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laying down implementing measures for certain products under 
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“Includes the specification of ISO TS 16649-3 for use in the classification of 
B and C areas” 



2004. However, in most cases where derogations have
already been granted it is only a question of continuing
established practices, so applying a full notification
procedure, including a complete hazard analysis, may
place an unnecessary and disproportionate burden on
the Member States. Foods with traditional characteristics
should therefore be defined and general conditions
applicable to such foods should be laid down, by way
of derogation from the structural requirements laid down
in Regulation (EC) No 852/2004, with due regard to
food health objectives.

(19) Since Regulations (EC) Nos 853/2004 and 854/2004
were adopted before the accession on 1 May 2004, they
did not refer to the new Member States. The ISO codes
for those Member States and the abbreviations for the
European Community in their languages should there-
fore be added to the relevant provisions of those
Regulations.

(20) Section I of Annex III to Regulation (EC) No 853/2004
lays down rules on the production and placing on the
market of meat from domestic ungulates. Exceptions to
the complete skinning of the carcase and other parts of
the body intended for human consumption are set out in
Chapter IV, point 8 of that Section. Provision should be
made to extend these exceptions to feet from adult
bovine animals, provided they comply with the same
conditions as those applying to feet of calves.

(21) Certain practices can mislead the consumer regarding the
composition of certain products. In particular in order
not to disappoint consumer expectations, the sale as
fresh meat of poultrymeat treated with water retention
agents should be banned.

(22) The opinion of the European Food Safety Authority
adopted on 30 August 2004 has demonstrated that
fishery products belonging to the family of Gempylidae, in
particular Ruvettus pretiosus and Lepidocybium flavobrun-
neum, may have adverse gastrointestinal effects if
consumed under certain conditions. The fishery products
belonging to this family should therefore be subjected to
marketing conditions.

(23) Section IX of Annex III to Regulation (EC) No 853/2004
lays down specific hygiene rules for raw milk and dairy
products. According to Part II (B)(1)(e) of Chapter I, teat
dips or other udder cleaning products may be used only
if they have been approved by the competent authority.
However, no detailed authorisation scheme is provided in
this Part. It is therefore necessary, in order to ensure a
harmonised approach by Member States, to clarify the
procedures under which such authorisations should be
given.

(24) Regulation (EC) No 853/2004 requires food business
operators to ensure that heat treatments used to process
raw milk and dairy products should conform to an
internationally recognised standard. However, owing to
the specificity of certain heat treatments used in this
sector and their impact on food safety and animal health,
clearer guidance should be given to food business
operators in this regard.

(25) Regulation (EC) No 853/2004 introduces a new
definition to cover products derived from eggs that,
after removal of the shell, have not yet been processed. It
is, therefore, necessary to clarify the rules applying to
those products and amend Section X, Chapter II of
Annex III to Regulation (EC) No 853/2004 accordingly.

(26) Section XIV of Annex III to Regulation (EC) No 853/
2004 lays down specific health rules for gelatine. These
rules include requirements covering the type of raw
materials that may be used to produce gelatine and the
transport and storage of such materials. They also lay
down specifications applicable to the manufacture of
gelatine. However, the rules applying to labelling of
gelatine should also be laid down.

(27) Scientific progress has led to the establishment of ISO
16649-3 as an agreed reference method for analysis of E.
coli in bivalve molluscs. This reference method is already
established for live bivalve molluscs from areas A in
accordance with Commission Regulation (EC) No 2073/
2005 on microbiological criteria for foodstuffs (1).
Consequently, ISO 16649-3 should be specified as the
reference MPN (most probable number) method for
analysis of E. coli in bivalve molluscs originating in areas
B and C too. The use of alternative methods should be
allowed only where they are considered equivalent to the
reference method.

(28) Regulations (EC) Nos 853/2004 and 854/2004 should
therefore be amended accordingly.

(29) The measures provided for in this Regulation are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS ADOPTED THIS REGULATION:

Article 1

Requirements concerning food chain information for the
purpose of Regulations (EC) Nos 853/2004 and 854/2004

Requirements concerning food chain information as referred
to in Section III of Annex II to Regulation (EC) No 853/2004
and in Chapter II (A) of Section I of Annex I to Regulation (EC)
No 854/2004 are set out in Annex I to this Regulation.
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(1) See page 1 of this Official Journal.



ANNEX VIII

AMENDMENTS TO REGULATION (EC) No 854/2004

Annexes I, II and III to Regulation (EC) No 854/2004 are amended as follows:

1. Annex I, Section I, Chapter III(3) is amended as follows:

(a) in point (a), the second subparagraph is replaced by the following:

‘BE, CZ, DK, DE, EE, GR, ES, FR, IE, IT, CY, LV, LT, LU, HU, MT, NL, AT, PL, PT, SI, SK, FI, SE and UK;’

(b) point (c) is replaced by the following:

‘(c) when applied in a slaughterhouse within the Community, the mark must include the abbreviation
CE, EC, EF, EG, EK, EY, ES, EÜ, EK, EB or WE’;

2. in Annex II, Chapter II(A), points 4 and 5 are replaced by the following:

‘4. The competent authority may classify as being of Class B areas from which live bivalve molluscs may be
collected and only placed on the market for human consumption after treatment in a purification centre
or after relaying so as to meet the health standards referred to in paragraph 3. Live bivalve molluscs from
these areas must not exceed 4 600 E. coli per 100 g of flesh and intravalvular liquid. The reference method
for this analysis is the five-tube, three dilution Most Probable Number (MPN) test specified in ISO 16649-
3. Alternative methods may be used if they are validated against this reference method in accordance with
the criteria in EN/ISO 16140.

5. The competent authority may classify as being of Class C areas from which live bivalve molluscs may be
collected and only placed on the market after relaying over a long period so as to meet the health
standards referred to in paragraph 3. Live bivalve molluscs from these areas must not exceed 46 000 E. coli
per 100 g of flesh and intravalvular liquid. The reference method for this analysis is the five-tube, three
dilutions MPN test specified in ISO 16649-3. Alternative methods may be used if they are validated against
this reference method in accordance with the criteria in EN/ISO 16140.’;

3. in Annex III, Chapter II(G), point 1 is replaced by the following:

‘1. Fishery products derived from poisonous fish of the following families must not be placed on the market:
Tetraodontidae, Molidae, Diodontidae and Canthigasteridae. Fresh, prepared and processed fishery products
belonging to the family Gempylidae, in particular Ruvettus pretiosus and Lepidocybium flavobrunneum, may
only be placed on the market in wrapped/packaged form and must be appropriately labelled to provide
information to the consumer on preparation/cooking methods and on the risk related to the presence of
substances with adverse gastrointestinal effects. The scientific name must accompany the common name
on the label.’
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