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VCI-Position - Biocides

ROOM FOR SIMPLIFICATION:
SPC FOR UNION AUTHORISATION AND
MUTUAL RECOGNITION

A Union authorisation is directly applicable in all European Member States.

If a biocidal product or product family is authorised via a Union authorisation, the
summary of product characteristics must be translated into all required language
versions within a very short period of time.

This poses challenges for applicants:

>

Since the integration of the SPC Editor into IUCLID, SPCs must be created and
submitted in i6z format using this tool. No other format is accepted.

The translation must be completed within 15 calendar days and submitted to the
authorities in i6z format.

In many cases, translators for the respective languages are used. Only a few
translation bureaus can work with the i6z format, which makes it correspondingly
cost-intensive. If a translation is done in a Word document, converting it to i6z
format is very time-consuming and prone to errors.

IUCLID is not user-friendly; for example, there is no "search and replace" function.
It is possible to export a Word document from IUCLID, but it is not possible to
import a Word document into IUCLID.

The text of the SPCs is coordinated with the ECHA and the Member States during
the process. This sometimes results in changes in the language versions.
Generally, the authorities do not specify the changes in i6z format, but only in a
Word document, sometimes without indicating the changes. These changes must
be laboriously searched for and manually transferred to i6z format. In the case of
a UA application, this must be done in all 24 official EU languages.

After the texts (the English version (EN version) and the other language versions)
have been coordinated with ECHA and the authorities of the Member States, the
EN version is reviewed by the European Commission. If comments and requests
for changes are made, these changes must be transferred to all necessary
languages. This usually requires the help of a translation bureau.

In view of the considerable effort involved, we see not only a need to improve the
technical resources, but also a need to question the necessity of translation into all
language versions in accordance with Article 20(3) of the BPR.
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The summary of product characteristics (SPC) is a regulatory approval document.
A Union authorisation is based on a recommendation agreed upon by all Member
States in the Biocidal Products Committee.

Information on biocidal products is provided via labelling, which must be in
accordance with the summary of product characteristics.

To support application, Article 69(2) requires that the directions for use, frequency
of application and dose rate be provided in a manner that is meaningful and
comprehensible to the user for each use provided for use the terms of the
authorisation as information on the label or in the accompanying integrated leaflet.

In accordance with Article 69(3)b) the labelling of biocidal products in the
respective official languages is optional for Member States, not mandatory. In
contrast, under the CLP Regulation, there is a duty to provide hazard labelling in
the respective official language.

In our opinion, a translation of the SPC into all official languages of the Union is not
necessary and cannot be justified by any recognisable benefit.

Request:

>

For the summary of product characteristics (SPC), one language version stored in
the Register for Biocidal Products (R4BP) should be sufficient and translation
should be omitted.

The use of agreed translations of standard phrases (frequently used SPC
phrases) should ensure that these are accepted by the authorities without further
requests for adjustments. This would reduce the workload and achieve better
harmonisation and comparability.

Optimisation of the process: e.g. the European Commission must be involved at
an earlier stage if it can make changes (before translations have to be submitted).

Improvement of [IUCLID: Examples: add functions (search & replace); enable
Word import, automatic translation of drop-down lists (e.g. target organisms),
improved search function for data records, e.g. also by language version, as all
SPCs in a submission must be named the same.

All parties, including authorities, must work in the same format. The exported
Word document is NOT identical to the i6z file. Change requests based on these
differences cannot be implemented.

Raise awareness among authorities: Some sections must be selected from drop-
down menus or are automatically generated by IUCLID. These sections cannot be
changed by the applicant/authorisation holder.
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Contact person:

Contact person: Dr. Evelyn RoRkamp

Product Safety
Science, Technical and Environmental Affairs
T +49 (69) 2556- 1962| E rosskamp@vci.de

German Chemical Industry Association (VCI)
Mainzer Landstralde 55
60329 Frankfurt

www.vci.de | www.ihre-chemie.de | www.chemiehoch3.de
LinkedIn | YouTube | Instagram
Data protection notice | Compliance guidelines | Transparency

» EU Transparency Register registration number: 15423437054-40

» The VCl is registered under registration number R000476 in the lobby register for representing
interests vis-a-vis the German Bundestag and the Federal Government.

The VCl is Europe's largest association for the chemical and pharmaceutical industries. With its 22
specialist associations and 7 regional associations, it represents the interests of around 2,000 companies
— from global players to highly specialised medium-sized companies. With a turnover of €240 billion in
2024 and more than 560,000 employees in Germany, the industry is one of the strongest drivers of
innovation, prosperity and the future. The VCl is active in Germany, Europe and worldwide to ensure a
strong chemical and pharmaceutical industry today and tomorrow.
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