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European foreword

This document (EN 16616:2022+A1:2025) has been prepared by Technical Committee CEN/TC 216
“Chemical disinfectants and antiseptics”, the secretariat of which is held by AFNOR.

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by April 2026, and conflicting national standards shall be
withdrawn at the latest by April 2026.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN shall not be held responsible for identifying any or all such patent rights.

This document includes Amendment 1 approved by CEN on 11 August 2025.

This document supersedes [A) EN 16616:2022 (1.

The start and finish of text introduced or altered by amendment is indicated in the text by tags @ R
The document was revised to adapt it to the latest state of science, to correct errors and ambiguities, to
harmonize the structure and wording with other tests of CEN/TC 216 existing or in preparation and to
improve the readability of the document and thereby make it more understandable. The following is a
list of significant technical changes since the last edition, EN 16616:2015:

— the scope is adapted to the scope of the WG 1;

— in Clause 4 the requirements for phase 2, step 1 tests are deleted;

— addition of water for the test and reference control (5.2.2.4);

— the example for washing machines in 5.3.2.18 of the previous version is switched to Annex D;

— addition of Potter S 1 apparatus (5.3.2.22);

— adaption of 5.4.3.1 to 5.4.3.3 to other current standards;

— review of 5.4.4 (editorial changes and better description);

— re-wording of the description of the neutralization (5.5.1.2) and addition of a reference to phase 2,
step 1 tests;

— addition of an information on using a spectrophotometer for counting cell numbers of mycobacteria
in 5.4.4.3 (NOTE);

— addition of the documentation and justification of the choice of the neutralizer in the test report
(5.5.1.2);

— addition of a new NOTE in 5.5.2.1;
— addition of a NOTE and the reference to Annex G in 5.5.2.2;
— addition of the reference control (5.5.2.3);

— RIll is deleted;
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— areference to phase 2, step 1 tests was added;
— correction and adaption to the current tests of Table 2 (5.6.1.1);
— addition of two paragraphs in 5.6.2.1 (former 5.6.2.3);

— in 5.6.2.2 the V-values will be expressed per carrier (former per ml);
— addition of N and N in the calculation (5.6.2.3);

— in 5.6.2.4 the calculation is changed to values per carrier, the formula is corrected and the weighted
mean is added in all calculations;

— in 5.6.2.5 the calculation is changed: only N, will be calculated, RI is not counted and RII, B and C are
no longer used in the standard;

— correction of the example in 5.7.2;

— adaption of 5.7.3 to the tests in the current version;

— addition of the requirements of the test report in 5.10;

— adaption of Annex A to EN 12353;

— correction of Annex C;

— addition of a new Annex D “Example of washing machine specification”;

— addition of a new Annex E “Preparation of hard water for using in the test and reference procedures”;
— addition of a new Annex F “Test report (example)”;

— addition of a new Annex G “Example for loading the washing machine”;

— document editorially revised, clauses not applied (from the old version) deleted;
— de-harmonization of the standard, Annex ZA deleted.

The changes of this revision have no impact on the test results obtained with reference to the version
EN 16616:2015. Those results are still valid except the reduction of the reference control N,, was higher

than 3 lg and/or the calculation of the results followed the wrong way of version 2015.

Any feedback and questions on this document should be directed to the users’ national standards body.
A complete listing of these bodies can be found on the CEN website.

According to the CEN-CENELEC Internal Regulations, the national standards organisations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of North
Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tirkiye and the United
Kingdom.



