presentation name) of the
product report database provides the reporting possibilities in the product index database:

e 'Product Short Name';

e 'Product INN/Common Name';
e 'Product Company Name';

e 'Product Strength Name';

e 'Product Form Name'.

It is therefore very important that the authorised medicinal product name information provided in
the 'Full Presentation Name' field is correctly entered in the relevant fields (i.e. 'Product Short Name'
field, 'Product INN/Common Name' field, 'Product Company Name' field, 'Product Strength Name' field
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and 'Product Form Name' field). For related information please refer to Chapter 3.1I: Extended
EudraVigilance product report message (XEVPRM) user guidance, section 1.2.13. AMP - Presentation
Name element structure (AP.13).

The document 'European Medicines Agency splitting of the full presentation name of the medicinal
product best practice: procedure and principles to handle product name in the EudraVigilance Medicinal
Product Dictionary (XEVMPD)' also provides further information and additional examples.

The reporting possibilities are also generated using the development medicinal product and
development substance information collected in the product report DB for development medicinal
product data. It is therefore very important that the development medicinal product name and/or
code information is provided for the DMP correctly. For related information please refer to the
Guidance on the electronic submission of information on investigational medicinal products for human
use in the Extended EudraVigilance medicinal product dictionary (XEVMPD), section 1.6. Product
name, product code, product other name (DP.6).

The reporting possibilities in the product index database are also generated using the scientific
database. These reporting possibilities enable the system to maintain a valid list of substances, and
combination of substances, for the mapping process of equivalent 'generic products'.

1.3.1. Data submission in the XEVMPD

The XEVMPD contains medicinal product information provided by marketing authorisation holders
and sponsors of clinical trials.

Marketing authorisation holders, applicants, commercial or non-commercial sponsors may use Clinical
research organisations (CROs), IT vendors and third-party service providers to act on behalf of these
organisations by providing services related to EudraVigilance. These entities may be registered in
EudraVigilance by the MAH, applicant, commercial or hon-commercial sponsor as a third-party
service provider to act on behalf of the MAH applicant, commercial or non-commercial sponsor.
Further information can be found on the EudraVigilance: how to register webpage.

1.3.1.1. Marketing authorisation holders (MAHs)

As per Article 57(2) of Regulation (EC) No 726/2004 as amended by Regulation (EU) 1235/2010 and
Regulation (EU) 1027/2012, marketing authorisation holders are required to submit to the EMA
information on all medicinal products for which they hold a marketing authorisation in the European
Union, i.e. information on:

e nationally authorised medicinal products (NAPs);

e centrally authorised medicinal products (CAPs);

e mutually recognised medicinal products (MRPs);

e de-centrally authorised medicinal products (DCPs).

MAHSs are also required to submit to the EMA information on all medicinal products for which they hold
a marketing authorisation in the EEA countries outside the European Union since the
Pharmacovigilance legislation has been incorporated into the EEA agreement.

Full details on the legal provisions and requirements for marketing authorisation holders are available
in the Legal Notice on the Implementation of Article 57(2) of Regulation (EC) No. 726/2004.
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Medicinal product data must be submitted to XEVMPD via the eXtended EudraVigilance Medicinal
Product Report Message (XEVPRM). EMA first published the data format in July 2011 and the XML
schema definition (XSD) for the individual data elements in September 2011. This was followed by
updated requirements in March 2012, with fewer mandatory data fields to reduce the administrative
burden on marketing authorisation holders submitting medicinal product information in the context of
Art 57(2) of Regulation (EC) No 726/2004.

The XSD schema was amended and published on 31 January 2014, including additional information on
medicines required to fulfil new legal obligations. The new XSD schema is available in the EVWEB
production environment as of 16 June 2014 and in XCOMP (i.e., the EudraVigilance External
Compliance Testing Environment) from 17 June 2014.

From 16 June 2014, the required data elements for authorised medicinal product information
increased, and the following new required fields must be included in the data submission format:

e the details of the legal basis of the marketing authorisation;
e description of the medicinal product type;

¢ information on the authorised pharmaceutical form and, where applicable, before reconstitution
into the administered pharmaceutical form;

e description of the size of the organisation (i.e., the SME status information).

For detailed information please refer to the Reporting requirements for marketing-authorisation holders
webpage.

If the MAH organisation is a headquarter organisation, they may wish to send information on all
medicinal products for which they and their affiliate(s) hold the marketing authorisation. Alternatively,
the sending of the medicinal product information may be delegated to the individual affiliate(s), i.e. for
those medicinal products for which the affiliate holds the local marketing authorisation.

1.3.1.2. Sponsors

Directive 2001/20/EC, Article 2 (d), provides the following definition of an IMP: 'a pharmaceutical form
of an active substance or placebo being tested or used as a reference in a clinical trial, including
products already with a marketing authorisation but used or assembled (formulated or packaged) in a
way different from the authorised form, or when used for an unauthorised indication, or when used to
gain further information about the authorised form.'

Sponsors of clinical trials for human use are required to submit their investigational medicinal product
information (IMP) in the XEVMPD as per Article 81(3) of_ CT Regulation (EU) No 536/2014: "The EU
database shall support the recording and submission to the Medicinal Product Dictionary, contained in
the Eudravigilance database, of all the data on medicinal products without a marketing authorisation in
the Union and substances not authorised as part of a medicinal product in the Union, that are
necessary for the maintenance of that dictionary. To this effect and also with the purpose of enabling
the sponsor to cross-refer to prior applications, an EU medicinal product number shall be issued for
every medicinal product without a marketing authorisation and an EU active substances code shall be
issued for each new active substance not previously authorised as part of a medicinal product in the
Union. This shall be done before or during the application for authorisation of the first clinical trial with
that product or active substance submitted in accordance with this Regulation. Those numbers shall be
mentioned in all subsequent applications for clinical trials and for substantial modifications."
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Sponsor organisations and their affiliates/subordinates (e.g., clinical research departments) must be
registered with the EudraVigilance system. Registration is a prerequisite to enable the submission of
investigational medicinal product information to the XEVMPD.

Sponsors may delegate the sending of medicinal product information to clinical research organisations
(CROs) or IT vendors.

1.3.2. XEVMPD terminologies

The following terminologies and definitions apply for the XEVMPD:

approved substance: any substance as defined in Directive 2004/27/EC, which is an ingredient of
a medicinal product for which a marketing authorisation was granted.

authorised medicinal product (AMP): a medicinal product authorised either within or outside
the EEA.

development medicinal product (DMP): a medicinal product under investigation in a clinical
trial in the EEA which does not have a marketing authorisation in the EEA and to which special
confidentiality arrangements need to be applied.

development term: confidential term used in a clinical trial. These terms are entered and
maintained in the XEVMPD by sponsors. Development terms can only be referenced in
development medicinal products.

medicinal product (MP): any substance or combination of substances presented as having
properties for treating or preventing disease in human beings; or any substance or combination of
substances, which may be used in or administered to human beings either with the view to
restoring, correcting or modifying physiological functions by exerting a pharmacological,
immunological or metabolic action, or to making a medical diagnosis (Directive 2004/27/EC).

investigational medicinal product (IMP): a pharmaceutical form of an active substance or
placebo being tested or used as a reference in a clinical trial, including products already with a
marketing authorisation but used or assembled (formulated or packaged) in a way different from
the authorised form, or when used for an unauthorised indication, or when used to gain further
information about the authorised form (Directive 2001/20/EC).

proposed term: term for which there is an application to the maintenance organisation, but the
term is not yet approved or published. Until mid-January 2024, these terms are were entered and
maintained in the XEVMPD by sponsors and/or MAHs. From 18 January 2024, only the EMA can
insert and maintained proposed terms in the XEVMPD. Proposed terms can be used either in
development medicinal products or authorised medicinal products. MAHs/sponsors can request the
addition and/or amendment of a proposed term in the XEVMPD using the process described in the
relevant guidance document.

standard term: term published as a term of standard terminology by an official maintenance body
[e.g., European Directorate for the Quality of Medicines (EDQM)] used in the XEVMPD. This
information is entered and maintained in the XEVMPD by the European Medicines Agency (EMA). as
per EMA processes and/or requests from MAHs/sponsors. Standard terms can be used either in
development medicinal products or authorised medicinal products. MAHs/sponsors can request the
addition and/or amendment of a standard term in the XEVMPD using the process described in the
relevant guidance document.

term: pharmaceutical dose form, administration route, or an ATC Code.
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1.3.3. Data collected in the XEVMPD

The information collected in the XEVMPD concerns:

e authorised medicinal products (AMPs); and

e un-authorised (referred to in the XEVMPD as 'development') medicinal products (DMPs).

Many fields related to authorised or development medicinal products are coded in look-up tables in the

XEVMPD.

Some look-up tables are maintained by the EMA, whilst other look-up tables can be maintained directly
by the XEVMPD user (updatable look-up tables).

The look-up tables present in the XEVMPD are maintained as per the overview in the table below:

Look-up

Additional monitoring designation
Amount value type (i.e., concentration
type) list

Approved substance list
Attachment file type list
Attachment type list

Attachments list

Authorisation procedures
Authorisation status
Concentration unit list

Country code list

Development administration route list
Development ATC Code list
Development pharmaceutical form list
EEA Language list

Legal basis list

MAH organisation list

MedDRA level

MedDRA term

MedDRA version

Medical Device list

Medicinal product type

MFL list

Numerator/Denominator prefix list
Orphan drug designation

Proposed administration route list
Proposed ATC Code list

Proposed pharmaceutical form list
QPPV list

Reference source list

Role of the Ingredient list

SME status list

Sponsor organisation list

Maintained by

EMA
EMA

EMA
EMA
EMA
MAH/sponsor
EMA
EMA
EMA
EMA
MAH/sponsor
MAH/sponsor
MAH/sponsor
EMA
EMA
MAH/sponsor
EMA
EMA
EMA
EMA
EMA
MAH
EMA
EMA
EMA
EMA
EMA

MAH (via EV Registration process)

EMA
EMA
EMA
MAH/sponsor

Reference

UCUM

UCUM
ISO

ISO

MSSO
MSSO
MSSO
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Look-up Maintained by Reference

Standard administration route list EMA EDQM
Standard ATC Code list EMA WHO
Standard pharmaceutical form list EMA EDQM
Substance class list EMA ISO

Unit of measure list EMA UCUM
Unit or presentation list EMA UCUM

When a new entity is added (e.g., medicinal product, organisation, term) in the XEVMPD, a set of
data/information must be provided, depending on the type of entity.

For list of data fields collected for entities in the XEVMPD and the business rules based on which the
information needs to be provided for these fields and under which condition MAH/sponsor users should
refer to the relevant user guidance document. I.e.:

e MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance;

e Sponsors: Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

For technical specifications, please see Chapter 3.1: Extended EudraVigilance product report message
(XEVPRM) technical specifications.

1.3.3.1. Authorised medicinal product (AMP)

The information regarding an authorised medicinal product includes the below information
[the symbol ) means mandatory]:

e () Marketing authorisation holder (MAH) of the AMP

e (" Qualified Person responsible for Pharmacovigilance (QPPV)

e (") Master File Location

e () PhV enquiry e-mail and Phone number

. Sender Local Code

e () Info Date - the date of lifting of suspension (as applicable per the relevant business rules)
e () Authorisation Country Code

e (M Authorisation Procedure

e (" Authorisation Status

e (M Authorisation Number

e (M Authorisation/Renewal Date

e () MRP/DCP/EMEA Number (as applicable per the relevant business rules)
e () EU Number (as applicable per the relevant business rules)

e (M Legal basis

e () Orphan drug designation

e () Additional Monitoring

e (M Invalidated MA date (as applicable per the relevant business rules)
e () Product Name information

o Package description

o Comment

e () Pharmaceutical Dose Form(s)

e (" Route of Administration(s)

e Ingredients:
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- ™ Active Ingredient(s)

- ™ Strength of the Active Ingredient(s)
- ™ Excipient(s)
- Strength of the Excipient(s)
- ™ Adjuvant(s)
- ™ Strength of the Adjuvant(s)
o Old Drug Ingredient(s)
o Medical Devices

e () Product ATC Code(s)

e () Product Indication(s) (using MedDRA coding)

e () Previous EV Code(s) (as applicable per the relevant business rules)

e (M Product Attachment(s) including validity declaration (as applicable per the relevant business
rules)

e () Legal Basis

e (" Medicinal Product Type

e (") Authorised Pharmaceutical Form

For details on which information should be provided in the individual fields of an authorised medicinal
product (AMP) entity MAHs should refer to Chapter 3.11: Extended EudraVigilance product report
message (XEVPRM) user guidance.

1.3.3.2. Development medicinal product (DMP)

The information regarding a development medicinal product includes the below information
[the symbol ) means mandatory]:

o Sender Local Code
e () Sponsor of the DMP
e (™ Sponsor's Product Code or Product Name (as per applicable business rules)
o Product's Other Name, if applicable
o Comment
e (" Pharmaceutical Dose Form(s)
e (" Route of Administration(s)
e Ingredients:
- ™M Active Ingredient(s)
- ™ Strength of the Active Ingredient(s)
- Excipient(s)
- Strength of the Excipient(s)

- ™ Adjuvant(s)
- ™ Strength of the Adjuvant(s)
. Old Drug Ingredient(s)
. Medical Devices
o Product ATC Code(s)
o Product Indication(s) (using MedDRA coding)
o Product Attachment(s) including validity declaration (if applicable and as per relevant

business rules)

For details on which information should be provided in the individual fields of a development medicinal
product (DMP) entity sponsors should refer to the Guidance on the electronic submission of information
on investigational medicinal products for human use in the Extended EudraVigilance medicinal product
dictionary (XEVMPD) document.
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1.3.3.3. Approved substance (AS)

The information collected regarding an approved substance (AS) includes the below information
[the symbol ) means mandatory]:

e (") Substance Name in English

e () The Substance Class and the reference source for the Substance (e.g. INN, EU
Pharmacopoeia)

e () Source

. CAS! Number / CBD? / Molecular Formula

o Alias/ Translation(s)

o Substance International Code (including the Source)

o Substance Parent Code (including the Substance Type)
o Previous EV Code(s)

o Substance Attachment(s)

Substance information can be inserted and/or updated in the XEVMPD by the EMA only. The process on
how to request the insert/update of substance information in the XEVMPD is described in the relevant
guidance document:

MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

1.3.3.4. Source

The information collected regarding a source includes the below information [the symbol ) means
mandatory]:

e () Source Name

o Comment

Source information can be inserted and/or updated in the XEVMPD by the EMA only. The process on
how to request the insert/update of source information in the XEVMPD is described in the relevant
guidance document:

MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

1.3.3.5. MAH organisation

The information collected regarding a marketing authorisation holder organisation includes the below
information [the symbol (") means mandatory]:

e () MAH Name
e () SME status

o SME number (if applicable)
. MAH Sender ID

e () Address

e (™ City

1 CAS = Chemical Abstract Service
2 CBD = Chemical/Biological Description
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° State
e () Postcode
e () Country Code

o Telephone Number

° Telephone Extension

o Telephone Country Code
o Fax Number

° Fax Extension

o Fax Country Code

o E-mail Address

. Comment

For details on what information should be provided in the individual fields of MAH entity MAHs should
refer to Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance.

1.3.3.6. Sponsor organisation

The information collected regarding a sponsor organisation includes the below information
[the symbol ) means mandatory]:

e () Sponsor Name

o Sponsor Sender ID
e () Address

e (M City

o State

e () Postcode
e () Country Code

o Telephone Number

o Telephone Extension

o Telephone Country Code
o Fax Number

o Fax Extension

o Fax Country Code

o E-mail Address

° Comment

For details on which information should be provided in the individual fields of a sponsor organisation
entity sponsors should refer to the Guidance on the electronic submission of information on
investigational medicinal products for human use in the Extended EudraVigilance medicinal product
dictionary (XEVMPD) document.

1.3.3.7. ATC Code

The information collected for a standard/proposed/development ATC Code includes the below
information [the symbol (*) means mandatory]:

e () ATC Code

e () ATC Code Description
e () Version Date

o Comment

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 17/204


https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf

For details on what information should be provided in the individual fields and/or how to request the
addition/amendment of a proposed or standard ATC Code entity MAHs/sponsors should refer to the
below documents:

MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

Sponsors can insert a development ATC Code entity in the XEVMPD as per information in the above
referenced guidance.

1.3.3.8. Pharmaceutical form

The information collected regarding a standard/proposed/development/ pharmaceutical form includes
the below information [the symbol (" means mandatory]:

e (") Pharmaceutical dose form
e () Version Date

° Previous EVCODE

o Comment

For details on what information should be provided in the individual fields and/or how to request the
addition/amendment of a proposed or standard pharmaceutical form entity MAHs/sponsors should
refer to the below documents:

MAHs: Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

Sponsors can insert a development pharmaceutical form entity in the XEVMPD as per information in
the above referenced guidance.

1.3.3.9. Route of administration

The information collected regarding a standard/proposed/development route of administration includes
the below information [the symbol () means mandatory]:

e () Administration Route Name

e () Version Date

° Previous EVCODE

o Comment

For details on what information should be provided in the individual fields and/or how to request the
addition/amendment of a proposed or standard route of administration entity MAHs/sponsors should
refer to the below documents:

MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance.

Sponsors: Guidance on the electronic submission of information on investigational medicinal products
for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).
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Sponsors can insert a development route of administration entity in the XEVMPD as per information in
the above referenced guidance.

1.3.3.10. Printed product information (PPI

The information collected regarding the document provided as a printed product information (PPI)
includes the below information [the symbol (" means mandatory]:

e () File Type

e () Name

e (™ Type (PPI or PSI)
e () Language

. 2nd Language

e (M Version Number
e () Version Date

For details on what information should be provided in the individual fields of a Printed Product
Information (PPI) entity MAHs/sponsors should refer to the below documents:

e MAHSs: Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user guidance.

e Sponsors: Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary (XEVMPD).

The same rules are applicable to a printed substance information (PSI), the attachment type is
however to be specified as 'PSI' (2). PSI is not in use and should not be provide by
MAHs/sponsors.

1.3.3.11. Pharmacovigilance System Master File Location (PSMFL)

The information collected regarding the master file location includes the below information [the
symbol ) means mandatory]:

o Company

o Department
o Building

e () Street

e (M City

o State

e () Postcode
e () Country
e (' Comment (as per applicable business rules)

For details on what information should be provided in the individual fields of a PSMFL entity MAHs
should refer to Chapter 3.11: Extended EudraVigilance product report message (XEVPRM) user

guidance.

1.3.4. Data ownership in XEVMPD

Each entity (product, substance, organisation, referential term, MFL or attachment) successfully
inserted in the XEVMPD via an XEVPRM is owned in the XEVMPD by the headquarter (HQ)
organisation to which the sender of the entity belongs to in the EudraVigilance registration database.
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If the sender of the entity is an affiliate or virtual affiliate registered in EudraVigilance under a HQ
profile of an organisation, the entity is owned in the XEVMPD by the HQ organisation; organisations
registered in EV as affiliates or virtual affiliates never own any entities in the XEVMPD.

Entities submitted in the XEVMPD by EMA data stewards (such as all standard referential terms and
approved substances) are owned in the XEVMPD by the EMA.

1.3.5. Data validation in XEVMPD
1.3.5.1. Technical validation

When an XEVPRM is created and submitted (either from the user's internal tool, via the 'Post'
functionality or via the 'Send' functionality in XEVMPDweb), the system checks if the data within the
XEVPRM was entered in accordance with the technical and business rules in place.

The sender organisation will receive an XEVPRM acknowledgement (ACK) for every XEVPRM sent to the
XEVMPD; the receipt of the 15t and 2" ACK can be expected within minutes and max withing 48
hours since the submission XEVPRM was sent.

The XEVPRM ACK will confirm if:
e the medicinal product report was loaded into the database or not (1st level Acknowledgement);

e the action performed (insert of a new entity or an amendment of an existing entity) was performed
successfully (2" level Acknowledgement);

The 1%t and 2™ ACK are combined in one XML file regardless of the transmission mode of the
organisation (WEB Trader or Gateway):

e If the system validation reports no errors, the information is sent and loaded in the XEVMPD:

This XML file does not appear to have any style information associated with it. The document tree is shown below.

v<evprmack xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance"”
xsi:noNamespaceSchemalocation="http://eudravigilance.ema.eurocpa.eu/schema/ackxevmpd.xsd">
v<ichicsrmessageheader>
<messagetype>EVPRACK< /messagetype>
<messageformatversion>1.@</messageformatversion>
<messageformatrelease>1.@</messageformatrelease>
<messagenumb>EU-EC-M-60861988-ACK</messagenumb>
<messagesenderidentifier>EVHUMAN</messagesenderidentifier>
| <messagereceiveridentifier>3VBIO_U</messagereceiveridentifiers
<messagedateformat>204</messagedateformat>
<messagedate>20256925140927</messagedate>
</ichicsrmessageheader>
v <acknowledgment>
v <messageacknowledgment>
<evmessagenumb>EU-EC-M-6861908</evmessagenumb>
<originalmessagenumb>New AMP insert_Luna</originalmessagenumb>
<originalmessagesenderidentifier>3VBIO_U</originalmessagesenderidentifiers
<originalmessagereceiveridentifier>EVHUMAN</originalmessagereceiveridentifier>
<originalmessagedateformat>204</originalmessagedateformat>
<originalmessagedate>20250925120432</originalmessagedate>
<transmissionacknowledgmentcode>@1</transmissionacknowledgmentcode>
</messageacknowledgment>
v <reportacknowledgment>
<reportname>AUTHORISEDPRODUCT</reportname>
<localnumber>1</localnumber>
<ev code>PRD11169410</ev code>
<operationtype>1</operationtype>
<operationresult>2</operationresult>
<operationresultdesc>Entity inserted successfully Version 1 The product will be validated by the EMA
in due course. When validated you will receive a further acknowledgement with the message number:
"Product Validated PRD1116941@ Version [Version Number] / [Date and Time]". </operationresultdesc>
TreporEacknonledgnents
</acknowledgment>
</evprmack>
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o If the system validation reports errors, the information might be sent but not loaded in the
XEVMPD; the ACK will describe the error(s) present in the submitted XEVPRMs. For example:

This XML file does not appear to have any style information associated with it. The document tree 1s shown below.

v<evprmack xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance"”
xsi:noNamespaceSchemalocation="http://eudravigilance.ema.europa.eu/schema/ackxevmpd.xsd">
v<ichicsrmessageheader>
<messagetype>EVPRACK< /messagetype>
<messageformatversion>1.0</messageformatversion>
<messageformatrelease>1.8</messageformatrelease>
<messagenumb>EU-EC-M-6861954-ACK</messagenumb>
<messagesenderidentifier>EVHUMAN</messagesenderidentifier>
<messagereceiveridentifier>3VBIO_U</messagereceiveridentifier>
<messagedateformat>204</messagedateformat>
<messagedate>20251008183359¢</messagedate>
</ichicsrmessageheader>
v <acknowledgment>
v <messageacknowledgment>
<evmessagenumb>EU-EC-M-6061954</evmessagenumb>
<originalmessagenumb>28251008-InsertAMP1</originalmessagenumb>
<originalmessagesenderidentifier>3VBIO_U</originalmessagesenderidentifier>
<originalmessagereceiveridentifier>EVHUMAN</originalmessagereceiveridentifier>
<originalmessagedateformat>204</originalmessagedateformat>
<originalmessagedate>20825100818323@</originalmessagedate>
<transmissionacknowledgmentcode>@3</transmissionacknowledgmentcode>
</messageacknowledgment>
v <reportacknowledgment>
<reportname>ORGANISATION</reportname>
<localnumber>6</localnumber>
<ev_code/>
<operationtype>1</operationtype>
<operationresult>5@3</operationresult>
<operationresultdesc>Business rule 0.DUP.BR.1 violated: MAH data supplied matches an existing EV
Code within the xEVMPD. - Please use ORG46314 or correct the submitted data.</operationresultdesc>
</reportacknowledgment>
</acknowledgment>
</evprmack>

Detailed information related to an XEVPRM Acknowledgement can be found in Chapter 5: Extended
EudraVigilance product report acknowledgement message and Appendix 5 — Element
Acknowledgement Codes of Chapter 3.1: Extended EudraVigilance product report message
(XEVPRM) technical specifications.

The user/organisation should amend the XEVPRM to correct the reported errors and re-submit the
file.

1.3.5.2. Content validation

Authorised medicinal products

In July 2014, the EMA began the review of quality and integrity of authorised medicinal product
information submitted the XEVMPD. This quality and integrity review is referred to as 'validation'.

An overview of the principles of the validation are outlined in the published Data Quality Control
methodology document.

The EMA performs the validation of information referenced in the latest version of the received
authorised medicinal product data available in the XEVMPD. The information referenced in the XEVMPD
data fields is checked against the information stated in the referenced document [i.e. the summary of
product characteristics (SmPCs), Module 3 extract, copy of the marketing authorisation approval etc.]
and against the business rules described in Chapter 3.1I: XEVPRM User Guidance.

The result of the validation is communicated to the sender organisation version of the AMP that is
being validated via a 3™ level Acknowledgement.
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e If the there is no need for the EMA validation team to perform any amendments to the data, or to
contact the MAH to request amendments/clarification, the validated version is flagged as "Valid" in
the XEVMPD as submitted by the MAH:

— The 'Version Validity' field in the AMP in XEVMPDweb will reference 'Valid’;
— The 'Product Validity' field in the AMP in XEVMPDweb will reference 'Valid’;
— The 3rd ACK will reference the text: "Product validated successfully as submitted.”

e Where necessary, the EMA might perform an amendment of the product information as part of the
validation; the validated version is flagged as "Valid" in the XEVMPD.

— The 'Version Validity' field in the AMP in XEVMPDweb will reference 'Valid’;
— The 'Product Validity' field in the AMP in XEVMPDweb will reference 'Valid’;

— The 3rd ACK will reference the text: "Entity updated successfully” and "Product validated
following EMA edit of data. Please note that your product data was not deemed valid as
submitted and was edited as part of the validation process as follows...:" The list of changes
made within the AMP will also be provided in the 3rd ACK.

Not every version of an AMP is validated.

The EMA aims to validate newly submitted AMP records within 2 weeks since the initial
submission of the AMP information.

There is no defined timeline for the validation of updated product information; updated
product entries are validated as and when required to support a specific business process, or if the
updated product entry was validated more than 2 years ago.

No further validation is performed on product information referenced in nullified or
invalidated authorised medicinal product records and therefore, no validation related XEVPRM
ACK should be expected for such product records.

Further information related to AMP validation can be found in the document Quality control of
medicinal-product data submitted as per the legal requirement introduced by Article 57(2) of
Regulation (EC) No 726/2004.

For further information related to the different validation related fields, refer to section 1.3.6. Product
status fields of this manual.

Development medicinal products

The EMA does not perform dedicated validation of development product information in the XEVMPD;
DMP entities are automatically flagged as validated by the system (i.e., the 'Product Validity'
field in XEVMPDweb displays the text "Valid") upon their initial submission by the sponsor organisation.
This is to allow for the DMP to be available for the recoding of SUSARs.

Other XEVMPD entities

e Standard and proposed referential terms submitted in the XEVMPD by the EMA are automatically
flagged as validated in the XEVMPD.
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e Proposed terms, historically submitted in the XEVMPD by MAHs/sponsors, may be flagged as
validated in the XEVMPD, if referenced in validated product entries.

e Development terms, submitted in the XEVMPD by MAHs/sponsors, may be flagged as validated in
the XEVMPD, if referenced in validated product entries.

¢ MAH and sponsor organisations become validated by the system once referenced in an updated
version of a product entity that is flagged as validated.

e No validation is performed on MFL entities, although some may have been historically flagged as
validated if referenced in a validated AMP.

e No validation is performed on attachment entities.

1.3.6. Product status fields

Following a successful submission of a medicinal product entity in the XEVMPD, a version number is
assigned (i.e. if a new AMP/DMP is submitted via an operation type 'Insert’, the version number will be
1.

When maintenance related operation(s) are applied to this entity, subsequent version numbers will be
assigned (e.g., if an 'Update’ is performed following the 'Insert’, the version number will be '2' and any
other subsequent updates will be assigned version numbers '3', '4' etc.).

The following fields are available in XEVMPDweb to provide information on the history and status of the
product entity (i.e. an AMP and/or DMP):

Version

Version Status Version Validity Version Description
Product Validity Product Pending Product Nullified
Version Date Version By

New Version Date New Version By

Nullified

e Version

This field indicates the number of the displayed version and the total number of versions for this
product (e.g. 1/1).

e Version Status
This field indicates whether the displayed version of the product was:
— Accepted (i.e. it is a correct version of this product),

— Nullified (i.e. it is a nullification version; the last correct data is the previous version),
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— Rejected (i.e. the update by an MAH is an identical copy of the version created before the
validation by the EMA),

— Unassessed (i.e. the version was incorrectly processed; there were issues in the loading
process. This would be an exceptional situation).

¢ Version Validity
This field indicates whether the displayed version of the product:

—  Need MAH follow-up (i.e. this version of the product was assessed by EMA and MAH follow-up
is needed); the status is currently not used, MAHs are contacted directly when needed,

— Unassessed (i.e. this version of the product was not assessed by EMA),
- Valid (i.e. this version of the product was not assessed by EMA as valid).
¢ Version Description

A one-line description of the status of this product version is included in this field (e.g., 'Current valid
version') and it is a concatenation of the above-described terms.

This field indicates whether the product entity was flagged as:
—  Not Assessed (i.e., no version of this product was assessed by EMA),
- Valid (i.e., a version of this product was assessed as 'Valid' by EMA),

—  Need MAH follow-up (i.e., this version of the product was assessed by EMA and MAH follow-up
is needed); the status is currently not used, MAHs are contacted directly as an when needed.

e Product Validity

This field indicates whether at least one of the product versions was flagged as validated by the EMA or
not. The following values are available:

—  Not Assessed (i.e., no version of this product was assessed by EMA),
- Valid (i.e., at least one version of this product was assessed as 'Valid' by EMA),

— Need MAH follow-up (i.e., the validation of the product was attempted by EMA but not possible
due to missing information; MAH follow-up is needed). The status is currently not used, MAHs
are contacted directly as an when needed.

¢ Product Pending

This field indicates whether the product version was flagged as:
— Not Assessed (i.e., this version has not been assessed by EMA),
- Pending Update (i.e., this Version is an update of a version assessed by EMA),
— Assessed (i.e., this version has been assessed by EMA).

¢ Product Nullified

This field indicates whether the product entity has been nullified. The following field values are
available:

- Yes,

- No.
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e Version Date

This field references the date and time of the receipt of the message containing this product version is
included (e.g., '09/07/2025 13:19:32").

e Version By

The sender ID (organisation routing ID) of the sender of the message containing this product version is
included (e.g., 'EVHUMANWT") in this field.

e New Version ?

This field indicates whether there is a newer (more recent) version of this product (e.g., following an
update, nullification etc.). The available values are:

-  Yes,
- No.
¢ New Version By

The sender ID (organisation routing ID) of the sender of the message containing a newer version of
this product (e.g., update, nullification, etc.) is included ((e.g. 'EVHUMANWT").

¢ Nullified

This field indicates whether this version of the product is a version that nullifies the product entity. The
available values are:

- Yes,
- No

MAH users can also compare the current versus the previous version of the same AMP record
(excluding nullified products) using the 'Compare' functionality; see section 3.5.1. Compare for related
information.

1.3.7. Data maintenance in XEVMPD

Before a user, or an organisation, is allowed to modify data in the XEVMPD, the system checks who is
the owner organisation of the entity and what is the status of the entity.

Only the owner organisation (registered in EV as a HQ) and/or the affiliate(s) registered under this HQ
profile and their users, is/are allowed to maintain the data that they submitted in the XEVMPD. The
actions that can be performed on the data (such as update, invalidation or nullification) by users from
the owner organisation depend on the status of the entity:

e Update of data (via 'Update’ operation type') can be performed on an XEVMPD entity unless that
entity is nullified or invalidated (in case of AMPs).

¢ Invalidation of an AMP (via 'Invalidate MA' operation type) can be performed on an AMP unless
that AMP entity is nullified.

¢ Nullification of data (via 'Nullify' operation type) can be performed on an XEVMPD entity unless
that entity is referenced in other entities (such as products), validated by the EMA3 or invalidated.

3 This does not apply to DMP entities; these can be nullified by the owner organisation even if flagged as validated in the
XEVMPD.
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MAHs and/or sponsors cannot perform maintenance related operations on entities owned in the
XEVMPD by the EMA [i.e. substances, sources, proposed or standard terms (ATCs, pharmaceutical
forms, routes of administrations)]; these will lead to a negative XEVPRM ACK.

EMA data stewards can perform amendments of information in invalidated AMPs and nullifications of
validated entities on behalf of the owner organisation, on request submitted via the EMA Service Desk.

Amendments to these entities in the XEVMPD can be requested as follows:

¢ Amendment or nullification of substance entity in the XEVMPD can be requested via 'Request
SMS services' ticket submitted via EMA Service Desk.

¢ Amendment or nullification of source entity, proposed or standard ATC Code, proposed or
standard pharmaceutical form and/or proposed or standard route of administration in the
XEVMPD can be requested via an 'RMS change request' ticket submitted via EMA Service Desk.

e Amendment of information within an invalidated AMP or nullification of validated entities
can be requested via 'Request (for) XEVMPD/Art.57 Services' ticket submitted via EMA Service
Desk.

An overview of the operation types that MAH and/or sponsor users can perform on XEVMPD
entities owned by their HQ organsations in XEVMPDweb is provided below:

Insert (1) Update (2) Nullification (4) Invalidate MA
)
Authorised medicinal yes yes, unless yes, unless validated by yes, unless
product (AMP) invalidated EMA, invalidated, or nullified
or nullified referenced in an

AMP/DMP that is not

nullified
Development medicinal yes yes yes no

product (DMP)

Approved substance no no no no
Development substance no no no no
Attachment yes no no no
Master File Location (MFL) vyes yes yes, unless referenced in no
an AMP that is not
nullified
Source no no no no
MAH organisation yes yes yes, unless historically no

validated by the EMA, or
referenced in an AMP
that is not nullified

Sponsor organisation yes yes yes, unless historically no
validated by the EMA, or
unless referenced in a
DMP that is not nullified
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Insert (1) Update (2) Nullification (4) Invalidate MA

(6)
Development yes yes yes, unless referenced in no
Pharmaceutical Form a DMP that is not nullified
(PhF)
Proposed PhF no no no no
Standard PhF no no no no
Development Route of yes yes yes, unless referenced in no
Administration (RoA) an DMP that is not

nullified

Proposed RoA no no no no
Standard RoA no no no no
Development ATC Code yes yes yes, unless referenced in no

a DMP that is not nullified
Proposed ATC Code no no no no

Standard ATC Code no no no no

1.3.8. Data access

The access to data available in the XEVMPD is granted to the users of the XEVMPD User Interface
based on:

e the ownership of the entity and
e the validation status of the entity (see section 1.3.6. Product status fields for related information).

Access to personal data of the QPPV and commercially sensitive information (such as PSMFL location
and all information related to development product entities and other data submitted by sponsors as
development) is restricted.

Users from an MAH/sponsor organisation can view the following data in the new XEVMPD UI
(XEVMPDweb):

e AMPs:

— All versions of AMPs (validated or not validated by the EMA) which are owned in the XEVMPD by
their HQ organisation.

No visibility restrictions apply, users can view:
all available QPPV details,
all available PSMFL details,

all available administrable pharmaceutical product information (incl. concentration of
excipients, if provided),

any attachment(s) and their content referenced in the AMP.
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- The last EMA-validated versions of AMPs which are not owned in the XEVMPD by their HQ
organisation.

Visibility restrictions apply, users cannot view:
any QPPV details,
all PSMFL information (only EV Code and PSMFL country are visible),
no concentration of excipients, if provided,
any attachment(s) and their content referenced in the AMP.
e DMPs:
— All versions of DMPs owned in the XEVMPD by their HQ organisation.
e Approved substances:
— All approved substances owned in the XEVMPD by the EMA.
e Development substances:
- All development substances owned in the XEVMPD by their HQ organisation®.
e Source entities:
- All sources owned in the XEVMPD by their HQ organisation.
- All sources owned in the XEVMPD by the EMA or other organisations?®.
e MAH entities:

— All MAH organisations owned in the XEVMPD by their HQ organisation (validated or not
validated by the EMA).

— All MAH organisations not owned in the XEVMPD by their HQ organisation but historically
validated by the EMA.

e Sponsor entities:

— All sponsor organisations owned in the XEVMPD by their HQ organisation (validated or not
validated by the EMA).

— All sponsor organisations not owned in the XEVMPD by their HQ organisation but historically
validated by the EMA.

e Standard ATC Codes, standard pharmaceutical forms and standard routes of
administration:

— All standard ATC Codes, pharmaceutical forms and routes of administration owned in the
XEVMPD by the EMA.

e Proposed ATC Codes, proposed pharmaceutical forms and proposed routes of
administration:

— All proposed ATC Codes, proposed pharmaceutical forms and proposed routes of administration
owned in the XEVMPD by their HQ organisation?.

4 If submitted historically.
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— All proposed ATC Codes, proposed pharmaceutical forms and proposed routes of administration
not owned in the XEVMPD by their HQ organisation.

— All proposed ATC Codes, proposed pharmaceutical forms and proposed routes of administration
owned in the XEVMPD by the EMA.

Development ATC Codes, development pharmaceutical forms and development routes of
administration:

— All development ATC Codes owned in the XEVMPD by their HQ organisation.
Master File Location (MFL) entities:
— All available PSMFL details owned in the XEVMPD by their HQ organisation.

— MFL EV Code and MFL country of MFL entities not owned in the XEVMPD by their HQ
organisation.

Attachment entities:

— All attachments owned in the XEVMPD by their HQ organisation.

1.3.9. Controlled vocabularies and terminologies

Terminologies and Controlled Vocabularies (CVs) are integrated in EudraVigilance; the below CVs are
available on the Agency's website, section 'Controlled vocabularies', although some of the published
files are no longer updated:

EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) Anatomical Therapeutic Chemical
(ATC) code;

EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) authorisation procedures;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - authorisation status;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) concentration types;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) medical devices;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) organisations;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) pharmaceutical dose forms;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) reference sources;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) routes of administration;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) substance classes;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) substances;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) units of measurement;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) units of presentation;
EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - Legal basis;

EudraVigilance eXtended Medicinal Product Dictionary (XEVMPD) - Medicinal product types.
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In addition to the CVs maintained by the Agency, further information on terminologies and controlled
vocabularies integrated in EudraVigilance, which are maintained by external providers, can be obtained
from the following websites:

e A MedDRA license can be obtained (purchased) from the MSSO;

e ATC Codes need be obtained from the WHO Collaborating Centre for Drug Statistics Methodology;

e Pharmaceutical forms and routes of administration are based on the standard terms published by
the European Directorate for the Quality of Medicines & HealthCare (EDQM);

e The Unified Code for Units of Measure (UCUM) is maintained by the Regenstrief institute;

e The official list of ISO 3166-1 country codes is maintained by the International Organization for
Standardization (I1SO);

e The official list of ISO 639-1:2002 codes for the representation of hames of languages: Part 1:
Alpha-2 code is maintained by the International Organization for Standardization (ISO).

1.4. User interface

In addition to the automated message generation and processing, the EudraVigilance database
management system also provides interactive tools to allow for a "manual” creation of safety reports
and medicinal product reports by users via a web interface:

e The EudraVigilance user interface is called EVWEB.
¢ The XEVMPD/Art.57 user interface is called XEVMPDweb.

Each of the applicable user interfaces can be used by any marketing authorisation holder or sponsor of
a clinical trial with reporting or submission obligations in the EU/EEA but has been specifically designed
for small and medium size enterprises (SMEs), which do not have the necessary IT in-house tools
available.

1.4.1. Access to XEVMPDweb and multi-factor authentication (MFA)

The electronic submission of information on medicinal products is secure. Security is achieved in a first
instance by a username/password combination to access the registered user restricted area of the
EudraVigilance website, and in a second instance using a HTTPS (SSL) protocol. Secure sockets layer
(SSL) provides security using a public key to encrypt data that is then transferred over the SSL
connection. In HTTP (S-HTTP), SSL creates a secure connection between a client and a server, through
which any amount of data can be sent securely. SSL and S-HTTP are therefore complementary
technologies.

Access to XEVMPDweb is personal and non-transferable for each user of each organisation. It is
achieved through personal login and password access keys. The registration process is outlined on the
EudraVigilance registration webpage. User registration is manged in the EMA Account Management

portal.

Multi-factor authentication was implemented for the production environment on 28 March 2023 and in
the XCOMP (test) environment on 30 October 2023. Users can check and manage their EMA MFA
credentials through the following link.

Additional guidance on setting up and managing MFA for EMA services is described here.
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http://www.meddra.org/
http://www.whocc.no/atc_ddd_index
http://www.edqm.eu/en/edqm-homepage-628.html
http://unitsofmeasure.org/trac
https://www.regenstrief.org/
http://www.iso.org/iso/support/country_codes/iso_3166_code_lists/iso-3166-1_decoding_table.htm
http://www.iso.org/iso/support/country_codes/iso_3166_code_lists/iso-3166-1_decoding_table.htm
http://www.iso.org/iso/support/country_codes/iso_3166_code_lists/iso-3166-1_decoding_table.htm
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/pharmacovigilance-research-and-development/eudravigilance/eudravigilance-how-register
https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html
https://mysignins.microsoft.com/security-info?tenantId=euema.onmicrosoft.com
https://register.ema.europa.eu/identityiq/help/signin.html

XEVMPDweb can be accessed via any browser. However, as per the EMA IT policy, support is only
provided to users that access the application via Google Chrome or Microsoft Edge.

1.5. eXtended EudraVigilance Medicinal Product Report Message (XEVPRM)

An XEVPRM is an XML file used to insert and maintain information in the XEVMPD. It consists of a set of
controlled vocabularies covering a set of codified data elements required from companies submitting
information.

An XEVPRM can contain:

e product(s): authorised or development;
e approved substance information?;

e source(s)®;

e organisation(s): MAH or sponsor;

e ATC Code(s)>;

e pharmaceutical form(s)>;

e administration route(s)?>;

e attachment(s);

e master file location(s).

When creating an XEVPRM message using XEVMPDweb, the "XEVPRM Message' section allows
specifying the message header, which is a mandatory section in the XEVPRM:

v<evprm xmlns="http://eudravigilance.ema.europa.eu/schema/emaxevmpd"
xmlns:ssi="http://eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi”
xmlns:xsi="http://www.w3.0org/2001/XMLSchema-instance”
xsi:schemaLocation="http://eudravigilance.ema.europa.eu/schema/emaxevmpd
http://eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
v<ichicsrmessageheader>
<messagetype>XEVPRM</messagetype>
<messageformatversion>2</messageformatversion>
<messageformatrelease>@</messageformatrelease>
<messagenumb/>
<messagesenderidentifier>3VBI0 U</messagesenderidentifier>
<messagereceiveridentifier>EVHUMAN</messagereceiveridentifier>
<messagedateformat>204</messagedateformat>
<messagedate>20251110100607</messagedate>
</ichicsrmessageheader>
</evprm>

Users creating an XEVPRM in XEVMPDweb are required to assign only the '‘Message Number' to the
XEVPRM that is being created, since the system will automatically complete the other message header
information which is not displayed (i.e., sender ID, receiver ID, message date etc.).

5 Substances, as well as sources, standard and proposed terms are inserted and maintained in the XEVMPD by the EMA.
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e The '"Medicinal Products' section allows users with the applicable user rights to create product
reports for authorised and development medicinal products that need to be added or maintained in
the XEVMPD.

e The 'Substances’' section is available only to EMA users and allows EMA users to create
substance reports for substances that need to be added or maintained in the substance look-up
table in the XEVMPD.

— MAHs and/or sponsor users cannot insert or maintain substance information in the XEVMPD.
Substance information is inserted and maintained in the XEVMPD by the EMA as per EMA
processes and/or requests from MAHs/sponsors.

e The 'Sources' section is available only to EMA users and allows EMA users to create reference
sources that need to be added or maintained in the 'Source' look-up table in the XEVMPD.

— MAHSs and/or sponsor users cannot insert or maintain source information in the XEVMPD.
Source information is inserted and maintained in the XEVMPD by the EMA as per EMA
processes and/or requests from MAHs/sponsors.

¢ The 'Organisations’ section allows users to create organisation entities for marketing
authorisation holders and sponsors that need to be added or maintained in the MAH and sponsor
look-up tables in the XEVMPD.

— There is no direct link between organisation entities in the Organisation Management System
(OMS) and XEVMPD; if an organisation entity is entered in OMS, and the organisation
information should also be available in the XEVMPD, users must insert the organisation
information in the XEVMPD via an XEVPRM.

— The MAH and sponsor organisation list in the XEVMPD is not the same as the list of
organisations registered with EudraVigilance; if an organisation entity is registered in the
EudraVigilance registration database, and the organisation information should also be available
in the XEVMPD, users must insert the organisation information in the XEVMPD via an XEVPRM.

- Marketing authorisation holders/sponsors are not allowed to send medicinal products for which
they do not hold a marketing authorisation or for which they are not the sponsors. Users are
only allowed to specify MAHs/sponsors/affiliate/subordinates that belong to their organisation
hierarchy (e.g., the headquarter organisation and its affiliates). The organisations that users
can specify must be registered in the EudraVigilance system; their 'Organisation Sender ID'
must be reported in the 'Sender ID' field of the XEVPRM. Please refer to the Registration with
EudraVigilance webpages for further information.

e The 'ATC Codes' section allows users to create ATC Codes that need to be added or maintained in
the 'ATC Code' look-up table in the XEVMPD.

— Standard and proposed ATC Codes are entered and maintained in the XEVMPD by the EMA as
per EMA processes and/or requests from MAHs/sponsors.

— Non-EMA users can insert only 'Development' ATC Codes in the XEVMPD; these can be
referenced only in development medicinal products.

¢ The 'Pharmaceutical Forms' section allows users to create pharmaceutical forms that need to
be added or maintained in the 'Pharmaceutical dose form' look-up table in the XEVMPD.

- Standard and proposed pharmaceutical forms are entered and maintained in the XEVMPD by
the EMA as per EMA processes and/or requests from MAHs/sponsors.
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— Non-EMA users can insert only 'Development' pharmaceutical forms in the XEVMPD; these can
be referenced only in development medicinal products.

The 'Administration Routes' section allows users to create administration routes that need to be
added or maintained in the 'Administration route' look-up table in the XEVMPD.

- Standard and proposed routes of administration are entered and maintained in the XEVMPD by
the EMA as per EMA processes and/or requests from MAHs/sponsors.

— Non-EMA users can insert only 'Development' routes of administration in the XEVMPD; these
can be referenced only in development medicinal products.

The 'Attachments’' section allows users to submit a document in the XEVMPD; documents can be
submitted as printed product information (PPI) and/or printed substance information (PSI); PPI
documents should be referenced as an attachment in an authorised and/or development medicinal
product.

- MAH/sponsor users should not submit documents as printed substance information (PSI) in
the XEVMPD.

The 'Master File Location' section allows users to provide information about the physical
location of the pharmacovigilance master file.

For a complete description of the XML schema and the structure of the XEVPRM please refer to the
XEVPRM and XEVPRM acknowledgement documentation available on the Guidance documents related
to data submission for authorised medicines webpage:

Extended EudraVigilance product report message (XEVPRM) schema;

Chapter 3.1: Extended EudraVigilance product report message (XEVPRM) technical specifications;

Chapter 5: Extended EudraVigilance product report acknowledgement message.
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2. Access to the XEVMPD user interface (XEVMPDweb)

Before accessing XEVMPDweb, users must have:
e internet connection;
e multi-factor authentication (MFA) set up;

e approved user access to the required environment for the required organisation via the EMA
Account Management portal.

To access XEVMPDweb for XEVMPD production or XCOMP (test) environment, click on the below links,
depending on which environment you wish to access:

e XEVMPDweb for XEVMPD production environment: wil/l be shared when publicly available
e XEVMPDweb XEVMPD XCOMP (test) environment: will be shared when publicly available

You will be required to complete a multi-factor authentication. See section 1.4.1. Access to
XEVMPDweb and multi-factor authentication (MFA) for related information.

To complete the MFA, select the required user and enter the relevant password:

~ @ Signintoyaur account x o+ - s} x

< 5 € % lginmicosoltoninecom/beidclsc 61bc 4z, & G @ 0 @

[ All sookmarks

o

(w) ¢ zt.t.phv.maheuqppv@id.ema.europa.eu
Pick an account
Enter password

2t.tphv.maheuqppv@id.ema.europa.eu

ooooooooooooooo

E —

- Use another account Sign in

Once you signed in, the organisation/list of organisations, under which you are registered in the EMA
Account Management portal as a user, will be displayed. If you are registered as a use for multiple
organisation, you can expand the list of organisations by clicking on the arrow next to the first listed

organisation:
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https://register.ema.europa.eu/identityiq/login.jsf
https://register.ema.europa.eu/identityiq/login.jsf

) EMA | angVMPD zt.t.phv.maheugppv ~

Select organisation Maheugppv Phv (zt.t.phv.maheugppv)

ORG-100002252 (AFF) - HIU HpwyhxgyxIzff Htxnikx Hxwokxb... IZI

Select

1 have read and accepted the Terms of use

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

zt.t.phv.maheugppv -

Select organisation Maheuqppv Phv (zt.t.phv.maheugppv)

{ ORG-100002252 (AFF) - HIU Hpwyhxgyxlzff Htxnikx Hxwokxb... =

|' Bearch...
" ORG-100002252 (AFF) - HIU Hpwyhxgyxlzff Htxnikx Hxwokxb - [ N [ // [MAHTESTO1G_U (HQ)] '
ORG-100006777 (HQ) - 2-Z HIKOXRACDDQ, FLM. - 3Vl U
' ORG-100006777 (VA) - Emblkz FLD - VA000001536 // [2VIll U (HQ)]
ORG-100006777 (VA) - Long UserID Test - VAOD0001751 // [3VIl_U (HQ)]
ORG-100011238 (HQ) - BYKOMXB38TQ - MAHTEST01G_U
ORG-100024253 (HQ) - Qri Hnflim Hctxirxdx Bwy K.Z. - MAHTESTO7W_U

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

Select the organisation under which you wish to log on to XEVMPDweb:
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(@) EMA | \)vngVMPD zt.t.phv.maheugppv ~

Select organisation Maheuappv Phv (zt.t.phv.maheugppv)

ORG-100006777 (HQ) - 2-Z HIKOXRACDDQ, FLM. - 3VBIO_U -

Select

I have read and accepted the Terms of use

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

If you are logging on for the first time, confirm that you have read and accepted the Terms of use.

You have now accessed XEVMPDweb; your username is shown in the top right-hand corner:

EMA ‘ XlEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post zt.t.phv.maheugppv ~

& Authorised Medicinal Products Reset *  Export ¥  Refresh
Development Medicinal Products
Contains v Search for product records owned in the XEVMPD by your HQ
Approved Substances
Development Substances
Sources
MAHSs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law a y to n Ireland (NI) to

Upon clicking on the down-pointing arrow next to the username, the organisation ID under which you
are logged on, and the 'Log out' option are also displayed:
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MA

x‘!EVMPD WEB Trader Create and Send Product Reparts Medicinal Products MedDRA

mahaugpp

& Authorised Medicinal Products Reset = Export ~  Refresh U (HQ) - 2-Z HIKOXRACDDQ, FLM.

Development Medicinal Products i e
Contains v Search for product records owned in the XEVMPD by your HQ

Appraved Substances

Development Substances

Sources

MAHs

Sponsors

ATC Codes

Routes of Administration

Pharmaceurical Forms

Master File Locatians

Attachments

Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law e te orthern Ireland (NI) t

The 'Medicinal Products' section is opened by default.

In case of inactivity, the session will expire after 30 minutes; the below message will appear on the
screen:

@ Your session has expired

Your session expired due to prolonged inactivity. Please start a new session.

Log In

5 minutes before the session fully expires, the below warning will be displayed:

Your session is about to expire

A If you don't extend your session it will expire at 5:22:27 PM.
All current unsaved data will be lost.

Users can extend the session by clicking on the 'Extend Session' button.
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3. XEVMPDweb structure and functionalities overview

The main functionalities of the XEVMPD/Art.57 user interface are to:

¢ Create eXtended EudraVigilance Product Report Messages (XEVPRMSs) in relation to
authorised medicinal products as per Article 57(2) of Regulation (EC) 726/2004 requirements, and
investigational medicinal products in accordance with Article 81(3) of CT Regulation (EU) No
536/2014 requirements.

XEVMPDweb displays the complete sections of the hierarchical structure of a typical XEVPRM,
giving the user an opportunity to insert the information on medicinal products in the various fields
as necessary. The application displays mandatory fields and allows detecting errors in complying
with business rules before sending the message.

¢ Send XEVPRMs

—  Either via the 'Send' functionality available in the 'Create and Send Medicinal Product Reports'
section (available to Web Trader organisation users) or

— Via the 'Post' section (available to Web Trader and Gateway users).
¢ Receive XEVPRM Acknowledgment messages (XEVPRM ACKSs)

XEVPRM acknowledgement messages are used to inform the sender organisation (i.e. the
marketing authorisation holder, sponsor of a clinical trial, EMA) that the XEVPRM has been received
and processed by the EMA, and of the outcome of validation of an authorised medicinal product
entity performed by the Agency. See Chapter 5: eXtended EudraVigilance Product Report
Acknowledgement Message for further information.

Only Web Trader users can receive XEVPRM ACKs via EVWEB. Gateway users will receive their
XEVPRM ACKs via their local gateway solution.

¢ Monitor sent XEVPRMs and received XEVPRM ACKs, including XEVPRMs rejected by the
system (e.g., due to non-conformity with the XEVPRM schema or non-adherence with the XEVPRM
business and/or technical rules).

e Export XEVPRMs to enable the user to maintain a copy of the XEVPRM submissions locally.

¢ Navigate, browse, and perform searches in the eXtended EudraVigilance Medicinal
Product Dictionary (XEVMPD).

e Export XEVMPD data.

¢ Browse and query MedDRA terminology in its latest version in use.

3.1. XEVMPDweb structure

XEVMPD is currently divided into five sections:

@ EMA ‘ ?ébEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

These sections are always visible at the top of the screen, allowing users to switch from one section to
another.

The 'Medicinal Products' section is displayed by default.
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¢ Web Trader section

EMA ‘ )“(_lEVMPD WEB Trader | Create and Send Product Reports Medicinal Products MedDRA Post zt.t.phv.maheuqppy ~

> & Inbox Reset =  Refresh  Remote Import
> Qutbox Number of items displayed: 50
. Num iFile Name Message Number ‘Receiver Sender Receive Date

Imported Messages g
0 0001 ack_ztt.phv... EU-EC-M-6062091-ACK 3VBIO_U EVHUMAN 01/12/2025 15:20:18
) 0002 ack_ztt.phv... EU-EC-M-6062090-ACK 3VBIC_U EVHUMAN 27/11/2025 10:33:51
) 0003 ack_zt.t.phv.... EU-EC-M-6052088-ACK 3VBIO_U EVHUMAN 25/11/2025 10:28:08
0 0004 ack_zt.t.phv... EU-EC-M-6062088-ACK 3VBIO_U EVHUMAN 24/11/2025 15:08:11

Bulk Updat
ulk Update ¢

0 ooos ack_zt.t.phv.... EU-EC-M-6062087-ACK 3vBIO_U EVHUMAN 24/11/2025 13:45:09

M none 2k charma  E1LEF.MEREINREACY st 1 AN 14711449095 Am-ag-a

For the UK, as from 11,2021, EU Law 2 nly Lo the territory of Northern Ireland (NI) Lo the

The '"WEB Trader' section allows users to:

- access to the XEVPRM Acknowledgements received in the XEVMPD by the organisation
under which they are logged on; the received XEVPRM Acknowledgements are available in the
'Inbox' section in the tree-view area;

- access the XEVPRMs sent in the XEVMPD by the organisation under which they are logged
on; the submitted XEVPRMs are available in the 'Outbox' section in the tree-view area;

- import XML files of XEVPRMs located on their computer and upload them in ‘Create and Send
Product Reports' section;

— export an overview of the submitted XEVPRMs and/or received XEVPRM
acknowledgements from Inbox/Outbox into an Excel file;

— load the selected XEVPRMs and/or XEVPRM acknowledgement(s) into the tree-view
area via the 'Remote Import' functionality;

- access to the XEVPRMs generated via the Bulk Update tool by the organisation under
which they are logged on; these are available in the 'Bulk Update' section of the tree-view
area'.

The Web Trader section is not available to users logged on to XEVMPDweb under the ID of an
organisation that is registered in EudraVigilance as a Gateway user.

¢ Create and Send Product Reports section

@ EMA ‘ XLEVM PD WEB Trader Create and Send Product Reports, Medicinal Products MedDRA Post
/ webD
~ 7 XEVPRM Message Reset ~  Validate  Send Export ~

Products (0) Message Number *

QOrganisations (0)

ATC Codes (0)

Pharmaceutical Forms (0)

Routes of Administration (0) <

Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

The 'Create and Send Product Reports' section allows users to:
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create an XEVPRM containing medicinal product entities, organisations, ATC Codes,
Pharmaceutical Forms, Routes of Administrations, Attachments and/or Master File Location

entities;

validate the information within the XEVPRM to ensure that mandatory data is provided;
the validation of the XEVPRM is performed via the 'Validate' functionality;

send an XEVPRM using the 'Send' functionality; this functionality is only available to users
from organisations registered in EudraVigilance as Web Trader users;

Export the XEVPRM using one of the available formats under the 'Export' functionality.

@ EMA |

& Authorised Medicinal Products

Development Medicinal Products

Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

Medicinal Products section

Reset ~

Contains

WEB Trader Create and Send Product Reports  Medicinal Products ' MedDRA Post

Export ¥  Refresh

~  Search for product records owned in the XEVMPD by your HQ

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

The 'Medicinal Products' section allows users to browse and perform searches for all available
XEVMPD entities, taking into consideration the applicable ownership and visibility rules, and export.

¢ MedDRA section
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XEVM PD WEB Trader

o~ Create and Send Product Reports Medicinal Products | MedDRA  Post

& SOC Terms Reset ¥  Version 28.1 ~ Refresh O
HLGT Terms

Contains v Search SOC Terms for the selected MedDRA version available in the XEVMPD
HLT Terms

Preferred Terms
Low Level Terms

> Queries

For the UK, as from

U Law applies only to the territory of Northern Ireland (NI} to the extent foreseen in the Protocol o

The MedDRA section allows users to browse and perform searches for MedDRA terms at all
levels of MedDRA.

e Post

@ EMA ‘ ?vghEVM PD WEB Trader Create and Send Product Reports Medicinal Products

MedDRA| Post

Reset ~  Send

Choose a ZIP file to send

Click here to select a ZIP file, or drag and drop one ZIP file into this area (maximum size 60MB).

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI
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The Post section allows users from organisations registered in EudraVigilance as Gateway and/or

Web Trader organisations to submit ZIP files of XEVPRMs.

3.2. Default and dynamic buttons

Each section displays a set of buttons for the functionalities applicable to data available in that section.
Some buttons will always be available by default (such as the ‘Reset’ button), others will change

(dynamic buttons) depending on:

e the section of the application in which the user is working and the item(s) selected and

e the applicable visibility and ownership rules in place.

Examples of dynamic buttons include:

Refresh Remote Import &=

Run Run to Excel

Remove Local Import

Validate Send Export ~ Add -

Duplicate Refresh Load

Reset - Export = Operations ~

Remove

The functionalities related to the use of these buttons are described section 3.5. Functionalities of this

manual.

3.3. Tree-view and active areas

In most sections, except for the 'Post’, 'Bulk Export' and 'Bulk Update' sections, the screen is divided
vertically into two parts: on the left side is the tree-view area and on the right is the active area:
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O EMA ‘ ngbEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

& Authorised Medicinal Products Reset ¥  Export ¥  Refresh
Development Medicinal Products
Contains ~ | Search for product records owned in the XEVMPD by your HQ
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

Tree-view area Active area

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

3.3.1. The tree-view area

The tree-view area is located on the left side of the user interface. The tree-view area can be:

e collapsed by clicking on the arrow shown on the separating line:

@ EMA ‘ XFVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
/ web

& Authorised Medicinal Products Reset ~ Export ~  Refresh
Development Medicinal Products
Contains v Search for product records owned in the XEVMPD by your HQ
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol
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e expanded/condensed by moving the separating line to the right or left:

@ EMA ‘ ?ngEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

& Authorised Medicinal Products Reset »~ Export ~  Refresh
Development Medicinal Products
Contains v | Search for product records owned in the XEVMPD by your HQ
Approved Substances
Development Substances
Sources
MAHs @ :
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Proi

The tree-view area displays the sections and sub-sections relevant for each section of the user
interface and items available in the XEVMPD/XEVPRM.

Sections or items selected in the tree-view area are highlighted with a blue background and a "pencil"
symbol:

¢ Authorised Medicinal Products

£ Standard - ADRO0048MIG - ORAL USE

“ Authorised Medicinal Products

IV ¢ Authorised - PRD11169410 - 1/1 - Luna 21 Pharmal contraceptive tablets I

~ MAHs

I & ORG46217 - MAH XYZ I

For example, in the 'Medicinal Products' section, the tree-view area displays the following sections
available in the XEVMPD:
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@ EMA ‘ a‘ngVM PD WEB Trader Create and Send Product Reports Medicinal Products Me

& Authorised Medicinal Products Reset ¥  Export ~  Refresh

Development Medicinal Products

Contains ~  Search for product records owned in the XEVMPD by your HQ

Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent

In the 'Create and Send Product Reports' section, the tree-view area displays the following sections
available in the XEVPRM:

-~

O EMA ‘ XEVM PD WEB Trader Create and Send Product Reports Medicinal Products Med

web

v &7 XEVPRM Message Reset ¥  Validate  Send Export ~

Products (0) Message Number *
Organisations (0)

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent {
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Sections containing sub-sections are marked by the '>' sign:

(\?) EMA | XEVMPD WEB Trader Create and Send Product Reports Medicinal Products Mex

web

& Authorised Medicinal Products Reset ~ Export ~ Refresh
Development Medicinal Products
Contains v Search for product records owned in the XEVMPD by your HQ
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration <
Pharmaceutical Forms
Master File Locations

Attachments

Abstract Compositions

ueries

Upon clicking on the '>' sign, the sub-sections will become available and the '>' sign changes into a 'V'
sign:
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EMA ‘ XEVM PD WEB Trader Create and Send Product Reports Medicinal Products N

web

Authorised Medicinal Products Reset ~
Development Medicinal Products
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Attachments

Abstract Compositions

v £ Queries

» Owned XEVMPD Entities
Owned Authorised Products
Authorised Products (Valid Version) <
Owned Development Products
Substance Names
Approved Substance Names
Development Substance Names
Approved Substances

Development Substances

>

>

>

>

>

>

>

>

> Sources
> MAHs

> Sponsars

» ATC Codes

> Routes of Administration
» Pharmaceutical Forms
> Abstract Compositions
» Attachments

>

Master File Locations

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI} to the extel

¢ To collapse a section, click once on the 'V' sign.
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e To view an item in the tree-view area, a search must be performed for the required entity
(e.g. a medicinal product, organisation entity, pharmaceutical form etc.) first. The entity should
then be uploaded in the tree-view area under the relevant section using the 'Load' button. Upon
clicking on the textual description of the item, the information relevant to the entity will be
displayed:

(e) EMA ‘ XEVMPD } Trader Create and Send Product Reports Medicinal Products MedDRA Post
A web
Authorised Medicinal Products Reset - Export ~ Operations ~
Development Medicinal Products Type
Approved Substances Standard
Development Substances
Deprecated
Sources
No
MAHs
Sponsors Validity
ATC Codes Yes (14/10/2004 12:05:44)
~ Routes of Administration Nullified
£ Standard - ADRO0048MIG - ORAL USE < No
Pharmaceutical Forms
EV Code
Master File Locations
ADRO0048MIG
Attachments
Abstract Compositions Administration Route Name
> Queries ORAL USE

Depending on the size of the user's screen set-up, a scroll bar might become available at the
bottom of the screen, or the right-hand side, of the tree-view area to allow users to scroll right or
left to view all the displayed information:
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@ EMA ‘ ?ngEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

Authorised Medicinal Products Reset ~
Development Medicinal Products
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Attachments

Abstract Compositions

v & Queries

> Owned XEVMPD Entities

> Owned Authorised Products
Authorised Products (Valid Version)
Owned Development Products
Substance Names

Approved Substance Names

Development Substance Names

v v v vV v v

Approved Substances

3.3.2. The active area

The active area is located on the right side of the user interface.

A 'simple query' search field is available on top of the active area, under the dynamic/default
buttons in the 'Medicinal Products' and 'MedDRA' sections, for all the sections listed in the tree-view
area, except for 'Queries':

EMA XFVMPD WEB Trader Create send Product Reports Medicinal Products MedDRA Post
web

£ Authorised Medicinal Products Reset *  Export ~  Refresh

Development Medicinal Products

I Contains v Search for product records owned in the XEVMPD by your HQ B I

Approved Substances
Development Substances
Sources

MAHs

Sponsars

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI
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\ EMA ‘ XFVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
) ek

& SOC Terms Reset ~ Version28.1 ~ Refresh O ©
HLGT Terms

I Contains v Search SOC Terms for the selected MedDRA version available in the XEVMPD A I
HLT Terms

Preferred Terms

Low Level Terms

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the & y of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

In general, the active area shows the content of the item or section selected in the tree-view
area.

The active area is interactive and displays information that can be edited and modified by the user,
depending on their user rights and the applicable visibility and ownership rules in place.

The active area displays information in two different ways:

e Section view (which usually displays fields and/or subsections) used to display information for
data entry. A typical example of a section view is the editing of an XEVPRM:

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 50/204



EMA XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

v XEVPRM Message Reset ~ Validate Send Export ~ Duplicate Remove

~ Products (1) Operation Type *

v Insert - Devel it
&£ Inse evelopmen Insart

Pharmaceutical Products (0)

Type *
Drug ATCs (0) P

Drug Indications (D) PR
Product Attachments (0) Sender Local Code
Organisations (0)

ATC Codes (0)

Sponsor *
Pharmaceutical Forms (0) [ 0] |
Routes of Administration (0) Field is mandatory / must have a KnPE\flpd value
Attachments (0) Product Code *
Master File Locations (0) ‘ 0] J

Field is mandatory / must have a specified value
Product Name *
{ o]

Field is mandatory / must have a specified value

Product Other Name

Comment

For the UK, om 1.1.2021, EU Law applies only to the s y of Northern Ireland (NI) to the ext oreseel the P | on Ireland/NI

o List view (a detailed list of items) used to display items that can be selected, loaded, or just
analysed. A typical example of a list view is the list of items retrieved as a result of a query:

E MA ZE!EVMPD WEB Trader Create and Send Product s Medicinal Products MedDR

Authorised Medicinal Products Reset ~ Export ~ Refresh [ @ Load

Development Medicinal Products
Contains ~ oral use| b
Approved Substances
Number of items displayed: 5
Development Substances N
Administration Route

- Sources Num "EV Code Name Type "validated Nullified " Deprecated
MAHS O ooo1 ADRO0048MIG ORAL USE Standard Yes (14/10/2004 12:05:44)  No No
Sponsors 0002 ADRODO3SMIG INTRATUMORAL USE Standard Yes (14/10/2004 12:05:44) No No
ATC Codes O oooz ADRE64 PROPOSED ORAL USE Proposed No Ne No
< (1 ooos ADRS39 NEW ORAL USE - TEST Proposed No Ne No

& Routes of Administration
O ooos ADR223 INTRAVENOUS OR ORAL US... Proposed No No No

Pharmaceutical Forms

Master File Locations

Attachments

Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

The order of presentation of the items retrieved as a result of a query and displayed in the active
area can be re-arranged by clicking on the header of each column; an arrow will be displayed next
to the header, allowing users to sort the items in that column from ascending to descending order
and vice versa:
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EMA | ?ﬁFVMPD s Medicinal Products

Authorised Medicinal Products Reset ~ Export ~ Refresh @ Load
Development Medicinal Products
Contains v oral use

Approved Substances

Number of items displayed: 5
Development Substances s . - N

Num - EV Code Administration Route Nam Type  Validated  Nullified
Sources O 0002 ADRODO3EMIG INTRATUMORAL USE Standard Yes (14/10/2004 12:05:44) No
MAHs 0 0008 ADR223 INTRAVENOUS OR ORAL USE (CHILDREN) Proposed No No
Sponsors 0 0004 ADR699 NEW ORAL USE - TEST Proposed No No
AIC Codes ! 0 0001 ADRODD4BMIG ORAL USE Standard Yes (14/10/2004 12:05:44) No
2 Routes of Administration 0 0003 ADR664 PROPOSED ORAL USE Proposed No No

Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

~

Queries

For the U 0 U territo rthern Ireland

EMA | XEVMPD WEB Trader C 0 Medicinal Products MedDRA Post

Authorised Medicinal Products Reset ¥ Export ~ Refresh O & Load

Development Medicinal Products

Contains v oral use
Approved Substances
Number of items displayed: 5

Development Substances

Num : EV Code : Administration Route Namg :Type Validated + Nullified
Sources ) ooo3 ADRE64 PROPOSED ORAL USE Proposed No No
WaHs 0 0001 ADRO0048MIG ORAL USE Standard Yes (14/10/2004 12:05:44) No
Sponsors 0 0004 ADRESS NEW ORAL USE - TEST Proposed No No
ATC Codes O ooos ADR223 INTRAVENOUS OR ORAL USE (CHILDREN) Proposed No No
2 Routes of Administration O o002 ADRO0036MIG INTRATUMORAL USE Standard Yes (14/10/2004 12:05:44) No

Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

Users can also expand or collapse the displayed columns by placing the mouse over the three
vertical dots in front of each column until the symbol <-||-> appears. Upon clicking on this
symbol, users can then move the width of the column to the left or right, as required:
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@ EMA ‘ XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

Authorised Medicinal Products Reset ~ Export ~  Refresh O Load

Development Medicinal Products
Contains v | oral use

Approved Substances
Number of items displayed: 5

Development Substances o !
) =Admlnlsl:ratu:m Route

Sources Num "EV Code "Name ype
MAHs ) o001 ADRO0048MIG ORAL USE Standard
Sponsors O 0002 ADRO0O36MIG INTRATUMORAL USE Standard
ATC Codes O 0003 ADRE64 PROPOSED ORAL USE Proposed

. . < [J ooo4 ADRE99 NEW ORAL USE - TEST Proposed
& Routes of Administration

O ooos ADR223 INTRAVENOUS OR ORAL US... Proposed
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
> Queries
. — —

EMA XIEVM PD C d Send P Reports  Medicinal Products Me:

Authorised Medicinal Products Reset - Export ~  Refresh 1 B  Load

Development Medicinal Products
Contains ~  oral use
Approved Substances

Number of items displayed: 5
Development Substances

Num + EV Code + Administration Route Name Type
Sources 0001 ADRO0048MIG ORAL USE Standard
MAHs 0 0002 ADRO003EMIG INTRATUMORAL USE Standard
Sponsors O 0003 ADR664 PROPOSED ORAL USE Proposed
ATC Codes 0004 ADR699 NEW ORAL USE - TEST Proposed
2 Routes of Administration ‘o 0005 ADR223 INTRAVENOUS OR ORAL USE (CHILDREN) Proposed

Pharmaceutical Forms
Master File Locations
Attachments

| Abstract Compositions

» Queries

For the UK, a:

Depending on the size of the user's screen set-up, a scroll bar might become available at the
bottom of the screen or at the right-hand side of the screen to allow users to scroll right/left or
up/down to view all the displayed information:
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EMA | XEVMPD

Medicinal Products

Authorised Medicinal Products Reset ~
Development Medicinal Products
Contains

Approved Substances

Development Substances

Num ¢
Sources 7 0001
Mk 0 0002
Sponsors 71 0003
ATC Codes 0 0004
& Routes of Administration O ooos

Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

Export ~ Refresh [ B Lead

oral use

Number of items displayed: 5

+EV Code Administration Route Name
ADRO0048MIG ORAL USE

ADROQO36MIG INTRATUMORAL USE

ADREE4 PROPOSED ORAL USE

ADRES9 NEW ORAL USE - TEST

ADR223 INTRAVENOUS OR ORAL USE (CHILDREN)

Type + Validated

Standard Yes (14/10/2004 12:05:44)
Standard Yes (14/10/2004 12:05:44)
Proposed No.

Proposed No

Proposed No

XEVMPD

Yor the UK 2071, EU Law

er Create and Send Product Reports

on Irek

v XEVPRM Message
~ Products (1)
~ & Insert - Authorised

Medicinal Product Types (€)
Authorised Pharmaceutical Forms (0)
Pharmaceutical Products (0)
Drug ATCs (0)
Drug Indications (0)
Previous EV Codes (0)
Product Attachments (0)

Organisations (0}

ATC Codes (0)

Pharmaceutical Forms (0)

Routes of Administration (0

Attachments (0)

Master File Locations (0)

Reset ~ Validate Send Export ~ Duplicate  Remove
Operation Type *

Insert

Type *
Authorised

MAH *
|
Fleld is mandatory / must have a specified value
QpPV *
o]
Field s mandatory / must have a specified value

Master File Location *

|
Field is mandatory / must have a specified value

PhV enquiry mail *

Flald Is mandatory / must have a specified valus

PhV enquiry Phone *

@‘

Field is mandatory / must have a specified value

‘Sender Local Code

Info Date
dd/mm/yyyy ~

Authorisation Procedure *

Field is mandatory / must have a specified value

Authorisation Country Code *

Field is mandatory / must have a specified value

Authorisation Status *

Field is mandatory / must have a specified value

Authorisation Number *

Field is mandatory / must have a specified value
Authorisation/Renewal Date *

) aammyyyy v

hern Irela

3.4. Checklists

When results are displayed in the active area, or when different type of entity can be added during a
creation of an XEVPRM, a checkbox will become available for each item in the active area:

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)

EMA/389113/2025

Page 54/204



Authorised Medicinal Products
Development Medicinal Products
Approved Substancas

Development Substances

Reset ~

Contains

Export ~

oral use

Refresh O

Load

Number of items displayed: 5

Num EV Code
Sources ADROOD48MIG
MAHS ADRO0D3EMIG
Spansors A
ATC Codes ADRESS
2 Rautes of Administration ADR223

Administration Route Name

ORAL USE

INTRATUMORAL USE

PROPOSED ORAL USE

NEW ORAL USE - TEST

INTRAVENOUS OR ORAL USE (CHILDREN)

Type
Standard
Standard
Proposed
Proposed

Propesed

+ Validated

Yes (14/10/2004 12:05:44)
Yes (14/10/2004 12:05:44)
Neo

No

Neo

: Nullified

Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Lav

XEVMPD

web

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

XEVMPD

web

WEB Trader

WEB Trader

Create and Send Product Reports

hern Ireland (NI) to

Create and Send Product Reports Medicinal Products

Remove

~ XEVPRM Message Reset - Validate Send Export -
& Products (0) New Authorised Product
Organisations (0) [J§MNew Development Product

Medicinal Prc

No
No
No
No
No

MedDRA Post

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

Remove

v XEVPRM Message Reset ~  Validate Send Export ~
Products (0) New MAH
Vi Organisations (0) UfNew Sponsor

By selecting or de-selecting these checkboxes, the user will indicate for which item the applicable
action should be performed. They type of action which can be performed on the selected/de-selected

item depends on:

e the section where the item is available (e.g. ‘Medicinal products’ section versus ‘Create and Send

Product Reports’ section);

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary

(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025

Page 55/204



e the user rights assigned to the user (e.g. browse or send XEVMPD data);
e the ownership of the item (e.g. owned by the user’s HQ organisation or not);

e the status of the item (e.g. nullified and/or validated entity versus not-nullified and not assessed).

The checkbox option is also used to indicate which fields and conditions should be considered when
running and advanced query.

e In the ‘Fields’ section of an advanced query, certain fields are already selected by default. By
selecting further fields, the user can indicate additional fields, from which information should be
displayed as a result:

& EMA | XEVMPD WEE Trade :eports Medicinal Products MedDRA

web

Authorised Medicinal Products Reset - Run Run to Excel O =

Development Medidnal Products

Approved Substances EV Code
Development Substances Version
Sources .
Version Date
MAHS
Sponsars Product Code
ATC Codes Full Presentation Mame

Routes of Administration
[ Product Other Name

Pharmaceutical Forms

b
Master File Locations & Sponsor Name

Attachments Sponsor Code
fact Lompositions Pharmaceutical Form
¥ Queries

% Owned EVMPD Entities Route of Administration
» Owned Authorised Products [ Substance names

1 # Autnarised Products (Valid Version) [ Substance Concentration Types
» Owned Development Products

& Fields [ Is Updatable

Conditions [0 Is Nullifiable

Results [ Owner Name

» Substances Names
O Sender Identifier
» Approved Substance Names
» Development Substance Names [J Message Number
» Appraved Substances [ Message Receive Date
» Development Substances
O Sender Mame
» Sources
% hAHs Product Validity

e In the ‘Conditions’ section of an advanced query, by selecting any of the available fields, the
user can indicate which condition(s) within which field(s) should be taken into consideration to
perform the search:
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|_WI| E MA | XEVMPD WEB Trader Create and Send Product Reports Medicinal Products  MedDRA

web

Approved Substances
Reset ~  Run Run to Excel

Development Substances

Sources )
MAHs Product Nullified O
Sponsors

ATC Codes Last Update (On)

Rout T Administrati
utes T Agministration Last Update (From) [

Pharrnaceutical Forms
Master File Locations Last Update (Up to) O

Attachments
Product Code (Matches) O
Abstract Compositions
Vv Queries Product Mame (Matches) [
» Owned EVMPD Entities

» Owned Authorised Products Product Other Name (Matches) [

» Authorised Products (Walid Version)

v Owned Development Products Sponsor (Name) (Contains) 35PHARMA INC.
Fields <
2 Conditions Sponsor {Code) (Matches) [

Results .
Pharmaceutical Form (Matches) O

» Substances Mames
» Approved Substance Names Route of Administration (Matches) O
» Development Substance Mames
5 Approved Substances Substance {Code) (Matches) [
» Development Substances

Substance (Name) (Matches) O
» Sources

3.4.1. Adding and removing items during data entry or maintenance
process

3.4.1.1. Adding items during data entry or maintenance process

During the data entry or maintenance process, users may be required to add an entity in the
XEVPRM. This can be achieved by using the checklist option, which will become available in the active
area when the appropriate section of the required entity to be added is selected in the tree-view.

For example, during the creation of an XEVPRM, the user can indicate if they wish to add information
for an authorised or development medicinal product by selecting the relevant item in the active area:
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web

(:a) EMA | XEVM PD WEB Trader Create and Send Product Reports M

v XEVPRM Message Reset ~  Validate Send Export ~ Remaove

& Products (0) O Mew Authorised Product
[J New Development Product

Organisations (0)

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0}
Attachments (0)

Master File Locations (0)

Upon clicking inside the checkbox next to the 'New Authorised Product’, the section related to an insert
of an authorised medicinal product will become available in the tree-view area, and the active area will
display the fields applicable to that section within the AMP:

& EMA | XEVMPD NEB Trader Create and Send Product Reports Medicina
~ XEVPRM Meassage Reset = \alidate Send Export * Duplicate Remove
“ Products (1) Operation Type * J
~ & Insert - Authorised p—
Medicinal Product Types (0)
. Type *
Authorised Pharmaceutical Forms (0)
Pharmaceutical Products (0) UL
Drug ATCs (0) MAH *
Drug Indications (0) |
Previous EV Codes (0) Field is mandatory / must have a specified value
Product Attachments (0] QPPV *
Organisations (0) o]

Field is mandaary / must have a specified value
ATC Codes (0)

) Master File Location *
Pharmaceutical Forms (0)

@.

Routes of Administration (0) L
Fleld Is mandatory / must have a specified value

Attachments (0)
PhV enguiry mail *
Master file Locations (0)

Field is mandatery / must have a specified value

PhV enquiry Phone *

Field is mandatory / must have a specified value

Sender Local Code

Info Date
dd/mm/yyyy -

Authorisation Pracedure *

o]

Field is mandatory / must have a specified value

Authorisation Country Code *

o]

Field is mandatory / must have a specified value

Authorisation Status *

o)

Field is mandatery / must have a specified value

Authorisation Number *

o]
Field is mandatery / must have a specified value

Authorisation/Renewal Date *

@ | dd/mm/yyyy ~

For the UK, as from 1.1.2021, EU Law applies only to the territary of Northern Ireland (NI) ta the extent foreseen in the Protocol on Ireland/NI

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 58/204



Upon clicking on the 'Products' section in the tree-view area, the active area will display the nhumber of
entities added in that section and some of the details related to that entity; the checkbox will be

selected by default:

EM A ‘ )’_('EVM PD Create and Send Product Reports  Medic
~ XEVPRM Message Reset ~  Validate Send Export~ Remove & O
~ & Products (1) () Mew Authorised Product
+ Insert - Authorised ) New Development Product
Num EV Code

Medicinal Product Types (0)
Authorised Pharmaceutical Forms (0) oot
Pharmaceutical Products (0)
Drug ATCs (0)
Drug Indications (0)
Previous EV Codes (0)
Product Attachments (0)

Organisations (0)

ATC Codes (0)

Pharmaceutical Forms (0)

Routes of Administration (0)

Attachments (0)

Master File Locations (0)

Operation Type

Insert

Type
Authorised

Product Name

ern Ireland

For example, if a user is performing an insert of new entity/entities together with maintenance of
existing entities in the same XEVPRM, when clicking on 'Products' in the tree-view area, the active area
will list the entities that are being added/maintained in that XEVPRM; the checkbox es will be selected

by default:

EMA ‘ X?VM PD WEB Trader Create and Send Product Reports  Me

~ New submission Reset ~  Validate Send Export * Remove
Vv & Products B) New Authorised Product
“ Update - Authorised - PROT36725 - ProductkLM Chlor: =) New Development Product

> Medicinal Product Types (1) Wum EV Code
0001 PRD136725

> Authorised Pharmaceutical Forms (2}
0002 PRD136381

> Pharmaceutical Products (2)
0003 PRD136688

> Drug ATCs (1)
» Drug Indications (1)
Previous EV Codes (0)
> Product Attachments (1)
~ Insert - Authorised - DrugkX 123
> Medicinal Product Types (1)
> Authorised Pharmaceutical Forms (1)
> Pharmaceutical Products (2) <
> Drug ATCs (1)
» Drug Indications (1)
Previous EV Codes (0)
> Product Attachments (1)
 Update - Development - PRD136688 - Amantenib
» Pharmaceutical Products (1)
Drug ATCs (0)
> Drug Indications (1)
> Product Attachments (1)
~ Organisations (1)
Update - MAH - ORG10542 - GREEN PHARMA

ATC Codes (0)

Pharmaceutical Forms (0)

i Operation Type 1

Update
Insert
Update

Type
Authorised
Authorised

Development

Product Name

ProductKLM Chloramphenicol ey...
DrugEX 123

Amantenib

For the UK, as from 1.1.2021, EU Law appl the territory of No

thern Ireland (NI) tc

| on Ireland/NI
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3.4.1.2. Removing items during data entry or maintenance process

During the data entry or maintenance process, users may be required to remove an entity from the
XEVPRM. This can be achieved by using the checklist option, which will become available in the active
area when the appropriate section of the required entity to be removed is selected in the tree-view.

Example 1:

During the creation of an XEVPRM with an update of an existing authorised medicinal product, the user
wishes to remove one of the attachments referenced in the AMP that is being updated. To achieve this,
the user should click on the 'Product Attachments' section of the AMP entity on the tree-view area to
view the list of attachments referenced in that AMP in the active area; all attachments are selected by
default:

)S[.EVMPD Create and Send Product Reports

~ Update of Luna_removal of attachment Reset ~  Validate Send Export - Remove [m]
~ Products (1) [ New Product Attachment
v Update - Authorised - PRD11169401 - Luna 21 Pharmal contraceptive tablets Num EV Code Attachment name 1
> Medicinal Product Types (1) 0001 ATT3055933 Approval letter_Luna 21_Sep 2025
> Authorised Pharmaceutical Forms (1) 0002 ATT3055934 SmPC Luna 21_Sep 2025
> Pharmaceutical Products (1) 0003 ATT3055935 Module 3 extract_ Luna 21
> Drug ATCs (1)

~

Drug Indications (1)

v

Previous EV Codes (1)
~ ¢ Product Attachments (3)

Approval letter_Luna 21_Sep 2025
SmPC Luna 21_Sep 2025
Module 3 extract_ Luna 21

Organisations (0)

ATC Caodes (0)

Pharmaceutical Forms (0)

Routes of Administration (0)

Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

To remove the last attachment, the user should de-select the first two attachment entities. Only the
last attachment should continue to be selected to indicate that the required action (i.e. removal)
should be applied only to that entity. The user should then click on the 'Remove' button and, when the
confirmation message is displayed on the screen, click on 'OK' to proceed with the removal of the
attachment entity from that AMP:
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Remove X

@ Are you sure you want to remove all selected ltems?

Once confirmed, the third attachment entity is removed from the product entity and only two items are
listed in the 'Product Attachments' section of the AMP:

‘é E M A XEVMPD Create and Send Product Reports

“ Update of Luna_removal of attachment Reset - Validate Send Export ~ Remove a
~ Products (1) ) New Product Attachment
“ Update - Authorised - PRD11169401 - Luna 21 Pharmal contraceptive tablets Num i EV Code + Attachment name 1

Medicinal Product Types (1) J 0001 ATT3055933 Approval letter_Luna 21_Sep 2025
> Authorised Pharmaceutical Forms (1) O 0002 ATT3055934 SmPC Luna 21_Sep 2025
> Pharmaceutical Products (1)
> Drug ATCs (1)
> Drug Indications (1)
> Previous EV Codes (1)
~ & Product Attachments (2)

Approval letter_Luna 21_Sep 2025

SmPC Luna 21_Sep 2025

Organisations (0)

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0}

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on I

Example 2:

During the creation of an XEVPRM the user added three development medicinal product entities in the
XEVPRM that is being created instead of two and therefore wishes to remove one of them. To achieve
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this, the user should click on the 'Products' section in the tree-view area to view the list of entities
referenced within that section in the active area; all product entities are selected by default:

W) EMA

XEVMPD

and Send Product Reports

~ Insertof 2 DMPs
v & Products (3)
~ Insert - Development
> Pharmaceutical Products (1)
Drug ATCs (0)
> Diug Indications (1)
> Product Attachments (1)
~ Insert - Development
> Pharmaceutical Products (1)
Drug ATCs (0)
> Drug Indications (1)
> Product Attachments (1)
~ Insert - Development <
> Pharmaceutical Products (1)
Drug ATCs (0)
> Drug Indications (1)
> Product Attachments (1)
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)

Attachments (0)

Master File Locations (0)

Reset -  Validate  Send Export ~  Remove 2 =]
O New Authorised Product
) New Development Product
Num EV Code Operation Type 1
0001 B Insert
0002 Insert
0003 - Insert

Type
Development
Development

Development

I Product Name |

ervitory of Northem Ireland (NI) to the

To remove one of the items, the user should de-select the items that should remain, so that only the

item to be removed is selected:

WEB Trader

roducts

Create and Send Product Reports Med

~ Insert of 2 DMPs
v & Products (3)
Vv Insert - Development
> Pharmaceutical Products (1)
Drug ATCs (0)
> Drug Indications (1)
> Product Attachments (1)
W Insert - Development
> Pharmaceutical Products (1)
Drug ATCs (0)
> Drug Indications (1)
> Product Attachments (1)
~ Insert - Development
> Pharmaceutical Products (1)
Drug ATCs (0)
> Drug Indications (1)
> Product Attachments (1)
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Measter File Locations (0)

Reset ~ Validate Send  Export ~

[ New Authorised Product

[ New Development Product

Num +EV Code
00001 =

0 o002 -

0003 =

Remove

Insert
Insert

Insert

+ Operation Type 1

Type
Development
Development

Development
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The user should then click on the 'Remove' button to proceed with the removal of the DMP entity from

the XEVPRM:

X

Remove

@ Are you sure you want to remove all selected Items?

Once confirmed, the DMP entity is removed from the XEVPRM and only two items are listed in the

'Products' section of the XEVPRM:

‘* EMA | XEVMPD Create and Send Product Reports

¥ Insert of 2 DMPs Resct +  Validate Send  Export ©  Remove o
~ & Produas 2) T New Authorised Product
 Insert - Development ) New Development Product
EV Code Operation Type 1 Type

> Pharmaceutical Products (1] tum
Dewvelopment

+ Product Name

oot Insert

Drug ATCs (0)
Doooz - Insert Development
> Drug Incications (1)
> Product Attachments (1)
~ Insert - Development
> Phormaceutical Products (1]
Drug ATCs (0)
> Drug indications (1)
> product Attachments (1)
Organisations (0)
ATC Codes (1)
Bharmaceutical Forms (0]
Rautes of Admiristration (0)
Attachments (0]

Master File Lacations (0)

& items have been removed
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3.4.2. Adding and removing items retrieved as a result of a search

3.4.2.1. Adding items retrieved as a result of a search

The checklist option also allows users to indicate which item(s) should be selected for further action
when results of a query are displayed in the active area.

Example 1: Simple query results:

WEB Trader Create an:

Authorised Medicinal Praducts Reset =

& Development Medicinal Products
Contalns

Approved Substances

Development Substances

Sources

MaHs

Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compesitions
 Queries
> Owned XEVMPD Entities

> Owned Authorised Products

Authorised Products (Valid Versian)

<

Owned Development Products
Fields
Conditions
~ Results
Result Thursday, 04 December 2025 1009:42
Substance Names

Approved Substance Namas

Develapment Substance Names

Approved Substances

Develapment Substances

Export = Refresh O @ Load
~ | MKkoog
Number of items displayed: 2
EV Code Version Full Presentation Name ' Product Code + Validated Nullified
PRD135595 1/1 valid MKO005/1 MKOO0S Yes (02/06/2025 18:01:29) No
PRD131772 1/1 valid Labox MKOO51 MKO0S51 Yes (26/01/2024 07:17:50)  No

) EMA

XEVMPD

Routes of Administration Reset ~
Pharmaceutical Forms

Master File Locations

Num
Attachments O |oo01
Abstract Compositions. © |oooz
~ Queries O |ooo3
> Owned XEVMPD Entities D Jooos4
0 Jooos
~ Owned Authorised Products
7 |ooos
Fields
0 Jooo7
Conditions
O Jooos
v Results ~
<] O |ooos
Result Thursday, 04 December 2025 | — 0010
> Authorised Products (Valid Version) 0011

v

Owned Development Products

~

Substance Names

~

Approved Substance Names

v

Development Substance Names

v

Approved Substances

Development Substances

v

Sources

~

MAHs

WEB Trader

Remove

: EV Code
PRD134721
PRD132171
PRD132189
PRD131847
PRD131501
PRD136002
PRD131776
PRD136717
PRD136512
PRD135728
PRD136692

ReRun

Modify

Number of items displayed: 11

Version
1/1
1/1
1/1
1/1
1/1
1/1
1/1
1/1
1/1
1/1
1/1

orts Medicinal Products

Operations ~ O =) Export - Load

Full Presentation Name

GOSHI Chloramphenicol eye drops and ointment
GOSHI Chloramphenicel eye drops and cintment
GOSHI Chloramphenicol eye drops and ointment
GOSHI Chloramphenicol eye drops and ointment
GOSHI Chloramphenicel eye drops and cintment
GOSHI Chloramphenical eye drops and cintment
GOSHI Chloramphenicol eye drops and ointment
GOSHI Chloramphenicol eye drops and ointment
GOSHI Chloramphenicel eye drops and ointment
GOSHI Chloramphenicol eye drops and ointment

GOSHI Chloramphenical eye drops and ointment

Product Short Name
GOSHI
GOSHI
GOSHI

GOSHI
GOSHI
GOSHI
GOSHI
GOSHI
GOSHI Chloramphenicol
GOSHI

: MAH Name

GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
GREEN PHARMA
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Users can select/de-select one, multiple or all items listed in the active area by clicking inside the
checkboxes next to the items, or by clicking on the "Select all" button:

When the required items are selected, the user can:

e Load the items from the active area into the tree-view area using the 'Load’ functionality:

EMA ?SFVMPD WEB Tra t Reports  Medicinal Products

Autharised Medicinal Products Reset ~ Export ~ Refresh 0O &

& Development Medicinal Products
Contains ~ MK0O0S -
Approved Substances

Number of items displayed: 2
Development Substances

| EV Code Version  Full Presentation Name ' Product Code validated  Nullified
Sources PRD135585 1/1 Valid MK0O5/1 MKODS Yes (02/06/2025 18:01:29) No

MAHs PRD131772 1/1 valid Labox MKDO51 MKOO51 Yes (26/01/2024 07:17:50) No
Sponsars

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions

v Queries

> Owned XEVMPD Entities

> Ouwned Authorised Products
> Authorised Products (valid Version)
~ Ouned Development Procucts
Fields
Conditions
~ Results

Result Thursday, 04 December 2025 10:09:42

~

Substance Names

v

Approved Substance Names

~

Development Substance Names

~

Approved Substances

v

Development Substances

EMA | ?:_(_‘IEVMPD WEB Trader

s Medicinal Products MedDRA

Autherised Medicinal Products Reset = Export = Operations =
 Development Medicinal Products EV Code
~ ¢ Development - PRD135595 - 1/1 Valid - MKODS/1 PRD135555
Sponsor ORG10787 - LABOX
Version
> Pharmaceutical Products (1)
1/1 Valid
Drug AICs (0)
> Drug Indications (1) Type
> Product Attachments (1) Development
> Previous Versions Interim Format
> Subsequent Versions fre tnerim Farmat
Approved Substances <
Version Status Version validity Version Description
Development Subistances
Accepted Valld Current Valid Version
Sources
MAHs Product validity Product Pending Product Nullified
Sponsors Valid Assessed No
ATC Codes Version Date Version By
Rontes of Administiation 02/06/2025 18:01:28 XMPDTRAIN
Pharmaceutical Forms
New Version Date New Version By
Master File Locations
No
Attachments
Abstract Compasitions Nullified
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e Load the items from the active area into the 'Create and Send Product Reports' area using
the 'Operations' functionality (available for results of an advance query):

XEVMPD

web

EMA |

WEB Trader C

ct Reports

Medicinal Products

vovov v

N AR

Routes of Administration Reset ~

Pharmaceutical Forms

Remove

ReRun

Modify

Number of items displayed: 11

Owned Development Products
Substance Names

Approved Substance Names
Development Substance Names
Approved Substances
Development Substances
Sources

MAHs

Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

O ®@ Export ~ Load

Reinsert

Master File Locations ' EV Code 1Version [ iictema  Mtation Name
Attachments PRD134721 1/1 Update oramphenicol eye drops and ointment
Abstract Compositions PRD132171 1/1 Nullify oramphenicol eye drops and ointment
© Queries PRD132189  1/1 wusni uoramphenicol eye drops and ointment
> Owned XEVMPD Entities ] 0004 PRD131847 1/1 GOSHI Chloramphenicol eye drops and ointment
« Owned Authorised Products ] 0005 PRD131501 1/1 GOSHI Chloramphenicol eye drops and ointment
Fields 0 o006 PRD136002 /1 GOSHI Chloramphenicol eye drops and ointment
" O o007 PRD131776 1/1 GOSHI Chloramphenicol eye drops and ointment
Conditions O ooos PRD136717 /1 GOSHI Chloramphenicol eye drops and ointment
 Results < O ooog PRD136512 1/1 GOSHI Chloramphenicol eye drops and ointment
Gl Uit () P o e O o010 PRD135728 1/1 GOSHI Chloramphenicol eye drops and ointment
Authorised Products (Valid Version) ) 0011 PRD136692 1/1 GOSHI Chloramphenicol eye drops and ointment

?vghEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
v XEVPRM Message Reset ¥  Validate Send Export ¥  Remove
~ Products (1) EV Code *
v ¢ Update - Authorised - PRD134721 - GOSHI Chloramphenicol eye drops and ¢ PRD134721
> Medicinal Product Types (1)
. . Operation Type *
> Authorised Pharmaceutical Forms (2)
. > Pharmaceutical Products (1) i
> Drug ATCs (1) Type *
> Drug Indications (1) Authorised
Previous EV Codes (0)
MAH *
> Product Attachments (1)
ORG10292 ) GREEN PHARMA
Organisations (0) <
QPPV *
ATC Codes (0)
293955

Master File Location *
MFL9954 @ Ireland - Dublin
PhV enquiry mail
phv@greenpharma.com
PhV enquiry Phone *

2075 2075 333

Sender Local Code

' Product Short Name

O veronika Baker (XMPDTRAIN)

GOSHI
GOSHI
GOSHI

GOSHI
GOSHI
GOSHI
GOSHI
GOSHI
GOSHI Chloramphenicol
GOSHI

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Irel
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e Export the selected items from the active area into XML, RTF or Excel file(s) using the
'Export' functionality:

EMA ‘ %ngVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

Authorised Medicinal Products Reset ~ Remove ReRun Modify  Operations ¥ O Load
Development Medicinal Products Number of items displayed: 11 Multi XML Files
Approved Substances _Num + EV Code + Version + Full Presentation One XML File : Product Short Name + MAH Name|
Development Substances 0001 PRD134721 1/1 GOSHI Chloramphe Multi RTF Files ointment GOSHI GREEN PHAI
cources 0002 PRD132171 1/1 GOSHI Chloramphe ¢ RTF File ointment GOSHI GREEN PHA
0003 PRD132189 1/1 GOSHI Chloramphe g Excel File  Ointment GOSHI GREEN PHA|
MAHs 0004 PRD131847 1/1 GOSHI Chloramphenicor eye arops and ointment GREEN PHA]
Sponsors 0005 PRD131501 11 GOSHI Chloramphenicol eye drops and olntment GOSHI GREEN PHAI
ATC Codes 0006 PRD136002 1/1 GOSHI Chloramphenicol eye drops and ointment GOSHI GREEN PHAI
Routes of Administration 0007 PRD131776 1/1 GOSHI Chloramphenicol eye drops and ointment GOSHI GREEN PHA
Pharmaceutical Forms 0008 PRD136717 1/1 GOSHI Chloramphenicol eye drops and ointment GOSHI GREEN PHA
Master File Locations < 0009 PRD136512 i/1 GOSHI Chloramphenicol eye drops and ointment GOSHI GREEN PHAI
Attachments 0010 PRD135728 1/1 GOSHI Chloramphenicol eye drops and ointment GOSHI Chloramphenicol ~ GREEN PHAI
Abstract Compositions | 9] 0011 PRD136692 1/1 GOSHI Chloramphenicol eye drops and ointment GOSHI GREEN PHA

V' Queries
> Owned XEVMPD Entities
~ Owned Authorised Products
Fields
Conditions
~ Results

Result Thursday, 04 Dece

> Authorised Products (Valid Versior

For the UK, as from 1.1.20 U Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

3.4.2.2. Removing items retrieved as a result of a search

Items that were loaded into the tree-view under their respective sections can also be removed from
the tree-view and active area using the 'Remove' functionality and the checklist option:

¢ To remove an item added in the tree-view, click on the section under which these items are
listed in the tree-view area; the active area will display the items available in that section and the
checkbox next to those items will be automatically selected:

W EMA

XEVMPD we ¢ Crea c ts Medicinal Products MedDF

v & Authorised Medicinal Products. Reset = Remove Export = Refresh O @
~ Authorised - PRD1116384 - 1/1 - Luna 21 Pharmat contraceptive
Contains  ~  Search for product records owned in the XEVMPD by your HQ =

MAH: ORG46279 - PHARMAL S.A

MFL: MFL21023 - Belgium - Lisge Number of items displayed: 2

Num EV Code Version Full Presentation Name _: Authorisation Status Authorisation County Nullifi
QPPV: Erkdt Utturkar (3VBIO_U) - 7502467
001 PRD11169394 11 Luna 21 Pharmal contracep... Valid IRELAND No No
> ) B 0
Medional roduct Types (1) 002 PRD11169320 2/2 Product KLM 2,5%, gel Valid - Transferrad Marketin.. EUROPEAN UNION No No

> Authorised Pharmacetical Forms (1)
> Pharmaceutical Products (1)
> Drug ATCs (1)
> Drug indications (1)
Previous EV Codes (0)
> Product Attachments (1)
> presious versions
> subsequent versions
> Reporting Names - Presentation
> Reporting Names - Sciantific
> Authorised - PRD1116932 - 2/2 - Product KLM 2,5%, gel
Development Medicinal Products
Approved Substances
Development Substances
sources
MAks
Sponsors
ATC Codes

Routes of Administration

Pharmaceutical Forms
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Once you click on the 'Remove' button, which is now available, you will be prompted to confirm if
all items under that section should be removed:

Remove x

(@ reyou sure you want to remove al sefected tems?

= B

Once confirmed by selecting 'OK' in the displayed message, the items available in that section will
be removed from the tree-view and active area:

& EMA | XEVMPD Medicinal Products

& Authorised Medicinal Produdts Reset = Export - Refresh
Development Mediicinal Products

Approved Substances

Development Substances

Contains v Search for preduct records ewned in the XEVMPD by your HQ

Sources

ATC Codes

Routes of Administration

Phamaceutical Forms.

Master File Locations

Attachments

Abstract Compositions. ¢
> Queries

&) ttems have been removed

For the UK, as from 1.1.3071, FU Law spplies he territory of Northern Treland (1) to the extent foreseen in the Protocol on Treland/NT

3.5. Functionalities

3.5.1. Compare

The 'Compare' functionality available in the 'Medicinal Products' section, allows users from the
organisation that owns the AMP record in the XEVMPD, to compare the current versus previous
version of an AMP entity.

To compare individual versions of the medicinal product entity, retrieve the AMP entity so that it is
available in the active area of EVWEB; as an example, in the below product, there are 4 versions:
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@ EMA | XEvMPD

o mushara Mrbina Preduct:

MASHE ORGR617 MEK K07

> Bushorised Pharmazetics s 1]

> Phamsceuic! rorhucs 1

> ungaics

> Pepertong Hores - Seietie

Ret = Tl

7 usharises - PROTTIBE208 - 474 - Pac AEC soluise 1003 Ev code

[

broduct validiy

[rp—

Version Date

/1072075 10: 75000

New Version Date

Version valeity Version Doseriptian
Unassessed Currenl Mot Assessacd

Froduct bending Product Hullfiad
[rp—
Verson By

R0 U

New Version By,

By clicking on the 'Compare' functionality, a new window will open, providing a short description of the
changes made between the current (i.e. the latest) and the previous version:

Product Version Changes
PRD11169304
From Version 3 (25/09/2025 16:50:31) to Version 4 (31/10/2025 10:29:06)

section

change
Authosatin Chamge

In this specific example, a change was made in the 'Authorisation status' field. The square box next to
the field(s) is there to help the end user keep on track of the reviewed changes in case that multiple
changes were made within one AMP entity. By selecting the box(es), the user can see which changes
were reviewed and which are yet to be done:

Product Version Changes

PRD11169304
From Version 3 (25/09/2025 16:50:31) to Version 4 (31/10/2025 10:29:06)

Section Change
Authorisation B-Changed-AuthorsationStatas

Selecting/not selecting the relevant boxes has no impact on the changes made in the AMP or indeed
the EVWEB.

The compare functionality can be used to compare also previous versions of the same entry. For
example, the changes made between version 1 and 2 of the AMP are as follows:

Product Version Changes
PRD11169304
From Version 1 (10/09/2025 13:46:28) to Version 2 (10/09/2025 13:59:29)

Section Chang:
Chaen

presentaticn
Chory

3.5.2. Copy and paste functionality

It is possible to copy and paste information from free-text fields using Ctrl+C and Ctrl+V keyboard
functionalities.

For look-up fields (remote and local), it is possible to copy the information within the field by using the
"Clipboard" functionality:
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0

3.5.3. Duplicate

The 'Duplicate’ functionality available in the 'Create and Send Product reports' section allows users to
clone an item which already exists in the XEVPRM that is being created.

It is possible to duplicate entities that are being inserted in the XEVPRM or information within entities
that are being inserted. It is not possible to duplicate entities that are being maintained (i.e.
updated, invalidated or nullified).

Duplicate detection is also in place to prevent users from submitting duplicated information and
receiving a negative acknowledgement.

To use the 'Duplicate' functionality, users must click on the item to be cloned (product, organisation,
MFL etc.) in the tree-view area, so that the entity is highlighted in the tree-view area in blue; the
below screenshot shows a duplication of a DMP entity:

EMA | XbEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA  Post
wel

~ Inset of DMPs Reset v  Validate Send Export ~ Duplicate Remove

~ Products (1) Type *

| v 2 Insert - Development - Product x| e

> Pharmaceutical Products (1)

Operation Type *
> Drug ATCs (1) P YP

> Drug Indications (1) Insert

> Product Attachments (1) Sender Local Code
Organisations (0} 1
ATC Codes (0) Sponsor *
Pharmaceutical Forms (0)
ORG46210 £ "01 SPONSOR IMG"

Routes of Administration (0)

< Product Code
Attachments (0)
Master File Locations (0)

Product Name *

Product X

Product Other Name

By clicking on the 'Duplicate’ functionality, the product entity will be duplicated in the tree-view area,
thus resulting in the XEVPRM containing two DMP entities with the operation type 'Insert':

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 70/204



& EMA | XEVMPD

WEB Trader Create and Send Product Reports

Medicinal Products MedDRA Post

~ Inset of DMPs
~ Products (1)
v ¢ Insert - Development - Product X

> Pharmaceutical Products (1)
> Drug ATCs (1)
> Drug Indications (1)
> Product Attachments (1)

Organisations (0)

ATC Codes (0)

Pharmaceutical Forms (0)

Routes of Administration (0)

Attachments (0)

Master File Locations (0)

EMA | XEVMPD

Reset - Validate
Type *
Development
Operation Type *
Insert
sender Local Code

1

Sponscr *

ORG46210

¢ Product Code

Product Name *

Product X

Product Other Name

Send

Export ~

[) "01 SPONSOR IMG"

Create and Send Product Reports

Remove

v Inset of DMPs

v Products (2)

v Insert - Development - Product X
> Pharmaceutical Products (1)
> Drug ATCs (1)
> Drug Indications (1)

> Product Attachments (1)
.

v & Insert - Development - Product X
> Pharmaceutical Products (1)
> Drug ATCs (1)
> Drug Indications (1)

> Product Attachments (1)

Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)

Routes of Administration (0)

Attachments (0)

Reset ~  Validate
Type *
Development
Operation Type *
Insert
Sender Local Code

1

Sponsor *

ORG46210

< Product Code

Product Name *

Product X

Product Other Name

Send

Export ~ Duplicate

© "01 SPONSOR IJMG"

Remove

The user can then further modify the information within the entities before submission.

Users can also duplicate sub-sections within the product entities, such as the 'Pharmaceutical Product'

section.
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The below screenshot shows a duplication of the pharmaceutical product section (coated tablet)
present within an AMP entity, resulting in the AMP containing two pharmaceutical products:

EMA Z-(EI:.EVMPD WEB Trader Create and Send Product Reports Me

* Insert of combination AMP Reset ~  Validate Send Export -
~ Products (1)

Remove

Administrable Pharmaceutical Form =

“ Insert - Authorised - Cold Day and Night tablets PHEOD008MIG O COATED TABLET

> Medicinal Product Types (1)

> Authorised Pharmaceutical Forms (1)

~ Drug Routes (1)
ORAL USE
~ Drug Ingredients (2)
PARACETAMOL - Active Ingredient
CAFFEINE - Excipient
Old Drug Ingredients (0)
Medical Devices (0)
> Drug ATCs (1)
> Drug Indications (2)
Previous EV Codes (0)
> Product Attachments (1)
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

@& EMA | XEVMPD Create and Send Product Reports

> Authorised Pharmaceutical Forms (1) Reset ~ Validate Send Export = Duplicate Remove

Vv Phammaceutical Products (2) Administrable Pharmaceutical Form =

PHFO0009MIG O COATED TABLET
v Drug Routes (1)

ORAL USE
v Drug Ingredients (2)
PARACETAMOL - Active Ingredient
CAFFEINE - Excipient
Old Drug Ingredients (0)
Medical Devices (0;

v  COATED TABLET

> Drug Routes (1)
> Drug Ingredients (2)
Old Drug Ingredients (0)
Medical Devices (0)
> Drug ATCs (1)
> Drug Indications (2)
Previous EV Codes (0)
> Product Attachments (1)
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)
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3.5.4. Export

XEVMPDweb allows several ways to export the loaded information. Each of these buttons will be
available under the 'Export' functionality.

The formats that are available within the 'Export' functionality depend on the section in which the user
is working, and on the item(s) selected.

Export -

Multi XML Files

Export ~ One XML File
WML Export ~ Multi RTF Files
ZIP ¥ML One RTF File
RTF RTF One Excel File

e XML: Allows users to generate an XML version of an XEVPRM message or the results of a query
available in the active area.

e RTF: Allows users to generate an RTF (which is a typical cross-platform document format) version
of the XEVPRM or results of a query selected in the active area.

e ZIP: Allows users to generate a ZIP file of the XEVPRM with an attachment (if present).
e Excel: Allows users to generate an Excel file of the results of a query selected in the active area.

The exported file(s) will become available in the 'Downloads' folder of the browser used to access
XEVMPDweb by the user.

3.5.5. Load

The 'Load' functionality allows users to load items selected in the active area into the tree-view area.

Load

3.5.6. Modify

This functionality will become available when results of a search are displayed in the active area; it
allows users to modify the conditions of an existing search by redirecting the user back to the
'Conditions' section of the advanced query.

Modify

3.5.7. Operations

From technical point of view:

¢ Reinsert: Allows users to re-insert an existing XEVMPD entity (e.g. product, organisation, master
file location etc., as per the applicable accessibility rules) whilst retaining the previous information.
The existing entity will be moved to the 'Create and Send Product Reports' section, with the
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assigned operation type 'Insert’, where the user can further modify the information before
submission.

e Update: Allows users to update an existing XEVMPD entity owned in the XEVMPD by their
headquarter organisation (e.g. product, organisation, master file location etc.) providing that this
entity is not invalidated or nullified. The existing entity will be moved to the 'Create and Send
Product Reports' section, with the assigned operation type 'Update’, where the user can further
modify the information before submission.

e Nullify: Allows users to nullify an existing XEVMPD entity owned in the XEVMPD by their
headquarter organisation (e.g. product, organisation, master file location etc.) providing that this
entity is not:

- already nullified;
— invalidated (in case of an authorised medicinal product);

— validated by the EMA (this does not apply for DMPs, which are flagged as validated by default
upon their initial submission).

If the nullification is allowed, the existing entity will be moved to the 'Create and Send Product
Reports' section, with the assigned operation type 'Nullify', where the user can further modify the
information (e.g. to provide the reason for nullification in the 'Comment' field of the entity) before
submission. If the entity to be nullified is however referenced in other not-nullified entities (such as
AMPs or DMPs), the nullification will be rejected by system, and the user will receive a negative
acknowledgement.

Nullified entities are never deleted from the XEVMPD; when the nullification related status field
references 'Yes', this indicates that the entity is no longer current, and no future use of this entity
within any submissions is possible.

¢ Invalidate MA: Allows users to invalidate an existing AMP record owned in the XEMVPD by their
headquarter organisation providing that the AMP is not:

- already invalidated;
— nullified in the XEVMPD.

If the invalidation is allowed, the existing AMP entity will be moved to the 'Create and Send Product
Reports' section, with the assigned operation type 'Invalidated MA', where the user can further
modify the information and assign the required 'Not-valid' marketing authorisation status and
invalidated date before submission.

Invalidated AMP entities are never deleted from the XEVMPD; their authorisation status is set as
'Not valid' to indicate that the marketing authorisation of the medicinal product is not valid.
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Operations -

Reinsert
Invalidate MA
Update
Nullify

From business point of view, the above referenced operation types are to be used to cover wide range
of scenarios; for this reason:

e MAHSs users should refer to Chapter 3.1I: Extended EudraVigilance product report message
(XEVPRM) user guidance and

e Sponsor users should refer to the Guidance on the electronic submission of information on
investigational medicinal products for human use in the Extended EudraVigilance medicinal product
dictionary (XEVMPD) to check how/which operation type should be used to notify a change related
to their data in the XEVMPD.

3.5.8. Refresh

The 'Refresh’ functionality allows users to refresh the search within the section that they are working
in.

3.5.9. Remote import

The 'Remote Import' functionality available in the 'Web Trader' section allows users to import a
message (submitted or received) from the active area into the tree-view area.

Remote Import

3.5.10. Remove

This functionality should be used to delete item(s) from the tree-view and/or active area of the user
interface. This functionality will not remove the item(s) from the XEVMPD as this action will only
affect the current data present in the user's personal session in the user interface.

¢ When removing results of a simple query from the tree-view area, all results listed in the active
area will be selected (via the checkbox option) by default. Uless the user de-selects the results that
should remain, these will be removed just by clicking on the 'Remove' functionality and confirming
'OK' when the below message is displayed
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Remove X

@ Are you sure you want to remove all selected Items?

When removing results of an advanced query it is not possible to select any results to be removed.
All results listed in the active area will be removed upon clicking on the 'Remove' functionality
and confirming 'OK' when the below message is displayed:

Remove X

(@ veyousure you want to remove the resuls from the fist?

X Cancl
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3.5.11. ReRun

This functionality will become available when results of an advanced search are displayed in the active
area; it allows users to run an existing search, based on the already specified conditions, again.

ReRun

3.5.12. Reset

The 'Reset' button is available by default in each section of the user interface; by clicking on this
functionality, two options are revealed:

Reset =

Application !

Section

e Upon selecting 'Application’, the entire user interface will re-set, resulting in losing any data
available in each of the sections at that point.

e Upon selecting 'Section’, only the specific section of the user interface will be affected, resulting in
losing any data available in that section at that point.

3.5.13. Run

The 'Run' functionality allows users to run their advanced query; the results will be displayed in the
active are.

3.5.14. Run to Excel

The 'Run to Excel' functionality allows users to run their advanced query directly to an Excel file
without viewing the results in the active area first. The exported file(s) will become available in the
'Downloads' folder of the browser used to access XEVMPDweb by the user.

Run to Excel

3.5.15. Select/De-select all

When items are loaded in the active/tree-view area, it is also possible to select/de-select all items
available in the active area by using the following functionalities, which will become available next to
the dynamic buttons:

O

Select all: This button allows the user to select all entities displayed in the active area/tree-

view (maximum of 50 results is shown per page). Users can use this button instead of manually
checking each single item:
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O
Deselect all: Allows the user to de-select all entities displayed in the active area/tree-view

(maximum of 50 results are shown per page). Users can use this button instead of manually
unchecking each single item:

3.5.16. Send

The 'Send' functionality is available in the 'Create and Send Product reports' section to users from
organisations registered in EudraVigilance as WebTrader organisations.

If the user is from an organisation registered in EudraVigilance as Gateway user, the 'Send' button will
be missing.

This functionality allows users to submit the XEVPRM which is being created into the system.

Send

3.5.17. Sort conditions alphabetically

The 'Sort conditions alphabetically' functionality allows users to alphabetically sort the condition fields
of an advanced query in the active area in an alphabetical order.

3.5.18. Validate

The 'Validate' functionality available in the 'Create and Send Product reports' section allows users to
perform a check of the information in the XEVPRM that is being created and flag any possible errors
(such as missing mandatory data etc).

The system will confirm the result of the check via a pop-up message that will be displayed on the
screen and the fields/sections with errors will be highlighted in red:
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Validation

@ Validate Failed

2 Error(s) present.

First error(s):
Development Product/Product Code

Field is mandatory / must have a specified value

3.6. Data entry input fields

There are four types of fields for users to enter information into the system:

o text fields;

e date field/time fields;

e look-up fields (local and remote); and

e query fields.

Most of the fields reference a tooltip, which provides a brief overview of the type of information that is

expected for that field. The tooltip can be viewed by hovering over the © symbol:

MAH =

®

Field is mandatory / must have a 59'31 The MAH corresponding to the legal entity of the medicinal product in the given country must be specified. (AP.4) I

3.6.1. Free-text fields

This is the most common type of field in XEVMPDweb. Free-text fields require information that must be
entered using the keyboard.

To enter information in a free-text field, users must click inside the field space and type in the required
information:

[ click here and type the required text O] ] |

Once you start typing, the colour of the field changes from red to blue:
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Nobel pharmal

When you finish typing the required text and click outside the field, the field will display the text that
you entered:

Nobel Pharma Limited

It is possible to copy and paste information to and from text fields.

Each text field has a defined number of characters that can be entered in that field; many fields in the
XEVMPD allow up to 2000 characters to be entered. In some fields [for example in the 'Comment' field

of an AMP (AP.14)], users are also allowed to enter line break(s). These can be added by using 'Enter’
on your keyboard:

Comment

It is possible to enter line breaks in this field.

You can do so by using 'Enter' on your keyboard.

3.6.2. Date/time fields

This type of field is used in XEVMPDweb to enter the date information in different formats. The
information is entered using a graphical interface that recalls a calendar or can be entered (in the
required format) using your keyboard:

Authorisation/Renewal Date *

|01f'02;"202 'if}| dd/mm/yyyy ~

< December 2025 2

Su Mo Tu We Th Fr Sa

1 2 3 4 5 6
7 8 9 10 1 12 13
14 15 16 17 18 10 20

]
=]

0
=]

= ) ) =

Many fields in XEVMPDweb can accept the date information in different formats; the options that are
available depend on the business rules set up for the specific field:

e date/month/year; i.e.: dd/mm/yyyy
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e month/year; i.e.: mm/yyyy

If it is possible for a field to choose the format in which the date should be provided, the field will
display the format next to the field:

Authorisation/Renewal Date *

@ ]l mm/jyyyy v
If it is not possible to choose the format in which the date should be provided, the field will not display
the format option next to the field:

Receive Date (From) (J

Receive Date (Up to) O

The formats can be selected by clicking on the format button next to the calendar and selecting the
required option:

Authorisation/Renewal Date *

L oo ]

Authorisation/Renewal Date * |

[ 1% ]| mm/yyyy v ||

Field is mandatory / must have a speci1 dd/mm/yyyy

The calendar will then be displayed as per the selected option:

Authorisation/Renewal Date * I Author‘isationfRenewal Date *
| o |[ aarmmpyyyy ~ |
@ [ | mmfyyyy ~
< May 2025 >
Su Mo Tu We Th F  Sa < 2025 >
272 2 1 2z 3
Jan Feb Mar
4 5 6 7 8 9 10
Apr May Jun
mooo12 13 14 15 16 17
L
18 19 20 21 22 23 24 Jul Aug =ep
25 26 27 28 29 30 31 Oct MNov Dec

To enter information in a date field, click inside the field, and the calendar option will be presented for

the selected format (i.e. either date/month/year or month/year). By default, it displays that current
date, month and year:

‘ [ click inside this field 0] mm/yyyy A4
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e To change the month, click on the month to view the other months, or use the side arrows for

navigation:

25

12

19

26

2025

13

20

27

21

28

Th

22

29

Fr

16

23

30

Sa

24

1

Jan

- Apr

Jul

Oct

e To change the year, click on the year to view other years:

n

18

25

12

19

26

May
Tu We Th
29 3 1
6 7 8
13 14 15
20 21 22
27 28 29

16

23

30

10

17

24

31

2020

» 2022

2024

2026

2028

2025

Feb
May
Aug

Mow

2020 - 2029

You can then navigate to different years by using the side arrows:

|

2020

2022

2024

2026

2028

2020 - 2029

2021

2023

2025

2027

2029

e To change the date, click on the specific date:

2021

2023

2025

2027

2029

Mar
Jun
Sep

Dec
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< May 2025 >

Su Mo Tu We Th Fr Sa

11 12 13 14 15 16 17
18 19 20 21 22 23 24

25 26 27 28 29 30 31

The day selection confirms and enters the date and closes the calendar screen:

Authorisation/Renewal Date * |

[ 13/05/2025 dd/mm/yyyy v

3.6.3. Look-up fields/tables

In this type of field, users are presented with a drop-down menu of available options.

By clicking inside the field, the list of pre-defined values will be displayed:

Authorisation Procedure =

EU authorisation procedures - Centralised Procedure

EU authorisation procedures - Decentralised Procedure

EU authorisation procedures - Mutual Recognition Procedure

EU authorisation procedures - Mational Procedure

EU other approval/authorisation procedure

EU registration proceduras - Simplified registration procedure for homeopathic medicinal products
EU registration procedures - Traditional use registration for herbal medicinal products

Mon EU authorisation procedure

Users provide the input for that field by selecting one of the available values; the value that is being
selected in highlighted in blue:
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Authorisation Procedure *

EU authorisation procedures - Centralised Procedure

EU authorisation procedures - Centralised Procedure
EU authorisation procedures - Decentralised Procedure

EU authorisation procedures - Mutual Recognition Procedure

EU authorisation procedures - National Procedure
EU other approval/authorisation procedure
EU registration procedures - Simplified registration procedure for homeopathic medicinal products

EU registration procedures - Traditional use registration for herbal medicinal products

Non EU authorisation procedure

By clicking on the required value, the value is then presented in the field:

Authorisation Procedure *

EU authorisation procedures - National Procedure

To change the referenced value for another value, you can repeat the above-described steps.
To remove the selected value so that the field is completely empty:
— click inside the field again, so that all available options from the drop-down menu are visible,

— then click inside the field again and press the 'Delete’ or 'Backspace' buttons on your keyboard.

3.6.4. Remote database look-up tables

This type of field requires data that needs to be selected from a predefined list already available in
the XEVMPD (i.e. an EV Code is already assigned to that entity). The data is generated as a result of
a query.

To search remote look-up table within a field, users must click inside the field; a new pop-up window
will be displayed:

Select MAH X

Local Mode c Remote Mode

Search for MAHs available in the XEVMPD [visibility restrictions may apply] including those owned by your HQ

Number of items found: 0
Num EV Code MAH Name Validated

There are no items for current filter

Close

The search mode is set to 'Remote Mode' by default:

If it is possible to switch the look-up from Remote to Local, the button will be highlighted in blue:
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Local Mode (:) Remote Mode

If it is not possible to switch the look-up from Remote to Local, the button will be highlighted in
grey:

Local Mode (:) Remote Mode

By typing in the required text, the system will perform a search for entities that contain the typed text
and display the retrieved results:

Select MAH X
Local Mode 0 Remote Mode
|I Nobe I
Number of items found: 3
Num EV Code MAH Name Validated
0001 ORG11919 GENERINOBEL GMBH 20/08/2012
0002 ORG6407 MNOBEL PHARMA CO., LTD. 15/09/2011
0003 ORG9966 NOBELPHARMA CO. LTD 28/06/2012
First  Previous Next Last
Close

The more text is typed into the search field, the more the system restricts the search.

If multiple results are found, the results are paginated; each page will display 10 results. Maximum of
50 results can be displayed as a result of a query. To move between pages, users can click on the
individual page numbers or go straight to the first, previous, next or last page:
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Select MAH X
Local Mode O Remote Mode
| nd
Maximum number of items returned (50). Please refine the filter criteria.
Num EV Code MAH Name validated
0001 ORG1877 ABBOTT NORGE AS (NORWAY) 26/11/2007
0002 ORG10964 ABBOTT PRODUCTS GMBH (HANNOVER) 06/07/2012
0003 ORG6097 ABNOBA GMBH 19/08/2011
0004 ORG14020 ACCELERE PHARM ¥V ROUSINOS AND CO G.P 08/03/2017
0005 ORG34312 ACINO AG 26/05/2017
0006 ORG21584 ACINO FRANCE SAS 19/12/2014
0007 ORG5963 ACINO PHARMA AG 01/08/2011
0008 ORG2799 ACINO PHARMA GMBH 02/09/2009
0009 ORG6055 ACO HUD NORDIC AB 11/08/2011
0010 ORG5036 ACTAVIS NORDIC A/S 02/05/2011
First  Previous 2 3 4 5 Next Last
Clear selected value Close

To clear the search, users can either remove the text from the search field by selecting the text and
using 'Delete' or the 'Backspace' functionality on their keyboard, or by using the 'Clear selected
value' option within the window:

Select MAH

Local Mode o Remote Mode

|~

Num EV Code
0001 QORG1877
0002 0ORG105964
0003 ORGE6097
0004 0ORG14020
0005 ORG34312
0006 ORG21584
0007 0ORG5963
0008 ORG2799
0009 ORGE055
0010 ORG5036

Maximum number of items returned (50). Please refine the filter criteria.

MAH Name

ABBOTT NORGE AS (NORWAY)

ABBOTT PRODUCTS GMBH (HANNOVER)
ABNOBA GMBH

ACCELERE PHARM V ROUSINOS AND CO G.P
ACINO AG

ACINO FRANCE SAS

ACINO PHARMA AG

ACINO PHARMA GMBEH

ACO HUD NORDIC AB

ACTAVIS NORDIC A/S

First Previous 2 3 4 5 Next Last

validated

26/11/2007
06/07/2012
19/08/2011
08/03/2017
26/05/2017
19/12/2014
01/08/2011
02/09/2005
11/08/2011
02/05/2011

Clear selected value Close

The 'Clear selected value' option within the window will also close the look-up window.

To close the look-up window without clearing the values, the 'Close’ option within the window can also

be used:
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Select MAH X

Local Mode () Remote Mode
nd

Maximum number of items returned (50). Please refine the filter criteria.

Num EV Code MAH Name Vvalidated

0001 ORG1877 ABBOTT NORGE AS (NORWAY) 26/11/2007
oooz ORG10964 ABBOTT PRODUCTS GMBH (HANNOVER) 06/07/2012
0003 ORG6097 ABNOBA GMBH 19/08/2011
o004 ORG14020 ACCELERE PHARM V ROUSINOS AND CO G.P 08/03/2017
0005 ORG34312 ACINO AG 26/05/2017
0006 ORG21584 ACINO FRANCE SAS 19/12/2014
0007 ORG5963 ACINO PHARMA AG 01/08/2011
ooog ORG2799 ACINO PHARMA GMEH 02/09/2009
0009 ORGG055 ACO HUD NORDIC AB 11/08/2011
0010 ORG5036 ACTAVIS NORDIC A/S 02/05/2011

First Previousz 3 4 5 Next Last

Clear selected value Close

Once you select the required value from the displayed results, the information is entered in the field:

MAH *

ORGS966 ) NOBELPHARMA CO. LTD |

3.6.5. Local database look-up tables

When an entity, which needs to be referenced in a product entity (AMP or DMP), is not included in the
(remote) look-up tables already present in the XEVMPD, users can add this new information in the
same XEVPRM.

To reference an entity not yet present in the XEVMPD (i.e., an entity without an assigned EV Code),
users must add the information for that entity in the relevant section of the XEVPRM, and then
reference this entity in the required field by retrieving it from the 'Local Mode' look-up table.

Example:

An organisation with the name "Sponsor XYZ" must be referenced as the 'Sponsor' within a
development medicinal product. This sponsor organisation does not exist in the XEVMPD. The sponsor
information is therefore entered in the 'Organisation’' section of the XEVPRM that is being created:
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XEVMPD

web

WEE Trader Create and Send Product Reports Medicinal Products MedDRA

Post

XEVERM Message

Products ()
~ Organisations (1)
& Insert - Sponsor - Sponsor XYZ

ATC Codes [-)
Pharmaceutical Forms (-
Routes of Administration (-)
Attachments {-)

Master File Locations (-)

Reset -~  WValidate Send Export ~ Duplicate Remove
Operation Type *
Insert
Type ™
Sponsor
Sponsor Mame *

Sponsor XYZ

Sponser Sender ID (0.5)

Address =
5 Blue street
City =
Limerick

Region

Postcode *

IE4 0

Country Code *

IRELAND

Telephone Number

Telephone Extension

Once the sponsor information is provided in the 'Organisations' section of the XEVPRM, the sponsor
organisation will be available for selection from the local look-up table in the 'Sponsor' field within the
development medicinal product entity.

To search local look-up table within the required field, users must click inside the field; a new pop-

up window will be displayed:

Select Sponsor X
Local Mode () Remote Mode
[ Search for sponsors available in the XEVMPD [visibility restrictions may apply] including those owned by your HQ
Number of items found: 0
Num EV Code Sponsor Name Validated
There are no items for current filter
Close

The search mode is set to 'Remote Mode' by default. The search mode must therefore be switched
to the "Local Mode' by moving the toggle to the left:
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Select Sponsor X
Local Mode () Remote Mode
Search for sponsors available in the XEVMPD [visibility restrictions may apply] including those owned by your HQ
Number of items found: 0
Num EV Code Sponsor Name Validated
There are no items for current filter
Close
By doing so, the system will display the retrieved results for that entity (in this case, a sponsor
organisation):
Select Sponsor X

Local Mode . Remote Mode

[ [search for Sponsors available in the XEVPRM

Code

Name 1
1 Sponsor XYZ

First  Previous Next Last

Close

The search panel is also available to allow users to query the local look-up list; this is useful when
multiple records for the same type of entity were inserted via the same XEVPRM:

Select Sponsor X
Local Mode C) Remote Mode
Write here something to filter...
Code Name *
S Sponsor ABC
4 Sponsor KLM
1 Sponsor XYZ
First  Previous Next Last
Close

By typing in the required text, the system will perform a search for entities that contain the typed text
and display the retrieved results:
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Select Sponsor

Local Mode C) Remote Mode

El

Code

Name
Sponsor XYZ

First Prewous Next Last

Close

Once you select the required value from the displayed results, the information is entered in the field:

Sponsor *

1

£ Sponsor XYZ

3.7. Search methods

To search the XEVMPD, users can perform a simple search (using the simple query field) or an
advanced search (using the advanced query section).

3.7.1. Simple query

The simple query field is available for each of the below shown sub-section of the 'Medicinal products’

section of XEVMPDweb.

EMA | XEVMPD

¢ Authorised Medicinal Products
Development Medicinal Products
Approved Substances
Development Substances
Sources

MAHSs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Attachments

Abstract Compositions

> Queries
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The simple search field is located at the top of the active area for each of the individual sections
referenced in the tree-view area.

Example: Simple search field for 'Authorised Medicinal Products' sub-section:

EMA | ?iEVM PD WEB Trader Create and Send Product Reports = Medicinal Products = Med

& Authorised Medicinal Products Reset ~ Export ~ Refresh

Development Medicinal Products

I Contains ~  Search for product records owned in the XEVMPD by your HQ Simple search field
Approved Substances

Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

By default, the search is carried out with the simple 'Contains' clause however, it is possible to select
other options by clicking on the downwards arrow next to 'Contains':

@ EMA ‘ %JDEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

¢ Authorised Products Reset ~ Export ~ Refresh O

Development Products pr——
‘ Contains Search for product records owned in the XEVMPD by your HQ

Approved Substances

Match
Development Substances Starts with
Sources
MAHSs Ends with
Sponsors Wwith
ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations

Attachments

<

¢ 'Match’ will indicate that the search should be performed for items that are an exact match of the
entered value.

e 'Starts with' will indicate that the search should be performed for items that begin with the
entered value.

e 'Contains' will indicate that the search should be performed for items that reference the entered
value.

e 'Ends with' will indicate that the search should be performed for items that end with the entered
value.
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e 'With' will indicate that the search should be performed for specific items only, such as EV Codes.
These must be separated in the search field by a pipe symbol (|):

(@) EMA | XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

£ Authorised Products Reset ~ Export ~ Refresh O

Development Products
I With v PRD5117055|PRD5176185|PRD440035I

Approved Substances

For each sub-section, the simple search field provides a brief description of the information that can be
found in that sub-section.

Examples:

EMA | ?J(EVM PD C e and nd Product Re s Medicinal Products W

& Authorised Medicinal Products Reset - Export = Refresh

Development Medicinal Products
Contains ~ [ Search for product records owned in the XEVMPD by your HQ

Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries
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EMA | XEVM PD t Medicinal Products

Authorised Medicinal Products Reset ~ Export ~ Refresh

¢ Development Medicinal Products

Contains v I Search for product records owned in the XEVMPD by your HQ I

Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

) EMA | )S-bEVMPD WEB x ct Medicinal Products

Authorised Medicinal Products Reset ~ Export ~ Refresh

Development Medicinal Products

Contains v I Search for MAHs available in the XEVMPD [visibility restrictions may apply] including those owned by your HQ I

Approved Substances
Development Substances
Sources

& MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

Here users can enter key words or EV Codes and activate the search by pressing 'Enter' on their
keyboard.

The results will be displayed in the active area, under the search field:
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) EMA | XEVMPD

s Medicinal Products  Med

Authorised Medicinal Products
Development Medicinal Products
Approved Substances

Development Substances

Master File Locations
Attachments
Abstract Compositions.

> Queries

Reset ~  Export ~  Refresh

a Load

Contains v | oral use

Number of items displayed: 6

Num EV Code Administration Route Name Type validated Nullified
Sources 00001  ADR772 INTRAVENOUS USE AND ORAL USE Proposed  Yes (11/09/2023 18:34:35) No
MAHs o002 ADR223 INTRAVENOUS OR ORAL USE (CHILDREN) Proposed  No Yes (24/03/2017 11:45:04)
Sponsors 0003  ADRS24 PERITUMORAL USE Standard  Yes (24/09/2013 11:15:06) No
ATC Codes 0004  ADROO048MIG ORAL USE Standard Vs (14/10/2004 12:05:44) No
2 Routes of Administration 0005  ADRODO36MIG INTRATUMORAL USE Standard  Yes (14/10/2004 12:05:44) No
Pharmaceutical Forms 0006 ADR348 INTRATUMORAL USE Proposed  Yes (07/11/2011 10:54:58) Yes (05/12/2011 11:03:17)

The order of presentation of the items retrieved as a result of a query and displayed in the active area
can be re-arranged by clicking on the header of each column. An arrow will be displayed next to the
header of each column, allowing you to sort the items in that column from ascending to descending

order and vice versa:

EMA | XEVMPD

Medicinal Products M

Authorised Medicinal Products
Development Medicinal Products
Approved Substances

Development Substances

Master File Locations
Attachments
Abstract Compositions

> Queries

) EMA | XEvMPD

Reset v  Export *  Refresh

Contains v~ oral use

Number of items displayed: 6

WEB Trader Ci

o Load

nd Product Reports Medicinal Products MedDRA

Num EV Code Administration Route Nam Type validated Nullified
Sources 0005  ADRO0036MIG INTRATUMORAL USE Standard Yes (14/10/2004 12:05:44) No
MAs 0006  ADR348 INTRATUMORAL USE Proposed  Yes (07/11/2011 10:54:58) Yes (05/12/2011 11:03:17)
Sponsors 00002  ADR223 INTRAVENOUS OR ORAL USE (CHILDREN) Proposed  No Yes (24/03/2017 11:45:04)
ATC Codes 0001  ADR772 INTRAVENOUS USE AND ORAL USE Proposed  Yes (11/09/2023 18:34:35) No
2 Routes of Administration 0004  ADRO0048MIG ORAL USE Standard  Yes (14/10/2004 12:05:44) No
Pharmaceutical Forms 0003  ADRS24 PERITUMORAL USE Standard  Yes (24/09/2013 11:15:06) No

Authorised Medicinal Products
Development Medicinal Products.
Approved Substances

Development Substances

Master File Locations
Attachments
Abstract Compositions

> Queries

Reset ~ Export ~ Refresh

Contains ~  oral use

Number of items displayed: 6

o Load

Num EV Code Administration Route Name | Type validated Nullified
Sources 0003  ADR524 PERITUMORAL USE Standard Yes (24/09/2013 11:15:06) No
MAHs 0004  ADROOD4SMIG ORAL USE Standard  Yes (14/10/2004 12:05:44) No
Sponsors 00001 ADR772 INTRAVENOUS USE AND ORAL USE Proposed  Yes (11/08/2023 18:34:35) No
ATC Codes 00002  ADR223 INTRAVENOUS OR ORAL USE (CHILDREN) Proposed  No Yes (24/03/2017 11:45:04)
2 Routes of Administration 0005  ADROODIGMIG INTRATUMORAL USE Standard Vs (14/10/2004 12:05:44) No
Pharmaceutical Forms 0006  ADR348 INTRATUMORAL USE Proposed Vs (07/11/2011 10:54:58) Yes (05/12/2011 11:03:17)

The simple search does not allow users to apply filters for their search or to specify which information
should be displayed for the items retrieved; the information displayed for the retrieved results is
provided by default and depends on the type of entity that is being searched for.

For example, for routes of administration, the results will display the following information:
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Autherised Products

Development Products

Approved Substances

Seurces

MAHs

Sponsors

ATC Codes.

& Rautes of Administration
Pharmaceutical Forms
Master File Locations

Attachments

Rasat -

Conlains

0001
0002

Dloo03
Dooo4
210005
10006

Export -

Refresh

@ Load

v | oral use

Number of items displayed: &
Development Substances
Num EV Code

ADR772
ADRI23
ADRS24
ADROODABMIG
ADRDOO3EMIG
ADR348

‘Administration Route Name.
INTRAVENOUS USE AND ORAL USE
TNTRAVENOUS OR ORAL USF (CHILDREN)

PERITUMORAL USE
ORAL USE
INTRATUMORAL USE
INTRATUMORAL USE

3.7.2. Advanced query

Type

Validated

Nullified

Deprecated |

Proposed
Proposed
Standard
Standard
Standard

Proposed

Ho
o
Yes (24/09/2013 11:15:06)
Yes (14/10/2004 12:05:44)
Yes (14/10/2004 12:05:44)
Yes (07/11/2011 10:54:58)

Yes (06/03/2024 11:47:28)
Yes (24/03/2017 11:45:04)

Yes (05/12/2011 11:03:17)

No
No
No
No
No
No

XEVMPDweb allows users to perform elaborate queries for the various XEVMPD entities. These queries

are referred to as 'advanced queries' and are available:

e In the tree-view area within the "'WEB Trader' section, under 'Inbox' and 'Outbox":

XEVMPD

web

roduct Reports Medicinal Pro

> & Inbox

> Outbox

Bulk Update

Imported Messages (0)

Reset ~

Number of items displayed: 8
Num File Name

D 0001 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Insert of new products_vb-2025-09-02+10.11.28_ueplhi.xml

(10002 ack_zt.t.phv.maheugppv@3vbio_u-Send-3VBIO_U-XEVPRM-uat_amp_mik339_2-2025-08-28+10.19.36-01_gnds60.xml

(10003 ack_zt.t.phv.maheugppv@3vbio_u-Send-3VBIO_U-XEVPRM-uat_amp_mik339-2025-08-28+10.08.41-01_19%fahm6.xml

[ 0004 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-MAH test reinsert error ack-2025-08-08+12.48.57_1e7h5qgo.xml

[J 0005 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-UAT_JC_12082025-2025-08-12+12.07.02_e4s6i.xml

0006 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-UAT_JC_12082025-2025-08-12+12.07.02_8uxk0.xml

(10007 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Test UAT Dev Pro JMG-2025-08-08+09.45.51_1jd2kte.xml

[ 0008 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-MAH test reinsert error ack-2025-08-08+12.30.18_efgieg.xml

In the '"WEB Trader' section, users can perform queries on:

» Received XEVPRM Acknowledgements (in the 'Inbox' section) and

» Submitted XEVPRMs (in the 'Outbox’ section).
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EMA | XEVMPD

& Authorised Medicinal Products
Development Medicinal Products
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Attachments

Abstract Compositions

In the tree-view area within the 'Medicinal Products' section under 'Queries':

Medicinal Products

Reset ~ Export ~ Refresh

Contains ~  Search for product records owned in the XEVMPD by your HQ

In the 'Medicinal Products' section within XEVMPDweb, users can perform queries on:
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@ EMA ‘ af)bEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

Authorised Medicinal Products Reset ~
Development Medicinal Products
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Attachments

Abstract Compositions

v & Queries

Owned XEVMPD Entities

Owned Authorised Products
Authorised Products (Valid Version)
Owned Development Products

Substance Names

VoV VvV v v

Approved Substance Names
Development Substance Names
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

VoV VOV VY VY Vv

Routes of Administration
Pharmaceutical Forms
Abstract Compositions

Attachments

vV v v

Master File Locations

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (| to the extent foreseen in the Protocol on Irela

e in the tree-view area within the 'MedDRA' section under 'Queries’:

XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

&7 S0OC Terms Reset - Version 28.0 - Refresh O
HLGT Terms

Contains v | Search SOC Terms for the selected MedDRA version available in the XEVMPD
HLT Terms

Preferred Terms

Low Level Terms
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In the 'MedDRA' section, users can perform queries on:

>

>
>
>
>

SOC Terms;
HLGT Terms;
HLT Terms;

Preferred Terms;

Low Level Terms.

An advanced query is divided in 3 different sections:

e Fields
e Conditions
e Results

The below example shows an advanced query section for 'Routes of Administration':

EMA | XFVMPD

WEB Tra an uc rts Medicinal Products Me

>

>
>
>

R N Y " A e V)

~ Queries

Abstract Compositions

> Owned EVMPD Entities

Owned Authorised Products

Authorised Products (Valid Version)

Owned Development Products

Substances Mames

Approved Substance NMames

Development Substance Names

Approved Substances

Development Substances

Sources
MAHs
Sponsors

ATC Codes

& Routes of Administration

Fields

Conditions

Results

Pharmaceutical Forms

Attachments

Master File Locations

Reset - Run

3.7.2.1. Fields section

The 'Fields' section is used to define the output of an advanced query. That means that the items
displayed in the result list will contain information for the fields selected in this section.
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Usually, some of the items displayed in the 'Fields' section are marked as default (i.e. the checkbox
next to the field is already selected). This means that if users run the query without selecting any
additional fields in the 'Fields' section, only the default ones will be considered as selected.

For example, the fields for the 'Route of Administration' advanced query selected as default are:

) EMA | XEVMPD WEB Tr r C an uct :  Medicinal Products

web

Abstract Compeositions Reset ~ RUN o
v Queries
» Owned EVMPD Entities Type
> Owned Authorised Products
EV Code
» Authorised Products (Valid Version)
» Owned Development Products Validated
» Substances Names Deprecated

» Approved Substance Names
[ Last Update

> Development Substance Names

E )
» Approved Substances & Nullified

» Development Substances Route of Administration Name
> Sources <

Version Date
> MAHs

[J sender Identifier
7 Sponsors
» ATC Codes [ Message Number

~ Routes of Administration oM R ive Dat
£55agde Recelve Date

& Fields

L. O Sender Name
Conditions
Results O Is Updatable

» Pharmaceutical Forms
» Attachments

» Master File Locations

The user can select or de-select any or all the fields available.

If the user made their own selection of fields and run the query, the fields previously selected will be
labelled as 'Last selection'.
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&) EMA | XEVMPD

Queries

> Owned EVMPD Entities

Result Wednesday, 03 September 2025 07:51:17
> Pharmaceutical Forms
» Attachments

» Master File Locations

WEB Trader

Reset - Run O

> Owned Authorised Products [ Type
> Authorised Products (Valid Version)
EV Code Last Selection)
» Owned Development Products
S Substances Names Validated (Last Selection)
> Approved Substance Names [J Deprecated
> Development Substance Names
[ Last Update
> Approved Substances
Nullified Last Selection
> Development Substances ( )
> Sources Route of Administration Name
> MAH <
s O Version Date
> Sponsors
O sender Identifier
> ATC Codes
~ Routes of Administration [J Message Mumber
& Fields
[ Message Receive Date
Conditions
O sender Name
~ Results

Is Updatable (Last Selection)

(Last Selection)

3.7.2.2. Conditions section

The 'Conditions' section is used to define the criteria of an advanced query. This section allows users to
select one or more condition and, within this/these condition(s), define the criteria to be used as

filter(s) for the search.

3.7.2.2.1. Conditions with a list of pre-defined values

In this type of condition, the user can select one of the values from the pre-defined list; multiple

selection is not possible.

For example:

Authorisation Procedure O

EU authorisation procedures - Centralised Procedure
EU authorisation procedures - Decentralised Procedure

EU authorisation procedures - Mutual Recognition Procedure

EU other approval/authorisation procedure

EU registration procedures - Traditional use registration for herbal medicinal products

MNon EU authorisation procedure

EU authorisation procedures - National Procedure

EU registration procedures - Simplified registration procedure for homeopathic medicinal products
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Upon selection, the value will be displayed in the field for that condition:

Authorisation Procedurs EU authorisation procedures - National Procedure

Some of the conditions already have one of the available values selected by default.

For example, within the 'Owned Authorised Products' advanced query, the condition 'Article 57 Format'
and 'MA Validity' = 'Valid' are selected by default:
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Authorised Medicinal Products
Development Medicinal Products
Approved Substances
Develapment Substances
Sources
MAHS
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
~ Queries
> Owned XEVMPD Entities
~ Owned Authorised Products
Fields
& Conditions

Resulls

v

Authorised Products (Valid Version)
Owned Development Products

Substance Names

Vo v

Approved Substance Names.
Development Substance Names
Approved Substances

Development Substances

D

Sources

~

MAHs

~

Sponsors

v

ATC Codes

Routes of Administration
Pharmaceutical Forms
Abstract Compositions

Attachments

v v v v v

Master File Locations

@) EMA | XEvMPD

Reset * Run  Run to Excel o i

Medicinal Products

Article 57 Format

Article 57 Format

Local Number [J

EV Code O

Has Been Updated [}

Product Validity ()

Product Pending O

Product Nullified O

Product Last Rejected []

Last Update (On) O

Last Update (From) O

Last Update (Up to) O

Full Presentation Name [

Product Short Name O

Product INN/Common Name ()

Product Strength Name

Product Company Name [

Product Form Mame O

Authorisation Country (]

Authorisation Procedure [

Authorisation Status O

Autherisation/Renewal Date (From) (]

Authorisation/Renewal Date (Up to) [

MA Validity

Valid I

Authorisation Number [J

MRP/DCP/EMEA Number (J

EU Number (]

Legal Basis O

Invalidated Date [

Invalidated Date (From) O

Invalidatad Date (Up to) ()

MAH (Name) O

MAH (Code) [J

QPPV (Code) O

Master File Location (Code) [

Pharmaceutical Form (Code) ()

Route of Ad

ration (Code) [

ATC Code O

Substance (Code) O

Substance (Name) O

1s Updatable [

Is Nullifiable ©J

Sender Identifier (Code) ()

Sender Name [
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Users cannot de-select these conditions; they can however select a different value available within this
condition:

Article 57 Format Article 57 Format

Article 57 Format

Pre Article 57 Format
Any

MA Validity Valid

Invalid

Any

3.7.2.2.2. Free-text conditions

In these conditions, users can enter the information themselves using their keyboard. It is possible to
specify multiple values, providing that the values are separated by a vertical line (]).

For example:

| Full Presentation Name [

BV Code O

Whilst the free-text condition descriptions do not initially reference the search option to be used, the
condition name might be appended with the text '(Contains)' or '(With)' once a text is entered in the
condition field, depending on what type of criteria the user entered [single value or multiple values
separated by a vertical line (I) etc.]:

For example:

Full Presentation Name (Contains) Product ABC ”

EV Code (Contains) PRD11169140

EV Code (With) PRD11160140|PRDO505403|PRD11169120
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3.7.2.2.3. Remote look-up conditions

Within these conditions, users can search for an entity already present in the XEVMPD (i.e. an EV Code
is assigned to that entity) using the remote look-up tables, and by entering the required condition (i.e.
an EV Code) directly into the field, either as a single value or as multiple values separated by a vertical
line (|):

For example:

MAH (Code) [J

Master File Location (Code) (Matches) [J '

Whilst the condition descriptions text does not initially reference the search option to be used, the
condition name might be appended with the text '(Matches)' or '(With)' once the required value(s)
is/are entered in the condition field, depending on what type of criteria the user entered [single value
or multiple values separated by a vertical line (I) etc.]:

For example:

To specify an EV Code of a single MAH entity that should be used in the '"MAH (Code)' condition, the
user should click within the field and press ENTER on their keyboard. The search section will open:

Select MAH Code %

Local Mode () Remote Mode

[5earch for MAHSs available in the XEVMPD [visibility restrictions may apply] including those owned by your HQ

Number of items found: 0
Num EV Code Name

There are no items for current filter

Select  Close

The 'Remote Mode' is selected by default.

Once the required entity is retrieved and selected, the EV Code of that entity will be present in the
condition field:

MAH (Code) (Matches) ORG46217 MAH XYZ

If the user knows the EV Code(s) of the entity/entities that should be used as basis for the search, the
EV Code(s) can be entered directly in the field either as a single value, or as multiple values separated
by a vertical line (]).

For example:

MAH (Code) [(With ORG6194|ORG299¢|

Once the 'Conditions' and the values within these conditions are selected, the advanced query can be
executed via the 'Run' or 'Run to Excel' functionality.
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The 'Run to Excel' functionality is not available in advanced queries for:

The user must run the query first and then extract the results into Excel using the 'Export’

Owned XEVMPD Entities
Substance Names
Approved Substance Names
Development Substance Names
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Abstract Compositions
Attachments

Master File Locations

functionality.

3.7.2.3. Results section

If the advanced query was run using the 'Run’ functionality, and the results are therefore available in
the active area, a brief overview of when the query was run will be displayed under the 'Results’
section:

~ Queries

> Owned XEVMPD Entities

v Owned Authorised Products
Fields
Conditions

“ Results

Result Thursday, 04 December 2025 12:27:32

In case of multiple searches, the overview of when each of the searches was run, will be listed; the
active area will display the results retrieved for the search highlighted in the tree view area in blue:
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:: EMA X_EVM PD w o Medicinal Products MedDRA

Autharised Medicinal Products Reset ~  Remove ReRun Modify ~ Operations ~ O = Export ~  Load

Development Medicinal Products Number of items displayed: 2

Appraved Substances Num EV Code + Version + Full Presentation Name Product Short Name  : MAH Name|
Development Substances ) o001 PRD136380 3/3 Nullified Nullified DrugEX 50mg capsule DrugEX XYZ PHARM,
S [ o002 PRD134601 2/2 Nullified Nullified Flutex® 400/600 mg paracetamol capsules Flutex® GREEN PHAI
ources

MAHs

Sponsars

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

' Queries

v

Owned XEVMPD Entities

<

Owned Authorised Products
Fields

Conditions

~ Results
Result Thursday, 04 December 2025 12:27:32 <
Result Thursday, 04 December 2025 12:31:01

Result Thursday, 04 December 2025 12:33:31

v

Authorised Products (Valid Version)

v

Owned Development Products

Substance Names

v v

Approved Substance Names

v

Development Substance Names
Approved Substances

Davelopment Substances

[V IEN

Sources

MAHs

v

Sponsors
AIC Codes
Routes of Administration

Pharmaceutical Forms

N N

Abstract Compositions

Attachments

vov

Master File Locations

he extent foreseen in the Prof

Users can swich between viewing the results for each search by clicking on the relevant result overview
in the tree view.

By clicking on the section title 'Results', the active area will display the overview of when each of the
searches was run:
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web

e EMA ‘ XEVMPD Medicinal Products

Authorised Medicinal Products Reset ~ Remove

Development Medicinal Products Results Found

Approved Substances Result Thursday, 04 December 2025 12:27:32
Development Substances Result Thursday, 04 December 2025 12:31:01
Sources Result Thursday, 04 December 2025 12:33:31
MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
' Queries
> Owned XEVMPD Entities
~ Owned Authorised Products
Fields
Conditions
v Results
Result Thursday, 04 December 2025 12:27:32 <
Result Thursday, 04 December 2025 12:31:01

Result Thursday, 04 December 2025 12:33:31

To clear the 'Results' section and remove all results for each search, the 'Remote import' functionality

should be used. Once confirmed, the results will be deleted:

Remove X

® Avre you sure you want to remove all selected [tems?
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It is also possible to remove the results by re-setting the whole section/application using the 'Reset’

functionality.

3.7.3. Immediate query

An immediate query is a simple query performed automatically by XEVMPDweb without the user
specifying any condition(s) to be used as a base for the search.

This type of query is used for example in the 'Medicinal Products' section, on 'Owned EVMPD

Entities' under 'Queries'.

To launch an immediate query, the user should simply select the item and run the search using the

'Run' functionality:

@ EMA | XEVMPD

WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

Authorised Medicinal Products
Development Medicinal Products
Approved Substances
Development Substances
Sources

MAHSs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms

Master File Locations
Attachments

Abstract Compositions

~ Queries

| v & Owned XEVMPD Entities |

Results

The results will be displayed in the active area, showing information in fields set by default by the

system:
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iv EMA XEVMPD E : " - duct Reports  Medicinal Products

Authorised Medicinal Products Reset ~ Remove ReRun  Export -
Development Medicinal Products Number of items displayed: 20
Approved Substances Num Entity Article 57 Format ‘Type ' Status Number
Development Substances 0001 Product Article 57 Format Authorised Assessed 2
Sources 0002 Product Article 57 Format Authorised Awaiting Assessment 206
0003 Product Article 57 Format Authorised Nullified 2
MAHs
0004 Product Article 57 Format Development Assessed 213
B
ponsors 0005 Substance Article 57 Format Development Assessed 3
ATC Codes 0006 Organisation Article 57 Format MAH Assessed 3
Routes of Administration 0007 Organisation Article 57 Format Spansor Awalting Assessment 16
Pharmaceutical Forms ooos Organisation Article 57 Format Sponsor Assessed 206
Master File Locations 0008 Organisation Article 57 Format MAH Awaiting Assessment 163
Attachments. o010 ATC Code Article 57 Format Propased Awaiting Assessment 1
Abstract Compositions o011 ATC Code Article 57 Format Development Assessed 4
. o012 ATC Code Article 57 Format Development Awaiting Assessment 1
~ Queries
- 0013 Administration Route Article 57 Format Development Awalting Assessment 5
~ Owned XEVMPD Entities
Rosult 0014 Administration Route Article 57 Format Development Assessed 1
 Results
0015 Administration Route Article 57 Format Propased Assessed 1
Result Thursday, 04 December 2025 12:49:13
o016 Pharmaceutical Form Article 57 Format Development Awaiting Assessment 2
Owned Authorised Products 0017 Pharmaceutical Form Article 57 Format Proposed Awaiting Assessment 3
Authorised Praducts (Valid Version) 0018 Pharmaceutical Form Article 57 Format Development Assessed 3
Owned Development Products < 0019 Master File Location Article 57 Format Awalting Assessment 136
Substance Names 0020 Attachment Article 57 Format 346

Approved Substance Names
Development Substance Names
Approved Substances

Development Substances

MAHs

Sponsors

AIC Codes

Routes of Administration
Pharmaceutical Forms
Abstract Compasitions

>

>

>

>

>

>

>

>

> Sources
>

>

>

>

>

b

2 Attachments
b

Master File Locations
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4. "WEB Trader' section

@ EMA | XEVMPD s e e 5 OO (R 6

> & inbox Reset - Refresh  Remotelmport ® D
> Outhon Number of items displayed: 50
Imported Messages Num iFile Name Message Number i Receiver Sender i Receive Date
001 ‘ack_7t.t.phv.maheuappv@3VRID_U-Send-3VBT0_U-XEVPRM-Update of DMP_vb-2025-12-01+14.16.30_lhecryxml EU-EC-M-6062091-ACK WBI0_U EVHUMAN 0171272025 15:20:18
0002 ack_rt.t.phv.maheugppv@IVRIO U Send 3VRTO U XFVPRM PRD11163417 invalidation 2025 11 27109.30.01 .. FU FC M 6062090 ACK AVBIO U EVHUMAN 27/11/2025 10:33:51
0003 ack_zt.t phv. maheugppy@3IVBIO_U-Send-3VEIO_U-XEVPRM-ProductkLM tablet_insert_EU-2025-11-25+09.23 43 EU-EC-M-6062089-ACK 3VBIO_U EVHUMAN 25/11/2025 10:28:08
0 oooa ack_zL.Lphv. maheugppv@IVBIO_U-Send-JVBIO_U-XEVPRM-Update_vb-2025-11-24+14.05.30_bpdned.xm| [EU-EC-M-5062088-ACK. vp1o_u EVHUMAN 24/11/2035 15:09:11
0 000y ack_zt.t.phv. maheuappv@IVBIO_U-Send-JVBLO_U-XEVIRM-Update_vb-2025-11-24+12.45.00_86p3a2.xm| EU-LC-M-606208/-ACK avBlo_u EVHUMAN 2411/2025 13:49:09

Bulk Update <

The 'WEB Trader' section is available to users from organisations registered in EudraVigilance as Web
Trader organisations.

Within this section, users can:
e access their WEB Trader Inbox and Outbox;

e import XEVPRMs available in their WEB Trader Inbox and/or Outbox (i.e. via the 'Remote Import'
functionality);

e import XEVPRMs stored locally on their computer (via the 'Local Import' functionality available in
the 'Imported Messages' section);

e retrieve the XML files generated via the 'XEVMPD Bulk Update tool'.

The 'Inbox' section is displayed by default.
4.1. Inbox

The 'Inbox' displays XEVPRM Acknowledgement messages in an XML format sent to the organisation ID
of an organisation registered in EudraVigilance with a WEB Trader submission mode.

Organisations registered in EudraVigilance with a Gateway submission mode will find their XEVPRM
acknowledgement in the location specified by their Gateway provider.

The sender of the XEVPRM acknowledgment will always be specified as EVHUMAN, which corresponds
to the EMA Gateway.

The timelines for the receipt of the XEVPRM Acknowledgement depend on the type of
acknowledgement that is expected:

e 1st and 2nd ACK (in one file) can be expected within minutes and max withing 48 hours since
the submission XEVPRM was sent;

e 34 ACK can be expected as per information provided in section 1.3.5.2. Content validation of this
document.

By default, the 'Inbox' section will display the last 50 XEVPRM ACKs sent to the organisation ID under
which the user is logged on to XEVMPDweb. However, the user can view the remaining messages by
using the arrows at the top of the active area:

@) EMA | XEvMPD WED Troder Craats and Send Procuct Reports  Mechchal Prockts WedDRA Past e

> & nbox

Reset +  Refresh  Remotemport @ O

> Dutbex Number of items displayed: 50

Importcd Messges Num File: Name: Message Number Receiver Sender Receive Date
[ PRk ack 75.E.phvmaheuqppVEAVAIG L-Send-3VRI L-XEVPRM-Update of DMP_vb-2025-12-01+14.16.30_iheodxml EU-EC-M-6062091-ACK WHIO U FVHUMAN 01/12/2025 15:20:18
11 0003 ack 70.£.phi MBNAUAPPVIDIVBID) U-Send-3VBIO L-XEVPRM-PRO11 166417 Invalldation-3075-11-27409 30,01t EU-EC-M-6062090-ACK WRHIO U EVHUMAN -

0003 ack 2t.t.phv maheuappVESVBIC. U Send 2VBIO_U XEVPRM ProductKLM tablet Insert EU) 2025 11 25 400.03.48... EU EC M G0GI080 ACK VRIO U EVHUMAN
0002 ack 2t phv maheugpPUE3VBIC_U Send 3VBIO_U XEVPRM Update v 2025 11 241 14.05.30_bpans0.smi EU EC M 6062088 ACK BRI U EvHUMAN
0005 ack_zt.t.phi maheuqppvE3VBIO_U Send 2VBIO_U XEVPRM Update_vb 2025 11241 12.45.00_86p3q2xml EU EC M 6062087 ACK aveI0_u EvHUMAN
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https://www.ema.europa.eu/en/documents/other/chapter-5-extended-eudravigilance-product-report-acknowledgement-message-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf

Users cannot modify the content of their Inbox.

Users can however refresh the results shown by clicking on the 'Refresh' button:

Reset ~ | Refresh Remote Import @ O

To view the content of an XEVPRM ACK or to download the file, select the required file name in the
active area; the selected file will be highlighted in blue:

(W) EM A | XEVMPD WE Trader

> & inbox Reset - Refresh  Remote Import @ T+ & >
> Outbax Number of items displayed: 50
npeatad Messages Hum File Name * Message Number Receiver sender + Receive Date
Bulk Updte 0 001 ack_zt ¢ phv.maheuqppy (D IVBID_L-Send- 3VBI0_U-XEVPRM-Update of DMP_vb-2025-12-01+14.16.30_lhecxy.xm| EU-EC M-6062091-ACK 3vBIO_U EVHUMAN 01/12/2025 15:20:18
1 ooz ack u-send: 169417 invalid 30,01 T EU-EC ACK aveio_u EVHUMAN 27/11/2025 10:33:51
O 6003 ack_zLE. IVBIO_U-Send-3VBIO, IKLM tablet_insert_EU-2025-11-25+09.23.49... EU-EC-M-6062089-ACK 3vBIO_U EVHUMAN 25/11/2025 10:25:08
1 aoos ack_zt.t.phv.maheuqppv@ IVBIO_U-Send-JVBI0_U-XEVPRM-Update_vb-2025-11-24+14.05.30_bpaned.xmi EU-EC-M-6067088-ACK veie_u EVHUMAN 24/11/2025 15:09:11
0 0005 ack_zt.t.phv.maheuappv@IVBIO_U-Send- 3VBIO_U-KEVPRM-Update_vb-2025-11-24+12,45.00_86p302 xml EU-EC-M-6062087-ACK IVBIO_U EVHUMAN 24/11/2025 13:49:09

Click on the selected file and a new pop-up window will be displayed, containing the link to the XML file
of the XEVPRM ACK and the option to download the file:

Message information

@ Click on the ink below 1o review the XML message.

K E 27003001 tortimanl

¢ To view the information in the file, click on the hyperlink in blue:

Message information X

® Click on the link below to review the XML message.

I ack zt.t.phv.maheuqppv@3VBIO U-Send-3VBIO U-XEVPRM-PRD11169417 invalidation-2025-11-27+09.20.01 tgrbjm.xml I

A new window will open and display the content of the message:
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This XML file does not appear to have any style information associated with it. The document tree is shown below.

v<evprmack xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance"
xsi:noNamespaceSchemalLocation="http://eudravigilance.ema.europa.eu/schema/ackxevmpd.xsd">
v<ichicsrmessageheader>
<messagetype>EVPRACK< /messagetype>
<messageformatversion>1.8</messageformatversion>
<messageformatrelease>1.0</messageformatrelease>
<messagenumb>EU-EC-M-6@62090-ACK</messagenumb>
<messagesenderidentifier>EVHUMAN<¢/messagesenderidentifier>
<messagereceiveridentifier>3VBIO_U</messagereceiveridentifier>
<messagedateformat>204</messagedateformat>
<messagedate>20251127103147</messagedate>
</ichicsrmessageheader>
v <acknowledgment>
v <messageacknowledgment>

<evmessagenumb>EU-EC-M-6062090</evmessagenumb>
<originalmessagenumb>PRD11169417_invalidation</originalmessagenumb>

<originalmessagesenderidentifier>3VBIO_U</originalmessagesenderidentifier>

<originalmessagereceiveridentifier>EVHUMAN</originalmessagereceiveridentifier>

<originalmessagedateformat>284</originalmessagedateformat>
<originalmessagedate>2@251127093001</originalmessagedate>
<transmissionacknowledgmentcode>®1</transmissionacknowledgmentcode>

</messageacknowledgment>
v <reportacknowledgment>

<reportname>AUTHORISEDPRODUCT< /reportname>
<localnumber/>
<ev_code>PRD11169417</ev_code>
<operationtype>6</operationtype>
<operationresult>29</operationresult>

<operationresultdesc>Entity withdrawn/Invalidate MA successfully Version 5 </operationresultdesc>
</reportacknowledgment>
</acknowledgment>
</evprmack>

Depending on the browser that is used to access XEVMPDweb, users might be able to save the
file as a PDF file using the '"Print’ option available upon using a right click on the user's mouse:

This XML file does not appear to have any style information associated with it. The document tree is shown below.

v <messageacknowledgment>

v <evprmack xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance"
xsi:noNamespaceSchemalocation="http://eudravigilance.ema.europa.eu/schema/ackxevmpd.xsd">
v<ichicsrmessageheader>
<messagetype>EVPRACK</messagetype>
<messageformatversion>1.@</messageformatversion>
<messageformatrelease>l.@</messageformatrelease>
<messagenumb>EU-EC-M-6062090-ACK</messagenumb>
<messagesenderidentifier>EVHUMAN< /messagesenderidentifier>
<messagereceiveridentifier>3VBIO_U</messagereceiveridentifier>
<messagedateformat>204</messagedateformat>
<messagedate>20251127183147</messagedate>
</ichicsrmessageheaders>
v<acknowledgment>

<evmessagenumb>EU-EC-M-6062098< /evmessagenumb>

<originalmessagenumb>PRD11169417_invalidation</originalmessagenum
<originalmessagesenderidentifier>3VBIO_U</originalmessagesenderid
<originalmessagereceiveridentifier>EVHUMAN</originalmessagereceiv
<originalmessagedateformat>204</originalmessagedateformat>
<originalmessagedate>20251127093@01</originalmessagedate>
<transmissionacknowledgmentcode>@1</transmissionacknowledgmentcod

</messageacknowledgment>
v <reportacknowledgment>

<reportname>AUTHORISEDPRODUCT</reportname>

<localnumber/>

<ev_code>PRD11169417</ev_code>

<operationtype>6</operationtype>
<operationresult>29</operationresult>
<operationresultdesc>Entity withdrawn/Invalidate MA successfully

</reportacknowledgment>
</acknowledgment>
</evprmack>

To download the XML file, the 'Download' option should be used:

Back Alt+Left Arrow
Forward Alt+Right Arrow
Reload Ctrl+R
Save as... Ctrl+S
Print... Ctrl+P
Cast...

(&) Search with Google Lens
Open in reading mode
Translate to English

G IE Tab Options >
View page source Ctrl+U

Inspect
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Message information

® Click on the link below to review the XML message.

ack zt.t.phv.maheugppv@3VBIO U-Send-3VBIO U-XEVPRM-PRD11169417 invalidation-2025-11-27+09.30.01 tgrbjm.xml

X Close

e To close the pop-up window, either of the 'Close' options should be used:

Message information

@ Click on the link below to review the XML message.
ack zt.t.phv.maheuqppv@3VBIO U-Send-3VBIO U-XEVPRM-PRD11169417 invalidation-2025-11-27+09.30.01 tgrbjm.xml

==

e To view the information of the required ACK in user-friendly format in XEVMPDweb, the
ACK should be selected (by ticking the box next to the item in the active area) and then uploaded
in the tree-view area via the 'Remote Import' functionality:

WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

> Outbox

> & Inbox Reset ~  Refresh Remote Import [u}

Imported Messages

Bulk Update

of items displayed: 50

File Name Message Number

ack_zt.t.phv.maheugqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update of DMP_vb-2025-12-01+14.16.30_ihecxy.xml EU-EC-M-6062091-ACK
ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-PRD11169417_invalidation-2025-11-27+09.30.01_t... EU-EC-M-6062090-ACK
ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-ProductkKLM tablet_insert_EU-2025-11-25+09.23.49... EU-EC-M-6062083-ACK
ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update vb-2025-11-24+14.05.30_bp4ne0.xml EU-EC-M-6062088-ACK

ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update_vb-2025-11-24+12.45.00_86p3qg2.xml EU-EC-M-6062087-ACK

The information related to the content of the received ACK will then be displayed in the tree-
view area under the 'Imported Messages' section, whilst the active area will display the information
related to the identification of the received acknowledgement file:

(\?) EMA ‘ agFVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

> Inbox

> Outbox

“ Imported Messages (1)

v Message Ack

Bulk Update

~ ¢ EVPRACK - EVHUMAN - 27/11/2025 10:31:47

> Entity Acknowledgments (1)

Reset -
Message Type
EVPRACK
Message Number
EU-EC-M-6062090-ACK
Original Sender
EVHUMAN

Message Date

27/11/2025 10:31:47
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To check if the action performed on the item referenced in the submission XEVPRM (for example an
insert of a new entity or an amendment of an existing entity) was performed successfully, click on
the 'Entity Acknowledgement' section in the tree-view area:

EMA | XEVMPD

> Inbox
> Outbox
‘ ~ Imported Messages (1)
| v EVPRACK - EVHUMAN - 27/11/2025 10:31:47
v Message Ack

> & Entity Acknowledgments (1)

1 Bulk Update

A summary will then be displayed in the active area:

> Inbox Reset =
> Outbox Num  Entity : Local Number 1 :EV Code Operation Type : Operation Result : Operation Result Description
~ Imported Messages (1) 0001 Authorised Product PRD11169417  Invalidate MA Entity MA Entity Tnvalidate MA Version 5

~ EVPRACK - EVHUMAN - 27/11/2025 10:31:47
~ Message Ack

> & Entity Acknowledgments (1)

Bulk Update

4.1.1. Search within the 'Inbox’' section

Within the 'Inbox', it is possible to perform a search related to the XEVPRM ACKs received. The search
is based on specifying the conditions that should be used as criteria for the search.

To specify the search conditions, expand the 'Inbox"' section in the tree-view area by clicking on the
arrow next to 'Inbox':

(\g) EMA | angVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Poq
Inbox Reset ~  Refresh Remote Import & O
> Outbox Number of items displayed: 50
Imported Messages Num : File Name
Bulk Update J 0001 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-U
O 0002 ack_zt.t.phv.maheugppv@3VvBIO_U-Send-3VBIO_U-XEVPRM-PR

The tree-view area will show 'Conditions' and 'Results' under the 'Inbox' header:
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XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post|

web

~ ¢ Inbox Reset ~  Refresh Remote Import & |
Conditions Number of items displayed: 50
Results Num : File Name
S Outbox O 0001 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Up
O 0002 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-PRI
Imported Messages
J 0003 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Pro
Bulk Update
O 0004 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Up
J 0005 ack_zt.t.phv.maheuqgppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Up

By clicking on 'Conditions’, the active area will display the conditions that the user can use to specify
the filters and conditions for the search:

(\9) EMA | u)v(etleVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
~ Inbox Reset ~ Run  Run to Excel o i
& Conditions
Results Receiver [J
> Outbox
Sender [J

Imported Messages

Bulk Updat
HikHpdate File Name (J

Acknowledgement Message Number [J

Receive Date [

Receive Date (From) CJ

Receive Date (Up to) OJ

Aside from the date related condition, the fields are free-text fields, which means that users can type
in or copy the information that should be used to restrict the search.

For example:

To find XEVPRM acknowledgements received during a specific time period, users should use the date
fields available to restrict the time frame to be used for the search.

- the 'Received Date' query field should be used when the user is searching for XEVPRM ACKs
received on a specific date.

- the 'Received Date (From)' should be used to search for XEVPRM ACKs received from a certain
date onwards.
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- the 'Received Date (Up to)' should be used to search for XEVPRM ACKs received up to a certain
date.

- Combination of 'Received Date (From)' and 'Received Date (Up to)' should be used to search for
XEVPRM ACKs received during a specific period (for example a month). The start and end of the period
should be entered into the 'Receive Date (From)' and 'Receive Date (Up to)' fields using the calendar
option.

Once the required conditions for the search were specified, users can select if they wish to run the
search via the 'Run' or 'Run to Excel' functionality:

XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

v Inbox Reset ~ | Run Run to Excel O 12
¢ Conditions
Results Receiver [J
» Outbox
Sender [J
Imported Messages
Bulk Updat
uik Ppdate File Name O

Acknowledgement Message Number O

Receive Date [J

Receive Date (From) 01/10/2025

Receive Date (Up to) 31/10/2025

By selecting 'Run’, the results of the search will be displayed in the active area:

EMA ‘ XFVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
web
 Inbax Reset ~ Remove ReRun  Modify Excel Remote Import o
Conditions Number of items displayed: 35
~ Results Num i File Name = Message Number
Result Wednesday, 10 December 2025 09:45:49 [ ooo1 ack_zt.t.phv.maheugppv@3vbio_u-Post-3VBIO_U-XEVPRM-PRD11169304_Invalidation due to MA transfer-2025-10-31+09... EU-EC-M-6062014-ACK
3 Outbox O 0002 ack_zt.t.phv.maheugppv@3vbio_u-Post-3VBIO_U-XEVPRM-PRD11160321_update_vb-2025-10-31+00.22.34_w7ilwS.xml  EU-EC-M-6062013-ACK
O 0003 ack_zt.t.phv.maheugppv@3vbio_u-Post-3VBIO_U-XEVPRM-PRD11169401 (Luna) update-2025-10-30+15.55.26_8994cs.xml EU-EC-M-6062008-ACK
Imported Messages

O ooo4 ack_zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Luna 21_insert_vb-2025-10-21+12.45.01_3h7wb0.xml EU-EC-M-6061984-ACK

Bulk Update

By selecting 'Run to Excel', the results of the search will be sent to an Excel file, which will be sent to
the 'Downloads' folder of the browser in which the user is viewing XEVMPDweb:

o export-2025-11-06+16.27.55.xlsx
5.5 KB = Done
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Once the search was executed, a time stamp (with the date and time) will be displayed under 'Results’
in the tree-view area:

EMA XtEVMPD WEB Trader
web
~ Inbox
Conditions
~ Results

I Result Wednesday, 10 December 2025 09:42:52 I

» Qutbox

Imported Messages

Bulk Update

If multiple searches were performed, the time stamp for each of the searches will show in the 'Results’
section:

E M A )itEVM PD WEB Trader
~ Inbox
Conditions
" Results
Result Wednesday, 10 December 2025 09:42:52
Result Wednesday, 10 December 2025 09:49:18
> Outbox
Imported Messages
Bulk Update

Users can view the results for each of the searches performed by clicking on the required time
stamp; the results of that search will then be displayed in the active area:

EMA ‘ .‘)EFVMPD WEB Trader Create :

~ Inbox Reset ~ Remove  ReRun Modify Excel Remote Import &

Conditions Number of items displayed: 1
“ Results Num File Name Message Number Receiver  Sender Receive Date
Result Monday, 18 August 2025 15:01:05 0001  ack_moreahuertar-Send-NCABEGW-XEVPRM-test2Rocio-2025-04-10+10.04.35_ejrf0.xml EU-EC-M-6532516-ACK NCABEGW EVHUMAN  10/04/2025 1

Result Monday, 18 August 2025 15:09:54
> Outbox
Imported Messages (0)

Bulk Update

Once results are available in the active area, several functionalities will become available in the active
area:
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Reset ~ Remove ReRun Modify Excel Remote Import ] O

These functionalities can be used on the items selected in the active area:

To remove all results from each of the searches, users should click on the 'Result' section in the
tree-view area; an overview of the searches performed will be displayed in the active area:

@ EMA ‘ XFVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
web
“ Inbox Reset - Remove
Conditions

Results Found

Result Tue, 24 Jun 2025 10:29:41 GMT

Result Tue, 24 Jun 2025 10:29:41 GMT Result Tue, 24 Jun 2025 10:29:49 GMT
Result Tue, 24 Jun 2025 10:29:49 GMT Result Tue, 24 Jun 2025 10:33:08 GMT

Result Tue, 24 Jun 2025 10:33:08 GMT
> Outbox
Imported Messages (-)

Bulk Update

You can remove all results by clicking on the 'Remove' functionality:

@ EMA | XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

v Inbox Reset -~ Remove

Conditians Results Found
' Results Result Tue, 24 Jun 2025 10:29:41 GMT
Result Tue, 24 Jun 2025 10:29:41 GMT Result Tue, 24 Jun 2025 10:29:49 GMT
Result Tue, 24 Jun 2025 10:29:49 GMT Result Tue, 24 Jun 2025 10:33:08 GMT

Result Tue, 24 Jun 2025 10:33:08 GMT
> Outbox
Imported Messages (-)

Bulk Update

A pop-up window will be displayed asking the user to confirm that all items should be removed:

Remove X

® Are you sure you want to remove the results from the list?

Once confirmed, the results will be removed.
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4.2. Outbox

The 'Outbox' displays XEVPRMs (in a ZIP file) sent in the XEVMPD from the user's organisation (i.e. the
ID of an organisation registered in EudraVigilance with a WEB Trader submission mode):

EMA \ ?,‘(.‘EVMPD WEB Trader Create and Se eports Medicinal Products  Me

~ Inbox Reset ~ Refresh  Remote Import u] T €« =
Conditions Number of items displayed: 50
Results Num File Name Message Number Sender -
> & Outbox 0 0001  zt.t.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update of DMP_vb-2025-12-01+14.16.30.zip Update of DMP_vb 3VBIO_U

imorted M 0 0002 zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-PRD11169417_invalidation-2025-11-27+09.30.01.zip PRD11169417_invalidation  3VBIO_U
imported Messages

e Uod T 0003  zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-ProductkLM tablet_insert_EU-2025-11-25+09.23.49.zip  ProductKLM tablet_insert EU 3VBIO_U
Bulk Update
T 0004  zt.t.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update_vb-2025-11-24+14.05.30.zip Update_vb 3VBIO_U

U 0005  zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update_vb-2025-11-24+12.45.00.zip Update_vb 3VBIO_U

Organisations registered in EudraVigilance with a Gateway submission mode will find their submitted
XEVPRMs in the location specified by their Gateway provider.

The ZIP file with the submitted XEVPRM will be available in the in the WEB Trader Outbox within
minutes and max 48 hours since the XEVPRM was submitted.

By default, the 'Outbox' section will display the last 50 XEVPRMs sent from the organisation ID
under which the user is logged on to XEVMPDweb.

Users cannot modify the content of their Outbox.

Users can however refresh the results show by clicking on the 'Refresh' button:

Reset -~ | Refresh Remote Import O

To view the content of the submitted XEVPRM, or to download the file, select the required file name in
the active area; the selected file will be highlighted in blue:

W) EMA | 2‘(__’EVM PD WEB Trader Create and Se
v Inbox Reset ~ Refresh  Remote Import T = =
Conditions Number of items displayed: 50
Results Num File Name ‘ Message Number ‘Sender a
> 2 Outbox [ 0001  zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update of DMP_vb-2025-12-01+14.16.30.zip Update of DMP_vb 3VBIO_U
Imported Messages 0 0002  ztt.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-PRD11169417_invalidation-2025-11-27+09.30.01.zip PRD11169417_invalidation ~ 3VBIO_U
Bulk Und [ 0003  zttphv.maheugppv@3VBIO U-Send-3VBIQ U-XEVPRM-ProductKIM tablet insert FU-2025-11-25+09.23.49.7ip  ProductKLM tablet_insert_EU 3VBIO_U
ulk Update
0004  zt.t.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update_vb-2025-11-24+14.05.30.zip Update_vb 3VBIO_U

Click on the selected file and a new pop-up window will be displayed, containing the link to the XML file
of the XEVPRM that was sent, and the option to download the file:
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Message information

® Click on the link below to review the XML message.

2.tphv.maheuqppv@. -send- B E i =

** Downlosd

e To view the information in the file, click on the hyperlink in blue:

Message information X

@ Click on the link below to review the XML message.

zt.tphv.maheuqppv@3VBIO U-Send-3VBIO U-XEVPRM-ProductKLM tablet insert EU-2025-11-25+09.23.49.xml

A new window will open and display the content of the message:
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This XML file does not appear to have any style information associated with it. The document tree is shown below.

xmlns:xsi="http://www.w3.org/20@1/XMLSchema-instance" xsi:schemalLocation="http://eudravigilance.ema.europa.eu/schema/emaxevmpd
http://eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
v<ichicsrmessageheader>
<messagetype>XEVPRM</messagetype>
<messageformatversion>2</messageformatversion>
<messageformatrelease>@</messageformatrelease>
<messagenumb>ProductKLM tablet_insert_EU</messagenumb>
<messagesenderidentifier>3VBIO_U</messagesenderidentifier>
<messagereceiveridentifier>EVHUMAN< /messagereceiveridentifiers>
<messagedateformat>204</messagedateformat>
<messagedate>20251125092349</messagedate>
</ichicsrmessageheader>
v<attachments>
v<attachment operationtype="1">
<localnumber>2</localnumber>
<filename>Attachment@l.PDF</filename>
<filetype>l</filetype>
<attachmentname>ProductkKLM tablet_Module 3</attachmentname>
<attachmenttype>l</attachmenttype>
<languagecode>EN</languagecode>
<attachmentversion»>1</attachmentversion>
<attachmentversiondate>20251101</attachmentversiondate>
<versiondateformat>102</versiondateformat>
</attachment>
</attachments>
v <authorisedproducts>
v<authorisedproduct operationtype="1">
<localnumber>1</localnumber>
<mahcode name="@89PHARM GMBH" resolutionmode="2">ORG44317</mahcode>
<gppvcode name="John Noname (3VBIO_U)">7502467</qppvcode>
<mflcode name="Czech Republic - MyCity" resolutionmode="2">MFL210@7</mflcode>
<enquiryemail>phv@somewhere.com</enquiryemail>
<enquiryphone>@1234 567 89@ (9:8@ - 17:00)</enquiryphone>
v<authorisation>
<authorisationcountrycode name="European Union"3>EU</authorisationcountrycode>
<authorisationprocedure name="EU authorisation procedures - Centralised Procedure">1</authorisationprocedure>
<authorisationstatus name="Valid"»>1</authorisationstatus>
<authorisationnumber>EU 132456/001</authorisationnumber>
<authorisationdate>20251006</authorisationdate>
<authorisationdateformat>102</authorisationdateformat>
<mrpnumber>EMEA 1234/061</mrpnumber>
<eunumber>EU 132456/001</eunumber>
<legalbasis name="Application according to Article 58 of Regulation (EC) No 726/2004">11</legalbasis>
v<medicinalproducttypes>
v <medicinalproducttype>
<producttypecode name="Other">7</producttypecode>
</medicinalproducttype>
</medicinalproducttypes>
<orphandrug name="No">2</orphandrug>
<intensivemonitoring name="Yes">1</intensivemonitoring>
</authorisation>
v <presentationname>
<productname>ProductKLM tablet</productname>
<productshortname>ProductKLM</productshortname>
<productform>TABLET</productform>
</presentationname>
v <authpharmforms>
v <authpharmform>
<authpharmformcode name="FILM COATED TABLET" resolutionmode="2">PHF2355</authpharmformcode>
| </authpharmform>
</authpharmforms>
v <productatcs>
v<productatc>
<atccode name="ACETYLCARNITINE " resolutionmode="2">N@E€BX12</atccode>
</productatc>
</productatcs>
v<productindications>
v<productindication>
<meddraversion>28</meddraversion>
<meddralevel>LLT</meddralevel>
<meddracode name="Abnormal complement fixation">186@8123</meddracode>
</productindication>
</productindications>
v<pharmaceuticalproducts>
v <pharmaceuticalproduct>
<pharmformcode name="FILM COATED TABLET" resolutionmode

v <evprm xmlns="http://eudravigilance.ema.europa.eu/schema/emaxevmpd” xmlns:ssi="http://eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi"

e Depending on the browser that is used to access XEVMPDweb, users might be able to save the
file as a PDF file using the "Print’ option available upon using a right click on the user's mouse:
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This XML file does not appear to have any style information associated with it. The document tree is shown below.

v<evprm xmlns="http://eudravigilance.ema.europa.eu/schema/emaxevmpd"” xmlns:ssi="http://eudravigilance.ema.europa.eu/schema/emaxevmpd_ssi"
xmlns:xsi="http://www.w3.org/20@1/XMLSchema-instance" xsi:schemalocation="http://eudravigilance.ema.europa.eu/schema/emaxevmpd
http://eudravigilance.ema.europa.eu/schema/emaxevmpd.xsd">
v<ichicsrmessageheader>
<messagetype>XEVPRM< /messagetype>
<messageformatversion>2</messageformatversion>

<messageformatrelease>@</messageformatrelease> Back Alt+Left Arrow
<messagenumb>ProductKLM tablet_insert_EU</messagenumb>
<messagesenderidentifier>3VBIO_U</messagesenderidentifier> Forward Alt+Right Arrow
<messagereceiveridentifier>EVHUMAN< /messagereceiveridentifier>
<messagedateformat>2@4</messagedateformat> Reload Crl+R
<messagedate>20251125092349</messagedate>
</ichicsrmessageheaders> Save as.. Ctrlss
v<attachments>
v<attachment operationtype="1"> Print... Ctrl+P
<localnumber>2</localnumber>
<filename>Attachment@l.PDF</filename> Cast..
<filetype>l</filetype>
<attachmentname>ProductKLM tablet_Module 3</attachmentname> (8 Search with Google Lens
<attachmenttype>1</attachmenttype>
<languagecode>EN</languagecode’ Open in reading mode
<attachmentversion>1</attachmentversion>
<attachmentversiondate>208251101</attachmentversiondates Translate to English
<versiondateformat>102</versiondateformat>
</attachment>
</attachments> @ IE Tab Options >

v<authorisedproducts>
v <authorisedproduct operationtype="1"> )
<localnumber>1</localnumber> View page source Ctl+U
<mahcode name="@89PHARM GMBH" resolutionmode="2">ORG44317</mahcede>
<qppvcode name="John Noname (3VBIO_U)">7582467</qppvcode>
<mflcode name="Czech Republic - MyCity" resolutionmode="2">MFL210@7</mflcode>
<enquiryemail>phv@somewhere.com</enquiryemail>

Inspect

e To download the XML file, the 'Download’ option should be used:

Message information X
@ Click on the link below to review the XML message.

zt.tphv.maheuqppv@3VBIO U-Send-3VBIO U-XEVPRM-ProductKLM tablet insert EU-2025-11-25+09.23.49.xml

e To close the pop-up window, either of the 'Close' options should be used:

Message information .

@ Click on the link below to review the XML message.

zt.tphv.maheugppv@3VBIO U-Send-3VBIO U-XEVPRM-ProductkKLM tablet insert EU-2025-11-25+09.23.49.xml

To view the information of the submitted XEVPRM in user-friendly format in XEVMPDweb, the XML file
should be selected (by ticking the box next to the item in the active area), and then uploaded in the
tree-view area via the 'Remote Import' functionality:
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web

(\e) EMA | XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA  Post

> Inbox Reset ~ Refresh Remote Import [m]
> & Outbox Number of items displayed: 50
Imported Messages Num : File Name
Bulk Update O 0001 zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update of DMP_vb-2025-12-0

] 0002 zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-PRD11169417_invalidation-20
0003 zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-ProductKLM tablet_insert_EU-
[ 0004 zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update_vb-2025-11-24+14.07

The tree-view area will then display information related to the content of the submitted file whilst
the active area will display the information related to the identification of the submitted file:

XEVMPD
(\@) EMA | AL WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
> Inbox Reset ~ Reload Remove  See Errors

> Outbox Message Type

“ Imported Messages (1) XEVPRM

v ¢ XEVPRM - 3VBIO_U - 25/11/2025 09:23:49

Message Number
~ Products (1)

“ Insert - Authorised - ProductKLM tablet ProductkiM tablet_insert_FU
> Medicinal Product Types (1) Original Sender

Authorised Pharmaceutical Forms (1) 3VBIO_U
Message Date

Drug ATCs (1)

>
> Pharmaceutical Products (1)
>

25/11/2025 09:23:49
>

Drug Indications (1)
Previous EV Codes (0)
> Product Attachments (1)
~ Attachments (1)

Insert - ProductkKLM tablet_Module 3

Bulk Update

To check the details of the items submitted in the XEVPRM, click on the relevant section(s) in the tree-
view area; upon doing so, the details of the selected entity will be displayed in the active area:
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EMA

XEVMPD

WEB Trader

* Inbox
> Quthaox
“ |mported Messages [1)
“ KEVPREM - IVBIO_U - 25/711,/2025 0%23:49

~ Products (1)

Resat ~ See Errors

Operation Type *

Insert

Type *

I ~ ¢ Insert - Authorised - ProductiLM tablst

I Authorised

i

Medicinal Product Types (1)

£

Authorised Pharmaceutical Forms (1)

w

Pharmaceutical Products (1)

LY

Drug ATCE (1)

b

Drug Indications {1)

Previous BV Codes (0]

LY

Product Attachments (1)
= Attachments (1)

Insert - ProductKLM tablet_Module 3

Bulk Update

MAH *

ORGA4317 089PHARM GMBH

gppy *
7502467 lohn Noname (3VBIO_LUY
Master File Location ™
MFL21007 CZ - MyCity
PhV enguiry mail *
phvifisomewhere.com
Phv enguiry Phone =

01234 567 890 (9:00 - 17:00)

Sender Local Cade

Info Date
dd/mmyyyyy

Autharisation Procedure *

EU authorlsatlon procedures - Centrallsed Procedure
Autharisation Country Code *

EUROPEAN UNION
Autharisation Status *

Valid
Authorisation Number *

EU 132456/001
Authorisation/Renewal Date *

06/10/2025 dd/mmfyyyy
MRP/DCP/EMEA Mumber *

EMEA 1234/001
FU Mumber *

EU 132456/001
Lagal Basis

Application according to Article 58 of Regulation (EC) No 726/2004

Orphan Drug *

No

Additional Monitoring

1, EU Law applies only to the rermton

arthern Treland (NT)
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(@) EMA | XEVMPD

WEB Trader Create and Send Product Reports

Medicinal Products MedDRA Post

> Inbox
> Outbox
~ Imported Messages (1)
~ XEVPRM - 3VBIO_U - 25/11/2025 09:23:49

~ Products (1)

Reset ~ See Errors
Operation Type *

Insert

Type (ATT.5) *

Vv Insert - Authorised - ProductKLM tablet e
> Medicinal Product Types (1) Attachment File * Attachment Name * File Type *
> Authorised Pharmaceutical Forms (1) ProductKLM tablet_Module 3 PDF
> Pharmaceutical Products (1)
Language *
> Drug ATCs (1)
English
>

Drug Indications (1)
Previous EV Codes (0) Second Language
> Product Attachments (1)

~ Attachments (1) Version Number *

I & Insert - ProductKLM tablet_Module 3 I 1

Bulk Update Version Date *

01/11/2025 dd/mm/yyyy

4.2.1. Search within the 'Outbox' section

Within the 'Outbox’, it is possible to perform a search related to the XEVPRMs that were sent from the
user's organisation (i.e. from the organisation ID under which the user is logged on to XEVMPDweb).

To specify the search conditions, expand the 'Outbox' section in the tree-view area by clicking on the
arrow next to the 'Outbox":

EMA | XFVMPD

WEB Trader

> Inbox Reset ~ Refresh RemoteImport @ O T &« =
Outbox Number of items displayed: 50
Imported Messages Num : File Name Message Number : Sender =
Bulk Update 0 0001  zt.t.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update of DMP_vb-2025-12-01+14.16.30.zip Update of DMP_vb 3VBIO_U

O ooo2 zt.t.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-PRD11169417_invalidation-2025-11-27+09.30.01.zip PRD11169417_invalidation 3VBIO_U
0 0003  zt.t.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-ProductKLM tablet_insert_EU-2025-11-25+09.23.49.zip ProductKLM tablet_insert_EU 3VBIO_U
0 0004  zt.t.phv.maheuqppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update_vb-2025-11-24+14.05.30.zip Update_vb 3VBIO_U
O

Update_vb 3VBIO_U

0005  zt.t.phv.maheugppv@3VBIO_U-Send-3VBIO_U-XEVPRM-Update_vb-2025-11-24+12.45.00.zip

The 'Outbox' text will become highlighted in blue, and the tree-view area will show the 'Conditions' and
'Results' under the 'Outbox' header:
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(@) EMA | XEVMPD

> Inbox

v ¢ Outbox

Conditions
Results
Imported Messages

Bulk Update

By clicking on 'Conditions’, the active area will display the conditions that the user can use to specify
the filters and conditions for the search:

@ EMA ‘ XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
N/ web
> Inbox Reset * Run RuntoExcel 0O 1%
v Outbox
& Conditions Sender O
Results
Receiver [J

Imported Messages

Bulk Updat
Wik Upaate File Name O

Message Number [

Send Date [

Send Date (From) [

Send Date (Up to) [J

The user can then select and specify the conditions of the search, and run the search, in similar
manner as described in section 4.1.1. Search within the 'Inbox" section of this document.

4.3. Imported Messages

The section 'Imported Messages' will display:

e messages received (i.e. XEVPRM Acknowledments available in the WEB Trader 'Inbox') and
imported by the user from the 'Inbox' section using the 'Remote Import' functionality;

e messages submitted in the XEVMPD (i.e. messages available in the WEB Trader 'Outbox') and
imported by the user from the 'Outbox' section using the 'Remote Import' functionality; and

e messages uploaded by the user from their local computer using the 'Local Import' functionality.
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4.3.1. Remote Import

The 'Remote Import' functionality is available for items that are displayed in the active area (by
default of as a result of a search) either within the 'Inbox' or within the 'Outbox' of the Web Trader
section:

(:@) EMA | XFVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

we
> & Inbox Reset ~  Refresh Remote Import O
> Outbox Number of items displayed: 35
Imported Messages (-) Num  File Name
Bulk Update [J 0001 ack_zt.t.phv.csncsresp@NCABEGW-Send-NCABEGW-XEVPRM-test jc-2025-06-24+1
0002 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update MFL -2025-06-17

(:9) EMA ‘ m)»ébEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

> Inbox Reset *  Refresh Remote Import ]

> & Outbox Number of items displayed: 36
Imported Messages (-) Num File Name
Bulk Update [J0001  zt.t.phv.csncsresp@NCABEGW-Send-NCABEGW-XEVPRM-test jc-2025-06-24+11.43.17.zip

00002 munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update MFL -2025-06-17+17.26.16.zip

Users must first select the files they wish to import from the active area (one, multiple or all) into the
tree-view area by using the checkbox available for each item:

(:@) EMA ‘ ‘.)vgtl'EVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
> & Inbox Reset ~  Refresh  Remote Import o
> Outbox Number of items displayed: 35
Imported Messages (-) Num  File Name Message Number
Bulk Update (00001 ack_zt.t.phv.csncsresp@NCABEGW-Send-NCABEGW-XEVPRM-test jc-2025-06-24+11.43.17_105eais.xml EU-EC-M-6532865-ACK
0002 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update MFL -2025-06-17+17.26.16_gou7p4.xml| EU-EC-M-6532845-ACK
[J 0003 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update ROA-2025-06-17+17.13.12_ifwpbe.xml| EU-EC-M-6532844-ACK
(00004 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update Pharma Forms-2025-06-17+17.02.45_r5cth0.xml EU-EC-M-6532843-ACK
[J 0005 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update ATC Sponsor -2025-06-17+16.52.21_rdowpu.xml EU-EC-M-6532842-ACK
[J 0006 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update Sponsor-2025-06-17+15.01.58_3ndyid.xml EU-EC-M-6532839-ACK
0007 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Insert Sponsor-2025-06-17+14.30.51_5m27ap.xml EU-EC-M-6532838-ACK
[J 0008 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Update DMP JMG -2025-06-17+13.35.38_53cdcr.xml EU-EC-M-6532837-ACK
0009 ack_munozgomezj@NCABEGW-Send-NCABEGW-XEVPRM-Insert DMP JMG-2025-06-17+12.55.07_4sj1jt.xml EU-EC-M-6532835-ACK

Once the files are selected, upon clicking on the 'Remote Import' functionality, the files will be loaded
in the tree-view area, under the 'Imported Messages' section:

e the tree-view area will display information related to the content of the submitted file and;

o the active area will display the information related to the identification of the file(s).
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(é:) EMA | E(EFVMPD C and S roduct 5 Medicinal Products

> Inbox Reset ~
» Outbox Message Type
~ Imported Messages (3) EVPRACK

v 7 EVPRACK - EVHUMAN - 17/06/2025 12:56:49
Message Number
~ Message Ack

> Entity Acknowledgments (1) EHECTHETER RN

' EVPRACK - EVHUMAN - 17/06/2025 17:28:00 Original Sender
~ Message Ack EVHUMAN

> Entity Acknowledgments (1) Message Date

' - - -39
EVPRACK - EVHUMAN - 17/06/2025 14:32:52 17/06/2025 12:56:49

v Message Ack

> Entity Acknowledgments (1)

Bulk Update

If multiple files are listed in the tree-view area, when clicking on the 'Imported Messages' section, the
active area will display an overview of information for all the of the files listed:

EMA | XEvMPD WeB Trader Cre

~ Inbox Reset ~ Remove locallmport © 0O
Conditions Num Message Type Message Number * Message Date
Results L XEVPRM MAH test reinsert error ack 08/08/2025 12:30:18
~ Outbex XEVPRM Insert of new products vb 02/09/2025 10:11:28
Conditions XEVPRM Insert of new AMP_vb 03/09/2025 13:57:15
Results

~ ¢ Imported Messages (3)

> XEVPRM - 3VBIO_U - 08/08/2025 123018
> XEVPRM - 3VBIO_U - 02/09/2025 10:11:28
> XEVPRM - 3VBIO_U - 03/09/2025 13:57:15

Bulk Update

The checkbox for each of the files in the active area will be selected by default; users can remove the
files that are selected from the list in the active area and from the tree-view area by using the
'Remove' functionality:

EMA | XEVMPD WES Tader Create and Send Prodc

~ Inbox Reset ~ LocalImport & O

Conditions

Num Message Type Message Number Message Date

Results XEVPRM MAH test reinsert error ack 08/08/2025 12:30:18

~ Outbax XEVPRM Insert of new products_vb 02/09/2025 10:11:28
Conditions o XEVPRM Insert of new AMP_vb 03/09/2025 13:57:15

Results
~ ¢ Imported Messages (3}
> XEVPRM - 3VBIO_U - 08/08/2025 12:30:18
> XEVPRM - 3VBIO_U - 02/09/2025 10:11:28
> XEVPRM - 3VBIO_U - 03/09/2025 13:57:15

Bulk Update

A pop-up window will be displayed asking the user to confirm or cancel the action:
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Remove x

® Are you sure you want to remave all selected Items?

Once confirmed, only the file(s) that were de-selected will remain in the active and tree-view area:

\w E MA XEVMPD WEB Trader

~ Inbox Reset ~  Remove Local Impert =4 o
Conditions Num Message Type Message Number * Message Date
Results [u} XEVPRM Insert of new AMP_vb 03/09/2025 13:57:15

~ Outbox
Conditions
Results
w2 Imported Messages (1)
> XEVPRM - 3VBIO_U - 03/09/2025 1357:15

Bulk Update

4.3.2. Local Import

The 'Local Import' functionality available within the 'Imported Messages' section of WEB Trader
allows users from Web Trader organisations to import an XML file stored on their computer into
XEVMPDweb.

EMA | XEEVM PD WEB Trader

> Inbox Reset ~ Remove Local Import O

> Outbox There are no Imported Messages
& Imported Messages (-)

Bulk Update

This loading process is used to import data from an XML file available locally (on user's computer or
local network) into XEVMPDweb. It is possible to load any kind of message (submission or
acknowledgement) that is in an XML file.
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To upload an XML file of an XEVPRM saved on user's computer/local network, click on the 'Local

Import’ functionality; a new pop-up window will be displayed, prompting the user to browse the
location of the file:

Select file X

.i: The Maximum Size allowed for the Posted File is 60 MegaBytes :.

Browse

Retrieve the file, select it and upload it:

@ Open

« ~ 1 m > ThisPC > Desktop

~ U Search Desktop £
Organize *  New folder

Ee m @
Microsaft Teams Chat Files A Neme Date modified Type Size

Pictures

e ztt.phv.csnesresp-Export-NCABEGW-XEVPRM-Reinsert of Devenal_vb-2025-06-25+14.28.43

@ ack 7tt phyv.csncsresp@NCABEGW-Send-NCABEGW-XEVPRM-test je-2025-06-24+1143.17 1o5esis
% 30 Objects @ Beport Ak

L accesstopcfiles (sas94.emea.euint)

m Desktop

4 Documents

25/06/2025 14:28 Microsoft Edge H.. TKB
& This PC 25/06/2025 12:15 Microsoft Edge H. 2KB

18/06/2025 15:22 Microsoft Edge H. 4KB

4 Downloads
 Music

& Pictures

B Videos

&3 Windows (C) v

File name: |zt.t phv.csncsresp-Export-NCABEGW-XEVPRM-Reinsert of Devenal_vb-2025-06-25+14.28.43 bd ‘ ‘XML Document b

T

Select file X

.2 The Maximum Size allowed for the Posted File is 60 MegaBytes :.

zt.t.phv.csncsresp-Export-NCABEGW-XEVPRM-Reins ~ Browse

Upload File

The information related to the content and identification will then be displayed in the tree-view and
active area, as applicable:
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XFVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

we

> Inbox Reset -  Reload Remove  See Errors
> Outbox Message Type
v Imported Messages (1) XEVERM

I “ ¢7 XEVPRM - NCABEGW - 25/06/2025 12:28:43 I

Message Number
~ Products (1)

“ Insert - Authorised - Devenal 500 mg potahované tablety felrzsii o) Devaie
> Medicinal Product Types (1) Original Sender
2 Authorised Pharmaceutical Forms (1) NCABEGW
> Pharmaceutical Products (1)
Message Date
> Drug ATCs (1)
25/06/2025 12:28:43
> Drug Indications (6)
Previous EV Codes {-)

> Product Attachments (1)

Bulk Update

It is possible to check for errors in the uploaded file. This can be achieved by clicking on the 'See
Errors' functionality:

»)v(ebEVMPD WEB Trader C e and Send Product Reports Medicinal Products MedDRA Post

> Inbox Reset - Reload Remove

> Outbox Message Type
v Imported Messages (1) XEVPRM
~ ¢ XEVPRM - NCABEGW - 25/06/2025 12:28:43

Message Number
~ Products (1)

~ Insert - Authorised - Devenal 500 mg potahované tablety el o f BEiEs 112
> Medicinal Product Types (1) QOriginal Sender
> Autharised Pharmaceutical Farms (1) NCABEGW
> Pharmaceutical Products (1)
Message Date
2> Drug ATCs (1)
25/06/2025 12:28:43
> Drug Indications (6)
Previous EV Codes (-)

> Praoduct Attachments (1)

Bulk Update

In case that some of the information in the XML file was not decoded properly (for example the
information referenced in the product entity could not be found in the environment where the XML file
is uploaded), a pop-up message will be displayed.

As an example, in the file uploaded in the above screenshot, MFL EV Code referenced in the product
entity in our XML file does not exist in the environment in which the XML file was uploaded:
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Remote reference errors X

A Some fields may not have been decoded for XEVPRM - NCABEGW - 25/06/2025 12:28:43

Insert - Authorised - Devenal 500 mg potahované tablety
Master File Location = The reference CZ doesn't exist in the current environment

v Accept

You can dismiss the message by clicking on 'Accept’ or close the message by clicking on the 'x' in the
right-hand corner of the pop-up window.

XML files of XEVPRMs imported via the 'Local Import' option can be reloaded in the 'Create and Send
Product Reports' section via the 'Reload' functionality.

4.3.2.1. Import of XEVPRMs into the 'Create and Send Product Reports' section

XML files imported in the 'Web Trader' section via the 'Local Import' option can be reloaded in the
'Create and Send Product Reports' section where the information within the XEVPRM can be further
modified, validated and submitted, if required.

Such import can be achieved via the 'Reload’ function:

|* EMA ‘ XEVMPD WEB Trader

> Inbox Reset ~ Remove  See Errors
> Outbox Message Type
v Imported Messages (1) XEVPRM

v & XEVPRM - 3VBIO_U - 27/11/2025 11:27:07

Message Number
Vv Products (1)

V Insert - Development - ProductABC

> Pharmaceutical Products (1) < Original Sender

Drug ATCs (0) 3VBIO_U

> Drug Indications (1)
Message Date
Product Attachments (0)
27/11/2025 11:27:07

Bulk Update

When you click on the 'Reload' button, a new window will open, informing you that performing this
action will replace any content you may already have in the 'Create and Send Product
Reports' section:

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 132/204




Information X

@ This action will replace any content in Create and Send Products Section with the selected message

Do you wish to continue?

Once you confirm that you wish to continue by clicking on 'OK', the system will proceed with loading
the XEVPRM in the 'Create and Send Product Reports' section:

[ E M A ‘ XEVMPD Create and Send Product Reports t.t.phv.mahe
v & XEVPRM Message Reset ~ Validate Send  Export ~
v Products (1) Message Number *
> Insert - Development - Produc [ P
(

Organisations (0) Fleld Is mandatory / must have a specified value

ATC Codes (0)

Pharmaceutical Forms (0)

Routes of Administration (0)

Attachments (0)

Master File Locations (0)

<
& Loading imported message.. X

& Imported message successfully loaded X -

For the UK, as fror 2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen In the Protocol on Ireland/N

You can then further modify the information within the XEVPRM, assign the message number, validate
and send the XEVPRM.
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5. 'Create and Send Product Reports' section

@ EMA | ?v(ebEVM PD WEB Trader | Create and Send Product Reports | Medicinal Products MedDRA Post
~v & XEVPRM Message Reset ¥  Validate Send Export ~
Products (0)

Message Number *

Organisations (0)

ATC Codes (0) Field is mandatory / must have a specified value
Pharmaceutical Forms (0)
Routes of Administration (0)

Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

This section is used to create XEVPRMs thorough which medicinal product information is inserted in
the XEVMPD as new or maintained (updated, invalidated or nullified).

Users from organisations registered in EudraVigilance as Web Trader users can also submit the
created XEVPRM in the XEVMPD using the 'Send' functionality. The 'Send' functionality will not be
available to users from organisations registered in EudraVigilance as Gateway users; such users should
either submit the created XEVPRM using their internal database or using the 'Post' functionality.

Each XEVPRM can contain up to 100 XEVMPD entities for each of the entity type that is being inserted
or maintained.

Users from an MAH and/or sponsor organisations can create an XEVPRM that contains medicinal
products (authorised or development), organisations (MAH or sponsor), ATC codes (development),
routes of administration (development), pharmaceutical forms (development), attachments and master
file locations.

Each of the entity referenced in the XEVPRM will have an operation type (insert, update, invalidate or
nullified) assigned to that entity, depending on the type of action that the user is performing.

5.1. Creation of an XEVPRM with operation type 'Insert’

To create an XEVPRM through which an entity is inserted in the XEVMPD, users can do so by:

e going to the 'Create and Send Product Reports' section of XEVMPDweb, where they can select the
required entity to be added in the tree-view area and insert the information for such entity, or by

e finding an entity, which is already present in the XEVMPD in the 'Medicinal Products' section and,
using the operation type 'Reinsert’, to re-load the entity in the 'Create and Send Product Reports'
section, where they can further modify the existing information.
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5.1.1. Insert of an AMP or DMP using operation type 'Insert’

To create an XEVPRM with an insert of an AMP or DMP:

1. Go to the 'Create and Send Product Reports' section of XEVMPDweb:

@ EMA | XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

2. In the 'Message Number' field, assign a number, or a name, to your XEVPRM:

(0) E M A ‘ XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA  Post
N web
v ¢ XEVPRM Message Reset ~ Validate Send  Export ~

Products (0) Message Number *

QOrganisations (0)

ATC Codes (0) Field is mandatory / must have a specified value

Pharmaceutical Forms (0)

Routes of Administration (0)

Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ire

3. In the tree-view area, click on 'Products'; the text will become highlighted in blue, and the active
area will display the available options:

@ EMA ‘ x)-vngVM PD WEE Trader Create and Send Product Reports

~ Insert of entities Reset ¥ Validate Send Export ~ Remove

& Products (0) [J New Authorised Product

Organisations (0) ) New Development Product

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)
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4. Click inside the box next to 'New Authorised Product' or 'New Development Product', as required,

and:

the tree-view area will display the sections applicable to an AMP/DMP entity;

the active area will display fields to be completed for the AMP/DMP; the 'Operation
Type' field displays 'Insert' as default and the 'Type' field displays 'Authorised' or
'Development’, as applicable.

5. Complete the fields as required as per information in:

a.

Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user
quidance; section 1.1. Initial Submission of an Authorised Medicinal Product (AMP) or

Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary
(XEVMPD), section 1. Initial submission of a development medicinal product.

If an entity that is required for the submission (such as MFL, MAH or sponsor
organisation etc.) is not available in the XEVMPD and therefore cannot be found in the
remote look-up tables, you should insert the entity in the same XEVPRM and use
the local look-up tables to find it and reference it in the applicable field. See section
3.6.5. Local database look-up tables for related information.

6. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

7. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

8. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. an AMP or DMP) and the text: "Entity inserted successfully...".

5.1.2. Insert of an AMP or DMP using operation type 'Reinsert’

To use an AMP entity or a DMP entity already available in the XEVMPD (i.e. an EV Code is assigned) as
a "template" for the creation of a new AMP/DMP entity, the 'Reinsert' operation should be used.

1. Go to the Medicinal Products' section of XEVMPDweb:

@ EMA ‘ ébEVMPD WEB Trader Create and Send Product Reports | Medicinal Products'| MedDRA Post

Using the simple query or advanced query search (see sections 3.7.1. Simple query and 3.7.2.

Advanced query for details), find the AMP/DMP to be used as a "template" for your new product

record.

Once retrieved, perform a 'Reinsert' operation type on this entity; the system will inform you that

the entity will be loaded in the 'Create and Send Product Reports section' as a new AMP/DMP:
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https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf

Operations ~

Invalidate MA

Update
Nullify
Information X
@ The command will prepare New Authorised Product entity(ies) based on the currently selected Authorised Product.
The existing Authorised Product will not be affected.
Information X
@ The command will prepare New Development Product entity(ies) based on the currently selected Development Product.
The existing Development Product will not be affected.

The AMP/DMP information will be loaded in the 'Create and 'Send Medicinal Product reports'; in
the active area, the 'Operation Type' field displays 'Insert' as default and the 'Type' field
displays 'Authorised' or 'Development’, as applicable.

4. In the 'Message Number' field, assign a number, or a name, to your XEVPRM.

5. Review and amend the information in the individual fields/sections, as required for the new AMP or
DMP entity.

a. If an entity that is required for the submission (such as MFL, MAH or sponsor information
etc.) is not available in the XEVMPD and therefore cannot be found in the remote look-up
tables, you should insert the entity in the same XEVPRM and use the local look-up tables to
find it and reference it in the applicable field. See section 3.6.5. Local database look-up tables
for related information.

6. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

7. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

8. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. an AMP or DMP) and the text: "Entity inserted successfully...".

5.1.3. Insert of an MAH or sponsor organisation

To create an XEVPRM with an insert of an MAH:
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1. Go to the 'Create and Send Product Reports' section of XEVMPDweb:

web

@ EMA | XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

2. In the 'Message Number' field, assign a number, or a name, to your XEVPRM:

EMA ‘ a'ngVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
v ¢ XEVPRM Message Reset ~ Validate Send  Export ~
Products (0) Message Number *

QOrganisations (0)

ATC Codes (0) Field is mandatory / must have a specified value

Pharmaceutical Forms (0)
Routes of Administration (0)

Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ire

3. In the tree-view area, click on 'Organisations'; the text will become highlighted in blue, and the
active area will display the available options:

() EMA ‘ XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
N’ web
» XEVPRM Message Reset - validate Send Export ~ Remove

Products (0) O New MAH

£ Organisations (0) ) New Sponsor

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Irels

4. Click inside the box next to 'New MAH' or 'New Sponsor', as required and:
a. the tree-view area will display the sections applicable to an MAH/sponsor entity;

b. the active area will display fields that need to be completed for each of the sections;
the 'Operation Type' field displays 'Insert' as default and the 'Type' field displays 'MAH'
or 'Sponsor' as selected.
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5. Complete the fields as required, as per information in:

a. Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user
guidance; section 1.6. Initial submission of a marketing authorisation holder (MAH)
organisation or

b. Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary
(XEVMPD), section 3. Initial submission of a sponsor information.

6. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

7. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post’' (Gateway users) functionality.

8. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. an MAH or sponsor organisation) and the text: "Entity inserted
successfully...".

5.1.4. Insert of a development ATC Code

To create an XEVPRM with an insert of a development ATC Code:

1. Go to the 'Create and Send Product Reports' section of XEVMPDweb:

~

@ EMA | XLEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
/ webD

2. In the 'Message Number' field, assign a number or a name to your XEVPRM:

EMA | éFVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
~ ¢ XEVPRM Message Reset ~  Validate Send  Export -
Products (0) Message Number *

Organisations (0)

ATC Codes (0) Field is mandatory / must have a specified value

Pharmaceutical Forms (0)

<

Routes of Administration (0)

Attachments (0)

Master File Locations (0)

3. In the tree-view area, click on 'ATC Codes'; the text will become highlighted in blue, and the
active area will display the available option:
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we

(\e) EMA | XbEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

~ XEVPRM Message Reset ~  Validate Send  Export ~  Remove

Products (0) O New Development ATC Code
Organisations (0)

& ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI} to the extent foreseen in the Protocol on Ireld

4. Click inside the box next to 'New Development ATC Code' and:
a. the tree-view area will display the sections applicable to an ATC Code entity;

b. the active area will display fields that need to be completed for each of the sections;
the 'Operation Type' field displays 'Insert' as default and the 'Type' field displays
'Development' as default.

5. Complete the fields as required, as per information in the 'Guidance on the electronic submission
of information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD) document, section 4.2. Insert of a development ATC Code.

6. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

7. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

8. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. an ATC Code) and the text: "Entity inserted successfully..."..

5.1.5. Insert of a development pharmaceutical form

To create an XEVPRM with an insert of a development pharmaceutical form:

1. Go to the 'Create and Send Product Reports' section of XEVMPDweb:

web

@ E MA | XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

2. In the 'Message Number' field, assign a number, or a name, to your XEVPRM:
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(\0) EMA | XDEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

we

v ¢ XEVPRM Message Reset ~  Validate  Send Export =

Products (0) Message Number *

QOrganisations (0)

ATC Codes (0) Field is mandatory / must have a specified value

Pharmaceutical Forms (0)
Routes of Administration (0)

Attachments (0)

Master File Locations (0)

3. In the tree-view area, click on 'Pharmaceutical Forms'; the text will become highlighted in blue,
and the active area will display the available options:

XbEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

wel

~ XEVPRM Message Reset ~  Validate  Send Export ~ Remove
Praducts (0) J New Development Pharmaceutical Form
Organisations (0)
ATC Codes (0)
¢ Pharmaceutical Forms (0)
Routes of Administration (0)

Attachments (0)

Master File Locations (0)

4. Click inside the box next to 'New Development Pharmaceutical Form' and:
a. the tree-view area will display the sections applicable to a pharmaceutical form entity;

b. the active area will display fields that need to be completed for each of the sections;
the 'Operation Type' field displays 'Insert' as default and the 'Type' field displays
'‘Development' as default.

5. Complete the fields as required, as per information in the 'Guidance on the electronic submission
of information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD) document, section 5.2. Insert of a development
pharmaceutical form.

6. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

7. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.
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8. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. a development pharmaceutical form) and the text: "Entity
inserted successfully...".

5.1.6. Insert of a development route of administration

To create an XEVPRM with an insert of a DMP:

1. Go to the 'Create and Send Product Reports' section of XEVMPDweb:

EMA | XEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

2. In the 'Message Number' field, assign a number or a name to your XEVPRM:

) EMA | ar(ebEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
~ ¢ XEVPRM Message Reset ~ Validate Send Export ~
Products (0) Message Number *

Organisations (0)

ATC Codes (0) Field is mandatory / must have a specified value

Pharmaceutical Forms (0)

Routes of Administration (0)
Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to T n Irej

3. In the tree-view area, click on 'Routes of Administration'; the text will become highlighted in blue,
and the active area will display the available option:
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we

(\9) EMA | XbEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

~ XEVPRM Message Reset ~  Validate Send Export ~ Remove
Products (0) J New Development Route of Administration

Organisations (0)

ATC Codes (0)

Pharmaceutical Forms (0) <

£ Routes of Administration (0)

Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ire

4. Click inside the box next to 'New Development Route of Administration' and:

a. the tree-view area will display the sections applicable to a route of administration
entity;

b. the active area will display fields that need to be completed for each of the sections;
the 'Operation Type' field displays 'Insert' as default and the 'Type' field displays
'Development' as default.

5. Complete the fields as required, as per information in the 'Guidance on the electronic submission
of information on investigational medicinal products for human use in the Extended EudraVigilance
medicinal product dictionary (XEVMPD)' document, section 6.2. Insert of a development route of
administration.

6. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

7. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

8. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. a development route of administration) and the text: "Entity
inserted successfully...".

5.1.7. Insert of a product related attachment

To create an XEVPRM with an insert of a product related attachment (PPI):

1. Go to the 'Create and Send Product Reports' section of XEVMPDweb:

web

@ EMA ‘ XEVM PD WEB Trader Create and Send Product Reports = Medicinal Products MedDRA Post

2. In the 'Message Number' field, assign a number, or a name, to your XEVPRM:
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(\?) EMA ‘ angVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

v & XEVPRM Message Reset »  Validate Send Export =

Products (0) Message Number *

Organisations (0)

ATC Codes (0) Field is mandatory / must have a specified value

Pharmaceutical Forms (0)
Routes of Administration (0)

Attachments (0)

Master File Locations (0)

3. In the tree-view area, click on 'Attachments’'; the text will become highlighted in blue, and the
active area will display the available options:

EMA | ébEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
v XEVPRM Message Reset ~ Validate Send  Export ~  Remove
Products (0) [J New PPI Attachment

Organisations (0) [J New PSI Attachment

ATC Codes (0)

Pharmaceutical Forms (0) <
Routes of Administration (0)

& Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI} to the extent foreseen in the Protocol on Irel

4. Click inside the box next to New PPI Attachment' and:
a. the tree-view area will display the sections applicable to a PPI attachment entity;

b. the active area will display fields that need to be completed for each of the sections; the
'Operation Type' field displays 'Insert' as default, the 'Type' field displays 'PPI' as
default, the 'File Type' displays 'PDF' as default.

5. Add the attachment file by clicking on the 'here' text in the active area:
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5 ) EMA ‘ a{ngVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

v XEVPRM Message Reset ~  Validate  Send Export ~  Duplicate Remove
Products (0) Operation Type *
Organisations (0) lrsant

ATC Codes (0)
Type (ATT.5) *
Pharmaceutical Forms (0)
PPI
Routes of Administration (0)

» Attachments (1) Attachment File * Attachment Name * File Type *

& Insert Clico select the file ol ror .

Field is mandatory, please attach Field is mandatory / must have a specified value
the file via the link under 'here'.

Master File Locations (0)

Language *
[ °~

Field is mandatory / must have a specified value

Second Language

Version Number *
{ ®

Field is mandatory / must have a specified value

Version Date *

[ © | dd/mmiyyyy v

Field is mandatory / must have a specified value

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

The 'Attachment Name' field and the 'File Type' field will automatically reference the name of the
file and the format of the file that was selected.

6. Complete the remaining fields as required, as per information in:

a. Chapter 3.1I: Extended EudraVigilance product report message (XEVPRM) user
guidance; section 1.10. Submission of an attachment or

b. 'Guidance on the electronic submission of information on investigational medicinal
products for human use in the Extended EudraVigilance medicinal product dictionary
(XEVMPD) document, section 7. Initial submission of an attachment.

7. Reference the attachment in the relevant AMP or DMP entity:

a. Go to your AMP or DMP and click on 'Product Attachments' within the AMP/DMP in the
tree-view area; 'New Product Attachment' will be displayed in the active area:

AMP:

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 145/204


https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-user-guidance-detailed-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf
https://www.ema.europa.eu/en/documents/other/guidance-electronic-submission-information-investigational-medicinal-products-human-use-extended_en.pdf

) EMA ‘ ébEVMPD WEB Trader Create and Send Product Reports Medicinal Products Med

~ AMP insert Reset » Validate 1 | Send Export ~  Remove
* Products (1) O New Product Attachment
 Insert - Authorised - GOSHI Chloramphenicol eye drops and cintment

> Medicinal Product Types (1)

v

Authorised Pharmaceutical Forms (2)
Pharmaceutical Products (2)

Drug ATCs (1)

vV v

Drug Indications (1)
Previous EV Codes (0)
& Product Attachments (0)
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
v Attachments (1)
Insert - Goshi_SmPC

Master File Locations (0)

) EMA ‘ ébEVMPD WEB r Create and Send Product Reports Medicinal Products

DMP insert_Casartium Reset ~  Validate Send Export ~ Remove
v Products (1) O New Product Attachment
~ Insert - Development - Casartium powder for solution for injection
> Pharmaceutical Products (1)
> Drug ATCs (1)
> Drug Indications (1)
& Product Attachments (0)
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
~ Attachments (1)

Insert - Casartium_Investigators Brochure

Master File Locations (0)

b. Click inside the box next to 'New Product Attachment' and:
- the tree-view area will display 'Attachment' under the 'Product Attachments' section
- the active area will display a 'Product Attachment' and 'Validity Declaration’' fields:

AMP:
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(\9) EMA ‘ REFVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA

v AMP insert Reset ~  Validate 1 | Send Export ~  Duplicate Remove

~ Products (1) Product Attachment *

“ Insert - Authorised - GOSHI Chloramphenicol eye drops and ointment o ]
> Medicinal Product Types (1) Field is mandatory / must have a specified value
> Authorised Pharmaceutical Forms (2) Validity declaration *
> Pharmaceutical Products (2) [
> Drug ATCs (1)

Field is mandatory / must have a specified value

v

Drug Indications (1)
Previous EV Codes (0)
~ Product Attachments (1)
& Attachment
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
' Attachments (1)
Insert - Goshi_SmPC

Master File Locations (0)

EMA | XhEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA  Post

wel

DMP insert_Casartium Reset ~  Validate  Send Export ~  Duplicate Remove

~ Products (1) Product Attachment *

~ Insert - Development - Casartium powder for solution for injection

o]

Field is mandatory / must have a specified value

> Pharmaceutical Products (1)

> Drug ATCs (1) Validity declaration *

> Drug Indications (1) [

* Product Attachments (1) Field is mandatory / must have a specified value

& Attachment
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
~ Attachments (1)
Insert - Casartium_Investigators Brochure

Master File Locations (0)

c. Click inside the 'Product Attachment' field and select the 'Local Mode' option; the
attachment(s) inserted in the same XEVPRM, with the local code assigned by the
system, will be displayed:

AMP:
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Select PPI

Local Mode C) Remote Mode

‘ [search for attachments available in the XEVPRM

Code
2

DMP:

Name 1

Goshi_SmPC

First  Previous Next Last

Close

Select PPI

Local Mode C) Remote Mode

‘ [gearch for attachments available in the XEVPRM

Code
2

Name 1

Casartium_Investigators Brochure

First  Previous Next Last

Close

In the displayed result, click on the attachment you wish to reference; the local code,
will be referenced in the 'Product Attachment' field:

AMP:

EMA | XEVMPD

Create and Send Product Reports Medicinal Products

MedDRA Post

~ AMP insert

~ Products (1)

~

Medicinal Product Types (1)

Pharmaceutical Products (2)

Drug ATCs (1)

vV v v

Drug Indications (1)

Previous EV Codes (0)

<

Product Attachments (1)
& Goshi_SmPC
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
~ Attachments (1)
Insert - Goshi_SmPC

Master File Locations (0)

DMP:

~ Insert - Authorised - GOSHI Chloramphenicol eye drops and cintment

Authorised Pharmaceutical Forms (2)

Reset -  Validate Send Export ~

Product Attachment *

2 8 Goshi_SmPC

Validity declaration *

Duplicate Remove

Field is mandatory / must have a specified value
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5 ) EMA ‘ éhEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

DMP insert_Casartium Reset ~ Validate Send Export ~ Duplicate  Remove

~ Products (1) Product Attachment *

“ Insert - Development - Casartium powder for solution for injection . 5
P p Y 2 [} Casartium_Investigators Brochure

> Pharmaceutical Products (1)

Validity declaration *
> Drug ATCs (1)

> Drug Indications (1)

Field is mandatory / must have a specified value
~ Product Attachments (1)

& Casartium_| nvestigators Brochure

Organisations (0)

ATC Codes (0)

Pharmaceutical Forms (0)

Routes of Administration (0)
~ Attachments (1)

Insert - Casartium_Investigators Brochure

Master File Locations (0)

e. In the 'Validity declaration' field select 'Valid'.

8. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

9. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

10. Retrieve the XEVPRM acknowledgement in your WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. an attachment) and the text: "Entity inserted successfully”,
together with any other EV Codes of any other entities that were being inserted or maintained via
the same XEVPRM.

5.1.8. Insert of a Master File Location

1. Go to the 'Create and Send Product Reports' section of XEVMPDweb:

EMA ‘ XEVM PD WEB Trader Create and Send Product Reports | Medicinal Products MedDRA Post

web

2. In the 'Message Number' field, assign a number, or a name, to your XEVPRM:
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(\?) EMA ‘ ‘)ébEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

v & XEVPRM Message Reset »  Validate Send Export =

Products (0) Message Number *

Organisations (0)

ATC Codes (0) Field is mandatory / must have a specified value

Pharmaceutical Forms (0)
Routes of Administration (0)

Attachments (0)

Master File Locations (0)

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI} to the extent foreseen in the Protocol on Ire

3. In the tree-view area, click on 'Master File Locations'; the text will become highlighted in blue, and
the active area will display the available option:

[C?) EMA | ét‘EVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
v XEVPRM Message Reset ~ Validate Send Export ~ Remove
Products (0) ) New Master File Location

QOrganisations (0)

ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0}
Attachments (0)

& Master File Locations (0)

4. Click inside the box next to New Master File Location' and:
- the tree-view area will display the sections applicable to a MFL entity;

- the active area will display fields that need to be completed for each of the sections; the
'Operation Type' field displays 'Insert' as default:
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(\9> EMA ‘ XbEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

we

v XEVPRM Message Reset ~  Validate Send Export ~  Duplicate Remove
Products (0) Operation Type *
QOrganisations (0) Tigart
ATC Codes (0)

Company
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0) Department
~ Master File Locations (1)
& Insert Building
Street *

{

Field is mandatory / must have a specified value
City *

{

Field is mandatory / must have a specified value

State

Post Code *

ol

Field is mandatory / must have a specified value

Country *

{

Field is mandatory / must have a specified value

Comment

5. Complete the fields as required, as per information in the 'Chapter 3.11: Extended EudraVigilance
product report message (XEVPRM) user guidance; section 1.11. Initial submission of a
Pharmacovigilance System Master File (PSMF) information.

6. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

7. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post’' (Gateway users) functionality.

8. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being inserted (i.e. a MFL) and the text: "Entity inserted successfully...".

5.2. Creation of an XEVPRM with operation type 'Update (2)'

To update an entity in the XEVMPD:
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e the entity must be present in the XEVMPD (i.e., an EV Code is assigned);

e the entity must be owned in the XEVMPD by the user's HQ organisation and the entity;

the entity must not be nullified;

the entity must not be an invalidated entity (in case of an AMP).

The below instructions describe the update of an AMP, but the process is the same for any other entity
(except for an attachment, which cannot be updated) owned in the XEVMPD by the user's HQ
organisation.

1. Retrieve the entity to be updated in the XEVMPD using either a simple query or an advanced
query in XEVMPDweb:

- If retrieving the AMP via the simple query, load the AMP in the tree-view area using the check
box and 'Load' functionality:

) EMA ‘ a(ehEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
& Authorised Medicinal Products Reset ~ Export ~ Refresh o
Development Medicinal Products
Contains v Beatcold

Approved Substances

Number of items displayed: 34
Development Substances R R o

Num i EV Code i Version i Full Presentation Name i Authorisation Status
Sources [ 0001 PRD134608 1/1 Valid Beatcold combi(r) capsules and lozenges Valid
MAHS 0002 PRD132468 2/2 BEATCOLD COMBI CAPSULES AND LOZENGES PHARMAU Valid
Sponsars [ o003 PRD131853 1/1 Beatcold combi capsules and lozenges PharmaU Valid
ATC Codes O 0004 PRD131446 1/1 Beatcold combi capsules and lozenges PharmaU Valid
Routes of Administration J 0005 PRD132699 1/1 Beatcold combi capsules and lozenges PharmaUK Valid
Pharmaceutical Forms O 0006 PRD132819 1/1 Beatcold combi® capsules and lozenges PharmaU Valid
Master File Locations O o007 PRD134335 1/1 Beatcold combi® capsules and lozenges Pharmau Valid

J 0008 PRD134840 1/1 Beatcold combi® capsules and lozenges Pharmal Valid
Attachments

J 0009 PRD131515 1/1 Beatcold combi® capsules and lozenges PharmaU Valid
Abstract Compositions

O o010 PRD134129 1/1 Beatcold combi® capsules and lozenges Pharmau Valid

> Queries 10011 _DRN132220 11 Beatcold comhi® cansules and Inzenaes Pharmall \falid

Once loaded in the tree-view area, go to 'Operations' and select 'Update':
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(f\a) EMA | XEVMPD V e and Send Product Reports Medicinal Prod

web
v Authorised Medicinal Products Reset = Export = QOperations ~ Compare
v ¢ Authorised - PRD132468 - 2/2 - Bl EV Code Reinsert
MAH: ORG10194 - PHARMAUK | PRD122468 Invalidate MA
MFL: MFL10152 - Spain - Burgos Update
Version
QPPV: Veronika Baker (XMPDTR/ Nullify
p 2/2
> Medicinal Product Types (1)
> Authorised Pharmaceutical Form  Type
> Pharmaceutical Products (2) Authorised
2 Drug ATCs (1) Version Status Version Validity
> Drug Indications (2
g @ Accepted Unassessed
Previous EV Codes (0)
Product Validity Product Pending
> Product Attachments (1)
. . Not Assessed Not Assessed
> Previous Versions
> Subsequent Versions Version Date
> Reporting Names - Presentation 27/05/2024 09:18:45
> Reporting Names - Scientific i
New Version Date

- If retrieving the AMP via the advanced query, select the entity in the active area, then go to
'Operations' and select 'Update':

) EMA ‘ )w(hEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA P

g we

Authorised Medicinal Products Reset ~ Remove ReRun Modify | Operations ~ 0O = Export ~  Load
Development Medicinal Products Number of items displayed: 1 Reinsert

Approved Substances Num : EV Code Version Tnvalidate MA ation Name

Development Substances

PRD132468 2/2 Update JMBI CAPSULES AND LOZENGES PHARMAU

Sources Nullify
MAHSs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
I Master File Locations
Attachments
Abstract Compositions
' Queries
> Owned XEVMPD Entities
 Owned Authorised Products
Fields
Conditions
~ Results

Result Monday, 08 December 2025 10:04:38

The entity will be loaded in the 'Create and Send Product Reports' section:
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« EMA ‘ erbEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

~ XEVPRM Message Reset ~ Validate Send Export ~ Remove

~ Products (1) EV Code *

v 7 Update - Authorised - PRD132468 - BEATCOLD COMBI CAPSULES AND LOZENGES PI PRD132468

> Medicinal Product Types (1)
Operation Type *
> Authorised Pharmaceutical Forms (2) P P
> Pharmaceutical Products (2) Update
> Drug ATCs (1) Type *
> Drug Indications (2) Authorised
Previous EV Codes (0)
MAH *
> Product Attachments (1)
ORG10194 & PHARMAUK
Organisations (0)
QPPV *
ATC Codes (0)
203055 ©® Veronika Baker (XMPDTRAIN)
Pharmaceutical Forms (0)
Routes of Administration (0) Master File Location *
Attachments (0) MFL10152 ©® Spain - Burgos

Master File Locations (0) PhV enquiry mail

2. Maodify the information as required.
3. In the 'Message Number' field, assign a number, or a name, to your XEVPRM.

4. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

5. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

6. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being updated and the text: "Entity updated successfully...".

5.3. Creation of an XEVPRM with operation type 'Nullification (4)'

To nullify an entity in the XEVMPD:

e the entity must be present in the XEVMPD (i.e., an EV Code is assigned);

e the entity must be owned in the XEVMPD by the user's HQ organisation and the entity;
¢ the entity must not already be nullified;

e the entity must not be an invalidated entity (in case of an AMP);

e the entity must not be flagged as validated by the EMA3 (i.e. the 'Product Validity' field must not
reference 'Valid");

e the entity must not be referenced in other entities (such as AMPs or DMPs).

The below instructions describe the nullification of a DMP, but the process is the same for any other
XEVMPD entity (except for attachments) owned in the XEVMPD by the user's HQ organisation.
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1. Retrieve the entity to be nullified in the XEVMPD either using a simple or an advanced query in
XEVMPDweb:

- If retrieving the DMP via the simple query, load the DMP in the tree-view area using the check
box and 'Load' functionality:

(\9) EMA | afngVMPD WEB Trader Create and Send Product R 5 Medicinal Products MedDRA Post

Authorised Medicinal Praducts Reset ~  Export ~  Refresh ]
¢ Development Medicinal Products
Contains v | Search for product records owned in the XEVMPD by your HQ

Approved Substances

Number of items displayed: 50
Development Substances R R

Num ' EV Code ‘Version t Full Presentation Name
Sources PRD136693 1/1 Valid Casartium powder for solution for injection
MAHs 0 0002 PRD136688 1/1 Valid Amantenib
Sponsors [ 0003 PRD136681 1/1 Valid
ATC Codes 0 0004 PRD136680 1/1 Valid Amantenib
Routes of Administration [J 0005 PRD136649 1/1 Valid Amantenib 120-125 mg/ml of amantenibum oral solution
Pharmaceutical Forms 0 0006 PRD136641 1/1 Valid Bretin
Master File Locations 0 0007 PRD136639 1/1 Valid

O o008 PRD136570 1/1 Valid Casartium powder for solution for injection
Attachments

[ 0009 PRD136508 1/1 Valid Kalerativin gel
Abstract Compositions

[ 0010 PRD136499 1/1 Valid Amantenib

> Queries O 0011 PRD136495 1/1 Valid Kalerativin gel

Once loaded in the tree-view area, go to 'Operations' and select 'Nullify':

(" ") EM A ‘ XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
N web
Authorised Medicinal Products Reset ~ Export ~ Operations ~
~ Development Medicinal Products EV Code Reinsert
~ & Development - PRD136693 - 1/1 Valit PRD136693 Update

Sponsor ORG11051 - PHARMALAB Nullify

Version

I > Pharmaceutical Products (1)
1/1 Valid
> Drug ATCs (1) /
> Drug Indications (1) Type
> Product Attachments (1) Development
> Previous Versions Interim Format
> Subsequent Versions .
Pre Interim Format
Approved Substances
Version Status Version Validity
Development Substances
Accepted Valid
Sources
MAHS Product Validity Product Pending
Sponsors Valid Assessed
ATC Codes Version Date Version By
Routes of Administration 27/11/2025 09:23:09 XMPDTRAIN
Pharmaceutical Forms
New Version Date New Version By
Master File Locations
No
Attachments
Abstract Compositions Nullified
<
> Queries No
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- If retrieved via the advanced query, select the entity in the active area, then go to 'Operations’
and select 'Nullify':

Lg EMA ‘ R(EFVM PD WEB Tra e a end Product Re ts Medicinal Products

Authorised Medicinal Products Reset - Remove ReRun Modify | Operations ~ (m] =i} Export ~  Load

Development Medicinal Products Number of items displayed: 1 Reinsert

Approved Substances : EV Code i Version Update : ¢ Full Presentation Name

Development Substances 001 PRD136693 1/1 Valid- 9:23:09 Casartium powder for solution for injection
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
~ Queries
> Owned XEVMPD Entities

> Owned Autherised Products

~

Authorised Products (Valid Version)
v Owned Development Products

Fields

Conditions

' Results
Result Monday, 08 December 2025 11:48:31

Substance Names
Approved Substance Names
Development Substance Names
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Abstract Compositions

Attachments

R N R N "V VR V2

Master File Locations

The entity will be loaded in the 'Create and Send Product Reports' section:
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(\@) EMA ‘ XbEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

we

v XEVPRM Message Reset ~  Validate Send Export ~ Remove
~ Products (1) EV Code *

o o ) B . -
& Nullification - Development - PRD136693 - Casartium powder for solution f PRD136693

> Pharmaceutical Products (1)

> Drug ATCs (1) Operation Type *

> Drug Indications (1) Nullification

> Product Attachments (1) Type *
Organisations (0) Development

ATC Codes (0) Sender Local Code
Pharmaceutical Forms (0)
Routes of Administration (0)

Sponsor *
Attachments (0)

. . ORG11051 ) PHARMALAB
Master File Locations (0)

Product Code

Cs-28

Product Name

Casartium powder for solution for injection

Product Other Name

Comment *

Field is mandatory / must have a specified value

2. Modify the information as required (i.e. enter the reason for nullification in the 'Comment’ field).
3. In the 'Message Number' field, assign a number, or a name, to your XEVPRM.

4. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

5. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

6. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).

If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being nullified and the text: "Entity nullified successfully...".

5.4. Creation of an XEVPRM with Operation Type 'Invalidate MA (6)'

To invalidate an AMP entity in the XEVMPD:

e the entity must be present in the XEVMPD (i.e., an EV Code is assigned);
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e the entity must be owned in the XEVMPD by the user's HQ organisation and the entity;

e the entity must not be already nullified;

e the entity must not be an i

e the entity must not be refe

nvalidated entity;

renced in other entities (such as other AMPs).

The below instructions describe the invalidation of an AMP due to marketing authorisation withdrawal,
but the process is similar for any other AMPs where the marketing authorisation is no longer valid,

owned in the XEVMPD by the u

ser's HQ organisation.

1. Retrieve the AMP entity to be invalidated in the XEVMPD either using a simple or an advanced

query in XEVMPDweb:

- If retrieved via the simple query, load the entity in the tree-view area using the check box and

'Load' functionality:

& Authorised Medicinal Products
Development Medicinal Products
Approved Substances

Development Substances

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

9 EMA | XEVMPD

Reset ~  Export ~  Refresh O

Contains ~  PRD134849

Number of items displayed: 1
Num  EV Code : Version : Full Presentation Name

Sources 0001 PRD134849 1/1 Flutex® 400/600 mg paracetamol capsules

WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

: Authorisation Status

Valid

Once loaded in the tree-view area, go to 'Operations' and select 'Invalidate MA":
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(\9) E M A | XEVM PD WEB Trader Create and Send Product Reports Medicinal Products

web
~ Authorised Medicinal Products Reset ~ Export ~ Operations ~
~ ¢ Authorised - PRD134849 - 1/1 - Flutex EV Code Reinsert
MAH: ORG10582 - GREEN PHARMA PRD134849 Invalidate MA
MFL: MFL10464 - Malta - Victoria Update
Version
QPPV: Veronika Baker (XMPDTRAIN) Nullify
- 1/1
> Medicinal Product Types (1)
> Authorised Pharmaceutical Forms (1) Type
> Pharmaceutical Products (2) Authorised
? Drug ATCs (1) Version Status Version Validity
> D Indicati 2
rug Indications (2) Accepted Unassessed
Previous EV Codes (0)
Product Validity Product Pending
> Product Attachments (1)
. . Not Assessed Not Assessed
> Previous Versions
> Subsequent Versions Version Date Version By
> Reporting Names - Presentation 15/04/2025 12:25:16 XMPDTRAIN
> Reporting Names - Scientific ) .,
New Version Date New Version B

- If retrieved via the advanced query, select the entity in the active area, then go to 'Operations’
and select 'Invalidate MA":
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XEVMPD

W) EMA |

web

Authorised Medicinal Products Reset - Remove ReRun Modify | Operations -
Development Medicinal Products Number of items displayed: 1 Reinsert
Approved Substances Num EV Code i Version ‘' F

Development Substances Wil PRD134849  1/1 F Update
Sources Nullify

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
~ Queries
> Owned XEVMPD Entities
~ Owned Authorised Products
Fields
Conditions
~ Results
Result Monday, 08 December 2025 12:02:34
Authorised Products (Valid Version)
Owned Development Products
Substance Names
Approved Substance Names
Development Substance Names
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Abstract Compositions

Attachments

VOVOV VY VY VY VY VY VY VY VY VY VY Y v Vv

Master File Locations

O =i} Export ~ Load

lame : Product Short Name

paracetamol capsules Flutex

The entity will be loaded in the 'Create and Send Product Reports' section:
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(\?) EMA | XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

web

v XEVPRM Message Reset ~ Validate Send Export ~ Remove

~ Products (1) EV Code *

v i - ised - - ®
& Invalidate MA - Authorised - PRD134849 - Flutex® 400/600 mg paracetamol capsules PRD134849

Medicinal Product Types (1)

i i Operation Type *
Authorised Pharmaceutical Forms (1)

Invalidate MA

>
>
> Pharmaceutical Products (2)
> Drug ATCs (1) Type *
>

Drug Indications (2) Authorised

Previous EV Codes (0)

MAH *
> Product Attachments (1)
ORG10582 ) GREEN PHARMA
QOrganisations (0)
QPPV *
ATC Codes (0)
X 293955 B Veronika Baker (XMPDTRAIN)
Pharmaceutical Forms (0)
Routes of Administration (0) Master File Location *
Attachments (0) MFL10464 B Malta - Victoria

Master File Locations (0) PhV enquiry mail
phv@greenpharma.com

PhV enquiry Phone *

2075 2075 333

Sender Local Code

Info Date
dd/mm/yyyy ~
Authorisation Procedure *

EU authorisation procedures - National Procedure

Authorisation Country Code *

MALTA

Authorisation Status *

Field is mandatery / must have a specified value
Authorisation Number *

9876/5432

2. Modify the information as required (i.e. enter the applicable not-valid marketing authorisation
status in the 'Authorisation Status' field and the applicable date in the 'Invalidated Date' field).

3. In the 'Message Number' field, assign a number, or a name, to your XEVPRM.

4. Validate the XEVPRM; if any errors are reported, review the sections/fields where the errors are
present and correct them as required.

5. Send the XEVPRM via the 'Send' (WebTrader users) or 'Post' (Gateway users) functionality.

6. Retrieve the XEVPRM acknowledgement in you WebTrader Inbox (WebTrader users) or in your
internal system (Gateway users).
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If the submission was successful, the XEVPRM Acknowledgement will reference the EV Code of the
entity that was being invalidated and the text: " Entity withdrawn/Invalidate MA successfully...".

5.5. Validation of an XEVPRM

During the creation of an XEVPRM, the application performs a real-time validation of the inserted data
by applying technical and business rules in use. Fields that contain erroneous or incomplete

information will be flagged in red colour and an error message applicable for that field will be displayed
under the field.

Examples of such error messages are included below:

MAH =

P
()]
L2/

Field is mandatory / must have a specified value

FPhy enquiry mail *

[ 123454

123456 is not a valid email address

Authorisation/Renewal Date =

16/05/2025 © | dd/mmfyyyy

Date cannot be higher than today

The most common error message is "Field is mandatory/must have a specified value". This type of field
requires essential information, which needs to be provided to complete the data entry operation
successfully and is dependable on technical and/or business rules in place.

Sections with missing mandatory information or errors will be highted in the tree-view area in red font,
as shown in the screenshot below:
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| XEVPRM Message

~ Products (1)
~ Insert - Development
“ Pharmaceutical Products (1)
= SOLUTION FOR INJECTION/IMNFUS

£” Drug Routes (-)

Drug Ingredients (-]

Old Drug Ingredients (-)

Medical Devices (-)

Mandatory sections must be completed®. An XEVPRM will not be sent, if a field highlighted as
mandatory does not contain any information.

Once users create an XEVPRM containing all the information that they wish to send in the XEVMPD,
they should perform a validation check of the information present in the XEVPRM using the 'Validate'
functionality before submitting the XEVPRM.

(\e EMA ‘ XbEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

we

v ¢ XEVPRM Message Reset ~ | Validate | Send  Export ~

By clicking on the 'Validate' button from the dynamic button set, the system checks the information in
the message. This includes checking that information is provided in the mandatory fields and, in some
cases, also in accordance with the applicable business rules.

A pop-up window will confirm if the XEVPRM contains any error or not:

e If errors are present, the errors or missing information will be highlighted. The pop-up window will
describe the total number of errors detected and the description of the first error encountered.

For example:

6 In case of 'Invalidated date', the 'Field is mandatory' will continue to appear until some further sections are completed.
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Validation

@ Validate Failed
4 Error(s) present.

First error(s):
XEVPRM Message/Message Number

Field is mandatory / must have a specified value

X Close v Go to first error

You can either close the window and go to the fields highlighted in red, indicating where the error
is, or you can select 'Go to first error' and the system will re-direct you to the first available error.

In case of multiple errors in the XEVPRM, you can use the up and down arrows, which will appear
next to the 'Validate' button, to navigate from one error to another:
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Validation related messages will appear in the right-hand corner of the window providing further
information related to the error(s):
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‘ E MA ‘ XEEVM PD Create and Send Product Reports

~ 7 XEVPRM Message Reset - Validate Send  Export -
v Products (1) Message Number *
~ Invalidate MA - Authorised - PRD134849 - Flutex® 400/600 mg paracetamol capsules | ©
> Medicinal Product Types (1) Fleld is mandatory / must have a specified value
> Authorised Pharmaceutical Forms (1)
> Pharmaceutical Products (2)
> Drug ATCs (1)
> Drug Indications (2)
Previous EV Codes (0)
~ Product Attachments (1)
Product Report Exam Case_4_Flutex_Monika_Matyasi
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)
Master File Locations (0)
<
A\ 4error(s) left X
Authorised Product/invalidated date <
@ (AR.12,12)
Field is mandatory / must have a
specified value
A\ 4 enor(s) left X
Product Attachment/Validity x
® declaration
Field is mandatory / must have a
specified value
A\ 4erors) left X
XEVPRM Message/Message Number <
® Field is mandatory / must have a
specified value
For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on

After the correction of the error(s) reported, 'Validate' the XEVPRM again.

e If no errors are present, the validation related message that appears in the right-hand corner of
the window will state: "Validate OK".
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EMA | a(eFVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA  Post

“ Invalidation of PRD134849 Reset ~ | Validate Send Export ~  Remove

 Products (1) Product Attachment *

 Invalidate MA - Authorised - PRD134849 - Flutex® 400/600 mg paracetamol capsules ATT50302 © Product Report Exam Case_4_Flutex_Monika_Matyasi

» Medicinal Product Types (1)

. . Validity declaration *
> Authorised Pharmaceutical Forms (1)

Valid v

~

Pharmaceutical Products (2)

v

Drug ATCs (1)

v

Drug Indications (2)

Previous EV Codes (0)

<

Product Attachments (1)
& Product Report Exam Case_4_Flutex_Monika_Matyasi
Organisations (0)
ATC Codes (0)
Pharmaceutical Forms (0)
Routes of Administration (0)
Attachments (0)

Master File Locations (0)

& Validating X

& Validate 0K X l

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on

5.6. Saving of an XEVPRM before submission

Once you created and validated your XEVPRM, and before the submission of your XEVPRM, you have
the possibility to export the XEVPRM as an XML file, ZIP file or an RTF file using the 'Export’
functionality:

(\e EMA | a'(eFVMPD WEB Tr Create and Send Product Reports Medic i edDRA  Po

~ Invalidation of PRD134849 Reset ~ Validate  Send Export ~ Remove
“ Products (1) EV Code * XML
. ~ — ~ o
~ ¢ Invalidate MA - Authorised - PRD134849 - Flutex® 400,600 mg paracetamol capsules PRD134849 ZIp
> Medicinal Product Types (1) RTE
. i Operation Type *
> Authorised Pharmaceutical Forms (1)
> Pharmaceutical Products (2) Invalidate MA
> Drug ATCs (1) Type *
> Drug Indications (2) Authorised
Previ EV Codes (0
revious odes (0) MAH *
“ Product Attachments (1)
< ORG10582 ) GREEN PHARMA
Product Report
QPPV *
Organisations (0)
293955 [ Veronika Baker (XMPDTRAIN)
ATC Codes (0)
Pharmaceutical Forms (0) Master File Location *
Routes of Administration (0) MFL10464 () Malta - Victoria

Attachments (0) PhV enquiry mail

Master File Locations (0) phv@greenpharma.com

PhV enquiry Phone *

2075 2075 333

Condor |l modo

For the UK, as frem 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocel on Ireland/NI
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To save the XEVPRM in the 'XML', 'ZIP' or 'RTF' format, click on the required option within the 'Export’
functionality:

e The system will confirm that the file is being exported via a message in the right-hand corner of
the screen:

," E M A | zleVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA
~ Invalidation of PRD134849 Reset + Validate Send Export = Remove
~ Products (1) EV Code * H

-

2 - ised - - ®
» & Invalidate MA - Authorised - PRD134849 - Flutex® 400/600 mg paracetamol capsules T
Organisations (0)
Operation Type *
ATC Codes (0)
. Invalidate MA
Pharmaceutical Forms (0)

Routes of Administration (0) Type *
Attachments (0) Authorised
Master File Locations (0) MAH *
ORG10582 © GREEN PHARMA
< qppy *
293955 © veronika Baker (XMPDTRAIN)

Master File Location *

MFL10464 © Malta - Victoria

PhV enguiry mail

phv@greenpharma.com

PhV enquiry Phone *
2075 2075 333

Sender Local Code (&) Message is being exported... x

v
Message has been exported successfully x
For the UK, as from 1.1. EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on @ has

e The exported file(s) will become available in the 'Downloads' folder of the browser used to access
XEVMPDweb:

- XML:

a # ea@

Bookmarks

e I £ o1 t-XMPDTRAIN-

XEVPRM-Invalidation of

EMA XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA PRD134849-2025-12-08+13.02.05.xml|
‘ Hen 50KB » Done
~ Invalidation of PRD134849 Reset ~  Validate Send Export ~ Remove
~ Products (1) EV Code * a|

> & Invalidate MA - Authorisec oo o000
Organisations (0)
Operation Type *
ATC Codes (0)

X Invalidate MA
Pharmaceutical Forms (0)

Routes of Administration (0) Type ™
Attachments (0) Authorised
Master File Locations (0) MAH *
ORG10582 ) GREEN PHARMA

- ZIP:
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000 ax 00 |uo
I Bookmarks
- I Export-XMPDTRAIN-
XEVPRM-Invalidation of
WEB Trader Create and Send Product Reports Medicinal Products  MedDRA PRD134849-2025-12-08+12.29.07.zip
1,536 B « Done
 Invalidation of PRD134849 Reset ~ Validate Send Export ~ Remove
~ Products (1) EV Code * 2
> £ Invalidate MA - Authorised - PRD134849 - Flutex® 400/600 mg paracetamol capsules TS
Organisations (0)
Operation Type *
ATC Codes ()
Invalidate MA
Pharmaceutical Forms (0)
Routes of Administration (0) Type *
Attachments (0) Authorised
Master File Locations (0) MAH *
ORG10582 ) GREEN PHARMA
- =
¢ o o I ax o0fsle
I Bookmarks

i I - xport-XMPDTRAIN-

XEVPRM-Invalidation of
WEB Trader Create and Send Product Reports Medicinal Products MedDRA PRD134849-2025-12-08+12.58.17.rtf
106 KB - Done

~ Invalidation of PRD134849 Reset ~ Validate Send Export = Remove

~ Products (1) EV Code *
> & Invalidate MA - Authorisec T T
Organisations (0)

Operation Type *
ATC Codes (0)

Invalidate MA
Pharmaceutical Forms (0)

Routes of Administration (0) Type *
Attachments (0) Authorised
Master File Locations (0) MAH *
ORG10582 ) GREEN PHARMA

5.7. Sending of an XEVPRM

To send an XEVPRM:

e Users from organisations registered in EudraVigilance as Web Trader organisations can submit
XEVPRMs:

- via the 'Send' functionality available in the 'Create and Send Product Reports' section, which
automatically converts the XEVPRM in a ZIP file, or

— via the "Post’ section of XEVMPDweb, where the user uploads the ZIP file with the XEVPRM.
e Users from organisations registered in EudraVigilance as Gateway organisations can submit:
— XEVPRMs as 'ZIP' files using their in-house solution, or

via the 'Post' section of XEVMPDweb, where the user uploads the ZIP file with the XEVPRM.
5.7.1. Sending an XEVPRM via the 'Send' functionality

Once the validation of an XEVPRM is completed and the XEVPRM contains no errors, the user can
submit the XEVPRM via the 'Send' functionality by clicking on 'Send':
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Lé EMA | X:EVM PD Create and Send Product Reports

“ Invalidation of PRD134849 Reset ~  Validate | Send Export ~ Remove

~ Products (1) EV Code *

i - ised - - ®
> & Invalidate MA - Authorised - PRD134849 - Flutex® 400/600 mg paracetam PRD134840
Organisations (0)
Operation Type *
ATC Codes (0)

Invalidate MA
Pharmaceutical Forms (0)

Routes of Administration (0) Type *
Attachments (0) Authorised
Master File Locations (0) MAH =
ORG10582 ) GREEN PHARMA

A new message will appear on the screen, allowing the user to view or download the submitted
XEVPRM:

Message sent successfully
@ Click on the link below to review the XML message submitted.

Id: DTRAIN-Send-XMPDTRAIN-XEVPRM-Invalidation of PRD134849-2025-12-08+12.06.49.xml|

The XML file of the XEVPRM Acknowledgement will be available in your WebTrader inbox within maximum 48 hours.

If this is not the case please contact us through EMA Service Desk.

The submitted XEVPRM will be available in the in the WEB Trader Outbox within minutes and max
48 hours since the XEVPRM was submitted.

5.7.2. Sending an XEVPRM via the 'Post' functionality

Once the validation of an XEVPRM is completed and the XEVPRM contains no errors, the user must
save the XEVPRM in a 'ZIP' file.

To submit a ZIP file containing an XML file of an XEVPRM with or without any attachment(s), go to the
'Post’ section of XEVMPDweb and follow instructions described in section 0
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'Post' section of this manual.
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6. 'Medicinal Products' section

) EMA ‘ a‘(eDEVMPD WEB Trader Create and Send Product Reports | Medicinal Products | MedDRA Post

& Authorised Medicinal Products Reset ~ Export ~  Refresh
Development Medicinal Praducts
Contains ~  Search for product records owned in the XEVMPD by your HQ -
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes <
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

The 'Medicinal Products' section allows users to:
e browse the data available in the XEVMPD;

o perform searches for all available XEVMPD entities either via the simple query or via advanced
queries, taking into consideration the applicable ownership and visibility rules;

¢ export data in any of the available formats.

6.1. Browsing data

Users can browse data in the 'Medicinal Products' section. Visibility restrictions apply, as per
information in section 1.3.8. Data access.

The tree-view area enables users to browse items by selecting them, and by expanding or closing
menus.

The active area displays the results of a search (simple or advanced) and the content of the selected
item in the tree-view.
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XEVMPD

w EMA

Medicnal Products

Autherised Merfcin Products

Develcpment Meaiiral Procucts
Containg
‘Approved Substances

Reset = Export = Refresh

-]

v | Ipearch for pharmaceutical forms available in the

Load

MPD [visibility restrictions may apply] including these awned by wour HQ

Deveicpment Substances

um
s 001
s ao02
Sporsor: ao03
AT Coces 9004
Routes of Admirisraton, ao0s
& Prarmace.siesl Forms 008
Maste Fie Locations o007
asacnments oaca
Alostrot Campositions )
- 010
o011

012

< 0003

0014

ao1s

016

017

o018

ao1s

a0z0

021

022

023

o024

o0zs

o026

0027

o028

ooze

03

~ Authorised Medicinal Products

MAH: ORG46217 - MAH XYZ

MEFL: MFL21008 - Ireland - Dublin

w) EMA | XEVMFD

Number of items displayed: S0

EV Code
PHF2347
PHF2344.
PHF2340
PHF2339
PHF2338
PHF2337
PHF2336.
PHF2335
PHF2334.
PHF2333
PHF2332
FHF2330
PHF2324.
PHF2323
PHF2319
FHF2318
PHF2317
PHF2316.
PHF2314.
PHF2303
PHF2301
PHF2300
FHF2287
PHF2285
PHF2285
PHF2284.
PHF2283
PHF2282
PHF2281
FHF2280

QPPV: John Noname (3VBIO_U) - 7502467

Medicinal Product Types (1)

[V |

.

Pharmaceutical Products (1)

v

Drug ATCs (1)

~

Drug Indic

ions (1)

Previous EV Codes (0)

-

Product Attachments (1)

-

Previous Versions

.

Subsequent Versions

~

Reporting Names - Presentation

~

Reporting Names - Scientific

DEvE\cn_ment Medicinal Products
Approved Substances
Development Substances
Sources

MAHs

Sponsors

ATC Codes

Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments

Abstract Compositions

> Queries

Authorised Pharmaceutical Forms (1)

For the UK,

7 Authorised - PRD11169304 - 4/4 - Product ABC solution 100m|

Pharmaceutical Form Name
CLEAR GEL

POWDER

VARETINEX

‘SOFT CAPSULES

GELATINE CAPSULES WINTER
GELATINE CAPSULES MURSVYOY

Type
Devalopment
Development
Development
Develogment
Propesed

Propesed

MUCCO-ADHESIVE ROUND SHAPED BUCCAL TABLETS Development

GELATINE CAPSULES TEJEDA
GELATINE CAPSULES PETROVICS

GELATINE CAPSULES JASTT

NEWPHARMAFORM

TesT232

ADHESIVE PLASTER WEC

ADHESIVE PLASTER WES

‘TABLET, COATED

ORAL, CAPSULE

GELATINE CAPSULES WOSIK

TEST SENDING PHARMACUETICAL DOSAGE FORM
DOUBLE-COATED TABLET

TESTPHARMFORM

TESTPHAMRFGRM

ADHESIVE PLASTER WEBNEW

ANTI TESTING PLASTER

UAT-FORM-2

TABLET FOR ORAL USE ONLY- FOR TRAINING FURP.
UAT- HYPERCARE - XEVMPD-1

ADHESIVE PLASTER SYNERGY

PQ TEST 1

ADHESIVE PLASTER LLS2

ADHESIVE PLASTER LLS

Reset ~  Export ~

EV Code
PRD11169304

Version
4/

Type
Authorised

Version Status
Accepted

Product Validity
Not Assessed

Version Date
31/10/2025 10:29:06

New Version Date
No

Nullified

<  No

PhV enquiry email
Phv@email.com

Sender Local Code
12345

Info Date

28/08/2025

Propased
Propesed
Propased
Proposed
Proposed
Proposed
Proposed
Propesed
Propesed
Propesed
Proposed
Proposed
Proposed
Progosed
Proposed
Propesed
Propased
Proposed
Proposed
Propesed
Propased
Proposed

Proposed

Medicinal Products

Operations ~

Authorisation Country Code

EUROPEAN UNION

Authorisation Number

EU/1/23/4567/001

MRP/DCP/EMEA Number

EMEA/H/C/0012345

EU Number

EU/1/23/4567/001

Legal Basis

validated

Ho

e

‘Yes (14/08/2024 20:40:33)
Yes (19/11/2025 04:14:40)
Ves (22/09/2025 13:49:51)
[

Yes (25/10/2023 04:31:49)
Mo

He

Mo

Yes (26/08/2023 11:40:39)
Mo

No

No

e

Ves (21/08/2023 13:48:54)
Mo

Mo

Ves (05/05/2023 10:41:30)
He

Mo

e

Mo

Mo

Ho

He

He

Ho

Mo

Mo

Compare

Version Validity

Unassessed

Product Pending

Not Assessed

Version By

3VBIO_U

New Version By

phone

+34123456789

Authorisation Procedure

EU authorisation procedures - Centra

zt.t.phv.maheugppv ~

Version Description
Current Not Assessed
Product Nullified

No

Authorisation Status

Not Valid - Superseded by Marketing

Authorisation/Renewal Date

21/08/2025

Application according to Article 58 of Regulation (EC) No 726/2004
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For example, to view the previous or subsequent version(s) of an AMP entity, the user should expand
the section 'Previous Versions' or 'Subsequent Versions', as required, in the tree-view area:

EMA ‘ \)ébEVMPD WEB Trader Create and Send Produc

~ Authorised Medicinal Preducts
~ Authorised - PRD11169304 - 4/4 - Praduct ABC solution 100ml
MAH: ORG46217 - MAH XYZ
MFL: MFL21008 - Ireland - Dublin
QPPV: John Noname (3VBIO_U) - 7502467
Medicinal Product Types (1)
Authorised Pharmaceutical Forms (1)
Pharmaceutical Products (1)

Drug ATCs (1)

VoV v v v

Drug Indications (1)
Previous EV Codes (0)
> Product Attachments (1)
? Previous Versions (3)
> Authorised - PRD11169304 - 1/4 - Product ABC solution - reinsert test 1
> Authorised - PRD11169304 - 2/4 - Product ABC solution - update test 1
> Authorised - PRD11169304 - 3/4 - Product ABC solution 100ml
Subsequent Versions (-)
> Reporting Names - Presentation

> Reporting Names - Scientific

The previous/subsequent version(s) of the AMP record will then be listed in the tree-view area where
they can be further viewed; the active area will display the information for the version that is
highlighted in the tree-view area in blue:

@I EMA | XEVMPD

ol et etk 56 Reudoin (551 o 7262054

s 1
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6.2. Searching for data

In the 'Medicinal Products' section, users can search for XEVMPD data as per the applicable
accessibility rules described in section 1.3.8. Data access.

6.2.1. Search for medicinal product data via a simple query

Via the simple search, users can search for:
¢ Authorised medicinal product entities owned in the XEVMPD by their HQ organisation
¢ Development medicinal product entities owned in the XEVMPD by their HQ organisation
e Approved substances available in the XEVMPD
e Development substances owned in the XEVMPD by their HQ organisation
e Sources available in the XEVMPD:
—  All sources owned in the XEVMPD by their HQ organisation.
— All sources owned in the XEVMPD by the EMA or other organisations.
e MAH and sponsor organisations available in the XEVMPD:
— MAH and sponsor entities owned in the XEVMPD by their HQ organisation

- MAH and sponsor entities owned in the XEVMPD by other HQ organisations but flagged as
validated by the EMA

o Development terms (ATC codes, routes of administration and pharmaceutical forms)
owned in the XEVMPD by their HQ organisation

e Proposed terms (ATC codes, routes of administration and pharmaceutical forms):
— All proposed terms owned in the XEVMPD by their HQ organisation.
— All proposed terms not owned in the XEVMPD by their HQ organisation.
— All proposed terms owned in the XEVMPD by the EMA.

e Standard terms (ATC codes, routes of administration and pharmaceutical forms) owned in
the XEVMPD by the EMA and flagged as validated

e Master file location entities available in the XEVMPD:
— owned in the XEVMPD by their HQ organisation (all available information)

— owned in the XEVMPD by other HQ organisations (restricted information only: EV Code and
Country)

e Attachment entities owned in the XEVMPD by their HQ organisation

e Abstract Compositions, which are terms derived from the combination of administrable
pharmaceutical form's active substance(s) to support ICSR recoding.

See section 3.7.1. Simple query for information how to perform simple query search in XEVMPDweb.

6.2.2. Search for medicinal product data via advanced queries

Via the advanced query search, users can search for:
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e An overview of how many entities are owned in the XEVMPD by their HQ organisation using the
'Owned XEVMPD Entities' query

e Authorised medicinal product entities owned in the XEVMPD by their HQ organisation using the
'Owned Authorised Products' query

e Last EMA validated version of authorised medicinal products owned in the XEVMPD by other HQ
organisations via the 'Authorised Products (Valid Version):

— Access to some information within the AMP entities is restricted to MAH and sponsor users
¢ Development medicinal product entities owned in the XEVMPD by their HQ organisation

e All approved substance names available in the XEVMPD and development substance names owned
by the user's HQ organisation via the 'Substance Names' query

e All approved substance names available in the XEVMPD via the "Approved Substance Names'
query

e All development substance names of substances owned in the XEVMPD by their HQ organisation via
the 'Development Substance Names'

e Approved substances available in the XEVMPD via the 'Approved Substances' query

e Development substances owned in the XEVMPD by their HQ organisation via the 'Development
Substances' query

e Sources available in the XEVMPD via the 'Sources' query:
—  All sources owned in the XEVMPD by their HQ organisation.
— All sources owned in the XEVMPD by the EMA or other organisations.

e MAH and sponsor organisations owned in the XEVMPD by their organisation, and organisations
owned by other HQs and flagged as validated by the EMA, via the '"MAHSs' and 'Sponsors' queries

e Standard ATC Codes, proposed ATC Codes flagged as validated by the EMA, and development ATC
Codes owned by their HQ organisation via the '"ATC Codes' query

e Standard routes of administration (RoA), proposed RoA flagged as validated by the EMA, and
development RoA owned by their HQ organisation via the 'Routes of Administration' query

e Standard pharmaceutical forms (PF), proposed PF flagged as validated by the EMA, and
development PF owned by their HQ organisation via the Pharmaceutical Forms' query

e Abstract Compositions: terms derived from the combination of administrable pharmaceutical form's
active substance(s) to support ICSR recoding..

e Attachment entities owned in the XEVMPD by their HQ organisation via the 'Attachments’' query

e Master file locations (MFLs) owned in the XEVMPD by their organisation, and MFLs owned by other
HQs and flagged as validated by the EMA (restricted information only), via the 'Master File
Locations' query

See sections 3.7.2. Advanced query and 3.7.3. Immediate query for information how to perform
advanced queries in XEVMPDweb.
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6.3. Export of data

To export results of a simple query, the results displayed in the active area must be selected (i.e. the
checkbox must be ticked).

The selected result(s) of a simple query can then be exported into:
e asingle or multiple XML file(s) or

e a single or multiple RTF file(s) using the 'Export’ functionality:

& Authorised Medicinal Produds Reset - | Bxpot = | Refresh O = Load
Dot s e Contains e product records owned in the XEVMPD by your HQ
Aoproved Substances wrr
Development Substances Pomber o Multi RTF -
o Wum — e Version  Full Presentation Name Authorisation Status Authorisation Cauntry Validated Nulified
o001 n ProductkLM Chioramehericol eve drops and cintment vaid IRELAND o mo.
e 000z PRO136724 11 Productivz Chioramphenical eve drops and cintment vaid IRELAND no no
seonsors @ 0003 PRD136717 w GOSHI Chloramphenicol eve drops and ointment Vasd IRELAND Ho Mo
ATC Codes & o004 PRD136714 11 Flutex 400/600 mq paracetamol capsiles. vakd MALTA no ho
Routes of dministation o0os PRD136713 n Fusion 100 mg/ml pawder and slvent for solution for injection  Vabd EUROPEAN UNION "o mo.
Enarmacestca Farms @ 0005 PRD136707 w1 Flutex R 400/600 M9 paracetamol capsules vabd MALTA Mo Mo
wastr P oatars @ 0007 #RO136657 n Beatcold combith capsules and lozenges Phormau vabd MALTA Ho Ho
P & ooos PRO136636 0 Beatcold combi® capsuies and lozenges Pharmal Vabd MALTA Mo Ho
JR— @ ooos PRD136692 n GOSHI Chioramahenicol ey drops and ointment vaid IRELAND Mo mo.
e @ o010 PRD136687 w1 MIGRAX Combit® Clotrimazoie Tablet and Cream Pharmaps vasd IRELAND Mo Mo
@ o011 PRO136682 n Eeatooid l lozenges Pharmal beltranargu_d  Vkd AT Mo Mo
@ o1z PRO136670 n Flutex® 400/600 mg paracetamol capsules vabd MALTA Mo o
< @ o PRD136868 n MIGRAX Combi® Clotrimazole Tablet 2nd Cream Pharmatt vabd IRELAND Mo mo.
o014 PRO136867 n MIGRAX Combi® Clotrimazode Tablet and Cream Pharmatd e IRELAND Mo o
@ onis PRD136533 n AMOLING PharmaZ 2 mg Tablets e IRELAND Mo Ho
0016 PAD136554 0 AMOLING PharmaZ 2 mg Tablets vabd IRELAND Ho Ho
o017 PRO136512 0 GOSHI Chioramohenicol eve drops and ointment vasd IRELAND "o Mo,
o018 PRD136507 1 Kaler® Pharmas Norethisterone Ethimylestradiol Tablets. Void MALTA No. No.
0019 PRD136458 1 Flutex® 400/600 mg paracetamol capsales Vakd MALTA Ho o
o020 PRD136482 1 Beatcold combi® capsues and lczenges Pharmal vabd MALTA Mo mo
o021 PRD136458 w1 Flutex® 400/600 ma paracetamol capsules vabd MALTA o o
o 0022 PRD136380 3/3 Nullified . Drug€X 50mg capsule Vakd IRELAND No ‘Yes (25/09/2025 16:34:17)
0023 PRD136381 1 DrugkX 123 Vakd IRELAND Ho o
@ o2 PRD136379 1 Beatcold combi® capsues and lazenges Pharmal vabd MALTA Mo no
0025 PRD136248 0 MIGRAX Combit® Clotrimazoie Tablet and Cream Pharmatt vasd IRELAND "o mo.
o 0026 PRD136243 1 MIGRAX Combi® Clotrimazole Tablet and Cream Pharmam vobd IRELAND N o
6 oz PRO136214 w Flutex® 400/600 mg paracetamol capsales vabd MALTA Mo "o
@ o028 PRO136172 w1 MIGRAX CombiR Clotrimazole Tablet and Cream Pharmatt vabd IRELAND Mo "o
@ ooz PRD136133 0 MIGRAX Combi® Clotrimazoie Tablet and Cream Pharmatt vaid IRELAND "o mo.
@ ooso PRD136033 n MIGRAX Combi® Clotrimazole Cream PharmaM e IRELAND Mo o

Results of advanced query can be sent directly to an Excel spreadsheet, without being displayed in the
active area first, via the 'Run to Excel' functionality:
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) EMA | XEVMPD

WEB Trader Create and S t= Medicinal Products

Authorised Medicinal Products
Development Medidnal Products
Approved Substances
Development Substances
Saurces
MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
~ Queries
» Owned XEVMPD Entities
» Owned Authorised Products
» Authorised Products (Valid Veersion)
~ Owned Development Products
Fields
£’ Conditions
Results
Substance Mames
Approved Substance Names
Development Substance Mames
Approved Substances
Development Substances
Sources
MAHs
Spaonsors
ATC Codes
Routes of Administration

. . . A A A L

Phamaceutical Forms

Reset ~  Run Run to Excel O 1

Local Mumber O

EV Code O

Has Been Updated

Product Validity C

Product Pending

Product Nullified

Last Update (On) [

Last Update (From) [

£ Last Update (Up to) O
Product Code O

Product Mame [

Product Other Name O

Sponsor (Mame) [

Sponsor (Code) [
Pharmaceutical Form (Code) O
Route of Administration (Code) [
Substance (Code) [

Substance (Name) [

No

For the UK,

as from 1.1.2021, EU Law applies d

The exported Excel file(s) will become available in the 'Downloads' folder of the browser used to access

XEVMPDweb by the user.

If the user wishes to view the results in the active area first and then export some, or all, of the
displayed results into one of the available formats, the query should be executed via the 'Run’

functionality:
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@) EMA | XEVMPD

WEB Trader

te and Send Product Re

= Medicinal Products MedDRA

Authorised Medicinal Products
Development Medicinal Products
Approved Substances
Development Substances
Saurces
hiAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
~ Queries
» Owned XEVIMPD Entities
> Owned Authorised Products
» Authorised Products (Valid Version)
~ Dwned Development Products
Fields
& Conditions
Results
Substance Mames
Approved Substance Names
Development Substance Mames
Approved Substances
Development Substances
Sources
MAHs
Sponsors
ATC Codes
Routes of Administration

WOOOWOW W W W W W W W Y

Phamaceutical Forms

Reset - Run to Excel m] 5

Local Number O

EV Code O

Has Been Updated

Product Vahdity C

Product Pending

Product Nullified

Last Update (On) [

Last Update (From) [

Last Update (Up to) [

Product Code O

Product Name [

Product Other Name O

Sponsor (Name) [

Sponsor (Code) [

Pharmaceutical Form (Code) [

Route of Administration (Code) [

Substance (Code) [

Substance (Mame) [

Mo

For the UK,

as from 1.1.2021, EU Law applies «

Using the 'Export' functionality, the selected result(s) of an advanced query can then be exported

into:

e single or multiple XML file(s);

e single or multiple RTF file(s) or

e one Excel File.
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EMA | XEVMPD

WEB Trader

te and Send Product

Medicinal Products MedDRA

MAHs
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
IMaster File Locations
Attachments
Abstract Compositions
~ Queries
» Owned XEVMPD Entities
» Owned Authorised Products
» Authorised Products (Valid Version)
*~ Qwned Development Products
Fields
Conditions
v Results
Result Tuesday, 08 December 2025 14:00:46

Result Tuesday, 09 December 2025 14:01:33

Reset ~

Remove

ReRun

Modify

Number of items displayed: 50

Num

[

0001
oooz
0003
0004
0005
0006
o007
ooos
0009
0010
0011
0012
0013
0014
0015
0016

EV Code

PRD136693
PRD136688
PRD136681
PRD136680
PRD136649
PRD136641
PRD136639
PRD136570
PRD136508
PRD136459
PRD136495
PRD136478
PRD136454
PRD136453
PRD136448
PRD136405

+Version

1/1 Valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 valid
1/1 Valid
1/1 valid
1/1 valid
1/1 valid

Operations ~ a

+Version Date

27/11/2025 09:23:09
27/11/2025 09:21:43
23/11/2025 15:37:47
21/11/2025 15:49:03
20/11/2025 12:29:27
19/11/2025 16:01:19
19/11/2025 04:14:39
13/11/2025 12:41:35
29/10/2025 14:16:12
28/10/2025 15:31:51
24/10/2025 14:31:31
21/10/2025 12:34:40
09/10/2025 14:36:07
09/10/2025 13:22:04
08/10/2025 08:34:31
GLEI{ES 07:24:35

Lot

Multi XML Files

One XMLFile ~ fame

Multi RTF Files r solution for injection
One RTF File

One Excel File

Amantenib 120-125 mg/ml of amantenibum ...

Bretin

Casartium powder for solution for injection
Kalerativin gel
Amantenib

Kalerativin gel

Kalerativin
Amantenib
Amantenib

Casartium

: Product Code

Cs-28

SPX01
Cs-28
KAL-59
Amantenib
KAL-59
Cs-28

The exported file(s) will become available in the 'Downloads' folder of the browser used to access

XEVMPDweb by the user.

The information available in the XEVMPD can be displayed, saved, and printed in various formats.
Depending on the section, in which you are working in and on the item(s) selected, individual
entities and/or results of queries can be saved as an Excel spread sheet, XML file, RTF file or a ZIP file

(in 'Create and Send Product Reports' section only).

6.3.1. Exporting an overview of all owned AMP entities

To view all AMP entities owned in the XEVMPD by your HQ organisation ID, or to create an Excel
spread sheet containing all AMP entities owned in the XEVMPD by your HQ organisation ID, you can
perform an advanced query and export the results in Excel.

1. Open the 'Queries' section in the tree-view area and select 'Owned Authorised Products':
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EMA | XEVMPD

Authorised Medicinal Products

Development Medidnal Products

Approved Substances

Development Substances

Sources

MAHs

Sponsors

ATC Codes

Routes of Administration

Pharmaceutical Forms

Master File Locations

Attachments

Abstract Compositions
 Queries

» Owned XEVMPD Entities

» &7 Owned Authorised Products

2. Expand the section so you can view the 'Fields' and 'Conditions':

~ Queries
» Owned XEVMPD Entities
v &7 Owned Authorised Products
Fields
Conditions

Results

3. Select which fields you wish to see as the result of your query in the 'Fields' section.

4. Specify the conditions for your search. Please note that for AMPs, the condition 'Valid' in 'MA
validity' is selected by default. This means, that the query will be run for all AMPs referencing
a valid marketing authorisation status.

If you wish to also include AMPs with an invalid marketing authorisation status, you must
change the value to 'Any' in that field:
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MA Validity & | valid |

5. Once you select the conditions of your query, click on '"Run’' to view the results of your query
on the screen, in the active area, or select 'Run to Excel' to export the results of your query
directly in an Excel file.

If you opted to run the results directly in an Excel file, the exported Excel file(s) will become
available in the 'Downloads' folder of the browser that you used to access XEVMPDweb.

6.3.2. Exporting an overview of all owned DMP entities

To view all DMP entities owned in the XEVMPD by your HQ organisation ID, or to create an Excel
spread sheet containing all DMP entities owned in the XEVMPD by your HQ organisation ID, you can
perform an advanced query and export the results in Excel.

1. Open the 'Queries' section in the tree-view area and select 'Owned Development Products':

EMA | XEVMPD

Authorised Medicinal Products
Development Medidnal Products
Approved Substances
Development Substances
Sources
MAHS
Sponsors
ATC Codes
Routes of Administration
Pharmaceutical Forms
Master File Locations
Attachments
Abstract Compositions
~ Queries
» Owned XEVMPD Entities
> Owned Autherised Products

> Authorised Products (Valid Version)

| % Owned Development Products |

2. Expand the section so you can view the 'Fields' and 'Conditions':

w ¢7 Owned Development Products
Fields
Conditions

Results
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3. Select which fields you wish to see as the result of your query in the 'Fields' section.
4. Specify the conditions for your search.

6. Once you select the conditions of your query, click on 'Run' to view the results of your query on
the screen, in the active area, or select 'Run to Excel' to export the results of your query
directly in an Excel file.

If you opted to run the results directly in an Excel file, the exported Excel file(s) will become
available in the 'Downloads' folder of the browser that you used to access XEVMPDweb.

7. 'MedDRA' section

j EMA | ?‘S]bEVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA | Post
& SOC Terms Reset ¥  Version 28.1 ~ Refresh O
HLGT Terms

Contains v Search SOC Terms for the selected MedDRA version available in the XEVMPD
HLT Terms

Preferred Terms
Low Level Terms

> Queries

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

The 'MedDRA section allows users to:
¢ browse the MedDRA terms available in the XEVMPD;

e perform searches for all available MedDRA terms either via the simple queries or via advanced
queries and

e export data in any of the available formats.
7.1. Browsing data

The latest available MedDRA version is referenced by default, but users can select to view data from
that last three versions available before the latest version, by clicking expanding the version window
shown in the below screenshot:

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 183/204



) EMA ‘ XbEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post

wel

& SOC Terms Reset ~ | Version 28.1D Refresh O @
HLGT Terms 28.1
Contains . C Terms for the selected MedDRA version available in the XEVMPD
HLT Terms 28
Preferred Terms 27.1
Low Level Terms 27
> Queries

The EMA uploads the latest version of MedDRA on the first Monday of May and on the first Monday of
November each year.

The tree-view area enables users to browse items by selecting them, and by expanding or closing
menus.

The active area displays the results of a search (simple or advanced) and the content of the selected
item in the tree-view.

7.2. Searching for MedDRA terms

As in other sections of XEVMPDweb, searches can be performed using simple or advanced queries.

If users to not select a specific MedDRA version to perform their guery, the simple and advanced
queries are performed with the current MedDRA version set as default.

7.2.1. Search for MedDRA terms via simple query

Via the simple search, users can search for:

SOC (System Organ Class) Terms

HLGT (High Level Group Terms)

HLT (High Level Terms)

PT (Preferred Terms)

LLT (Low Level Terms)

The simple search window is present in the active area for each of the sections:

(\g) EMA | a{ngVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
SOC Terms eset - ersion 28.1 ~ efres O &
4 Reset Version 28.1 Refresh
HLGT Terms

Contains ~  Search SOC Terms for the selected MedDRA version available in the XEVMPD
HLT Terms

Preferred Terms

Low Level Terms
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See section 3.7.1. Simple query for information how to perform simple query search in XEVMPDweb.

7.2.2. Search for MedDRA terms via advanced queries

Via the advanced query search, users can also search for System Organ Class terms, High Level Group
Terms, High Level Terms, Preferred Terms and Low Level Terms:

{;e) EMA | Z(FVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
N web

SOC Terms Reset ~  Version 28.1 ~

HLGT Terms

HLT Terms

Preferred Terms
Low Level Terms

v & Queries

~ SOC Terms
Fields
Conditions
Results

~ HLGT Terms
Fields
Conditions
Results

~ HLT Terms
Fields <
Conditions
Results

~ Preferred Terms
Fields
Conditions
Results

~ Low Level Terms
Fields
Conditions

Results

The filter(s) for the search within the required section, and the fields for which information should be
provided as a result, can be selected via the 'Conditions' and 'Fields' sections.

See section 3.7.2. Advanced query for further information.
7.3. Export of MedDRA terms

It is not possible to export results of a simple query performed in the MedDRA section.
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When a simple query is performed, the results will be displayed in the active area, from where they
can be uploaded in the tree-view area using the check-box option and 'Load' functionality combination:

@ EMA ‘ »)'vngVM PD WEB Trader Create and Send Product Reports Medicinal Products MedDRA Post
SOC Terms Reset ~  Version 28.1 ~  Refresh ]
HLGT Terms
Contains v headache
HLT Terms
Number of items displayed: 50
Preferred Terms
Num : LLT Name :LLT Code : Is Deprecated?
2l ez | Terms 0001 Headache 10019211 No
> Queries O 0002 Headache NOS 10019218 No
O o003 Headache dull 10019215 No
O o004 Headache sinus 10019224 No
J o005 Sinus headache 10040744 No
[J ooos Coital headache 10079072 No
0 o007 Hypnic headache 10088606 No
J ooo8 Nuchal headache 10078091 No
0009 Stress headache 10089648 No
O oo10 Cluster headache 10059133 No
0011 Frontal headache 10048967 No
) o012 Headache tension 10019226 No

XEVM PD WEB Trader Create and

web

SOC Terms Reset ¥  Version 28.1 ~
HLGT Terms
HLT Terms LLT code
Preferred Terms 10019211
~ Low Level Terms
v & Headache LLT name
> Preferred Terms (1) Headache
> Stress headache
> Frontal headache Is Deprecated
No

> Queries

Results of advanced query can be sent directly to an Excel spreadsheet, without being displayed in the
active area first, via the 'Run to Excel' functionality:
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|.§:| E M A | XEVMPD WEB Trader Create and Send Product Reports Medicinal Products MedDRA

wWeh

SOC Terms Reset ~  Version 2B.1 = Run O 12
HLGT Terms
HLT Terms S0C Code O
Preferred Terms
Low Level Terms S0C Mame O
7 Queries HLGT Code O
» S0C Terms
» HLGT Terms HLGT Name O
* HLT Terms
> Preferred Terms HLT Code O
~ Low Level Terms
Erelds HLT Name O
& Conditions PT Code O
Results
PT Name [
< LIT Code O
LLT Mame (Contains) pain

The exported Excel file(s) will become available in the 'Downloads' folder of the browser used to access
XEVMPDweb by the user.

If the user wishes to view the results in the active area first and then export some, or all, of the
displayed results into one of the available formats, the query should be executed via the 'Run’
functionality:

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 187/204



EMA |

XEVMPD

Products MedDRA

S0C Terms
HLGT Terms
HLT Terms
Preferred Terms
Low Level Terms
~ Queries
» S0C Terms
» HLGT Terms
» HLT Terms
» Preferred Terms
~ Low Level Terms
Fields
& Conditions
Results

Reset ~ Version 28.1 ~ Run

S0C Code O

S0C Name O

HLGT Code O

HLGT Mame O

HLT Code O

HLT Mame [

PT Code

PT Mame [

< LLT Code O

LLT Mame {Contains) pain

Run to Excel

O i

Once the results are displayed in the active area, the results (50 max) can be exported into one Excel

File:

EMA | XEVMPD

= MedDRA Post

S0C Terms
HLGT Terms
HLT Terms
Preferred Terms
Low Level Terms
" Cueries
SOC Terms
HLGT Terms

HLT Terms

VW WY

Preferred Terms
~ Low Level Terms
Fields

Conditions

~ Results

Result Tuesday, 09 December 2025 14:26:40

Result Tuesday, 09 December 2025 14:2%:40

Reset = Remove Version 28.1 = ReRun Modify O

Number of items displayed: 50
Num

0001
0002
0003
0004
0005
0005
0007
0008
000%
0010
0011
0012
0013
0014
0015
0015

O 0 0o 0oooooooooo oo

0017

{LLT Code
10033371
10018241
10014020
10015958
10017739
10018787
10018796
10023157
10024130
10024561
10033470
10033393
10033397
10033401
10033404
10033455
10039338

=

Load

{LLT Name
Pain

GI pain
Ear pain
Eve pain
Gas pain
Gum pain
Gut pain
Jaw pain
Leg pain
Lip pain
Pain NOS
Pain ear
Pain eye
Pain gas
Pain gum
Pain jaw

RUQ pain
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The file can then be retrieved from the 'Downloads' folder of the browser used to access XEVMPDweb
by the user.
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8. 'Post’' section

Reset ~  Send

Choose a ZIP file to send

Click here to select a ZIP file, or drag and drop one ZIP file into this area (maximum size 60MB).

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

To submit a ZIP file containing an XML file of an XEVPRM with or without any attachment(s), go to the
'Post’ section of XEVMPDweb. The size of the ZIP file must be maximum 60MB.

Click on the text 'here':
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) EMA | XEVMPD WEB Trader Create and ct Reports

Medicinal Products MedDRA Post

Reset ~  Send

Choose a ZIP file to send

Cli: select a ZIP file, or drag and drop one ZIP file into this area (maximum size 60MB).

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

When a new window opens, select the Zip file that you wish to submit and then click on 'Send":

@ open

PR

© 4 k> Downleads
Organize = New tolder

=-a0e
 AppDaa Narme ate ol fd s

> T Amchments < Today
N

Comacts = ttphvmaheugppy-Export-3VEIO U-XEVPRM-PAD1 1169401 (Luna) updata-2025-10-30+16.30.19 30/10/2025 16:39 Compressed (zipped) Folder 268

-
Ep—

> T Favorites

> T HomaDrive
» T Microst Copiat Chat Flles
Microsuts Teams Chat Fles

No preview
W Ficturcs

i Desktop
L Downloads
& Domuments
P pictures

B e
 vileos

Sersanshots

LR T T

File name: 1.1 erriahosiepre-t gion - IVHKOLLI-X) MPRM-PRITTIBS01 § o) upshale—71025-10-300+16,19.19

~ | Compressed izipped) Folder

You can also use the "drag and drop" method, where you select a file on your computer, drag it to the
'Post' screen and drop it in the middle of the screen:

DRAFT User manual for the eXtended EudraVigilance Medicinal Product Dictionary
(XEVMPD) user interface (XEVMPDweb)
EMA/389113/2025 Page 191/204



@) EMA | XEvmpo

The Zip file name will be displayed at the top of the section, and the system will perform a validation of
the selected file. The result of the validation will be displayed in the right-hand corner of the screen:

) EMA | XEVMPD

Reset ~  Send
Choose a ZIP file to send

2t.t.phv.maheugppv-Export-3VBIO_U-XEVPRM-PRD11169401 (Luna) update-2025-10-30+16.39.19.2ip (1.82KB) ®

Click here to select a ZIP file, or drag and drop one ZIP file into this area (maximum size 60MB).

| & File was uploaded X

| & Validating X

& Validated successfully X

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

It is possible to review the file by clicking on the eye symbol next to the file name; the system will
send the file to the 'Downloads' folder in the user's browser, where it can be reviewed:
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(@) EMA | XEVMPD

Reset ~  Send
Choose a ZIP file to send

zt.t.phv.maheuqppv-Export-3VBIO_U-XEVPRM-PRD11169401 (Luna) update-2025-10-30+16.39.19.zip (1.52KB

If no errors are reported, the file can be submitted by clicking on the 'Send' functionality:

.;, EMA | XEVMPD 2t phv.maheugppy. -

- [a]

Choose a ZIP file to send

zt.t.phv.maheu w-Export-3VBIO_U-XEVPRM-PRD11169401 (Luna) update-2025-10-30+16.39.19.2i (1.82KkB) ®
p qppy-Exp p P

The system will perform another validation and a new window will appear on the screen confirming if
the file transfer was completed and enabling the user to download the submitted ZIP file or to close the
message:

File Transfer Complete

@ Click on the Download button for the file.
Name: 2t phv.maheuqppv@3vbio_u-Post-3VBIO_U-XEVPRM-PRD11169401 (Luna) update-2025-10-30+15.55.26.zip
Posted Message

Message Number: PRD11169401 (Luna) update
Message Receiver: EVHUMAN

e Web Trader users can retrieve the submitted ZIP file in the 'Web Trader' Outbox.

e Gateway users should check with their Gateway provider where the submitted file can be found.
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9. EMA Contact points

Support related to submission of information in the XEVMPD is provided via the EMA Service desk”.

Request (for) XEVMPD/Art.57 Services should be submitted to request:

- XEVMPD data, such as an EV Code of an AMP, a copy of an XEVPRM ACK if not received by
the MAH etc.

- Support with XEVMPD data management, such as: nullification of validated entries, data
amendment of data in the XEVMPD on behalf of the MAH organisation (e.g. a correction of
information in invalidated AMPs, change of authorisation status of an AMP record back to valid
in case of incorrect invalidation of the AMP entity), data correction in case the MAH does not
agree with the change(s) made as part of the validation the AMP performed by EMA data
stewards.

- Registration for XEVMPD e-learning training, e.g. initial registration for the knowledge
evaluation, assessment of knowledge evaluation.

The timeframe applicable to the XEVMPD support team/EMA data stewards to address such request
is 5 working days since the ticket was assigned to the XEVMPD support team.

Request for information referencing "SPOR" as the 'Service' and "XEVMPD/Art.57" as the 'Service
Offering' should be submitted to:

—  Submit notification of delay in the submission of AMP information in the XEVMPD within the
15/30 calendar day timeframe;

— request information related to XEVMPD processes in use or guidance on how to submit data in
XEVMPD;

— request information on where to find XEVMPD submissions related information;
— ask information about how to use XEVMPDweb;

— enquire about XEVMPD e-learning training process (questions related to the initial registration,
assessment evaluation, access to XCOMP for e-learning training purposes).

The timeframe applicable to the XEVMPD support team to respond to such request is 22 working days
since the ticket was assigned to the XEVMPD support team.

Report (of) a technical issue with XEVMPD/Art.57 should be submitted to notify the EMA of a
technical issue with:

— XEVMPD (production or XCOMP environment);
- XEVMPD additional tools (e.g., XEVMPD Data Export tool, XEVMPD Bulk update tool);
- Gateway submissions to XEVMPD.

The timeframe applicable to the responsible team to respond to such report is 5 working days since
the ticket was assigned to the responsible team IT or XEVMPD support team).

Before submitting requests or questions via the Service Desk, users are encouraged to:

7 As per EMA IT policy, IT support is only provided to users who use Edge or Chrome to access the XEVMPD User Interface.
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https://support.ema.europa.eu/esc
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=5cd0ff1ec3995d10e68bf1f4e40131bb
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=2710f68dc39dd5108719596ce0013105
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=dbcfabdac3995d10e68bf1f4e4013143

search the available knowledge articles and question and answers articles in the ServiceNow
portal to see if the required information is already available using the 'Search' panel in
ServiceNow:

EMA ‘ ServiceNow My Favorites My Requests

IT~ Business Services « Finance Services «

How can we help?

For example, searching for the keywords "XEVMPD variation" will retrieve the following result:

How can we help?

XEVMPD variation| ® Q

Recently Viewed
Q. XEVMPD variation

g

Timelines for updates of AMPs in Art57/XEVMPD database following variation procedures
Knowledge KB0014018

By clicking on the displayed results, users can view the whole article:
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KB0014018 <

Timelines for updates of AMPs in Art57/XEVMPD
database following variation procedures
e B 11dago » @ 5Views » WX

This article explains the timelines for updating authorised medicinal product (AMP) records in the Article 57 database following the
approval of variations, and specifically Type |A variations and other variation types, for national authorisation procedures (NAPs) and

mutual recognition procedures/decentralised procedures (MRPs/DCPs).

Variation Type |A
For NAPs:

« If the national competent authority (NCA) provides an approval letter: The 30-day timeline starts after the day the MAH
receives the approval letter.

« If the NCA does not provide an approval letter: According to the variation legislation, the variation is considered approved 30
days after submission. Therefore, MAHs have 30 calendar days to update the product data in the Article 57 database after the 30
calendar days have passed since the submission.

For MRPs/DCPs:

« The same legislation applies as for NAPs (see above).

Best Practice Guidance:

« The reference member state (RMS) should notify the MAH when the variation is approved.
« If notification is not received within 30 days after the procedure starts (submission date), the variation can be deemed
approved.

Additional Notes:

« The concerned member state(s) (CMSs) might not notify the MAH; however, if the RMS approved the variation (or has not
indicated otherwise), the CMSs cannot reject the variation.

« Therefore, if the RMS has approved the variation, all AMP EV Codes for all countries can be updated (submit the English
version of the SmPC and update with translated versions of the SmPC once approved).

Variation IAIN

For NAPs:

« The NCA should notify the MAH about the approval of the variation; therefore, the date of the notification marks the start of
the 30-calendar day timeline for the update of the product data in the Article 57 database.

For MRPs/DCPs:

« The RMS should notify the MAH about the approval, which starts the 30-calendar day clock for the update of the product data
in the Article 57 database.

« As before, since the CMSs cannot reject the variation, the MAH can update all product records for all countries in the Article
57 database with the commaon SmPC and later update the product records to reference the translated SmPC when authorised.

Copy Permalink

Helpful? [ v | [ no | Rate this article ¥¢ ¥t ¥¢ %% %%
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How can we help?

EU substance number ® Q

Recently Viewed
Q_ EU substance number

ugeested

What is an EU substance number and where to find it
Knowledge KB0010445

< Back

KB0010445 - v3.0 (Latest Version) v <o

What is an EU substance number and where to find it
e ® aboutamonthago ¢ @ 338 Views o % % % 3¢ 7

Question:

What is an EU substance number and where do I find it?

Answer:
The 'EU substance number' is an EV Code assigned to a specific substance record in the XEVMPD.
Substance reccrds are inserted and maintained in the XEVMPD by the EMA.

Where to find a substance EV Code
e Sponsors with access to the XEVMPD data-entry-tool (EVWEB) can perform a simple or advanced search in
the XEVMPD. Please refer to section 3.6. Search methods of the XEVMPD Data-Entry Tool (EVWEB) User Manual
for further information.
s Sponsors without access to EVWEB can view the EV Codes of substances (current or non-current) in the SMS
export files published on the Substances Management Service (SMS)_portal.

If a substance is not available in the XEVMPD, the addition of the substance information in the XEVMPD can be
requested via EMA Service Desk request for SMS services. Users can request the addition of a nhew substance or an
update of an existing substance in the XEVMPD by following the process described in section 6. Change requests
of the 'SMS Guidance for external users' document.

All substance requests are processed by EMA Data Stewards. They will validate the request upon pre-registration or
update of the substance. There will be 4w/d SLA that will be applied.

Once the substance is registered the requestor will receive an e-mail confirmation from the EMA Service Desk that
substance data has been registered or updated and reference the assigned EV Code.

Registered or updated substance data will be available for selection in the eAF, xEVMPD, IRIS, EudraCT and
EudraGMDP automatically.
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e Check the 'Current Status' and 'Planned Maintenance' sections for announcements related to the
EMA applications in use:

EMA ServiceNow My Favorites

IT ~ Business Services ~ Finance Services «

How can we help?

Data Protection Note My active items

When raising a ticket with the ServiceDesk, we advise you NOT to include attachments that contain special categories of
personal data or confidential information. Please read the Information note on how to share attachments holding such
sensitive data.

& Tasks 0>

# Reguests 0>
Main Categories

= Surveys 0>

s 1 Audio Visual &
O Applications @ IT Equipment ) Account & Access Virtual Meetings

G IT for IT @ Generic

Useful information

Browse and search for useful information &
We constantly monitor our services and their related components. If there is ever a service interruption, knowledge articles
a notification will be posted to this page. If you are experiencing problems not listed on this page, you
can submit a request for service.

No system is reporting an issue My Assessments and Surveys

No assessments or surveys for you at the

moment
Planned Maintenance
‘We publish information on planned service availability below. This includes events occuring over the Recent IT News
next 5 days.
Incident Management Manual
No service maintenance is planned over the next 5 days &
View all
~— —
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10. List of Abbreviations and Acronyms

AMP Authorised Medicinal Product

AS Approved Substances

ATC Anatomic Therapeutic Chemical (details at www.whocc.no)
CAS Chemical Abstract Service (Number)

CAP Centrally Approved Product

CBD Chemical Biological Description

Ccv Controlled Vocabulary

DBMS Database Management System

DCP Decentralised Procedure

DMP Development Medicinal Product

DS Development Substances

EEA European Economic Area

EDI Electronic Data Interchange

EDQM European Directorate for the Quality of Medicines
EMA European Medicines Agency

ESTRI Electronic Standards for Transmission of Regulated

Information (gateway technical specification)

EU European Union

EVDBMS EudraVigilance Database Management System

EVHUMAN Unique Identifier of the EMA (for XEVMPD transmissions)
EVWEB EudraVigilance web-based reporting application (XEVMPD

Data Entry Tool)

EWG Expert Working Group (in ICH or at the EMA)
FDIS Final Draft International Standard (in ISO)
https Hypertext Transfer Protocol Secure

ICSR Individual Case Safety Report

ISO International Standardization Organization
IM Implementation Measure

IMP Investigational Medicinal Product

INN International Non-Proprietary Name
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MAH
MDN
MedDRA
MFL
MRP

MS
MSSO
NAP
NCA

PF

PIL

PL

PPI

PSI
QPPV
SME
SmPC or SPC
SSI

SSL
UCUM

XCOMP

XHTML
XEVMPD
XEVPRM
WHO
XSD

ZIP file

Marketing Authorization Holder

Message Disposition Notification

Medical Dictionary for Regulatory Activities
[Pharmacovigilance] Master File Location

Mutual Recognition Procedure

Member State (in the EU)

MedDRA Services and Support Organisation
Nationally Authorised Product

National Competent Authority

Pharmaceutical Form

Product Information Leaflet

Package Leaflet

Printed Product Information

Printed Substance Information

Qualified Person responsible for Pharmacovigilance Activities
Small and Medium Size Enterprise

Summary of Product Characteristics

Structured Substance Information

Secure Socket Layer

Unified Code for Units of Measure

EudraVigilance External Compliance Testing Environment
(aka Test or Pre-Production Environment)

eXtensible HyperText Markup Language

eXtended EudraVigilance Medicinal Product Dictionary
eXtended EudraVigilance Product Report Message
World Health Organisation

XML Schema Definition

Zipped compressed file
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Annex I: Overview of main differences between the current and new UI

This section provides an overview of some the main differences between the current XEVMPD User Interface (EVWEB) and the new XEVMPD User

Interface (XEVMPDweb).
Change description

ActiveX and IE Tab extension are no longer
required to access the new user interface

'EV Post - Art57/XEVMPD' functionality is now
also available as a new section within
XEVMPDweb. Users can either continue to use
the functionality in the EV Restricted area or use
the functionality in the new XEVMPweb.

'Archive' section within the Web Trader section
was removed; users can search for all of the
XEVPRMs and XEVPRM Acknowledgemets
submitted and received by their organisation,

Current

EV Services

» EVWEB - ICSR

» EVWEB - Art 57 /
XEVMPD

> XEVMPD Export
» xEVMPD Bulk update

» EV Post - Art 57 /
XEVMPD

WES Trader ||_Create and Send Product Reports || Medicinal Products || MsdDRA

section| Giear|  Local impon |

- Outbox
Run to Excel Files

New

EMA | XEVMPD

Reset - Send

Choose a ZIP file to send

Cllck here o select a ZIP file, or drag and drop one ZIP flle Into this area (maximum size GOMB).

EMA | XFvMPD

~ Inbox

Conditions

*Bulk Update Results
via the advanced queries option. S Avenived Inbox (st 7 days) v Foutor
rchived Outbox (last 7 days) Conditions
rchived Inbox (last 30 days) Results
rchived Outbox (last 30 days)
rchived Inbox Imported Messages
rchive Qutbox Bulk Update
'Reset Application' and 'Reset Section' are Reset ~
available under 'Reset' — :
Reset Application | Reset Section Application
Section
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Change description Current

XML/ZIP/RTF export options are now available
under 'Export' XML| AP ‘ RTF

'Replicate' functionality removed, as it shares

. ) : ] . Replicate ‘
the same functionality as 'Duplicate
'Clear' is replaced by 'Remove' Clear
'Other Operations' is now re-named to Update | Other Operations
0 . 0 0 0R ————— Choose one of the available
Operations' and 'Update’ is moved under Commands
'Operations' Press A- Z to find initial letter
Press Enter to select, Escape to dear
Nullify
Invalidate MA
Reinsert
'L' (for Local look-up) and 'R' (for Remote look-
up) are now presented within the look up field LR
'E' (for Edit) was removed as no longer
E

required; free-text fields are activated by =
clicking inside the field and typing

The Master File Location field has been flagged
as a mandatory field by a technical rule (not just
a business rule, as it currently is)

Master File Location

New

Export ~

XML
RTF
Multi RTF
Multi XML

Duplicate

Remove

Operations -~

Reinsert
Invalidate MA
Update
Nullify

Local Mode () Remote Mode

Product Strength Name

Master File Location *
0]

Field is mandatory / must have a specified value
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Change description Current New

An attachment file is added to the XEVPRM
during the insert of the attachment entity (not
as the last step post-XEVPRM submission); the
attachment details (name and format) are
automatically populated by the system based on
the information of the actual file, when uploaded

W EMA  EEvHeO

The simple search field provides a tool tips on
the information that can be retrieved for the B s [onses 2]

) M A ‘ ?,E,,EVMPD WEB Trader Create and Send Product Reports Medicinal Products M
selected entity type =
Spaman: & Authorised Medicinal Products Reset ~ Export ~  Refresh
Pt Development Medicinal Products
= Contains ~  Search for product records owned in the XEVMPD by your HQ
Approved Substances
Remote look-up fields referenced within product MAH *
" MAH MAHMEWX
entities now reference also the codes (EV Code, QPPV Veronika Baker ((MPDTRAIN) ORGA6211 ©) NEW ORG DELTA MAH
QPPV Code) and not only the name of the Master File Location ES - Burgos —
referenced entity 7502467 ©) John Noname (3VBIO_U)

Master File Location *

MFL21007 0 CZ - MyCity

Export files (XML, ZIP, RTF, Excel) must be
retrieved from the 'Downloads' folder of the
browser used to access the UI
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Change description Current New

Fiess is Mancatory

Fret rust have 8 speciied vae
Fieis mrust have a speciing vave

Fieid is Mandatory
Field s Mandatony

Fiekd must have 2 sfecfid vabe
Fieid st have & specified vale

The layout of the active area in the 'Create and
Send Product Reports' has changed due to the
format used to create the new UI

Secten & Mandasery

Excel files with exported data are no longer

Summary
retrievable via a pop-up window displayed on a%x 60 8|4
T for E t)| Aick h for the fil
the screens, these are sent to the 'Downloads' emporary (for Expor() lick here for the fle ! Recent download histary ®
folder of the browser used by the user Hamel WMAR SRS export-2025-12-09+14.32 41 xlsx

5.0 KB » 18 minutes ago
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