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Draft

IMPLEMENTING DECREE

of ……… 2021,

amending Decree No 231/2016 on the collection, preparation and testing of control samples of food and tobacco products, as amended by Decree No 78/2018.

Pursuant to Section 18(1)(m) of Act No 110/1997 on foodstuffs and tobacco products and amending certain related acts, as amended by Act No 139/2014, Act No 180/2016 and Act No 174/2021 (hereinafter the 'Act'), the Ministry of Agriculture stipulates the following:

Article I
Decree No 231/2016 on the collection, preparation and testing of control samples of food and tobacco products, as amended by Decree No 78/2018, is amended as follows:

1. In Section 1(1)(a) and (b), the word ‘methods’ is deleted.


2. The full stop at the end of Section 1(1) is replaced by a comma and the following point (d) is added:

‘d)the method of assessing the results of sample tests for the second expert opinion pursuant to Section 16(7)(c) of the Act.’.


3. In Section 1(2) and (3), the text ‘(EC) No 882/2004’ is replaced by ‘(EU) 2017/625’ and the words ‘the Act, other legislation or’ are inserted after the words ‘proceeds pursuant to’.
CELEX:32017R0625


4. Footnote 2 reads as follows:
'2) Regulation (EU) 2017/625 of the European Parliament and of the Council of 15 March 2017 on official controls and other official activities performed to ensure the application of food and feed law, rules on animal health and welfare, plant health and plant protection products, amending Regulations (EC) No 999/2001, (EC) No 396/2005, (EC) No 1069/2009, (EC) No 1107/2009, (EU) No 1151/2012, (EU) No 652/2014, (EU) 2016/429 and (EU) 2016/2031 of the European Parliament and of the Council, Council Regulations (EC) No 1/2005 and (EC) No 1099/2009 and Council Directives 98/58/EC, 1999/74/EC, 2007/43/EC, 2008/119/EC and 2008/120/EC, and repealing Regulations (EC) No 854/2004 and (EC) No 882/2004 of the European Parliament and of the Council, Council Directives 89/608/EEC, 89/662/EEC, 90/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision 92/438/EEC (Official Controls Regulation) as amended.’.
CELEX:32017R0625



5. In Section 3(1), the word ‘methods’ is deleted and the words ‘duly trained to carry out the activities referred to in Article 6 of Regulation (EU) No 882/2004 of the European Parliament and of the Council’ are replaced by the words ‘meeting the requirements of Article 5(4) of Regulation (EU) 2017/625 of the European Parliament and of the Council’.
CELEX:32017R0625


6. In the introductory part of Section 3(2), the word ‘evaluation’ is replaced by ‘testing’ and the word ‘selected’ is inserted after the words ‘requirements’.


7. In Section 3(2) points (e) and (f) are deleted.

Points (g) to (j) are rewritten as points (e) to (h).


8. The following paragraph (5) is added in Section 4:

‘(5) Where the rules for sampling are not laid down by European Union legislation, by law, by other legislation or by this Decree, a method or part of it suitable for the intended purpose may be used.’.
CELEX:32017R0625


9. At the end of the introductory part of Section 6(2), the word ‘at least’ is added.


10. In Section 6(2)(f)(6), the words ‘and price’ are deleted.


11. In Section 6(2)(i), the word ‘analytical’ is replaced by ‘legal, scientific and technical’ and the words ‘in accordance with Article 34(5) of Regulation (EU) 2017/625 of the European Parliament and of the Council' are added at the end of the point.
CELEX:32017R0625


12. In Section 6(2)(j), the words ‘additional expert opinion’ are replaced by ‘second expert opinion’.
CELEX:32017R0625


13. A new paragraph (6) is inserted after Section 7(5) as follows:

‘(6) Swabs or samples of chilled foods, frozen foods or quick-frozen foodstuffs must be delivered to the laboratory at specified temperatures. However, short-term variations outside a temperature-determined environment shall be allowed where it is necessary to adapt to the practical conditions of handling during the collection, transport, storage or handover of the sample to the laboratory.’.

Existing paragraph (6) becomes paragraph (7).


14. In Section 7(7), the number '5' is replaced by the number '6'.


15. Section 8(2) shall read:

‘(2) Where, at the request of the person inspected, a sample is provided for a second expert opinion and the inhomogeneity of the evaluated character within the batch, sublot, batch or consignment can be assumed, a laboratory sample shall be prepared in the laboratory in accordance with the procedure referred to in paragraph (1)(a), divided into laboratory samples for official control and laboratory samples for the second expert opinion.’.
CELEX:32017R0625


16. In Section 11(2), the words ‘Conformity assessment — General requirements for the competence of testing and calibration laboratories’ are replaced by ‘General requirements for the competence of testing and calibration laboratories.’.


17. In the introductory part of Section 12, the word ‘taken’ is replaced by ‘provided’, the words ‘supplementary expert opinion’ are replaced by ‘second expert opinion’ and the words ‘sample and test methods’ are replaced by ‘sample, test methods, essentials of the test report’.
CELEX:32017R0625


18. Section 12(b) reads as follows:

`b)in the test report pursuant to Section 11, provided
1.the number of the sampling record, that it was a sample for the second expert opinion and whether its packaging and safety features were intact, including an indication of the number of the safety packaging or seal, if indicated on the packaging or seal; and
2.the expanded measurement uncertainty for each test result, where this is determined, including an indication of whether the uncertainty is relative or absolute, where this is not obvious.’.


19. A new Section 12a, including heading and footnote 7, is inserted after Section 12 as follows:

'Section 12a

The method of assessing the result of the sample test for the second expert opinion
pursuant to Section 16(7)(c) of the Act

(1) The inspection body shall assess the result and the method of evaluating the sample test for the second expert opinion as unsatisfactory if it finds that the result of the sample test for the second expert opinion does not meet the requirements for the observed characteristic or that there has been an incorrect evaluation of the test result.

(2) If a test of a laboratory sample for official control reveals a result that does not satisfy the requirements for the observed characteristic, where no expanded measurement uncertainty is established for this result, and the inspected person submits the result of the sample test for a second expert opinion declaring compliance with the requirements for the observed characteristic, the inspection body shall assess the result of the sample test for the second expert opinion as satisfying Section 16(7)(c) of the Act.

(3) If a test of a laboratory sample for official control reveals a result that does not satisfy the requirements for the observed characteristic, where an expanded measurement uncertainty is established for this result, and the inspected person submits the result of the sample test for a second expert opinion declaring compliance with the requirements for the observed characteristic, the inspection body shall assess the result of the sample test for the second expert opinion in accordance with the Annex of this Implementing Decree.

(4) If the result of the assessment referred to in paragraph (3) and of the Annex to this Decree is such that the difference in R results is less than the critical difference Delta, the result of the sample test for the second expert opinion shall be assessed as non-compliant.

(5) When checking the requirements of Commission Regulation (EC) No 1881/20067) the result of the assessment referred to in paragraph (3) and of the Annex to this Decree is such that the difference in R results is equal to or greater than the critical difference Delta, the inspection body shall ensure that the arbitral sample is tested. The resulting assessment of the sample is carried out on the basis of the result of the test of the arbitral sample. The result of the examination of the sample for official control and the sample for the second expert opinion shall not be taken into account if the result of the examination of the arbitral sample is judged to be unsatisfactory.

(6) If, in a case other than that referred to in paragraph (5), the result of the assessment pursuant to paragraph (3) and the Annex to this Decree is such that the difference in the results R is equal to or greater than the critical difference Delta, the result of the sample test for the second expert opinion shall be assessed as satisfactory in accordance with Section 16(7)(c) of the Act.



____________________
7)	Commission Regulation (EC) No 1881/2006 of 19 December 2006 setting maximum levels for certain contaminants in foodstuffs, as amended.'.


20. An Annex is added which, including the heading, reads as follows:

'Annex to Decree No 231/2016

The procedure for assessing the result of the sample test for the second expert opinion


Sample for official control:
XK	numerical value of the sample test result for official control
UK	numerical value of the absolute expanded uncertainty measurement of the sample test result for official control

 
Sample for the second expert opinion:
XD	numerical value of the sample test result for the second expert opinion
UD	numerical value of the absolute expanded uncertainty measurement of the sample test result for the second expert opinion



Difference in R results:
R = |XK-XD|


Critical Delta difference:
 „.

Article II
Final provisions

This Implementing Decree was notified in accordance with Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services.


Article III
Effective from

This Implementing Decree shall take effect on 1 March 2022.



Minister:
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