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(Text with EEA relevance) (% EEA 48 M e )
WHRE TrR R Y ¢ o
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,
Having regard to the Treaty on the Functioning of the European Union, and in particular Article 43(2), | + & 3| & & 55 > % 2% 43(2) % ~ % 114 5
Article 114 and Article 168(4)(b) thereof, % % 168(4)(b) i e 2o
Havi dtoth | from the E Commissi I{E‘I'Jﬁﬁ%j‘gﬁjﬁ%’
aving regard to the proposal from the European Commission, T T Nk § 1
After transmission of the draft legislative act to the national parliaments, BT R EH “_{_@»\’fra ¢4 R ¢ "ehg A
Having regard to the opinion of the European Economic and Social Committee’, IR AL }i R A
R EE AR TR
Having regard to the opinion of the Committee of the Regions?, gﬁ&a =

Acting in accordance with the ordinary legislative procedure3,

Whereas:

(1) The Treaty on the Functioning of the European Union (TFEU) requires a high level of protection of
human and animal health and of the environment to be ensured in the definition and implementation
of Union policies and activities. The achievement of that objective should, inter alia, be pursued via
measures in the veterinary and phytosanitary fields which have as their final objective the protection
of human health.

(2) The TFEU also provides that the Union is to contribute to the attainment of a high level of consumer

protection by the measures it adopts in the context of the completion of the internal market.

Union legislation provides for a set of harmonised rules to ensure that food and feed are safe and

®)

wholesome, and that activities which might have an impact on the safety of the agri-food chain or on

1 OJ C67,6.3.2014, p. 166.
2 OJ C 114, 15.4.2014, p. 96.
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3 Position of the European Parliament of 15 April 2014 (not yet published in the Official Journal) and position of the Council at first reading of 19 December 2016 (not yet published in the Official
Journal). Position of the European Parliament of 15 March 2017 (not yet published in the Official Journal)./ 2014&47 15p # &k ¢ (F A 2 F Lw P S30) 2 WP 2 E §02016#127 19p - 3#
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(4)

®)

(6)

the protection of consumers’ interests in relation to food and food information are performed in
accordance with specific requirements. Union rules exist also to ensure a high level of human, animal
and plant health as well as animal welfare along the agri-food chain and in all those areas of activity
where a key objective is the fight against the possible spread of animal diseases, in some cases
transmissible to humans, or of pests injurious to plants or plant products, and to ensure the protection
of the environment from risks that might arise from genetically modified organisms (GMOs) or plant
protection products. The correct application of those rules, hereinafter collectively referred to as

‘Union agri-food chain legislation’, contributes to the functioning of the internal market.

The basic Union rules with regard to food and feed law are laid down in Regulation (EC) No 178/2002
of the European Parliament and of the Council*. In addition to those basic rules, more specific food
and feed law covers different areas such as animal nutrition, including medicated feedingstuffs, food
and feed hygiene, zoonoses, animal by-products, residues of veterinary medicinal products,
contaminants, control and eradication of animal diseases with a human health impact, food and feed
labelling, plant protection products, food and feed additives, vitamins, mineral salts, trace elements
and other additives, food contact materials, quality and compositional requirements, drinking water,

ionisation, novel foods and GMOs.

Union legislation on animal health aims to ensure high standards of human and animal health in the
Union, the rational development of the agriculture and aquaculture sectors, and to increase
productivity. That legislation is necessary to contribute to the completion of the internal market for
animals and animal products and to avoid the spread of infectious diseases of Union concern. It
covers areas that include intra-Union trade, entry into the Union, disease eradication, veterinary
controls and notification of diseases, and also contributes to the safety of food and feed.

Transmissible animal diseases, including by micro-organisms that have developed resistance to
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4 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the general principles and requirements of food law, establishing the European Food

Safety Authority and setting out procedures in matters of food safety (OJ L 31, 1.2.2002, p. 1)./ &%k ¢ * &P IZF ¢ 200217 28p i
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(8)

©)

antimicrobials, may have a significant impact on public health, food and feed safety, and animal
health and welfare. In order to ensure high standards of animal and public health in the Union, rules
on animal health measures and on feed and food safety are laid down at Union level. Compliance
with those rules, including the rules that are intended to tackle the problem of antimicrobial
resistance, should be subjected to the official controls provided for in this Regulation. Additionally,
Union legislation provides for rules on the placing on the market and use of veterinary medicinal
products which contribute to coherent action at Union level directed at enforcing the prudent use of
antimicrobials at farm level and at minimising the development of antimicrobial resistance in animals
and its transmission through food of animal origin. Actions number 2 and 3 advocated by the
Communication of 15 November 2011 from the Commission to the European Parliament and to the
Council entitled ‘Action plan against the rising threats from Antimicrobial Resistance’ emphasise the
essential role played by the specific Union rules in the area of veterinary medicinal products.
Compliance with those specific rules should be subjected to the controls provided for in that Union
legislation and, therefore, does not fall within the scope of this Regulation.

Article 13 TFEU recognises that animals are sentient beings. Union legislation on animal welfare
requires animal owners, animal keepers and competent authorities to respect welfare requirements
of animals to ensure their humane treatment and avoid causing them unnecessary pain and
suffering. Those rules are based on scientific evidence and may improve the quality and safety of
food of animal origin.

Union legislation on plant health regulates the entry, establishment and spread of pests of plants that
do not exist, or are not widely present, in the Union. lts objective is to protect the health of Union
crops and of public and private green space and forests while simultaneously safeguarding the
Union’s biodiversity and environment, and ensure the quality of plants and plant products and safety
of food and feed made from plants.

Union legislation on plant protection products regulates the authorisation, placing on the market, use
and control of plant protection products and of any active substances, safeners, synergists,

co-formulants and adjuvants, which they might contain or of which they might consist. The objective
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of those rules is to ensure a high level of protection of both human and animal health and of the LA S Al S S il *%{?3 T A
WA SR KPR e R A2
R BB OR R FE FRFEEACED B4 L
functioning of the Union market through harmonisation of the rules for their placing on the market and PRFE KL FRE D HER TG RES

environment through evaluation of the risks posed by plant protection products, while improving the

while also improving agricultural production. A e

(10) Directive 2001/18/EC of the European Parliament and of the Councils and Regulation (EC) No | (10) & € f=% B 2% § % 2001/18/EC %udp £
Tra gk 6 feR P =R ¢ (EC)1829/2003

. - . . L
1829/2003 of the European Parliament and of the Council® provide for the prior authorisation, B R AT A oA TS 6

traceability and labelling of GMOs and genetically modified food and feed. GMOs which are not for Bl g RS S T R T 0o A U B
the purpose of direct consumption, such as seeds used as source material for the production of B § 5 B A g A po blae® (TR &

ettt 2 A Rl S o ¥ 1:53%%2)3

food and feed, are able to be authorised under Directive 2001/18/EC or under Regulation (EC) No 2001/18/EC %4 £ # (EC)1829/2003 4%

1829/2003. Irrespective of the legal basis under which GMOs could be authorised, the same rules BT HIm A FiLd 4 P B AH
on official controls should apply. deie o PR F R Al R R

(11) Union legislation on organic production and labelling of organic products provides a basis for the (11) 7 #2 A5 PBA S %F—r—r RN SR E RN
/4,§ﬁq,k‘g§‘-/}\r$; Z’%%ﬁ P MH’E

sustainable development of organic production and aims to contribute to the protection of natural RERS2 5 5 R fed P iga g > 12

resources, biodiversity and animal welfare, and the development of rural areas. FREF 3 g B R
(12) Union legislation on agricultural quality schemes for agricultural products and foodstuffs identifies (12) wRIHEASZSEDIRERT > H2 2
L . o BRI B A S G BB K S W B
products and foodstuffs farmed and produced to exact specifications whilst encouraging diverse B R B SR R R4
agricultural production, protecting product names and informing consumers about the specific AFHA S L BRLE T :‘z Mot R A S
character of agricultural products and foodstuffs. 8 et

—

(13) Union agri-food chain legislation is based on the principle that operators at all the stages of | (13) ®E k% 8 & s 22 7135 R |
R g deax it Mo i AL
EYHRARGL FEO ad F 4z TE

T

production, processing and distribution which are under their control are responsible for ensuring

compliance with the requirements relevant to their activities established by Union agri-food chain Gt EY R EREPrARPRAES S
Iegislation. 2 =R e S S (el 20 A a i N

5 Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on the deliberate release into the environment of genetically modified organisms and repealing Council
Directive 90/220/EEC (OJ L 106,17.4.2001,p.1)./ ® & § % % E LT ¢ 2001 # 3 » 12 p i:F % 2001/18/EC 5idp 4 M >e - Flecig 3 BHFEH I %y TRFRR 2 € % 90/220/EEC %idp

A

6 Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003 on genetically modified food and feed (OJ L 268,18.10.2003,p.1)./ &k € * &P 2 E ¢
2003 & 9 7 22 pidiE % (EC) 1829/2003 5L2R % B »t 2 Flecsg & Ffedefd o
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(14)

(15)

(16)

(7)

Union rules on marketing standards for fishery and aquaculture products ensure sustainable
products and the realisation of the full potential of the internal market; they facilitate marketing
activities based on fair competition, thereby helping to improve the profitability of production. These
rules ensure compliance with the same requirement both for imports and products originating from
within the Union. Union rules on marketing standards for agricultural products contribute to
improving the economic conditions for the production and marketing and the quality of such
products.

The responsibility to enforce Union agri-food chain legislation lies with Member States, whose
competent authorities monitor and verify, through the organisation of official controls, that relevant
Union requirements are effectively complied with and enforced.

Regulation (EC) No 882/2004 of the European Parliament and of the Council” has established a
single legislative framework for the organisation of official controls. That framework has significantly
improved the efficiency of official controls, the enforcement of Union agri-food chain legislation and
the level of protection against risks to human, animal and plant health and animal welfare in the
Union and the level of protection of the environment from risks that might arise from GMOs and
plant protection products. It has also provided a consolidated legal framework to support an
integrated approach towards the performance of official controls along the agri-food chain.

There are a number of provisions in Union agri-food chain legislation, the enforcement of which has
not, or has only partially, been governed by Regulation (EC) No 882/2004. In particular, specific
official control rules were kept in place in Regulation (EC) No 1069/2009 of the European
Parliament and of the Council8. Plant health also largely falls outside the scope of Regulation (EC)
No 882/2004 with certain rules on official controls being laid down in Council Directive 2000/29/EC®.
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(18) Council Directive 96/23/EC'° also provides a very detailed set of rules that establish inter alia the (18) ®pEE & 96/23/EC 5Ldq 4 » i - £ 24

g MR T A B A chiRT i
minimum frequency of official controls and specific enforcement measures to be adopted in cases ; il;;;::«t %ﬁ?&; 4};;;1;&?1;;;} i i
of non-compliance.
(19) In order to rationalise and simplify the overall legislative framework, whilst simultaneously pursuing (19) &7 gmiqeff EWZ 2 L E R
LEitRE2p ﬂ—’lﬁ N R ’;’:
FIRFRH A ’?#Jmﬁ—:/l»:&\?f#_ Ly
integrated into a single legislative framework for official controls. For that purpose, Regulation (EC) B st (EC)882/2004 5hh3 ’fr’ﬁ ©p

the objective of better regulation, the rules applicable to official controls in specific areas should be

No 882/2004 and other Union acts currently governing official controls in specific areas should be R AR DT 2 FAITE LR
. . B dd ARFBE
repealed and replaced by this Regulation.

(20) This Regulation should seek to establish a harmonised Union framework for the organisation of (20) #ARFHRLEFEBPRFISEBEY 27 ¢
- - - . . . m%#ﬁllig”?#lwi'“*mg =
official controls, and official activities other than official controls, along the entire agri-food chain, Bk R B £ LR
taking into account the rules on official controls laid down in Regulation (EC) No 882/2004 and in (EC)882/2004 .23 4pRE 3R/ 2 £ ¢ ﬁq T_eh
relevant sectoral legislation, and the experience gained from the application of those rules. FREAIRpior 2 Br GL R pfkw

mﬁ’,‘ﬁé;

(21) The rules which set out the requirements for the sustainable use of plant protection products laid 2D ® ’”' ®EfrR R ZE ¢ % 2009/128/EC %idp
S0 R R RS FEA S AR R
o B BN WALk & eniE A
8 thereof, provisions on the inspection of application equipment, which will continue to apply while :i&% Fip* oBRARARF N > F A He A

down in Directive 2009/128/EC of the European Parliament and of the Council'! include, in Article

the rules on official controls of this Regulation do not apply to those inspection activities. ek iR b EE .

(22) For the verification of compliance with the rules on the common organisation of the markets of | (22) = 7 &ELF # & & ér‘%(i’ P
e k%fr,a‘f;f* CHRE)E S A et
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products, beef and veal, sheepmeat and goatmeat and honey), a well-established and specific LJE> 2 A %L;,LIPW, cimiEr - pRFE

agricultural products (arable crops, wine, olive oil, fruit and vegetables, hops, milk and milk

9 Council Directive 2002/29/EC of 8 May 2000 on protective measures against the introduction into the Community of organisms harmful to plants products and against their spread within the
Community(OJ L 169,10.7.2000,p.1)./ 2002 # 5 * 8 p % B ¥ § 2000/29/EC 5L4p 4 » Mt b MgHE S A i A 53 T hd F3l r GV S P2 P L8 SR 5 PPN it s -
10 Council Directive 96/23/EC of 29 Apirl 1996 on measures to monitor certain substances and residues thereof in live animals and animal products and repealing Directives 85/358/EEC and

86/469/EEC and Decisions 89/187/EEC and 91/664/EEC (OJ L 125,23.5.1996,p.10)./ 1996 & 4 7 29 p hgc 2% § 96/23/EC 5dp £ > MO ERFREF {rdt A 57 F L3 T2 AT 3 iy
% 0 102 gk 85/358/EEC %fr 86/469/EEC 54p £ % 89/187/EEC %ifr 91/664/EEC 5Litk -
11 Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing a framework for Community action to achieve the sustainable use of pesticides (OJ L
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(25)

control system is already in place. This Regulation should therefore not apply to the verification of
compliance with Regulation (EU) No 1308/2013 of the European Parliament and of the Council2
governing the common organisations of the markets in agricultural products, except where the
controls carried out in relation to marketing standards under Regulation (EU) No 1306/2013 of the
European Parliament and of the Council'? indicate possible cases of fraudulent or deceptive
practices.

Certain definitions currently set out in Regulation (EC) No 882/2004 should be adapted to take
account of the broader scope of this Regulation, to align them with those set out in other Union acts,
and to clarify or, where appropriate, replace terminology having different meanings in different
sectors.

Where Union agri-food chain legislation requires the competent authorities to verify that the
operators comply with the relevant Union rules and that the animals or goods meet specific
requirements for the purpose of issuing official certificates or attestations, such verification of
compliance should be considered as an official control.

Union agri-food chain legislation entrusts additionally the competent authorities of the Member
States with specialised tasks to be carried out for the protection of animal health, plant health and
animal welfare and for the protection of the environment in relation to GMOs and plant protection
products. Those tasks are the public interest activities which the competent authorities of the
Member States are required to carry out for the purpose of eliminating, containing or reducing any
hazard which may arise for human, animal or plant health, animal welfare or also for the

environment. Those other official activities, which include the granting of authorisations or

(23)
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(25)
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(27)

(28)

(29)

(30)

31

approvals, the epidemiological surveillance and monitoring, eradication and containment of
diseases or pests, as well as the issuance of official certificates or attestations, are governed by the
same sectoral rules which are enforced through the official controls and therefore by this
Regulation.

Competent authorities should be designated by the Member States for all the areas that fall within
the scope of this Regulation. While Member States are best placed to identify and decide which are
the competent authority or authorities to designate for each area or part thereof, they should also be
required to designate a single authority that for each area or part of area ensures appropriately
coordinated communication with other Member States’ competent authorities and with the
Commission.

For the performance of official controls aimed at verifying the correct application of Union agri-food
chain legislation, and of the other official activties entrusted to Member State authorities by Union
agri-food chain legislation, Member States should designate competent authorities which act in the
public interest, are appropriately resourced and equipped, and offer guarantees of impartiality and
professionalism. Competent authorities should ensure the quality, consistency and effectiveness of
official controls.

The correct application and enforcement of the rules falling within the scope of this Regulation
require appropriate knowledge of both those rules and the rules of this Regulation. It is therefore
important that the staff performing official controls and other official activities are regularly trained
on the applicable legislation, in accordance with their area of competence, as well as on the
obligations resulting from this Regulation.

The competent authorities should carry out internal audits or have audits carried out on their behalf,
to ascertain compliance with this Regulation. Those audits should be carried out in a transparent
manner and be subject to independent scrutiny.

Operators should have the right, subject to national law, to appeal against the decisions taken by

the competent authorities. The competent authorities should inform operators of that right.

The competent authorities should ensure that the staff responsible for official controls does not

(26)
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(29)

(30)
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disclose information acquired during the performance of those controls where that information is
covered by professional secrecy. Unless there is an overriding interest to justify disclosure,
professional secrecy should include information which would undermine the purpose of inspections,
investigations or audits, the protection of commercial interests or the protection of court
proceedings and legal advice. However, professional secrecy should not prevent competent
authorities from publishing factual information on the outcome of official controls regarding
individual operators when the operator concerned has been allowed to comment upon it prior to the
disclosure and such comments have been taken into account, or released alongside the
information being disclosed by the competent authorities. The need to respect professional secrecy
is also without prejudice to the obligation for competent authorities to inform the general public
where there are reasonable grounds to suspect that a food or feed may present a risk for health
under Article 10 of Regulation (EC) No 178/2002. The right of individuals to the protection of their
personal data as provided for in Directive 95/46/EC of the European Parliament and of the
Council'* should not be affected by this Regulation. These rules should also be without prejudice to
situations where disclosure is required by Union or national legislation.

Competent authorities should perform official controls regularly, on a riskbasis and with appropriate
frequency, on all the sectors and in relation to all operators, activities, animals and goods governed
by Union agri-food chain legislation. The frequency of official controls should be established by the
competent authorities having regard to the need to adjust the control effort to the risk and to the
level of compliance expected in the different situations, including the possible violations of the
Union agri-food chain legislation perpetrated through fraudulent or deceptive practices.
Accordingly, the likelihood of non-compliance with all the areas of the Union agri-food chain
legislation which fall within the scope of this Regulation should be taken into account where

adjusting the control efforts. In some cases, however, and in view of the issuance of an official

(32)
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(33)

(34)

(35)

(36)

certificate or attestation which is a pre-requisite for the placing on the market or for the movements
of animals or goods, Union agri-food chain legislation requires that official controls be performed
irrespective of the level of risk or the likelihood of non-compliance. In such cases, the frequency of
the official controls is dictated by the certification or attestation needs.

To preserve the effectiveness of official controls in the verification of compliance, no notice should
be given prior to performing controls, unless such prior notice is absolutely necessary for the
controls to be carried out (for example, in the case of those official controls performed in
slaughterhouses during slaughter operations which require the continuous or regular presence of
staff or representatives of the competent authorities in the operator’s premises) or the nature of the
official control activities requires otherwise (as is particularly the case with regard to audit activities).
Official controls should be thorough and effective and should ensure that Union legislation is
applied correctly. Given that official controls may represent a burden for operators, competent
authorities should organise and conduct official control activities taking their interests into account
and limiting the said burden to that which is necessary for the performance of efficient and effective
official controls.

Official controls should be performed by staff who are independent, that is free from any conflict of
interest, and in particular who are not in a situation which, directly or indirectly, could affect their
ability to carry out their professional duties in an impartial manner. Appropriate arrangements
should also be in place to ensure impartiality in cases where official controls are performed on
animals, goods, places or activities which belong to a public authority or body.

Official controls should be performed with the same level of care by the competent authorities of the
Member State irrespective of whether the rules being enforced apply to activities which are only
relevant on the territory of that Member State or to activities which will have an impact on the
compliance with Union legislation on animals and goods which are to be moved or placed on the
market in another Member State or exported outside the Union. In the case of exports outside the
Union, competent authorities may also be required, in accordance with Union legislation, to verify

the conformity of animals and goods with requirements established by the third country of

(33)
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destination of such animals or goods. Furthermore, as regards the establishments of models for
export certificates, the relevant implementing powers provided for in this Regulation should only
apply where such certification is provided for in Union law, and in particular in bilateral agreements
concluded between the Union and a third country or an association of third countries.

Without prejudice to traceability requirements laid down in sectorial legislation, and to the extent
strictly necessary for organising official controls, operators should be able, in exceptional
circumstances, to be required by the competent authorities of a Member State to report the arrival
of animals and goods from another Member State.

To ensure that the Union agri-food chain legislation is correctly enforced, the competent authorities
should have the power to perform official controls at all stages of production, processing and
distribution of animals and goods concerned by that legislation. To ensure that official controls are
thoroughly conducted and effective, the competent authorities should also have the power to
perform official controls at all stages of production and distribution of goods, substances, materials
or objects which are not governed by Union agri-food chain legislation insofar as it is necessary to
fully investigate possible infringements of that legislation and to identify the cause of any such
infringement. In order to perform those official controls efficiently, competent authorities should
draw up and maintain a list or register of the operators to be controlled.

The competent authorities act in the interest of operators and of the general public ensuring that the
high standards of protection established by Union agri-food chain legislation are consistently
preserved and protected through appropriate enforcement action, and that compliance with such
legislation is verified across the entire agri-food chain through official controls. The competent
authorities, as well as delegated bodies and natural persons to which certain tasks have been
delegated, should therefore be accountable to the operators and to the general public for the
efficiency and effectiveness of the official controls they perform. They should provide access to
information concerning the organisation and performance of official controls and other official
activities, and regularly publish information concerning official controls and the results obtained.

Competent authorities should also, subject to certain conditions, be entitled to publish or to make

(37)

(38)

(39)
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(40)

(41)

(42)

available information about the rating of individual operators based on the outcome of official
controls. The use of rating schemes by Member States should be allowed and encouraged as a
means to increase transparency along the agri-food chain, provided that appropriate guarantees of
fairness, consistency, transparency and objectiveness are offered by such schemes. The
competent authorities should have the necessary arrangements in place in order for the rating to
reflect accurately the actual level of compliance; in particular, competent authorities should be
encouraged to ensure that the rating is based on the outcome of several official controls or, when
the rating is based on the outcome of one single official control and the findings are unfavourable,
that subsequent official controls are carried out within a reasonable time. The transparency of rating
criteria is particularly necessary so that best practices can be compared and, in time, the
development of a consistent approach at Union level considered.

It is of importance that competent authorities as well as delegated bodies and natural persons to
which certain tasks have been delegated, ensure and verify the effectiveness and the consistency
of the official controls they perform. For that purpose they should act on the basis of written
documented procedures and should provide information and instructions to staff performing official
controls. They should also have appropriate documented procedures and mechanisms in place to
verify continuously that their own action is effective and consistent, and take corrective action when
shortcomings are identified.

To facilitate the identification of cases of non-compliance and to streamline the taking of corrective
action by the operator concerned, the outcome of official controls should be recorded in a written
form and a copy should be given to the operator on request. Where official controls require the
continuous or regular presence of the staff of the competent authorities to monitor the operator’s
activities, a written record of each individual inspection or visit to the operator would be
disproportionate. In such cases, written records should be prepared with a frequency that enables
the competent authorities and the operator to be informed regularly of the level of compliance and

promptly notified of any identified shortcomings or non-compliance.

Operators should cooperate fully with competent authorities, delegated bodies or natural persons to

(40)

(41)

(42)
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which certain tasks have been delegated, to ensure the smooth performance of official controls and
to enable the competent authorities to perform other official activities. Operators responsible for a
consignment entering the Union should provide all available information related to that
consignment. All operators should provide to the competent authorities at least the information
needed to identify themselves, their activities and the operators which they supply and which supply
them.

This Regulation establishes a single legislative framework for the organisation of official controls to
verify compliance with Union agri-food chain legislation in all the areas that such legislation covers.
In some of those areas, Union legislation lays down detailed requirements to be complied with
which require special skills and specific means for the performance of official controls. To avoid
diverging enforcement practices which could generate uneven protection of human, animal and
plant health, animal welfare and, as regards GMOs and plant protection products, also of the
environment, disrupt the functioning of the internal market for animals and goods falling within the
scope of this Regulation and distort competition, the Commission should be able to supplement the
rules laid down in this Regulation through the adoption of specific official control rules capable of
catering for the needs of controls of those areas. In particular, such rules should lay down specific
requirements for the performance of official controls and the minimum frequency for such controls,
specific or additional measures to those provided for in this Regulation that competent authorities
should take in relation to cases of non-compliance, specific responsibilities and tasks of the
competent authorities in addition to those provided for in this Regulation and specific criteria for
triggering the administrative assistance mechanism provided for in this Regulation. In other cases,
such additional rules might become necessary in order to provide a more detailed framework for the
performance of official controls in relation to food and feed, where new information emerges about
risks to human or animal health or, in relation to GMOs and plant protection products, also to the
environment, indicating that in the absence of common specifications for the performance of official
controls across the Member States, the controls would fail to deliver the expected level of protection

against those risks, as provided for by Union agri-food chain legislation.

(43)
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(44)

(45)

(46)

To enable the efficient organisation of the official controls covered by this Regulation, Member
States should have the discretion to identify the most appropriate staff to perform such controls
provided that a high level of protection of human, animal and plant health and animal welfare is
ensured throughout the agri-food chain and that international standards and obligations are met.
However, in certain cases, where their specific skills are necessary to ensure a sound outcome of
the official controls, Member States should be required to refer to official veterinarians, plant health
officers or other specifically designated persons. That should be without prejudice to the possibility
for Member States to also use official veterinarians (including for official controls on poultry and
lagomorphs) plant health officers or other specifically designated persons in cases where this is not
required in accordance with this Regulation.

For the purpose of developing new control methods and techniques in relation to official controls on
meat production, competent authorities should be allowed to adopt national measures to implement
pilot projects that are limited in time and scope. Such measures should ensure that competent
authorities verify that operators comply with all the fundamental provisions applicable to meat
production, including the requirement that meat is safe and fit for human consumption. In order to
ensure that the Commission and the Member States have the possibility to assess the impact of
such national measures and express their opinion before they are adopted, and take therefore the
most appropriate action, those measures should be notified to the Commission in accordance with
and for the purposes of Articles 5 and 6 of Directive (EU) 2015/1535 of the European Parliament
and of the Council's.

The competent authorities should be able to delegate some of their tasks to other bodies.
Appropriate conditions should be laid down to ensure that the impartiality, quality and consistency
of the official controls and of the other official activities are preserved. The delegated body should in

particular be accredited according to the International Organisation for Standardisation (ISO)

(45)

(46)
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(47)

(48)

(49)

(50)

standard for the performance of inspections.

To ensure the reliability and consistency of official controls and other official activities across the
Union, the methods used for sampling and for laboratory analyses, tests and diagnoses should
meet scientific standards, satisfy the specific analytical, testing and diagnostic need of the
laboratory concerned, and offer sound and reliable analytical, test and diagnostic results. Clear
rules should be established for the choice of the method to be used where more than one is
available from different sources, such as ISO, the European and Mediterranean Plant Protection
Organization (EPPO), the International Plant Protection Convention (IPPC), the World Organization

for Animal Health (OIE), European Union and national reference laboratories, or national law.

Operators whose animals or goods are subject to sampling, analysis, test or diagnosis in the
context of official controls should have the right to a second expert opinion, at their own expense.
Such a right should allow the operator to request a documentary review by another expert of the
initial sampling, analysis, test or diagnosis, as well as a second analysis, test or diagnosis of the
parts of the sampling material taken initially unless any such second analysis, test or diagnosis is
technically impossible or irrelevant. Such would be the case, in particular, where the prevalence of
the hazard is particularly low in the animal or good or its distribution particularly sparse or irregular
for the purpose of assessing the presence of quarantine organisms or, as the case may be, for
performing a microbiological analysis.

For the purposes of performing official controls on trade which take place through the internet or
other remote means, competent authorities should be able to obtain samples through anonymously
placed orders (also known as mystery shopping) which can then be analysed, tested or subject to a
verification of compliance. All steps should be taken by the competent authorities to preserve the
rights of the operators to a second expert opinion.

Laboratories designated by the competent authorities to carry out analyses, tests and diagnoses on
samples taken in the context of official controls and other official activities should possess the
expertise, equipment, infrastructure and staff to carry out such tasks to the highest standards. To

ensure sound and reliable results, those laboratories should be accredited for the use of these

(48)

(49)

(50)
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(53)

methods according to standard EN ISO/IEC 17025 on ‘General requirements for the competence of
testing and calibration laboratories’. The accreditation should be delivered by a national
accreditation body operating in accordance with Regulation (EC) No 765/2008 of the European
Parliament and of the Councile.

While accreditation is the instrument of choice to ensure high performance by official laboratories, it
is also a complex and costly process, which would result in a disproportionate burden for the
laboratory in cases where the method of laboratory analysis, test or diagnosis is particularly simple
to perform and does not require specialised procedures or equipment, as is the case for the
detection of Trichinella in the context of the inspection and, under certain conditions, in cases
where the laboratory only carries out analyses, tests or diagnoses in the context of other official
activities and not of official controls.

In order to ensure the flexibility and proportionality of the approach, in particular for animal health or
plant health laboratories, provision should be made for the adoption of derogations aimed at
allowing certain laboratories not to be accredited for all the methods they use. That happens in
particular where validated methods for detecting particular pests of plants are not available.
Moreover, accreditation of a laboratory for all the methods that it should use as an official laboratory
might not be immediately available in cases where new or recently modified methods are to be
used, in cases of emerging risks or in emergency situations. Under certain conditions, official
laboratories should therefore be allowed to carry out analyses, tests and diagnoses for the

competent authorities before they obtain the relevant accreditation.

Official controls performed on animals and goods entering the Union from third countries are of key
importance since these controls ensure compliance with legislation applicable within the Union and,

in particular, with the rules established to protect human, animal and plant health, animal welfare

(51)

(52)

(53)
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(54)

(59)

and, as regards GMOs and plant protection products, also the environment. Such official controls
should take place before the animals or goods are released for free circulation within the Union.
The frequency of official controls should adequately address risks to human, animal and plant
health, animal welfare and to the environment that animals and goods entering the Union might
pose, taking into account the operator’s history of compliance with the requirements provided for in
Union agri-food chain legislation, the controls already performed on those animals and goods in the
third country concerned, and the guarantees given by that third country that animals and goods
exported to the Union meet the requirements laid down in Union legislation.

It is necessary to provide for the categories of animals and goods which should always be
presented at a border control post for official controls to be performed prior to their entry into the
Union. It is also necessary to provide for the possibility of requiring that other categories of goods
be subject temporarily to the same requirement by virtue of specific measures to that effect, and for
the possibility of requiring that certain other categories of goods, and in particular certain foodstuffs
containing both products of plant origin and processed products of animal origin (composite
products), always be presented for official controls at a border control post prior to their entry into
the Union.

Given the risks to human, animal or plant health, animal welfare or to the environment that certain
animals or goods may pose, they should be subject to specific official controls to be performed
upon them on their entry into the Union. Current Union rules require the performance of official
controls at Union borders to verify that human health, animal health and animal welfare standards
applicable to animals, products of animal origin, germinal products and animal by-products are met
and that plants and plant products comply with phytosanitary requirements. Increased controls on
entry into the Union are also performed on certain other goods where emerging or known risks so

warrant. The specificities of such controls, currently governed by Council Directives 97/78/EC17,

(54)

(55)
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91/496/EEC '8 and 2000/29/EC and Commission Regulation (EC) No 669/2009 '®should be

provided for in this Regulation.

In order to reinforce the efficiency of the Union’s official control system, ensure an optimal allocation
of official control resources assigned to border controls and facilitate the enforcement of Union
agri-food chain legislation, a common integrated system of official controls at border control posts,
replacing the current fragmented control frameworks, should be established to handle all
consignments which, given the risk they may carry, should be controlled on their entry into the
Union.

Official controls should be performed on consignments upon their arrival at border control posts.
Those official controls should include documentary checks on all consignments, including where
appropriate checks by electronic means, as well as identity checks and physical checks performed
at an appropriate frequency dependent on the risk posed by each consignment of animals or
goods.

The frequency of physical checks should be determined and modified on the basis of risks to
human, animal or plant health, animal welfare or, as regards GMOs and plant protection products,
also to the environment. That approach should enable the competent authorities to allocate
resources for controls where the risk is highest. The frequency of identity checks should also be
subject to reduction or limited to the verification of a consignment’s official seal where this is
justified by a reduced risk posed by the consignments entering the Union. The risk-based approach
to identity checks and physical checks should be pursued by making use of available data sets and

information, and of computerised data collection and management systems.
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In certain cases, and provided that high levels of human, animal and plant health, animal welfare
and, in relation to GMOs and plant protection products, also protection of the environment are
ensured, official controls normally performed by competent authorities at border control posts could

be performed at other control points or by other authorities.

For the purpose of organising an efficient system of official controls, consignments arriving from
third countries which require controls at their entry into the Union should be accompanied by a
common health entry document (CHED), to be used for the prior notification of the arrival of
consignments at the border control post, and to record the outcome of official controls performed
and of decisions taken by the competent authorities in relation to the consignment which they
accompany. The same document should be used by the operator to obtain clearance by customs
authorities once all official controls have been performed.

In some Member States, due to specific geographical constraints, such as long coasts or borders,
the minimum requirements for border control posts are difficult to fulfii on a permanent basis.
Imports of unprocessed logs of wood are usually done in large volumes through specialised ports or
control points and with an irregular frequency which make it difficult to have permanently staffed
and fully equipped border control posts. Derogations from minimum requirements for border control
posts should be allowed to ensure effective official controls on specific unprocessed logs of wood.
Official controls on animals and goods entering the Union from third countries should be performed
at border control posts designated by Member States in accordance with a set of minimum
requirements. The designation of such posts should be withdrawn or suspended when they no
longer comply with the minimum requirements or when their activities could pose a risk to human,
animal or plant health, animal welfare or, in the case of GMOs and plant protection products, also to
the environment. The decision whether to withdraw or suspend such a designation would need to
take account of the degree of seriousness of the risk and of the principle of proportionality.

To ensure the uniform application of official control rules on consignments arriving from third

countries, common rules should be established to govern the actions that the competent authorities
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and operators should take in the event of suspicion of non-compliance, and in relation to
non-compliant consignments and of consignments which might pose a risk to human, animal or
plant health, animal welfare or, as regards GMOs and plant protection products, also to the
environment.

In order to avoid inconsistencies and duplications in carrying out official controls, to allow
consignments which are subject to official controls at border control posts and at other control
points to be timely identified and to ensure that controls are performed in an efficient manner,
cooperation and exchange of information amongst competent authorities, customs authorities and
other relevant authorities dealing with consignments arriving from third countries should be
ensured.

Member States should ensure that adequate financial resources are always available in order to
appropriately staff and equip the competent authorities performing official controls and other official
activities. Although operators are primarily responsible for ensuring that their activities are carried
out in compliance with Union agri-food chain legislation, the system of own controls that they put in
place for that purpose should be complemented by a dedicated system of official controls
maintained by each Member State to ensure effective market surveillance along the agri-food
chain. Such a system is, by its very nature, complex and resource-demanding and should be
provided with a stable influx of resources for official controls, and at a level appropriate to the
enforcement needs at any given moment. To reduce the dependency of the official control system
on public finances, competent authorities should collect fees or charges to cover the costs they
incur when performing official controls on certain operators and for certain activities for which Union
agri-food chain legislation requires registration or approval in accordance with Union rules on the
hygiene of food and feed or rules governing plant health. Fees or charges should also be collected
from operators to compensate the costs of official controls performed in view of issuing an official
certificate or attestation and costs of official controls performed by the competent authorities at
border control posts.

Fees or charges should cover, but not exceed, the costs, including overhead costs, incurred by the
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competent authorities to perform official controls. Overhead costs could include the costs of the
support and organisation necessary for planning and carrying out the official controls. Such costs
should be calculated on the basis of each individual official control or on the basis of all official
controls performed over a given period of time. Where fees or charges are applied on the basis of
the actual cost of individual official controls, operators with a good record of compliance should
bear lower overall charges than non-compliant ones, as they should be subject to less frequent
official controls. In order to promote compliance with Union legislation by all operators irrespective
of the method (based on actual costs or on a flat rate) that each Member States has chosen for the
calculation of the fees or charges, when fees or charges are calculated on the basis of overall costs
incurred by the competent authorities over a given period of time, and imposed on all operators
irrespective of whether they are subject to an official control during the reference period, those fees
or charges should be calculated so as to reward operators with a consistent good record of
compliance with Union agri-food chain legislation.

The direct or indirect refund of fees or charges collected by the competent authorities should be
prohibited as it would put at a disadvantage operators not benefitting from the refund and potentially
create distortions of competition.

The financing of official controls through fees or charges collected from operators should be fully
transparent, so as to enable citizens and businesses to understand the method and data used to
establish fees or charges.

Union agri-food chain legislation establishes the cases where the placing on the market or the
movement of certain animals or goods should be accompanied by an official certificate signed by
the certifying officer. It is appropriate to establish a common set of rules laying down the obligations
of the competent authorities and the certifying officers with regard to the issuance of official
certificates as well as the characteristics that official certificates should have to ensure their
reliability.

In other cases, the rules falling within the scope of this Regulation provide that the placing on the

market or the movement of certain animals or goods are to be accompanied by an official label,
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official mark or other official attestation issued by the operators under the official supervision of the
competent authorities or by the competent authorities themselves. Official attestations include, for
example, plant passports, organic logos and identification marks, where these are required by
Union legislation, and marks of protected designations of origin, protected geographical indications
or traditional specialities guaranteed. It is appropriate to lay down a minimum set of rules to ensure
that also the issuance of official attestations is able to be performed in accordance with appropriate
guarantees of reliability.

Official controls and other official activities should be based on analytical, testing and diagnostic
methods that meet state-of-the-art scientific standards and offer sound, reliable and comparable
results across the Union. The methods used by official laboratories as well as the quality and
uniformity of analytical, testing and diagnostic data generated by them should therefore be
improved continuously. For that purpose, the Commission should be able to designate, and rely on
the expert assistance of, European Union reference laboratories in all those areas of the agri-food
chain where there is the need for precise and reliable analytical, testing and diagnostic results. The
European Union reference laboratories should in particular ensure that national reference
laboratories and official laboratories are provided with up-to-date information on available methods,
organise or participate actively in inter-laboratory comparative tests and offer training courses for
national reference laboratories or official laboratories.

The first paragraph of Article 32 of Regulation (EC) No 1829/2003 and the first paragraph of Article
21 of Regulation (EC) No 1831/2003 of the European Parliament and of the Council?® confer
respectively on the European Union reference laboratory for genetically modified food and feed and
on the European Union reference laboratory for feed additives specific tasks as part of the
authorisation procedure for genetically modified food or feed, or feed additives, relating, in
particular, to the testing, evaluation and validation of the method of detection or analysis proposed

by applicants. Those laboratories therefore should act as European Union reference laboratories

(1D

(72)

= DUBREE N e s & Soum http //cur lex.europa.eu)

R ST H 3 111.10.31
%*T FER T A f; F7 8 e ?}ipq
3 G HEP e a“ s blde D R PR
BT oG 22 & Reayru i i
X EFETRAE é?f S R e AL R B
N A B EREEREe v T - B A MUR
e LR E R b 6 TR
e L kL

B EHR B
FA B che 47~ RIF {2
P REFRERE E2T LnE VR
BERCFILFIFHEE I EFUEL T
P A2 e 47 BlRE e YR R T - R
Mg 28 1O BERL RN A
2L M Foes 47~ B Aoy dr E% e p
8RR 20 AR L RT TR
SHEEEFHRTE FE o P 2T RS
HEREFHREFET ERARSTHRETRE I
TRk FRERS 2 mﬁx«f‘r;a Fm»fﬁééf

il TR ﬁ,‘;t@,p
C¥Ten A AAH L T

PN 2B F T 2 RGBT R LR RS
THREFHTE T R RER '*—ig?"pﬁ:ﬁi°

k€ 2 ROE EE ¢ (EC)1829/2003 5L
i‘- % 32 % 1 2 4-(EC)1831/2003 L%
21 %% 1 &4 Jixi@ﬁﬁ!}qr;wé‘xg}.fréﬁ
ﬁ;%%ﬁﬁ%¢”i%B@VT4W
HRFH DI 2T ATt 8 &
’ft’ﬁ FeL gh 5?7}"/7’]‘ e R AREALS - IR 0 |

R s ¢ Gkl s R A
ﬁ"m4fzo* ARG LD
BE%: sl AT REI R o

20 Regulation (EC) No 1831/2003 of the European Parliament and of the Council of 22 September 2003 on additives for use in animal nutrition (OJ L 268,18.10.2003,p.29)./ ® %k § * & F 2% ¢

20034 97 22 p MR L E S Y K

2 7 s A h(EC) 183172003 3L4% -

27



http://eur-lex.europa.eu/

(73)

(74)

for the purposes of this Regulation.

For the performance of official controls and other official activities which are aimed at identifying
possible violations to the rules including those perpetrated through fraudulent or deceptive
practices, and in the field of animal welfare, the competent authorities should have access to
updated, reliable and consistent technical data, to research findings, new techniques and expertise
necessary for the correct application of Union legislation applicable in those two areas. For that
purpose, the Commission should be able to designate, and rely on the expert assistance of,
European Union reference centres for the authenticity and integrity of the agri-food chain and for
animal welfare.

In order to pursue the objectives of this Regulation and contribute to the smooth functioning of the
internal market, ensuring consumer confidence in it, cases of non-compliance with Union agri-food
chain legislation requiring enforcement action in more than one Member State should be pursued
efficiently and consistently. The Rapid Alert System for Food and Feed (RASFF) established
pursuant to Article 50 of Regulation (EC) No 178/2002 already enables competent authorities to
rapidly exchange and disseminate information on serious direct or indirect risks to human health in
relation to food or feed, or serious risks to human or animal health or to the environment in relation
to feed, for the purpose of enabling rapid measures to be taken to counter those serious risks.
However, that instrument, while allowing for timely action across all Member States concerned to
counter certain serious risks along the agri-food chain, cannot serve the purpose of enabling
effective cross border assistance and cooperation between competent authorities to ensure that
cases of non-compliance with Union agri-food chain legislation which have a cross-border
dimension are effectively pursued not only in the Member State where the non-compliance is first
detected but also in the Member State where the non-compliance originated. In particular,
administrative assistance and cooperation should enable competent authorities to share
information, detect, investigate and take effective and proportionate action to pursue cross-border
violations of Union agri-food chain legislation also in cases where potential fraudulent or deceptive

practices have or could have a cross-border dimension.
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Requests for administrative assistance and all notifications should be given appropriate follow-up.
In order to facilitate administrative assistance and cooperation, Member States should be required
to designate one or more liaison bodies to assist and coordinate communication flows between
competent authorities in different Member States. In order to ensure uniform conditions for the
implementation of this Regulation and to streamline and simplify cooperation between Member
States, implementing powers should be conferred on the Commission to adopt implementing acts
establishing the specifications of the technical tools to be used, the procedures for communication
between liaison bodies and a standard format for requests for assistance, notifications and
responses.

Each Member State should be required to set up and regularly update a multi-annual national
control plan (MANCP) covering all the areas governed by Union agri-food chain legislation and
containing information on the structure and organisation of its system of official controls. Such
MANCPs are the instrument through which each Member State should ensure that official controls
are performed in a manner that is risk-based and efficient across their territory and across the entire
agri-food chain, and in compliance with this Regulation. Appropriate consultation with relevant

stakeholders in advance of the preparation of the plans should ensure their fithess for purpose.

In order to ensure the coherence and completeness of the MANCP each Member State should
designate a single body tasked with coordinating the preparation of its MANCP and collecting, as
necessary, the information on its implementation, review and update.

Member States should be required to submit an annual report to the Commission with information
on control activities and the implementation of the MANCPs. In order to ensure uniform conditions
for the implementation of this Regulation and to facilitate the collection and transmission of
comparable data, the subsequent compilation of such data into Union-wide statistics and the
preparation of reports by the Commission on the operation of official controls across the Union,
implementing powers should be conferred on the Commission to adopt implementing acts in

respect of establishing standard model forms for annual reports.
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81

Commission experts should be able to perform controls, including audits, in Member States to verify
the application of the relevant Union legislation and the functioning of national control systems and
competent authorities. Commission controls should also serve to investigate and collect information
on enforcement practices or problems, emergencies and new developments in Member States. At
the request of the Member States concerned, Commission experts should also be able to
participate in controls performed by the competent authorities of third countries on the territory of
that Member State; such controls should be organised in close cooperation between the Member
States concerned and the Commission.

Animals and goods from third countries should comply with the same requirements which apply to
Union animals and goods, or with requirements which are recognised to be at least equivalent in
relation to the objectives pursued by Union agri-food chain legislation. This principle is enshrined in
Article 11 of Regulation (EC) No 178/2002, which requires that food and feed imported into the
Union comply with the relevant requirements of the Union's food law or with requirements
considered to be at least equivalent thereto. Specific requirements to apply that principle are
provided for in Union rules on protective measures against pests of plants, which prohibit the
introduction into the Union of certain pests which are not present (or only present to a limited
extent) in the Union, in Union rules laying down animal health requirements, which allow the entry
of animals and of certain products of animal origin into the Union only from third countries which are
included in a list set up for that purpose, and in Union rules for the organisation of official controls
on products of animal origin intended for human consumption, which also provide for the
establishment of a list of third countries from which those products can enter the Union.

In order to ensure that animals and goods entering the Union from third countries comply with all
the requirements laid down in Union agri-food chain legislation or with requirements considered
equivalent, in addition to the requirements established by Union rules on protective measures
against pests of plants, Union rules laying down animal health requirements and Union rules laying
down specific hygiene rules for food of animal origin to ensure that the requirements laid down in

Union agri-food chain legislation in relation to phytosanitary and veterinary concerns are met, the
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Commission should be allowed to establish conditions for the entry of animals and goods into the
Union to the extent necessary to ensure that those animals and goods comply with all relevant
requirements of Union agri-food chain legislation or equivalent requirements. Such conditions
should apply to animals or goods or categories of animals or goods from all third countries or from
certain third countries or regions thereof.

Where, in specific cases, there is evidence that certain animals or goods originating from a third
country, a group of third countries, or regions thereof, give rise to risks to human, animal or plant
health or, as regards GMOs and plant protection products, also to the environment or where there
is evidence that widespread serious non-compliance with Union agri-food chain legislation might be

taking place, the Commission should be able to adopt measures to contain such risks.

The performance of effective and efficient official controls and other official activities, and ultimately
the safety and health of humans, animals and plants, and the protection of the environment, also
depends on the availability to the control authorities of well trained staff possessing an appropriate
knowledge of all the matters relevant for the correct application of Union legislation. Appropriate
and dedicated training should be provided by the Commission to promote a uniform approach to
official controls and other official activities by the competent authorities. To promote the knowledge
of Union agri-food chain legislation and requirements in third countries, such training should also be
addressed to staff of the competent authorities in third countries. In the latter case, the training
activities should be designed to take into account the specific needs of developing countries, to
support their controls and enforcement actions so that they can meet the requirements applicable to
import of animals and goods into the Union.

To promote the sharing of experience and best practices among competent authorities, the
Commission should also be able to organise, in cooperation with the Member States, programmes
for the exchange between Member States of staff tasked with official controls or other official
activities.

It is important for the performance of effective official controls and other official activities that the
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competent authorities in the Member States, the Commission and, where relevant, operators be A *}‘”‘3 SRS 75 PRE LA

able to exchange data and information related to official controls or results therefrom rapidly and MAl AL LR A W T
g Pty ?%%pimﬁ A AL L A

efficiently. Several information systems are established by Union legislation and managed by the FEEarHEp 2l e 22 FFRT ;JL K

Commission to allow such data and information to be handled and managed through Union-wide srd mERE § P Rk ey
#?ﬁﬁ%i*%%“#ﬁﬁk%&&ml

computerised and internet-based tools. A system dedicated to recording and tracing official control B kRS To— B R P e Brfeif B S F

results is the Trade Control and Expert System (Traces system), established by Commission ﬁ i LA FRE T E A E Rk AL (TRACES
Decisions 2003/24/EC2! and 2004/292/EC?2 in accordance with Council Directive 90/425/EEC?3 gok) oo BE LA 2003/24/EC 5 Ae

. , . . 2004/292/EC 5L 4+ T PR B 2 ¥ €
and currently used for the management of data and information on animals and products of animal

90/425/EC 54p “rf‘ 2o pm kA gy i
origin and official controls thereon. This Regulation should allow that system to be maintained and ekt R E &2 Y S E 4 iy
upgraded so as to allow its use for all goods for which Union agri-food chain legislation establishes BER o ARF ﬂ%’i ok E e s

PEEEER T L3S S LTy WPy

specific requirements or practical arrangements for official controls. Dedicated computerised Sk TS ] B AR KA

systems also exist for the rapid exchange of information between Member States and with the T R e BT R AR g
Commission on risks which might arise in the agri-food chain or for animal and plant health. Article RBE g 5?[ BEmE AL g2 FHR
- . o e . ia%f#&%ﬁéﬁﬁéﬁ%@%&‘ﬁmﬁ‘%f“'/

50 of Regulation (EC) No 178/2002 establishes the RASFF which is a system for notifying direct or Wi e d o (BC)178/2002 S5 5 50 fs 2
indirect risk to human health deriving from food or feed, Article 20 of Regulation (EU) 2016/429 of = 7 RASFF ki siizz ks * 2wk p 8 %
R A AR SDE RN FER Gk

the European Parliament and of the Council24 a system for the notification and reporting on the
BowMRE 2 RE T ¢ (ED2016/429 5L

J‘FL_gr ¥ 20 g —z‘r*frfﬁ% ’ﬁ 23 771]? B ﬁ?ﬁ”“riﬁc?’\
Parliament and of the Council?5 a system for the notification and reporting of the presence of pests 2 3% ki R THREE P EE €

measures on listed diseases, and Article 103 of Regulation (EU) 2016/2031 of the European

21 Commission Decision 2003/24/EC of 30 December 2002 concerning the development of an integrated computerised veterinary system (OJ L 8, 14.1.2003,p.44)./ #& g $1% ¢+ 2002 & 12 * 30
P s % 2003/24/EC 5L 32 O g MOV S TR M RE K B o

22 Commission Decision 2004/292/EC of 30 March 2004 on the introduction of the Traces system and amending Decision 92/486/EEC (OJ L 94, 31.3.2004,p.63)./ ®E 3% ¢ 2004 # 3 * 30 p
S 2004/292/EC 8 > S A B ¥ 4 F41E 7ok s {oid e 92/486/EEC BLid-% o

23 Council Directive 90/425/EEC of 26 June 1990 concerning veterinary and zootechnical checks applicable in intra-Community trade in certain live animals and products with a view to the
completion of the internal market (OJ L 224, 18.8.1990, p.29)./ ®&EZ¥ ¢ 1990 # 6 * 26 p 55 % % 90/425/FEC 5Ldp 4 » F HE* " HE A RA P NE P ST I » HPFUEFF 2 A KL R
Flrdhfedtirte s -

24 Regulation (EU) 2016/429 of the European Parliament and of the Council of 9 March 2016 on the transmissible animal diseases and amending and repealing certain acts in the area of animal
health (‘Animal Health Law') (OJ L 84,31.3.2016, p.1)./ &3k § fric B LF 02016 & 3 * 9 p =g 7 (EU) 2016/429 8L03% » thB 7 @R hds b > 213 ?’I—‘:'i?}%“ff'%#?- B AR DR R
T (ki)

25 Regulation (EU) 2016/2031 of the European Parliament and of the Council of 26 October 2016 on protective measures against pests of plants, amending Regulations (EU) No 228/2013, (EU) No
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and the notification of cases of non-compliance. All such systems should work in a harmonious and
consistent manner that makes use of synergies between the different systems, avoids duplications,

simplifies their operation and makes them more efficient.

To support a more efficient management of official controls, a computerised information system
integrating and upgrading as necessary all relevant existing information systems should be set up
by the Commission, allowing for the use of advanced communication and certification tools, and for
the most efficient use of the data and information related to official controls. In view of avoiding
unnecessary duplications of information requirements, the design of such computerised system
should take into account the need to ensure, wherever appropriate, the compatibility and
inter-operability of such a computerised system with other information systems operated by public
authorities and through which relevant data is automatically exchanged or made available.
Moreover, the possibility to use electronic signatures within the meaning of Directive 1999/93/EC of
the European Parliament and the Council?6 should be provided for, in line with the Digital Agenda
for Europe. The European Data Protection Supervisor should be consulted during the development
stage of any new functionality of such computerised system, as well as during the development of
relevant implementing measures which might affect the processing of personal data and privacy.

In order to ensure uniform conditions for the implementation of this Regulation regarding the proper
functioning of the computerised information system, its technical specifications, as well as the
duties and prerogatives of the various actors and users involved, taking into account in particular
the need to minimise administrative burdens by using, as appropriate, internationally standardised

language, message structure and exchange protocols, implementing powers should be conferred
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652/2014 and ( EU )No 1143/2014 of the European Parliament and of the Council and repealing Council Directives 69/464/EEC, 74/647/EEC, 93/85/EEC, 98/57/EC, 2000/29/EC, 2006/91/EC and
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on the Commission.

The competent authorities should investigate cases where there is a suspicion of non-compliance
with Union agri-food chain legislation and, where non-compliance is established, determine its
origin and extent as well as the operators’ responsibilities. The competent authorities should also
take appropriate measures to ensure that the operators concerned remedy the situation and to
prevent further non-compliance. The organisation and performance of investigations and
enforcement actions by the competent authorities should duly take into account potential risks and
the likelihood of fraudulent or deceptive practices along the agri-food chain.

The verification of compliance with Union agri-food chain legislation through official controls is of
fundamental importance to ensure that, across the Union, the objectives of that legislation are
effectively achieved. Disruptions in a Member State’s control systems can in certain cases
substantially hinder the achievement of those objectives and lead to the emergence of risks to
human, animal and plant health, animal welfare or, as regards GMOs and plant protection products,
also to the environment, independently of the involvement or responsibility of operators or other
actors, or lead to situations of widespread serious non-compliance with Union agri-food chain
legislation. In order to ensure uniform conditions for the implementation of this Regulation, the
Commission should be able, in the event of serious disruptions in a Member State’s control system,
to react by adopting measures aimed at containing or eliminating those risks from the agri-food
chain, pending the necessary action to be taken by the Member State concerned to remedy the
disruption in the control system. Implementing powers should therefore be conferred on the
Commission.

Infringements of the rules of the Union agri-food chain legislation and of this Regulation should be
subject to effective, dissuasive and proportionate penalties at national level throughout the Union,
the severity of which takes account, inter alia, of the potential damage to human health that may
result from infringements, including in cases where operators fail to cooperate during an official
control and in cases where false or misleading official certificates or attestations are produced or

used. For financial penalties applicable to violations of the rules perpetrated through fraudulent or
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deceptive practices to be sufficiently deterrent, they should be set at a level which seeks to exceed Ao HAT G AT *%H (75 @ik KR
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(91) Any person should be able to bring new information to the attention of competent authorities which (91) =P A gy ek ARE R 12
B2 2 QP ABATT AR O » BT M
iRl Rl mm 1 ) o 2
of the rules referred to in Article 1(2). However, whistleblowing could be deterred by the lack of clear Mo od *“a,, PSR R AT ARG 2 B

the undue advantage for the perpetrator resulting from those practices.

assists them in detecting, and imposing penalties in cases of, infringements of this Regulation and

procedures or for fear of retaliation. Reporting of infringements of this Regulation is a useful tool to ETT i AT e Mg R 7’\ R R T E
E’}‘a— 1[3;73 *in1 BV AR R A 5

ensure that a competent authority is able to detect and impose penalties for infringements. This He bl fo B i £ BT T kR AR

Regulation should therefore ensure that adequate arrangements are in place to enable any person JFEATE R ERPABOLHET NEF AR
to alert the competent authorities to possible infringements of this Regulation and to protect that FLNFRMEFBM > I REZ A LER
(R

person from retaliation.

(92) This Regulation covers areas that are already covered in certain acts currently in force. To avoid (92) ARFi@FD P C 2 ohR L FRATIEE
i . islative fi followi hould b 'rf%?i%o}a WLEAFfrE 2 - B ehzF
duplications and to establish a coherent legislative framework, the following acts shou e 7‘? DT Pk A TR KRR B b
repealed and replaced by this Regulation: Regulation (EC) No 882/2004 and Regulation (EC) No L R *fr"@\ﬁ 2 F ¢ (EC)882/2004 L%
854/2004 of the European Parliament and of the Council2?, Council Directives 89/608/EEC?28, 1r(EC)854/2004 5L > wif ¥ ¢ 89/608/EEC
89/662/EEC 29, 90/425/EEC, 91/496/EEC, 96/23/EC30, 96/93/EC d 97/78/EC and C il 5+ 89/662/EEC ~ 90/425/EEC 5~ 91/496/EEC
662/  S0/425/EEC, ’ ’ an and tounci 55~ 96/23/EC % - 96/93/EC %4c 97/78/EC
Decision 92/438/EEC31. Bidp £ R P % ¢ 92/438/EEC Bk -

27 Regulation (EC) No 854/2004 of the European Parliament and of the Council of 29 April 2004 laying down specific rules for the organisation of official controls on products of animal origin intended
for human consumption (OJ L 139, 30.4.2004, p.206)./ & "'k § fr&c B L F ¢ 2004 & 4 7 29 p 57 i (EC)854/2004 B F M % 3t A §13) B 2 B4 A wehf = F 418 HAT o

28 Council Directive 89/608/EEC of 21 November 1989 on mutual assistance between the administrative authorities of the Member States and cooperation between the latter and the Commission to
ensure the correct application of legislation on veterinary and zootechnical matters (OJ L 351,2.12.1989, p.34)./ % B 2% £+ 1989 & 11 » 21 p 5 iv % 89/608/EEC 5L4p 4 » M ** § R B {7 rcid
Hmedp s et 2 &g R BemBE L § P8 1T AR AR P fod i e 6 ik 4 e

29 Council Directive 89/662/EEC of 11 December 1989 concerning veterinary checks in intra-Community trade with a view to the completion of the internal market (OJ L 351, 2.12.1989, p.13)./ &
BIZF ¢ 1989 # 12 7 11 p = i % 89/662/EEC 5idp £ » Mt oM & FAP 3VF 5 iﬁk%%ﬁﬁ UREE TN L A A

30 Council Directive 96/93/EC of 17 December 1996 on the certification of animals and animal products (OJ L 13, 16.1.Q997, p.28)./ ®pE =¥ § 1996 & 12 * 17 p ~f v 96/93/EC %dp £ » Mo s
s SE LY g A

31 Council Decision 92/438/EEC of 13 July 1992 on computerization of veterinary import procedures (Shift project), amending Directives 90/675/EEC, 91/496/EEC, 91/628/EEC and Decision
90/424/EEC, and repealing Decision 88/192/EEC (OJ L 243, 25.8.1992, p.27)./ ® % 01992 & 77 13 p 47 i 92/438/EEC Ll Mt F e v A28 L6 (E#H 5 %) £ B 1 90/675/EEC
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(93) In order to ensure consistency, the following acts should be amended: Regulation (EC) No | (93) A 7 Afif— R i st ™ 2 R0 505k §

frwcp 2% ¢ (EC) 999/2001 5% ~ w2

i il32 i i 33
999/2001 of the European Parliament and of the Council32, Council Regulation (EC) No 1/200533, T £ (BC) 1/2005 303 ~ weiVh ¢ Tomep =

Regulation (EC) No 396/2005 of the European Parliament and of the Council34, Regulation (EC) No % ¢ (EC) 396/2005 3.3 ~ (EC) 1069/2009
1069/2009, Council Regulation (EC) No 1099/20093, Regulation (EC) No 1107/2009 of the PR w2 F ¢ (EC) 1099/2009 5L % -

Bk g fre R E € (EC) 1107/2009 5L

European Parliament and of the Council36, Regulation (EU) No 1151/2012 of the European Fom g foRE =T ¢ (BU) 1151/2012

Parliament and of the Council®’, and Council Directives 98/58/EC38, 1999/74/EC3°, 2007/43/EC40, BAF fowm P 2% ¢ 98/58/EC L -~

5.0 2008/120/EC 5dp 4 o
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Regulation (EC) No 999/2001 of the European Parliament and of the Council of 22 May 2001 laying down rules for the prevention, control and eradication of certain transmissible spongiform
encephalopathies (OJ L 147, 31.5.2001, p.1)./ % g2 % ¢ >+ 2001 & 5 * 22 p =7 i (EC)999/2001 $L % » P LZFFH ~ F H1eif /& 5 & @ F 4205 Sk W o o
Council Regulation (EC) No 1/2005 of 22 December 2004 on the protection of animals during transport and related operations and amending Directive 64/432/EEC and 93/119/EC and Regulation
(EC) No 1255/97 (OJ L 3, 5.1.2005, p.1)./ ®p =% >+ 2004 & 12 7 22 p »g & % (EC)1/2005 5L % » B>t .‘Li@%ﬁ*}r#ﬁ BT Bofe2 sk o & B 64/432/BEC §iir 93/119/EC 5idp £ &
(EC)1255/97 5L % -
Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum levels of pesticides in or on food and feed of plant or animal origin and amending
Council Directive 91/414/EEC (OJ L 70,16.3.2005, p.1)./  ® R =% ¢ 2005 & 2 * 23 p ¢ 5 (EC)395/2005 5L » M WHLF S HHF A Sictifly REDEF £ T B HE LT §
91/414/EEC BLi-3% -
Council Regulation (EC) No 1099/2009 of 24 September 2009 on the protection of animals at the time of killing (OJ L 303, 18.1 1.2009, p.1)./ # & =% ¢ *> 2009 & 9 * 24 p ¢ % (EC)1099/2009
BRF o M BEFROR S RE .
Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection products on the market and repealing Council
Directives 79/117/EEC and 91/414/EEC (OJ L 309, 24.11.2009, p.1)./ ®p=Z% € 2009 & 10 * 21 p 58 % (EC)1107/2009 5L % » M A3 F b gy Fd A &> TR EE 2E ¢
79/117/EEC - 91/414/BEC %4p 4 ©
Regulation (EU) No 1151/2012 of the European Parliament and of the Council of 21 November 2012 on quality schemes for agricultural products and foodstuffs (OJ L 343, 14.12.2012, p.1)./ &
P g 2012 & 110 21 popm (EUIISGL/2012 5L % - MY EA SR a2 R % -
Council Directive 98/58/EC of 20 July 1998 concerning the protection of animals kept for farming purpose (OJ L 221. 8.8.1998, p.23)./ &R IZF ¢+ 1998 & 7 7 20 p »7 7 98/58/EC 5Ldp 4 - B
AR TL B R et 2 (R o
Council Directive 1999/74/EC of 19 July 1999 laying down minimum standards for the protection of laying hens (OJ L 203, 3.8.1999, p.53)./ # g ¥ £ 1999 & 7 7 19 p 57 % 1999/74/EC %idp
£ PR Bk A ek MR o
Council Directive 2007/43/EC of 28 June 2007 laying down minimum rules for the protection of chickens kept for meat production (OJ L 182, 12.7.2007, p.19)./ &R =¥ ¢+ 2007 & 6 * 28 p =
W 2007/43/EC Ldp & » P &7 K T L B AT2 A% H2 ek MR o
Council Directive 2008/119/EC of 18 December 2008 laying down minimum standards for the protection of calves (OJ L 10, 15.1.2009, p.7)./ ® =% ¢ > 2008 & 12 * 18 p =g 2008/119/EC
VR E ST EF
Council Directive 2008/120/EC of 18 December 2008 laying down minimum standards for the protection of pigs (OJ L 47, 18.2.2009, p.5)./ % =% ¢ >~ 2008 & 12 * 18 p ¢ # 2008/120/EC 5%
dpd PR EER Eehd R .
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Regulation (EU) No 652/2014 of the European Parliament and of the Council4?® provides a
framework for the Union’s financing of actions and measures across the agri-food chain in those
areas under the multi-annual financial framework 2014-2020. Some of those acts and measures
aim to improve the performance of official controls and other official activities across the Union.
Regulation (EU) No 652/2014 should be amended to take account of the repeal of Regulation (EC)
No 882/2004 by this Regulation.

Considering the specific situation as regards the plant sector, which has so far not been subject to
the same level of controls as other goods under this Regulation, it is essential that the introduction
of the new system be as smooth and seamless as possible. For that reason, it is necessary to
introduce specific provisions regarding the timing of the adoption of relevant delegated acts. It is
also clear that it is justified to have an exemption from the obligation of documentary checks to be
carried out at border control posts for the plant sector in the case of plants, plant products and other
objects posing a low level of risk and to permit documentary checks at a distance from border
control posts for plants, plant products and other objects where such checks at a distance are able
to provide an equal level of assurance.

In order to amend the references to European standards, and Annexes Il and Il to this Regulation
to take into account of legislative and technical and scientific developments, and to supplement this
Regulation with specific rules governing official controls and other official activities in the areas it
covers, including rules on the qualification and training of staff, on additional responsibilities and
tasks of the competent authorities, on the cases where the accreditation of laboratories is not

required, on certain exemptions from official controls at the borders, on the criteria to be used to
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(96)
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43 Regulation (EU) No 652/2014 of the European Parliament and of the Council of 15 May 2014 laying down provisions for the management of expenditure relating to the food chain, animal health
and animal welfare, and relating to plant health and plant reproductive material, amending Council Directives 98/56/EC, 2000/29/EC and 2008/90/EC, Regulation (EC) No 178/2002 , ( EC ) No
882/2004 and (EC) No 396/2005 of the European Parliament and of Council, Directive 2009/128/EC of the European Parliament and of the Council and Regulation (EC) No 1107/2009 of the
European Parliament and of the Council and repealing Council Decisions 66/399/EEC, 76/894/EEC and 2009/470/EC (OJ L 189,27.6.2014, p.1)./ & &k ¢ e 2% 302014 #5 7 15 p 51w
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(98)

determine the frequency of identity checks and physical checks, on the establishment of conditions
to be fulfilled by certain animals or goods entering the Union from third countries, on additional
requirements and tasks of European Union reference laboratories and centres and on additional
requirements for national reference laboratories, the power to adopt acts in accordance with Article
290 TFEU should be delegated to the Commission.

Commission carry out appropriate consultations during its preparatory work, including at expert

It is of particular importance that the

level and that those consultations be conducted in accordance with the principles laid down in the
Interinstitutional Agreement of 13 April 2016 on Better Law-Making#4. In particular, to ensure equal
participation in the preparation of delegated acts, the European Parliament and the Council receive
all documents at the same time as Member States’ experts, and their experts systematically have
access to meetings of Commission expert groups dealing with the preparation of delegated acts.

In order to ensure uniform conditions for the implementation of this Regulation regarding the
designation of European Union reference laboratories and of the European Union reference centres
for the authenticity and integrity of the agri-food chain and for animal welfare, the adoption of the
programme of the Commission controls in the Member States, and the performance of increased
official controls in the event of infringements of Union agri-food chain legislation which require
coordinated assistance and follow-up by the Commission, implementing powers should be
conferred on the Commission.

In order to ensure uniform conditions for the implementation of this Regulation, including rules and
practical arrangements in respect of audits, the format of certificates and other documents, the
establishment of computerised information management systems, the cooperation between
operators and competent authorities and amongst competent authorities, customs authorities and
other authorities, the methods of sampling and of laboratory analysis, test and diagnosis as well as
their validation and interpretation, traceability, the listing of animals or goods subject to controls as

well the listing of countries or regions that can export certain animals and goods to the Union, prior

44 OJ L 123, 12.5.2016. p.1.
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notification of consignments, exchanges of information, border control posts, isolation and
quarantine, approval of pre-export controls performed by third countries, measures to contain a risk
or put an end to a widespread serious non-compliance relating to certain animals or goods
originating from a third country or a region thereof, the recognition of third countries or regions that
offer equivalent guarantees to those applied in the Union and its repeal, training activities and
exchange programmes of staff amongst Member States and on the contingency plans for food and
feed for the application of the general plan for crisis management provided for in Article 55(1) of
Regulation (EC) No 178/2002, implementing powers should be conferred on the Commission.
Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the
European Parliament and of the Council4s.

Since the objective of this Regulation, namely to ensure a harmonised approach with regard to
official controls and other official activities performed in view of ensuring the application of Union
agri-food chain legislation, cannot be sufficiently achieved by the Member States but can rather, by
reason of its effect, complexity, trans-border and international character, be better achieved at
Union level, the Union may adopt measures, in accordance with the principle of subsidiarity as set
out in Article 5 of the Treaty on European Union. In accordance with the principle of proportionality,
as set out in that Article, this Regulation does not go beyond what is necessary in order to achieve

that objective.
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Subject matter and scope

1. This Regulation lays down rules for:
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45 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by Member
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(a) the performance of official controls and other official activities by the competent authorities of the
Member States;

(b) the financing of official controls;

(c) the administrative assistance and cooperation between Member States in view of the correct
application of the rules referred to in paragraph 2;

(d) the performance of controls by the Commission in Member States and in third countries;

(e) the adoption of conditions to be fulfilled with respect to animals and goods entering the Union from a
third country;

(f) the establishment of a computerised information system to manage information and data in relation to
official controls.

2. This Regulation shall apply to the official controls performed for the verification of compliance with
the rules, whether established at Union level or by the Member States, to apply Union legislation, in
the areas of:

(a) food and food safety, integrity and wholesomeness at any stage of production, processing and
distribution of food, including rules aimed at ensuring fair practices in trade and protecting consumer
interests and information, and the manufacture and use of materials and articles intended to come
into contact with food;

(b) deliberate release into the environment of Genetically Modified Organisms (GMOs) for the purpose of
food and feed production;

(c) feed and feed safety at any stage of production, processing and distribution of feed and the use of
feed, including rules aimed at ensuring fair practices in trade and protecting consumer health,
interests and information;

(d) animal health requirements;

(e) prevention and minimisation of risks to human and animal health arising from animal by-products and
derived products;

(f) welfare requirements for animals;

(g) protective measures against pests of plants;
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(h) requirements for the placing on the market and use of plant protection products and the sustainable
use of pesticides, with the exception of pesticides application equipment;

(i) organic production and labelling of organic products;

(i) use and labelling of protected designations of origin, protected geographical indications and
traditional specialities guaranteed.

3. This Regulation shall also apply to official controls performed for the verification of compliance with
requirements laid down in the rules referred to in paragraph 2 where those requirements are
applicable to animals and goods entering the Union or to be exported from the Union.

4. This Regulation shall not apply to official controls for the verification of compliance with:

(a) Regulation (EU) No 1308/2013; however, this Regulation shall apply to checks pursuant to Article 89
of Regulation (EU) No 1306/2013, where those checks identify possible fraudulent or deceptive
practices in respect of the marketing standards referred to in Articles 73 to 91 of Regulation (EU) No
1308/2013;

(b) Directive 2010/63/EU of the European Parliament and of the Council4é;

(c) »M3 Regulation (EU) 2019/6 of the European Parliament and of the Council4’; however, this
Regulation shall apply to official controls for the verification of compliance with Article 118(1) of that
Regulation. «M3

5. Articles 4, 5, 6, 8, Article 12(2) and (3), Articles 15, 18 to 27, 31 to 34, 37 to 42 and 78, Articles 86 to
108, point (b) of Article 112, Article 130 and Articles 131 to 141 shall also apply to other official

activities performed by the competent authorities in accordance with this Regulation or with the rules

referred to in paragraph 2 of this Article.
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Official controls and other official activities
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46 Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the protection of animals used for scientific purposes (OJ L 276, 20.10.2010, p. 33)./ &% ¢ -
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For the purposes of this Regulation, ‘official controls’ means activities performed by the competent
authorities, or by the delegated bodies or the natural persons to which certain official control tasks
have been delegated in accordance with this Regulation, in order to verify:

compliance by the operators with this Regulation and with the rules referred to in Article 1(2); and
that animals or goods meet the requirements laid down in the rules referred to in Article 1(2),
including for the issuance of an official certificate or official attestation.

For the purposes of this Regulation, ‘other official activities’ means activities, other than official
controls, which are performed by the competent authorities, or by the delegated bodies or the natural
persons to which certain other official activities have been delegated in accordance with this
Regulation, and with the rules referred to in Article 1(2), including activities aimed at verifying the
presence of animal diseases or pests of plants, preventing or containing the spread of such animal
diseases or pests of plants, eradicating those animal diseases or pests of plants, granting

authorisations or approvals, and issuing official certificates or official attestations.
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Article 3

Definitions

For the purposes of this Regulation, the following definitions apply:

(1)
)

®)

(4)

‘food law’ means food law as defined in point (1) of Article 3 of Regulation (EC) No 178/2002;
‘feed law’ means the laws, regulations and administrative provisions governing feed in general and
feed safety in particular, whether at Union or national level at any stage of production, processing

and distribution or use of feed;

‘competent authorities’ means:
(a) the central authorities of a Member State responsible for the organisation of official controls and
of other official activities, in accordance with this Regulation and the rules referred to in Article
1(2);

(b) any other authority to which that responsibility has been conferred,;
(c)

‘organic control authority’ means a public administrative organisation for organic production and

where appropriate, the corresponding authorities of a third country;
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®)

(6)

)

(8)

©)
(10)

(1

(12)
(13)
(14)

e S E T L e

labelling of organic products of a Member State to which the competent authorities have conferred,
in whole or in part, their competences in relation to the application of Council Regulation (EC) No
834/200748 |, including, where appropriate, the corresponding authority of a third country or
operating in a third country;

‘delegated body’ means a separate legal person to which the competent authorities have delegated

certain official control tasks or certain tasks related to other official activities;

‘control verification procedures’ means the arrangements put in place and actions performed by the
competent authorities for the purpose of ensuring that official controls and other official activities are
consistent and effective;

‘control system’ means a system comprising the competent authorities and the resources,
structures, arrangements and procedures set up in a Member State to ensure that official controls
are performed in accordance with this Regulation and with the rules referred to in Articles 18 to 27;
‘control plan’ means a description established by the competent authorities containing information
on the structure and organisation of the official control system, and of its operation and the detailed
planning of official controls to be performed, over a period of time, in each of the areas governed by
the rules referred to in Article 1(2);

‘animals’ means animals as defined in point (1) of Article 4 of Regulation (EU) 2016/429;

‘animal disease’ means disease as defined in point (16) of Article 4 of Regulation (EU)2016/429;
‘goods’ means all that is subject to one or more of the rules referred to in Article1(2), excluding
animals;

‘food’ means food as defined in Article 2 of Regulation (EC) No 178/2002;

‘feed’ means feed as defined in point (4) of Article 3 of Regulation (EC) No178/2002;

‘animal by-products’ means animal by-products as defined in point (1) of Article 3 of Regulation
(EC) No 1069/2009;

(%)
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(D

(8)

C))

(10)
(1)
(12)
(13)
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(21)

(22)
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(24)

(25)

(26)
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‘derived products’ means derived products as defined in point (2) of Article 3 of Regulation (EC) No
1069/2009;

‘plants’ means plants as defined in point (1) of Article 2 of Regulation (EU) 2016/2031;
‘pests of plants’ means pests as defined in Article 1(1) of Regulation (EU) 2016/2031;
‘plant protection products’ means plant protection products as referred to in Article 2(1) of
Regulation (EC) No 1107/2009;
‘products of animal origin’ means products of animal origin as defined in point 8.1 of Annex | to
Regulation (EC) No 853/2004 of the European Parliament and of the Council*9;
‘germinal products’ means germinal products as defined in point (28) of Article 4 of Regulation (EU)
2016/429;
‘plant products’ means plant products as defined in point (2) of Article 2 of Regulation (EU)
2016/2031;
‘other objects’ means other objects as defined in point (5) of Article 2 of Regulation (EU) 2016/2031;
‘hazard’ means any agent or condition with the potential to have an adverse effect on human,
animal or plant health, animal welfare or the environment;
risk’ means a function of the probability of an adverse effect on human, animal or plant health,

animal welfare or the environment and of the severity of that effect, consequential to a hazard;

‘official certification’” means the procedure by which assurance concerning compliance with one or
more requirements laid down in the rules referred to in Article 1(2) is provided by the competent
authorities;
‘certifying officer’ means:
(a) any official of the competent authorities authorised to sign official certificates by such
authorities; or

(b) any other natural person who is authorised by the competent authorities to sign official

TERR N & DAER B 2Pk 2 2 (Source: http://eur-lex.europa.eu)
B EHTH A 111.10.31
ér‘%ﬂﬁ‘-iﬁ % (EC)1069/2009 5.2 % % 3

R (DB T RADITL RS

e

(15)

(16) et~ thdp e (EU)2016/2031 5§

¥ (1B T & i s

"4 B %45 (ED2016/2031 BRF B

I 5k end 4

(18) THi4r w3k A & %45 (EC) 1107/2009 52405
#2015 * Sy L P A S

(19) T#dma & Gdw kg frm P 2E ¢

(EC)853/2004 8.2 % it [ % 8.1 27 #7132 %

d R A S

"R & ik (EU)2016/429 g8 40

% (28)gL? TR & ’rn“/i_?fé)i L

" A& ﬂ#ﬂ<EU)2016/2031 BEF 2

EH ()BT TEETES A 5

TH W5 245 (EU)2016/2031 SR ¥ 2

EH (5B TR EhE # b

Fgx | #Fllil TR AR s PNt

B~ ibab s B A 2 2 IR DT F N0

2

[E N

TR Ao BE AN B AR R
fopamab TR A 2 2 IR 0 A
r;\;‘i’rnfb% E{é‘f’*fﬂtﬁ_‘ &ﬁi:

¥ 2%

an

(20)
(2D
(22)
(23)

(24

]

(25) T S, R E M RN Y
IOFEE SRR LR S SR S
MR

LR RBBEEE T

%?ﬁ;ﬁ% ;
(b)) zmH @ a4 Hd ;%Fﬁﬁrﬁg%’fﬁ&%
$ 1 EMNHERR Y EFF S

49 Regulation (EC) No 853/2004 of the European Parliament and of the Council of 29 April 2004 laying down specific hygiene rules for food of animal origin (OJ L 139, 30.4.2004, p.55)./ ®& ik ¢
fem BT ¢ 2004 & 4 7 29 p % (EC)8H3/2004 HLRF R 1 dH ik & SeB Bl s R o

44



http://eur-lex.europa.eu/
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=OJ:L:2004:139:TOC

(27)
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(30)
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(32)

(33)

(34)

(39)

(36)
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certificates in accordance with the rules referred to in Article 1(2);
‘official certificate’ means a paper or electronic document signed by the certifying officer and
providing assurance concerning compliance with one or more requirements laid down in the rules
referred to in Article 1(2);
‘official attestation’ means any label, mark or other form of attestation issued by the operators under
the supervision, through dedicated official controls, of the competent authorities or by the competent
authorities themselves, and providing assurance concerning compliance with one or more
requirements laid down in this Regulation or in the rules referred to in Article 1(2);
‘operator’ means any natural or legal person subject to one or more of the obligations provided for in
the rules referred to in Article 1(2);
‘audit’ means a systematic and independent examination to determine whether activities and the
related results of such activities comply with planned arrangements and whether these
arrangements are applied effectively and are suitable to achieve the objectives;
‘rating’ means a classification of operators based on an assessment of their conformity with rating
criteria;
‘official veterinarian’ means a veterinarian appointed by a competent authority, either as staff or
otherwise, and appropriately qualified to perform official controls and other official activities in
accordance with this Regulation and the relevant rules referred to in Article 1(2);
‘official plant health officer means a natural person appointed by a competent authority, either as
staff or otherwise, and appropriately trained to perform official controls and other official activities in
accordance with this Regulation and the relevant rules referred to in point (g) of Article 1(2);
‘specified risk material’ means specified risk material as defined in point (g) of Article 3(1) of
Regulation (EC) No 999/2001;
‘long journey’ means a long journey as defined in point (m) of Article 2 of Regulation (EC) No
1/2005;
‘pesticide application equipment’ means pesticide application equipment as defined in point (4) of

Article 3 of Directive 2009/128/EC;
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(37)

(38)

(39)

(40)

(41)

(42)

(43)

(44)

A BRI S RS

‘consignment’ means a number of animals or quantity of goods covered by the same official
certificate, official attestation or any other document, conveyed by the same means of transport and
coming from the same territory or third country, and, except for goods subject to the rules referred to
in point (g) of Article 1(2), being of the same type, class or description;

‘border control post’ means a place, and the facilities belonging to it, designated by a Member State
for the performance of the official controls provided for in Article 47(1);

‘exit point’ means a border control post or any other place designated by a Member State where
animals, falling within the scope of Regulation (EC) No 1/2005, leave the customs territory of the
Union;

‘entering the Union’ or ‘entry into the Union’ means the action of bringing animals and goods into
one of the territories that are listed in Annex | to this Regulation from outside these territories,
except in relation to the rules referred to in point (g) of Article 1(2) for which these terms mean the
action of bringing goods into the ‘Union territory’ as defined in the second subparagraph of Article
1(3) of Regulation (EU) 2016/2031;

‘documentary check’ means the examination of the official certificates, official attestations and other
documents including documents of a commercial nature, which are required to accompany the
consignment as provided for by the rules referred to in Article 1(2), by Article 56(1) or by
implementing acts adopted in accordance with Articles 77(3), 126(3), 128(1) and 129(1);

‘identity check’ means a visual inspection to verify that the content and the labelling of a
consignment, including the marks on animals, seals and means of transport, correspond to the
information provided in the official certificates, official attestations and other documents
accompanying it;

‘physical check’ means a check on animals or goods and, as appropriate, checks on packaging, the
means of transport, labelling and temperature, the sampling for analysis, testing or diagnosis and
any other check necessary to verify compliance with the rules referred to in Article 1(2);

‘transit’ means movement from one third country to another third country passing under customs

supervision through one of the territories listed in Annex | or from one of the territories listed in
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(45)

(46)

(47)

(48)
(49)

(50)

AP E R e S R 2

Annex | to another territory listed in Annex | after passing through the territory of a third country,
except in relation to the rules referred to in point (g) of Article 1(2), for which it means one of the
following;
(a) movement from one third country to another third country, as defined in the first subparagraph
of Article 1(3) of Regulation (EU) 2016/2031 passing under customs supervision through the
‘Union territory’, as defined in the second subparagraph of Article 1(3) of that Regulation; or
movement from the ‘Union territory’ to another part of the ‘Union territory’, as defined in the
second subparagraph of Article 1(3) of Regulation (EU) 2016/2031, passing through the
territory of a third country as defined in the first subparagraph of Article 1(3) of that Regulation;
‘supervision by the customs authorities’ means customs supervision as defined in point (27) of
Article 5 of Regulation (EU) No 952/2013 of the European Parliament and of the Council%?;
‘control by the customs authorities’ means customs controls as defined in point (3) of Article 5 of
Regulation (EU) No 952/2013;
‘official detention’ means the procedure by which the competent authorities ensure that animals and
goods subject to official controls are not moved or tampered with pending a decision on their
destination; it includes storage by operators in accordance with the instructions and under the
control of the competent authorities;
‘journey log’ means the document set out in points 1 to 5 of Annex Il to Regulation (EC) No 1/2005;
‘official auxiliary’ means a representative of the competent authorities trained in accordance with the
requirements established under Article 18 and employed to perform certain official control tasks or
certain tasks related to other official activities;
‘meat and edible meat offal’ means, for the purpose of point (a) of Article 49(2) of this Regulation,
the products listed in sub-Chapters 0201 to 0208 of Chapter 2 of Section | of Part Il of Annex | to
Council Regulation (EEC) No 2658/8751;
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(51) ‘health mark’ means a mark applied after the official controls referred to in points (a) and (c) of GIDEEN 2 8 LW "'/"“fﬂ”f*—ﬁ 7 é"' 18(2)#% % (a)fw
. . g . (C)Bb#rif 2 F = ¢ 4152 &P SR R
Article 18(2) have been performed and which attests that the meat is fit for human consumption. d A m 1% g DA
BE Ak {51 * ek o
TITLE Il 5 11 %
§RRMPA AT > 4l v 2 Eh
OFFICIAL CONTROLS AND OTHER OFFICIAL ACTIVITIES IN MEMBER STATES
CHAPTER | e
Competent authorities BEBH
Article 4 ¥ 4 iF
Designation of competent authorities B F M indy T
1. For each of the areas governed by the rules referred to in Article 1(2), Member States shall designate Loy L2k 2 2 R fp § Honhs B
th tent authorit thorit hich they confer th ibility t i f S0 L6 R R TR R ERSRET
e competent authority or authorities on which they confer the responsibility to organise or perform FIZ R et N .
official controls and other official activities.
2. Where, for the same area, a Member State confers the responsibility to organise or perform official 2. Ak k- ARE o - B g R RS - Bt
trol ther official activiti th tent authority, at national ional or local FRE LR RESs S fagplsnmy
controls or other official activities on more than one competent authority, at national, regional or loca SHAR ST AR T Aok ORE T
level, or where the competent authorities designated in accordance with paragraph 1 are allowed by Srdp RO F M ATy LA AL L E Y
that designation to transfer specific responsibilities for official controls or other official activities to CEHEARF O EROL Ry ESEEA
th bli thorities, the Member State shall: SERBM R
other public authorities, the Member State shall: ()FE G 1M F”rs*ififfr*ﬁ ek > 1A AR
(a) ensure efficient and effective coordination between all authorities involved, and the consistency and BPAEI MR EZ P F AN A e
effectiveness of official controls or other official activities across its territory; and N S R R
b) designate a single authorty, in conformity with Member States' constitutional requirements, | 0.~ < ¥ § R BLE&2 R &2 314 - B 2
(b) designate a single authority, in conformity wi ember States’ constitutional requirements, S M FRATERE R e ¢ R
responsible for coordinating the cooperation and the contacts with the Commission and with other AR>S A d 1(2) WE TR g P AT TR R (AR
Member States in relation to the official controls and other official activities performed in each of the i :\ﬁ FLf 2 gdlfed e pripdmeiry
Ak e
areas governed by the rules referred to in Article 1(2).
3. Competent authorities responsible for the verification of compliance with the rules referred to in point | 3. F ¥ &% LF # & % 1(2)5 % (1)#:~ Lrif%.i 2.
i) of Article 1(2 fer certai ibilities related to official controls or other official activiti FORFTEMT AL M F A
(i) of Article 1(2) may confer certain responsibilities related to official controls or other official activities B oEbnd @ - ﬁéglﬁﬂ%}é?%%
to one or more organic control authorities. In such cases, they shall attribute a code number to each BE o 2t pt TR 2R SRS SR
B Ao st i 1 2 2 e s M fr e eh(EEC) % 2658/87 L%
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of them. - A RS IRE ISR
4. Member States shall ensure that the Commission is informed of the contact details and of any | 4. & F BlG#A i ® fe R L4 § {47 5 o & o
h dina: BT 2 gz !
changes regarding: (a)f2 4k 5 llﬁé e
(a) the competent authorities designated in accordance with paragraph 1; W% s 273 % (b)\z\gip o s R
(b) the single authorities designated in accordance with point (b) of paragraph 2; (c)% 34 ”L“i 2R AN
" « control authoritics referred o | . ()% 28(1)iFrik2 % Lo 4hig
(c) the organic control authorities referred to in paragraph 3; ERBBS G B Y- BRA hE R N
(d) the delegated bodies referred to in Article 28(1). PIB~GE s HoP & FL B AR b oo
The information referred to in the first subparagraph shall also be made available by Member States
to the public, including on the internet.
Article 5 X
WEF T FH Hh- R
General obligations concerning the competent authorities and the organic control authorities MEREBNIT BT HBM &
1. The competent authorities and the organic control authorities shall: LoEFsies 8 F1 M & -
a’T4 z éﬁi]}r}/‘\;»—ijjgrﬂ/ﬁ?%.& g ;}"_"Q
(a) have procedures and/or arrangements in place to ensure the effectiveness and appropriateness of ( )? 5 /é; e J;_‘,IJ};F}Z; B %l PR
official controls and other official activities; (D)7 LR 2 /% R FEER B bﬁxrﬂg
(b) have procedures and/or arrangements in place to ensure the impartiality, quality and consistency of (i ?“FLH““—/Q BEFEEDHILYE S B RIZ
" - ()i} EABAEA 2 /& &P FEEMFT 2 ﬁ%ﬂfr
official controls and other official activities at all levels; ?
’ .}ifég = —‘:ﬁvmﬁ"l\ﬁgb*"ﬁx"’f LER
(c) have procedures and/or arrangements in place to ensure that staff performing official controls and | (d)#&73 2§ & T - B it 25 = 4 47 ~ BlR{od 70
other official activities are free from any conflict of interest; REE
d) h h t dequate lab ity fi lysi ing and di is- ()t &4 i ™ ?aﬁ?t T '"‘%"Lavm
(d) have, or have access to, an adequate laboratory capacity for analysis, testing and diagnosis; B o TR T fod kR T S H A
(e) have, or have access to, a sufficient number of suitably qualified and experienced staff so that official B
controls and other official activities can be performed efficiently and effectively; (f)?"ﬁ E% fr“a’ i kTR %ijra Ao ”ﬁ "i‘j I
e ® s choRK AT E A H B
(f) have appropriate and properly maintained facilities and equipment to ensure that staff can perform 7 :b ;;; . F ! F
SF
official controls and other official activities efficiently and effectively; (EFREFIAAEB P2 Ed > T HEA *&
(g) have the legal powers to perform official controls and other official activities and to take the action Tir;j’ ‘ 1(2) B i 2 e ¥ #TR Leh T de 2
. o . . . . ) i# ;
provided for in this Regulation and in the rules referred to in Article 1(2); (h)im4 i A A - A EB A & 5~ B 5 2
(h) have legal procedures in place in order to ensure that staff have access to the premises of, and h_frB’» HEEEATEG 222 |g it 59 K if

documents kept by, operators so as to be able to accomplish their tasks properly;

2o P eniE g
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(i) have contingency plans in place, and be prepared to operate such plans in the event of an (1) 7 ;&7@1%&5 g A _?1% f—?x% i
1 1(2) i frak 2. s 7 0 £ 3
emergency, where appropriate, in accordance with the rules referred to in Article 1(2). Fag % 12)8 #1 : N
2. Any appointment of an official veterinarian shall be in writing and shall set out the official controls and 2. =Zieg gj"if E R DRI G A I e
o . . . (EED EE SR AR PN RUE-ETS SN
the other official activities and related tasks for which the appointment has been made. Requirements M T o AT LT BN B ek
imposed on staff of competent authorities that are provided for in this Regulation, including the Fo B et Ee I BFR R £ gt
requirement on freedom from any conflict of interest, shall apply to all official veterinarians. AR g}“? °
3. Any appointment of an official plant health officer shall be in writing and shall set out the official 3. ERF LR R }‘)&ﬁg" ‘
controls and the other official activities and related tasks for which the appointment has been made B LR ETERALLT F A fr FEC
' AL AR ETE e AT "T%£~$++§%%Fﬁ§
Requirements imposed on staff of competent authorities that are provided for in this Regulation, ﬁ‘%&ﬁ il Ko HP oA E R R R
including the requirement on freedom from any conflict of interest, shall apply to all official plant Fo Ry PRSP RETR
health officers.
4. Staff performing official controls and other official activities shall: 4 REF> R B F 2 Fd 250 Bt
. . : - . : . a)fE X L BHEATE N 2 'WV*)“’ i€ i
(a) receive, for their area of competence, appropriate training enabling them to undertake their duties ( );:ix ;&a tﬁ:ﬁ ml%_% ‘Eij o _p ; ml ;u 5, :i ?
competently and to perform official controls and other official activities in a consistent manner; G E R s ;‘éﬁé ;
(b) keep up-to-date in their area of competence and receive regular additional training as necessary; and (b) 4% e # E%F“Jf%’”P 2 ATR e 3o T AR R P
. .. . . . . . B i FReh e R
(c) receive training in the subject matters set out in Chapter | of Annex Il and on the obligations of the (£ 11 % 1F % 2 [EIF L5 Y 4a
competent authorities resulting from this Regulation, as appropriate. AR AL R E R -
Competent authorities, organic control authorities and delegated bodies shall develop and implement ﬁii Ll "Jif F AT ; XA ﬁt%@ﬁ:] T
L . . . X% ‘%@j;g‘é)ll—é 7|/F13.— f‘y’l‘;'?,\—frv_ﬁfé
training programmes for the purpose of ensuring that staff performing official controls and other FoER MR R L E (2~ (D) ()BT
official activities receive the training referred to in points (a), (b) and (c). 3 g e
5. When, within the services of a competent authority, more than one unit is competent to perform S. % B BT M mﬂ;‘ﬂ‘?"ﬁl’\ A E;— LR
- . - . o . é‘;**&m AT Fo FE A
official controls or other official activities, efficient and effective coordination and cooperation shall be RSN T R *z% i A v o
ensured between the different units.
Article 6 ¥ 6
. " s M e
Audits of the competent authorities LAy fate
1. To ensure their compliance with this Regulation, the competent authorities shall carry out internal L S mEperig By eM Rl s

audits or have audits carried out on themselves and shall take appropriate measures in the light of

PRFET R AR AT 2 BT R % bR
EyHE
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the results of those audits.
2. The audits referred to in paragraph 1 shall be subject to independent scrutiny and carried out in a

transparent manner.

V EFR N EE DLEE A faEk Ay Soum http //cur lex.europa.eu)

GRS ETHEA 111.10.31

2. G 1P L P % A TR F

B e

Article 7
Right of appeal
The decisions taken by the competent authorities in accordance with Article 55, Article 66(3) and (6),

Article 67, point (b) of Article 137(3), and Article 138(1) and (2), concerning natural or legal persons shall

% 7 £

FiE
“fp‘%,‘il’sg 1395 % 55 iE~ % 66(3)f-(6)iF ~ % 67 i ~
» 137(3) 1 % (b)gkre 2 % 138(1)w(2) i #1 !
RSN FF RN PR rﬁgs,g R B RO R

af-my‘ﬁi

7
~

lu_

~

be subject to such persons’ right of appeal in accordance with national law. TR E A2 FHESTY
The right of appeal shall not affect the obligation of competent authorities to take prompt action to | 13#% & .3 f= % 1(2)" REAEIES S A
I . . . , ?%‘%ﬁ;@ﬁhg&&x%xﬁﬁ%u,ﬁwf—k FLEEEE -
eliminate or contain the risks to human, animal or plant health, to animal welfare or, as regards GMOs B g SRR BB ARALR BT AL T
and plant protection products, also to the environment, in accordance with this Regulation and withthe | # % iz 4 % 42 5 > 2 $IHR B b "G PR FE o
rules referred to in Article 1(2).
Article 8 # 8 .
ik KT
Confidentiality obligations of the competent authorities BT BM RS
1. Competent authorities shall ensure that, subject to paragraph 3, information acquired when L. ﬁ?i@’*l’&g BAE S S PR T N EFE S
rforming their duties in th f official Is and other official activities is not disclosed FHlqrd e g igd 2 ﬁﬁr‘”ﬂéwm o @
performing their duties in the context of official controls and other official activities is not disclosed to SFRAdRIAHE AL T oL ATRL LR
third parties where, under national or Union legislation, that information is, by its nature, covered by Bk E 2 qjaug;%z IR S R ¥ S
professional secrecy. A pa ¢ f MR FEHGET ML)
For that Member States shall that iat fidentiality obligati BAZHEG AT FHIAAR T EYFEY
or that purpose, Member States shall ensure that appropriate confidentiality obligations are 2 A ] R i B
established for staff and other individuals employed during official controls and other official activities.
2. Paragraph 1 shall also apply to organic control authorities, delegated bodies and natural persons to 2. ®1H~ ik:%lE K ﬁ“’? TR~ L R
. —— . . %%j“%?$uuém\ S AR B4
which specific official control tasks have been delegated and to official laboratories. TETT IR
\ =+
3. Unless there is an overriding public interest in the disclosure of information covered by professional | 8- *F2=F &> @& F15 5 @ jad 138 4rif 2
forred to i h 1 and without preiudice to situati here discl . ired EEERATEEFFZR ILIF%%;&’TE*T@E
secrecy as referred to in paragraph 1, and without prejudice to situations where disclosure is require B R ngf&ga v
by Union or national legislation, such information shall include information whose disclosure would FAkSEE BB S q‘ﬁ’i’ E
undermine: (s ~BaL ff P )
(b)if ¥ 7 & fffaﬁ AR ARG A £ F 2

(a) the purpose of inspections, investigations or audits;
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(b) the protection of commercial interests of an operator or any other natural or legal person; or Wik
. . . (C)/z‘ }i "/F)\‘f\."/z' // FP ng z_ ;E o
(c) the protection of court proceedings and legal advice.
4. The competent authorities, when determining whether there is an overriding public interest in the 4. BEHHLATILTF AN L{lES LA f
discl f informat d by professional ferred to i h 1, shall tak WA ORI LA R RS ILE R
isclosure of information covered by professional secrecy as referred to in paragraph 1, shall take B £ [ﬁ;]ﬁ T T
into account inter alia the possible risks to human, animal or plant health, or to the environment, and HBEBE T v 2 hh "G 1 E QLR G DA R
the nature, severity and extent of such risks. BEARE R -
5. The confidentiality obligations provided for in this Article shall not prevent the competent authorities D, AALREEPFARTE L E BB aiRT o FE
- . . . o , - R TR M RR TR &I TR
from publishing or making otherwise available to the public information about the outcome of official FRM O AR RS N A B MG
controls regarding individual operators, provided, without prejudice to situations where disclosure is EEH 'rﬁg R A
required by Union or national legislation, that the following conditions are met: (a)#f oy ei8 § [ A S A 463 1‘»*‘ € ER g
L . . . F"’iﬂ%ﬁ#’”’&?—%l’ﬁ\**u\b”’\raw?‘?a%
(a) the operator concerned is given the opportunity to comment on the information that the competent T ST
authority intends to publish or make otherwise available to the public, prior to its publication or | (b) = *t 4\ #.: AU HE SN SRR ﬁn’;‘“};m )
release, taking into account the urgency of the situation; and £ :“Z@ ¥R ‘i e AR T T
w0 e
(b) the information which is published or made otherwise available to the public takes into account the :
comments expressed by the operator concerned or is published or released together with such
comments.
CHAPTER I/ ¥ ILF
. . 'ﬁ' = :? ‘*'J
Official controls TN
Section | - g E R
General requirements
Article 9 X

General rules on official controls
1. Competent authorities shall perform official controls on all operators regularly, on a risk basis and
with appropriate frequency, taking account of:
(a) identified risks associated with:
(i) animals and goods;

(i) the activities under the control of operators;

T E Al R

L fE e h s -
#4753
T .
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(iii) the location of the activities or operations of operators;

(iv) the use of products, processes, materials or substances that may influence food safety, integrity
and wholesomeness, or feed safety, animal health or animal welfare, plant health or, in the case
of GMOs and plant protection products, that may also have an adverse impact on the
environment;

(b) any information indicating the likelihood that consumers might be misled, in particular as to the nature,
identity, properties, composition, quantity, durability, country of origin or place of provenance, method
of manufacture or production of food;

(c) operators’ past record as regards the outcome of official controls performed on them and their
compliance with the s referred to in Article 1(2);

(d) the reliability and results of own controls that have been performed by the operators, or by a third
party at their request, including, where appropriate, private quality assurance schemes, for the
purpose of ascertaining compliance with the rules referred to in Article 1(2); and

(e) any information that might indicate non-compliance with the rules referred to in Article 1(2).

2. Competent authorities shall perform official controls regularly, with appropriate frequencies
determined on a risk basis, to identify possible intentional violations of the rules referred to in Article
1(2), perpetrated through fraudulent or deceptive practices, and taking into account information
regarding such violations shared through the mechanisms of administrative assistance provided for
in Articles 102 to 108 and any other information pointing to the possibility of such violations.

3. Official controls that are performed prior to the placing on the market, or the movement of certain
animals and goods in view of the issuance of the official certificates or official attestations required by
the rules referred to in Article 1(2), as a condition for the placing on the market or the movement of
the animals or goods shall be performed in accordance with both of the following:

(a) the rules referred to in Article 1(2);

(b) the applicable delegated and implementing acts adopted by the Commission in accordance with
Articles 18 to 27.

4. Official controls shall be performed without prior notice, except where such notice is necessary and
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duly justified for the official control to be carried out. As regards official controls upon request from the
operator, the competent authority may decide whether the official controls are to be performed with or
without prior notice. Official controls with prior notice shall not preclude official controls without prior
notice.

5. Official controls shall be performed as much as possible in such a manner that the administrative
burden and operational disruption for operators are kept to the minimum necessary, but without this
negatively affecting the effectiveness of those controls.

6. Competent authorities shall perform official controls in the same manner, while taking account of the
need to adapt the controls to the specific situations, irrespective of whether the animals and goods
concerned are:

(a) available on the Union market, whether originating in the Member State where the official controls are

performed or in another Member State;
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(b) to be exported from the Union; or
(c) entering the Union.
7. To the extent strictly necessary for the organisation of the official controls, Member States of | - = ' F 7 # #10&FIE FI#r < & i & o B
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Member State to report the arrival of such animals or goods. 7
Article 10 ¥ 10 %

Operators, processes and activities subject to official controls

1. To the extent necessary to ascertain compliance with the rules referred to in Article 1(2), competent
authorities shall perform official controls on:

(a) animals and goods at any stage of production, processing, distribution and use;

(b) substances, materials or other objects which may influence the characteristics or health of animals
and goods and their compliance with applicable requirements, at any stage of production,
processing, distribution and use;

(c) operators as regards activities, including the keeping of animals, equipment, means of transport,

premises and other places under their control and their surroundings and on related documentation.
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2. Without prejudice to the rules concerning existing lists or registers established on the basis of the
rules referred to in Article 1(2), the competent authorities shall draw up and keep up-to-date a list of
operators. Where such a list or register already exists for other purposes, it may also be used for the
purposes of this Regulation.

3. The Commission shall adopt delegated acts in accordance with Article 144 to amend this Regulation
concerning the setting out of categories of operators to be exempted from the list of operators
referred to in paragraph 2 of this Article where their inclusion in such a list would constitute a

disproportionate administrative burden for them compared to the risk related to their activities.
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Article 11
Transparency of official controls

1. Competent authorities shall perform official controls with a high level of transparency and shall, at
least once a year, make available to the public, including through publication on the internet, relevant
information concerning the organisation and the performance of official controls.
They shall also ensure the regular and timely publication of information on the following:

(a) the type, number and outcome of official controls;

(b) the type and number of cases of nhon-compliance detected;

(c) the type and number of cases where measures were taken by the competent authorities in
accordance with Article 138; and

(d) the type and number of cases where the penalties referred to in Article 139 were imposed.
The information referred to in points (a) to (d) of the second subparagraph of this paragraph may be
provided, where appropriate, through the publication of the annual report referred to in Article 113(1).

2. Competent authorities shall establish procedures to ensure that any inaccuracies in the information
made available to the public are appropriately rectified.

3. Competent authorities may publish, or make otherwise available to the public, information about the
rating of individual operators based on the outcome of one or more official controls, provided that the
following conditions are met:

(a) the rating criteria are objective, transparent and publicly available; and
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(b) appropriate arrangements are in place to ensure the fairness, consistency and transparency of the

rating process.

V EFR N EE DLEE A faEk Ay Soum http //cur lex.europa.cu)

GRS ETHEA 111.10.31

Article 12
Documented control procedures
1. Competent authorities shall perform official controls in accordance with documented procedures.
Those procedures shall cover the subject areas for control procedures set out in Chapter Il of Annex
Il and shall contain instructions for staff performing official controls.
Competent authorities shall have control verification procedures in place.
Competent authorities shall:
(a) take corrective actions in all cases where the procedures provided for in paragraph 2 identify
shortcomings; and
(b) update the documented procedures provided for in paragraph 1 as appropriate.

4. Paragraphs 1, 2 and 3 shall also apply to delegated bodies and organic control authorities.
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Article 13
Written records of official controls
1. Competent authorities shall draw up written records of every official control that they perform. Those
records may be on paper or in electronic form.
Those records shall contain:
(a) a description of the purpose of the official controls;
(b

(c

)
) the control methods applied;

) the outcome of the official controls; and

(d) where appropriate, action that the competent authorities require the operator concerned to take as a

result of their official controls.

2. Unless the purposes of judicial investigations or the protection of court proceedings require
otherwise, the operators subject to an official control shall be provided upon request with a copy of
the records provided for in paragraph 1, except where an official certificate or official attestation has

been issued. The operator shall be promptly informed in writing by the competent authorities of any
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case of non-compliance identified through the official controls.

3. Where official controls require the continuous or regular presence of staff or representatives of the
competent authorities on the operator’s premises, the records provided for in paragraph 1 shall be
produced with a frequency that enables the competent authorities and the operator to be:

(a) regularly informed of the level of compliance; and

(b) promptly informed of any case of non-compliance identified through the official controls.

4. Paragraphs 1, 2 and 3 shall also apply to delegated bodies, organic control authorities and natural

persons to which certain official control tasks have been delegated.
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Article 14
Methods and techniques for official controls

Official control methods and techniques shall include the following as appropriate:

(a) an examination of the controls that operators have put in place and of the results obtained;

(b) an inspection of:

(i) equipment, means of transport, premises and other places under their control and their
surroundings;

(ii) animals and goods, including semi-finished goods, raw materials, ingredients, processing aids and
other products used for the preparation and production of goods or for feeding or treating
animals;

(iii) cleaning and maintenance products and processes;

(iv) traceability, labelling, presentation, advertising and relevant packaging materials including
materials intended to come into contact with food;

(c) controls on the hygiene conditions in the operators’ premises;

(d) an assessment of procedures on good manufacturing practices, good hygiene practices, good
farming practices, and of procedures based on the principles of hazard analysis critical control points
(HACCP);

(e) an examination of documents, traceability records and other records which may be relevant to the

assessment of compliance with the rules referred to in Article 1(2), including, where appropriate,
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documents accompanying food, feed and any substance or material entering or leaving an
establishment;

(f) interviews with operators and with their staff;

(9) the verification of measurements taken by the operator and other test results;

(h) sampling, analysis, diagnosis and tests;

(i) audits of operators;

(j) any other activity required to identify cases of non-compliance.
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Article 15
Obligations of operators

1. To the extent that this is necessary for the performance of official controls or of other official activities,
operators shall, where required by the competent authorities, give staff of the competent authorities
access to:

(a) the equipment, means of transport, premises and other places under their control and their
surroundings;

(b) their computerised information management systems;

(c) the animals and goods under their control;

(d) their documents and any other relevant information.

2. During official controls and other official activities, operators shall assist and cooperate with the staff
of the competent authorities and organic control authorities in the accomplishment of their tasks.

3. The operator responsible for a consignment entering the Union shall, in addition to the obligations set
out in paragraphs 1 and 2, make available, on paper or in electronic form, and without delay, all
information concerning the animals and goods.

4. The Commission may, by means of implementing acts, lay down rules on the cooperation and

exchange of information between operators and competent authorities related to the arrival and
unloading of the animals and goods referred to in Article 47(1) where it is necessary to ensure their
complete identification and the efficient performance of official controls on such animals and goods.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
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in Article 145(2).

5. For the purpose of Article 10(2) and subject to Article 10(3), operators shall provide the competent
authorities with at least the following updated details:

(a) their name and legal form; and

(b) the specific activities they carry out, including activities undertaken by means of distance

communication, and the places under their control.
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Additional requirements for official controls and other official activities in certain areas ™ Bl F "
Article 16 # 16 5
EhHER

Additional requirements

1. In the areas governed by the rules provided for in this Section, those rules shall apply in addition to

the other rules set out in this Regulation.

When adopting delegated acts and implementing acts provided for in this Section, the Commission

shall take into account the following:

(a)the experience gained by competent authorities and food and feed business operators when applying
the procedures referred to in Article 5 of Regulation (EC) No 852/2004 of the European Parliament
and of the Council52 and Article 6 of Regulation (EC) No 183/2005 of the European Parliament and of
the Council%3;

(b) scientific and technological developments;
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(c) consumer expectations with regard to food composition and changes in patterns of consumption of
food;

(d) risks to human and animal health and plant health associated with animals and goods; and

(e) information on possible intentional violations perpetrated through fraudulent or deceptive practices.

3. When adopting delegated acts and implementing acts provided for in this Section, and insofar as this
does not prevent the achievement of the objectives pursued by the rules referred to in Article 1(2), the
Commission shall also take into account the following:

(a) the need to facilitate the application of the delegated acts and implementing acts, taking into account

the nature and the size of small businesses;
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(a) ‘under the responsibility of the official veterinarian’ means that the official veterinarian assigns the
performance of an action to an official auxiliary;

(b) ‘under the supervision of the official veterinarian’ means that an action is performed by an official
auxiliary under the responsibility of the official veterinarian and the official veterinarian is present on
the premises during the time necessary to perform that action;

(c) ‘ante-mortem inspection’ means the verification, prior to slaughtering activities, of human and animal
health and animal welfare requirements, including, where appropriate, the clinical examination of
each individual animal, and the verification of the food chain information as referred to in Section Il of
Annex Il to Regulation (EC) No 853/2004;

(d) ‘post-mortem inspection’ means the verification in the slaughterhouse or game-handling

establishment of compliance with requirements applicable to:

(i) carcases as defined in point 1.9 of Annex | to Regulation (EC) No 853/2004 and offal as defined in
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point 1.11 of that Annex, for the purpose of deciding if the meat is fit for human consumption,
(ii) safe removal of specified risk material, and

(iii) the health and welfare of the animals.
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Article 18
Specific rules on official controls and for action taken by the competent authorities in relation to the
production of products of animal origin intended for human consumption

1. Official controls performed to verify compliance with the rules referred to in Article 1(2) of this
Regulation in relation to products of animal origin intended for human consumption shall include the
verification of compliance with the requirements laid down in Regulations (EC) No 852/2004, (EC) No
853/2004, (EC) No 1069/2009 and (EC) No 1099/2009 as applicable.

2. The official controls referred to in paragraph 1 performed in relation to the production of meat shall
include:

(a) the ante-mortem inspection performed in the slaughterhouse by an official veterinarian who may, as
regards pre-selection of animals, be assisted by official auxiliaries trained for that purpose;

(b) by way of derogation from point (a), as regards poultry and lagomorphs, the ante-mortem inspection
performed by an official veterinarian, under the supervision of the official veterinarian or, where
sufficient guarantees are in place, under the responsibility of the official veterinarian;

(c) the post-mortem inspection performed by an official veterinarian, under the supervision of the official
veterinarian or, where sufficient guarantees are in place, under the responsibility of the official
veterinarian;

(d) the other official controls performed in slaughterhouses, cutting plants and game-handling
establishments, by an official veterinarian, under the supervision of the official veterinarian or, where
sufficient guarantees are in place, under the responsibility of the official veterinarian, to verify
compliance with the requirements applicable to:

(i) the hygiene of meat production;

(i) the presence of residues of veterinary medicinal products and contaminants in products of animal

origin intended for human consumption;
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(i) audits of good hygiene practices and procedures based on HACCP principles;

(iv) laboratory tests to detect the presence of zoonotic agents and animal diseases and to verify
compliance with the microbiological criterion as defined in point (b) of Article 2 of Commission
Regulation (EC) No 2073/200554,

(v) the handling and disposal of animal by-products and of specified risk material;

(vi) the health and welfare of the animals.

3. The competent authority may, on the basis of a risk analysis, allow slaughterhouse staff to assist in
the performance of tasks relating to the official controls referred to in paragraph 2 in establishments
slaughtering poultry or lagomorphs, or, in establishments slaughtering animals of other species, to
carry out specific sampling and testing tasks relating to such controls, on condition that staff:

(a) act independently from the production staff of the slaughterhouse;

(b) have undergone appropriate training to carry out these tasks; and

(c) carry out these tasks in the presence and following the instructions of the official veterinarian or of the
official auxiliary.

4. Where the official controls referred to in points (a) and (c) of paragraph 2 have not identified any
shortcoming that would make the meat unfit for human consumption, the health mark shall be applied
to domestic ungulates, farmed game mammals other than lagomorphs, and large wild game, by the
official veterinarian, under the supervision of the official veterinarian, under the responsibility of the
official veterinarian, or, in compliance with the conditions laid down in paragraph 3, by the
slaughterhouse staff.

5. The official veterinarian shall remain responsible for the decisions taken following official controls
provided for in paragraphs 2 and 4, even if the performance of an action is assigned by him or her to

the official auxiliary.
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6. »M3 For the purpose of the official controls referred to in paragraph 1 performed in relation to live
bivalve molluscs, echinoderms, tunicates and marine gastropods, the competent authorities shall
classify production and relaying areas. <M3

7. The Commission shall adopt delegated acts in accordance with Article 144 to supplement this
Regulation concerning specific rules for the performance of the official controls referred to in
paragraphs 2 to 6 of this Article on:

(a) criteria and conditions to determine, by way of derogation from point (a) of paragraph 2, when the
ante-mortem inspection in certain slaughterhouses may be performed under the supervision or under
the responsibility of an official veterinarian, provided that the derogations do not affect the
achievement of the objectives of this Regulation;

(b) criteria and conditions to determine, as regards poultry and lagomorphs, when sufficient guarantees
are met for the official controls to be performed under the responsibility of an official veterinarian in
regard to the ante-mortem inspections referred to in point (b) of paragraph 2;

(c) criteria and conditions to determine, by way of derogation from point (a) of paragraph 2, when the
ante-mortem inspection may be performed outside the slaughterhouse in case of emergency
slaughter;

(d) criteria and conditions to determine, by way of derogation from points (a) and (b) of paragraph 2, when
the ante-mortem inspection may be performed at the holding of provenance;

(e) criteria and conditions to determine when sufficient guarantees are met for the official controls to be
performed under the responsibility of an official veterinarian with regard to the post-mortem
inspection and auditing activities referred to in points (c) and (d) of paragraph 2;

() criteria and conditions to determine, by way of derogation from point (c) of paragraph 2, when, in case
of emergency slaughter, the post-mortem inspection is to be performed by the official veterinarian;

(g) » M3 criteria and conditions to determine, by way of derogation from paragraph 6, when production
and relaying areas are not to be classified in relation to:

(i) Pectinidae; and

(1) where they are not filter feeders; echinoderms and marine gastropods; 4M3
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(h) specific derogations in respect to Rangifer tarandus tarandus, Lagopus lagopus and Lagopus mutus,
in order to allow the continuation of longstanding local and traditional customs and practices,
provided that the derogations do not affect the achievement of the objectives of this Regulation;

(i) criteria and conditions to determine, by way of derogation from point (d) of paragraph 2, when the
official controls in cutting plants may be performed by staff designated by the competent authorities
for that purpose and appropriately trained;

(j) specific minimum requirements for the staff of the competent authorities and for official veterinarian
and official auxiliary in order to ensure an adequate performance of their tasks provided for in this
Article, including specific minimum training requirements;

(K)appropriate minimum training requirements for the slaughterhouse staff assisting in the performance of

tasks relating to official controls and other official activities in accordance with paragraph 3.

8. The Commission shall, by means of implementing acts, lay down rules on uniform practical
arrangements for the performance of the official controls referred to in this Article regarding:

(a) specific requirements for the performance of official controls and the uniform minimum frequency of
those official controls, having regard to the specific hazards and risks which exist in relation to each
product of animal origin and the different processes it undergoes, where a minimum level of official
controls is necessary to respond to recognised uniform hazards and risks which might be posed by
products of animal origin;

(b) » M3 the conditions for the classification and monitoring of classified production and relaying areas for
live bivalve molluscs, echinoderms, tunicates and marine gastropods; €4M3

(c) the cases where the competent authorities in relation to specific non-compliances are to take one or
more of the measures referred to in Articles 137(2) and 138(2);

(d) The practical arrangements of the ante-mortem and post-mortem inspections referred to in points (a),
(b) and (c) of paragraph 2, including the uniform requirements necessary to ensure that sufficient
guarantees are met when the official controls are performed under the responsibility of the official
veterinarian;

(e) the technical requirements of the health mark and the practical arrangements for its application;
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(b)

(c)

(@)

(b)

(c)

RS ERieEe R 2% RN EIEE

taken in compliance with the methods to be used for sampling and laboratory analyses established in
accordance with points (a) and (b) of Article 34(6), having regard to the specific hazards and risks
related to substances referred to in paragraph 1 of this Article;

the cases where the competent authorities in relation to non-compliance or suspicion thereof are to
take one or more of the measures referred to in Articles 137(2) and 138(2);

the cases where the competent authorities in relation to non-compliance or suspicion thereof of
animals and goods from third countries are to take one or more of the measures referred to Articles
65 to 72.

The Commission may, by means of implementing acts, lay down rules on uniform practical
arrangements for the performance of the official controls referred to in paragraph 1 and for action to
be taken by the competent authorities following those official controls, regarding:

uniform minimum frequency of such official controls, having regard to the hazards and risks related to
substances referred to in paragraph 1;

specific additional arrangements and specific additional content to those provided for in Article 110,
for the preparation of the relevant parts of the multi-annual national control plan (MANCP) provided
for in Article 109(1);

specific practical arrangements for the activation of the mechanism of administrative assistance
provided for in Articles 102 to 108.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).

For the purpose of Article 30, the delegation of certain official control tasks, referred to in this Article,

to one or more natural persons shall be allowed.
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Article 20

Specific rules on official controls and for action taken by the competent authorities in relation to animals,

1.

products of animal origin, germinal products, animal by-products and derived products
Official controls to verify compliance with the rules referred to in points (a), (c), (d), and (e) of Article

1(2) shall include official controls, to be performed at any stage of production, processing and
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(a)

(b)

(c)

(@)

(b)

distribution, on animals, on products of animal origin, on germinal products, on animal by-products
and on derived products.

The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation by laying down rules for the performance of official controls on animals, on products
of animal origin, on germinal products, on animal by-products and on derived products to verify
compliance with the Union rules referred to in points (d) and (e) of Article 1(2) and for action taken by
the competent authorities following official controls. Those delegated acts shall lay down rules on:
specific requirements for the performance of official controls on animals, products of animal origin
and germinal products to respond to recognized hazards and risks to human and animal health by
means of official controls performed to verify compliance with disease prevention and control
measures laid down in accordance with the rules referred to in point (d) of Article 1(2);

specific requirements for the performance of official controls on animal by-products and derived
products to respond to specific hazards and risks to human and animal health by means of official
controls performed to verify compliance with the rules referred to in point (e) of Article 1(2);

the cases where the competent authorities in relation to non-compliance or suspicion thereof are to

take one or more of the measures referred to in Articles 137(2) and 138(2).

The Commission may, by means of implementing acts, lay down rules on uniform practical
arrangements for the performance of official controls referred to in paragraph 1 regarding:

uniform minimum frequency of such official controls on animals, products of animal origin and
germinal products where a minimum level of official controls is necessary to respond to recognized
uniform hazards and risks to human and animal health by means of official controls performed to
verify compliance with disease prevention and control measures laid down in accordance with the
rules referred to in point (d) of Article 1(2); and

uniform minimum frequency of such official controls on animal-by-products and derived products
where a minimum level of official controls is necessary to respond to specific hazards and risks to

human and animal health by means of official controls performed to verify compliance with the rules
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AP E R e S R 2

referred to in point (e) of Article 1(2).
Those implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 145(2).
4. For the purpose of Article 30, the delegation of certain official control tasks, referred to in this Article,

to one or more natural persons shall be allowed.
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Article 21
Specific rules on official controls and for action to be taken by the competent authorities in relation to the
welfare requirements for animals
1. Official controls to verify compliance with the rules referred to in point (f) of Article 1(2) shall be

performed at all relevant stages of production, processing and distribution along the agri-food chain.

Official controls to verify compliance with the rules laying down welfare requirements for animals in

the event of their transport, in particular with Regulation (EC) No 1/2005, shall include:

(a) in the case of long journeys between Member States and with third countries, official controls

performed prior to the loading to check the fitness of the animals for transport;

(b) in the case of long journeys between Member States and with third countries, of domestic equidae
other than registered equidae and domestic animals of the bovine, ovine, caprine and porcine
species, and prior to those journeys:

(i) official controls on journey logs to verify that the journey log is realistic and indicates compliance
with Regulation (EC) No 1/2005; and

(i) official controls to verify that the transporter indicated in the journey log has a valid transporter

authorization, certificate of approval for the means of transport for long journeys and certificates of
competence for drivers and attendants;

(c) at border control posts provided for in Article 59(1) and at exit points:

(i) official controls on the fitness of the animals being transported and on the means of transport to

verify compliance with Chapter Il of Annex | to Regulation (EC) No 1/2005 and where applicable
Chapter VI thereof;

(ii) official controls to verify that transporters comply with applicable international agreements and
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6.

(iii)

have valid transporter authorizations and certificates of competence for drivers and attendants;
and
official controls to verify whether domestic equidae and domestic animals of bovine, ovine,

caprine and porcine species have been or are to be transported over long journeys.

During the performance of official controls and other official activities, the competent authorities shall
take the necessary measures to prevent or reduce to a minimum any delay between the loading of
the animals and their departure, or during the transport.

The competent authorities shall not detain animals during the transport unless it is strictly necessary
for animal welfare or animal or human health reasons. If animals have to be detained during transport
for more than two hours, the competent authorities shall ensure that appropriate arrangements are
taken for their care and, where necessary, their feeding, watering, unloading and accommodation.
Where a non-compliance is established following the official controls referred to in point (b) of
paragraph 2 and is not corrected by the organizer prior to the long journey, by making appropriate
changes to the transport arrangements, the competent authorities shall prohibit that long journey.
Where, following the official controls referred to in point (c) of paragraph 2, the competent authorities
establish that animals are not fit to complete the journey, they shall give the order that animals be
unloaded, watered, fed and rested until fit to continue their journey.

A notification of non-compliance with the rules referred to in paragraph 1 of this Article for the

purposes of Articles 105 and 106 shall be made:

(a) to the Member States that granted the authorization to the transporter;

(b) where non-compliance with any such rule applicable to the means of transport is identified, to the

Member State that granted the certificate of approval of the means of transport;

(c) where non-compliance with any such rule applicable to drivers is identified, to the Member State that

issued the driver’s certificate of competence.
For the purpose of Article 30, the delegation of certain official control tasks, referred to in this Article,

to one or more natural persons shall be allowed.
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(a)

(b)

(c)

(d)

(e)

(@)

(b)

The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation by laying down rules for the performance of official controls to verify compliance with
Union rules referred to in point (f) of Article 1(2). Those delegated acts shall take into account the
animal welfare risk related to the farming activities and to the transport, slaughter and killing of
animals, and shall lay down rules on:

specific requirements for the performance of such official controls to respond to the risk associated
with different animal species and means of transport, and the need to prevent non-compliant
practices and to limit the suffering of animals;

the cases where the competent authorities in relation to specific non-compliances are to take one or
more of the measures referred to in Articles 137(2) and 138(2);

the verification of animal welfare requirements at border control posts and at exit points and the
minimum requirements applicable to those exit points;

specific criteria and conditions for the activation of the mechanisms of administrative assistance
provided for in Articles 102 to 108;

the cases and conditions where official controls to verify compliance with animal welfare
requirements may include the use of specific animal welfare indicators based on measurable
performance criteria, and the design of such indicators on the basis of scientific and technical
evidence.

The Commission shall, by means of implementing acts, lay down rules on uniform practical
arrangements on official controls performed to verify compliance with the Union rules referred to in
official controls, regarding:point (f) of Article 1(2) laying down animal welfare requirements and on
action taken by the competent authorities following such official controls, regarding:

uniform minimum frequency of such official controls, where a minimum level of official control is
necessary to respond to the risk associated with different animal species and means of transport, and
the need to prevent non-compliant practices and to limit the suffering of animals; and

the practical arrangements for keeping written records of official controls performed and their

retention period.
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Those implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 145(2).
Specific rules on official controls and for action taken by the competent authorities in relation to plant LS ﬁj ;i;f; P S R
health

1. Official controls to verify compliance with the rules referred to in point (g) of Article 1(2) shall include
official controls on pests, plants, plant products and other objects, and on professional operators and
other persons subject to those rules.

2. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation by laying down rules for the performance of official controls on plants, plant products
and other objects in order to verify compliance with Union rules referred to in point (g) of Article 1(2)
applicable to those goods and for action taken by the competent authorities following the
performance of those official controls. Those delegated acts shall lay down rules on:

(a) specific requirements for the performance of such official controls on the introduction into and
movement in the Union of particular plants, plant products, and other objects subject to the rules
referred to in point (g) of Article 1(2), to respond to recognized hazards and risks to plant health in
relation to specific plants, plant products and other objects of a particular origin or provenance; and

(b) the cases where the competent authorities in relation to specific non-compliances are to take one or
more of the measures referred to in Articles 137(2) and 138(2).

3. The Commission shall, by means of implementing acts, lay down rules on uniform practical
arrangements for the performance of official controls on plants, plant products and other objects in
order to verify compliance with Union rules referred to in point (g) of Article 1(2) applicable to those
goods and for action taken by the competent authorities following such official controls on:

(a) uniform minimum frequency of such official controls, where a minimum level of official control is
necessary to respond to recognized uniform hazards and risks to plant health in relation to specific
plants, plant products and other objects of a particular origin or provenance;

(b) uniform frequency of official controls performed by competent authorities on operators authorized to
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(c)

A BRI S RS

issue plant passports in accordance with Article 84(1) of Regulation (EU) 2016/2031 having regard to
whether those operators have implemented a pest risk management plan as referred to in Article 91
of that Regulation for the plants, plant products and other objects they produce;

uniform frequency of official controls performed by competent authorities on operators authorized to
apply the mark referred to in Article 96(1) of Regulation (EU) 2016/2031 or to issue the official
attestation referred to in point (a) of Article 99(2) of that Regulation.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).

For the purpose of Article 30, the delegation of certain official control tasks, referred to in this Article,

to one or more natural persons shall be allowed.
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INSSEE SRSl

modified food and feed which have not been authorized in accordance with Directive 2001/18/EC
or Regulation (EC) No 1829/2003;
(i) the cultivation of GMOs for food and feed production and the correct application of the plan for
monitoring referred to in point (e) of Article 13(2) of Directive 2001/18/EC and in point (b) of Article
5(5) and point (b) of Article 17(5) of Regulation (EC) No 1829/2003;
(b) the cases where the competent authorities in relation to specific non-compliances are to take one or

more of the measures referred to in Articles 137(2) and 138(2).
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(@)

(b)

(c)

(@)

(b)

co-formulants and adjuvants as referred to in Article 2(2) and (3) of Regulation (EC) No 1107/2009.
For the purpose of establishing the frequency of risk based official controls referred to in paragraph 1,
competent authorities shall take into account also the following:

results of relevant monitoring activities including those on pesticides residues carried out for the
purpose of Article 32(2) of Regulation (EC) No 396/2005 and of Article 8 of Directive 2000/60/EC of
the European Parliament and of the Council®® ;

information on non-authorized plant protection products, including illegal trade of plant protection
product, and results of relevant controls by the authorities referred to in Article 8 of Regulation (EU)
No 649/2012 of the European Parliament and of the Council 56¢; and

information on poisoning related to plant protection products, including information available in
accordance to Article 56 of Regulation (EC) No 1107/2009, and information on emergency health
responses made available by the centres referred to in Article 45(1) of Regulation (EC) No 1272/2008
of the European Parliament and of the Council57 .

The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation by laying down rules for the performance of official controls referred to in paragraph 1
of this Article. Those delegated acts shall lay down rules on:

specific requirements for the performance of such official controls to respond to recognized uniform
hazards and risks which might be posed by plant protection products, concerning the manufacture,
placing on the market, entry into the Union, labelling, packaging, transport, storage and use of plant
protection products to ensure their safe and sustainable use and to combat their illegal trade; and

the cases where the competent authorities in relation to specific non-compliances are to take one or
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(@)

(b)

(c)

more of the measures referred to in Articles 137(2) and 138(2).

The Commission may, by means of implementing acts, lay down detailed rules on uniform practical
arrangements for the performance of official controls on the products referred to in paragraph 1
regarding:

uniform minimum frequency of such official controls, where a minimum level of official control is
necessary to respond to recognized uniform hazards and risks which might be posed by plant
protection products, concerning the manufacture, placing on the market, entry into the Union,
labelling, packaging, transport, storage and use of plant protection products to ensure their safe and
sustainable use and to combat their illegal trade;

the collection of information, monitoring and reporting on suspected poisonings from plant protection
products;

the collection of information, and the monitoring of and reporting on non-authorized plant protection
products including illegal trade of plant protection products.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).

For the purpose of Article 30, the delegation of certain official control tasks, referred to in this Article,

to one or more natural persons shall be allowed.
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Article 25

Specific rules on official controls and other official activities for organic production and labelling of organic

products

The Commission may, by means of implementing acts, lay down rules on uniform practical arrangements

for the performance of official controls to verify compliance with the rules referred to in point (i) of Article

1(2), regarding:

(a)

(b)

specific requirements and additional content to that provided for in Article 110 to prepare the relevant
parts of the MANCP provided for in Article 109(1), and specific additional content to the report
provided for in Article 113;

specific responsibilities and tasks for the European Union reference centres in addition to those
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provided for in Article 98;

(c) practical arrangements for activating the mechanisms of administrative assistance provided for in
Articles 102 to 108, including the exchange of information concerning instances of non-compliance or
the likelihood of non-compliance between competent authorities and delegated bodies;

(d) the methods to be used for sampling and for laboratory analyses and tests, excluding any rules
involving the setting of thresholds.

Those implementing acts shall be adopted in accordance with the examination procedure referred to in

Article 145(2).
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Article 26
Specific rules on official controls and other official activities performed by the competent authorities in
relation to protected designations of origin, protected geographical indications and traditional specialities
guaranteed

1. By way of derogation from Article 31(3), in relation to the rules referred in point (j) of Article 1(2),
where competent authorities have delegated the decisions concerning the authorization to use the
registered name of a product, they may also delegate the application of the following measures:

(a) ordering that certain activities of the operator be subject to systematic or increased official controls;

(b) ordering the operator to increase the frequency of own controls;

(c) ordering the alteration of label in order to comply with the product specifications and the rules referred
in point (j) of Article 1(2).

2. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation by laying down rules for the performance of official controls to verify compliance with
the rules referred to in point (j) of Article 1(2). Those delegated acts shall lay down rules on:

(a) requirements, methods and techniques referred to in Articles 12 and 14 for official controls performed
to verify compliance with product specifications and labelling requirements;

(b) specific methods and techniques referred to in Article 14 for the performance of official controls
aimed at ensuring the traceability of goods and animals falling within the scope of the rules referred to

in point (j) of Article 1(2) at all stages of production, preparation and distribution, and at providing

¥ 26 iF
Med B f BUHLREDRAS LA £ By
PEFTMELRENIREE SR F Y 2 %
LARIE USRS R chX N

1. A5 % 3L()ERZHE A% 1(2)iF
(DB REAPM > GBEF M @ G-p Y
CEP A & LR PR RS 0 Iy
P e R IR T e 2 e A L
FEIL

() F 4 #F b § F % kS 3 4o eh
T %‘%H‘ R O

(D)F 4 EF AR p g Flaig 5

(f % i#ﬁ#ﬂ s ARRRE S 1(2)FEZ())

FATH R R0

2. %Féﬁi & IE Ry F 144 BER T IR SR
BRI AR NARLT RN L(2)FL
(BATHE GRP 2 F 2 F 10T RE 0 Y
MARMRT ZEREZ RGP THT IR
e

()% 122 5% M4 E TR 2 Do R E LAKLT
BEASREET B R T F g
B o

(D)% 145 #T# 2 eh 3 mimE e % 125 ()BT
Endge 2 R RPN pfobe el flid B F

76



http://eur-lex.europa.eu/

assurances as to compliance with those rules;

(c) the cases where the competent authorities, in relation to specific non-compliances, are to take one or
more of the actions and measures referred to in Article 138(1) and (2).

3. The Commission may, by means of implementing acts, lay down rules on uniform practical
arrangements for the performance of the official controls to verify compliance with the rules referred
to in point (j) of Article 1(2) regarding:

(a) specific practical arrangements for activating the mechanisms of administrative assistance provided
for in Articles 102 to 108, including the exchange of information concerning instances of
non-compliance or the likelihood of non-compliance between competent authorities and delegated
bodies; and

(b) specific reporting obligations of the delegated bodies.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).
4. For the purpose of Article 30, the delegation of certain official control tasks, referred to in this Article,

to one or more natural persons shall be allowed.
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Article 27
Specific rules on official controls and for action taken by the competent authorities in cases of newly
identified risks in relation to food and feed
1. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation by laying down rules for the performance of official controls on certain categories of
food or feed to verify compliance with the rules referred to in points (a) to (e) of Article 1(2) and for
action to be taken by the competent authorities following such official controls. Those delegated acts
shall address newly identified risks which may arise through food or feed to human or animal health
or, in relation to GMOs and plant protection products, also to the environment, or any such risks
emerging from new patterns of production or consumption of food or feed, and which cannot be
effectively addressed in the absence of such common rules. Those delegated acts shall lay down

rules on:
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(a)

uniform specific requirements for the performance of official controls to respond to the specific
hazards and risks which exist in relation to each category of food and feed and the different

processes it undergoes; and
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the verification of compliance with the rules referred to in point (i) of Article 1(2) to one or more
delegated bodies, it shall attribute a code number to each delegated body, and shall designate

relevant authorities responsible for their approval and supervision.
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Article 29
Conditions for delegating certain official control tasks to delegated bodies
The delegation of certain official control tasks to a delegated body referred to in Article 28(1) shall be in
writing and shall comply with the following conditions:
(a) the delegation contains a precise description of those official control tasks that the delegated body
may perform, and the conditions under which it may perform those tasks;
(b) the delegated body:
(i) has the expertise, equipment and infrastructure required to perform those official control tasks
delegated to it;
(i) has a sufficient number of suitably qualified and experienced staff;
(iii) is impartial and free from any conflict of interest and in particular is not in a situation which may,
directly or indirectly, affect the impartiality of its professional conduct as regards the performance
of those official control tasks delegated to it;

(iv) works and is accredited in accordance with standards relevant to the delegated tasks in question,

3 29 iF
W EE S B HERL

=A%

L

M AT A EAA LY 28(1)FrRE 2 X
L EHE o R E R A2 TP ET IR
(i e FHLLEPRT LR FOF 2§
#lEap 7Py 1 EZPETREES
A enig 2
(D)% % EH (e @& T iEl):
(DEFRFRELLv nF > F 4 E37F
ik EArEh s K oA #HE G
(D4 5 kE ot fé_ SEYF ABE
(liDE 22 h? 2 5 4 :xlaj Frk o Hu i

%g&—%?ﬁii W&%E%M”ﬁ
ik v ey > g4lERL B EF
x EPANILY C s e T

(1V)#~’€-ﬁ€ 21Tl e K 2L i fa 2 AP B eriR i
¢ $24 % EN ISO/IEC 17020 ™ #4 f*%ﬁﬁ
S E AR TR R B F L P e

=28 .

including standard EN ISO/IEC 17020 ‘Requirements for the operation of various types of bodies S
o o (V3 EHaiEs hizddvaf > gdlia

performing inspection’; PP

(v) has sufficient powers to perform the official control tasks delegated to it; and (OF Faeng NEFRLLCZ EFHPHELL
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competent authorities and the delegated body.
Article 30 # 30 %
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Conditions for delegating certain official control tasks to natural persons
Competent authorities may delegate certain official control tasks to one or more natural persons, where
the rules provided for in Articles 18 to 27 so allow. Such delegation shall be in writing and shall comply

with the following conditions:
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(a) the delegation contains a precise description of those official control tasks that the natural persons
may perform and the conditions under which the natural persons may perform those tasks;
(b) the natural persons:
(i) have the expertise, equipment and infrastructure required to perform those official control tasks
delegated to them;
(iiyare suitably qualified and experienced;
(iiijact impartially and are free from any conflict of interest as regards the exercise of those official
control tasks delegated to them; and
(c) there are arrangements in place ensuring efficient and effective coordination between the delegating

competent authorities and the natural persons.
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Article 31
Conditions for delegating certain tasks related to other official activities
1. The competent authorities may delegate certain tasks related to other official activities to one or more
delegated bodies subject to compliance with the following conditions:
(a) the rules referred to in Article 1(2) do not prohibit such delegation; and
(b) the conditions laid down in Article 29 are fulfilled with the exception of that laid down in point (b)(iv).
2. The competent authorities may delegate certain tasks related to other official activities to one or more
natural persons subject to compliance with the following conditions:
(a) the rules referred to in Article 1(2) allow such delegation; and
(b) the conditions laid down in Article 30, applied mutatis mutandis, are fulfilled.
3. Competent authorities shall not delegate to a delegated body or to a natural person the decision
concerning the tasks provided for in point (b) of Article 138(1) and in Article 138(2) and (3).
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Article 32
Obligations of the delegated bodies and natural persons
Delegated bodies or natural persons to which certain official control tasks have been delegated in
accordance with Article 28(1), or certain tasks related to other official activities have been delegated in

accordance with Article 31, shall:
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(a) communicate the outcome of the official controls and other official activities performed by them to the
delegating competent authorities on a regular basis and whenever those competent authorities so
request;

(b) immediately inform the delegating competent authorities whenever the outcome of the official controls
indicate non-compliance or point to the likelihood of non-compliance, unless specific arrangements
established between the competent authority and the delegated body or the natural person
concerned provides otherwise; and

(c) give competent authorities access to their premises and faciliies and cooperate and provide

assistance.
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Article 33
Obligations of the delegating competent authorities
Competent authorities that have delegated certain official control tasks to delegated bodies or natural
persons in accordance with Article 28(1), or certain tasks related to other official activities to delegated
bodies or natural persons in accordance with Article 31, shall:
(a) organise audits or inspections of such bodies or persons, as necessary and avoiding duplication,
taking into account any accreditation referred to in point (b)(iv) of Article 29;
(b) fully or partly withdraw the delegation without delay where:
(i) there is evidence that such a delegated body or natural person is failing to properly perform the
tasks delegated to it;
(ii)the delegated body or the natural person fails to take appropriate and timely action to remedy the
shortcomings identified; or
(iii)the independence or impartiality of the delegated body or natural person has been shown to be
compromised.
This point shall be without prejudice to the competence of the competent authorities to withdraw the

delegation for reasons other than those referred to in this Regulation.
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CHAPTER IV

Sampling, analyses, tests and diagnoses
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Methods used for sampling, analyses, tests and diagnoses
Methods used for sampling and for laboratory analyses, tests and diagnoses during official controls
and other official activities shall comply with Union rules establishing those methods or the
performance criteria for those methods.
In the absence of the Union rules as referred to in paragraph 1, and in the context of official controls
and other official activities, official laboratories shall use one of the following methods according to

the suitability for their specific analytical, testing and diagnostic needs:

(a) available methods complying with relevant internationally recognised rules or protocols including

those that the European Committee for Standardisation (CEN) has accepted; or
relevant methods developed or recommended by the European Union reference laboratories and

validated in accordance with internationally accepted scientific protocols;

(b) in the absence of the suitable rules or protocols, as referred to in point (a), methods which comply with

relevant rules established at national level, or, if no such rules exist, relevant methods developed or
recommended by national reference laboratories and validated in accordance with internationally
accepted scientific protocols; or

relevant methods developed and validated with inter or intra-laboratory methods validation studies in
accordance with internationally accepted scientific protocols.

Where laboratory analyses, tests or diagnoses are urgently needed and none of the methods
referred to in paragraphs 1 and 2 of this Article exists, the relevant national reference laboratory or, if
no such national reference laboratory exists, any other laboratory designated in accordance with
Article 37(1) may use methods other than those referred to in paragraphs 1 and 2 of this Article until
the validation of an appropriate method in accordance with internationally accepted scientific
protocols.

Wherever possible, methods used for laboratory analyses shall be characterised by the relevant
criteria set out in Annex lII.

Samples shall be taken, handled and labelled in such a way as to ensure their legal, scientific and
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technical validity.
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and distribution of the hazard in the animals or goods, to the perishability of the samples or the goods

and to the amount of available substrate, the competent authorities shall:

(a) when taking the sample, and if so requested by the operator, ensure that a sufficient quantity is taken

to allow for a second expert opinion and for the review referred to in paragraph 3, should this prove

necessary; or

(b) where it is not possible to take a sufficient quantity as referred to in point (a), inform the operator

3.

thereof

This paragraph shall not apply when assessing the presence of quarantine pests in plants, plant
products or other objects for the purpose of verifying compliance with the rules referred to in point (g)
of Article 1(2).

Member States may decide that, where there is a dispute between the competent authorities and the
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operators that is based on the second expert opinion referred to in paragraph 1, the operators may
request, at their own expense, the documentary review of the initial analysis, test or diagnosis and,
where appropriate, another analysis, test or diagnosis by another official laboratory.

4. The application by the operator for a second expert opinion under paragraph 1 of this Article shall not
affect the obligation of competent authorities to take prompt action to eliminate or contain the risks to
human, animal and plant health, or to animal welfare or, as regards GMOs and plant protection
products, also to the environment, in accordance with this Regulation and with the rules referred to in
Article 1(2).
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Article 36
Sampling of animals and goods offered for sale by means of distance communication

1. In the case of animals and goods offered for sale by means of distance communication, samples
ordered from operators by the competent authorities without identifying themselves may be used for
the purposes of an official control.

2. Competent authorities, once they are in possession of the samples, shall take all steps to ensure that
the operators from whom these samples have been ordered in accordance with paragraph 1:

(a) are informed that such samples have been taken in the context of an official control and, where
appropriate, are analysed or tested for the purposes of such official control; and

(b) where the samples referred to in that paragraph are analysed or tested, are able to exercise the right
to a second expert opinion, as provided for in Article 35(1).

3. Paragraphs 1 and 2 shall apply to delegated bodies and natural persons to which certain official

controls tasks have been delegated.
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Article 37
Designation of official laboratories
1. The competent authorities shall designate official laboratories to carry out the laboratory analyses,
tests and diagnoses on samples taken during official controls and other official activities, in the
Member State in whose territory those competent authorities operate or in another Member State or a

third country that is a Contracting Party to the Agreement on the European Economic Area.
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2. Competent authorities may designate as an official laboratory a laboratory located in another

Member State or third country that is a Contracting Party to the Agreement on the European

Economic Area, subject to compliance with the following conditions:

(a) appropriate arrangements are in place under which the competent authorities are enabled to perform

the audits and inspections referred to in Article 39(1) or delegate the performance of such audits and
inspections to the competent authorities of the Member State or third country that is a Contracting

Party to the Agreement on the European Economic Area where the laboratory is located; and

(b) that laboratory is already designated as an official laboratory by the competent authorities of the

(a)

(b)

(c)

(@)

(b)
(c)

(d)

(e)

5.
(@)

Member State on whose territory it is located.

The designation of an official laboratory shall be in writing and shall include a detailed description of:
the tasks that the laboratory carries out as an official laboratory;

the conditions under which it carries out the tasks referred to in point (a); and

the arrangements necessary to ensure efficient and effective coordination and collaboration between
the laboratory and the competent authorities.

The competent authorities may only designate as an official laboratory a laboratory which:

has the expertise, equipment and infrastructure required to carry out analyses or tests or diagnoses
on samples;

has a sufficient number of suitably qualified, trained and experienced staff;

ensures that the tasks conferred upon it as set out in paragraph 1 are performed impartially and
which is free from any conflict of interest as regards the exercise of its tasks as an official laboratory;
can deliver in a timely manner the results of the analysis, test or diagnosis carried out on the samples
taken during official controls and other official activities; and

operates in accordance with the standard EN ISO/IEC 17025 and is accredited in accordance with
that standard by a national accreditation body operating in accordance with Regulation (EC) No
765/2008.

The scope of the accreditation of an official laboratory as referred to in point (e) of paragraph 4:

shall include those methods of laboratory analysis, test or diagnosis required to be used by the
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6. Where no official laboratory designated in the Union or in a third country that is a Contracting Party to 6. % ®R& B 1WA 2 R A LS
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the Agreement on the European Economic Area in accordance with paragrap as the expertise, T PP N T e
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analyses, tests or diagnoses, the competent authorities may request a laboratory or diagnostic centre BRI EFIAF AW TRE - L I
) ) ] ] BRPFHRTADEY SREZE SRR
which does not comply with one or more of the requirements set out in paragraphs 3 and 4 to carry e
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out those analyses, tests and diagnoses.
Article 38 # I8 i .
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Obligations of official laboratories PR
1. Where the results of an analysis, test or diagnosis carried out on samples taken during official | 1 % BT ORISR R T RE YR IE R
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names of the methods used for analyses, tests or diagnoses performed in the context of official FrEdlfrdc f ey ”’ﬁ% (7 e 37~ RIRE
trols and other official activit R ETREATH S R LA
controls and other official activities. 4 ?%ﬁﬁi@lzfgﬁﬁwﬁémsﬁ# %,A"?ﬁj
4. Official laboratories shall indicate, at the request of the competent authorities, together with the TR p R ERERN TR LEE AR
results, the method used for each analysis, testing or diagnosis, performed in the context of official AT BIER BT ch2 2 AP o
controls and other official activities.
Article 39 ¥ 39 i
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2. Th horities shall immediately withdraw the designation of an official | ther | 20 TEEC T RAEIEL S LA AL e
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following as official laboratories irrespective of whether they fulfil the condition provided for in that

point:

(a) laboratories:

(i) whose sole activity is the detection of 7richinellain meat;

(ii) that only use the methods of detection of Trichinella referred to in Article 6 of Commission
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Implementing Regulation (EU) 2015/1375 58;

(iii) that carry out the detection of Trichinella under the supervision of the competent authorities or of
an official laboratory designated in accordance with Article 37(1) and accredited in accordance
with the standard EN ISO/IEC 17025 for the use of the methods referred to in point (ii) of this
point; and

(iv)that participate regularly and have satisfactory performance in the inter-laboratory comparative
tests or proficiency tests organised by the national reference laboratories for the methods they
use for the detection of Trichinella;

(b) laboratories which only carry out analyses, tests or diagnoses in the context of other official activities,
provided that they:

(i) only use the methods of laboratory analysis, test and diagnosis referred to in Article 34(1) and
point (a) or (b) of Article 34(2);

(ii) carry out the analyses, tests or diagnoses under the supervision of the competent authorities or of
the national reference laboratories in relation to the methods they use;

(iii) participate regularly and have satisfactory performance in the inter-laboratory comparative tests
or proficiency tests organised by the national reference laboratories in relation to the methods
they use; and

(iv) have a quality assurance system in place to ensure sound and reliable results from the methods
for laboratory analysis, test and diagnosis used.

2. Where the methods used by the laboratories referred to in point (b) of paragraph 1 of this Article
require confirmation of the result of the laboratory analysis, test or diagnosis, the confirmatory
laboratory analysis, test or diagnosis shall be carried out by an official laboratory which complies with
the requirements set out in point (e) of Article 37(4).

3. The official laboratories designated in accordance with paragraph 1 shall be located in the Member

States in whose territory the competent authorities which have designated them are located.
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Article 41 # 4] iF

Powers to adopt derogations from the condition for the mandatory accreditation of all the methods of
laboratory analysis, test and diagnosis used by official laboratories
The Commission shall adopt delegated acts in accordance with Article 144 to supplement this Regulation
concerning the cases where, and the conditions under which, competent authorities may designate as
official laboratories, in accordance with Article 37(1), laboratories which do not fulfil the conditions
referred to in point (e) of Article 37(4) in relation to all the methods they use for official controls or other
official activities, provided that such laboratories comply with the following conditions:
(a) they operate and are accredited in accordance with the standard EN ISO/IEC 17025 for the use of one
or more methods which are similar to and representative of the other methods they use; and
(b) they make regular and significant use of the methods for which they have obtained the accreditation
referred to in point (a) of this Article; except, as regards the area governed by the rules referred to in
point (g) of Article 1(2), where a validated method for the detection of the particular pests of plants

referred to in Article 34(1) and (2) does not exist.
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Article 42

Temporary derogations from the conditions of the mandatory accreditation for official laboratories

1. By way of derogation from point (a) of Article 37(5), the competent authorities may temporarily
designate an existing official laboratory as an official laboratory in accordance with Article 37(1) for
the use of a method of laboratory analysis, test or diagnosis for which it has not obtained the
accreditation referred to in point (e) of Article 37(4):

(a) when the use of that method is newly required by Union rules;

(b) when changes to a method in use require a new accreditation or an extension of the scope of the
accreditation obtained by the official laboratory; or

(c) in cases where the need for the use of the method results from an emergency situation or an
emerging risk to human, animal or plant health, animal welfare or, as regards GMOs and plant
protection products, also to the environment.

2. The temporary designation referred to in paragraph 1 shall be subject to the following conditions:
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(a)

(b)

(c)
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the official laboratory is already accredited in accordance with the standard EN ISO/IEC 17025 for the
use of a method which is similar to the one not included within the scope of its accreditation;

a quality assurance system is in place in the official laboratory to ensure sound and reliable results by
using a method which is not included within the scope of the existing accreditation;

the analyses, tests or diagnoses are carried out under the supervision of the competent authorities or

the national reference laboratory for that method.
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3. The temporary designation provided for in paragraph 1 shall not exceed a period of one year. It may TR
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be renewed once for a further period of one year. G mAME- & .
4. The official laboratories designated in accordance with paragraph 1 shall be located in the Member | 4. 345 % 1 4 i'rfv”g‘ B L NS TEE e
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Article 43 ¥ 43 iF

Official controls on animals and goods entering the Union

Official controls on animals and goods entering the Union shall be organised on a risk basis. In relation to

animals and goods referred to in Articles 47 and 48, such official controls shall be performed in

accordance with Articles 47 to 64.
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Animals and goods other than those subject to official controls at border control posts under section Il f I st mfrvli ff% }i}i’é o
Article 44 ¥ 44 i¥

Official controls on animals and goods other than those subject to official controls at border control posts

under Section Il
To ascertain compliance with the rules referred to in Article 1(2), the competent authorities shall
perform official controls regularly, on a risk basis and with appropriate frequency, on animals and
goods entering the Union and to which Articles 47 and 48 do not apply.
On animals and goods referred to in paragraph 1 the appropriate frequency of the official controls

shall be determined, taking into account:
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(a) the risks to human, animal or plant health, animal welfare or, as regards GMOs and plant protection
products, also to the environment, associated with different types of animals and goods;

(b) any information indicating the likelihood that consumers might be misled, in particular as to the
nature, identity, properties, composition, quantity, durability, country of origin or place of provenance,
method of manufacture or production of goods;

(c)the history of compliance with the requirements established by the rules referred to in Article 1(2)
applicable to the animals or goods concerned:

(i) of the third country and establishment of origin or place of production, as appropriate;

(ii) of the exporter;

(iii) of the operator responsible for the consignment;
(d)
(e)

the controls that have already been performed on the animals and goods concerned; and

the guarantees that the competent authorities of the third country of origin have given with regard to

compliance of the animals and goods with the requirements established by the rules referred to in

Article 1(2) or with requirements recognised to be at least equivalent thereto.

The official controls provided for in paragraph 1 shall be performed at an appropriate place within the

customs territory of the Union, including:

(a)

(b)

(c)
)
)

the point of entry into the Union;

a border control post;

the point of release for free circulation in the Union;
(d
(e
4.

the warehouses and the premises of the operator responsible for the consignment;

the place of destination.

Notwithstanding paragraphs 1 and 3, the competent authorities at border control posts and other
points of entry into the Union shall perform official controls on the following whenever they have
reason to believe that their entry into the Union may pose a risk to human, animal or plant health,
animal welfare or, as regards GMOs and plant protection products, also to the environment:

(a) means of transport, including where empty; and

(b) packaging, including pallets.
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5. The competent authorities may also perform official controls on goods that are placed under one of
the customs procedures defined in point (16)(a), (b) and (c) of Article 5 of Regulation (EU) No
952/2013 and in a temporary storage defined in point (17) of Article 5 of that Regulation.
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Article 45
Types of official controls on animals and goods other than those subject to official controls at border
control posts under Section Il
1.  Where official controls are performed in accordance with Article 44(1), they shall:
(a)
(b)

always include a documentary check; and

include identity checks and physical checks depending on the risk to human, animal or plant health,

animal welfare or, as regards GMOs and plant protection products, also to the environment.

2. The competent authorities shall carry out the physical checks referred to in point (b) of paragraph 1
under appropriate conditions allowing investigations to be conducted properly.

3. Where the documentary checks, identity checks or physical checks referred to in paragraph 1 of this
Article show that animals and goods do not comply with the rules referred to in Article 1(2), Article
66(1), (3) and (5), Articles 67, 68, and 69, Article 71(1) and (2), Article 72(1) and (2), Articles 137 and
138 shall apply.

4. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement

this Regulation concerning the cases where and the conditions under which competent authorities

may request operators to notify the arrival of certain goods entering the Union.
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Article 46
Samples taken on animals and goods other than those subject to official controls at border control posts
under Section Il
1. Where samples on animals and goods are taken, the competent authorities shall, without prejudice to
Articles 34 to 42:
(a) inform the operators concerned and, where appropriate, the customs authorities; and
(b) decide whether the animals or goods need to be detained pending the results of the analysis, test or

diagnosis carried out, or whether they can be released provided that the traceability of the animals or
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goods is ensured. (a) T B PER » UFL RS 11&%&(]3)‘%%%;
2. The Commission shall, by means of implementing acts: LB T g
: e Commission shall, by means of implementing acts: (b)ﬂ; AR MR LR S 1 TR
(a) establish the procedures necessary to ensure the traceability of the animals or goods referred to in E N N o A
A
point (b) of paragraph 1; and 24 ;’”w TR ARy 145(2) i T4/ 2 2% 4
B A 1 ;}% * o
(b) identify the documents that must accompany the animals or goods referred to in paragraph 1 when
samples have been taken by the competent authorities.
Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).
Section I w11 38m
%l:\jg,’ t‘,’ ¥ ﬁ 3 1 E"i"%_t"‘% 3 1
Official controls at border control posts on animals and goods W FAop# e gR Pl or A
Article 47 ¥ A7
/‘ % 3 ,E-_t % 3 ) éﬁi; 7 t‘,/
Animals and goods subject to official controls at border control posts PRLGRT B ¥k #
1. To ascertain compliance with the rules referred to in Article 1(2), the competent authorities shall L 2 mER ey 1) #2204 EF
i 2 RPN aE P
perform official controls, at the border control post of first arrival into the Union, on each consignment j fij;g% BJ ;29 r ?ivﬁ fj: z;% 7
of the following categories of animals and goods entering the Union:
(a) animals; Eagi’% i
i igi i i . . - b hAS AR5 58l A r‘?—"‘iii’fﬁﬁ
(b) »M1products of animal origin, germinal products and animal by-products; products of animal origin, Fqes B R bl b P RA R %
germinal products, animal by-products, hay and straw and foodstuffs containing both products of (M EHAER) ;
plant origin and processed products of animal origin (“composite products”) 4M1 (01345 (EU)2016/2031 i % T2(1) i f= T4(1)
. . . . . TR P H ¢ AR R e s i A S ol B
(c) plants, plant products, and other objects as referred to in the lists established pursuant to Articles B
72(1) and 74(1) of Regulation (EU) 2016/2031; (kp F=Wehh &> A ZE L& B RL § &
(d) goods from certain third countries for which the Commission has decided, by means of implementing PREAEY 2 A2 5 ()R *‘/*7; S
Ao d e R ATE DR G 0 NG BHRAP T
acts provided for in point (b) of paragraph 2 of this Article, that a measure requiring a temporary a2 &};{ 3855 1(2)x :Z 2
g °U SR 2 3 B R v il
increase of official controls at their entry into the Union is necessary due to a known or emerging risk R BB PR RO P F R BT PR 4
or because there is evidence that widespread serious non-compliance with the rules referred to in o ? Hlendy
i i ; (e) f &= Jr‘U}?‘%\(EC)l?S/ZOOZ ’%/i%xr % b3 1E
Article 1(2) might be taking place; (BC)2016/429 .43 % 261 > & (EU)2016/2031
(e) »M3 animals and goods which are subject to an emergency measure provided for in acts adopted in HE 7% 28(1)0F ~ % 30(1) 1% »40(3) 1% » 41(3)
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(f)

(a)

(b)

AhE SRR R & e

accordance with Article 53 of Regulation (EC) No 178/2002, Article 261 of Regulation (EU) 2016/429,
or Articles 28(1), 30(1), 40(3), 41(3), 49(1), 53(3) and 54(3) of Regulation (EU) 2016/2031 requiring
consignments of those animals or goods, identified by means of their codes from the Combined
Nomenclature, to be subject to official controls at their entry into the Union; 4M3

animals and goods in relation to whose entry into the Union conditions or measures have been
established by acts adopted in accordance with Article 126 or 128 respectively, or with the rules
referred to in Article 1(2), which require that compliance with those conditions or measures be
ascertained at the entry of the animals or goods into the Union.

The Commission shall, by means of implementing acts:

establish lists which set out all the animals and goods referred to in points (a) and (b) of paragraph 1,
indicating their codes from the Combined Nomenclature; and

establish the list of goods belonging to the category referred to in point (d) of paragraph 1, indicating
their codes from the Combined Nomenclature, and update it as necessary in relation to the risks
referred to in that point.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).

The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this
Regulation concerning amendments to the categories of consignments referred to in paragraph 1 of
this Article, to include composite products, hay and straw, and other products strictly limited to
products presenting a newly identified or a significantly increased risk to human, animal or plant
health or, as regards GMOs and plant protection products, also to the environment.

Unless otherwise provided by the acts establishing the measures or conditions referred to in points
(d), (e) and (f) of paragraph 1, this Article shall also apply to consignments of the categories of
animals and goods referred to in points (a), (b) and (c) of paragraph 1 when they are of a
non-commercial nature.

Operators responsible for the consignment shall ensure that animals and goods of the categories

referred to in paragraph 1 are presented for official controls at the border control post referred to
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therein.

Article 48 48 i
EAAE- R Uy o .
Animals and goods exempted from official controls at border control posts SERFHRP LA il e

The Commission shall adopt delegated acts in accordance with Article 144 to supplement this Regulation BR L § 1
BEY M40
|l+ ET‘JFL o l?l:-i ]1}: i

of animals and goods are exempted from Article 47, and when such exemption is justified: I

P v 144 iERF AR RuA L A
ing rules establishing th h d th diti der which, the followi tegori R Ep) AE oh L W ok A Y|
concerning rules establisning the cases wnere, an € conaitions unaer wnicn, the 1oliowing categories L%% VLR (o ﬁﬁ%’é LEsm

(a) goods sent as trade samples or as display items for exhibitions, which are not intended to be placed R 1“35”; e
LS N S LU T

on the market; (b)# >+ 18 p chends b o i 47 ;

(b) animals and goods intended for scientific purposes; () LR iE ‘Egjg] Erenpfoom oy AT I 0
(c) goods on board means of transport operating internationally which are not unloaded and are intended B LR A R ek E ‘/ﬁ' SR
CORNE LR R A R LR O

for consumption by the crew and passengers; Ao

(d) goods which form part of passengers personal luggage and are intended for personal consumptionor | (e)# % p A4 @ 2 75305 6 F 4 & 3+ f 4
(£)4-(EU)2016/429 8L % 415 % (11)2‘1‘h TR D

(e) small consignments of goods sent to natural persons which are not intended to be placed on the (). +ﬁ%]£ 50T R AZUBIE SRR L r4 2

use;

market; Wb
(f) petanimals as defined in point (11) of Article 4 of Regulation (EU) 2016/429; <h>$ FORSR EEETR G R RN R I
(g) goods which have undergone specific treatment and do not exceed quantities to be established in AL R A
those delegated acts;
(h) categories of animals or goods posing a low risk or no specific risk and for which controls at border

control posts are therefore not necessary.

Article 49 ) 3 49 i¥ )
e IR
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Official controls at border control posts

—
TR

1. To verify compliance with the applicable requirements laid down in the rules referred to in Article 1(2),

P

the competent authorities shall perform official controls on the consignments of the categories of

animals and goods referred to in Article 47(1) upon arrival of the consignment at the border control FEPEH . FHEF>FHReEEHRE
post. Those official controls shall include documentary checks, identity checks and physical checks. e b Ao 2R —?l
2. EEEWRENE T OIGL RS RS
2. Physical checks shall be performed where those checks concern: e
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(a)

(b)

(c)

animals, except aquatic animals, or meat and edible meat offal, by an official veterinarian, who may
be assisted by staff trained in accordance with the requirements established under paragraph 5 in
veterinary matters and designated by the competent authorities for that purpose;

aquatic animals, products of animal origin other than the ones referred to in point (a) of this
paragraph, germinal products or animal by-products, by an official veterinarian or by staff trained in
accordance with the requirements established under paragraph 5 and designated by the competent
authorities for that purpose;

plants, plant products and other objects, by an official plant health officer.

The competent authorities at border control posts shall systematically perform official controls on
consignments of animals being transported and on means of transport to verify compliance with the
animal welfare requirements laid down in the rules referred to in Article 1(2). Competent authorities
shall put in place arrangements to give priority to official controls on animals being transported and to
reduce delays on such controls.

The Commission may, by means of implementing acts, lay down rules on the practical arrangements
for presentation of consignments of the categories of animals and goods referred to in Article 47(1),
the transport units or sub-entities which can constitute an individual consignment and the maximum
number of such transport units or sub-entities in each consignment, taking into account the need to
ensure the rapid and efficient handling of the consignments and the official controls to be performed
by the competent authorities and, where relevant, international standards. Those implementing acts
shall be adopted in accordance with the examination procedure referred to in Article 145(2).

The Commission shall adopt delegated acts in accordance with Article 144 to supplement this
Regulation concerning rules establishing specific training requirements for staff referred to in

paragraph 2 of this Article for the performance of the physical checks at the border control posts.
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Article 50
Certificates and documents accompanying consignments and split consignments
The original official certificates or documents, or electronic equivalents, which are required by the

rules referred to in Article 1(2) to accompany consignments of the categories of animals and goods
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referred in Article 47(1) shall be presented to, and kept by, the competent authorities of the border

control post unless otherwise provided for in the rules referred to in Article 1(2).
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checks and physical checks on categories of animals and goods subject to the official controls
provided for in Article 47(1) which enter the Union by sea or by air transport from a third country,
when those animals or goods are moved from a vessel or aircraft and are transported under customs
supervision to another vessel or aircraft in the same port or airport in preparation for onward travel

(‘transhipped consignments’);

2. The competent authorities of the border control post shall issue the operator responsible for the FREPEY 1 mr®kz 20 ;\ w g\4 v itz
consignment with an authenticated paper or electronic copy of the official certificates or documents A FF””E F R A ek AT A RIUES
. . . . . . T i ,ﬁg*—r/?LL‘«axé—«\;Qii7‘g‘%ﬁ—mi\;;ﬁ:;mJ_
referred to in paragraph 1 or, if the consignment is split, with individually authenticated paper or X o
electronic copies of such certificates or documents. 3. BRFFEFEIREFRALE HO6ETHRE LK
3. Consignments shall not be split until official controls have been performed and the Common Health fF ffi?éj;ﬁ © = (CHED) ® Jf;% * 56;5)‘/'%“"?’;
ST kb B are 2z m » # HiT 4 3L1E
Entry Document (CHED) referred to in Article 56 has been finalised in accordance with Article 56(5) 4 .@é TEY *21:"*’?“ 144 548 % S qp % 0
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and Article 57. MR RT Y MR LR BRI R AW
4. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement 'H:ft‘ﬂ‘_r CHED <& Jf g2 % AT(1) ik “T3 * 2 #5 4 {
. . . N 3 . R FAEP T E S
this Regulation concerning rules establishing the cases where, and the conditions under which, the
CHED is required to accompany consignments of the categories of animals and goods referred to in
Article 47(1) to the place of destination.
Article 51 X
BE 4T3 F e e
Specific rules for official controls at border control posts FRFHLT 2 FHALURE
1. The Commission shall adopt delegated acts in accordance with Article 144 to supplement this L. gﬁﬂ L RATIRE 144 R ER PR o A
_ . _ ) ) i LARTF M TIEE TR
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(c) the cases where, and the conditions under which, identity checks and physical checks of transhipped
consignments and of animals arriving by air or sea and staying on the same means of transport for
onward travel may be performed at a border control post other than the one of first arrival into the
Union;

(d) the cases where, and the conditions under which, the transit of consignments of the categories of

animals and goods referred to in Article 47(1) may be authorised and certain official controls to be

performed at border control posts on such consignments, including the cases and conditions for the
storage of goods in specially approved customs warehouses or in free zones;

(e) the cases where, and the conditions under which, derogations from the rules on identity checks and

physical checks shall apply as regards transhipped consignments and transit of consignments of the

goods referred to in point (c) of Article 47(1).

The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement

this Regulation concerning rules to establish the cases where, and the conditions under which,

derogations from the rules on documentary checks shall apply as regards transhipped consignments

and transit of consignments of the goods referred to in point (c) of Article 47(1).
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Article 52
Details of documentary checks, identity checks and physical checks
For the purposes of ensuring the uniform implementation of Articles 49, 50 and 51, the Commission shall,
by means of implementing acts, lay down detailed rules on the operations to be carried out during and

after the documentary checks, identity checks and physical checks referred to in those Articles to ensure
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the efficient performance of those official controls. Those implementing acts shall be adopted in PR TP RS 145(2) F TR 2 2% AR
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accordance with the examination procedure referred to in Article 145(2).
Article 53 - ¥ 53 iF -
N TS FIEE Y

Official controls not performed at border control posts
1. The Commission shall adopt delegated acts in accordance with Article 144 to supplement this
Regulation concerning rules establishing the cases where and the conditions under which:

(a) identity checks and physical checks on consignments of the categories of animals and goods referred
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(b)

(c)

(d)

(e)
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to in Article 47(1) may be performed by competent authorities at control points other than border
control posts provided that those control points comply with the requirements provided for in Article
64(3) and in the implementing acts adopted in accordance with Article 64(4);
physical checks on consignments which have undergone documentary checks and identity checks at
a border control post of first arrival into the Union may be performed at another border control post in
a different Member State;
identity checks and physical checks on consignments which have undergone documentary checks at
a border control post of first arrival into the Union may be performed at another border control post in
a different Member State;

specific control tasks may be performed by customs authorities or other public authorities, insofar as
those tasks are not already falling under the responsibility of those authorities, on:
(i) consignments referred to in Article 65(2);
(i) passengers’ personal luggage;
(iii) goods ordered by sales through distance contracts, including by telephone or via the internet;
(iv) pet animals which meet the conditions laid down in Article 5 of Regulation (EU) No 576/2013 of

the European Parliament and of the Council®®;

documentary checks on consignments of plant, plant products and other objects referred to in point

(c) of Article 47(1) may be performed at distance from a border control post.
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2. Point (b) of Article 56(3), point (a) of Article 57(2), Article 59(1), points (a) and (d) of Article 60(1) and | 2. ¥ 56(3)#% % (b)# ~ & 57(2)% & (a)#: > &
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Frequency of documentary checks, identity checks and physical checks
1. All consignments of the categories of animals and goods referred to in Article 47(1) shall be subject to Lo % AT(D#F 4% 2 2372 955 B e | 47 875 o0
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documentary checks.

Identity checks and physical checks shall be performed on consignments of the categories of animals
and goods referred to in Article 47(1) at a frequency dependent on the risk posed by each animal,
good or category of animals or goods to human, animal or plant health, animal welfare or, as regards
GMOs and plant protection products, also to the environment.

The Commission shall, by means of implementing acts, lay down rules for the uniform application of
the appropriate frequency rate referred to in paragraph 2. Those rules shall ensure that those

frequencies are higher than a zero frequency and shall establish:

(a) the criteria and the procedures for determining and modifying the frequency rates of identity checks

(b)

(c)

4.
(@)

and physical checks to be performed on consignments of the categories of animals and goods

referred to in points (a), (b) and (c) of Article 47(1) and to adjust them to the level of risk associated

with those categories, having regard to:

(i) information collected by the Commission in accordance with Article 125(1);

(i) the outcome of controls performed by Commission experts in accordance with Article 120(1);

(iii) operators’ past record as regards compliance with the rules referred to in Article 1(2);

(iv) data and information collected via the information management system for official controls
(IMSOC) referred to in Article 131;

(v) available scientific assessments; and

(vi) any other information regarding the risk associated to the categories of animals and goods;

the conditions under which Member States may increase the frequency rates of identity checks and

physical checks established in accordance with point (a) so as to take account of local risk factors;

the procedures for ensuring that the frequency rates of identity checks and physical checks

established in accordance with point (a) are applied in a timely and uniform manner.

Those implementing acts shall be adopted in accordance with the examination procedure referred to

in Article 145(2).

The Commission shall, by means of implementing acts, lay down rules on:

the frequency of identity checks and physical checks for the categories of goods referred to in point
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(d) of Article 47(1); and

(b) the frequency of identity checks and physical checks for the categories of animals and goods referred
to in points (e) and (f) of Article 47(1) as long as this is not already provided for in the acts referred to
therein.

Those implementing acts shall be adopted in accordance with the examination procedure referred to in

Article 145(2).
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Article 55
Decisions on consignments

1. A decision shall be taken by the competent authorities on each consignment of the categories of
animals and goods referred to in Article 47(1) following the performance of official controls including
documentary and, where necessary, identity checks and physical checks, indicating whether the
consignment is in compliance with the rules referred to in Article 1(2) and, where relevant, the
applicable customs procedure.

2.

(a) an official veterinarian where they concern animals, products of animal origin, germinal products or

Decisions on consignments shall be taken by:

animal by-products; or
(b) an official plant health officer where they concern plants, plant products and other objects.
3. By way of derogation from point (a) of paragraph 2, competent authorities may decide that the
decision on consignments of fishery products, live bivalve molluscs, live echinoderms, live tunicates
and live marine gastropods intended for human consumption, be taken by appropriately trained staff

who have been specifically designated by competent authorities for that purpose.
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Article 56
Use of the Common Health Entry Document (CHED) by the operator and by the competent authorities

1. For each consignment of the categories of animals and goods referred to in Article 47(1) the operator
responsible for the consignment shall complete the relevant part of the CHED, providing the
information necessary for the immediate and complete identification of the consignment and its

destination.
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References in this Regulation to the CHED include a reference to its electronic equivalent.

The CHED shall be used by:

the operators responsible for consignments of the categories of animals and goods referred to in
Article 47(1) in order to give prior notification to the competent authorities of the border control post of

arrival of those consignments; and

(b) the competent authorities of the border control post, in order to:

(i) record the outcome of the official controls performed and any decisions taken on that basis,
including the decision to reject a consignment;

(i) communicate the information referred to in point (i) through the IMSOC.
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4. Operators responsible for the consignment shall give prior notification in accordance with point (a) of A fFEr @y j‘%’fj% ¥ 3% (a)émi
T_TeiE N R 2o 3LiE oo LB
paragraph 3 by completing and submitting the relevant part of the CHED into the IMSOC for CHED &% Fﬁgﬁf‘w;% 2 IMS(;F; ,3: X L
transmission to the competent authorities of the border control post prior to the physical arrival of the oo BAIHEER IR BT Y
consignment into the Union. 5. FHEHIZ T BHMELT AT - K
» o _ ¥ TR CHED > ¥ :
5. The competent authorities of the border control post shall finalise the CHED as soon as: (a)% 49C1)iF =& ferer § % § §lH w305 i
(a) all official controls required by Article 49(1) have been performed; 2=
(b) the results from physical checks, where such checks are required, are available; and (b) & 4t ; ¥ kﬁﬁ —6 L 7‘% higke s Bg *
. _ . , , (c)® 45 % 55 iE T d) B3 3%30 8 o cijd- € 3 3 4
(c) a decision on the consignment has been taken in accordance with Article 55 and recorded on the 4 CHED L P& o
CHED.
Article 57 ¥ o7 i
# B ¥ CHED 2 & #
Use of the CHED by customs authorities Ak '
1. The placing and handling of consignments of the categories of animals and goods referred to in | 1. 13457 B AR 5 5 AT(1) i #1462 2 & 4 v |7 4
Article 47(1) und { dure, including the entry or handling in cust h UL R AR R F R S B
icle 47(1) under a customs procedure, including the entry or handling in customs warehouses or GEMAEA D TR AS s R A BEE 48
free zones, shall be subject to the presentation of the CHED by the operator responsible for the EATR E 2B A M E F B3 iEfo® DA AT S 2
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and the rules referred to in Articles 53 and 54. At this stage, the CHED shall have been duly finalised B ? EF b2 M A DNSOC ® 4 rn 5t %
in the IMSOC by the competent authorities of the border control post. oz
2. Customs authorities shall: 2. AH f‘?ﬁ :



http://eur-lex.europa.eu/

AP E R e S R 2

(a) not allow the placing of the consignment under a customs procedure different from the one indicated
by the competent authorities of the border control post; and

(b) without prejudice to the exemptions referred to in Article 48 and the rules referred to in Articles 53 and
54, only allow the release for free circulation of a consignment upon presentation of a duly finalised
CHED which confirms that the consignment is in compliance with the applicable rules referred to in
Article 1(2).

Where a customs declaration is made for a consignment of the categories of animals or goods
referred to in Article 47(1) and the CHED is not presented, the customs authorities shall detain the
consignment and immediately notify the competent authorities of the border control post. The

competent authorities shall take the necessary measures in accordance with Article 66(6).
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Article 58
Format, time requirements and specific rules for the use of the CHED
The Commission shall, by means of implementing acts, lay down rules on:
(a) the format of the CHED and the instructions for its presentation and use, taking into account relevant
international standards; and
(b) the minimum time requirements for prior notification of consignments by operators responsible for the
consignment as provided for in point (a) of Article 56(3) in order to enable the competent authorities
of the border control post to perform official controls in a timely and effective manner.
Those implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 145(2).
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Article 59
Designation of border control posts
1. Member States shall designate border control posts for the purpose of performing official controls on
one or more of the categories of animals and goods referred to in Article 47(1).
Member States shall notify the Commission before designating a border control post. That notification
shall include all the information necessary for the Commission to verify that the proposed border

control post complies with the minimum requirements laid down in Article 64.
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Within three months of receiving the notification referred to in paragraph 2, the Commission shall

inform the Member State:

(a) whether the designation of the proposed border control post is dependent upon the favourable

outcome of a control performed by Commission experts in accordance with Article 116 in order to

verify compliance with the minimum requirements laid down in Article 64; and

(b) of the date of such a control, which is not to be later than six months from the notification.

& DABRER AR A £ Soum http //cur lex.europa.cu)

mine B R H A 111.10.31

3. AT IF 2 ATHRE 2 Gwﬁrmg =B ROEE
HEERULTER R TEF

()8 5§ 412k ik AT PP U4 g%a

*q%‘}’ 1161‘ M‘r*![‘f’fm?ﬁ; P‘f J'Ec ) l('f
BHETHLEY 64 ETR B MR Fy X
(DZAFHIPp Y > 2 @R i B oo
4. &r%ﬁif;’fﬁig Jffx;};% 319’134—:«%%1 R w0 i
dHE G RETREFL AL R g

R i 2

4. In cases where the Commission has informed a Member State, in accordance with paragraph 3, that 5. ¢ F E&]}@Jibfa‘ﬂ {5 AT IR
a control is not necessary, the Member State may proceed with the designation. SRR L B R 72 4l
5. The Member State shall delay designating the border control post until the favourable outcome of the Flgk st HEHNLERIBAEAEAIZP
control has been communicated to it by the Commission. The Commission shall communicate the %33 B AR 3R ()RR A 2Pl
outcome of its control as referred to in point (a) of paragraph 3 at the latest within three months from LwERE
the date of that control.
Article 60 # 60 %
Listing of border control posts FRF #2270
1. Each Member State shall make available on the internet up-to-date lists of border control posts on its 1 = f?‘ Y e 3 l*——ﬂ AR 4 BATEE
territory, providing the following information for each border control post: i? Ha el 25 BERFHARBENTF
(a) its contact details; (a)® mp i m &
(b) its opening hours; (b) & B 2p [
(c) its exact location and whether it is a port, airport, rail or road entry point; and (e)% 5 R ?;If;ﬁ %f RE R R RS
(d) the categories of animals and goods referred to in Article 47(1) which are included in the scope of its | (d) :; 47 151 1 #7482 2 78t do o fo i 47 dg w2 e
designation. f‘f*—i #dp [ﬁi F\,, " .
2. The Commission shall, by means of implementing acts, lay down rules on the format, categories, 2 gﬂi A %ﬁd iRl SRR A T

abbreviations for designations and other information to be used by Member States in the lists of
border control posts. Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 145(2).
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Article 61

Withdrawal of approvals for, and re-designation of, existing border control entities
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1. The approval of border inspection posts in accordance with Article 6 of Directive 97/78/EC and Article L 295 % 97/78/EC 5udp £ % 6 % ‘frt’*’; 91/496/EEC
6 of Directive 91/496/EEC, the designati f points of entry i d ith Article 5 of Bodp £ ¥ 6“#@‘7\@ *ﬁévéﬂ 1
of Directive , the designation of points of entry in accordance wi icle 5 o (EC)66/2009 $.4.3 % 5 £ 4% 2000/29/EC %
Regulation (EC) No 669/2009 and with Article 13c(4) of Directive 2000/29/EC and the designation of Fad % 13c(A)iF#riv2 » B ghdy &0 1A {345
first points of introduction in accordance with Article 5 of Commission Regulation (EU) No 284/201160 R AL ¢ (ED) 284/2011 5L % 5 iF#fiF2
hall be withd Bl Bhenip TR S
shall be withdrawn. 2. ¢ RRT Y S0(D®E 1 FHR2 2 EH K
2. Member States may re-designate border inspection posts, designated points of entry, points of entry AN p BB B ghfe® - 5l » ZhE AT
and first points of introduction referred to in paragraph 1 of this Article as border control posts in Ei* fﬁ’? b FRBEE 64 1FTHRE 2
. . . . : : : LR R e
accordance with Article 59(1) provided that the minimum requirements referred to in Article 64 are 3. $ 5062 202 340l 5HEAG HAES 2
complied with. WA R 2 AT o
3. Article 59(2), (3) and (5) shall not apply to the re-designation referred to in paragraph 2 of this Article.
Article 62 # 025
~ P 3 W _L & : ﬁ_, ﬁ:
Withdrawal of the designation of border control posts 27 T LF fe i
1. Where border control posts cease to comply with the requirements referred to in Article 64, the 1 *“%éfi? FlsE2 R 8% B4 TR S 2
Member States shall: ' f R Wj% Y -y
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(a) withdraw the designation provided for in Article 59(1) for all or for certain categories of animals and Bu 2 @B E Al TR, e
goods for which the designation was made; and (b)AH 60 fr2 1 “fak 2 2 @B F F1=b » H ¥ geit
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(b) remove those border control posts from the lists referred to in Article 60(1), for the categories of
animals and goods for which the designation is withdrawn.
2. Member States shall inform the Commission and the other Member States of the withdrawal of the | 2. & & i BIBL &AL R & § 0 &G B
% 1 IR B # nEF R
designation of a border control post as provided for in paragraph 1 and of the reasons for such f}ﬁ@ B o TR Fl oy LA
withdrawal.
3. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement | 3 ® & 1% § 3 fE 43453 144 ik * it 5o

this Regulation concerning the cases where, and the procedures by which, border control posts for

which the designation has only been partially withdrawn in accordance with point (a) of paragraph 1
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of this Article may be re-designated by way of derogation from Article 59. R
4. This Article shall be without prejudice to Member States’ t to decid the withd | of Lo RELRTET CREF R AT R
: is Article shall be without prejudice to Member States’ competence to decide on the withdrawal o s R 2 g LiT} B 41k R
designation of border control posts for reasons other than those referred to in this Regulation. ¥ 3 Hes) 2 o
Article 63 #O3H
B 2 %
Suspension of the designation of border control posts R P HA LA T A
1. A Member State shall suspend the designation of a border control post and order its activities to be Lo & f Fkges 2905 & R L sl ihde 4 fe )
topped, for all or for certain categories of animals and goods for which the designati de, | *ﬂ’éwﬁhﬁg?ﬁ“‘”'I%M%KW’T
stopped, for all or for certain categories of animals and goods for which the designation was made, in I T B
cases where such activities may result in a risk to human, animal or plant health, animal welfare or, B R R B ARAL > BT A Fleag 4
as regards GMOs and plant protection products, also to the environment. In the case of a serious Py A & V2 HEREZR G o L4k
isk, th i hall be with i diate effect §ERPFEERGF > RIZAG R T Lok
risk, the suspension shall be with immediate effect. 9 gﬁwﬁaf"r’d*nim%‘rr%éf‘?#:‘h BT
2. Member States shall immediately inform the Commission and the other Member States of any Yo e & g FE A B R ch R T AoRc B R
suspension of the designation of a border control post and the reasons for such a suspension. LR E gRM-
3. Member States shall indicate th ion of the designation of a border control post in the lists | -y 1 L/ % B0 B 193k % g i ¥ 2
. Member States shall indicate the suspension of the designation of a border control post in the lists $5E I g T %émrr' i
referred to in Article 60(1). 4. ¢ A RER L_‘ﬁ THERFFEEZEEG R 1 E TR
4. Member States shall remove the suspension provided for in paragraph 1 as soon as: CLondp LR 2 A%

(a) the competent authorities are satisfied that the risk referred to in paragraph 1 no longer exists; and

(b) they have communicated to the Commission and to the other Member States the information on the

basis of which the suspension is removed.
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designation of border control posts for reasons other than those referred to in this Regulation. TF R o
Article 64 # 64 5 .
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Minimum requirements for border control posts FRF
1. Border control posts shall be located in the immediate vicinity of the point of entry into the Union and Lo 8 ek e 03 » RrR! N AR B 3 2 7
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(2) of Regulation (EU) No 952/2013 or in a free zone.
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situated at a distance other than in the immediate vicinity of the point of entry into the Union in cases
of specific geographical constraints.

3. Border control posts shall have:

(a) a sufficient number of suitably qualified staff;

(b) premises or other facilities appropriate to the nature and volume of the categories of animals and
goods handled;

(c) equipment and premises or other facilities to allow the performance of official controls for each of the
categories of animals and goods for which the border control post has been designated;

(d) arrangements in place to ensure, as appropriate, access to any other equipment, premise and service
necessary to apply the measures taken in accordance with Articles 65, 66 and 67 in cases of
suspicion of non-compliance, non-compliant consignments or consignments presenting a risk;

(e) contingency arrangements to ensure the smooth operation of official controls and the effective
application of the measures taken in accordance with Articles 65, 66 and 67 in cases of
unforeseeable and unexpected conditions or events;

(f) the technology and equipment necessary for the efficient operation of the IMSOC and, as appropriate,
of other computerised information management systems necessary for the handling and exchange of
data and information;

(g) access to the services of official laboratories capable of providing analytical, testing and diagnostic
results within appropriate deadlines and equipped with the information technology tools necessary to
ensure the introduction of the results of analyses, tests or diagnoses carried out into the IMSOC as
appropriate;

(h) appropriate arrangements for the proper handling of different categories of animals and goods and to
prevent risks which may result from cross-contamination; and

(i) arrangements to comply with relevant biosecurity standards in order to prevent the spread of diseases
into the Union.

4. The Commission may, by means of implementing acts, lay down detailed rules on the requirements

under paragraph 3 of this Article to take into account specific features and logistic needs related to
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the performance of official controls and to the application of the measures taken in accordance with
Article 66(3) and (6) and Article 67 in relation to the different categories of animals and goods
referred to in Article 47(1). Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 145(2).

The Commission shall adopt delegated acts in accordance with Article 144 to supplement this
Regulation concerning the cases and conditions under which border control posts designated for the
imports of unprocessed logs and sawn and chipped wood may be exempted from one or more of the
obligations referred to in paragraph 3 of this Article to take into account the needs of competent
authorities in charge of official controls operating under specific geographical constraints, while

ensuring the proper performance of the controls.
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In the event of suspicion of non-compliance of consignments of the categories of animals and goods UG E A4 TE 2 1ok AT iR 1 riE 2 2 B 4
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authorities shall perform official controls in order to confirm or to eliminate that suspicion.
Consignments of animals and goods which are not declared by operators to consist of the categories
of animals and goods referred to in Article 47(1), shall be subject to official controls by the competent
authorities where there is reason to believe that such categories of animals or goods are present in
the consignment.

The competent authorities shall place the consignments referred to in paragraphs 1 and 2 under
official detention pending the outcome of the official controls provided for in those paragraphs.

Where appropriate, those consignments shall be isolated or quarantined and animals shall be
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operator responsible for the consignment or the official controls give grounds to believe that the rules
referred to in Article 1(2) have been seriously or repeatedly infringed, they shall, where appropriate,
and in addition to the measures provided for in Article 66(3), intensify as appropriate official controls
on consignments with the same origin or use.

5. The competent authorities shall notify the Commission and the Member States through the IMSOC of
their decision to perform intensified official controls, as provided for in paragraph 4 of this Article,
indicating the reasons for their decision.

6. The Commission shall, by means of implementing acts, lay down rules on the procedures for the
coordinated performance by competent authorities of the intensified official controls referred to in

paragraphs 4 and 5 of this Article. Those implementing acts shall be adopted in accordance with the
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1. The competent authorities shall place under official detention any consignment of animals or goods

entering the Union which does not comply with the rules referred to in Article 1(2) and shall refuse its
entry into the Union.
The competent authorities shall isolate or quarantine, as appropriate, any such consignment and the
animals belonging to it shall be kept, cared for or treated under appropriate conditions pending any
further decision. If possible, the competent authorities shall also take into account the interest of
providing special care in respect of certain types of goods.

2. The Commission shall, by means of implementing acts, lay down rules on the practical arrangements
for the isolation and quarantine provided for in the second subparagraph of paragraph 1 of this
Article. Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 145(2).

3. The competent authority shall, as regards the consignment referred to in paragraph 1 order, without
delay, the operator responsible for the consignment to:

(a) destroy the consignment;
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(b) re-dispatch the consignment outside the Union in accordance with Article 72(1) and (2); or

(c) subject the consignment to special treatment in accordance with Article 71(1) and (2) or to any other
measure necessary to ensure compliance with the rules referred to in Article 1(2), and, where
appropriate, allocate the consignment for purposes other than those for which it was originally
intended.

Any action referred to in points (a), (b) and (c) of the first subparagraph shall be performed in
compliance with the rules referred to in Article 1(2), including in particular, as regards consignments
of live animals, those intended to spare animals any avoidable pain, distress or suffering.

When the consignment consists of plants, plant products or other objects, points (a), (b) and (c) of the
first subparagraph shall be applied either to the consignment or to lots thereof.

Before ordering the operator to take action in accordance with (a), (b) and (c) of the first
subparagraph, the competent authority shall hear the operator concerned, unless immediate action is
necessary in order to respond to a risk to human, animal or plant health, animal welfare or, as
regards the GMOs and plant protection products, also to the environment.

4. Where the competent authority orders the operator to take one or more of the actions laid down in
point (a), (b) or (c) of the first subparagraph of paragraph 3, that competent authority may
exceptionally authorise the action to be taken in respect of a part of the consignment only, provided
that the partial destruction, re-dispatch, special treatment, or other measure:

(a) is such as to ensure compliance;

(b) does not pose a risk to human, animal or plant health or to animal welfare or, as regards GMOs and
plant protection products, also to the environment; and

(c) does not disrupt official control operations.

5. The competent authorities shall immediately notify any decision to refuse entry of a consignment as
provided for in paragraph 1 of this Article, and any order issued in accordance with paragraphs 3 and
6 of this Article and with Article 67 to:

(a) the Commission;
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(b) the competent authorities of the other Member States;
(c) the customs authorities;
(d
(e) the operator responsible for the consignment.

That notification shall be performed via the IMSOC.

the competent authorities of the third country of origin; and

)
)
)
)
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6. If a consignment of the categories of animals or goods referred to in Article 47(1) is not presented for 6. e % AT(D)FE#T3E 2 2 $: 40 & 4 8 5] et
the official controls referred to therein, or is not presented in rdan ith the requirements laid PR G RLRE ORI S AL jﬂz
e official controls referred to therein, or is not presented in accordance wi e requirements lai 23 % 50(1D% ()i~ % 56(1)~ (3)2 (4)
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Measures to be taken on animals or goods entering the Union from third countries presenting a risk HEF =R~ wE P‘:; ; 5% il Rt

Where official controls indicate that a consignment of animals or goods presents a risk to human, animal

or plant health, animal welfare or, as regards GMOs and plant protection products, also to the

environment, such consignment shall be isolated or quarantined and the animals belonging to it shall be
kept, cared for or treated under appropriate conditions pending any further decision.

The competent authorities shall retain the consignment concerned under official detention and shall,

without delay, order the operator responsible for that consignment to:

(a) destroy the consignment in compliance with the rules referred to in Article 1(2), taking all the
measures necessary to protect human, animal or plant health, animal welfare or the environment,
and as regards live animals including in particular the rules on the sparing of any avoidable pain,
distress or suffering; or

(b) subject the consignment to special treatment in accordance with Article 71(1) and (2).

The measures referred to in this Article shall be applied at the expense of the operator responsible for the
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Follow-up of decisions taken in relation to non-compliant consignments entering the Union from third B4R B -2 2 18 5 B
countries
1. The competent authorities shall: Lo ET#uE:
L - o , _ (a) & isﬁm'F’TT C RT3 % 66 iE 3
(a) invalidate the official certificates and as appropriate other relevant documents accompanying fez 6 112 % 67 p/“#% GRamLE R T

consignments which have been subject to measures pursuant to Article 66(3) and (6) and Article 67;

and

(b) cooperate in accordance with Articles 102 to 108 to take any further measures necessary to ensure

that it is not possible to reintroduce consignments into the Union which have been refused entry in

accordance with Article 66(1).
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2. The competent authorities in the Member State where the official controls were performed shall B R R A R L ,% L H S
supervise the application of the measures ordered in accordance with Article 66(3) and (6) and Article PRy R P z’%z‘ié B EAL IR
67 to ensure that the consignment does not give rise to adverse effects on human, animal or plant # ’
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health, animal welfare, or the environment, during or pending the application of those measures. BEBMAEFT 2
Where appropriate, such application shall be completed under the supervision of the competent
authorities of another Member State.
Article 69 ﬁ%ﬂﬂ "
iy B L7 Rl 356
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concerned, the competent authorities shall order:

(a) that the consignment be destroyed or subject to any other appropriate measure;
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(b) in the cases referred to in Article 67, that the consignment be destroyed in suitable facilities located as
close as possible to the border control post, taking all measures necessary to protect human, animal

or plant health, animal welfare or the environment.

3. The competent authorities may extend the period referred to in paragraphs 1 and 2 of this Article for
the time necessary to obtain the results of the second expert opinion referred to in Article 35,
provided that this is without adverse effects to human, animal and plant health, animal welfare or, as
regards GMOs and plant protection products, also to the environment.

4. The measures referred to in this Article shall be applied at the expense of the operator responsible for

the consignment.
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Article 70
Consistency of application of Articles 66, 67 and 68
The Commission shall, by means of implementing acts, lay down rules to ensure consistency across all
border control posts referred to in Article 59(1), and control points referred to in point (a) of Article 53(1),
of decisions and measures taken and orders issued by the competent authorities in accordance with
Articles 66, 67 and 68 which are to be followed by the competent authorities when responding to common
or recurring situations of non-compliance or risk. Those implementing acts shall be adopted in

accordance with the examination procedure referred to in Article 145(2).
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Article 71
Special treatment of consignments

1. The special treatment of consignments provided for in point (c) of Article 66(3) and point (b) of Article
67 may, as appropriate, include:

(a) treatment or processing, including decontamination, where appropriate, but excluding dilution, so that
the consignment complies with the requirements of the rules referred to in Article 1(2), or with the
requirements of a third country of re-dispatch; or

(b) treatment in any other manner suitable for safe animal or human consumption or for purposes other
than animal or human consumption.

2. The special treatment provided for in paragraph 1 shall:
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(a) be carried out effectively and ensure the elimination of any risk to human, animal or plant health,
animal welfare or, as regards GMOs and plant protection products, also to the environment;

(b) be documented and carried out under the control of the competent authorities or, where appropriate,
under the control of the competent authorities of another Member State by mutual agreement; and

(c) comply with the requirements laid down in the rules referred to in Article 1(2).

3. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation concerning the requirements and the conditions in accordance with which the special
treatment provided for in paragraph 1 of this Article is to take place.

In the absence of rules adopted by delegated acts, such special treatment shall take place in
accordance with national law.
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Article 72
Re-dispatch of consignments

1. The competent authorities shall allow the re-dispatch of consignments subject to compliance with the
following conditions:

(a) the destination has been agreed with the operator responsible for the consignment;

(b) the operator responsible for the consignment has informed the competent authorities of the Member
State in writing that the competent authorities of the third country of origin or, if different, the third
country of destination have been informed of the reasons and circumstances for the refusal of the
entry into the Union of the consignment of animals or goods concerned;

(c) where the third country of destination is not the third country of origin, the operator has obtained the
agreement of the competent authorities of that third country of destination and those competent
authorities have notified the competent authorities of the Member State that they are prepared to
accept the consignment; and

(d) in the case of consignments of animals, the re-dispatch is in compliance with animal welfare
requirements.

2. The conditions set out in points (b) and (c) of paragraph 1 of this Article shall not apply to
consignments of the categories of goods referred to in point (c) of Article 47(1).
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Article 73 79 i

Approval of pre-export controls performed by third countries

1. The Commission may, by means of implementing acts, approve, upon request of a third country,
specific pre-export controls that that third country carries out on consignments of animals and goods
prior to export to the Union with a view to verifying that the exported consignments satisfy the
requirements of the rules referred to in Article 1(2). Such approval shall only apply to consignments
originating in the third country concerned and may be granted for one or more categories of animals
or goods. Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 145(2).

2. The approval provided for in paragraph 1 shall specify:

(a) the maximum frequency of official controls to be performed by the competent authorities of Member
States at the entry of the consignments into the Union, where there is no reason to suspect
non-compliance with the rules referred to in Article 1(2) or fraudulent or deceptive practices;

(b) the official certificates that must accompany consignments entering the Union;

(c) a model for the certificates referred to in point (b);

(d) the competent authorities of the third country under the responsibility of which pre-export controls
must be performed; and

(e) where appropriate, any delegated body to which those competent authorities may delegate certain

tasks. Such delegation may only be approved if it meets the criteria set out in Articles 28 to 33 or

equivalent conditions.

The approval provided for in paragraph 1 of this Article may only be granted to a third country if the

evidence available and, where appropriate, a Commission control performed in accordance with

Article 120, demonstrate that the system of official controls in that third country is able to ensure that:

(a) the consignments of the animals or goods exported to the Union meet the requirements of the rules

referred to in Article 1(2), or equivalent requirements; and
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(b) the controls performed in the third country prior to dispatch to the Union are sufficiently effective to
replace or reduce the frequency of the documentary, identity checks and physical checks laid down in

the rules referred to in Article 1(2).
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4. The competent authorities or a delegated body specified in the approval shall: (R A T ﬁ%@ HR TR
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consignment that is controlled. 5. WL g’%*ﬁ d *“’ 7R 4] Ll e e
5. The Commission shall, b f implementing acts, lay down detailed rules and criteria f PRk AT 2 B R LR

. e Commission shall, by means of implementing acts, lay down detailed rules and criteria for BEAIZ D ¢ R R M S 8 i
approving pre-export controls performed by third countries in accordance with paragraph 1 of this P e o i et TR S e B A
Article and for official controls performed by the competent authorities of the Member States on ;’E“@ﬁ“% DR 297 E L F aARA G 1
* o
animals and goods subject to the approval referred in that paragraph. Those implementing acts shall "
be adopted in accordance with the examination procedure referred to in Article 145(2).
Article 74 . ¥ 7 i
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Non-compliance with, and withdrawal of, the approval of pre-export controls performed by third countries ybd MR o B2 £
1. When official controls on consignments of categories of animal and goods in respect of which specific | 1. % © 1345 % T3 2 1 “ria2 R v @ g

pre-export controls have been approved in accordance with Article 73(1) reveal serious and recurrent
non-compliance with the rules referred to in Article 1(2), Member States shall immediately:

(a) notify the Commission and the other Member States and operators concerned via the IMSOC in
addition to seeking administrative assistance in accordance with the procedures established in
Articles 102 to 108; and

(b) increase the number of official controls on consignments from the relevant third country and, where
necessary to allow a proper analytical examination of the situation, keep an appropriate humber of
samples under appropriate storage conditions.

2. The Commission may, by means of implementing acts, withdraw the approval provided for in Article
73(1) where, following the official controls referred to in paragraph 1 of this Article, there are
indications that the requirements laid down in Article 73(3) and (4) are no longer being met. Those

implementing acts shall be adopted in accordance with the examination procedure referred to in
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Article 145(2).

L2 R TER

PLEREE 2748 7 F (Source: http://eur-lex.europa.cu)
e ErHEA 111.10.31
22 B AARRA MEET o

(@)

(b)

(b)

(c)

Competent authorities, customs authorities and other authorities of the Member States dealing with
animals and goods entering the Union shall cooperate closely to ensure that the official controls on
consignments of animals and goods entering the Union are performed in accordance with the
requirements of this Regulation.

For that purpose, competent authorities, customs authorities and other authorities shall:

ensure reciprocal access to information which is necessary for the organisation and conduct of their
respective activities in relation to animals and goods entering the Union; and

ensure the timely exchange of such information, including via electronic means.

The Commission shall, by means of implementing acts, lay down rules on uniform cooperation
arrangements that competent authorities, customs authorities and other authorities referred to in
paragraph 1 are required to put in place to ensure:

access by competent authorities to the information necessary for the immediate and complete
identification of the consignments of animals and goods entering the Union that are subject to official
controls at a border control post in accordance with Article 47(1);

the reciprocal update, through exchanges of information or synchronisation of relevant data sets, of
information gathered by competent authorities, customs authorities and other authorities on
consignments of animals and goods entering the Union; and

the swift communication of decisions taken by such authorities on the basis of the information
referred to in points (a) and (b).
Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).
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Cooperation between authorities in relation to consignments not subject to specific controls at borders

1. Paragraphs 2, 3, and 4 of this Article shall apply in the case of consignments of animals and goods
other than those subject to controls at entry into the Union as required by Article 47(1) of this
Regulation and for which a customs declaration for release for free circulation has been made in
accordance with point 12 of Article 5 of Regulation (EU) No 952/2013 and Articles 158 to 202 of that
Regulation.

2. Customs authorities shall suspend release for free circulation when they have reason to believe that
the consignment may present a risk to human, animal or plant health, animal welfare or, as regards
GMOs and plant protection products, also to the environment, and immediately notify the competent
authorities of such suspension.

3. A consignment whose release for free circulation has been suspended pursuant to paragraph 2 shall
be released if, within three working days of the suspension of release, the competent authorities have
not requested customs authorities to continue the suspension or have informed customs authorities
that no risk is present.

4. Where the competent authorities consider that a risk to human, animal or plant health, animal welfare
or, as regards GMOs and plant protection products, also to the environment, is present;

(a) they shall request the customs authorities not to release the consignment for free circulation and to
include the following statement on the commercial invoice accompanying the consignment and on
any other relevant accompanying document or the relevant electronic equivalents:

‘Product presents a risk — release for free circulation not authorised — Regulation (EU) 2017/625’;

(b) no other customs procedure shall be permitted without the consent of the competent authorities; and

(c) Article 66(1), (3), (5) and (6), Articles 67, 68 and 69, Article 71(1) and (2) and Article 72(1) and (2)
shall apply.

5. In the case of consignments of animals and goods other than those subject to controls at entry into
the Union as required by Article 47(1) and for which no customs declaration for release for free
circulation has been made, customs authorities, where they have reason to believe that the

consignment may present a risk to human, animal or plant health, animal welfare or, as regards
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GMOs and plant protection products, also to the environment, shall transmit all relevant information

to the customs authorities in the Member States of final destination.

= DI NPTl By Soum http: //cur lex.curopa.ceu)

GRS ETHEA 111.10.31

*&%@”%%%ﬁﬁ%%ﬂﬁﬁﬁﬁﬁpﬁy
§ R Was B o

(@)

(b)
(c)

(d)
(e)
(f)

Section VI 5 VI 2n A
Specific measures b= ifﬁ 7
Article 77 o ¥ 7T )
Rules for specific official controls and for measures to be taken following the performance of such FRE2FHI2R :z A ii“# B Rk 3 iy

controls

The Commission shall adopt delegated acts in accordance with Article 144 to supplement this
Regulation concerning rules for the performance of specific official controls and on measures in
cases of non-compliance, to account for the specificities of the following categories of animals and
goods or the arrangements for, and means of, their transport:
consignments of fresh fishery products directly landed in ports designated by Member States in
accordance with Article 5(1) of Council Regulation (EC) No 1005/2008 ¢! from a fishing vessel flying
a third country flag;
consignments of unskinned, furred wild game;
consignments of the categories of goods referred to in point (b) of Article 47(1) which are delivered,
with or without storage in a specially approved customs warehouses or in free zones, to vessels
leaving the Union and intended for ship supply or consumption by the crew and passengers;
wood packaging material;
feed accompanying animals and intended for the feeding of those animals;

animals and goods ordered by sales through distance contracts and delivered from a third country to
an address in the Union, and the notification requirements necessary to allow the proper performance

of official controls;
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61 Council Regulation (EC) No 1005/2008 of 29 September 2008 establishing a Community system to prevent, deter and eliminate illegal, unreported and unregulated fishing, amending Regulations
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plant products which, on account of their subsequent destination, may give rise to the risk of

spreading infectious or contagious animal diseases;

(h) consignments of the categories of animals and goods referred to in points (a), (b) and (c) of Article

47(1) originating from, and returning to, the Union following a refusal of entry by a third country;

(i) goods entering the Union in bulk from a third country, irrespective of whether they all originate from

that third country;

(j) consignments of goods referred to in Article 47(1) coming from the territory of Croatia and transiting

through the territory of Bosnia and Herzegovina at Neum (‘Neum corridor’) before re-entering the

territory of Croatia via the points of entry at Klek or Zaton Dolij;

(k) animals and goods exempted from Article 47 in accordance with Article 48.
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2. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement 2. WRERL §F WIS 144 GFER T R R
this Regulati ing the conditions f itoring the transport and arrival of consignments of | - - M 0 E f R B8 6 e 42 e i e
is Regulation concerning the conditions for monitoring the transport and arrival of consignments o SIS g B ek ] R B
certain animals and goods, from the border control post of arrival to the establishment at the place of 20 P e B AT S TP bk ATl B
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paragraph 1. B IR o
Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).
CHAPTER VI ¥V F
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activities.
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2. This Chapter also applies in the case of delegation of certain official control tasks and other official
activities in accordance with Articles 28 and 31.
Article 79 ¥ 79 i¥
Mandatory fees or charges WAL P
1. The competent authorities shall collect fees or charges for the official controls performed in relation to Lo BF MR @ a8 g 48005 53(DiF % (a)
the activities referred to in Chapter Il of Annex IV and on animals and goods referred to in point T A AR
e activities referred to in Chapter Il of Annex IV and on animals and goods referred to in points (a), 22 ER G MR BT Y 47(1)@ % (a)~ (b)fr
(b) and (c) of Article 47(1), at border control posts or at control points referred to in point (a) of Article (c)gk¥ Lr#z& Bode o 4 e 2 Flenf r oo
53(1), either; . *E(T 52 ')); ( :
, , , _ a%"%ﬁ@%?SZII'*LBde*\J\?)]*tTﬂJ
(a) at the level of the cost calculated in accordance with Article 82(1); or (D)7 & TV 5 2 chficf -
(b) at the amounts provided for in Annex IV. 2. BFASM R Ry R o A E F]T 5 4p
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(a) official controls performed on animals and goods referred to in points (d), (e) and (f) of Article 47(1); o 4 34 7 e S
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(ii)y are performed to assess the extent and the impact of the case of non-compliance or to verify that PR B AT D Bl o
the non-compliance has been remedied.
3. Notwithstanding paragraphs 1 and 2, Member States may, in relation to the activities referred to in . HEF X 1A R 2APRL §AWT LR
Chapter Il of Annex IV bjective and non-discriminatory basis, reduce th t of the f Ter AL DR AL gesr it B IV 113 w7k
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through official controls.

4. Member States may decide that fees and charges calculated in accordance with point (b) of Article
82(1) shall not be collected below the amount at which, taking into account the cost of collection and
the overall income expected from the fees and charges, the collection of that fee or charge would be
uneconomical.

5. This Article shall not apply to official controls performed to verify compliance with the rules referred to
in points (i) and (j) of Article 1(2).
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Article 80
Other fees or charges
Member States may collect fees or charges to cover the costs of official controls and other official
activities other than those fees or charges referred to in Article 79, unless prohibited by the legislative

provisions applicable in the areas governed by the rules referred to in Article 1(2).
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Article 81
Costs
The fees or charges to be collected in accordance with point (a) of Article 79(1) and with Article 79(2)
shall be determined on the basis of the following costs, insofar as these result from the official controls
concerned :
(a) the salaries of the staff, including support and administrative staff, involved in the performance of
official controls, their social security, pension and insurance costs;
(b) the cost of facilities and equipment, including maintenance and insurance costs and other associated
costs;
(c) the cost of consumables and tools;
(d) the cost of services charged to the competent authorities by delegated bodies for official controls
delegated to these delegated bodies;
(e) the cost of training of the staff referred to in point (a), with the exclusion of the training necessary to
obtain the qualification necessary to be employed by the competent authorities;

(f) the cost of travel of the staff referred to in point (a), and associated subsistence costs;
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the cost of sampling and of laboratory analysis, testing and diagnosis charged by official laboratories

for those tasks.
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(@)

(b)

Article 82

Calculation of fees or charges
Fees or charges collected in accordance with point (a) of Article 79(1) and with Article 79(2) shall be
established in accordance with one of the following methods of calculation or a combination of them:
at a flat-rate on the basis of the overall costs of official controls borne by the competent authorities
over a given period of time, and applied to all operators irrespective of whether any official control is
performed during the reference period in relation to each operator charged; in establishing the level
of the fees to be charged for each sector, activity and category of operators, the competent
authorities shall take into consideration the impact that the type and the size of the activity concerned,
and the relevant risk factors, have on the distribution of the overall costs of those official controls; or
on the basis of the calculation of the actual costs of each individual official control, and applied to the
operators subject to such official control.
Travel costs as referred to in point (f) of Article 81 shall be considered for the calculation of the fees
or charges referred to in point (a) of Article 79(1) and in Article 79(2) in a manner that does not
discriminate between operators on the basis of the distance of their premises from the location of the
competent authorities.
Where fees or charges are calculated in accordance with point (a) of paragraph 1, the fees or
charges collected by competent authorities shall not exceed the overall costs incurred for the official
controls performed over the period of time referred to therein.
Where fees or charges are calculated in accordance with point (b) of paragraph 1, they shall not

exceed the actual cost of the official control performed.
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Article 83
Collection and application of fees or charges
An operator shall only be charged with a fee or charge for an official control and for another official

activity performed on the basis of a complaint if that control leads to the confirmation of
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non_comp"ance. 2 K/Z]': ?L{LZ —E ¥ r‘f‘l»]'{ﬁ’» ?’ EIJ /I’F" ﬁ "J{.%‘E\‘ Fﬁ;}%‘@&
2. F h llected i d ith Articles 79 and 80 shall not be directly or indirectl +i’#‘a279 g fva’ B0 i “iescng ® -
. Fees or charges collected in accordance wi icles an shall not be directly or indirectly | e A M L A £ 4
refunded, unless unduly collected. £ ﬁ&ﬁqw&% * oo
3. Member States may decide that fees or charges shall be collected by authorities other than the
competent authorities or by delegated bodies.
Article 84 ¥ 84 iF
AR
Payment of fees or charges
1. The competent authorities shall ensure that the operators receive, upon request, proof of payment of L EFBHRmEEys e g2 e te
. . i I e RT o B E & fo @ BT E]
fees or charges in the event that the operators do not otherwise have access to such proof. T ﬂ“ i
\F
2. Fees or charges collected in accordance with Article 79(1) shall be paid by the operator responsible | 2. 245 % T9(1) i e B~ * Jod f f b 4 38
for the consignment or its representative. FaHEAELH -
Article 85 ¥ 85 i
BP K
Transparency
1. 1. Member States shall ensure a high level of transparency on: L §RARBmREN>ITEE2LFREM L

(a) the fees or charges provided for in point (a) of Article 79(1), Article 79(2) and Article 80, namely on:

(b) the identity of the authorities or bodies responsible for the collection of the fees or charges.
2.

(i) the method and data used to establish these fees or charges;
(i) the amount of the fees or charges, applied to each category of operators and for each category of
official controls or other official activities;

(iii) the breakdown of the costs, as referred to in Article 81;

Each competent authority shall make available to the public the information referred to in paragraph 1
of this Article for each reference period and the costs to the competent authority for which a fee or
charge is due in accordance with point (a) of Article 79(1), Article 79(2) and Article 80.

Member States shall consult relevant stakeholders on the general methods used to calculate the fees

or charges provided for in point (a) of Article 79(1), Article 79(2) and Article 80.
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CHAPTER Vil
Official certification
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Article 86

General requirements concerning official certification

¥ 86 iF
T REeh- LB

1. Official certification shall result in the issuance of: L. F 1 ?'3?%— MAATIRRLHEF
a) oftfcial certricates,; or (b)‘% 1 l,ﬁq’(z), h._r*g{.f,,, J-;L#d 2 EIEmE 1
(b) official attestations in the cases provided for in the rules referred to in Article 1(2). Moo
2. Where the competent authorities delegate certain tasks related to the issuance of official certificates 2. whRfEF M ARgRE B AT EP G
fficial attestati to the official isi ferred to in Article 91(1 h delegati hall 55 % II(DFARE L F 2B i
or official attestations, or to the official supervision referred to in Article 91(1), such delegation sha SIS & % 98 T 33 iz o
comply with Articles 28 to 33.
Article 87 *87§
-
Official certificates FoEw
Articles 88, 89 and 90 shall apply: % 88~ 89 2 90 Mgk * 4T A
= «Jx

(a) when the rules referred to in Article 1(2) require the issuance of an official certificate; and

@F % 1 E% (282 2

AR AATHE

T pE; LA
(b) to official certificates which are necessary for the purposes of exporting consignments of animals and | (b) 5 & % = Rl ¢ & 4 fr [ 4 2 3238 4 972 F o0
goods to third countries or which are requested from the competent authority of a Member State of Frad oo pei g AR BT M » 3 E
dispatch by th tent authority of a Member State of destination i t of consi ts of ﬁﬂrﬂ%i@ﬁﬁ”%&g%ﬁ ErLEd
ispatch by the competent authority of a Member State of destination in respect of consignments o R+ MR o5 deng > 24 -
animals and goods which are to be exported to third countries.
Article 88 # 88 i
T 23EE 2 wEG
Signature and issuance of official certificates FRESLAYRE
1. Official certificates shall be issued by the competent authorities. L Fra# Ry ey - N
. . o : : . 2 EEBHRRTEEFT O EL ORET
2. Competent authorities shall designate the certifying officers who are authorised to sign official T ¥y SOE T e
certificates and shall ensure that these officers: (E 22 h~ 3 FhEmflFHR > FLE72 €5
(a) are impartial, free from any conflict of interest, and in particular are not in a situation which may, T iSRS PERRRENLE EF L2
. - . - : . : . L LY e
directly or indirectly, affect the impartiality of their professional conduct in relation to what is being (D) BEM?T k# P EBEd T @2 4B
certified; and w2 R E B «««H(mﬁ);zi%fﬁ’ A
(b) have received appropriate training on the rules with which compliance is certified by an official F 2 ZAPM AR 2 BT Y
Ble

certificate and on the technical assessment of compliance with those rules as well as with the

relevant rules laid down in this Regulation.
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3. Official certificates shall be signed by the certifying officer and issued on one of the following . FrREIEIRETREF T TR 2 -
B
grounds: (a)d T B 341 fB5E 0T 0 S E WL A%
(a) direct knowledge by the certifying officer of up-to-date facts and data relevant for the certification that AR BE m&%% 7 fodcd; ¢
is obtained through: (DF * g4l
. fficial control: (IDEEI BFPM EF Y - PF > #D
(i) an official control; or (D)& s} M 7 folichs - 2 935 T 7 folihh
(ii) the acquisition of another official certificate issued by the competent authorities; 2.7 ﬁ'* fed ¥ - Bd EFABH E P Ry
(b) facts and data relevant for the certification, knowledge of which was ascertained by another person T AE R A TR LR R RET
thorised for that b d acti der th trol of, th tent authoriti ided " uﬁ%wiﬁiafrg{%m}ﬁﬁ
authorised for that purpose by, and acting under the control of, the competent authorities, provided | ). 5 ¥ m? "y m& 9 i s A M
that the certifying officer can verify the accuracy of such facts and data; FR ol Sd 2 F ﬁﬂ B de A
(c) facts and data relevant for the certification which were obtained from the operators’ own control Tﬁfid&{% FTR#EZFETF ’* i 1 a 59
. . . i E R e
systems, complemented and confirmed by results from regular official controls, where the certifying A, powd },@d TR ES LY R4 A 1)
officer is thus satisfied that the conditions for issuing the official certificate are met. 3 ”Lrifa 22 RpER A R AT AES IAY
4. Official certificates shall be signed by the certifying officer and issued only on the basis of point (a) of (a)®hte 14723 -
paragraph 3 of this Article when rules referred to in Article 1(2) so require.
Article 89 # 89 i
T AEETREAEL BE
Guarantees of reliability for official certificates PR R =
1. Official certificates shall: I
b _ de: (a)£ 4 vi— ik 7g;
(a) bear a unique code; (b)drzE 2 50 &% &> PI%HEFTR*E§F;
(b) not be signed by the certifying officer where they are blank or incomplete; (O B%zT R “ac ) fROmE 4R T - fas §
(c) be drawn up in one or more of the official languages of the institutions of the Union understood by the B s %1%&? CARMEE S EF P ke § | R
Bl - R RS S
certifying officer and, where relevant, in one of the official languages of the Member State of (D& 7 i;t ;ﬁ, "
destination; (e)¥#u g7 2% 574 ez pd; o
(d) be authentic and accurate; (f) ez 5 5533’5—3 SRR L A E D
A . . GEERE RS @w##*%# 7 ek
(e) allow for the identification of the person who signed them and the date of issue; and
(f) allow the easy verification of the links between the certificate, the issuing authority and the
consignment, lot or individual animal or good covered by the certificate.
2. The competent authorities shall take all appropriate measures to prevent the issuance of false or 2. RFBHEHE- Ry AR K * e
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Article 90
Implementing powers concerning official certificates
The Commission may, by means of implementing acts, lay down rules for the uniform application of
Articles 88 and 89 concerning:
(a) model official certificates and rules for the issuance of such certificates, where requirements are not
laid down in the rules referred to in Article 1(2);
(b) the mechanisms and technical arrangements to ensure the issuance of accurate and reliable official
certificates, and prevent risk of fraud;
(c) the procedures to be followed in the case of withdrawals of official certificates and for the issuance of
replacement certificates;
(d) rules for the production of certified copies of official certificates;
(e) the format of documents that must accompany animals and goods after official controls have been
performed;
(f) rules for the issuance of electronic certificates and for the use of electronic signatures.
Those implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 145(2).

g ;ﬁ—%rim”ﬁ’ = ;z;_% N ey ? = ;»;;_% o
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Article 91
Official attestations

1.  When this Regulation or the rules referred to in Article 1(2) require the issuance of official attestations
by the operators under the official supervision of the competent authorities, or by the competent
authorities themselves, paragraphs 2, 3 and 4 of this Article shall apply.

2. Official attestations shall:

(a) be authentic and accurate;

(b) be drawn up in one or more of the official languages of the institutions of the Union and, where
relevant, in one of the official languages of the Member State of destination; and

(c) where they relate to a consignment or a lot, allow the verification of the link between the official

¥ 91 i
< gm

L §ARF&% H(QOFEFETHRE 2L T Y
ﬁ&%ﬁiﬁf%mﬁ*“ﬁ%"" ol I
FECEPEF Y AES 2304 &

2. FOEPE:

(a)B E9 ¥ ' 7y,

(b)'lfexEé’ EFIRT eh- At ?%ﬁ?*%? =L 11
BEPE > TP e ¢ R We- AT SRS

)



http://eur-lex.europa.eu/

A=V A2 B L
J ,t‘“\ I~

attestation and that consignment or lot.

3. Competent authorities shall ensure that the staff performing official controls to supervise the issuance
of official attestations or, where the official attestations are issued by the competent authorities, the
staff involved in the issuance of those official attestations:

(a) are impartial, free from any conflict of interest, and in particular are not in a situation which may,
directly or indirectly, affect the impartiality of their professional conduct in relation to what is being
certified by the official attestations; and

(b) have received appropriate training on:

(i) the rules with which compliance is certified by the official attestations and on the technical
assessment of compliance with those rules;
(i) the relevant rules laid down in this Regulation.

4. Competent authorities shall perform regular official controls to verify that:

(a) the operators issuing the attestations comply with the conditions laid down in the rules referred to in
Article 1(2); and

(b)the attestation is issued on the basis of relevant, correct and  verifiable facts and data.
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TITLE Il R Hlﬁ&id
REFERENCE LABORATORIES AND REFERENCE CENTRES FRFEf R
Article 92 92 i

Decision to establish a European Union reference laboratory

1. In the areas governed by the rules referred to in Article 1(2), a European Union reference laboratory
shall be established where the effectiveness of official controls and other official activities also
depends on the quality, uniformity and reliability of:

(a) the methods of analysis, test or diagnosis employed by the official laboratories designated in
accordance with Article 37(1); and

(b) the results of the analyses, tests and diagnoses performed by those official laboratories.

2. A European Union reference laboratory shall be established where there is a recognised need to

promote uniform practices in relation to the development or use of the methods referred to in point (a)

REFEFTRRILAT
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of paragraph 1.
3. The Commission shall review regularly the mandate and operation of the European Union reference 3. ERLAGBEIFAWRE ST TREOEL
. X eRiE frfeid I o
laboratories. 4, HERL ERPHRY 44 ixrigr ﬁﬂ ﬁﬁ/z
4. The Commission shall supplement this Regulation by adopting the decision to establish a European WP Y PRz AT 2 3N A
Union reference laboratory by means of a delegated act in accordance with Article 144. e
Article 93 # 93 i
Designation of European Union reference laboratories FEFIRAL i %
1. The Commission shall, by means of implementing acts, designate European Union reference L wEfitg @%ﬁ@ W mR] o ek 92 i E
laboratories in the cases where a decision has been taken to establish such a laboratory in 4 ARE 2 - RRE R ip LR E
y (4% % -
accordance with Article 92.
2. The designations provided for in paragraph 1 shall: 2. % 1R it ety T
(a) follow a public selection process; and (a) & i = JergE A2 A5 2
(b) be limited in time and with a minimum period of five years, or reviewed regularly. (b) &t U SEh ST Eo ST L
3. European Union reference laboratories shall: 3. WESTIHRER:
(a) operate in accordance with standard EN ISO/IEC 17025 and be accredited in accordance with that (a)#F EN IS0/1EC 17025 *ﬂﬁi‘ A ﬁﬁﬁ(EC)

standard by a national accreditation body, operating in accordance with Regulation (EC) No

765/2008. The scope of that accreditation:

(i) shall include all the methods of laboratory analysis, test or diagnosis required to be used by the
laboratory when it operates as a European Union reference laboratory;

(i) may comprise one or more methods of laboratory analysis, test or diagnosis or groups of
methods;

(iii) may be defined in a flexible manner, so as to allow the scope of the accreditation to include
modified versions of the methods used by the European Union reference laboratory when the
accreditation was granted or new methods in addition to those methods, on the basis of the
laboratory's own validations without a specific assessment, prior to the use of those modified or
new methods, by the national accreditation body of the Member State where the European Union

reference laboratory is located;
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(b)

(c)

(d)

(e)

(f)

(9)

(@)
(b)
6.

AP E R e S R 2

be impartial, free from any conflict of interest, and in particular not be in a situation which may,
directly or indirectly, affect the impartiality of their professional conduct as regards the exercise of
their tasks as European Union reference laboratories;

have, or have contractual access to, suitably qualified staff with adequate training in analytical,
testing and diagnostic techniques applied in their area of competence, and support staff as
appropriate;

possess, or have access to, the infrastructure, equipment and products necessary to carry out the
tasks assigned to them;

ensure that their staff and any contractually engaged staff have good knowledge of international
standards and practices and that the latest developments in research at national, Union and
international level are taken into account in their work;

be equipped, or have access to, the necessary equipment to perform their tasks in emergency
situations; and

where relevant, be equipped to comply with relevant biosecurity standards.

By way of derogation from point (a) of paragraph 3 of this Article, for the area governed by the rules
referred to in point (g) of Article 1(2), the Commission may designate official laboratories, designated
as such by the competent authorities on the basis of a derogation adopted pursuant to Article 41, as
European Union reference laboratories irrespective of whether they fulfil the conditions provided for
in point (a) of paragraph 3 of this Article.

By way of derogation from paragraphs 1 and 2 of this Article, the laboratories referred to in the first
paragraph of Article 32 of Regulation (EC) No 1829/2003 and the first paragraph of the Article 21 of
Regulation (EC) No 1831/2003 shall be the European Union reference laboratories having the
responsibilities and performing the tasks referred to in Article 94 of this Regulation in the areas
respectively of:

GMOs and genetically modified food and feed; and

feed additives.

The confidentiality obligations of staff, referred to in Article 8, shall apply mutatis mutandis to staff of
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the European Union reference laboratories.
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(@)

(b)
(c)

(d)

(e)

)
(9)

Article 94

Responsibilities and tasks of European Union reference laboratories
European Union reference laboratories shall contribute to the improvement and harmonisation of
methods of analysis, test or diagnosis to be used by official laboratories designated in accordance
with Article 37(1) and of the analytical, testing and diagnostic data generated by them.
European Union reference laboratories designated in accordance with Article 93(1) shall be
responsible for the following tasks insofar as they are included in the reference laboratories’ annual
or multiannual work programmes that have been established in conformity with the objectives and
priorities of the relevant work programmes adopted by the Commission in accordance with Article 36
of Regulation (EU) No 652/2014:
providing national reference laboratories with details and guidance on the methods of laboratory
analysis, testing or diagnosis, including reference methods;
providing reference materials to national reference laboratories;
coordinating the application by the national reference laboratories and, if necessary, by other official
laboratories of the methods referred to in point (a), in particular, by organising regular inter-laboratory
comparative testing or proficiency tests and by ensuring appropriate follow-up of such comparative
testing or proficiency tests in accordance, where available, with internationally accepted protocols,
and informing the Commission and the Member States of the results and follow-up to the
inter-laboratory comparative testing or proficiency tests;
coordinating practical arrangements necessary to apply new methods of laboratory analysis, testing
or diagnosis, and informing national reference laboratories of advances in this field;
conducting training courses for staff from national reference laboratories and, if needed, from other
official laboratories, as well as of experts from third countries;
providing scientific and technical assistance to the Commission within the scope of their mission;
providing information on relevant national, Union and international research activities to national

reference laboratories;
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(h) collaborating within the scope of their mission with laboratories in third countries and with the

(i)

(k)

European Food Safety Authority (EFSA), the European Medicines Agency (EMA) and the European
Centre for Disease Prevention and Control (ECDC);

assisting actively in the diagnosis of outbreaks in Member States of foodborne, zoonotic or animal
diseases, or of pests of plants, by carrying out confirmatory diagnosis, characterisation and
taxonomic or epizootic studies on pathogen isolates or pest specimens;

coordinating or performing tests for the verification of the quality of reagents and lots of reagents
used for the diagnosis of foodborne, zoonotic or animal diseases and pests of plants;

where relevant for their area of competence, establishing and maintaining:

(i) reference collections of pests of plants and/or reference strains of pathogenic agents;

(ii) reference collections of materials intended to come into contact with food used to calibrate

analytical equipment and provide samples thereof to national reference laboratories;

(i) up-to-date lists of available reference substances and reagents and of manufacturers and suppliers

()

of such substances and reagents; and

where relevant for their area of competence, cooperate among themselves and with the Commission,
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as appropriate, to develop methods of analysis, testing or diagnosis of high standards. LT . .
o ) . . o rE >+ (k) 2k (1)%—2"‘/9’%‘& FE R RET I
As regards point (i) of point (k), the European Union reference laboratory may establish and maintain G BT R R P ke
those reference collections and reference strains by contractual outsourcing to other official TrREZE LT NESE 25k
L 2 b = Nz X142
laboratories and to scientific organisations. 3. WH 23 ?‘E"’b"fﬁ% i s g BB 10001
. . . . . . Fhp LR RS R AT
3. European Union reference laboratories shall publish the list of the national reference laboratories
designated by the Member States in accordance with Article 100(1).
Article 95 # 95 ;{
. . . . BB AL EEE k&
Designation of European Union reference centres for animal welfare B 34 P
1. The Commission shall, by means of implementing acts, designate European Union reference centres L wERLER ;ﬁ@ 7w R Ay LR A AR
for animal welfare that shall ft the activities of the Commission and of the Member States | MBS S HAFRA GG ARG ML)
or animal welfare that shall support the activities of the Commission and of the Member States in (DB 2 2 2 i g o
relation to the application of the rules referred to in point (f) of Article 1(2).
2. The designations provided for in paragraph 1 shall: 2. % 1oReTi ondp Uk
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(a) follow a public selection process; and

(b) be limited in time or reviewed regularly.

(a)i& fff & BAEUE AL 5 5
(b),ﬁ pg';.Fé&t?\lﬁ;!IE\‘ 3 iﬁp’}ﬁ;f °

3. European Union reference centres for animal welfare shall: 3. WEBIAFALLT Y Sk
. , , , , ) () y fy FHITLERE $4 ¢ iz,
(a) act impartially as regards the exercise of their tasks as European Union reference centres; () te st 85 3 ABAL T M et - B do M 03~ B o (7
(b) possess a high level of scientific and technical expertise in human-animal relationship, animal PR F AR R BRIy %
behaviour, animal physiology, animal genetics, animal health and nutrition related to animal welfare, MR B g R R e R G MR AR AL
nd animal welfar ts related to th mmercial and scientifi f animals; O e dR KRS fodtining [
and animal welfare aspects related to the commercial and scientific use of animals; (OF G My £ b8 (D) A 2 AT 12
(c) have suitably qualified staff with adequate training in the areas referred to in point (b) and in ethical 2 oAb g Mg R A B G A P e
issues related to animals and support staff as appropriate; Ao TfLaps AR ]
_ _ (DFF &7 EFRFLFRLEL PHEzrg i
(d) possess, or have access to, the infrastructure, the equipment and products necessary to carry out the W XK AR U E
tasks assigned to them; and () HBE LA 0 f2(h)BErit 2 418 R F R
(e) ensure that their staff have good knowledge of international standards and practices in the areas ok > U2 R BIE R A BT E 'Fs a1 iE Y
. . . . . T ER T BErRER BT B ATIRE
referred to in point (b) and that the latest developments in research at national, Union and ER IR B e zmﬂ_b‘ij’ B R
international level, including studies performed and actions undertaken by other European Union HHE G} rgk BeeniF # o
reference centres for animal welfare, in those areas are taken into account in their work.
Article 96 96 i
FE®FEALSS Y HRT frE

Responsibilities and tasks of European Union reference centres for animal welfare
The European Union reference centres for animal welfare shall be responsible for the following
supporting tasks insofar as they are included in the reference centres’ annual or multiannual work
programmes that have been established in conformity with the objectives and priorities of the relevant
work programmes adopted by the Commission in accordance with Article 36 of Regulation (EU) No
652/2014:
(a) providing scientific and technical expertise within the scope of their mission including, where
appropriate in the form of coordinated assistance, to relevant national support networks and bodies in
the area governed by the rules referred to in point (f) of Article 1(2);
(b) providing scientific and technical expertise for the development and application of the animal welfare

indicators referred to in point (e) of Article 21(8);
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(c) developing or coordinating the development of methods for the assessment of the level of welfare of | (¥ * * 7 5 & 1 & 7 2 6 ‘?V” AGAL T F
imals and of methods for the i t of the welfare of animals; frﬁ‘ﬁﬁw;
animals and of methods for the improvement of the welfare of animals; ()5 % ()82 2 WP S £ H B 5 & i o
(d) carrying out scientific and technical studies on the welfare of animals used for commercial or BR 2 LT {oR 2 ]_Bi]m% FE v
scientific purposes; , )*; PIIL R
)i Ly X EfrH AT ¥ AH TR FEN &
(e) conducting training courses for staff of the national scientific support networks or bodies referred to in '&?"p 1‘#‘1‘;& . £1F £ Iy
point (a), for staff of the competent authorities and for experts from third countries; and
(f) disseminating research findings and technical innovations and collaborating with Union research
bodies in the fields within the scope of their mission.
Article 97 97 i
L P § i gl e 2 xp
Designation of European Union reference centres for the authenticity and integrity of the agri-food chain PEERFSES )%‘:% s g: g FRERLRE#
1. The Commission may, by means of implementing acts, designate European Union reference centres I wEfttg *ﬁ §FEmR] o dp AR S
that shall support the activities of the Commission and of the Member States to prevent, detect and COMREL T RALERERL fI06 § AD
PP P ’ W P R rd F S Aifvf’fa
combat violations of the rules referred to in Article 1(2) perpetrated through fraudulent or deceptive 2k 5 L(QERFATE -
practices.
2. The designations provided for in paragraph 1 shall: 2. % 1oReTi andp Uk
oll blic selecti . and (a) & i = BhBUE AL A5 1L 2
(a) follow a public selection process; an ()7 #1228 (e 2 3 -
(b) be limited in time or reviewed regularly.
3. European Union reference centres for the authenticity and integrity of the agri-food chain shall: 3. WREARY¥SFERMAEFEIr2ELLEY Y o
o . . . _ B
(a) act impartially as regards the exercise of their tasks as European Union reference centres; ()2 m ¥ 78 iF% %FL ¢ L iEgE
(b) possess a high level of scientific and technical expertise in the areas governed by the rules referred | (b) & % 1(2) T 2 Lu;a H I AN etk
to in Article 1(2) and in applied forensic science in those areas, in order to have the ability to carry out TR DT %g PE G R RFL G
. . - . . B {odiisin® P aogs > g § a4 f}*u%#"mﬁ 7
or coordinate research at the highest level on the authenticity and integrity of goods and to develop, BAcx R K ER TR RARET > £ 4]
apply and validate the methods to be used for the detection of violations of the rules referred to in T R formah 3T AR HogE ﬁiﬁiﬁn 7 e
Article 1(2) perpetrated through fraudulent or deceptive practices; ZEF 5 1) AR F 2 e in™ ik
. i  wi L ¢ : . (©F Eg¥dEfzr %i(b)%”'ﬂ!ti AR 4 B
(c) have suitably qualified staff with adequate training in the areas referred to in point (b) and the AL e B > 11E SRk I
necessary support staff; (Dt &7 & **JL (A FL S B P E IR OT R chA
(d) possess, or have access to, the infrastructure, the equipment and the products necessary to carry out CESTAREN A X EHE
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the tasks assigned to them; and
(e) ensure that their staff have good knowledge of international standards and practices in the areas
referred to in point (b) and that the latest research developments at national, Union and international

level in those areas are taken into account in their work.
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Article 98
Responsibilities and tasks of European Union reference centres for the authenticity and integrity of the
agri-food chain

The European Union reference centres for the authenticity and integrity of the agri-food chain shall be

responsible for the following supporting tasks insofar as they are included in the reference centres’

annual or multiannual work programmes that have been established in conformity with the objectives and
priorities of the relevant work programmes adopted by the Commission in accordance with Article 36 of

Regulation (EU) No 652/2014:

(a) providing specialised knowledge in relation to the authenticity and integrity of the agri-food chain and
to the methods for detecting violations of the rules referred to in Article 1(2) of this Regulation
perpetrated through fraudulent or deceptive practices, in relation to the forensic science applied to
the areas governed by these rules;

(b) providing specific analyses designed to identify the segments of the agri-food chain that are
potentially subject to violations of the rules referred to in Article 1(2) of this Regulation perpetrated
through fraudulent or deceptive practices and helping to develop specific official control techniques
and protocols;

(c) where necessary, performing the tasks referred to in points (a) to (h) of Article 94(2) of this
Regulation, thereby avoiding duplication with the tasks of European Union reference laboratories
designated in accordance with Article 93 of this Regulation;

(d) where necessary, establishing and maintaining collections or databases of authenticated reference
materials, to be used to detect violations of the rules referred to in Article 1(2) of this Regulation
perpetrated through fraudulent or deceptive practices; and

(e) disseminating research findings and technical innovations in the fields within the scope of their
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Article 99
Obligations of the Commission

¥ 99 iF
FEHRL g AT

(@)
(b)
(c)

(@)
(b)

The Commission shall publish and update, whenever necessary, the list of:

European Union reference laboratories provided for in Article 93;

European Union reference centres for animal welfare provided for in Article 95;

European Union reference centres for the authenticity and integrity of the agri-food chain provided for
in Article 97.

The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement
this Regulation concerning the establishment of requirements, responsibilities and tasks for the
European Union reference laboratories, the European Union reference centres for animal welfare
and European Union reference centres for the authenticity and integrity of the agri-food chain in
addition to those laid down in Article 93(3), Article 94, Article 95(3), Article 96, Article 97(3) and Article
98. Such delegated acts shall be limited to situations of new or emerging risks, new or emerging
animal diseases or pests of plants or where new legal requirements so warrant.

European Union reference laboratories and European Union reference centres shall be subject to
Commission controls to verify compliance with the requirements of Article 93(3), Article 94, and
Articles 95(3) and 97(3).

If the Commission controls referred to in paragraph 3 of this Article show non-compliance with the
requirements laid down in Article 93(3), Article 94, and Articles 95(3) and 97(3), the Commission
shall, after having received the comments of the European Union reference laboratory or European
Union reference centre:

by means of an implementing act, withdraw the designation of that laboratory or centre; or

take any other appropriate measure.

l. BEREEBLCEFLGo{ AT T FHE
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Article 100
Designation of national reference laboratories

Member States shall designate one or more national reference laboratories for each European Union

# 100 %
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(@)

(b)

(c)

(d)

(e)

reference laboratory designated in accordance with Article 93(1).

Member States may designate a national reference laboratory also in the cases where there is no
corresponding European Union reference laboratory.

A Member State may designate a laboratory situated in another Member State or in a third country
that is a Contracting Party to the Agreement on the European Economic Area.

A single laboratory may be designated as a national reference laboratory for more than one Member
State.

The requirements provided for in point (e) of Article 37(4), Article 37(5), Article 39 and Article 42(1),
points (a) and (b) of Article 42(2) and Article 42(3) shall apply to national reference laboratories.

By way of derogation from point (e) of Article 37(4), for the area governed by the rules referred to in
point (g) of Article 1(2), competent authorities may designate official laboratories, designated as such
by the competent authorities on the basis of a derogation adopted under Article 41, as national
reference laboratories irrespective of whether they fulfil the condition provided for in point (e) of
Article 37(4).

National reference laboratories shall:

be impartial, free from any conflict of interests, and in particular not be in a situation which may,
directly or indirectly, affect the impartiality of their professional conduct as regards the exercise of
their tasks as national reference laboratories;

have, or have contractual access to, suitably qualified staff with adequate training in analytical,
testing and diagnostic techniques in their area of competence, and support staff as appropriate;
possess, or have access to, the infrastructure, equipment and products needed to carry out the tasks
assigned to them;

ensure that their staff and any contractually engaged staff have good knowledge of international
standards and practices and that the latest developments in research at national, Union and
international level are taken into account in their work;

be equipped with, or have access to, the necessary equipment to perform their tasks in emergency

situations; and
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(f) where relevant, be equipped to comply with relevant biosecurity standards.
4. Member States shall: 4. ¢ R FE:

i : . (a)#-= BB B4 7 % m’é-,‘ﬁi_ TR
(a) communicate the name and address of each national reference laboratory to the Commission, the HAE MR AL ST g IR

relevant European Union reference laboratory and other Member States; (b % (a) B4 2 hFE Fm 2 vﬁ AR NV

(b) make the information referred to in point (a) available to the public; and () & p5 L AT % (a) B3t T 'm? oo
(c) update the information referred to in point (a) whenever necessary.
5. Member States that have more than one national reference laboratory for a European Union | 9 87 ¥ = ®R - B 54 % £ & s jRit2 -

. HLEARTEE AL g | AR
reference laboratory shall ensure that such laboratories work closely together, so as to ensure ST ORm A (fo R R P BEH ¢ E RS
efficient coordination between them, with other national laboratories and with the European Union HE2ZR frRE AT FHRELF g a2 b
reference laboratory. L

6. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement 6. ®RHAL G RIS MM G FRER
this Regulati ing the establishment of requirements for national ref laboratories i ﬁ“%%*w%WAk{?%iM*@*zﬁ
is Regulation concerning the establishment of requirements for national reference laboratories in $ 3T k2 R R b ISR
addition to those laid down in paragraphs 2 and 3 of this Article. Such delegated acts shall be limited R AEERY N v% 145 % 99(2) 1F A1 * chizfe H
to ensuring coherence with any additional requirements adopted in accordance with Article 99(2). BARh ek R - R
Article 101 . # 101 7
I F TR EHBFEEH
Responsibilities and tasks of national reference laboratories " TREE ad
1. National reference laboratories shall, in their area of competence: L ARSI R PRSP 727 73
(a) collaborate with the European Union reference laboratories, and participate in training courses and in (a) ;ﬁ‘ig SE AL BRI TR E
inter-laboratory comparative tests organised by these laboratories; Do v fod % E B R
(b) coordinate the activities of official laboratories designated in accordance with Article 37(1) with a view (D) FA 15 % 3T TnE > FHE L w8
AR LRI R E AT REA LR Ay

of harmonising and improving the methods of laboratory analysis, test or diagnosis and their use;

(c) where appropriate, organise inter-laboratory comparative testing or proficiency tests between official

laboratories, ensure an appropriate follow-up of such tests and inform the competent authorities of

the results of such tests and follow-up;

(d) ensure the dissemination to the competent authorities and official laboratories of information that the

(e)

European Union reference laboratory supplies;

provide within the scope of their mission scientific and technical assistance to the competent

(OF M Lf > F%FL T eshP s M1
R4 R AR AR T
B T gt AR R R D & S g R

(DmEFEsEFBRIT > F RS HE 37
% HESTR

() Eirfe RN » B § M & &P F fofjivts
B g 109 TR 2 S ER R 1R
MANCP fr1245 % 112 6 =745 * 2 (5423 chg $13+
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authorities for the implementation of MANCPs referred to in Article 109 and of coordinated control

programmes adopted in accordance with Article 112;
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(£)4p B P > A fosd Al = e > 2 = friasd
FOh g S oA L2 g s e i o A e

(f) where relevant, validate the reagents and lots of reagents, establish and maintain up-to-date lists of WEF Ao P b At d
available reference substances and reagents and of manufacturers and suppliers of such substances (g)%‘% B 2% 3T THE 2 FREIRA
. FHE rﬁvﬁi; 2
and reagents; ()FF 4 o W0 RS 3 B b AR
(g) where necessary, conduct training courses for the staff of official laboratories designated under [N TS ﬁ‘}\’fr’fﬁj’ﬂ,, = 11355‘3 NAEERY R
Article 37(1); and Bt U LR R RS T I REL 6 f R
) , . ) i %ﬁﬁ\kééiﬁ%@ﬁﬁﬁﬁﬁﬁﬁ%%ﬁ
(h) assist actively the Member State having designated them in the R LR B R B AT (R )2 B
diagnosis of outbreaks of foodborne, zoonotic or animal diseases or of pests of plants and in case of
non-compliance of consignments, by carrying out confirmatory diagnoses, characterisation and
epizootic or taxonomic studies on pathogen isolates or pest specimens.
2. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement | 2. ® B 314 § 5 4245 % 144 Bede v 24 2 20
. . . . - . HARAEMEHR TR XK LG A ]
this Regulation concerning the establishment of responsibilities and tasks for national reference FHREAE 2 FEfoEir B g b B
laboratories in addition to those provided for in paragraph 1 of this Article. Such delegated acts shall ‘F{,}"@ﬂ”“ Wi % 99(2)iER* chiz i H &
be limited to ensuring coherence with any additional responsibilities and tasks adopted in accordance g EfrEar - R
with Article 99(2).
TITLE IV * IV 5%
TR LT
ADMINISTRATIVE ASSISTANCE AND COOPERATION
Article 102 # 102 7%
d B
General rules LRl
1. The competent authorities in the Member States concerned shall provide each other with Lo 50w f*—ﬁ’ Bret g B REGARM L FE
dministrati istance i d ith Articles 104 to 107, in order t th t REAER B LDFERE LR AH G R
administrative assistance in accordance wi icles 0 , in order to ensure the correc Bl M AR S 104 1 107 6549 3 3% & 13
application of the rules referred to in Article 1(2) in cases which have relevance in more than one FTinEs o
Member State.
2. Administrative assistance shall include, where appropriate, and, by agreement between the | 2. 7FTE:E 3f 4 Pl @ 420 F5d T 8 M 2

competent authorities concerned, participation by the competent authorities of a Member State in

on-the-spot official controls that the competent authorities of another Member State perform.

Benphihod 5 4 R R EFBM AT - ¢
BB 48 0t 7R g 2 iR
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cooperation between the staff of competent authorities in different Member States.

3. This Title shall be without prejudice to national law: 3. AAWEHF (TAEA mﬂ’q R
licabl the rel ‘ inf ion th h . ‘ | @) R E PR AR R A Y AT

(a) applicable to the release of documents and information that are the object of, or related to, judicial B E A M o E%{ iz
investigations and court proceedings, including criminal investigations; and (b) o teifgp R4 &k g EIEF -

(b) aimed at the protection of natural or legal persons’ commercial interests.

4. Member States shall take measures to facilitate the transmission, from other law enforcement 4. ¢ R @Z]}@*”‘B"*L KRN ”L‘ﬁ“j i e BT

thorit bi d iudicial authoriti h horiti finf . M BF fod /z’a‘? BF AR BT
authorities, public prosecutors and judicial authorities, to the competent authorities, of information on 358 E 1(2)11 Mr:}&ﬂ %#m B A L
possible non-compliance with the rules referred to in Article 1(2) which is relevant for the application M OT O ZETRT S (T AR
of this Title and which may constitute: (a) A8~ B F ¢ » i i B 2 e ARAL 0 2 B
. . . Ak Fleag 2 o FEA S R HRE

(a) a risk to human, animal or plant health, or to animal welfare, or, as regards GMOs and plant Zi‘);%lg #f Ak N *
protection products, also to the environment; or (b) g@g%gﬁﬁ it s m Tk F F 1(2)F TR

(b) a possible violation of the rules referred to in Article 1(2) perpetrated through fraudulent or deceptive E 2z iﬁ“‘?”% °
practices.

5. All communications between competent authorities in accordance with Articles 104 to 107 shall be in S. BT ISM AR F 104 2 107 i o7 (F et i1

e * % G T O RNy g;g;;ﬂ R o
writing, on paper or in electronic form.

6. In order to streamline and simplify communication exchanges, the Commission shall, by means of 6. 5 3RF i fef) EL LI BREAL § f@;ﬁﬁ
impl ’ ts. establish a standard format for: im0 AT 3G aE 2 RN
implementing acts, establish a standard format for: (a) #4c% 104(1)F8 #rit enfaes ; 122

(a) the requests for assistance provided for in Article 104(1); and (b) - #enfor B Maid ofod Henidid o

(b) the communication of common and recurrent notifications and responses. F R TR Ry 145(2) Ferik chg B AR

}:"f-':i J.}‘ oy °
Those implementing acts shall be adopted in accordance with the examination procedure referred to *
in Article 145(2).
Article 103 # 103
5 2
Liaison bodies REBHF
1. Each Member State shall designate one or more liaison bodies acting as contact points responsible L 5§ R Fdp T 2 b anmp g g 17 5 o)
I _— . , g4 fFFAIEY 104 3 107 65 iRaEfE S 1R
for facilitating the exchange of communications between competent authorities in accordance with ;;,;Lﬁ:.ggefjﬁ% - RRERT #
Zo e EVIRE LRk ©
Articles 104 to 107.
2. The designation of liaison bodies shall not preclude direct contacts, exchange of information or | 2- %% “(vﬁ‘f#ﬁ AP EREIR G RRZET B
B e i o2 B AN E R o TR £ e
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3. Member States shall communicate to the Commission and other Member States the contact details | 3- & A Bl&® R 1% ¢ f-
f their liai . ) . ith h 1 ficat ;})*32116 T%‘pim kuﬁgfﬁ‘\%%améﬁyuiy
of their liaison bodies designated in accordance with paragraph 1, and any subsequent modification 5 2n K B i e i o
of those details.
4. The Commission shall publish and update on its website the list of liaison bodies communicated to it | 4. ® & 3t % § e fesb b i o L 374 [ B
5% 33w B4R OB H o
by the Member States in accordance with paragraph 3. ¥ BEBHE -
5. All requests for assistance pursuant to Article 104(1), and notifications and communications pursuant 5. #r A4 & 104(1)FF#k M eng 4 s 2 e
Articles 1 ] ) hall _ iai . - the M A g% 105~ 106 fr107 i el ool
to Articles 105, 106 and 107 shall be transmitted by a liaison body to its correspondent in the Member S d T B i T R R et
State to which the request or the notification is addressed. g B R R4 R o
6. The Commission shall, by means of implementing acts, establish the specifications of the technical | 6. #E3t% ¢ &> 4 d 5 5wl - 4] % 1‘“*’? *iE
tools and th dures f ication between liaison bodies designated i d th | LFAn TR B B LR S
ools and the procedures for communication between liaison bodies designated in accordance wi fofe B o B 7 m P AR E 145(2)@5- T
paragraph 1 of this Article. Those implementing acts shall be adopted in accordance with the 2 g AARSE S T o
examination procedure referred to in Article 145(2).
Article 104 104 i
. & RATdE 2 faet
Assistance on request
1. Where the competent authorities in a Member State consider that, for the performance of official | 1. #~ ® ¢ R BIEF #Mine -5 7 a2 p 7
trols or for the effective follow-up to such controls i their territory, th ire data or informati Fxﬁﬂéﬂﬁwﬁ%“ﬂ R R AR
controls or for the effective follow-up to such controls in their territory, they require data or information j\ BT g R RS M A T e
from the competent authorities of another Member State, they shall issue a reasoned request for feeizé¢ BREFBMEF N 2oz RiEnF
administrative assistance to the competent authorities of that Member State. The requested Feph et o ARG AiE BB L

tent authoriti hall: (a)ﬁm‘w#~& RS T3

competent authorities shall: (b)de 34 2 1 F 5 B 4ot 20 ﬂj(x;—;—ﬁ" )
(a) acknowledge receipt of the request without delay; BocFGFR pAzt B IER P O DR
(b) where the requesting competent authority so specifies, indicate within ten working days from the date : );{ e d B i “’””: Bz "g?* TR R jj\

; . . . . COFFTLETFE > g HI A "/5\[*“'r'rp»’)3 tH
of receipt of the request, the estimated time necessary to provide an informed response to the B BMBREYTT SR PFMfes 2o R ALK
request; and BB iR R A T —B? HEEEmp L7

(c) perform official controls or investigations necessary to provide the requesting competent authorities BERE AR -
without delay with all necessary information and documents to enable them to take informed
decisions and verify compliance with Union rules within their jurisdiction.
2. Documents may be transmitted in their original form or copies may be provided. 2. ZEV IR AEE S T IREAF R
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3. By agreement between the requesting competent authorities and the requested competent 3. g R s b "’ﬁ?‘ﬁﬁﬁg? L e
authorities, staff designated by the former may be present during the official controls and t{i;:;ij;?c?; li‘i ; ;?t ;; ;ff; F,i g;f
investigations referred to in point (c) of paragraph 1 performed by the requested competent o=
authorities. e : jg:" ’K’j’?\‘;f’%‘ﬁ;ﬁwﬁg f:g"klﬁ :@;}g' e
In such cases the staff of the requesting competent authorities shall: ¢ M I; ”TH‘;E :fif ;h hidzsa s enEre

(a) at all times be able to produce written authority stating their identity and their official capacity; (D)% ER 24 » 7 Aok Ak Renig § 1 M Pk R -

(b) be granted access by the operator to the same premises and documents as the staff of the requested *‘ii’ttﬁ ¥R * W’L’j*;i’\gf‘;‘" m}* ;r # *J:‘*W J*P e
competent authorities, through their intermediary, and for the sole purpose of the administrative :;1 ;;’;;; PER LI UL R A
enquiry being carried out; and (C)FZLd3va o FFRRA ARG RaEF R 2 F

(c) not, on their own initiative, exercise the powers of enquiry conferred on officials of the requested RS -
competent authorities.

Article 105 ¥ 105 %
Assistance without request in the event of non-compliance E R LA ﬂ;#’&ﬁ_:fg( R )L R

1.  When the competent authorities in a Member State become aware of a case of non-compliance, and L %%~ € RROET MR 3 7 & 20
if such non-compliance may have implications for another Member State, they shall notify such i - %t e ri%j ib ’)H{ ok _.

CESEEES S LSRR E T RN
information to the competent authorities of that other Member State without being requested to do so R AR U Y - § ﬁ B et
and without undue delay. Jffg} B e .

2. The competent authorities notified in accordance with paragraph 1 shall: %a)il;?ﬂ%ll ;gii:}j?%gf% R

(a) acknowledge receipt of the notification without undue delay; (D) 4r % 3 7o i F B B 4ot 2 R GRiE o

(b) where the notifying competent authority so specifies, indicate within ten working days from the date of 1T Jf}”"g)‘) _’](E'J‘E FeLpAzS BaAER P4
receipt of the notification: ((_I )}]L IF"E';?H; GRS A

(c)

(i) what investigations they intend to carry out; or

(ii) the reasons why they consider that no investigations are necessary; and

where investigations referred to in point (b) are considered necessary, investigate the matter and
inform the notifying competent authorities without delay of the results and, where appropriate, of any

measures taken.

(118 P3as 2 FREFEDEd (2
(C)’&r’% p,up F A ‘Ef—r:):(b)‘\!”' Tﬁlg mp%gl ’ F]

BB VT DR E R L o o

Fﬁﬁ?ﬁ? » T B AR E PE o ATER BN P R T T

i Ao
LU

Article 106
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Assistance in the event of non-compliance creating a risk or a repeated or potentially serious WAREFFRIRGDEHN st Bukidr
infringement (R P i if B cinfi 22
1. Where, during official controls performed on animals or goods originating in another Member State, L ek 6 ¥Rp V- ¢ R RTR RS P PREF
- R IESE TR R A Yk Sk AR R

the competent authorities establish that such animals or goods do not comply with the rules referred
to in Article 1(2) in such a way as to create a risk to human, animal or plant health, animal welfare or,
as regards GMOs and plant protection products, also to the environment, or to constitute a potentially
serious infringement of those rules, they shall, without delay, notify the competent authorities of the
Member State of dispatch and of any other concerned Member State in order to enable those

competent authorities to undertake appropriate investigations.

BER L(QIETRE 2 R0 A H AU~ B
4 RE R B ARAL & MR TS 2 e
PoREA S U EHREAL D R SRS
SRPPELREER B W PR T S
\gﬁga]mﬁ?ﬁwﬁgu&x:m H B k2 mg
B oM@ E%EH F’Fﬁg‘rﬁgﬂb}\%*ﬁf‘ﬁ@mp%
Eo

2. The notified competent authorities shall without delay: 2. A sh gL T
knowled ipt of the notification; (a)Fiinde 3L 4r;
(a) acknowledge receipt of the notification; (D) i o= cf 5 M 4ot 7 B P © P ir it
(b) where the notifying competent authority so specifies, indicate what investigations they intend to carry FEABE R
) . . o . Feg 3 g AR E ~ orivd g 2 TR
(c) investigate the matter, take all necessary measures and inform the notifying competent authorities of R . T T T
the nature of the investigations and official controls performed, of the decisions taken and of the
reasons for such decisions.
3. If the notifying competent authorities have reason to believe that the investigations performed or the | 3. #= %L = OEF M 5 1L Ap 15 d AL Foeh
. . . T B ATIUIT e B b TR B ohly o8 A i
measures taken by the notified competent authorities do not adequately address the non-compliance N e IR R =T 2 El}@i g
established, they shall request the notified competent authorities to complement the official controls frmfg BB AT L H AT e 3 R R
performed or the measures taken. In such cases the competent authorities from the two Member B";’;’L oo Bt BERT 002§ R BT
MR
States shall: (a)%’ﬁ‘\— BRI Rk g Rk B
(a) seek an agreed approach with the aim of appropriately addressing the non-compliance, including LFE-HP & #—gﬁ;‘@fti};iﬁ 104(3) i 24 {7 ems
through joint official controls and investigations performed in accordance with Article 104(3); and @ FrEdifeass
i L . . é;{i ;%ié%*wxi@fﬁpi‘m' rabiof - SRR T
(b) inform the Commission without delay where they are not able to agree on appropriate measures. %F; SRR
3
4. When official controls performed on animals or goods originating in another Member State show | 4. 4c% #ihp ¥ - ¢ | Wb de & § 4 9738 7 F
repeated cases of non-compliance as referred to in paragraph 1, the competent authorities of the CEAIMT R AR S B ERE -
o : o g AE PR ek FER MRS T rRE AL
Member State of destination shall inform the Commission and the competent authorities of the other Eiet e g B RfEE B H o
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(a) notify such information to the competent authorities in other concerned Member States; and

(b)

Article 107
Assistance on the basis of information provided by third countries
When competent authorities receive information from a third country indicating non-compliance with
rules referred to in Article 1(2) or a risk to human, animal or plant health, animal welfare or, as

regards GMOs and plant protection products, also to the environment, they shall, without delay:

communicate such information to the Commission where it is or may be relevant at Union level.

# 107 i¥
1% = A& ST e

. ¥EFHMAS ZRARIIZFTREAP G 288
5 1(2) T % 2 ‘Lﬁ.‘#i\‘fifj"‘éﬁ EisR I L=
o dmak e BT A Fleeid 2 Pfofe e R A

e efrpis B4

ESUER ST S LW RS AN T
() Tl of 63 Mg R R s u ;2

(b) fe b s T £ &8 7 iy 2R K Jsdp B P o -t

N U U g L S
2. Information obtained through official controls and investigations performed in accordance with this | 2. $EF » g4/ 2 Edp A REFHNFL D AER
Regulation may be communicated to the third country referred to in paragraph 1, provided that: :’FA{; LT RS IR 2 2R
(a) the competent authorities which have provided the information consent to such communication; () 3Tt & M 20460 i
(b) the third country has undertaken to provide the assistance necessary to gather evidence of practices | (b) % = F© ¥ £ & £ % & hfd e > 12 & R
that are or appear to be non-compliant with Union rules or that pose a risk to humans, animals or “;’; EF R RS 3:; WoB A SRR
. i 'f )X Kﬁf mlpk/ S ;E. %
plants or the environment; and (OF E* > 5= MBER A Gypip el
(c) relevant Union and national rules applicable to the communication of personal data to third countries FeR T Rfe -
are complied with.
Article 108 108 i
. . . FERLE2 5/ PRBLERE
Coordinated assistance and follow-up by the Commission A S #1
1. Where the competent authorities in the Member States concerned are unable to agree on | 1. =% F B 0§ [ B0 48 M 2 jefaila @
appropriate action to address the non-compliance with the rules referred to in Article 1(2), the ERLQFIRE L RPIFELYF FE
pprop P ’ B AR ﬁﬁ%ig@"%ﬁaﬁ%%&ﬁ
Commission shall coordinate without delay the measures and actions undertaken by competent BA%? {L §7 FFhE ;E%B’\m;f’- sfoi7
authorities in accordance with this Title where information available to the Commission either: B 2 R (F3)
i . . : . (a)dF & Ll 7 B &% 1(2) TR 2 2 R
(a) reports activities that are, or appear to be, non-compliant with the rules referred to in Article 1(2), and g 0 ¥ L REB - B g R RY 6 A
V= — N V= =
such activities have, or might have, ramifications in more than one Member State; or AT A G B, ﬁ} L] (BB
(b) indicates that the same, or similar, activities that are, or appear to be, non-compliant with the rules | (P)4p P ¥ it &~ @ 12 b ¢ fBI P 2 2 2 & 020
- , , , L3 PEs 1(2)1' e Rt EAp e &
referred to in Article 1(2) might be taking place in more than one Member State. 5 (1 £ B
5 B
2. Inthe cases referred to in paragraph 1, the Commission may: 2. xR 1AEATRZE DERT > mREHRL ET
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(a)

(b)

A BRI S RS

in collaboration with the Member State concerned, send an inspection team to perform an
on-the-spot official control;

request, by means of implementing acts, that the competent authorities in the Member State of
dispatch and, where appropriate, in other Member States concerned, appropriately intensify official

controls and report to it on the measures taken by them;

& DABRER AR By 1 Soum http: //cur lex.europa.eu)
e F5CEE T H B 111.10.31

(@)% M § R R (00 it Ho 1 140 L3
-ATK

(b % f7omil + & R Eeng [T @ E
M E s & R R EF MG E e ey 2
FAL TR AR B gy o e B LS €§F
4.

v
(C)izgps 1(2)ETHE 2 J‘F{,#&E’»ﬁ IR S

(c) take any other appropriate measure in accordance with the rules referred to in Article 1(2). A 3F o
3. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement | 3 ® B & & 7 {45 % 144 e ¥ 32422 o 12
, , e , , N : AR #IRES 1WA A L L L 2
this Regulation by establishing rules for the rapid exchange of information in the cases referred to in T g kAt A AT
paragraph 1.
TITLE V * V5
2L ggﬁ
PLANNING AND REPORTING VERES
Article 109 109 %
$ & & B 7 413 % (MANCP) 4= MANCP ¥ -
Multi-annual national control plans (MANCP) and a single body for the MANCP g ARF H5( )t B
1. Member States shall ensure that official controls governed by this Regulation are performed by the IR W; FEfe A RF AT EROT 2 F A T
h % E:3i3 13+ % MANCP #4 17 > 3%3*+
competent authorities on the basis of a MANCP, the preparation and implementation of which are *i? '@;;ﬁ % ;W_j\:iﬁ n i TR f "
coordinated across their territory. 2. $RRBI T BE- i L End:
2. Member States shall designate a single body tasked with: ()3 f F F > 3 #1091 1M 2 B> MANCP
I . ” . g 1 iE,
(a) coordinating the preparation of the MANCP across all competent authorities responsible for the (b)#2 1% MANCP %= 5 &
official controls; ()& 7 B MANCP 2. 5 ss fHimenfi » M i{#2 %
(b) ensuring that the MANCP is coherent; 13 e 2 2 3 RAF & 2 gy % 111(2) 5 “rie
. . . . . o ” Feng A e & AT
(c) collecting the information on the implementation of the MANCP in view of submitting the annual

reporting referred to in Article 113 and of its review and update as necessary in accordance with
Article 111(2).

Article 110
Content of the MANCPs
MANCPs shall be prepared so as to ensure that official controls are planned in all the areas governed

by the rules referred to in Article 1(2) and in accordance with the criteria laid down in Article 9 and

# 110 iF
MANCP ep %

1. MANCP fsit i & rom g =
#2 2 maawgz‘nmh 3
AR e 1805 3

ey 1(2)iE AT
AN LR R E 9
¥ 2T iR LR
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with the rules provided for in Articles 18 to 27. (e T
, , ) L - 2. MANCP ¢ 455 M #rid F e BAEH 2 5 M ¢ R
2. MANCPs shall contain general information on the structure and organisation of the systems of official P \ e
]_Ei]mg ?#J, «LL,P‘f#_’frB‘\qm——ﬁ,{‘mel
control in the Member State concerned in each of the areas covered, and shall contain information on B b e 4E T ER
at least the following: (a)MANCP #asfng p AFre 2 B0 2 4122 T A fe
o o . , gt = fi%{fl?‘FEﬁ““E%ﬁ
(a) the strategic objectives of the MANCP and on how the prioritisation of official controls and allocation (D)F = # 41 nh % 4 47
of resources reflect these objectives; (C)fe?d & ~ ®dfor > Ko fpMLigez 2
(b) the risk categorisation of the official controls; EAro R M EEM T W ST R
o y . _ (D 4 P Bzt @5 % i
(c) the designation of competent authorities and their tasks at central, regional and local level, and on ()BT B fost & & s ehf & 8 42 - i e kg
resources available to those authorities; B3 B e BN R IOT S E A
(d) where appropriate, the delegation of tasks to delegated bodies; (DE* 2 P AFRPEG i W2 254
N - : _ ¥ul2F P AFOEFT RN RIREL a5
(e) the general organisation and management of official controls at national, regional and local level, Y
A
including official controls in individual establishments; (@FEFi &% b()iE T 2 EF R h&xar2 1
(f) control systems applied to different sectors and coordination between the different services of (h)fgi ;ﬁi;ﬁ #3 .
4 iv‘» n ;
competent authorities responsible for official controls in those sectors; ()% iZ(l)vi”“rﬂ‘ n: g
(g9) procedures and arrangements in place to ensure compliance with the obligations of the competent | (j)# /& % 1(2) it 2 2 DL F 2 - &
authorities provided for in Article 5(1); g T 2 o ,
o N (k)gﬁ@]%ﬁ?%}ﬁf%iﬁ.‘*m— g e rT Bb e
(h) the training of staff of the competent authorities;
(i) the documented procedures provided for in Article 12(1);
(i) the general organisation and operation of contingency plans in accordance with the rules referred to
in Article 1(2); and
(k) the general organisation of cooperation and mutual assistance between competent authorities in the
Member States.
Article 111 #1115 .
MANCP e & ~ { #ric
Preparation, update and review of MANCPs A AR
1. Member States shall ensure that the MANCP provided for in Article 109(1) is made available to the | 1. "5 #% MA NCP PRSP F AR T f AR
P J X 5, 2
ublic, with the exception of those parts of the plan the disclosure of which could undermine the E SR Al e § R BRAE RS S s
public, P P P * % 109<1>n£~n+ 4 MANCP

effectiveness of official controls.
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2. The MANCP shall be regularly updated to adjust it to changes to the rules referred to in Article 1(2),
and reviewed to take account at least of the following factors:

(a) the emergence of new diseases, pests of plants or other risks to human, animal or plant health,
animal welfare or, in the case of GMOs and plant protection products, also to the environment;

(b) significant changes to the structure, management or operation of the competent authorities in the

Member State;

(c) the outcome of Member States’ official controls;

(d) the outcome of Commission controls performed in the Member State in accordance with Article
116(1);

(e) scientific findings; and

(f) the outcome of official controls performed by the competent authorities of a third country in a Member
State.

3. Member States shall provide the Commission, upon request, with the latest up-to-date version of

their respective MANCP.

LSRR R & RS K

& DU 253 ik £ - (Source: hitp://eur-lex.europa.eu)
mi SR HIA 111.10.31
2. MANCP =z L #7> M FI % 1(2) "1 2 2
e ga tiEgy Rl A TRiEF L2
CE RN FE
()ATeAp ~ ot T ASNRSH B A4 B
PR s BbARALS > AR Fre 4 FfolE b E
A SRR TEHES S 2 b kDR
() RREF B DG pRAETES £ <

2
L.
=3

(¢ RRF > ¢ H4h% %,

(DT 116(DFE2 mP L g4 E R R A
RIE R

(eFEFR; 112

(Dex¢gAEpr25%=
FHEE o

3. ¢RFMRRwEALEZEf i Lp
MANCP e #7ix & o

BIHE £ 8 M 5T 7 enp

Article 112
Coordinated control programmes and information and data collection

With a view to conducting Union-wide targeted assessment of the state of application of the rules referred

to in Article 1(2) or establishing the prevalence of certain hazards across the Union, the Commission may

adopt implementing acts concerning:

(a) the implementation of coordinated control programmes of limited duration in one of the areas
governed by the rules referred to in Article 1(2);

(b) the organisation, on an ad hoc basis, of the collection of data and information in relation to the
application of a specific set of the rules referred to in Article 1(2) or regarding the prevalence of
certain hazards.

Those implementing acts shall be adopted in accordance with the examination procedure referred to in

Article 145(2).

¥ 112 i*
PP IS SRe Spa T

S0 AXEWEBPENHY 1(QETRE 2B
PR AT AREFRRE Y R
EpEadiek o WERLEITHET T AT
I8 2% (7 o p]

() aX§ 1(HETHE LR Fmengl ¢ -
AR 2 U R 2 F I3 & 0
(e &g * 5 1(2)iF THR2 2 - BEFURPL
Brepdadnit BaokFEieFL b

iR o
PR Al ERRY 145(2)FETRE 2% AR
= J'/‘ﬁ;'?!' °

Article 113
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Annual reports by the Member States € R Rne E::%?i‘
1. By 31 August every year, each Member State shall submit to the Commission a report setting out: I #&87 31p *BgAMErTERL §HR
: . . ) - PIRE ,ﬁ BT E R
(a) any amendments made to its MANCP to take account of the factors referred to in Article 111(2); (@)% 3 MANCP EdehE e T L B E R 111(2)
(b) the outcome of official controls performed in the previous year under its MANCP; iEHriR 2 r]—% :
(c) the type and number of cases of non-compliance with the rules referred to in Article 1(2), per area, | (D139 % MANCP &1 — & #7447 0 = ¢ 4]0k
*

(d)

(e)

detected in the previous year by the competent authorities;

the measures taken to ensure the effective operation of its MANCP, including enforcement action and
the results of such measures, and

a link to the web page of the competent authority containing the public information on fees or charges
referred to in Article 85(2).

(OFEF M - EFRIchE BAREZ B EE
1(2) i 2 2 *L‘L;pamﬂé A el 8 ;

(d) % F& %2 MANCP ej »ci8 (£ %E’»mji—’:& , d ¢
CE VRSN el ob L i Rk u;

(e)tE F b e 7 chbdds 'd PG ¥ 85(2) i
% 7 %‘vw H12 F;vg?\»% o

2. wFEE® |AEsTEaE BIHEL IR RMEOF

2. In order to ensure the uniform presentation of the annual reports provided for in paragraph 1, the ,* - o
o : . Ef%*iiﬁf%’%ﬁ@*ZFFI‘:WE'J’%Wi*fFf%%@%f%
Commission shall, by means of implementing acts, adopt and update as necessary standard model I T L I T T EI e e ey
I FTou Ay ¢ ES ¢
forms for the submission of the information and data referred to in that paragraph. i# o
Those implementing acts shall, whenever possible, allow the use of the standard model forms LB EmR] e T PR HERL G
. o - ”’*#“i’rﬁ%#ﬁw»ti M“’%}‘i%l(Z)fli"’*ﬁl
adopted by the Commission for the submission of other reports on official controls that the competent 2R B L ER DM S F
authorities are required to submit to the Commission in accordance with the rules referred to in Article s JF 4 p 2 &R g&v E )
1(2). Those implementing acts shall be adopted in accordance with the examination procedure ; }Fi““’ “;i Tetefe s 145(2) TR 2 L% &
V=R °
referred to in Article 145(2).
Article 114 ¥ 114 i¥
FERE EhERFL
Annual reports by the Commission RERL G v
1. By 31 January every year, the Commission shall make available to the public an annual report on the I =& 1 T3l pE o WERL ERSFHMIER
. £ offici . o ) G EFIEEEE R O RPREY E
operation of official controls in the Member States, taking into account: (a) € ﬁ RiEE S 113 3k 2 chie R4 2 ;10 %
(a) the annual reports submitted by the Member States in accordance with Article 113; and ()&% 116(1) FE T 7 g p AL € ¥ Fleni
(b) the results of Commission controls performed in accordance with Article 116(1). * oo
2. Th | report provided for i h 1 h iate, includ dati 2 LLIIE”*‘*““““’@%"F*’ S AEMOT 6
. e annual report provided for in paragraph 1 may, where appropriate, include recommendations on 5 WE ? % P Mfr# T S 4l

possible improvements to official control systems in Member States and to certain official controls in

certain areas.

e
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Article 115

Contingency plans for food and feed

3 115 i¥
b S PR PR §

(a)
(b)
(c)

(@)

(b)

For the application of the general plan for crisis management provided for in Article 55(1) of
Regulation (EC) No 178/2002, Member States shall draw up contingency plans for food and feed
setting out measures to be applied without delay when food or feed is found to pose a serious risk to
human or animal health either directly or through the environment.

The contingency plans for food and feed provided for in paragraph 1 shall specify:

the competent authorities to be involved;

the powers and responsibilities of the authorities referred to in point (a); and

channels and procedures for sharing information between competent authorities and other parties
concerned as appropriate.

Member States shall review regularly their contingency plans for food and feed to take into account
changes in the organisation of the competent authorities and experience gained from implementing
the plan and simulation exercises.

The Commission may adopt implementing acts concerning:

rules for the establishment of the contingency plans provided for in paragraph 1 of this Article to the
extent necessary to ensure the consistent and effective use of the general plan for crisis
management provided for in Article 55(1) of Regulation (EC) No 178/2002; and

the role of stakeholders in the establishment and operation of those contingency plans.

Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).
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1. Commission experts shall perform controls, including audits, in each Member State to:
(a) verify the application of the rules referred to in Article 1(2) and those provided for in this Regulation;
(b) verify the functioning of national control systems in the areas governed by the rules referred to in

Article 1(2) and those provided for in this Regulation, and of the competent authorities which operate

them;

(c) investigate and collect information:

(iYon official controls and enforcement practices in the areas governed by the rules referred to in
Article 1(2) and those provided for in this Regulation;

(iiyon important or recurring problems with the application or enforcement of the rules referred to in
Article 1(2);

(iii)in relation to emergency situations, emerging problems or new developments in the Member
States in the areas governed by the rules referred to in Article 1(2) and those provided for in this
Regulation.

2. The controls provided for in paragraph 1 shall be organised in cooperation with the competent
authorities of the Member States and shall be performed on a regular basis.

3. The controls provided for in paragraph 1 may include on-the-spot verifications. The Commission
experts may accompany the staff of the competent authorities performing official controls.

4. Experts from the Member States may assist the Commission experts. National experts

accompanying Commission experts shall be given the same rights of access as the Commission

experts.
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Article 117
Reports by the Commission on controls in Member States
The Commission shall:
(a) prepare a draft report on the findings and on recommendations addressing the shortcomings
identified by its experts during controls performed in accordance with Article 116(1);
(b) send to the Member State where those controls have been performed a copy of the draft report

provided for in point (a) for its comments;
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(c) take the comments of the Member State referred to in point (b) into account in preparing the final
report on the findings of the controls performed by its experts in the Member States as provided for in
Article 116(1); and

make publicly available the final report referred to in point (c) and the comments of the Member State

(d)

referred to in point (b).
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Article 118
Programme of the Commission controls in Member States
1. The Commission shall, by means of implementing acts:
(a) establish an annual or multiannual control programme for the controls to be performed by its experts
in the Member States as provided for in Article 116(1); and
(b)

by the end of each year, communicate to the Member States the annual control programme or any
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update to the multiannual control programme for the following year. 2. T’fij %:gi i 1??;,,;:;;;” ’Lé);{wﬁ??jg;}l,
2. The Commission may, by means of implementing acts, amend its control programme to take account PR o IRt R T g R o
of developments in the areas governed by the rules referred to in Article 1(2). Any such amendment
shall be communicated without delay to the Member States.
Article 119 # 119 /f o
Obligations of the Member States as regards Commission controls FRANCEERL 417 8 PR3
Member States shall: € RRE:

(a) take appropriate follow-up measures to remedy any specific or systemic shortcomings identified
through the controls performed by the Commission experts in accordance with Article 116(1);

(b) give the necessary technical assistance and provide the available documentation, including the
results of the audits referred to in Article 6, upon justified request, and other technical support that
Commission experts request to enable them to perform controls efficiently and effectively; and

(c) give the necessary assistance to ensure that the Commission experts have access to all premises or
parts of premises, animals and goods, and to information, including computing systems, relevant for

the execution their duties.of
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Article 120

Commission controls in third countries

% 120 i¥
FEHLENEZ R F A

(a)

(b)

(c)

(a)

(b)

(c)

(d)
(e)

(f)

(9)

(h)

Commission experts may perform controls in third countries in order to:

verify the compliance or equivalence of third-country legislation and systems, including official
certification and the issuance of official certificates, official labels, official marks and other official
attestations, with the requirements laid down in the rules referred to in Article 1(2);

verify the capacity of the third country control system to ensure that consignments of animals and
goods exported to the Union comply with relevant requirements established by the rules referred to in
Article 1(2) or with requirements recognised to be at least equivalent thereto;

collect information and data to elucidate the causes of recurring or emerging problems in relation to
exports of animals and goods from a third country.

The controls provided for in paragraph 1 shall have particular regard to:

the legislation of the third country;

the organisation of the third country’s competent authorities, their powers and independence, the
supervision to which they are subject and the authority they have to enforce the applicable legislation
effectively;

the training of staff of the competent authority of the third country in the performance of official
controls;

the resources including analytical, testing and diagnostic facilities available to competent authorities;
the existence and operation of documented control procedures and control systems based on
priorities;

where applicable, the situation regarding animal health, animal welfare, zoonoses and plant health,
and procedures for notifying the Commission and relevant international bodies of outbreaks of animal
diseases and pests of plants;

the extent and operation of controls performed by the competent authority of the third country on
animals, plants and their products arriving from other third countries; and

the assurances which the third country can give regarding compliance with, or equivalence to, the
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requirements laid down in the rules referred to in Article 1(2).
In order to facilitate the efficiency and effectiveness of the controls provided for in paragraph 1, the
Commission may, prior to performing such controls, request that the third country concerned provide:

(a) the necessary information referred to in Article 125(1); and
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(b) where appropriate and necessary, the written records on the controls its competent authorities (b) ifj B AT ASM R T 41
perform. 4. ‘;g«*{i ¢v EHk gﬁ E‘s?\_% 1 58 =7
4. The Commission may appoint experts from Member States to assist its own experts during the denE A1 B R L g2
controls provided for in paragraph 1.
Article 121 ¥ 121
Frequency of Commission controls in third countries BEHL G205 = R IR
The frequency of Commission controls in third countries referred to in Article 120 shall be determined on % 120 fFerie 2 2 BR ‘ﬁ § 0% = W2 g Al

the basis of the following criteria:

(a) arisk assessment of the animals and goods exported to the Union from the third country concerned;

(b) the rules referred to in Article 1(2);

(c) the volume and nature of animals and goods entering the Union from the third country concerned;

(d) the outcome of controls already performed by the Commission experts or by other inspection bodies;

(e) the outcome of official controls on animals and goods entering the Union from the third country
concerned and of any other official controls that competent authorities of Member States have
performed;

(f) information received from the EFSA or similar bodies;

(g) information received from internationally recognised bodies such as:
(i) the World Health Organization;
(ii) the Codex Alimentarius Commission;
(ii) the World Organization for Animal Health (OIE);
(iv) European and Mediterranean Plant Protection Organization and any other regional plant

protection organisations established under the International Plant Protection Convention (IPPC);
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(vi) Organisation for Economic Co-operation and Development;
(vii) United Nations Economic Commission for Europe;
(viii) the secretariat of the Cartagena Protocol on Biosafety to the Convention on Biological Biodiversity;
(h) evidence of emerging disease situations or other circumstances that might result in animals and
goods entering the Union from a third country presenting health or environmental risks or a risk of
fraudulent or deceptive practices;

(i)

the need to investigate or respond to emergency situations in individual third countries.
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Article 122
Reports by the Commission on controls in third countries
The Commission shall report on the findings of each control performed in accordance with Articles 120
and 121. Its report shall, where appropriate, contain recommendations.

The Commission shall make its reports publicly available.
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Article 123

Programme of the Commission controls in third countries
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The Commission shall communicate its programme of controls in third countries to Member States in FERLERFASA S =R g RLwg R
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communicated to the Member States in advance.
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Third-country controls in Member States A g A= % ¥
1. Member States shall inform the Commission of planned controls in the areas governed by the rules L ¢ A AR R gL = BT
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particular to:

(a) provide advice on the rules referred to in Article 1(2);
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(b)

(c)

i

provide information and data available at Union level that may be useful for the control performed by
the competent authorities of the third country;
facilitate consistency and uniformity with regard to controls performed by the competent authorities of

third countries in different Member States.
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(b)
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(d)
(e)

(f)
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CHAPTER II P
Condiitions for the entry into the Union of animals and goods Ll Bl el v e
Article 125 # 125 ¥

Information on third countries' control systems
The Commission shall request third countries which intend to export animals and goods to the Union
to provide the following accurate and up-to-date information on the general organisation and
management of sanitary and phytosanitary control systems in their territory:
any sanitary or phytosanitary rules adopted or proposed within their territory;
risk-assessment procedures and factors taken into consideration for the assessment of risks and for
the determination of the appropriate level of sanitary or phytosanitary protection;
any control and inspection procedures and mechanisms, including, where relevant, on animals or
goods arriving from other third countries;
official certification mechanisms;
where appropriate, any measures taken following re- commendations provided for in the first
paragraph of Article 122;
where relevant, results of controls performed on animals and goods intended to be exported to the
Union; and
where relevant, information on changes made to the structure and functioning of control systems
adopted to meet Union sanitary or phytosanitary requirements or recommendations provided for in
the first paragraph of Article 122.
The request for information referred to in paragraph 1 shall be proportionate, taking account of the
nature of the animals and goods to be exported to the Union and of the specific situation in, and

structure of, the third country.
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Establishment of additional conditions for entry into the Union of animals and goods Lt S et T
1. The Commission is empowered to adopt delegated acts in accordance with Article 144 to supplement . BEHL €7 BT 144 8 » g2 R 1
. . . " . . . ﬁ‘mﬂx*mrﬁé ‘%‘iﬁjaxggmﬁv#«fr%
this Regulation concerning the conditions to be respected by animals and goods entering the Union v

(@)

(b)

(c)

(d)
(e)

from third countries which are necessary to ensure that the animals and goods comply with the
relevant requirements established by the rules referred to in Article 1(2), with the exception of points
(d), (e), (g) and (h) of Article 1(2), or with requirements recognised to be at least equivalent thereto.
The conditions laid down in the delegated acts referred to in paragraph 1 shall identify animals and
goods by referring to their codes from the Combined Nomenclature and may include:

the requirement that certain animals and goods shall only enter the Union from a third country or
region of a third country which appears on a list drawn up by the Commission for that purpose;

the requirement that consignments of certain animals and goods from third countries be dispatched
from, and obtained or prepared in, establishments which comply with the relevant requirements
referred to in paragraph 1 or with requirements recognised to be at least equivalent thereto;

the requirement that consignments of certain animals and goods be accompanied by an official
certificate, an official attestation, or by any other evidence that the consignments comply with the
relevant requirements referred to in paragraph 1 or with requirements recognised to be at least
equivalent thereto, including the results of the analysis performed by an accredited laboratory;

the obligation to provide the evidence referred to in point (c) in accordance with a specific format;
any other requirement necessary to ensure that certain animals and goods offer a level of protection
of health and, as regards GMOs, also of the environment, equivalent to that ensured by the
requirements referred to in paragraph 1.

The Commission may, by means of implementing acts, lay down rules on the format and type of
official certificates, official attestations, or evidence required in accordance with the rules provided for
in point (c) of paragraph 2 of this Article. Those implementing acts shall be adopted in accordance

with the examination procedure referred to in Article 145(2).
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Inclusion in the list of third countries referred to in point (a) of Article 126(2)

FUr % 126(2) % ()BT HRE22LF=FELE?

(@)
(b)

(c)

(d)

(e)

The inclusion of a third country or region thereof in the list referred to in point (a) of Article 126(2)

shall be made in accordance with paragraphs 2 and 3 of this Article.

The Commission shall approve, by means of implementing acts, the request transmitted to it for the

purpose referred to in paragraph 1 of this Article by the third country concerned, accompanied by

appropriate evidence and guarantees that the animals and goods concerned from that third country

comply with the relevant requirements referred to in Article 126(1) or with requirements equivalent

thereto. Those implementing acts shall be adopted and updated in accordance with the examination

procedure referred to in Article 145(2).

The Commission shall decide on the request referred to in paragraph 2 taking into account, as

appropriate:

the third country’s legislation in the sector concerned;

the structure and organisation of the competent authorities of the third country and its control

services, the powers available to them, the guarantees that can be provided with regard to the

application and enforcement of the legislation of the third country applicable to the sector concerned,

and the reliability of the official certification procedures;

the performance by the competent authorities of the third country of adequate official controls and

other activities to assess the presence of hazards for human, animal or plant health, for animal

welfare or, in relation to GMOs and plant protection products, also for the environment;

the regularity and rapidity of information supplied by the third country on the presence of hazards for

human, animal or plant health, for animal welfare or, in relation to GMOs and plant protection

products, also for the environment;

the guarantees given by the third country that:

(i) conditions applied to the establishments from which animals or goods are exported to the Union
comply with requirements that are equivalent to those referred to in Article 126(1);

(ii) a list of the establishments referred to in point (i) is drawn up and kept up to date;

(iii) the list of establishments referred to in point (i) and updates thereof are communicated to the
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Commission without delay;
(iv) the establishments referred to in point (i) are the subject of regular and effective controls by the

competent authorities of the third country;
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(f) the findings of controls performed by the Commission in the third country in accordance with Article
120(1): ’f'?«f"”\‘%«f"ﬂwﬁ)‘@\&mni"E"ﬁf{fﬁ—ﬁ@?
(1 F S A
(g) any other information or data on the capability of the third country to ensure that only animals or
goods which provide the same or an equivalent level of protection as that afforded by the relevant
requirements referred to in Article 126(1) enter the Union.
4. The Commission shall delete the reference to a third country or a region of a third country from the list 4 FWERL GBI L P75 12 6(2) i % (a)
ferred to in poi f Article 126(2) where the conditions for inclusi he li b %E*ﬁ“f‘”’fﬁ“ﬁ“if‘%” FERHE R ZHL
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Special measures regarding the entry into the Union of certain animals and goods * P wp g H;LF' y
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i ; : , . : . (EC)2016/429 L4 % 249 i 973k % 2 i
249 of Regulation (EU) 2016/429, there is evidence that the entry into the Union of certain animals or AR 4 M KRR W2
goods originating from a third country, a region thereof or a group of third countries, pose a risk to Rz Hv - :[w« ER R e F - E Ly
human, animal or plant health or, as regards GMOs, also to the environment, or where there is B BE RN RS ER RS
idence that wid d seri I ith the rules referred to in Article 1(2) of thi ﬁf‘mm“ﬁ#* B T S
evidence that widespread serious non-compliance wi e rules referred to in Article 1(2) of this iR E AN D E L RE A AR
Regulation is taking place, the Commission shall adopt, by means of implementing acts, the LG HRE ZRF2HEF > HERL g
measures necessary to contain such risk or put an end to the identified non-compliance. Those T %"ﬁ‘ﬁ R B & gy B A
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implementing acts shall be adopted in accordance with the examination procedure referred to in FRPEALD S 145(2) FEHRE 2 F AATLA
Article 145(2) of this Regulation. TUEREE o
2. The measures referred to in paragraph 1 shall identify animals and goods by referring to their codes | 2 * 1;5 ;:r*ii ﬁvi Kl };“’i}? %ﬂﬁﬁﬁ‘%ﬁf i
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from certain third countries or regions thereof be subject, prior to dispatch, to specific treatment or
controls;

the requirement that the animals and goods referred to in paragraph 1 originating in or dispatched
from certain third countries or regions thereof be subject, upon entry into the Union, to specific
treatment or controls;

the requirement that consignments of the animals and goods referred to in paragraph 1 of this Article
originating in or dispatched from certain third countries or regions thereof, be accompanied by an
official certificate, an official attestation, or by any other evidence that the consignment complies with
requirements established by the rules referred to in Article 1(2) or with requirements recognised to be

at least equivalent thereto;
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(e) the requirement that the evidence referred to in point (d) be provided in accordance with a specific
format;
(f) other measures necessary to contain the risk.
3. When adopting the measures referred to in paragraph 2, account shall be taken of . FHETF2A RE TS KL S R
P 5 120 1T en g
(a) the information collected in accordance with Article 125; Eiilﬁ% - WL " tig iﬂ; W s
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Equivalence
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and (h) of Article 1(2), the Commission may, by means of implementing acts, recognise that
measures applied in a third country, or regions thereof, are equivalent to the requirements laid down

in those rules, on the basis of:
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(a) a thorough examination of information and data provided by the third country concerned pursuant to
Article 125(1); and

(b) where appropriate, the satisfactory outcome of a control performed in accordance with Article 120(1).
Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).

2. The implementing acts referred to in paragraph 1 shall set out the practical arrangements for the
entry of animals and goods into the Union from the third country concerned, or regions thereof, and
may include:

(a) the nature and content of the official certificates or attestations that have to accompany the animals or
goods;

(b) specific requirements applicable to the entry into the Union of the animals or goods and the official
controls to be performed at entry into the Union;

(c) where necessary, procedures for drawing up and amending lists of regions or establishments in the
third country concerned from which the entry of animals and goods into the Union is permitted.

3. The Commission shall, by means of implementing acts, repeal without delay the implementing acts
provided for in paragraph 1 of this Article where any of the conditions for the recognition of
equivalence cease to be fulfilled. Those implementing acts shall be adopted in accordance with the

examination procedure referred to in Article 145(2).

22
7

RN B IE S DIECRE A\ B Soum http: //cur lex.europa.ceu)

GRS ETHEA 111.10.31
<w%%%%3mﬁﬁﬁ 125(1) 54t 07 ek
HERRAE S
(b)if % PF > 5 % 120(1)@%*& T2 g 4lend A E
,&E’FJ. = 5 o
IERGEFP RRERE 145(2)E TR E hE B
RS rAERHE o

2. ¥ 1Mk 2 2% (7 Rl AP G M end =
R AT I L LS
EFTE

(a)ﬁvﬁg\«gﬁ,&,g 'TF mE —»/Ji—é— ~mm

(D)8 4 % [ 4 it » 4R P2 WE il > & btk » B
BT 7o R

(C)teie & B+ 1 fe i BB o fo | i~ A2
ZFZHEHE RO LEARR -

3. @Tﬂﬁ*ﬂig)@;’”xiw PEERE R F‘?—?’%‘%‘ﬁ{w‘
R o EF A AR A AGES 1 T ey
oo P B A wRO kAR 145 (2) e
22 B AMEA R o

CHAPTER Il # 111 £
7 71‘! 20 f;fl - }‘_“ 2
Training of staff of the competent authorities and of other authorities BEBUTHEBYTRA 5T
Article 130 # 130 iF

Training and exchange of staff
1. The Commission may organise training activities for the staff of the competent authorities and, where
appropriate, for staff of other authorities of the Member States involved in investigations of possible
infringements of this Regulation and of the rules referred to in Article 1(2).
The Commission shall organise those activities in cooperation with the Member States concerned.

2. The training activities referred to in paragraph 1 shall facilitate the development of a harmonised
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approach to official controls and other official activities in Member States. They shall include, as
appropriate, training on:

this Regulation and the rules referred to in Article 1(2);

control methods and techniques relevant for the official controls and for the other official activities of
the competent authorities;

production, processing and marketing methods and techniques.

The training activities referred to in paragraph 1 may be open to staff of the competent authorities of
third countries and may be organised outside the Union.

Competent authorities shall ensure that the knowledge acquired through the training activities
referred to in paragraph 1 of this Article is disseminated as necessary and appropriately used in the
staff training activities referred to in Article 5(4).

Training activities aimed at disseminating such knowledge shall be included in the training
programmes referred to in Article 5(4).

The Commission may organise, in cooperation with the Member States, programmes for the
exchange of staff of the competent authorities performing official controls or other official activities
between two or more Member States.

Such exchange may take place through the temporary secondment of staff of the competent
authorities from one Member State to the other or through the exchange of such staff between the
relevant competent authorities.

The Commission may, by means of implementing acts, lay down rules on the organisation of the
training activities referred to in paragraph 1, and of the programmes referred to in paragraph 5, of this
Article. Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 145(2).
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Information management system
Article 131 ¥ 131 i*

Information management system for official controls (IMSOC)
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The Commission shall, in collaboration with the Member States, set up and manage a computerised
information management system for official controls (IMSOC) for the integrated operation of the
mechanisms and tools through which data, information and documents concerning official controls
and other official activities are managed, handled, and automatically exchanged.

The processing of personal data by the Member States and the Commission through the IMSOC and
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SRR HEA 11 1.1().31
. WERLEREERRNETT 22 frg B
> e At T IE =k SL(IMSOC) o uﬁ
ﬁéf## fex B2 FRE T F8% g f o f
HR 8 7 i Wt T T e 8
e UL 33 LRI A
Hizip-

e A A1 iEanip A fohp T2 /f@“’ &5 i

any one of its components shall only be carried out for the purpose of performing official controls and f‘f AREBARTICR 1(2) EATIEE 2 R T
other official activities in accordance with this Regulation and with the rules referred to in Article 1(2). C R ;‘“: BEPEBLR SR e R G
i\?— @ (T
Article 132 # 132
IMSOC er3— 45 5%
General functionalities of the IMSOC "
The IMSOC shall: IMSOC /& .

: . . . (a) ¥ R MM g2 fr L FZERNEF 2 B Al
(a) allow for the computerised handling and exchange of information, data and documents necessary for A N S ST ;‘z £ 79 oo
the performance of official controls, resulting from the performance of official controls or the recording EEdF R HA SHEg R TR 3

(b)

(d)

(e)

of the performance or outcome of official controls in all cases where this Regulation, the rules
referred to in Article 1(2) or the delegated and implementing acts provided for in Articles 16 to 27
provide for the exchange among competent authorities, between the competent authorities and the
Commission, and where appropriate with other authorities and the operators, of such information,
data and documents;

provide a mechanism for the exchange of data, information and documents in accordance with
Articles 102 to 108;

provide a tool to collect and manage the reports on official controls provided by Member States to the
Commission;

allow for the production, handling and transmission, including in electronic form, of the journey log
referred to in Article 5(4) of Regulation (EC) No 1/2005, of the records obtained by the navigation
system referred to in Article 6(9) of that Regulation, of official certificates and of the CHED referred to
in Article 56 of this Regulation; and

integrate the existing computerised systems managed by the Commission and used for the rapid
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exchange of data, information and documents in relation to risks to human, animal health and
welfare, and plant health, as established by Article 50 of Regulation (EC) No 178/2002, Article 20 of
Regulation (EU) 2016/429 and Article 103 of Regulation (EU) 2016/2031 and provide appropriate

links between those systems and its other components.
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(b)

Article 133
Use of the IMSOC in the case of animals and goods subject to certain official controls

In the case of animals or goods whose movements within the Union or placing on the market are
subject to specific requirements or procedures established by the rules referred to in Article 1(2), the
IMSOC shall enable the competent authorities at the place of dispatch and other competent
authorities responsible for performing official controls on those animals or goods to exchange, in real
time, data, information and documents concerning animals or goods being moved from one Member
State to another and on official controls performed.

The first subparagraph of this paragraph shall not apply to goods subject to the rules referred to in
points (g) and (h) of Article 1(2).

In the case of exported animals and goods for which Union rules apply in relation to the issuance of
the export certificate, the IMSOC shall enable the competent authorities of the place of dispatch and
other competent authorities responsible for performing official controls to exchange, in real time,
data, information and documents concerning such animals and goods and the outcome of controls
performed on those animals and goods.

In the case of animals or goods subject to the official controls referred to in Articles 44 to 64, the
IMSOC shall:

enable the competent authorities at the border control posts and other competent authorities
responsible for performing official controls on those animals or goods to exchange, in real time, data,
information and documents concerning those animals and goods and on controls performed on those
animals or goods;

enable the competent authorities at the border control posts to share and exchange relevant data,

information and documents with customs authorities and other authorities responsible for performing
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controls on animals or goods entering the Union from third countries, and with operators involved in
entry procedures, in accordance with the rules adopted pursuant to Articles 15(4) and 75(2) and with
other relevant Union rules; and

support and operate the procedures referred to in point (a) of Article 54(3) and in Article 65(6).

The IMSOC shall, for the purpose of this Article, integrate the existing Traces system.
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Article 134
The functioning of the IMSOC

The Commission shall adopt implementing acts for the functioning of the IMSOC which lay down:

(@)

(b)

(c)

(d)

(e)

(f)

(9)

(h)

the technical specifications of the IMSOC and its system components, including the electronic data
exchange mechanism for exchanges with existing national systems, identification of applicable
standards, definition of message structures, data dictionaries, exchange of protocols and procedures;
the specific rules for the functioning of the IMSOC and of its system components to ensure protection
of personal data and security of exchange of information;

the specific rules for the functioning and use of the IMSOC and of its components, including the rules
to update and create the necessary links between the systems referred to in point (e) of Article 132
and in Article 133(4);

contingency arrangements to be applied in the event of unavailability of any of the functionalities of
the IMSOC;

the cases where, and the conditions under which, the third countries and international organisations
concerned may be granted partial access to the functionalities of the IMSOC and the practical
arrangements of such access;

the cases where, and the conditions under which, the data, information and documents are to be
transmitted using the IMSOC;

the rules concerning an electronic system under which electronic certificates issued by the competent
authorities of third countries are to be accepted by the competent authorities; and

the cases where, and the conditions under which, exemptions from the use of the IMSOC can be

granted to occasional users.
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Those implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 145(2).
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Article 135
Data protection

vCl

1. Directive 95/46/EC and Regulation (EC) No45/2001 of the European Parliament and of the Council®2
shall apply to the extent that the information processed through the IMSOC contains personal data as
defined in point (a) of Article 2 of Directive 95/46/EC and in point (a) of Article 2 of Regulation (EC)
No 45/2001. «4C1

2. In relation to their responsibilities to transmit the relevant information to the IMSOC and the
processing of any personal data that might result from that activity, the competent authorities of the
Member States shall be regarded as controllers as defined in point (d) of Article 2 of Directive
95/46/EC.

3. In relation to its responsibility to manage the IMSOC and the processing of any personal data that
might result from that activity, the Commission shall be regarded as controller as defined in point (d)
of Article 2 of Regulation (EC) No 45/2001.

4. Member States may restrict the rights and obligations under Article 6(1), Article 10, Article 11(1) and
Article 12 of Directive 95/46/EC as necessary to safeguard the interest referred to in points (d) and (f)
of Article 13(1) of that Directive.

5. The Commission may restrict the rights and obligations under Article 4(1), Article 11, Article 12(1)
and Articles 13 to 17 of Regulation (EC) No 45/2001 where such restriction constitutes a necessary
measure to safeguard the interests referred to in points (a) and (e) of Article 20(1) of that Regulation
during the period in which actions are being planned or performed to verify compliance with food or

feed law or to ensure the enforcement of food or feed law in the specific case to which the information
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62 Regulation (EC) No 45/2001 of the European Parliament and of the Council of 18 December 2000 on the protection of individuals with regard to the processing of personal data by the Community
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Member States and the Commission shall ensure that the IMSOC complies with the rules on data § A B wRRL G RAR INSOC # &R L4
. . . N . , ¢ 4~ Bl % 95/46/EC 4p 4 %4 17 #% 2 EC % 45/2001 %%
security adopted by the Commission under Article 17 of Directive 95/46/EC and Article 22 of Regulation A E 22 EE Y L MO FA 2 PR -
(EC) No 45/2001 respectively.
TITLE VII ¥ VII %
HiFLFHF
ENFORCEMENT ACTION
CHAPTER / ¥I#
Actions by the competent authorities and penalties BEBH 752 iafy
Article 137 # 137 i .
WEFBMRGTL Fheh- LA
General obligations of the competent authorities as regards enforcement action MR PU R
1. When acting in accordance with this Chapter, the competent authorities shall give priority to action to | 1. % 1345 & F R LT 4 | 8B 55 i 2
- L . . LR B A B el R B
be taken to eliminate or contain risks to human, animal and plant health, animal welfare or, as R B it 2 b 2 b A B 1
regards GMOs and plant protection products, also to the environment. }fI%\ Pl M2 TS .’gﬁwg
2. In case of suspicion of non-compliance, the competent authorities shall perform an investigation in | 2 &7 ; #*ERE L} R R P MR R
. .. .. 7 p% I’ZEF;\.\‘E 7 Mf. )l#’l °
order to confirm or to eliminate that suspicion. 3. Bt o R (JEF M) RS 2T I
3. Where necessary, actions taken in accordance with paragraph 2 shall include: Ll A
(a) the performance of intensified official controls on animals, goods and operators for an appropriate (a) & L—i ;’;ﬁ Z: PHES R EYE LR
H . ? 2] ]'Ar o
period; (b)‘i FRHB P2 e R SE D TR
(b)the official detention of animals and goods and of any unauthorised substances or products as AT e 2 dode o
appropriate.
Article 138 138 i
BIEEH B L RT R BT B

Actions in the event of established non-compliance
1.  Where the non-compliance is established, the competent authorities shall take:
(a) any action necessary to determine the origin and extent of the non-compliance and to establish the

operator’s responsibilities; and
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(b) appropriate measures to ensure that the operator concerned remedies the non-compliance and
prevents further occurrences of such non-compliance.

When deciding which measures to take, the competent authorities shall take account of the nature of
that non-compliance and the operator’s past record with regard to compliance.

2. When acting in accordance with paragraph 1 of this Article, competent authorities shall take any
measure they deem appropriate to ensure compliance with the rules referred to in Article 1(2),
including, but not limited, to the following:

(a) order or perform treatments on animals;

(b) order the unloading, transfer to another means of transport, holding and care of animals, quarantine
periods, the postponement of the slaughter of animals, and, if necessary, order that veterinary
assistance be sought;

(c) order treatments on goods, the alteration of labels or corrective information to be provided to
consumers;

(d) restrict or prohibit the placing on the market, the movement, the entry into the Union or the export of
animals and goods; and prohibit their return to the Member State of dispatch or order their return to
the Member State of dispatch;

(e) order the operator to increase the frequency of own controls;

(f) order certain activities of the operator concerned to be subject to increased or systematic official
controls;

(g) order the recall, withdrawal, removal and destruction of goods, authorising, where appropriate, the
use of the goods for purposes other than those for which they were originally intended;

(h) order the isolation or closure, for an appropriate period of time, of all or part of the business of the
operator concerned, or its establishments, holdings or other premises;

(i) order the cessation for an appropriate period of time of all or part of the activities of the operator
concerned and, where relevant, of the internet sites it operates or employs;

(j) order the suspension or withdrawal of the registration or approval of the establishment, plant, holding

or means of transport concerned, of the authorisation of a transporter or of the certificate of
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(k)

(@)

(b)

(@)
(b)

competence of the driver;

order the slaughter or killing of animals provided that this is the most appropriate measure to
safeguard human health as well as animal health and welfare.

The competent authorities shall provide the operator concerned, or its representative, with:

written notification of their decision concerning the action or measure to be taken in accordance with
paragraphs 1 and 2, together with the reasons for that decision; and

information on any right of appeal against such decisions and on the applicable procedure and time
limits with respect to such right of appeal.

All expenditure incurred under this Article shall be borne by the responsible operators.

The competent authorities, in the case of issuance of false or misleading official certificates or in the
case of abuse of official certificates, shall take appropriate measures, including:

the temporary suspension of the certifying officer from its duties;

the withdrawal of the authorisation to sign official certificates;

(c) any other measure to prevent a reoccurrence of the offences referred to in Article 89(2).
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Article 139

Penalties
Member States shall lay down the rules on penalties applicable to infringements of this Regulation
and take all measures necessary to ensure that they are implemented. The penalties provided for
shall be effective, proportionate and dissuasive. Member States shall, by 14 December 2019, notify
those provisions to the Commission and shall notify it without delay of any subsequent amendment
affecting them.
Member States shall ensure that financial penalties for violations of this Regulation and of the rules
referred to in Article 1(2),

accordance with national law, at least either the economic advantage for the operator or, as

perpetrated through fraudulent or deceptive practices, reflect, in

appropriate, a percentage of the operator's turnover.
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Article 140
Reporting of infringements
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1. Member States shall ensure that competent authorities have effective mechanisms to enable L §REE 'HEF L R RSl TR ]|
rting of actual or potential infri ts of this Regulati A D 5 AL AR A
reporting of actual or potential infringements of this Regulation. 9 % IIE“r:}&ﬂ\%,H¢ e kT AR
2. The mechanisms referred to in paragraph 1 shall include at least: (AD)fdliE F (AR FOFR2ZFL 2 H i fan
(a) procedures for the receipt of reports of infringements and their follow-up; LR
b iat tection f rti infri t against retaliation, discriminati (D42 @ F (& ‘M)fifb ST E
(b) appropriate protection for persons reporting an infringement against retaliation, discrimination or By AR R DT E L i iR
other types of unfair treatment; and 3
(c) protection of personal data of the person reporting an infringement in accordance with Union and (OR%EwHE* R MEF% FEF(ARTOFF D
A2 A R
national law. ’
CHAPTER Il ¥ I F
CE e A A
Union enforcement measures HE TR
Article 141 N ¥ 141
: B4 x e L L3
Serious disruption in a Member State's control system * 6 REE AR f
1. Where the Commission has evidence of a serious disruption in a Member State’s control system and Lo gwmpfidge R BB YPHECE S
h disrupti titute a wid drisk to h imal or plant health, animal welf g*ﬁ*m’}%’wﬁm L
such disruption may constitute a widespread risk to human, animal or plant health, animal welfare or, PR B AR R T A A
as regards GMOs and plant protection products, also to the environment, or result in a widespread PEREE A SRS R Lk o g
infringement of the rules referred to in Article 1(2), it shall, by means of implementing acts, adopt one FUQFARE LR PR ILEF P RER
, . . . o . LGB FF R R BB A iy
or more of the following measures, to be applied until such disruption is eliminated: % B P R RS S AL
(a) the prohibition to make available on the market or to transport, move or otherwise handle certain | (a)# i+ &7 6 1+ p= & 238 « B &2 L DR
animals or goods concerned by the disruption in the control system; fl%mii U‘"j: B BRI RS g
. iy . . . ) Y‘/"‘“"‘ 4‘2‘}@“’
(b) special conditions for the activities, animals or goods referred to in point (a); (b) &5 (a)% O AR R i ds s B S F A ek
(c) the suspension of the operation of official controls in border control posts or other control points [ EN
concerned by the disruption in the official control system or the withdrawal of such border control (c) “’ LA RIS EE U R Ly
L Rk ﬁla?%fﬁ‘%mﬁ ?%J’k'r"\%‘fﬁﬂ
posts or other control points; o .§ % ? Bleef B e e
(d) other appropriate temporary measures necessary to contain that risk until the disruption in the control | (d) # # if % 2 #rpF e & # 35 1l «s’: R e E T

system is eliminated.
Those implementing acts shall be adopted in accordance with the examination procedure referred to
in Article 145(2).
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The measures referred to in paragraph 1 shall be adopted only where the Member State concerned
has not corrected the situation upon request and within the appropriate time limit set by the
Commission.

On duly justified imperative grounds of urgency relating to human and animal health or, as regards
GMOs and plant protection products, also to the protection of the environment, the Commission shall
adopt immediately applicable implementing acts in accordance with the procedure referred to in
Article 145(3).
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TITLE VI % VIII %
X &K
COMMON PROVISIONS
CHAPTER /| e
Procedural provisions BRI EF
Article 142 ¥ 142 iF

Amendment of Annexes and references to European standards

The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this
Regulation concerning amendments to Annexes Il and Ill, in order to take into account changes to
the rules referred to in Article 1(2), technical progress and scientific developments.

The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this
Regulation concerning the references to the European standards referred to in point (b)(iv) of Article
29, point (e) of Article 37(4) and point (a) of Article 93(3), in the event that CEN amends those
standards.
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Article 143
Data protection
Member States shall apply Directive 95/46/EC to the processing of personal data carried out in the
Member States pursuant to this Regulation.
Regulation (EC) No 45/2001 shall apply to the processing of personal data carried out by the

Commission pursuant to this Regulation.
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Exercise of the delegation Leehi7 i
The power to adopt delegated acts is conferred on the Commission subject to the conditions laid AR E R AT AT R 2 iE i
FAOBHRERLE o

down in this Article.

The power to adopt delegated acts referred to in Articles 18(7) and 21(8), Article 41, Articles 45(4)
and 47(3), Article 48, Article 50(4), Article 51, and Articles 53(1), 62(3), 64(2) and (5), 77(1) and (2),
92(4), 99(2), 100(6), 101(2), 126(1), 142(1) and (2), 149(2), 150(3), 154(3), 155(3) and 165(3) shall
be conferred on the Commission for a period of five years from 28 April 2017. The Commission shall
draw up a report in respect of the delegation of power not later than nine months b efore the end of
the five-year period. The delegation of power shall be tacitly extended for periods of an identical
duration, unless the European Parliament or the Council opposes such extension not later than three
months before the end of each period.

The delegation of power referred to in Articles 18(7) and 21(8), Article 41, Articles 45(4) and 47(3),
Article 48, Article 50(4), Article 51, and Articles 53(1), 62(3), 64(2) and (5), 77(1) and (2), 92(4), 99(2),
100(6), 101(2), 126(1), 142(1) and (2), 149(2), 150(3), 154(3), 155(3) and 165(3) may be revoked at
any time by the European Parliament or by the Council. A decision to revoke shall put an end to the
delegation of the power specified in that decision. It shall take effect the day following the publication
of the decision in the Official Journal of the European Union or at a later date specified therein. It shall
not affect the validity of any delegated acts already in force.

Before adopting a delegated act, the Commission shall consult experts designated by each Member
State in accordance with the principles laid down in the Interinstitutional Agreement of 13 April 2016
on Better Law-Making.

As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the European
Parliament and to the Council.

A delegated act adopted pursuant to Articles 18(7) and 21(8), Article 41, Articles 45(4) and 47(3),
Article 48, Article 50(4), Article 51, and Articles 53(1), 62(3), 64(2) and (5), 77(1) and (2), 92(4), 99(2),
100(6), 101(2), 126(1), 142(1) and (2), 149(2), 150(3), 154(3), 155(3) and 165(3) shall enter into force

only if no objection has been expressed either by the European Parliament or the Council within a

P25 18(7)% 21(8)%E 1% ~ % 41 i ~ % 45(4)
2 AT()EE~% 48 i~ % 50(4) i ~ % 51 iF »
2% % 53(1)~62(3)~64(2)% (5)~T7(1)% (2) -
92(4)~99(2)~100(6)~101(2)~126(1) ~142(1)
% (2)~149(2)~150(3)~154(3)~155(3) % 165(3)
FIEATIR R 2 PR RS Fp 2017 & 40
2P MEHLEROEL DT - mPEHL
EREFENSEPFERZDIB Y P Tu;fxg
HEAlenE e 1 PR L o4 g L R BRF
WHEAR P F(TE &S] f—!ﬂ)’% LR 3R
ERBPREEAABNELYTY B2 3B
TR IR .
wd 18(7)2 21(8) % iE ~ % 41 iF ~ % 45(4) %
AT(3)E i ~ % 48 i ~ % 50(4) % ~ % b1 1% >
r2 2 % 53(1)~62(3)~64(2)F=(5)~TT(1)4=(2) ~
92(4)~99(2)~100(6)~101(2)~126(1)~142(1)
Fe(2)~149(2)~150(3)~154(3)~155(3) % 165(3)
FiFe AR A BVRE AR a:
g 19 A e PR HTA) o SR ETs) i TR Bk a0
AP AT T 2 fE 4 hE R ﬁmﬁ@_wA-
o (RE A HR) 2 p e B4R 2
Bp P4 ke 3530 sl B BB A k2 T
2 e sl o
Bkt AR T BE AL §RA 2016
ﬁ4g13ﬂw%i%ﬁ*m;%ﬁﬁh&J@
e FIEC RS SR e
ESE A5
RGN RS Rl
ﬁ%ﬁiéi%ﬁ ?E ¢ o
P iRy 18(T)2 21(8) % i ~ % 41 i ~ &
45(4)51 AT7(3) & ~ % 48 1% ~ % 50(4)iE ~ %
51 1> 02 % % 53(1)~62(3)~64(2)F=(5)~T7(1)
Fe(2)~92(4)~99(2)~10006)~101(2)~126(1) ~

# b R L

171



http://eur-lex.europa.eu/

AR ST RS

period of two months of notification of that act to the European Parliament and to the Council or if,
before the expiry of that period, the European Parliament and the Council have both informed the
Commission that they will not object. That period shall be extended by two months at the initiative of

the European Parliament or of the Council.

% SRR EE DIEREE A 3# Ak £ 3 (Source: hitp://eur-lex.europa.eu)
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142(1)e(2) ~ 149(2) ~ 150(3) ~ 154(3) ~ 155(3)
2 165(3) % B AR Y L gRARE R F R
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Article 145

Committee procedure
The Commission shall be assisted by the Standing Committee on Plants, Animals, Food and Feed
established by Article 58(1) of Regulation (EC) No 178/2002, except in respect of Articles 25 and 26
of this Regulation for which the Commission shall be assisted respectively by the committees
established pursuant to Regulation (EC) No 834/2007 and to Regulation (EU) No 1151/2012. Those
committees shall be committees within the meaning of Regulation (EU) No 182/2011.
Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall
apply.Where the committee delivers no opinion, the Commission shall not adopt the draft
implementing act and the third subparagraph of Article 5(4) of Regulation (EU) No 182/2011 shall
apply.
Where reference is made to this paragraph, Article 8 of Regulation (EU) No 182/2011, in conjunction
with Article 5 thereof, shall apply.
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CHAPTER Il % 11 %
3 ‘;Rt el % & f“ ,l% <
Transitional and final provisions ERE °
Article 146 ¥ 146 i¥
Fg 1k
Repeals

Regulations (EC) No 854/2004 and (EC) No 882/2004, Directives 89/608/EEC, 89/662/EEC,
90/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Decision 92/438/EEC, are
repealed with effect from 14 December 2019.

References to the repealed acts shall be construed as references to this Regulation and shall be read
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in accordance with the correlation tables in Annex V.

2.
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Article 147
Relation with Regulation (EC) No 882/2004

The designation of each of the European Union reference laboratories referred to in Annex VIl to
Regulation (EC) No 882/2004 shall remain effective until a designation of a European Union reference

laboratory in the same area takes place in accordance with Article 93 of this Regulation.
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Article 148

Relation with Regulations (EC) No 852/2004 and (EC) No 853/2004 regarding approval of food business

establishments
Competent authorities shall establish procedures for food business operators to follow when applying
for the approval of their establishments in accordance with Regulations (EC) No 852/2004 and (EC)
No 853/2004.
Upon receipt of an application for approval from a food business operator, the competent authority
shall make an on-site visit.
The competent authority shall approve an establishment for the activities concerned only if the food
business operator has demonstrated that it complies with the relevant requirements of food law.
The competent authority may grant conditional approval if it appears that the establishment meets all
the infrastructure and equipment requirements. It shall grant full approval only if it appears from a
new official control of the establishment, carried out within three months of granting conditional
approval, that the establishment meets the other relevant requirements of food law. If clear progress
has been made but the establishment still does not meet all of the relevant requirements, the
competent authority may prolong the conditional approval. However, conditional approval shall not
exceed a total of six months, except in the case of factory and freezer vessels flying the flag of
Member States, for which such conditional approval shall not exceed a total of 12 months.
The competent authority shall keep the approval of establishments under review when carrying out

official controls.
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1.

Article 149
Transitional measures related to the repeals of Directives 91/496/EEC and 97/78/EC

»M2The relevant provisions of Directives 91/496/EEC and 97/78/EC which govern matters referred
to in point (b) of Article 47(2), Article 48, points (b), (c) and (d) of Article 51(1), point (a) of Article
53(1), Article 54(1) and (3), and point (a) of Article 58 of this Regulation shall apply instead of the
corresponding provisions of this Regulation until 13 December 2019.

The relevant provisions of Directive 97/78/EC which govern matters referred to in point (a) of Article
47(2) of this Regulation related to composite products shall continue to apply instead of that
corresponding provision until 20 April 2021. 4M2

The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this
Regulation concerning the date referred to in paragraph 1 of this Article. That date shall be the date
of application of the corresponding rules to be established pursuant to the delegated or implementing
acts provided for in Article 47(2), Article 48, points (b), (c) and (d) of Article 51(1), point (a) of Article
53(1), Article 54(1) and (3), and point (a) of Article 58.
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Article 150
Transitional measures related to the repeal of Directive 96/23/EC

Competent authorities shall continue to perform the official controls necessary to detect the presence
of the substances and groups of residues listed in Annex | to Directive 96/23/EC, in accordance with
Annexes Il, Il and IV to that Directive, instead of the corresponding provisions of this Regulation, until
14 December 2022 or an earlier date to be determined in the delegated act adopted in accordance
with paragraph 3 of this Article.

Article 29(1) and (2) of Directive 96/23/EC shall continue to apply instead of the corresponding
provisions of this Regulation until 14 December 2022 or an earlier date to be determined in the
delegated act adopted in accordance with paragraph 3 of this Article.

The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this
Regulation concerning the earlier date referred to in paragraphs 1 and 2 of this Article. That date shall

be the date of application of the corresponding rules to be established pursuant to the delegated or
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implementing acts provided for in Articles 19 and 112.
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Article 1571
Amendments to Directive 98/58/EC
Directive 98/58/EC is amended as follows:
(1) Article 2, point (3) is replaced by the following:
‘3. “competent authorities” means competent authorities as defined in Article 3(3) of Regulation (EU)

2017/625 of the European Parliament and of the Council®

() 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) (OJ L 95,7.4.207,

p.1).;
(2) Article 6 is amended as follows:
(a) paragraph 1 is deleted;
(b)paragraph 2 is replaced by the following:

‘2. Member States shall submit to the Commission by 31 August each year an annual report for the
previous year on the inspections carried out by the competent authority to check compliance
with the requirements of this Directive. The report shall be accompanied by an analysis of the
most serious findings of non—-compliance and a national action plan to prevent or decrease
their occurrence for the forthcoming years. The Commission shall submit summaries of those
reports to the Member States.’;

(c) in paragraph 3, point (a) is deleted;
(3) Article 7 is deleted.
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Amendments to Directive 1999/74/EC
Directive 1999/74/EC is amended as follows:
(1) Article 8 is amended as follows:
(a) paragraph 1 is deleted;
(b) paragraph 2 is replaced by the following:

‘2. Member States shall submit to the Commission by 31 August each year an annual report for the
previous year on the inspections carried out by the competent authority to check compliance
with the requirements of this Directive. The report shall be accompanied by an analysis of the
most serious findings of non—compliance and a national action plan to prevent or decrease
their occurrence for the forthcoming years. The Commission shall submit summaries of these
reports to the Member States.’;

(c) in paragraph 3, point (a) is deleted;
(2) Article 9 is deleted.
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Article 153
Amendments to Regulation (EC) No 999/2001
Regulation (EC) No 999/2001 is amended as follows:
(1) Articles 19 and 21 are deleted;
(2) in Annex X, Chapters A and B are deleted.
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Article 154
Amendments to Regulation (EC) No 1/2005 and related transitional measures
1. Regulation (EC) No 1/2005 is amended as follows:
(1) Article 2 is amended as follows:
(a) point (d) is replaced by the following:
‘(d) “border inspection post” means a border control post as defined in Article 3(38) of Regulation

(EU) 2017/625 of the European Parliament and of the Council®.;

() Regulation (EU) 2017/625 of the European Parliament and of the Council of 15 March 2017 on official controls and other
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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) (OJ L 95,7.4.207,
p.1).;

(b) point (f) is replaced the following:
‘(f) “competent authority” means competent authorities as defined in Article 3(3) of Regulation
(EU) 2017/625’;
(c) point (i) is replaced by the following:
‘(i) “exit point” means an exit point as defined in Article 3(39) of Regulation (EU) 2017/625’;
(d) point (p) is replaced by the following:
‘(p) “official veterinarian” means an official veterinarian as defined in Article 3(32) of Regulation
(EU) 2017/625’.
(2) Articles 14, 15, 16 and 21, Article 22(2), and Articles 23, 24 and 26 are deleted.
(3) Article 27 is amended as follows:
(a) paragraph 1 is deleted;
(b) paragraph 2 is replaced by the following:

‘2. Member States shall submit to the Commission by 31 August each year an annual report for the
previous year on the inspections carried by the competent authority to verify compliance with
the requirements of this Regulation. The report shall be accompanied by an analysis of the
major deficiencies detected and an action plan to address them.’;

(4) Article 28 is deleted.
2. Articles 14, 15, 16 and 21, Article 22(2), and Articles 23, 24 and 26 of Regulation (EC) No 1/2005

shall continue to apply, instead of the corresponding provisions of this Regulation, until 14 December
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2022 or an earlier date to be determined in the delegated act adopted in accordance with paragraph
3 of this Article.

3. The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this
Regulation concerning the date referred to in paragraph 2 of this Article. That date shall be the date
of application of the corresponding rules to be established pursuant to the delegated or implementing

acts provided for in Article 21.
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Article 155
Amendments to Regulation (EC) No 396/2005 and related transitional measures
1. Articles 26 and 27, Article 28(1) and (2) and Article 30 of Regulation (EC) No 396/2005 are deleted.
2. Article 26, Article 27(1) and Article 30 of Regulation (EC) No 396/2005 shall continue to apply instead
of the corresponding provisions of this Regulation until 14 December 2022 or an earlier date to be
determined in the delegated act adopted in accordance with paragraph 3 of this Article.
3. The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this
Regulation concerning the date referred to in paragraph 2 of this Article. That date shall be the date
of application of the corresponding rules to be established pursuant to the delegated or implementing

acts provided for in Article 19.
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Article 156
Amendments to Directive 2007/43/EC
Directive 2007/43/EC is amended as follows:
(1) In Article 2(1), points (c) and (d) are replaced by the following:
‘(c) “competent authorities” means competent authorities as defined in Article 3(3) of Regulation
(EU) 2017/625 of the European Parliament and of the Council®;
(d) “officia veterinarian” means an official veterinarian as defined in Article 3(32) of Regulation (EU)
2017/625;

() 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
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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) (OJ L 95,7.4.207,

p.1).;

(2) Article 7 is amended as follows:
(a) paragraph 1 is deleted;
(b) paragraph 2 is replaced by the following:

‘2. Member States shall submit to the Commission by 31 August each year an annual report for the
previous year on the inspections carried out by the competent authority to check compliance
with the requirements of this Directive. The report shall be accompanied by an analysis of the
most serious findings of non—compliance and a national action plan to prevent or decrease
their occurrence for the forthcoming years. The Commission shall submit summaries of those
reports to the Member States.’.
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Article 157
Amendments to Directive 2008/119/EC
Directive 2008/119/EC is amended as follows:
(1) In Article 2, point (2) is replaced by the following:

‘2. “competent authorities” means competent authorities as defined in Article 3(3) of Regulation (EU)
2017/625 of the European Parliament and of the Council®)

() 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,
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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) (OJ L 95,7.4.207,
p.-1).5;

(2) Article 7 is amended as follows:
(a) paragraphs 1 and 2 are deleted;
(b) paragraph 3 is replaced by the following:

‘3. Member States shall submit to the Commission by 31 August each year an annual report for the
previous year on the inspections carried out by the competent authority to check compliance
with the requirements of this Directive. The report shall be accompanied by an analysis of the
most serious findings of non—compliance and a national action plan to prevent or decrease
their occurrence for the forthcoming years. The Commission shall submit summaries of those
reports to the Member States.’;

(3) Article 9 is deleted.
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Article 158
Amendments to Directive 2008/120/EC
Directive 2008/120/EC is amended as follows:
(1) In Article 2, point (10) is replaced by the following:
“10. “competent authorities” means competent authorities as defined in Article 3(3) of Regulation
(EU) 2017/625 of the European Parliament and of the Council®).

() 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
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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) (OJ L 95,7.4.207,
p.-1).5;
(2) Article 8 is amended as follows:
(a) paragraphs 1 and 2 are deleted;
(b) paragraph 3 is replaced by the following:

‘3. Member States shall submit to the Commission by 31 August each year an annual report for the
previous year on the inspections carried out by the competent authority to check compliance
with the requirements of this Directive. The report shall be accompanied by an analysis of the
most serious findings of non—compliance and a national action plan to prevent or decrease
their occurrence for the forthcoming years. The Commission shall submit summaries of those
reports to the Member States.’;

(3) Article 10 is deleted.
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Article 159
Amendments to Regulation (EC) No 1099/2009
Regulation (EC) No 1099/2009 is amended as follows:
(1) In Article 2, point (q) is replaced by the following:

(@ "
Regulation (EU) 2017/625 of the European Parliament and of the Council®)

competent authorities” means competent authorities as defined in point (3) of Article 3 of

() 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

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) (OJ L 95,7.4.207,

European Parliament and of the Council,
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p.-1).5;
(2) Article 22 is deleted.

7.
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Article 160
Amendments to Regulation (EC) No 1069/2009
Regulation (EC) No 1069/2009 is amended as follows:
(1) Article 3 is amended as follows:
(a) point (10) is replaced by the following:
“10. “competent authority” means competent authorities as defined in point (3) of Article 3 of
Regulation (EU) 2017/625 of the European Parliament and of the Council®.

() 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) (OJ L 95,7.4.207, p.1).’;

(b) point (15) is replaced by the following:
15. “transit” means transit as defined in Article 3(44) of Regulation (EU) 2017/625.’;
(2) Articles 45, 49 and 50 are deleted.
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Article 161
Amendments to Regulation (EC) No 1107/2009
Regulation (EC) No 1107/2009 is amended as follows:
(1) Article 68 is amended as follows:

(a) the first paragraph is replaced by the following:
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‘Member States shall submit to the Commission by 31 August each year a report, for the previous
year, on the scope and the outcome of the official controls performed in order to verify
compliance with this Regulation’;

(b) the second and third paragraphs are deleted.
(2) point (n) of Article 78(1) is deleted.
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Article 162
Amendments to Regulation (EU) No 1151/2012

Regulation (EU) No 1151/2012 is amended as follows:
(1) Article 36 is amended as follows:

(a) the heading is replaced by the following: ‘Content of official controls’;

(b) paragraphs 1 and 2 are deleted;

(c) in paragraph 3, the introductory phrase is replaced by the following:

‘3. Official controls performed in accordance with Regulation (EU) 2017/625 of the European
Parliament and of the Council®) shall cover:

() 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) (OJ L 95,7.4.207, p.1).’;

(2) Article 37 is amended as follows:
(a) in paragraph 1, the first subparagraph is replaced by the following:

‘1. In respect of protected designations of origin, protected geographical indications and traditional

specialities guaranteed that designate products originating within the Union, verification of

compliance with the product specification, before placing the product on the market, shall be
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carried out by:
(a) the competent authorities designated in accordance with Article 4 of Regulation (EU)
2017/625; or
(b) delegated bodies as defined in Article 3(5) of Regulation (EU) 2017/625.’;
(b) in paragraph 3, the first subparagraph is deleted;
(c) in paragraph 4, the words ‘paragraphs 1 and 2’ are replaced by the words: ‘paragraph 2’;
(3) Article 38 is deleted;
(4) Article 39 is replaced by the following:
‘Article 39
Delegated bodies performing controls in third countries
The delegated bodies performing controls in the third countries referred to in paragraph 2(b) of
Article 37 shall be accredited to the relevant harmonised standard for “Conformity assessment-
Requirements for bodies certifying products, processes and services”. These delegated bodies may
be accredited either by a national accreditation body outside the Union, in accordance with

Regulation (EC) No 765/2008, or by an accreditation body outside the Union that is a signatory of a
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multilateral recognition arrangement under the auspices of the International Accreditation Forum.’.
Article 163 .. # 163 ¥ »
Amendments to Regulation (EU) No 652/2014 H(ED) 652/2014 B2+ 0 2
Regulation (EU) No 652/2014 is amended as follows: (EU) 652/2014 5L 3374 ¢
(1) Article 30(1) is replaced by the following: (1) % 30(1)#Ed ™ p FBeik e
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(a) the European Union reference laboratories referred to in Article 93 of Regulation (EU) 2017/625 (a) @,u'g;g EHpRE e (EU) 2017/625

of the European Parliament and of the Council” and to the European Union reference centres

referred to in Article 29 of Regulation (EU) 2016/1012 of the European Parliament and of the

Council™;

(b) the European Union reference centres for animal welfare referred to in Article 95 of Regulation
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(EU) 2017/625;

(c) the European Union reference centres for the authenticity and integrity of the agri-food chain

referred to in Article 97 of Regulation (EU) 2017/625.

() 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) (OJ L 95,7.4.207, p.1).;

(@) Regulation (EU) 2016/1012 of the European Parliament and of the Council of 8 June 2016 on zootechnical and

genealogical conditions for the breeding, trade in and entry into the Union of purebred breeding animals, hybrid
breeding pigs and the germinal products thereof and amending Regulation (EU) No 652/2014, Council Directives
89/608/EEC and 90/425/EEC and repealing certain acts in the area of animal breeding (“Animal Breeding Regulation”)
(OJ L 171, 29.6.2016, p.66).’;
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(2) the following Article is inserted:
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1. Grants may be awarded to the national reference laboratories referred to in Article 100 of
Regulation (EU) 2017/625 for costs incurred for obtaining accreditation according to the standard

EN ISO/IEC 17025 on “General requirements for the competence of testing and calibration

laboratories” for the use of methods of laboratory analysis, test and diagnosis to verify EER Y AR E L SRR A D 24
B4 o
compliance with the rules on protective measures against pests of plants. 2.6F BRI HEREF EE ST TR
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European Union reference laboratory for plant health, up to three years after the designation of

that European Union reference laboratory.’.
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Article 164
Amendments to Regulation (EU) 2016/429 and related transitional provisions
1. Regulation (EU) 2016/429 is amended as follows:
(1) Article 4 is amended as follows:
(a) point (33) is replaced by the following:
(33) “official control” means any form of control performed in accordance with Regulation (EU)
2017/625 of the European Parliament and of the Council’;

() 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) (OJ L 95,7.4.207, p.1).’;

(b) point (51) is replaced by the following:
‘(51) “Traces” means a system component integrated into the IMSOC as referred to in Articles 131
to 136 of Regulation (EU) 2017/625;’;
(c) point (53) is replaced by the following:
‘(53) “official veterinarian” means an official veterinarian as defined in Article 3(32) of Regulation
(EU) 2017/625;";
(d) point (55) is replaced by the following:
‘(55) “competent authority” means the central veterinary authority of a Member State responsible
for the organisation of official controls and any other official activities in accordance with this

Regulation and Regulation (EU) 2017/625, or any other authority to which that responsibility
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has been delegated;’;
(2) in Article 229, paragraph (2) is replaced by the following:

‘2. The operators responsible for the consignment in question shall present consignments of animals,
germinal products and products of animal origin from third countries or territories for the
purposes of official control as provided for in Article 47 of Regulation (EU) 2017/625.’;

(3) Article 281 is deleted.
2. The following provisions shall continue to apply in relation to the matters governed by Regulation

(EU) 2016/429, until the date of application of that Regulation:

(a) Article 9 of Directive 89/662/EEC;

(b) Article 10 of Directive 90/425/EEC;

(c) Article 18(1), (3), (4), (5), (6), (7) and (8) of Directive 91/496/EEC;

(d) Article 22(1), (3), (4), (5), (6) and (7) of Directive 97/78/EC.

3. Having regard to Article 14 of Regulation (EU) 2016/429 and notwithstanding the date of application

)
)
)
)

provided for in that Regulation, for the purpose of Article 31(2) of this Regulation, the condition for its

application shall be considered to be fulfilled already from 14 December 2019.
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Article 165
Amendments to Regulation (EU) 2016/2031 and related transitional provisions
1. Regulation (EU) 2016/2031 is amended as follows:
(1) Article 2, point (6) is replaced by the following:
‘(6) “competent authority” means competent authorities as defined in Article 3(3) of Regulation (EU)
2017/625 of the European Parliament and of the Council”’;

() 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

¥ 165 iF
$(EU)2016/2031 3% chis & frip B B A 5 2

1. (EU)2016/2031 %23 iz &

4Tl

(1) % 2% (6)8d TP FB
(0 TR B g LRk g 2w R T g

(EU)2017/625 4.3 & 3(3)1F o1 T & i
T

' (BU) 2017/625 0% % 2017 % 3 7 15 p meiv' sk € 2

ﬁwf‘:.l“’iﬁfsg*?:»fﬁ-*“" CRS T S e ﬁ’*”lL
B ik~ o B oty A 5 ‘Mpa g * @
Feng 2 g Alfed s g e aléﬁf&/*iafrww
FEE ¢ (EO 999/2001 g~ (EC) 396/2005 %5 ~ (EC)
1069/2009 %% ~ (EC) 1107/2009 5% ~ (EU) 1151/2012
.~ (EU) 652/2014 %% ~ (EU) 2016/429 = (EU)
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98/58/EC, 1999/74/EC, 2007/43/EC, 2008/119/EC and 2008/120/EC, and repealing Regulations (EC) No 854/2004 and 2016/2031 #.3 ~ w g 2% § (EC) 1/2005 5.2 (EC)

. . o 1099/2009 5R 3 12 2 e % ¢ 98/58/EC
(EC) No 882/2004 of the European Parliament and of the Council, Council Directives 89/608/EEC, 89/662/EEC, 1999/74/EC ~ 2007/43/EC ~ 2008/119/EC {e

90/425/EEC, 91/496/EEC, 96/23/EC, 96/93/EC and 97/78/EC and Council Decision 92/438/EEC (Official Controls 2008/120/EC4p 4 » X AL ® R E e B 2% ¢

Regulation) (OJ L 95,7.4.207, p.1)."; (EC) 854/2004 5.2 (EC) 882/2004 5LR% ~ wepf 2
¥ ¢ 89/608/EEC ~ 89/662/EEC ~ 90/425/EEC ~
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ME P Y ¢ 92/438/EEC Ak (F ¢ HRE)
(0J L 95,7.4.207, p.1). ;3

(2) Article 10 is replaced by the following: (2) % 10 i d ra™ pog Beit
‘Article 10 TE L0 R
Official confirmation by the competent authorities of the presence of a Union quarantine pest L3y M;}fﬂ TRAEF AL T LAY
Where a competent authority suspects, or has received evidence concerning, the presence of a Aok BT MR 0 A I R -k
Union quarantine pest, or a pest subject to measures adopted pursuant to Article 30(1), in a part of BALE B - fi f"; 30C1)wx “r**g"*”

%W?#Imiim’ F o ?%Irél}l,_pxi

the territory of the respective Member State where that pest was previously not known to be present, Al g f FBN - 254 0 R A E - 5

or in a consignment of plants, plant products or other objects introduced into, intended to be gl AEERr R ED 1
introduced into, or moved within the Union territory, it shall immediately take any measures Agd B pRane@ Y LB

T R ,&Qiﬁ%@u 7 A

necessary to confirm on the basis of a diagnosis of an official laboratory as referred to in Article 37 of (EU)2017/625 %% % 37 553 2 2 7 = B %

Regulation (EU) 2017/625 (“to officially confirm”), whether that pest is present or not. (T3 NrEen, VB A /EEFQQ\}’L g
Pending the official confirmation of the presence of that pest, the Member States concerned shall, iz d ,{*i o
. L. . "li;‘l——L \‘ﬁp:—f.x"}; \:Z:\:i: jX'N Iff L—Vﬁ_ ’ ':’Li’lﬁ/_ ﬁ E&]
where applicable, take phytosanitary measures to eliminate the risk of spread of that pest. Beif B EB SRR o % ET
The suspicion or evidence referred to in the first paragraph of this Article may be based on any [ F7 =) WL
information received pursuant to Articles 14 and 15, or from any other source.’; i 1 WP LGSR 0 T A
’&’F"%L 14 E4e% 15 Sz md 8 iR
frfcfleniE R Ea L2 0
(3) in Article 11, the second paragraph is replaced by the following: (3) % 11 #F® % 230 d 17T p F Bk

CHFA® 1 45 5 il defld St R RS

‘Notifications under the first paragraph shall be made by the single authority, as referred to in Article (EU)2017/625 % % A(2)iE =3 % 2 5 —

4(2) of Regulation (EU) 2017/625, of the Member State concerned and through the electronic ﬁﬁ@tﬁ 103 #5913k 3 P 3 i 4 % st
notification system referred to in Article 103.’; e
(4) in Article 25(2), point (a) is replaced by the following: (4) % 25(2)fk (a)Bhd 117 B it

TR L SR P
\/F‘ I&i)’f@,@mj Pk I? l__m'n ST rﬂi. 4

‘(@) the roles and responsibilities of the bodies involved in the execution of the plan, in case of a
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confirmed or suspected presence of the priority pest concerned, as well as the chain of
command and procedures for the co-ordination of actions to be taken by competent authorities,
other public authorities, as referred to in Article 4(2) of Regulation (EU) 2017/625, delegated
bodies or natural persons involved, as referred to in Article 28(1) of that Regulation, laboratories
and professional operators, including the co-ordination with neighbouring Member States and
neighbouring third countries, where appropriate;

(5) in Article 41, paragraph 4 is replaced by the following:

‘4. In the event that plants, plant products or other objects have been introduced into, or moved
within, the Union territory in violation of paragraph 1 of this Article, Member States shall adopt the
necessary measures, as referred to in Article 66(3) of Regulation (EU) 2017/625, and shall notify
the Commission and other Member States through the electronic notification system referred to in
Article 103.

Where applicable, that notification shall also be made to the third country from which the plants,
plant products or other objects were introduced into the Union territory.’;
(6) in Article 44, paragraph 2 is replaced by the following:

‘2.Where appropriate, the Commission shall carry out investigations in the third country concerned
and in accordance with Article 120 of Regulation (EU) 2017/625, to verify whether the conditions
referred to in points (a) and (b) of the first subparagraph of paragraph 1 of this Article are fulfilled.’;

(7) in Article 49(6), the third subparagraph is replaced by the following:

‘MemberStates shall notify, through the electronic notification system referred to in Article 103 of this
Regulation, the Commission and the other Member States of any case where the introduction of a
plant, plant product or other object into the Union territory was refused, or its movement within the
Union territory prohibited, because the Member State concerned considered that the prohibition
referred to in point (c) of the second subparagraph of paragraph 2 of this Article was violated. Where
applicable, that notification shall include the measures taken by that Member State on the plants,
plant products or other objects concerned pursuant to Article 66(3) of Regulation (EU) 2017/625.’;

(8) in Article 76, paragraphs 4 and 5 are replaced by the following:

V EFR N EE DLEE A faEk Ay Soum http://eur-lex.europa.eu)
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hiFdz i BY o A g E o PR
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(b)) A% 41 ¢ > H 438d TN FBR

4, 4ot ~ 5 d A S8 H s Fo 4k sl 2
NEHEBPMBEAGEE AMEF ] R
o Rl g R R P~ (EU)2017/625 % %
66(3) i #rde 2 2 L & 5% o T KBE S
103 iE 573 2 ch g 3 i ook il o P
AL LE
Bl PE i e ARG B B
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P2, 2%/ BpE AL € By ED201T
/625 REF 120 E AT Y Z RAGFH
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BLY TR R 2 GEE o BF o SAR K e

(7) % 49(6)fE? » % 338d LT PN F BN

TERRMBSEARTF 103 Forfkz chg 3
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‘4. In the case of a third country which is not a contracting party to the IPPC, the competent authority
shall only accept the phytosanitary certificates issued by the authorities which are competent in
accordance with the national rules of that third country and notified to the Commission.

The Commission shall inform the Member States and the operators, through the electronic
notification system referred to in Article 103, in accordance with point (a) of Article 132 of
Regulation (EU) 2017/625, of the notifications received.

The Commission is empowered to adopt delegated acts, in accordance with Article 105, to
supplement this Regulation concerning the conditions for acceptance referred to in the first

subparagraph of this paragraph, to ensure the reliability of those certificates.

5. Electronic phytosanitary certificates shall only be accepted when provided through, or in electronic
exchange with, the IMSOC referred to in Article 131(1) of Regulation (EU) 2017/625.’;

(9) in Article 77(1), the first subparagraph is replaced by the following:

‘1. Where a phytosanitary certificate has been issued in accordance with Article 71(1), (2) and (3), and
the competent authority concerned concludes that the conditions referred to in Article 76 are not
fulfilled, it shall invalidate that phytosanitary certificate and ensure that it does not accompany any
longer those plants, plant products or other objects concerned. In that case, and in respect of the
plants, plant products or other objects concerned, the competent authority shall take one of the
measures set out in Article 66(3) of Regulation (EU) 2017/625.";

(10) in Article 91(1), the second subparagraph is replaced by the following:

‘Authorised operators implementing an approved pest risk management plan may be subject to
inspections with a reduced frequency, as referred to in point (b) of Article 22(3) of Regulation (EU)
2017/625.;

(11) in Article 94(1), the first subparagraph is replaced by the following:
‘1. By way of derogation from Article 87 of this Regulation, where a plant, plant product or other

object, introduced into the Union territory from a third country which, for movement within the

TERR N & DAER B 2Pk 2 2 (Source: http://eur-lex.europa.eu)
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Union territory, requires a plant passport pursuant to Article 79(1) and 80(1) of this Regulation, the
passport shall be issued if the checks under Article 49(1) of Regulation (EU) 2017/625.
concerning its introduction have been completed satisfactorily and have led to the conclusion that
the plant, plant product or other object concerned fulfils the substantive requirements for issuance
of a plant passport in accordance with to Article 85 of this Regulation and, where appropriate,
Article 86 of this Regulation.’;

(12) in Article 100, paragraph 5 is replaced by the following:

‘5. Electronic phytosanitary certificates for export shall be provided through, or in electronic exchange
with, the IMSOC.’;

(13) in Article 101, paragraph 6 is replaced by the following:

‘6. Electronic phytosanitary certificates for re-export shall be provided through, or in electronic
exchange with, the IMSOC.’;

(14) in Article 102, paragraph 4 is replaced by the following:

‘4. The pre-export certificate shall accompany the plants, plant products and other objects concerned
during their movement within the Union territory, unless the information contained in it is
exchanged between the Member States concerned through, or in electronic exchange with, the
IMSOC.;

(15) Article 103 is replaced by the following:
‘Article 103
Establishment of electronic notification system
The Commission shall establish an electronic system for the submission of notifications by the
Member States.
That system shall be connected to, and compatible with, the IMSOC.’;
(16) in Article 109, paragraph 1 is replaced by the following:
‘Directive 2000/29/EC is repealed, without prejudice to Article 165(2), (3) and (4) of Regulation (EU)
2017/625.".
2. »M2 In relation to matters governed by Directive 2000/29/EC, Article 47(2), Article 48, points (b), (c)
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St SR H A 111.10.31

RES 19D EAS 80(1)iE #r& fafy
ERE S F 45 (ED)2017/625 R & %
A9(1)EM> YR xR Fenfg h (80 ¢ G

£ M%&% '?‘tévl_“ BamarHES ~
A B e s 2t s 8
v+~+”ﬂs#f'&ﬁ€m“*?r*$ﬁ EIgT 4
TP BEARR Y 86 T2 BH

H‘% JF‘FE%},%—" ’f"’”} )

(12) % 1005 Hhmmd T p :ggkp; .
B ENTan RS A
IMSOC % w#& A TR T Ak h

v
-,\.,1\0

1o
(13) A% 10liEY > 5 67d TN EZBR
!—6. _F!_ﬁ;}l4l7 ,ri"l mu_‘—d-’]rg#w%@ ;ﬁé—@ﬁ@
IMSOC «u#ft BN W AIT R 3 2 Heh
4 Ny R

a2

1
(14) % 102 % 438 d 21T P FBis
M-%“fmﬁ#‘ﬁ# SfrH G R A
HEBRABEZHEN B R R
TEIZ o Tp A Y er g e wEIMSOC
RS arA  NoES F’“wriﬂds% & 1025
ARTET F A 20
(15) % 103 #d ™ p F Bk
r;); 103 %
THE i 2
FEHAL g RE - B ¢ F RR L2
* g S /,< )
;‘2 A rfiegr IMSOC & b 22 4% o |
(16) % 109 % » % 138 d TR F Bk
"4 £ 2000/29/EC Ak A 1 0 e 3 B F
(EU)2017/625 %3 % 165(2)~(3)Fe(4)iE~ o

2. AHFFAT(R)E % 48 %~ % 51(1) % % (b) ~

191



http://eur-lex.europa.eu/

>/\ IT!
T

AR e ST it

and (d) of Article 51(1), and point (a) of Article 58 of this Regulation shall apply from 15 December
2019 instead of the relevant provisions of that Directive, which shall cease to be applicable as of the
same date.

The relevant provisions of Directive 2000/29/EC shall continue to apply in relation to the matters
governed by points (a) of Article 53(1) of this Regulation instead of that latter provision until 13
December 2020.

The relevant provisions of Directive 2000/29/EC shall continue to apply in relation to the matters
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governed by Article 54(1) and (3) of this Regulation instead of these latter provisions until 13 3 f%iii;ﬁi% ;4:; igi {j?;%u
December 2022. 4M2 4, LA PERER 2408 33| E F 16T(1)FE 7
The Commission is empowered to adopt delegated acts in accordance with Article 144 to amend this Femgr pH DT R L § BT BN
Regulation concerning the date referred to in paragraph 2 of this Article. Erop e 12;[% o ﬁ* L AT (f)'é T
#E2 2P FEHET F03(DIES (a)fr(e) B ik 2
Without prejudice to paragraphs 2 and 3 of this Article and the date of application provided for in Z_FRHEE YL o
Article 167(1), the Commission shall adopt the delegated acts referred to in points (a) and (e) of
Article 53(1), as regards goods referred to in point (c) of Article 47(1), at the latest 12 months before
their date of application.
Article 166 # 166 %
Transitional measures for the adoption of delegated and implementing acts BERRARYS R DGR
B S 16T i rde 2 % p I foi F vl il

Without prejudice to the dates of application referred to in Article 167 and transitional provisions provided
for in this Chapter, the Commission is empowered to adopt delegated and implementing acts provided for
in this Regulation as from 28 April 2017. Such acts shall apply from the date of application in accordance

with Article 167, without prejudice to any transitional rules provided for in this Chapter.
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Article 167
Entry into force and application
This Regulation shall enter into force on the twentieth day following that of its publication in the
Official Journal of the European Union.
Unless otherwise provided for in paragraphs 2 to 4, it shall apply from 14 December 2019.
In the area governed by the rules referred to in point (g) of Article 1(2), Article 34(1), (2) and (3), point
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(e) of Article 37(4) and Article 37(5) shall apply from 29 April 2022.

3. Articles 92 to 101 of this Regulation shall apply from 29 April 2018, instead of Articles 32 and 33 of
Regulation (EC) No 882/2004, which is repealed by this Regulation.

4. Article 163 shall apply from 28 April 2017.

4.
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This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Strasbourg, 15 March 2017.
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For the Council For the European Parliament Eg73 fé’j;’_’ ¢ R gg,/;? ¢
The President The President = i
I. BORG A. TAJANI
I. BORG A. TAJANI
ANNEX | T

TERRITORIES REFERRED TO IN POINT 40 OF ARTICLE 3, EXCEPT FOR THE APPLICATION OF
POINT (G) OF ARTICLE 1(2)

FIEF A0 Z 245 A5 % 121G

#_:ﬁt % s}

1. The territory of the Kingdom of Belgium IR
2. The territory of the Republic of Bulgari 2o FAlE 5 Aoy S
. e territory of the Republic of Bulgaria 3. i ¥ ey
3. The territory of the Czech Republic 4, 2 IR > R RELIREFL K,% ek
4. The territory of the Kingdom of Denmark with the exception of the Faroe Islands and Greenland 0. A BTAL @ g 2
; : 6. €A L EfoR a2
5. The territory of the Federal Republic of Germany T S A2
6. The territory of the Republic of Estonia 8. FEEArRAE S
7. The territory of Ireland 9. F317 2 WAL > & R e I 0f 0
! , , 10. 2 & £ foR g 2
8. The territory of the Hellenic Republic 11, % Best 32 2 fom 4 2
9. The territory of the Kingdom of Spain with the exception of Ceuta and Melilla 12. &~ & feRmensg 2
10. The territory of the French Republic 13. &if B2 o B4 2
. . . 14, mad £ fr®4E 2
11. The territory of the Republic of Croatia 15. * i % & o @4 3
12. The territory of the Italian Republic 16. Jp &~ >R eAg 2
13. The territory of the Republic of Cyprus 17 %7 47 2
18. % B s & fr@ e 2
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14. The territory of the Republic of Latvia 19. 77 2 Bt soap
15. The territory of the Republic of Lithuania 20. &2 1% *fr@m%’
' ry P 21. B %W%*
16. The territory of the Grand Duchy of Luxembourg 22. §F 7 2 qcRersg
17. The territory of Hungary 23. BB L LA
. . 24. #rit v R I £ B4R A
18. The territory of the Republic of Malta 25, Bt i 5 R o R eAf 4
19. The territory of the Kingdom of the Netherlands in Europe 26, SR ey 4
20. The territory of the Republic of Austria 27. 7% 3 Bleneg 2
28, * AR M ER I E I RS
21. The territory of the Republic of Poland
22. The territory of the Portuguese Republic
23. The territory of Romania
24. The territory of the Republic of Slovenia
25. The territory of the Slovak Republic
26. The territory of the Republic of Finland
27. The territory of the Kingdom of Sweden
28. The territory of the United Kingdom of Great Britain and Northern Ireland
ANNEX I i = 1L
. - CE 2
TRAINING OF STAFF OF THE COMPETENT AUTHORITIES HEFBMRR i3
CHAPTER | Y “fi .
7oA R B f s I B I
Subject matter for the training of staff performing official conirols and other official activities REFZFHFHEF 25 ik
1. Different control methods and techniques, such as inspection, verification, screening, targeted | 1. 7 &g #17 2 fedbile > dote & ~ & 56% s ERE
. . . . . . FOAEEEE B 2 R R T AT R
screening, sampling, and laboratory analysis, testing and diagnosis o e
2. Control procedures 2. EFHIER
3. The rules referred to in Article 1(2) 30 % L(2)mE“TH 2 2 Rp
] ) ) ] 4, H*r HE%® 1(2)|'$”Lri?£5 R iz s mE
4. Assessment of non-compliance with the rules referred to in Article 1(2) 5. Bifef Bt A b fes BY i g
5. The hazards in the production, processing and distribution of animals and goods
6. The different stages of production, processing and distribution, and the possible risks to human 6. 2 A el fra A RBIFER o 2 VL E AR

health, and where appropriate to the health of animals and plants, to the welfare of animals, to the
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Sampling procedures, control methods and techniques, including laboratory analysis, testing and

_ . _ , T. FEAERF 4185 (HACCP) #2542 k™
7. The evaluation of the application of HACCP procedures and of good agricultural practices ; ;ﬁ;;& " ]F’f e (
8. Management systems such as quality assurance programmes that the operators manage and their | 8. # 1 ks, bl4ci@ ¥ 7 § Len @5 2 &
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Article 1(2) o
9. Official certification systems 9. FHE LA
10. Contingency arrangements for emergencies, including communication between Member States and | 10- j & g‘m’%% AT s kg RS RRER
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the Commission fiz
11. Legal proceedings and implications of official controls 1. 7 g4l 2Edfor o g
12. Examination of written, documentary material and other records, including those related to 12. iﬂ’;ﬁ‘ e i m*jﬂlﬂfl‘iﬁ © f;m% %‘R # j‘;
BY ity ek 2 g &
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13. Control procedures and requirements for entry into the Union of animals and goods arriving from third Bfe® &
countries
14. Any other area necessary to ensure that official controls are performed in accordance with this 14. Efli“*%% AREREFCEHTRDERAER
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Regulation
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Subjfect areas for control procedures P i
1. The organisation of the competent authorities and the relationship between central competent L g7 b mij‘ XLR “1% LR S S
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authorities and authorities to which they have conferred tasks to perform official controls or other B i« Bl P #
official activities
2. The relationship between competent authorities and delegated bodies or natural persons to which 2. BEBHMEALE 2 AR EE
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they have delegated tasks related to official controls or other official activities
A statement on the objectives to be achieved 3. M¥»REAmp Lz &P
Tasks, responsibilities and duties of staff 4. BmEpdEp s F = f“%? %
5. #ﬁﬁﬁ\?$ ERLE VAR R
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diagnosis, interpretation of results and consequent decisions

s , gt ted ) 6. &EfrF SHENEETS
creening and targeted screening programmes T def S FAIG R B g | RE
7. Mutual assistance in the event that official controls require more than one Member State to take T Bh
action 8. f:”g”‘% ?%'Ilféihﬁ"mg?ﬁv )
9, BV R FAPM F I 8RB & 2iF
8. Action to be taken following official controls ¥ : i f:ﬁ r I 1 T
~r
Cooperation with other services and departments that may have relevant responsibilities or with
operators 10. B&%ﬁi; e Lo e SR LI B S R T RIVE A1 I
e
10. Verification of the appropriateness of methods of sampling and of laboratory analysis, testing and -
diagnosis 11 5 F 2 g 4l5 5 i@ ivar g chizim 2 1 5
11. Any other activity or information required for the effective functioning of the official controls ERR
ANNEX /Il it = LT
R J7 el
CHARACTERISATION OF METHODS OF ANALYSIS
1. Methods of analysis and measurement results should be characterised by the following criteria: Lo #3773 2 ekl £ .5 % ek 0T AR e sy i
(a) accuracy (trueness and precision) (a) ®rek (£ 724 H12)
y P ’ (b) B 4 (ATickRFR) -
(b) applicability (matrix and concentration range), (c) 1 pH&*T >
(c) limit of detection, Edi A
(d) limit of quantification, (f) €454 >
(e) precision, (g) £mit>
() repeatability, (h) w e
ducibilit (i) E#EM-
(g) reproducibility, (j) 5@ B >
(h) recovery, (k) =
(i) selectivity, (1) 2R TR
. (m) 145 F L EH N s R -
(j) sensitivity, o B g T ok g R B 1o
2. %1 (e) B? BPeMmAEERD LEHHER
(k) linearity, MO L (TR AR (B)4e IS0 5725 TRl £
(I) measurement uncertainty, ik ‘T“’ﬁ‘%gj sl & (EF Mo fld) 5 ) #r
o . T Rt o T
(m) other criteria that may be selected as required. wo fR I e g 2o ORI & RIGE i & 0T
2. The precision values referred to in point 1(e) shall either be obtained from a collaborative trial which EE o EAF oL B B R O uehd) N 4
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has been conducted in accordance with an internationally recognised protocol on collaborative trials
(e.g. ISO 5725 ‘Accuracy (trueness and precision) of measurement methods and results’) or, where
performance criteria for analytical methods have been established, be based on criteria compliance
tests. The repeatability and reproducibility values shall be expressed in an internationally recognised
form (e.g. the 95 % confidence intervals as defined by ISO 5725 ‘Accuracy (trueness and precision)
of measurement methods and results’). The results from the collaborative trial shall be published or
freely available.

Methods of analysis which are applicable uniformly to various groups of commodities should be given
preference over methods which apply only to individual commaodities.

In situations where methods of analysis can only be validated within a single laboratory, those

methods should be validated in accordance with internationally accepted scientific protocols or

7 (4o it [SO 5725 »’L’ra%zfv’v%%f* i %
) e P ER R R o ‘i‘#i%lv‘o

o P T AT A 4T R e A g

W S

AT E N nH - F R E P R TR
SRR E Y 1k m L E T e =
Bdp gk FREAC A K 0 AT R Sl R

Lk R BB ERE L B AR
B 1B (T RE T 0

3 Mb—;; SR A 45 s S0 S o

guidelines or, where performance criteria for analytical methods have been established, be based on TR iR R VAR T R o
criteria compliance tests.
Methods of analysis adopted under this Regulation should be edited in the standard layout for
methods of analysis recommended by the ISO.
ANNEX IV Al
CHAPTER | ¥

Fees or charges for the official controls on consignments of animals and goods entering the Union

& 1B AP o f PRI L

G ERHRE

CONSIGNMENTS OF LIVE ANIMALS
(a) Bovine animals, equidae, pigs, sheep, goats, poultry, rabbits and small game birds or ground

game, wild boar and wild ruminants:

EUR 55 per consignment, up to 6 tonnes, and

EUR 9 per tonne, over 6 and up to 46 tonnes, or

EUR 420 per consignment, over 46 tonnes.
(b) Animals of other species:

EUR 55 per consignment, up to 46 tonnes, or

EUR 420 per consignment, over 46 tonnes.

L.

B anliE

()2 f1dd ~ B b~ B
M ‘éﬂ—"f’fr‘/]\
LEE S oF
— BER T o R E SR DO H 0 R
— B 6T 46T o EEE ) FA
— AR 46 P > F L E S 420 B o
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EVREICRRE 2ol R R T
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— A2 46 7 0 F 3 420 B
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CONSIGNMENTS OF MEAT
— EUR 55 per consignment, up to 6 tonnes, and
— EUR 9 per tonne, over 6 and up to 46 tonnes, or
— EUR 420 per consignment, over 46 tonnes.
CONSIGNMENTS OF FISHERY PRODUCTS
(a) Fishery products not in bulk:
(i) EUR 55 per consignment, up to 6 tonnes, and
(i) EUR 9 per tonne, over 6 and up to 46 tonnes, or
(i) EUR 420 per consignment, over 46 tonnes.
(b) Fishery products, transported as break bulk shipment:
(i) EUR 600 per vessel, with a cargo of fishery products up to 500 tonnes,
(i) EUR 1 200 per vessel, with a cargo of fishery products over 500 and up to 1 000 tonnes,
(i) EUR 2400 per vessel, with a cargo of fishery products over 1 000 and up to 2 000 tonnes,
(iv) EUR 3 600 per vessel, with a cargo of fishery products of more than 2 000 tonnes.

CONSIGNMENTS OF MEAT PRODUCTS, POULTRY MEAT, WILD GAME MEAT, RABBIT MEAT
OR FARMED GAME MEAT
(a) EUR 55 per consignment, up to 6 tonnes, and
(b) EUR 9 per tonne, over 6 and up to 46 tonnes, or
(c) EUR 420 per consignment, over 46 tonnes.
CONSIGNMENTS OF OTHER PRODUCTS OF ANIMAL ORIGIN DIFFERENT FROM MEAT
PRODUCTS FOR HUMAN CONSUMPTION
(a) Other products of animal origin for human consumption not in bulk;
(i) EUR 55 per consignment, up to 6 tonnes, and

(i) EUR 9 per tonne, over 6 and up to 46 tonnes, or

I1.

ITI.

IV.

4w ST H A 111.10.31
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VI

VII.

VIII.

(i) EUR 420 per consignment, over 46 tonnes.
(b) Other products of animal origin for human consumption transported as break bulk shipment:
() EUR 600 per vessel, with a cargo of products up to 500 tonnes,
(i) EUR 1 200 per vessel, with a cargo of products over 500 and up to 1 000 tonnes,
(i) EUR 2 400 per vessel, with a cargo of products over 1 000 and up to 2 000 tonnes,
(

iv) EUR 3 600 per vessel, with a cargo products of more than 2 000 tonnes.

CONSIGNMENTS OF ANIMAL BY-PRODUCTS AND FEED OF ANIMAL ORIGIN

(a) Consignment of animal by-product and feed of animal origin transported not in bulk:
(i)
(ii)

(i) EUR 420 per consignment, over 46 tonnes.

EUR 55 per consignment, up to 6 tonnes, and

EUR 9 per tonne, over 6 and up to 46 tonnes, or

(b) Animal by-products and feed of animal origin, transported as break bulk shipment:
(i) EUR 600 per vessel, with a cargo of products up to 500 tonnes,

(i) EUR 1 200 per vessel, with a cargo of products over 500 and up to 1 000 tonnes,

(i) EUR 2 400 per vessel, with a cargo of products over 1 000 and up to 2 000 tonnes,

(

iv) EUR 3 600 per vessel, with a cargo products of more than 2 000 tonnes.

CONSIGNMENTS OF ANIMALS AND GOODS FROM THIRD COUNTRIES TRANSITING OR
TRANSHIPPED

EUR 30 for consignment increased by EUR 20 per quarter of an hour for every member of staff
involved in the controls.

CONSIGNMENTS OF PLANTS, PLANT PRODUCTS AND OTHER PRODUCTS, OBJECTS AND
MATERIALS CAPABLE OF HARBOURING OR SPREADING PESTS OF PLANTS

IERIRE

VI.

VII.

[ DUER R /7P L 5 (Source: hitp://eur-lex.europa.eu)
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(a) For documentary checks: EUR 7 per consignment.
(b) For identity checks:
(i) EUR 7 per consignment up to a size of a truck load, a railway wagon load or the load of a
container of comparable size,
(i) EUR 14 per consignment bigger than the above size.
(c) For plant health checks, in accordance with the following specifications:
(i) cuttings, seedlings (except forestry reproductive material), young plants of strawberries or
of vegetables:
— EUR 17,5 per consignment up to 10 000 in number,
— EUR 0,70 per consignment for each additional 1 000 units,
— EUR 140 per consignment maximum fee,
(i) shrubs, trees (other than cut Christmas trees), other woody nursery plants including forest
reproductive material (other than seed):
— EUR 17,5 per consignment up to 10 000 in number,
— EUR 0,44 per consignment for each additional 1000 units,

— EUR 140 per consignment maximum fee,

(iii) bulbs, corms, rhizomes, tubers, intended for planting (other than tubers of potatoes):
— EUR 17,5 per consignment up to 200 kg of weight,
— EUR 0,16 per consignment for each additional 10 kg,

— EUR 140 per consignment maximum fee,

(iv) seeds, tissue cultures:
— EUR 7,5 per consignment up to 100 kg of weight,
— EUR 0,175 per consignment for each additional 10 kg,

— EUR 140 per consignment maximum fee,

TERR N & DAER B 2Pk 2 2 (Source: http://eur-lex.europa.eu)
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e G

(v) other plants intended for planting, not specified elsewhere in this point:
— EUR 17,5 per consignment up to 5 000 in number,
— EUR 0,18 per consignment for each additional 100 units,

— EUR 140 per consignment maximum fee,

(vi) cut flowers:
— EUR 17,5 per consignment up to 20 000 in number,
— EUR 0,14 per consignment for each additional 1 000 units,

— EUR 140 per consignment maximum fee,

(vii) branches with foliage, parts of conifers (other than cut Christmas trees):
— EUR 17,5 per consignment up to 100 kg of weight,
— EUR 1,75 per consignment for each additional 100 kg,

— EUR 140 per consignment maximum fee,

(viii) cut Christmas trees:
— EUR 17,5 per consignment up to 1 000 in number,
— EUR 1,75 per consignment for each additional 100 units,
— EUR 140 per consignment maximum fee,

(ix) leaves of plants, such as herbs, spices and leafy vegetables:
— EUR 17,5 per consignment up to 100 kg of weight,
— EUR 1,75 per consignment for each additional 10 kg,
— EUR 140 per consignment maximum fee,

(x) fruits, vegetables (other than leafy vegetables):
— EUR 17,5 per consignment up to 25 000 kg of weight,
— EUR 0,7 per consignment for each additional 1 000 kg,

(xi) tubers of potatoes:

4w ST H A 111.10.31
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— EUR 52,5 per lot up to 25 000 kg of weight,
— EUR 52,5 per lot for each additional 25 000 kg,
(xii) wood (other than bark):
— EUR 17,5 per consignment up to 1 000 m3 of volume,
— EUR 0,175 per consignment for each additional 10 m3,
(xiii) soil and growing medium, bark:
— EUR 17,5 per consignment up to 25 000 kg of weight,
— EUR 0,7 per consignment for each additional 1 000 kg,
— EUR 140 per consignment maximum fee,
(xiv) grain:
— EUR 17,5 per consignment up to 25 000 kg of weight,
— EUR 0,7 per consignment for each additional 1 000 kg,

— EUR 700 per consignment maximum fee,

(xv) other plants or plant products not specified elsewhere in this point:  EpeeEs 115 FA
— EUR 17,5 per consignment. FEER AT A MR R 9tk e
Where a consignment does not consist exclusively of products coming under the description of the AR FArES > plAY ¢ Zd MR RN
(38 =0 ) 7y i fﬂé_r‘% T TR 3R
relevant indent, those parts thereof consisting of products coming under the description of the WL T kA B A AR e o
relevant indent (lot or lots) shall be treated as a separate consignment.
# Il %
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CHAPTER 11

Fees or charges for the official controls in slaughterhouses, cutting plants, game-processing plants, milk

GRS L B Dy LR BRI i
BEfkEEERFNI RIS DHRL A

production and producing and placing on the market fishery products and aquaculture products T
I.  FEES OR CHARGES FOR THE OFFICIAL CONTROLS IN SLAUGHTERHOUSES L EkEF27 g 4lay
(a) Beef meat: (3)% P B o
() adult bovine animals: 5 EUR/animal, 83) Ti %2: ;f’i;};’? ’
(i) young bovine animals: 2 EUR/animal, (D) E g/ 5B fLd 4 b 0 3 8~ /5 >
(C)Fp *HFLE :

(b) solipeds/equidae meat: 3 EUR/animal,

(c) pigmeat: animals of a carcass weight:

0.5 %~/
Tl w~/E

(i) #2524
(ii) #8400 952
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V.

(i) ofless than 25 kg: 0,5 EUR/animal,
(ii) equal to or greater than 25 kg: 1 EUR/animal,
(d) sheepmeat and goatmeat: animals of a carcass weight:
(i) ofless than 12 kg: 0,15 EUR/animal,
(ii) equal to or greater than 12 kg: 0,25 EUR/animal,
(e) poultry meat:
(i) poultry of genus Gallus and guinea fowl: 0,005 EUR/animal,
(i) ducks and geese: 0,01 EUR/animal,
(iii) turkeys: 0,025 EUR/animal,
(iv) farmed rabbit meat: 0,005 EUR/animal,
(v) quails and partridges: 0,002 EUR/animal.
FEES OR CHARGES FOR THE OFFICIAL CONTROLS IN CUTTING PLANTS
Per tonne of meat:
(a) beef, veal, pig, solipeds/equidae, sheep and goat meat: 2 EUR,
(b) poultry and farmed rabbit meat: 1,5 EUR,
(c) farmed and wild game meat:
— small game birds and ground game: 1,5 EUR,
— ratites (ostrich, emu, nandou): 3 EUR,
— boar and ruminants: 2 EUR.
FEES OR CHARGES FOR THE OFFICIAL CONTROLS IN GAME-PROCESSING PLANTS
(a) small game birds: 0,005 EUR/animal,
(b) small ground game: 0,01 EUR/animal,
(c) ratites: 0,5 EUR/animal,
(d) land mammals:
(i) boar: 1,5 EUR/animal,
(i) ruminants: 0,5 EUR/animal.
FEES OR CHARGES FOR THE OFFICIAL CONTROLS ON MILK PRODUCTION

I1.

ITI.

IV.
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(a) 1 EUR per 30 tonnes and
(b) 0,5 EUR/tonne thereafter.

(i) 0,5 EUR/tonne thereafter.

(b) First sale in fish market

(i) 0,5 EUR/tonne for the first 50 tonnes in the month;

(i) 0,25 EUR/tonne thereatfter;

(c) First sale in case of lack of or insufficient gradation for freshness and/or size:
(i) 1 EUR/tonne for the first 50 tonnes in the month;

(i) 0,5 EUR/tonne thereafter.t.

FEES OR CHARGES FOR THE OFFICIAL CONTROLS ON PRODUCING AND PLACING ON
THE MARKET FISHERY PRODUCTS AND AQUACULTURE PRODUCTS
(a) First placing on the market of fishery and aquaculture products:
(i) 1 EUR/tonne for the first 50 tonnes in the month;

1 52

™

AR ST RS

% SRR EE DIEREE A 3# Ak £ 3 (Source: hitp://eur-lex.europa.eu)
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ANNEX V
CORRELATION TABLES REFERRED TO IN ARTICLE 146(2)

iy
¥ 146 (2) ix¢ & 2ledp i 4 5

Regulation (EC) No 882/2004

Regulation (EC) No 882/2004

This Regulation

Article 1(1
Article 1(1

(1), first subparagraph
().
Article 1(2)
3)
“4)

second subparagraph

Article 1(3
Article 1(4
Article 2

Article 3(1
Article 3(2
Article 3(3
Article 3(4
Article 3(5
Article 3(6

= S D DS

Article 1(1)
Article 1(2)
Article 1(4)

Article 3
Article 9(1)
Article 9(4)
Article 10
Article 9(6)
Article 9(6)
Article 9(7)

1.

(EC)882/2004 523

(EC)882/2004 523

(%) (%)

204



http://eur-lex.europa.eu/

B RS AN EE DIECEE ATk & 3 (Source: http://eur-lex.europa.eu)

Ami ST H A 111.10.31

Article 3(7) —

Article 4(1) Article 4(1)

Article 4(2) Article 5(1)(a), (c), (d), (e), (f), (g) and (i)
Article 4(3) Article 4(2)

Article 4(4) Article 5(1)(b)

Article 4(5) Avrticle 5(5)

Article 4(6) Article 6(1)

Article 4(7) —

Article 5(1), first subparagraph Article 28(1)

Article 5(1), second subparagraph —

Article 5(1), third subparagraph Article 31(3)

Article 5(2)(a), (b), (c) and (f) Article 29

Article 5(2)(d) —

Article 5(2)(e) Article 32

Article 5(3) Article 33

Article 5(4) —

Article 6 Article 5(4)

Article 7(1), first subparagraph Article 11(1), first subparagraph
Article 7(1), second subparagraph, point (a) Article 11(1), second subparagraph
Article 7(1), second subparagraph, point (b) —

Article 7(2), first sentence Article 8(1)

Article 7(2), second sentence —

Article 7(2), third sentence —

Article 7(3) Article 8 (3)

Article 8(1) Article 12(1)

Article 8(2) Avrticle 5(1)(h)

Article 8(3)(a) Article 12(2)

Article 8(3)(b) Article 12(3)

Article 8(4) —

Article 9(1) Article 13(1), first subparagraph
Article 9(2) Article 13(1), second subparagraph
Article 9(3) Article 13(2)

Article 10 Article 14

Article 11(1) Article 34(1) and (2)
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Article 11(2)
Article 11(3)
Article 11(4)
Article 11(5)
Article 11(6)
Article 11(7)
Article 12(1)
Article 12(2)
Article 12(3)
Article 12(4)
Article 13

Article 14(1)
Article 14(2)
Article 14(3)
Article 15(1)
Article 15(2)
Article 15(3)
Article 15(4)
Article 15(5)

Article 16(1)

Article 16(2)

Article 16(3), first sentence
Article 16(3), second sentence
Article 17(1), first indent
Article 17(1), second indent
Article 17(2)

Article 18

Article 19(1)

Article 19(2)(a)

Article 19(2)(b)

Article 19(3)

Article 19(4)

Article 20

Avrticle 34(4)
Article 34(6)
Article 35(1)
Article 35(2)
Article 34(5)
Article 37(1)
Article 37(4)(e)
Article 37(5)(c)
Article 39(2)
Article 115

Avrticle 45(3)

Article 44(1), first sentence

Article 44(3) and (5)

Avrticle 44(3) and (5)

Article 47(1)(d) and (2)(b) and Article 54(4), first
sentence

Article 45(1)

Article 44(2)

Article 45(2)

Avrticle 34(5)

Avrticle 59(1)

Article 56(1), (3)(a) and (4) and Article 58

Article 65(1), (2) and (3)

Article 66(1) and (3)

Article 67

Article 66(6)

Article 66(5)

Article 7

Article 71
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Article 21(1)
Article 21(2)
Article 21(3)
Article 21(4)
Article 22

Article 23(1)
Article 23(2)
Article 23(3)
Article 23(4)
Article 23(5)
Article 23(6)
Article 23(7)
Article 23(8)
Article 24(1)
Article 24(2)
Article 24(3)
Article 24(4)
Article 25(1)
Article 25(2)(a)
Article 25(2)(b)
Article 25(2)(c)
Article 25(2)(d)

Article 25(2)(e)
Article 25(2)(f)
Article 25(2)(g)
Article 25(2)(h)
Article 26
Article 27(1)
Article 27(2)
Article 27(3)
Article 27(4)
Article 27(5)

Article 72(1)

Article 69

Article 66(1)

Avrticle 66(5)

Article 66(7), 67, last sentence, and Article 69(4)
Article 73(1)

Article 73(2) and 74
Article 73(3)

Article 73(2)

Article 73(4)(a)
Article 73(2)(c) and (4)(b)
Article 74

Article 74

Article 75(1)

Article 57

Article 46

Article 76

Article 77(1)(c)

Article 77(1)(f)

Article 48(c) and (d) and Article 77(1)(e) and (k)
Article 70

Article 77(1)(h)

Article 46(2)(b)

Article 78(1)

Article 80

Article 79

Article 79(1)
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Article 27(6) Article 84(2)
Article 27(7) Article 83(2)
Article 27(8) —

Article 27(9) Article 84(1)
Article 27(10) Avrticle 85
Article 27(11) —

Article 27(12), first sentence —

Article 27(12), second sentence —

Article 28 Article 87
Article 29 Article 90(a)
Article 30(1)(a) Article 88(2)
Article 30(1)(b) Article 90(b) and (f)
Article 30(1) (c) Article 90(c)
Article 30(1)(d) Article 90(d)
Article 30(1)(e) Article 90(e)
Article 30(1)(f) Article 89(1)(f)
Article 30(1)(9) Avrticle 89(1)(d)
Article 30(2)(a) —

Article 30(2)(b)

Article 30(3)

Article 31 —

Article 32(1)(a) Avrticle 94(2)(a)

Article 32(1)(b)
Article 32(1)(c)
Article 32(1)(d)
Article 32(1)(e)
Article 32(1)(f)
Article 32(2)(a)
Article 32(2)(b)
Article 32(2)(c)
Article 32(2)(d)
Article 32(2)(e)
Article 32(3)

Article 32(4)(a)

Article 94(2)(c)
Article 94(2)(d)
Article 94(2)(e)
Avrticle 94(2)(f)
Article 94(2)(h)

Article 94(2)(i)
Article 94(2)(e)
Article 94(2)(h)
Article 94(2)(e)
Article 93(3)(a)
Article 93(3)(c)

@)
)
)
)
)
)
Article 94(2)(a), (c) and (d)
)
)
)
@)
3)
3)
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Article 32(4)(b) Article 93(3)(d)
Article 32(4)(c) Article 93(3)(d)
Article 32(4)(d) Article 8

Article 32(4)(e) Article 93(3)(e)
Article 32(4)(f) Article 94(2)(k)(iii)
Article 32(4)(9) Avrticle 93(3)(e)
Article 32(4)(h) Avrticle 93(3)(f)
Article 32(5) Article 99(1)
Article 32(6) Article 99(2)
Article 32(7) —

Article 32(8), first sentence Article 99(3)
Article 32(8), second sentence Article 99(4)
Article 32(9) —

Article 33(1) Article 100(1)
Article 33(2) Article 101(1)
Article 33(3) Article 100(2)
Article 33(4) Article 100(4)
Article 33(5) Article 100(5)
Article 33(6) Article 101(2)
Article 33(7) —

Article 34(1) Article 102(1)
Article 34(2) Article 102(1) and (2)
Article 34(3) Article 102(3)
Article 35(1) Article 103(1)
Article 35(2) Article 103(3)
Article 35(3) Article 103(2)
Article 35(4) —

Article 36(1) Article 104(1)(c)
Article 36(2), first sentence —

Article 36(2), second sentence Article 104(2)
Article 36(3), first subparagraph Article 104(3), first sentence
Article 36(3), second subparagraph —

Article 36(3), third subparagraph, first sentence Article 104(3)(c)
Article 36(3), third subparagraph, second
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sentence Article 104(3)(b)
Article 36(4)
Article 37(1) Article 104(3)(a)
Article 37(2) Article 105(1)
Article 38(1) Article 105(2)
Article 38(2) Article 106(1)
Article 38(3) Article 106(2)(c)
Article 39(1) Article 106(3)
Article 39(2) Article 107(1)
Article 40(1) Article 107(2)
Article 40(2) Article 108(1)
Article 40(3) —
Article 40(4) Article 108(2)
Article 41 Article 109(1)
Article 42(1)(a) —
Article 42(1)(b) Article 111(2)
Article 42(1)(c) Article 111(3)
Article 42(2) Article 110(2)
Article 42(3) Article 111(2)

Article 43(1), first sentence —
Article 43(1), second sentence —
Article 43(1)(a) —
Article 43(1)(b) —
Article 43(1)(c) —
Article 43(1)(d) to (j) —

Article 43(1)(k) —

Article 43(2) —

Article 44(1) Article 113(1)
Article 44(2) —

Article 44(3) Article 113(1)
Article 44(4), first subparagraph, first sentence Article 114(1)
Article 44(4), first subparagraph, second sentence

Article 44(5) Article 114(2)
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Article 44(6)

Article 45(1)

Article 45(2)

Article 45(3)

Article 45(4)

Article 45(5)

Article 45(6)

Article 46(1), first sentence
Article 46(1), second sentence
Article 46(1), third sentence
Article 46(2)

Article 46(3)

Article 46(4)

Article 46(5)

Article 46(6)

Article 46(7)

Article 47(1)

Article 47(2)

Article 47(3)

Article 47(4)

Article 47(5)

Article 48(1)

Article 48(2)

Article 48(3)

Article 48(4)

Article 48(5), first sentence
Article 48(5), second and third sentence
Article 49

Article 114(1)
Article 116(1)(2) and (4)
Article 116(3)
Article 117
Article 118
Article 119
Article 120(1)
Article 120(4)
Article 120(2)
Article 120(3)
Article 121

Article 122

Article 123

Article 125(1)(a) to (e)
Article 125(2)

Article 125(1)(f) and (g)

Article 126(1)

Article 126(2)

Article 127(1) and (2)
Article 127(3)

Article 127(3)(f)

Article 50 —
Article 129
Article 51(1) Article 130(1) and (2)
Article 51(2) Article 130(3)
Article 51(3) —
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Article 52 Article 124
Article 53 Article 112
Article 54(1) Article 138(1)
Article 54(2) Article 138(2)
Article 54(3) Article 138(3)
Article 54(4) Article 105(1)
Article 54(5) Article 138(4)
Article 55(1) Article 139(1)
Article 55(2) Article 139(1)
Article 56(1) Article 141(1)
Article 56(2)(a) —
Article 56(2)(b) Article 141(2)
Articles 57 to 61 —
Article 62 Article 145
Article 63(1) —
Article 63(2) Article 25
Article 64, first subparagraph Article 142(1)
Article 64, point (1) Article 142(1)
Article 64, point (2) Article 142(2)
Article 65 —
Article 66 —
Article 67 —
Annex | Annex |
Annex |l Annex Il
Annex lll Annex Il
Annex IV —
Annex V —
Annex VI Article 81 and 82(2)
Annex VI —
Annex VIII —
2. Directive 96/23/EC 2. 96/23/EC 54 £
96/23/EC %t4p 4 ARF
Directive 96/23/EC This Regulation (%) (%)
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Article 1 —

Article 2(a) Article 19

Article 2(b) —

Article 2(c) Article 19

Article 2(d) Avrticle 3(3)

Article 2(e) Article 19

Article 2(f) Article 37(1)

Article 2(g) —

Article 2(h) Article 19

Article 2(i) —

Article 3 Article 9(1) and (2), Article 19, Article 109(1) and
Article 112

Article 4(1) Article 4(1)

Article 4(2) Article 4(2)(a), Article 109(2) and Article 113

Article 4(3) —

Article 5 Article 111(2) and (3), Article 113(1)(a) and Article
110(2)

Article 6 Article 19(2)(a) and (b)

Article 7 Article 110(2)

Article 8(1) —

Article 8(2) —

Article 8(3), (4) and (5) Articles 11, 113 and 114

Article 9(A) —

Article 9(B) —

Article 10 Article 15
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Article 11(1) and (2)

Article 11(3)

Article 12, first paragraph

Article 12, second paragraph
Article 13

Article 14(1)

Article 14(2)

Article 15(1), first subparagraph
Article 15(1), second subparagraph
Article 15(1), third subparagraph
Article 15(2), first subparagraph
Article 15(2), second subparagraph
Article 15(3) first, second and third subparagraphs
Article 15(3), fourth subparagraph

Articles 9 and 10

Article 19(2)(c) and Articles 137 and 138
Article 9(4)

Article 15

Article 19(2)(c) and Articles 137 and 138
Articles 100 and 101

Avrticle 93

Article 19(2)(a) and (b)

Article 34(6)

Article 34(6)

Article 35(3)

Article 19(2)(c) and Article 138

Articles 65 to 72

Article 16(1)

Article 16(2) and (3)

Article 17

Article 18

Article 19

Article 20(1)

Article 20(2), first subparagraph

Article 20(2), second subparagraph

Article 20(2), third and fourth subparagraphs
Article 20(2), fifth and sixth subparagraphs

Articles 105(1) and 108(1) and Article 138
Article 19(2)(c) and Article 138

Article 19(2)(c) and Article 138

Article 19(2)(c) and Article 138

Article 138(4)

Articles 102 to 108

Article 106(1) and (2)

Article 106(3)

Article 108(1)

Article 108(2)

Article 21
Article 22
Article 23
Article 24(1) and (2)

Article 24(3)
Article 25

Articles 116, 117 and 119

Article 137

Article 19(2)(c) and Article 138

Articles 18(2)(d) and 19(2)(c) and Articles 137
and 138

Articles 18(2)(d) and 19(2)(c) and Article 138

Article 19(2)(c) and Article 138(2)
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Article 26 Article 7

Article 27 Article 139

Article 28 Article 139

Article 29(1) and (2) Articles 125, 126, 127 and 129
Article 29(3) Articles 47 to 64
Article 29(4) Article 113(1)

Article 30(1) and (2) Articles 65 to 72
Article 30(3) Article 129(3)

Article 31 Articles 78 to 85
Article 33 Article 145

Article 34 Article 19(2)(a) and (b)
Article 35 —

Article 36 —

Article 37 —

Article 38 —

Article 39 —

Annex | Article 19(2)(a) and (b)
Annex Il Article 19(2)(a) and (b)
Annex Il Article 19(2)(a) and (b)
Annex IV Article 19(2)(a) and (b)

3. Directives 89/662/EEC and 90/425/EEC

Directive 89/662/EEC

This Regulation

Article 1
Article 2(1), (2) and (3)
Article 2(4)
Article 2(5)
Article 3(1), first and second subparagraphs
Article 3(1), third subparagraph
Article 3(1), fourth subparagraph
Article 3(2)
Article 3(3)
(

Article 4(1), first sentence

Article 3(3)

Avrticle 3(32)

Avrticle 9(1)

Article 137(2) and (3) and Article 138

Article 9(1), Articles 10, 137 and 138

3. 89/662/EEC 5.2 90/425/EEC %idp 4

B RS AN EE DIECEE ATk & 3 (Source: http://eur-lex.europa.eu)
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89/662/EEC %idp

(%)

215



http://eur-lex.europa.eu/

AR ARG B SR A RS AR NS IE S DUEREE /A # el B 3 (Source: http://eur-lex.europa.eu)
YR T HEA 111.10.31

Article 4(1), first indent Article 9(6)(a)

Article 4(1), second indent —

Article 4(2) Article 139

Article 5(1)(a), first subparagraph Article 9

Article 5(1)(a), second subparagraph Article 137(2) and (3)
Article 5(1)(b) —

Article 5(2) —

Article 5(3)(a), (b) and (d) —

Article 5(3)(c) Article 9(7)

Article 5(4) and (5) —

Article 6(1) Article 49

Article 6(2) —

Article 7(1) Articles 102 to 108 and Article 138
Article 7(2) —

Article 8(1) Articles 102 to 108
Article 8(2) Article 7 and Article 138(3)
Article 8(3) Article 138(4)

Article 9 —

Article 10 Article 4(1)

Article 11 Articles 10, 14 and 15
Article 12 —

Article 13 —

Article 14 —

Article 15 —

Article 16(1) Article 113(1)

Article 16(2) —

Article 16(3) Article 113(2)

Article 17 Article 145

Article 18 Article 145

Article 19 —

Article 20 —

Article 22 —

Article 23 —

Annex A —
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Annex B —
Directive 90/425/EEC This Regulation
Article 1 —
Article 2(1) to (5) —
Article 2(6) Article 3(3)
Article 2(7) Article 3(32)
Article 3(1) and (2) —
Article 3(3) Article 9, Article 137(2) and (3) and Article 138
Article 3(4) Article 9
Article 4(1) —
Article 4(2) Article 139
Article 4(3) Article 9
Article 5(1)(a), first subparagraph Article 137(2) and (3)
Article 5(1)(a), second subparagraph —
Article 5(1)b(i), first subparagraph Article 9
Article 5(1)(b)(i), second subparagraph —
Article 5(1)(b)(ii), (iii) and (iv) Avrticle 9(7)
Article 5(2)(a), first subparagraph —
Article 5(2)(a), second and third subparagraphs
Article 5(2)(b) —
Article 5(3) —
Article 6 -
Article 7(1) Article 49
Article 7(2) —
Article 8(1) Articles 102 to 108 and Article 138
Article 8(2) —
Article 9(1) Articles 102 to 108
Article 9(2) Articles 7 and 138(3)
Article 9(3) Article 138(4)
Article 9(4) —
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90/425/EEC 54p £

(%)
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Article 10 —

Article 11 Article 4(1)

Article 12 —

Article 13 Articles 10, 14 and 15
Article 14 —

Article 15 -

Article 16 -

Article 17 Article 145

Article 18 Article 145

Article 19 Article 145

Article 20 Articles 131, 132, 133 and 134
Article 21 —

Article 22(1) Article 113(1)

Article 22(2) —

Article 22(3) Article 113(2)

Article 23 —

Article 24 —

Article 26 —

Article 27 —

Annex A —

Annex B —

Annex C —

4. Directives 97/78/EC and 91/496/EEC 4. 97/T8/EC 5.2 91/496/BEC 5L4p 4

97/78/EC 5dp 4 ARF
Directive 97/78/EC This Regulation (v2) (%)

Article 1 —

Article 2 Article 3

Article 2(2)(a) Article 3(19)

Article 2(2)(b) Avrticle 3(41)

Article 2(2)(c) Article 3(42)
( )

(

Article 2(2)(d) Article 3(43
Article 2(2)(e) _
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Article 2(2)(f)
Article 2(2)(g)
Article 2(2)(h)
Article 2(2)(i)
Article 2(2)(j)
Article 2(2)(k)
Article 3(1) and (2)
Article 3(3)

Article 3(4)

Article 3(5)

Article 4(1)

Article 4(2)

Article 4(3) and (4)
Article 4(5)

Article 5(1)

Article 5(2)

Article 5(3)

Article 5(4)

Article 6(1)
Article 6(1)
Article 6(1)
Article 6(2)
Article 6(3)
Article 6(4)
Article 6(5)
Article 6(6)

(a), first paragraph
(a), second paragraph

1
1
1)(b)

Article 7(1)
Article 7(2)
Article 7(3)
Article 7(4)
Article 7(5)
Article 7(6)
Article 8(1)

Article 3(37)
Article 3(38)

Avrticle 3(3)

Article 47(1)

Article 15 and Article 56(1) and (3)

Article 57

Article 47(2) and (3) and Article 58

Article 49(2)

Article 49(1), (2) and (3) and Article 52

Article 52

Article 56(3)(b) and (4)

Avrticle 50(4)

Article 50(2) and (3)

Article 58

Article 64(1)

Article 64(2)

Articles 59 and 62

Article 63

Article 60(1) and Article 63(3)

Articles 60(2), 62(3), 63(5) and Article 64(2)
and(4)

Avrticle 50(1)

Article 49(1), (2) and (3) and Article 52

Article 57

Article 50(2), Article 55 and Article 56(4)

Articles 52 and 58
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Article 8(2) Article 77(1)(b)

Article 8(3), (4), (5), (6), (7) Avrticle 77(2)

Article 9 Article 51(1)(b) and (c)
Article 10(1), (2), (4) Avrticle 54(2)

Article 10(3) —

Article 11 Article 51(1)(d)

Article 12 Articles 48(h) and 77(1)(k)
Article 13 Article 77(1)(c)

Article 14 —

Article 15 Article 77(1)(h)

Article 16(1)(a) Article 48(d)

Article 16(1)(b) Article 48(e)

Article 16(1)(c) Article 48(c)

Article 16(1)(d) Article 48(g)

Article 16(1)(e) Article 48(a)

Article 16(1)(f) Avrticle 48(b)

Article 16(2) —

Article 16(3) —

Article 16(4) Article 77(1)(c) and (f)
Article 17(1) Avrticle 66(3)

Article 17(2) Article 66(1), (2) and (3)
Article 17(2)(a) Article 66(3)(b) and Articles 69 and 72
Article 17(2)(a), first indent —

Article 17(2)(a), second indent Article 68(1)(a)

Article 17(2)(b) Avrticle 69

Article 17(3) Article 65(4), (5) and (6)
Article 17(4) —

Article 17(5) Articles 66(7) and 69(4)
Article 17(6) —

Article 17(7) Article 65(6), Article 70 and Article 71(3)
Article 18 Article 64(2)

Article 19(1) Article 77(1)(g)

Article 19(2) Article 77(1)(a)

Article 19(3) Article 64(3)(a) and (4)
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Article 20(1) Article 65
Article 20(2) —

Article 22(1) —

Article 22(2) Article 67

Article 22(3) —

Article 22(4) —

Article 22(5) —

Article 22(6) —

Article 22(7) —

Article 24 Article 65(4), (5) and (6)
Article 24(3) Articles 73 and 129
Article 25(1) Articles 102 to 108
Article 25(2) Article 7

Article 25(3) —

Article 26 Article 130(5) and (6)
Article 27 Article 5(4) and Article 130(1) and (6)
Article 28 —

Article 29 —

Article 30 —

Article 31 —
Article 32 —
Article 33 —
Article 34 —
Article 35 —
Article 36 —

Annex | Annex |
Annex Il Article 64
Annex Ill Article 52

91/496/EEC 5dp 4 *ARF

Directive 91/496/EEC This Regulation

(3) (%)
Article 1 —
Article 2(1) —
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Article 2(2)(a)
Article 2(2)(b)
Article 2(2)(c)
Article 2(2)(d)
Article 2(2)(e)
Article 2(2)(f)
Article 3(1)(a)
Article 3(1)(b)
Article 3(1)(c)(i)
Article 3(1)(c)(ii)
Article 3(1)(d)
Article 3(2)
Article 4(1)
Article 4(2)
Article 4(3)
Article 4(4)
Article 4(5)
Article 5

1
1
1
1
1

Article 6(1)

Article 6(2)(a)
Article 6(2)(b)
Article 6(2)(c)
Article 6(2)(d)
Article 6(3)

Article 6(3)(a)
Article 6(3)(b)
Article 6(3)(c)
Article 6(3)(d)
Article 6(3)(e)
Article 6(3)(f)
Article 6(3)(g)
Article 6(4)

Article 6(5)

Article 3(41)

Article 3(42)

Article 3(43)

Article 3(37)

Avrticle 3(38)

Avrticle 56(1) and (3)(a) and Article 58(b)

Articles 47(1) and 66(2)

Article 56(3)(b) and (5) and Article 57

Article 79(1)

Article 57

Article 49(1) and Article 52

Articles 49(1), (2) and (3) and Article 52

Article 51(1)(c)

Avrticle 79(1)

Articles 5(4) and 51(1)(c) and Article 52

Article 55, Article 56(3)(b) and (5), Article 57,
Article 58(a) and Article 66(1)

Article 64(1) and (2)

Article 64(1)

Article 59

Article 64(3)(a) and (4)

Article 60

Article 60(1)(c)

Article 60(1)(c)

Articles 59(2) and 64(3)

Articles 59(2) and 64(3)

Articles 59(2) and 64(3)

Article 59 and Article 60(1)

Avrticle 60(2)
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Article 7(1), first indent Article 50(2)

Article 7(1), second indent Article 56(3)(b) and (5) and Article 58
Article 7(1), third indent Article 50(1)

Article 7(2) Article 58

Article 7(3) —

Article 8 Avrticle 53(1)(b)
Article 9 Article 51(1)(d)
Article 10 Article 66(2)

Article 11(1) Avrticle 65

Article 11(2) —

Article 12(1) Articles 66, 68 and 69
Article 12(2) Article 66(3) and Article 9
Article 12(3) Articles 70 and Articles 71(3) and 72(3)
Article 12(4) —

Article 12(5) —

Article 13 Avrticle 64(2)

Article 14 —

Article 15 Article 79(1)

Article 16 Article 54

Article 17 Article 7

Article 17a —

Article 18(1) —

Article 18(2) Avrticle 67

Article 18(3) —

Article 18(4) —

Article 18(5) —

Article 18(6) —

Article 18(7) —

Article 18(8) —

Article 19 Articles 116 and 117
Article 20 Articles 102 to 108
Article 21 Article 130(5) and (6)
Article 22 —

Article 23 —

ST AN EE DLER B N P Ry - (Source: hitp://eur-lex.europa.eu)
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Article 24 —
Article 25 —
Article 26 —
Article 27 —
Article 28 -
Article 29 -
Article 30 -
Article 31 —
Annex A Article 64
Annex B Article 66(2)
5. Directive 96/93/EC
Directive 96/93/EC This Regulation
Article 1 —
Article 2(1), first subparagraph —
Article 2(1), second subparagraph Article 3(26)
Article 2(2) Article 3
Article 3(1) Article 88(2)(b)
Article 3(2) Article 88(3)(a) and (b)
Article 3(3) Avrticle 89(1)(b)
Article 3(4) Avrticle 88(3)(b)
Article 3(5) Avrticle 90
Article 4(1) Avrticles 88(2)(a) and 89(2)
Article 4(2) Avrticle 89(1)(c)
Article 4(3) Article 89(1)(e)
Article 5 Article 89(2)
Article 6 Article 129
Article 7 Article 145
Article 8 —
Article 9 —
Article 10 —

5. 96/93/EC 5ip £

B RS AN EE DIECEE ATk & 3 (Source: http://eur-lex.europa.eu)
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96/93/EC %iip £

(%)
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6. Directive 89/608/EEC

B RS AN EE DIECEE ATk & 3 (Source: http://eur-lex.europa.eu)

Directive 89/608/EEC This Regulation
Article 1 —
Article 2 —
Article 3 Articles 102 to 108
Article 4 Articles 102 to 108
Article 5 Articles 102 to 108
Article 6 Articles 102 to 108
Article 7 Articles 102 to 108
Article 8 Articles 102 to 108
Article 9 Articles 102 to 108
Article 10 Article 8 and Articles 102 to 108
Article 11 —
Article 12 Articles 102 to 108
Article 13 —
Article 14 —
Article 15 Article 8 and Articles 102 to 108
Article 16 —
Article 17 —
Article 18 —
Article 19 —
Article 20 —

7.  Directive 92/438/EEC

Directive 92/438/EEC

This Regulation

Article 1
Article 2
Article 3
Article 4
Article 5
Article 6

Articles 131 to 136
Articles 131 to 136
Articles 131 to 136
Articles 131 to 136
Article 64(3)(f)

6. 89/608/EEC 5Lip #

4w ST H A 111.10.31

89/608/EEC %i4p £

(%) (%

7. 92/438/EEC 5idp #

92/438/EEC 54p £

(%) (%%

225



http://eur-lex.europa.eu/

Article 7
Article 8
Article 9
Article 10
Article 11
Article 12
Article 13
Article 14
Article 15

Annex |
Annex Il

Annex Ill

Articles 131 to 136
Articles 131 to 136
Articles 131 to 136

8. Regulation (EC) No 854/2004

Regulation (EC) No 854/2004

This Regulation

Article 1
Article 1
Article 1(2
Article 1(3

(1)

(

(

(
Article 2(

(

(

(

(

(

1
1a)
)

)

)(c)
Article 2(1)(f)
Article 2(1)

Article 2(1)

Article 2(1)
Article 2(2)
Article 3
Article 4
Article 4
Article 4
Article 4
Article 4
Article 4

1
1
1)(9)
1)(h)
1))

1
2
3
4

5
6

= X A R A =N

)
)
)
)
)
)

Article 1(2)(a)

Article 3(3)
Article 3(32)
Article 3(49)

Article 148

Article 15(1) and (2)
Article 18(1)

Article 18

Article 18(2)(d) and (8)(a)
Article 18(2)(d) and (8)(a)

8. 854/2004 %%

ST AN EE DLER B N P Ry - (Source: hitp://eur-lex.europa.eu)
e HEA 111.10.31

¥ 854/2004 583

(%)
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Article 4(7) Article 17(a) and (b) and Article 18(2)(d) and (5)
Article 9(1) and Article 18(8)(a)

Article 4(8) Article 9(1) and Article 18(8)(a)

Article 4(9)

Article 5 (1) Article 17, Article 18(1) and (2), Article 18(7)(a)

and (b) and Article 18(8)(a) and (d)

Article 17(a) and (b), Article 18(4), (5) and (8)(e)

Article 5(2) Article 18(8)(c) and Article 138
Article 17(a) and (b) and Article 18(5), (7)(a), (b),

Article 5(3) (e) and (j) and (8)(a) and (d)

Article 5(4) Article 5(1)(e), (g) and (h)
Article 18(3), (4) and (7)(k)

Article 5(5) Article 18(7)(j)

Article 5(6)

Article 5(7)

Article 6 Article 18(6), (7)(g) and (8)(b)

Article 7 Article 18(8)(a)

Article 8 Article 18(8)(a)

Article 10 —

Article 11 Articles 126 and 127

Article 12 Article 126

Article 13 Article 126 and 127

Article 14 Article 126

Article 15(1) Article 18(1) and (8)(a)

Article 15(2) Article 126

Article 15(3) Article 18(8)(a)

Article 15(4) Article 18(8)(a)

Article 16, first paragraph Article 18(7)

Article 16, second paragraph Article 18(8)

Article 17(1) Article 18(7) and (8)

Article 17(2) Article 18(7)

Article 17(3) to (7), with the exception of cases —

referred to in (4)(a)(iii)
Article 17(3) to (8) applicable to cases referred to | Article 18(9)

227



http://eur-lex.europa.eu/

KRR S RS 3k

T
AAIAA ) FL
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in (4)(a)(iii)
Article 18 Article 18(7) and (8)
Article 19 Article 145
Article 20 —
Article 21(1) Article 114
Article 22 Article 167
Annex | Article 17, Article 18(1), (2), (3), (4), (7)(a), (b), (c),
(d), (. (k) and (j); (8)(a), (c), (d) and (e)
Article 18(1), (6), (7)(g), (8)(a) and (b)
Annex Il Article 18(1) and (8)(a)
Annex lll Article 18(1) and (8)(a) and (f)
Annex IV Article 126
Annex V Article 126
Annex VI
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