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Draft
COMMISSION REGULATION (EU) No .../..
of [...]

implementing Regulation (EC) No 1069/2009 laying den health rules as regards animal
by-products and derived products not intended for lnman consumption and repealing
Regulation (EC) No 1774/2002

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioninghef European Union,

Having regard to Regulation (EC) No 1069/2009 & thuropean Parliament and of the
Council laying down health rules as regards anibhaproducts and derived produatst
intended for human consumption and repealing RéguldEC) No 1774/2002 (Animal by-
products Regulatioh) and in particular Articles 11(b) and (c), 15(3)(tc) and (h), 17(1),
(3)(b), 19(4)(a) and (b), 20(10), 21(5), (6)(a). (&) and (d), 22(3), points (a), (b), (c), (), (
and (g) of the first subparagraph of Article 27d akrticles 31(2), 32(3), 34(2), 40, 41(3), 42,
43 (3), 45(4) and 48(7)(a) thereof,

Whereas:

(1) The Animal By-products Regulation lays down animald public health rules for
animal by-products and products derived thereofatTRegulation determines the
circumstances when animal by-products should h@oded of, in order to prevent the
spreading of risks for public and animal healthrtk@ermore, that Regulation specifies
under which conditions animal by-products may bedufor applications in animal
feed and for various purposes, such as in cosmetiedicinal products and technical
applications. That Regulation also obliges opesator handle animal by-products
within establishments and plants which are suligeofficial controls.

(2) Under the Animal By-products Regulation, the detairules for the handling of
animal by-products and derived products, such agegssing standards, hygiene
conditions and the format for documentary evidemdsich has to accompany
consignments of animal by-products for the purpadasaceability should be adopted
by means of implementing measures.

(3) The Animal By-products Regulation does not applemdire bodies of wild animals,
which are not suspected of being infected or a#i@etith a disease communicable to
humans or animals, except for aquatic animals ldnide commercial purposes.

! OJ L 300, 14.11.2009, p.1.
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Furthermore, it does not apply to entire bodiepants of wild game which are not
collected after killing, in accordance with goodnling practice. Regarding those
animal by-products from hunting, disposal should dagried out in a way which
prevents the transmission of risks, as appropf@atspecific hunting practices which
have been described by the hunting profession.

The Animal By-products Regulation applies to caigrivaste if it originates from

means of transport operating internationally, sastmaterials derived from foodstuffs
served on board an airplane or a ship arrivinghm European Union from a third
country destination. Catering waste is furthermaithin the scope of that Regulation,
if it is destined for feeding purposes, for protegsn accordance with one of the
authorised processing methods under this Regulatidor transformation into biogas
or for composting. The Animal By-products Regulatiprohibits the feeding of

catering waste to farmed animals, other than fumals. Therefore, catering waste
may be processed and subsequently used, provideththderived product is not fed

Products of animal origin or foodstuffs containisgch products, and petfood and
feedingstuffs containing animal by-products or dedi products, should only be
disposed of in a landfill, in accordance with enaimental legislation, provided that
they have been processed as defined in ReguldEiGh o 852/2004 of the European
Parliament and of the Council of 29 April 2004 be hygiene of foodstuffsin order

Regulation (EC) No 999/2001 of the European Pasiatmand of the Council of 22
May 2001 laying down rules for the prevention, cohtand eradication of certain
transmissible spongiform encephalopathiebliges Member States to carry out
monitoring programmes for transmissible spongifoencephalopathies (TSE).
Animals which are used for feeding to certain specfor the purposes of promotion
of bio-diversity, should be included in those monig programmes to the extent
necessary to ensure that those programmes prouftieient information regarding
the prevalence of TSE in a particular Member States

The Animal By-products Regulation allows the fegdaif certain Category 1 material
to certain animal species in Member States, forpitmenotion of biodiversity. Such
feeding should be authorised for certain carnivepecies referred to in Council
Directive 92/43/EC on the conservation of natuaiitats and of wild fauna and fléra
and for certain species of birds of prey referrednt Directive 2009/147/EC of the
European Parliament and of the Council of 30 Noven2®09 on the conservation of

Regulation (EC) No 853/2004 of the European Pasiatnmand of the Council of 29
April 2004 laying down specific hygiene rules faofl of animal origif specifies
certain parameters for the treatment of rendereddiad egg products which provide
an adequate control of possible health risks, vdush products are used for purposes

(4)

to such animals.
(5)

to mitigate potential health risks.
(6)
(7)

wild birds’.
(8)
2 0OJ L 139, 30.4.2004, p.1.
3 0OJ L 147, 31.5.2001, p.1.
4 0J L 206, 22.7.1992, p.7.
Z 0J L 20, 26.1.2010, p.7.
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(9)

(10)

(11)

(12)

(13)

other than human consumption. Those parameterddsttiverefore be authorised as
alternatives to the treatments for animal by-présluwhich are set out in this
Regulation.

The reference to Council Directive 2009/158/EC 6f ISovember 2009 on animal
health conditions governing intra-Community trade and imports from third
countries of, poultry and hatching e§gghould be updated.

Certain imported materials for the production offeed should be handled and used
under conditions which are appropriate to the wislikch such materials may pose. In
particular, provision should be made for their safi@annelling to establishments of
destination where such materials, as well as Cagegyonaterial, are incorporated into
petfood. With respect to the plants of destinatitve, competent authority should be
authorised to allow the storage of imported malerimgether with Category 3

material, provided the imported materials can bedd.

Under the Animal By-products Regulation, certainvded products may be placed on
the market in accordance with certain other Uniegidlation. That legislation also
determines the import, collection and movementrofmal by-products and derived
products for the manufacture of such derived prtedugowever, the Animal By-
products Regulation shall apply where that otheirobiegislation does not provide
for conditions providing potential health risks wii may arise from such raw
materials. Since such conditions have not beendauwn regarding materials which
have undergone certain stages of processing prithetr fulfilling the conditions for
placing on the market under that other Union legigh, they should be laid down in
this Regulation. In particular, the conditions filve import and handling of such
materials inside the Union under strict control adedumentation requirements should
be laid down, so as to prevent the transmissiopodéntial health risks from such
materials.

In particular, adequate health conditions shouldai down for materials which are
used for the manufacture of medicinal products.envefry medicinal products,
medical devices, in vitro diagnostics or laboratoeggents (“"the finished products").
If risks arising from such materials are mitigatkee to the purification, concentration
or due to the conditions under which such mateaatdshandled and disposed of, only
the requirements of the Animal By-products Regalatand of this Regulation in
relation to traceability should apply. In such gaee requirements related to the
separation of animal by-products of different catezs within the establishment or
plant producing the finished products should ngilypsince the subsequent use of
materials for other purposes, in particular thawretsion into food or feed can be
excluded by the proper application of the rules twe operator, under the
responsibility of the competent authority.

Commission Regulation (EU) No 206/2010 of 12 Mag&fH0 laying down lists of
third countries, territories or parts thereof autbed for the introduction into the
European Union of certain animals and fresh medt the veterinary certification
requirementSshould be referred to in this Regulation, insafarthose third countries

OJ L 343, 22.12.2009, p.74.
OJ L 73, 20.3.2010, p.1.
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(14)

(15)

(16)

(17)

and other territories should be authorised for ithportation of certain animal by-
products or derived products.

It is therefore necessary to lay down measuresh®implementation of the Animal
By-products Regulation by way of this Regulation.

The Animal By-products Regulation repeals Regutat{BC) No 1774/2002 of the
European Parliament and of the Council of 3 Oct@##)2 laying down health rules
concerning animal by-products not intended for humm@nsumptiohwith effect from
4 March 2011.

For the implementation of Regulation (EC) No 170802, the Commission has
adopted Regulation (EC) No 811/2003 on the intecEs recycling ban for fish, and
the burial and burning of certain animal by-progtfctDecision 2003/322/EC on the
feeding of certain necrophagous birds with cert@ategory 1 material§
Decision 2003/324/EC on a derogation from the ispacies recycling ban for fur
animal$?, which was adapted due to the accession of EsttyiaDecision
2004/434/EE®, Regulation (EC) No 79/2005 on milk and milk-bagemducts?,
Regulation (EC) No 92/2005 on means of disposaluses®, Regulation (EC)
No 181/2006 on organic fertilisers and soil impnsvether than manur® Regulation
(EC) No 1192/2006 on lists of approved plahtnd Regulation (EC) No 2007/2006
on the importation and transit of certain Categdrintermediate products The
Commission has furthermore adopted certain tramsti measures, in particular
Regulation (EC) No 878/2004 on the import and hiagdbf certain Category 1 and
Category 2 material§ Decision 2004/407/EC on the import of certain eriats for
the production of photogelatiffeand Regulation (EC) No 197/2006 on handling and
disposal of former foodstuft§ to lay down risk-proportionate measures for derta
specific uses of animal by-products, before theisiem of Regulation (EC) No
1774/2002 was initiated.

With the objective to further simplify the Unionles for animal by-products, as
requested by the Presidency of the Council atithe of the adoption of the Animal
By-products Regulation, the provisions laid downtihse Commission measures
should therefore be reviewed, as necessary, aydstimild be incorporated into this
Regulation, so as to constitute a coherent legahdéwork. Furthermore, in order to
improve clarity of Union law, the Commission measufor the implementation of
Regulation (EC) No 1774/2002 and the transitionahsures referred to above should
be repealed with effect from entry into applicatadrthis Regulation.

10
11
12
13
14
15
16
17
18
19
20
21

OJ L 273, 10.10.2002, p.1.
0OJ L117, 13.5.2003, p.14.
OJL 117, 13.5.2003, p.32.
OJL 117, 13.5.2003, p.37.
OJ L 189, 27.5.2004, p. 43.
OJ L 16, 20.1.2005, p.46.
OJ L 19, 21.1.2005, p.27.
0OJ L 29, 2.2.2006, p.31.
OJ L 215, 5.8.2006, p.10.
OJ L 379, 28.12.2006, p. 98.
OJ L 162, 30.4.2004, p.62.
OJ L 208, 10.6.2004, p.9.
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(18) A transitional period should be provided for, feliog the entry into application of
this Regulation, in order to allow stakeholdersatjust to the new rules, to place on
the market certain products which have been pratiut@ccordance with the Union
health rules applicable before the date of entiy application of this Regulation, and
to allow for a continuation of imports when the uggments of this Regulation
become applicable.

(19) In accordance with the request expressed by thepean Parliament at the time of its
agreement to the Animal By-products Regulation it freading, and taking into
account the Parliament's more specific suggestionsaddressing certain technical
issues, a draft of this Regulation has been predem [...] to its Committee for the
Environment, Public Health and Food Safety for arhange of views.

(20) The measures provided for in this Regulation ar@ccordance with the opinion of the
Standing Committee on the Food Chain and AnimaltHea

HAS ADOPTED THIS REGULATION:

Article 1
Requirements regarding feeding of fur animals
and feeding of farmed animals with herbage

Requirements regarding the conditions for feedifduo animals with processed animal
protein derived from bodies or parts of animalshd same species and conditions for the
feeding of farmed animals with herbage from landwhich organic fertilisers or soll
improvers have been applied, as referred to inclkertiil(b) and (c) of the Animal By-
products Regulation, are set out in Annex IV ta tRegulation.

Article 2
Requirements regarding incineration and co-inciriena

Requirements regarding the conditions for the m@tion and the co-incineration of animal
by-products, as referred to in Article 15(1)(c)tbé Animal By-products Regulation, are set
out in Annex V to this Regulation.

Article 3
Requirements regarding processing methods andlihgations of operators processing
animal by-products

Requirements regarding processing methods for drgaproducts, as referred to in Article
15(1)(b) of the Animal By-products Regulation andquirements regarding certain
obligations of operators of establishments or gléihat are processing animal by-products, as
referred to in points (a), (b), (c), (e) and (f)tbé first subparagraph of Article 27 of the same
Regulation are set out in Annex VI to this Regualati
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Article 4
Requirements regarding transformation of animaplbgeucts into biogas
and composting

Requirements regarding the standard transformgiaameters for biogas and composting
plants, as referred to in point (g) of the firsbparagraph of Article 27 of the Animal By-

products Regulation, and requirements regardinghtfggene requirements applicable to the
handling of animal by-products in establishments pdants that are composting or

transforming animal by-products into biogas, asemeid to in point (b) of the same

subparagraph, are set out in Annex VII to this Ratgon.

Article 5
Requirements regarding the use of animal by-pralfatresearch, other specific purposes
and special feeding purposes and requirements tiggrthe collection, transport and
disposal

Requirements regarding the health conditions ferubke of animal by-products for research
and other specific purposes, as referred to inckrtil7(1) of the Animal By-products
Regulation, requirements regarding the conditiarden which the use of Category 1 material
for special feeding purposes may be authorisedgfasred to in Article 17(3)(b) of the same
Regulation, and requirements regarding conditiamsttie burial and burning of animal by-
products on site and concerning the maximum peagentf animals in remote areas in a
Member State, as referred to in Article 19(4)(ad @m of the same Regulation are set out in
Annex VIII to this Regulation.

Article 6
Standard format for applications for alternative timeds

A standard format for applications for applicatidos alternative methods as referred to in
Article 20(10) of the Animal By-products Regulatias set out in Annex IX to this
Regulation.

Article 7
Requirements regarding commercial documents antitheertificates, identification, the
collection and transport of animal by-products arateability

Requirements regarding models for commercial docusnand regarding health certificates,
as referred to in Article 21(5) and (6)(a) of thaimal By-products Regulation, regarding
cases where animal by-products or derived produetgbe transported without documents or
certificates, as referred to in point (6)(b) of tb@me Article, regarding identification, as
referred to in point (6)(c) of the same Articlegaeding collection and transport, as referred
in point (6)(d) of the same Article, regarding &ability, as referred to in Article 22(3) of the
same Regulation, and regarding permanent marksgefarred to in Article 15(1)(h) of the
same Regulation, are set out in Annex X to thisuRsmn.



EN

Article 8
Requirements regarding establishments and plantsllireg animal by-products

Requirements regarding establishments and plaatsatie handling animal by-products, as
referred to in points (a), (b) and (c) of the fisstbparagraph of Article 27 of the Animal By-
products Regulation, are set out in Annex Xl t@ fRegulation.

Article 9'
Requirements regarding the placing on the maretdeding to farmed animals

Requirements regarding the public and animal healtiditions for the placing on the market
of animal by-products and derived products for fiegdo farmed animals, as referred to in
Article 31(2) of the Animal By-products Regulatioare set out in Annex Xl to this
Regulation.

Article 10’
Requirements regarding the placing on the markeltase of organic fertilisers

Requirements regarding the placing on the markebrganic fertilisers and the use, in
particular the application of such fertilisers &ndl, as referred to in Article 32(3) of the
Animal By-products Regulation, are set out in And@¥ to this Regulation.

Article 11
Requirements regarding the manufacture of derprediucts regulated by certain other
legislation

Requirements regarding the manufacture of derivemtlycts regulated by certain other
legislation, in particular as regards their impamtd movement inside the European Union, as
referred to in Articles 21 points (5)(a), (6)(c)daf6)(d) and 41(3), in conjunction with Article
34(2) of the Animal By-products Regulation, are@atin Annex XV to this Regulation.

Article 12'
Requirements regarding the placing on the markgetfood
and of other derived products

Requirements regarding the placing on the markpetibod and of other derived products, as
referred to in Article 40 of the Animal By-produdi&egulation, are set out in Annex XVI to
this Regulation.

Article 13'
Requirements regarding the import, export and sreaf animal by-products
and of derived products

Requirements regarding the import, export and traisanimal by-products and of derived
products, as referred to in Articles 41(3), 42 4B8(B) of the Animal By-products Regulation,
are set out in Annex XVII to this Regulation.

9 EN
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Article 14
Requirements regarding models for health certiisa
commercial documents and declarations

Requirements regarding models for health certiéisat commercial documents and
declarations, as referred to in Article 42(2)(dtoé Animal By-products Regulation, are set
out in Annex XVIII to this Regulation.

Article 15'
Requirements regarding official controls

Requirements regarding detailed arrangements fanadfcontrols, as referred to in Articles
45(4) and 48(7)(a) of the Animal By-products Regjola are set out in Annex XIX to this
Regulation.

Article 16
Negative harmonisation

The placing on the market of the animal by-prodaetd the derived products referred to in
Annex Xlll, Section | of Annex XIV and Annex XVI ahthe import of the animal by-
products and the derived products referred to imeXnXVIl shall not be prohibited or
restricted for public health or animal health reesother than those laid down in the Animal
By-products Regulation, ithis Regulation or in other Union legislation.

Article 17
Repeal

1. The following legal acts shall be repealed weittect from the entry into application of
this Regulation:

(@) Regulation (EC) No 811/2003;
(b) Decision 2003/322/EC,;

(c) Decision 2003/324/EC;

(d) Decision 2004/434/EC,;

(e) Regulation (EC) No 878/2004;
( Decision 2004/407/EC,;

() Regulation (EC) No 79/2005;
(h) Regulation (EC) No 92/2005;
() Regulation (EC) No 181/2006;

() Regulation (EC) No 197/2006;

10 EN
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1.

(k) Regulation (EC) No 1192/2006;
() Regulation (EC) No 2007/2006.

References to those legal acts shall be comsfroen that date as references to this
Regulation.

Article 18
Transitional measures

For a transitional period until 31 August 20t &y way of derogation from Article
10, operators may place on the market organidigents and soil improvers which
have been produced from meat and bone meal defiwed Category 2 material or
from processed animal protein, and which have pehlmixed with a component to
exclude the subsequent use of the mixture for fegedurposes, provided that those
organic fertilisers and soil improvers have beeondpced in accordance with
Regulations (EC) No 1774/2002 and (EC) No 181/20€Bre the date of entry into
application of this Regulation.

For a transitional period until 31 August 201Member States shall accept
consignments of animal by-products and of derivesipcts which are accompanied
by a health certificate completed and signed inoatance with the appropriate
model certificates, as set out in Annex X to Retyota(EC) No 1774/2002 before
the date of entry into application of this Reguati

Until 30 September 2011, Member States shall acsaph consignments if the
accompanying health certificates were completedsagued before 31 August 2011.

Article 19

This Regulation shall enter into force on the twethtday following that of its publication in
the Official Journal of the European Union

This Regulation shall apply from 4 March 2011.

This Regulation shall be binding in its entiretyatirectly applicable in all Member States.

Done at Brussel$,..]

For the Commission
José Manuel BARROSO
President of the Commission

11 EN
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10.

11.

12.

13.

ANNEX |
DEFINITIONS

For the purpose of this Regulation, the follogvatefinitions shall apply:

“apiculture by-products” means honey, beeswax, royal jelly, propolis dtgrg

‘batch’ means a unit of production produced in a singlanp using uniform
production parametersuch as the origin of the materiats,a number of such units,
whenproduced in continuous order in a single plant atored together;

‘biogas plant’ means a plant in which materials of animal origiie at least part of
the material which is submitted baological degradation under anaerobic conditions
for the production of biogas;

‘blood’ means fresh whole blood;

“blood meal meansprocessed animal proteiderived from the heat treatment of
blood or fractions of blood in accordance with Cieap of Section Il of Annex XIllI;

‘blood products’ means derived products from blood or fractions bédod,
excluding blood meal; they include dried/frozendidj plasma, dried whole blood,
dried/frozen/liquid red cells or fractions thereofd mixtures;

‘canned petfood’ means heat-processed petfood contained withinraédteally
sealed container;

‘catering waste’ means all waste foodf animal origin,including used cooking oil
originating in restaurants, catering facilities datthens, including central kitchens
and household kitchens;

‘co-incineration’ means the recovery alisposal of animal by-products or derived
products, if they are waste, in a co-incineratianp

‘collageri means protein-based products derived from hidkgis and tendons of
animals, including bones in the case of pigs, ppahd fish;

‘collection centres’ means premises other than processing plants inohwdertain
animal by-products are collected and treat#ti the intentiorto be used for feeding
as referred to in Article 18(1) of the Animal Bysplucts Regulatign

‘colour-coding’ means the systematic use of colours as definguaragraph 1(c) of
Section Il of Annex X for displaying information @sovided for in this Regulation
on the surface or of the part of the surface ohekpging, container or vehicle, or on
the a label or symbol applied to them;

tombustion means a process involving the oxidisation of fmebrder to use the
energetic value of the animal by-products;
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14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

‘composting plant’ means a plant in which materials of animal origie at least
part of the material which is submitted biological degradation under aerobic
conditions for the production of compost;

‘digestion residues’means residues resulting from the transformaticanomal by-
products in a biogas plant;

‘digestive tract content’ means the content of the digestive tract of mararaat
ratites;

‘dogchews means products for pet animals to chew, proddoat untanned hides
and skins of ungulates or otheaterial ofanimalorigin;

feed material’ means those feed materials, as defined in Art&(2)(g) of

Regulation (EC) No 767/2009, that are of animagiariincluding processed animal
proteins, blood products, rendered fats, fish &df derivatives, gelatine and
hydrolysed proteins, dicalcium phosphate, milk kaibsed products and colostrum;

fishmeal means processed animal protein derived from agaaimals, except sea
mammals;

flavouring innard’ means a liquid or dehydrated processed producinahal
origin used to enhance the palatability valuesetfqod.

‘fur animals’ means animals kept or reared for the productidnroénd not used for
human consumption;

‘gelatiné means natural, soluble protein, gelling or notiigg, obtained by the
partial hydrolysis of collagen produced from bonesles and skins, tendons and
sinews of animals (including fish and poultry);

‘greaves means the protein-containing residue of renderaftgr partial separation
of fat and water,

‘guano’ meansa natural product which has been collected from éixerements of
bats or wild sea birds;

‘hermetically sealed containermeans a container that is designed and intended to

be secure against the entry of micro-organisms;
‘hides and skins’'means all cutaneous and subcutaneous tissues;

‘hydrolysed proteins’ means polypeptides, peptides and aminoacids, axtines
thereof, obtained by the hydrolysis of animal bgercts;

‘intermediate product’ means a derived product which is intended for the
manufacture of medicinal products, veterinary miedicproducts, medical devices,
active implantable medical devici, vitro diagnosticmedical deviceor laboratory

reagents; and whose design, transformation and faetoung stages have been
sufficiently completed in order to be regarded esved products and to qualify the
material for that purpose, except for the fact the¢quires some further handling or
transformation such as mixing, coating, assembliagkaging or labelling to make
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29.

30.

31.

32.

33.
34.

35.

36.

37.

38.

it suitable for placing on the market as medicipedducts, veterinary medicinal
products, medical devices or in vitro diagnostics;

laboratory reagent’ means a packaged product, ready for use, contggamimmal
by-products or derived products and intended alk suén combination for specific
laboratory use as a reagent or reagent produdbyatr or control material to detect,
measure, examine or produce other substances;

‘petfood means feed for pet animals containing certaineGaity 1 material and/ or
Category 3 material, as referred to in Article 2bnp a of the Animal By-products
Regulation;

‘processed animal protein’'means animal protein derived entirely from Catedbry
material, which have been treated in accordanchk ®hapter | of Section Il of
Annex XllI (including blood meahnd fishmegl so as to render them suitable for
direct use as feed material or for any other udeedingstuffs, including petfood, or
for use in organic fertilisers or soil improvergwever, it does not include blood
products, milk, milk-based products, colostruwantrifuge or separator sludge from
milk processinggelatine, hydrolysed proteins and dicalcium phospheggs and
egg-products, including eggshells, tricalcium plnagp and collagen;

‘processed petfood’ means petfood, other than raw petfood, which hesnb
produced in accordance with this Regulation;

‘processing methodsimeans the methods listed in Sections Il and Miohex VI;

‘processing plant’ means premises or facilities for the processingaminal by-
products as referred to in Article 24(1)(a) of theimal By-products Regulation;

‘product used for in vitro diagnosis’ means a packaged product, ready for use by
the final user, containing a blood prodoctanother animal by-producand used as
a reagent, reagent product, calibrator, kit or atiner system, whether used alone or
in combination, intended to be used in vitro fag #xamination of samples of human
or animal origin, with the exception of donatedamg or blood, solely or principally
with a view to the diagnosis of a physiologicaltstastate of health, disease or
genetic abnormality or to determine safety and aatibpity with reagents;

‘raw petfood’ means petfood which has not undergone any preseprocess other
than chilling, freezing or quick freezing;

‘rendered fats’ means fats derived from processing of animal lgpctsor fats
derived from the processing of products for humansamption which have been
destined for purposes other than human consumptioaccordance with Article
2(1)(a) of the Animal By-products Regulatipn;

“incineration and co-incineration residue$ means any liquid or solid material
generated by the incineration or co-incineratioacpssof animal by-productsthe
waste-water treatment or other processes withinirtbi@eration or co-incineration
plant, provided that those processes are subject to Ragulation; hey include
bottom ash and slag, fly ash and boiler dust;
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39.

40.

41.

42.

43.

44,

45.

46.

‘tanning’ means the hardening of hides, using vegetabldéngragents, chromium
salts or other substances such as aluminium $aits; salts, silicic salts, aldehydes
and quinones, or other synthetic hardening agents;

trade' means trade in goods between Member States whkimieaning of Article
28 of the Treaty on the Functioning of the Europégaion;

treated hides and skins means hides and skinsther than dogchewshat have
been:

(@) dried;

(b) dry-salted or wet-salted for at least 14 daysrpo dispatch;

(c) salted for seven days in sea salt with thetamtdof 2 % of sodium carbonate;
(d) dried for 42 days at a temperature of at |28sE; or

(e) preserved by a process other than tanning;

‘untreated feathers and parts of feathersmeans feathers and parts of feathers that
have not been treated with a steam current or mesather method that ensures that
no pathogens remain;

‘untreated wool’ means wool that has not undergone factory wasbegy obtained
from tanning, or been treated by some other methatlensures that no pathogens
remain;

‘untreated hair’ means hair that has not undergone factory washiegn obtained
from tanning, or been treated by some other methatlensures that no pathogens
remain;

‘untreated pig bristles’ means pig bristles that have not undergone fastashing,
been obtained from tanning, or been treated by satimer method that ensures that
no pathogens remain

'white water" means a mixture of milkmilk-based products or products derived
from milk withwater which is collected during the rinsing ofrgla@quipment prior to
its cleaning and disinfection.

The definitions set out in Article 3 of the Anal By-products Regulation shall also
apply.
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ANNEX II

END POINT IN THE MANUFACTURING CHAIN

CHAPTER |

End point for the derived products referred to in
Article 5(1) of the Animal By-products Regulation

CHAPTER Il

End point for the derived products referred to in
Article 5(2) of the Animal By-products Regulation

For the derived products referred to in Arti@€2) of the Animal By-products
Regulation which are listed in the following tathecolumn 1, an end point in the
manufacturing chain is determined, subject to thedaions listed in column 2 of the
table:

No. Derived product Conditions
1 Biodiesel Annex VI,
Section 1V,
Chapter 1lI,
point 2(b)(i)
2 Processed Annex  XVI,
petfood and Chapter Il,
dogchews point 6
3 Hides and sking Annex  XVI,
of ungulates Chapter V,
point C
4 Game trophies Annex  XVI,
and other Chapter V
preparations
from animals
5 Wool Annex  XVI,
Chapter VII,
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point B

Feathers

Annex ...

Rendered fat
for oleochemica
purposes

Ul

Annex ...
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ANNEX Il

ANIMAL HEALTH RESTRICTIONS

CHAPTER |

Serious transmissible diseases as referred to in
Article 6(1)(b)(ii) of the Animal By-products Regulation

CHAPTER Il

Conditions for the dispatch of animal by-products &
referred to in Article 6(2) of the Animal By-products Regulation

23
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ANNEX IV

RESTRICTIONS ON THE USE OF ANIMAL BY-PRODUCTS

CHAPTER |

Checks and controls regarding certain prohibitionsas referred to in Article 11(2)(a) of
the Animal By-products Regulation

[...]
CHAPTER I

Intra-species recycling of fur animals

1. In Estonia, Finland and Latvia, the following fanimals may be fed with meat-and-
bone meabr other products which have been processed inraence with Section
[l of Annex VI and which arderived from bodies or parts of bodies of animdls o
the same species:

(@) foxes yulpes vulpes
(b) raccoon dogd\ycteroites procynid@s

2. In Estonia and Latvia, fur animals of the spgofenerican mink Mustela visoh
may be fed with meat and bone meabther products which have been processed in
accordance with Section Il of Annex VI and whicl @erived from bodies or parts
of bodies of animals of the same species.

3. The feeding referred to in points 1 and 2 slake place under the following
conditions:

(@) Feeding shall only take place in farms whictvehdeen authorised and
registered by the competent authority:

(i) on the basis of an application that is acconmguirby documentation
proving that there is no reason to suspect theepoesof the TSE agent
in the population of the species covered by theiegton;

(i) where an appropriate surveillance system f&ES in fur animals is in
place and includes regular laboratory testing afas for TSE;

(i) provided the farm supplies appropriate guaeas that no animal by-
product or meat-and-bone medérived from those animals or their
offspring may enter the food or feed chain of othaermals than fur
animals;
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(iv) where the farm has had no known contact with farm with a suspected
or confirmed outbreak of TSE;

(v) where theoperatorof the registered farm ensures that

- the carcases of fur animals intended for feedongnimals of the
same species are handled and processed separatalcdrcases
not authorised for that purpose,;

- fur animals fed withmeat and bone meal or other products which
have been processed in accordance with SectioofIAnnex VI
and which arederived from animals of the same species are kept
separate from animals not being fed wttoductsderived from
animals of the same species.

- the registered farm complies with the requirermesét out in
Chapter | of Section Il to Annex VIII and point (B)(ix) of
Section Il of Annex X.

(b) The operator of the farmshall ensure that meat-and-bone mealother
productsderived from one species and intended for the fepdf the same
species must:

() have been processed in a processing plant apgrainder Article
24(1)(a) of the Animal By-products Regulation arsihg only methods 1
to 5 or 7 as set out in Section Il of Annex Vithas Regulation;

(i) have been produced from healthy animals kilfed the production of
fur.

(c) In the event of any known or suspected contgitt any farm with a suspected
or confirmed outbreak of TSE, tloperator of the farnrmust immediately:

() inform the competent authority of such contaatg

(i) cease the dispatch of fur animals to any degitbn without a written
authorisation of the competent authority.

CHAPTER llI
Feeding of farmed animals with herbage

Farmed animals may be fed with herbage from landvihaich organic fertilisers or soll
improvers, other than manure, non-mineralised gummb digestive tract conterdy milk,
milk-based products and colostrum which the commpesaithority does not consider to
present a risk for the spread of any serious anidis¢asehave been applied, either by direct
access of the animals to that land or by usindnethhage as feed, provided that
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(@)

(b)

the waiting period referred to in Article 11(@) of the Animal By-products
Regulation has been observed; and

only organic fertilisers and soil improvers bdveen used which comply with
Article 32 of the Animal By-products Regulation aBdction Il of Annex XIV

to this Regulation.
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ANNEX V

DISPOSALAND RECOVERY
SECTION |

GENERAL REQUIREMENTS FOR INCINERATION AND CO-INCINERATION

Incineration and co-incineration shall take plageglants which have a permit to operate in
accordance with Directive 2000/76/EC or in plantdich have been approved in accordance
with Article 24(1)(b) or (c) of the Animal By-products Regulation, as applicalidants
which do not have a permit to operate in accordand# Directive 2000/76/EGhall be
approved in accordance with that Article, if thayfif the conditions laid down in this

Section.
CHAPTER |
General conditions
1. Operators of incineration and co-incineratioangd shall ensure that their plants

meet the following hygiene conditions:

(@)

(b)

(©)
(d)

(€)

(f)

(9)

Animal by-productsand derived productshall be disposed of as soon as
possible after arrival. They shall be stored priypentil disposal.

Plants shall have appropriate arrangements for theaning and disinfection
of containers and vehicles in place, in particulara designated area from
which waste water is disposed of in accordance withon legislation, to
avoid risks of contamination.

Plants shall be located on a well-drained hard stiag.

Plants shall have appropriate arrangements for potibn against pests, such
as insects, rodents artdrds. A documented pest control programme shall be
used for that purpose.

Plants shall have access to adequate facilitiespgersonal hygiene such as
lavatories, changing rooms and washbasins for sthffiecessary to prevent
risks of contamination.

Cleaning procedures shall be established aralimdented for all parts of the
premises. Suitable equipment and cleaning agenadl e provided for
cleaning.

Hygiene control shall include regular inspectioof the environment and
equipment. Inspection schedules and results shall documented and
maintained for at least two years.
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2. The operator of an incineration or co-incinenatiplant shall take all necessary
precautions concerning the reception of animal tmgpcts to prevent, or limit as far
as practicable, direct risks to human or animalthea

3. Animalsmust not have access to the low-capacity plamispa by-products that are
awaiting incineration or co-incineration or ashuléag from the incineration or co-
incineration of animal by-products.

4. If theincineration or co-incineratiomplant is located on a livestock holding:

(@) there must be total physical separation betwt®n incineration or co-
incineration equipment and the livestock and tHeed and bedding, with

fencing where necessary;,

(b) equipment must be dedicated entirely to theatpn of the incinerator and not
used elsewhere on the farm aiternatively,cleaned and disinfected before

such use.

(c) operators working in the plantust change their outer clothing and footwear
before handling livestock or livestock feed.

5. The storage of animal by-products and of ashest fmein covered, labelled and leak
proof containers

6. The operator must check that animal by-prodactsincinerated in such a way that
they are completely reduced to ash. Ash must qeodesd ofin an authorisedandfill
or in accordance with relevant Union legislation.

7. Incompletely incinerated animal by-products mhestre-incineratedr disposed of by
other means, other than by disposal in an authdrisadfill, in accordance with the

Animal By-products Regulation.

CHAPTER I
Operating conditions

Incineration or co-incineration plants shall beigesd, equipped, built and operated in such a
way that the gas resulting from the process i®dais a controlled and homogeneous fashion,
even under the most unfavourable conditions, tavgerature of 850C for at least 2 seconds
or to a temperature of 1100°C for 0.2 secqrats measured near the inner wall or at another
representative point of the combustion chambeu#sased by the competent authority.

CHAPTER IlI
Incineration and co-incineration residues

1. Incineration and co-incineration residues rasgltfrom the operation of the
incineration or co-incineration plant shall be mimed in their amount and

28 EN



harmfulnessSuchresidues must baisposed of in an authorised landfill, cgcycled,
where appropriate, directly in the plant or outsideccordance with relevant Union
legislation.

2. Transport and intermediate storage of dry residecluding dust shall take place in
such a way as to prevent dispersal in the enviromnsech as in closed containers.

CHAPTER IV
Temperature measurement

1. Techniques shall be used to monitor the parasmeted conditions relevant to the
incineration or co-incineration process. High-cafyaocineration and co-incineration
plants must have and use temperature measuremepitresmt.

2. The approval issued by the competent authasitgonditions attached to it, shall lay
down temperature measurement requirements.

3. The functioning of any automated monitoring @quent shall be subject to control
and to an annual surveillance test. Calibrationl sleacarried out by means of parallel
measurements with the reference methodsatlar intervals

4. Temperature measurement results shall be ret@dé presented in an appropriate
fashion to enable the competent authority to veddynpliance with the permitted
operating conditions laid down in this Regulatioraccordance with procedures to be
decided upon by that authority.

CHAPTER VI
Abnormal operating

In the case of a breakdown, or abnormal operatorglitions, the operator shall reduce or
close down operations as soon as practicablenortihal operations can be resumed.

SECTION I

HIGH-CAPACITY PLANTS
CHAPTER |
Specific operating conditions

Incineration or co-incineration plants with a thgbput of more than 50 kg per hour (high-
capacity plants) which do not have a permit to afeerin accordance with Directive
2000/76/EC shall comply with the following condis

29 EN



EN

(@ The plants shall be quipped for each line vaitHeast one auxiliary burner.
This burner shall be switched on automatically wities temperature of the
combustion gases after the last injection of coribnsair falls below 850C.

It shall also be used during plant start-up and-diown operations to ensure
that the temperature of 850 is maintained at all times during these operation
and as long as unburned material is in the comtiusthamber.

(b) When animal by-products are introduced into ¢henbustion chamber by a
continuous process, the plants shall operate anmetic system to prevent the
introduction of animal by-products at start-up,ilutite temperature of 850° C
has been reached, and whenever the temperatus€of8s not maintained.

CHAPTER Il
Water discharges

1. Sites of high capacity plants, including asdeciastorage areas for animal by-
products, shall be designed in such a way as teepteunauthorised and accidental
release of any polluting substances into soil, as@fwater and groundwater in
accordance with the provisions provided for invalg Union legislation.

2. Storage capacity shall be provided for contatethaainwater run-off from the plant
site or for contaminated water arising from spédlagy fire-fighting operations. The
operator shall, if necessargnsure thasuch rainwater and suclater can be tested
and treated before discharge where necessary.

SECTION Il
LOW -CAPACITY PLANTS
Incineration and co-incineration plants with a tigbput of less than 50 kg of animal by-

products per hour (low-capacity plants) which do Imave a permit to operate in accordance
with Directive 2000/76/EC shall

(@) only be used for the disposal of animal by-piad as referred to in Article
8(b)(i) of the Animal By-products Regulation;

(b) be equipped with aauxiliary burner.
SECTION IV
LANDFILLING OF CERTAIN MATERIALS
By way of derogation from Article 14 point (c) dig Animal By-products Regulation, the
competent authority may authorise the disposalaie@ory 3 materials referred to in Article

10(f) and (g) of the Animal By-products Regulationan authorised landfill, in accordance
with Article 5 of Directive 1999/31/EC, providedath
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such materials have not been in contact with amynal by-product referred to in
Articles 8, 9 and 10(a) to (e) and (h) to (p) af #nimal By-products Regulation;

at the time when they are destined for purpagber than human consumption
materials

(@) referred to in Article 10 (f) of the Animal By-proets Regulationhave
undergoneprocessing as defined in Article 2(1)(m) Régulation (EC) No
8522004; and

(b) referred to in Article 10 (gpf the Animal By-products Regulation have been

processed in accordance with this Regulation; and

the disposal of such materials does not posk aa public or animal health.
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ANNEX VI
PROCESSING

SECTION |

REQUIREMENTS FOR PROCESSING PLANTS AND CERTAIN

OTHER PLANTS AND ESTABLISHMENTS

CHAPTER |

General conditions

1. Processing plants must meet the following remmpents, for processing by pressure
sterilisation orin accordance with the methods referred to in Aatit5(1)(b) of the
Animal By-products Regulation:

(@)

Processing plants shall not be situated orséime site as slaughterhouses or
other establishments which have been approved gisteeed in accordance
with Regulation (EC) No 852/2004 or Regulation (B®) 853/2004, unless
the risks to public and animal health, resultingnifrthe processing of animal
by-products which originate from such slaughterlesusor other
establishments, are mitigated by compliance withleast the following
conditions:

(1) the processing plant must be physically segaratfrom the
slaughterhouse or other establishment; where apptepby locating
the processing plant in a building that is compjeseparated from the
slaughterhouse or other establishment;

(i)  the following must be installed and operated:

— a conveyer system which links the processing tplem the
slaughterhouse or other establishmantl which may not be by-
passed,

— separate entrances, reception bays, equipmerexatsdforboththe
processing plant and the slaughterhouse or edtaiwist;

(i) measures must be taken to prevent the spngadf risks through the
operation of personnel which is employed in thecpssing plant and in
the slaughterhouse or other establishment;

(iv) unauthorised persons and animals must not hauess to the processing
plant.

By way of derogation from points (i) to (iv), in éhcase of Category 3
processing plants, the competent authority may caisih other conditions
instead of those set out in those points, aimediggating the risks to public
and animal health, including the risks arising frtma processing of Category
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3 material, which originates from off-site estabiieents approved under
Regulation (EC) No 853/2004.

Member States shall inform the Commission and theroMember States in
the framework of the Committee referred to in Adi62(1) of the Animal By-
products Regulation of the use made of this derogaty their competent
authorities;

(b) the processing plant must have a clean andeanclsector, adequately
separated. The unclean sector must have a covies o receive animal by-
products and must be constructed in such a wayithsateasy to clean and
disinfect. Floors must be laid in such a way adatlitate the draining of
liquids;

(c) The processing plant must have adequate fasilitncluding lavatories,
changing rooms and washbasins for staff;

(d) the processing plant must have sufficient pobida capacity for hot water and
steam for the processing of animal by-products;

(e) the unclean sector must, if appropriate, canggjuipment to reduce the size of
animal by-products and equipment for loading thesksed animal by-products
into the processing unit;

(H  where heat treatment is required, all instadlag must be equipped with:

(1) measuring equipment to monitor temperature regjatime and, if
applicable for the processing method used, presduetical points;

(i) recording devices to record continuously thesults of these
measurements in a way so that they remain accedsibthe purpose
of checks and official controls; and

(i) an adequate safety system to prevent insigfficheating;

(g) to prevent recontamination of tderivedproduct bythe introduction ofnimal
by-products, there must be a clear separation legivilee area of the plant
where incoming material for processing is unloaded the areas set aside for
the processing of that product and the storagkentierived product.

The processing plant must have adequate fasilior cleaning and disinfecting the
containers or receptacles in which animal by-prt&lace received and the vehicles,
other than ships, in which they are transported.

Adequate facilities must be provided for theirdexting of vehicle wheels and the
other parts of the vehicle, as appropriate, on itgpvwhe unclean sector of the
processing plant.

All processing plants must have a waste-watapatial system meeting the
requirements set out by the competent autharigccordance with Union legislation
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The processing plant shall have its own laboyato make use of the services of an
external laboratory. The laboratory must be equdpjoecarry out necessary analyses
and be approved, be accredited accordinmtrnationally recognised standards or

be subject to regular controls by the competenhauity.

If on the basis of a risk assessm#ém, volume of products treated requires regular or
permanent presence of the competent authorityptbeessing plants shall have an
adequately equipped lockable room for the exclusseof the inspection service.

CHAPTER I
Waste water treatment

Category 1 processing plants and other premidesre specified risk material is

removed, slaughterhouses and Category 2 procegkints shall have a pre-treatment
process for the retention and collection of animaterial as an initial step in the

treatment of waste water. The equipment used inpileetreatment process shall
consist of drain traps or screen with apertures wifilter pore or a mesh size of no
more than 6 mm in the downstream end of the prooessguivalent systems that

ensures that the solid particles in the waste wadssing through them are no more
than 6 mm.

Waste water from the premises as referred tpoint 1 must enter a pre-treatment
process which shall ensure that all waste waterbleas filtered through the process
before being drained off the premises. No grindinmgacerationor any other
processing shall be carried omthich could facilitate the passage sulubleanimal
material through the pre-treatment process.

All animal material retained in the pre-treatmprocess in premises as referred to in
point 3 shall be collected and transported as ©@ayefy or Category 2 material, as
appropriate, and disposed of in accordance withAthienal By-products Regulation.

Waste water originating in the unclean sectoprotessing plants shall be treatad
accordance with conditions laid down by the commesathority, inorder to ensure
that risks from pathogens are mitigated.

Waste water having passed the pre-treatmenegsdn premises referred to in point 1
and waste water from premises only receiving Cateamaterial shall be treated in
accordance with Union legislation.

Without prejudice to points 1 to 6, the dispasfahnimal by-products including blood
and milk or derived products through the waste nstteam shall be prohibited.
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CHAPTER I
Re-approval after temporary use

If the competent authority has granted an approvakccordance with Article 24(2)(b)(ii) of
Regulation(EC) No 1069/2009 for the temporary usa processing plant for the processing
of a Category of animal by-products with a highisk,rit shall initiate the procedure for
approval in accordance with Article 44 of the AnlrBg-products Regulation before issuing a
new approval for the processing of animal by-praslwd a lower risk after the end of the
temporary use.

CHAPTER IV
Specific requirements for the processing of Categgrl and Category 2 materials

The layout of Category 1 and Category 2 processiagts must ensure the total separation of
Category 1 material from Category 2 material froeteption of the raw material until
dispatch of the resulting derived producnless a mixture of Category 1 material and
Category 2 material is processed as Category 1 rizte

CHAPTER V
Specific requirements for the processing of Categgr3 materials

The following requirements apply in addition to theneral requirements laid down in
Chapter I:

1. Category 3 processing plants shall not be asdéinee site as Category 1 or Category 2
processing plants, unless in a completely separaléing.

2. However, the competent authority may authorise processing of Category 3
material on a site where handling or processingaiegory 1 oiCategory 2 material
takes place, if cross-contamination is preventedday of:

(@) the layout of the premises, in particular th@rgements for the reception, and
by way of the further handling of raw materials,

(b) the layout and the management of the equipmmsed for processing, including
the layout and the management of separate progessgs or of cleaning
procedures which are excluding the propagatiomgfpossible risks to public
and animal health; and

(c) the layout and the management of the areash@®otemporary storage of the
end products.

3. Category 3 processing plants shall have anliaste to check the presence of
extraneous matter, such as packaging material |lrogigces, etc. in the animal by-
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productsor derived productsf they are processing materials which are destifeed
feeding to farmed animals.

SECTION I

HYGIENE AND PROCESSING REQUIREMENTS
CHAPTER |
General hygiene requirements

In addition to the general hygiene requirementsrretl to in Article 25 of the Animal By-
products Regulation, processing plants shall hadecaumented pest control programme in
place for the implementation of the arrangemenfsrmed to in Article 25(1)(c) of that
Regulation.
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CHAPTER Il

General processing requirements

1. Accurately calibrated gauges/recorders must $ed Ltto monitor continuously the
processing conditions. Records must be kept to stimvdate of calibration of
gauges/recorders.

2. Material that may not have received the spetiheat treatment, such as material

discharged at start up or leakage from cookerst bmise-circulated through the heat
treatment or collected and reprocessed or disposadaccordance with The Animal
By-products Regulation.

CHAPTER IlI

Processing of Category 1 and Category 2 material

Unless the competent authority requires the apymicabf pressure sterilisation as defined in
Article 3 no. 19 of the Animal By-products Regutatti(method 1), Category 1 and Category
2 material shall be processed in accordance withads 1 to 5 as referred to in Section Il of
this Annex.

CHAPTER IV

Processing of Category 3 material

1. The critical control points that determine thaeat of the heat treatments applied in
processing shalhclude for each processing method as specifiegeiction 11l of this
Annex:

(@) raw material particle size;
(b) temperature achieved in the heat treatmeniegsyc
(c) pressure applied to the raw material; and

(d) duration of the heat treatment process or fiedd to a continuous system.
Minimum process standards must be specified foh eguplicable critical
control point.

2. Records shall be maintained for at least twas/éa show that the minimum process
values for each critical control point are applied.

3. Before processing, animal by-products shalllecked for the presence of extraneous
matter. When present, it shall be removed immelgiate
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SECTION Ili

STANDARD PROCESSING METHODS

Pressure sterilisation as defined in Article 8. 19 of the Animal By-products

Regulation (method 1)

Reduction

EN

1.

If the particle size of the animal by-produaisbe processed is more than 50
millimetres, the animal by-products must be reducesize using appropriate
equipment, set so that the particle size after aolu is no greater than 50
millimetres. The effectiveness of the equipment tnineschecked daily and its
condition recorded. If checks disclose the existevicparticles larger than 50
millimetres, the process must be stopped and iepzade before the process is

resumed.

Time, temperature and pressure

The animal by-products with the particle sizenofgreater than 50 millimetres

2.
must be heated to a core temperature of more tB&n°C for at least 20
minutes without interruption at a pressure (absjluf at least 3 bars. The
pressure must be produced by the evacuation oéialln the sterilisation
chamber and the replacement of the air by steaatufated steam"); the heat
treatment may be applied as the sole process @ pe- or post-process
sterilisation phase.
3.  The processing may be carried out in batch ptimoous systems.
B. Method 2
Reduction
1. If the particle size of the animal by-producisbe processed is more than 150

millimetres, the animal by-products must be reducesize using appropriate
equipment, set so that the particle size aftergiolu is no greater than 150
millimetres. The effectiveness of the equipment inlieschecked daily and its
condition recorded. If checks disclose the existenicparticles larger than 150

millimetres, the process must be stopped and iepzade before the process is

resumed.

Time, temperature and pressure

2.

After reduction the animal by-products must leathd in a manner which
ensures thaa core temperature greater than 100 °C is achievext least 125
minutes, a core temperature greater than 110 ‘@hgevedfor at least 120
minutes and a core temperature greater that 120 °C is \asthfer at least 50

minutes
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The core temperatures may be achieved consecutieelythrough a
coincidental combination of the time periods intkch as illustrated in the

following graph:

3.  The processing must be carried out in a batstesy.

C. Method 3

Reduction

1. If the particle size of the animal by-producisbe processed is more than 30
millimetres, the animal by-products must be reducesize using appropriate
equipment, set so that the particle size after ggaolu is no greater than 30
millimetres. The effectiveness of the equipment inlieschecked daily and its
condition recorded. If checks disclose the existemicparticles larger than 30
millimetres, the process must be stopped and iepzade before the process is

resumed.

Time, temperature and pressure

2.  After reduction the animal by-products must leathd in a manner which
ensures thaa core temperature greater than 100 °C is achitoreat least 95
minutes, a core temperature greater than 110 °&hsevedfor at least 55
minutes and a core temperature greater that 128 aChievedor at least 13

minutes.

The core temperatures may be achieved consecutieelythrough a
coincidental combination of the time periods intikch as illustrated in the

graph under point B.2

3. The processing may be carried out in batclootiguous systems.

D. Method 4

Reduction
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If the particle size of the animal by-produaisbe processed is more than 30
millimetres, the animal by-products must be reducesize using appropriate
equipment, set so that the particle size after ggalu is no greater than 30
millimetres. The effectiveness of the equipment inlieschecked daily and its
condition recorded. If checks disclose the existemicparticles larger than 30
millimetres, the process must be stopped and iepzade before the process is
resumed.

Time, temperature and pressure

2.

After reduction the animal by-products must beced in a vessel with added
fat and heated in a manner which ensuresahaire temperature greater than
100 °C is achievetbr at least 16 minutes, a core temperature grelader 110
°C is achievedor at least 13 minutes, a core temperature grélager 120 °C is
achievedor at least eight minutes and a core temperatigater that 130 °C is
achieved for at least three minutes.

The core temperatures may be achieved consecutieelythrough a
coincidental combination of the time periods intkch as illustrated in the
graph under point B.2

The processing may be carried out in batch otimoous systems.

E. Method 5

Reduction

1.

If the particle size of the animal by-produaisbe processed is more than 20
millimetres, the animal by-products must be reducesize using appropriate
equipment, set so that the particle size after aolu is no greater than 20
millimetres. The effectiveness of the equipment tnineschecked daily and its
condition recorded. If checks disclose the existevicparticles larger than 20
millimetres, the process must be stopped and iepzade before the process is
resumed.

Time, temperature and pressure

2.

After reduction the animal by-products must batkd until they coagulate and
then pressed so that fat and water are removedthemproteinaceous material.
The proteinaceous material must then be heatednaraer which ensures that
a core temperature greater than 80 °C is achiforeat least 120 minutes and a
core temperature greater that 100 °C is achiéwedt least 60 minutes.

The core temperatures may be achieved consecutieelythrough a
coincidental combination of the time periods intkch as illustrated in the
graph under point B.2

The processing may be carried out in batch otimoous systems.
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F.

Reduction

Method 6 (for Category 3 animal by-products iorigf aquatic animal origin only)

1.

The animal by-products must be reduced to at:lea
(@) 50 mm, in case of heat treatment in accordamiteparagraph 2(a); or
(b) 30 mm, in case of heat treatment in accordaniteparagraph 2(b).

They must then be mixed with formic acid to redand maintain the pH to 4.0
or lower. The mixture must be stored for at leath®urs pending further
treatment.

Time, temperature and pressure

G.

2. After reduction, the mixture must be heated to:
(@) a core temperature of at least 90 °C for att|6@ minutes; or
(b) a core temperature of at least 70 °C for attlé@ minutes.
The core temperatures may be achieved consecutieelythrough a
coincidental combination of the time periods intiéch
When using a continuous flow system, the progressiahe product through
the heat converter must be controlled by means ethanical commands
limiting its displacement in such way that at thed eof the heat treatment
operation the product has undergone a cycle whickufficient in both time
and temperature.

3.  The processing may be carried out in batch oticoous systems.

Method 7

1. Any processing methoduthorisedby the competent authority where the

following have been demonstrated to that authority:
(@) the identification of relevant hazards in theting material,

(b) the capacity of the processing method to redhose hazards to a level
which does not pose any significant risks to puahd animal health;

(c) the sampling of the final product on a dailysisaover a period of 30
production days in compliance with the following cnobiological
standards:

(i) Samples of material taken directly after theatment:

Clostridium perfringens absent in 1 g of thedurcts
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2.

(i) Samples of material taken during or upon wrthalal from storage:
Salmonella: absence in 25¢g: n=5, ¢=0, m=0, M=0
Enterobacteriaceae: n=5, c=2; m=10; M=300in1g
where:

n = number of samples to be tested;

m = threshold value for the number of bacteria thsult is
considered satisfactory if the number of bactamiall samples
does not exceed m;

M = maximum value for the number of bacteria; tesult is
considered unsatisfactory if the number of bacteriane or
more samples is M or more; and

C = number of samples the bacterial count of whithy be
between m and M, the samples still being considaoegptable
if the bacterial count of the other samples is ress.

Details of the critical control points under wini each processing plant
satisfactorily complies with the microbiologicalastiards must be recorded
and maintained so that the operator and the comipatéhority can monitor

the operation of the processing plant. The inforomato be recorded and
monitored must include the particle size, critidc@mperature and, as
appropriate, the absolute time, pressure profde;, material feed-rate and fat
recycling rate.

By way of derogation from point 1, the competaathority may authorise the
use of processing methods which have been apppi@dio 4 March 2011, in
accordance with Chapter Il of Annex V of Regulati@C) No 1774/2002.

The competent authority shall inform the competenthority of another
Member State upon request about the informatiatsatisposal under points 1
and 2 in relation to an authorised method.
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SECTION IV

ALTERNATIVE METHODS
CHAPTER |
General provisions

1. Materials resulting from the processing of Catggl and 2 materials, except
biodiesel produced in accordance with point D obfkr II, shall be permanently
marked in accordance with Section V of Annex X.

2. The competent authority of a Member State shake the results of official controls
available to the competent authority of another Menttate upon request, when an
alternative method is used for the first time irattiMember State, in order to
facilitate the introduction of the new alternatimethod.

CHAPTER I
Processing standards

A. Alkaline hydrolysis process

1. Starting material

For this process, animal by-products of all Categgomay be used.

2. Processing method

Alkaline hydrolysis shall be carried out accordinghe following processing standards:

(@) Either a sodium hydroxide (NaOH) or potassiymarbxide (KOH) solution (or
a combination thereof) is used in an amount thatras approximate molar
equivalency to the weight, type and compositiorihef animal by-products to
be digested.

In the case of high fat in the animal by-produtiat theutralises the base, the
added base is adjustsd that the molar equivalency referred to is acbeiv

(b) Animal by-products are placed in a steel atoptainer. The measured amount
of alkali is added either in solid form or as ausioin as referred to in point (a).

(c) The container is closed and the animal by-pctsiand alkali mixture are
heated to a core temperature of at least 150 °Gagressure (absolute) of at
least 4 bars for at least:

(i) three hours without interruption;
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(i) six hours without interruption in case of tteeent of animal by-
products referred to in Article 8(a)(i) and (of The Animal By-
products Regulation.

However, material derived from animals referredrtdArticle 8(a)(ii)
which are either ruminants not requiring TSE tegtiar ruminants
which have been tested with a negative result icomtance with
Article 6(1) of Regulation (EC) No 999/200day be processed in
accordance with point 2(c)(i); or

(i)  one hour without interruption in case of amhby-products consisting
of fish or of poultry materials.

(d) The process is carried out in a batch systeththe material in the vessel is
constantly mixed in order to facilitate the digestprocess until the tissues are
dissolved and bones and teeth are softened; and

(e) The animal by-products are treated in such thaithe requirements regarding
time, temperature and pressure are achieved aathe time.

B. High pressure high temperature hydrolysis preces

1. Starting material

For this process, Category 2 and Category 3 méemay be used.
2. Processing method

High pressure high temperature hydrolysis shallcéeied out according to the following
processing standards:

(@) The animal by-products are heated to a corpeeature of at least 180 °C for
at least 40 minutes without interruption at a puesgabsolute) of at least 12
bar, heated by indirect steam application to tleéybc reactor;

(b) The process is carried out in a batch and theenal in the vessel is constantly
mixed; and

(c) The animal by-products are treated in such armaathat the time-temperature-
pressure requirements are achieved at the same time

C. High pressure hydrolysis biogas process

1. Starting material

For this process, animal by-products of all Categgomay be used.
2. Processing method

The high pressure hydrolysis biogas process sleatidoried out according to the following
processing standards:

44 EN



EN

(@ The animal by-products are first processedgugiocessing method 1 in an
approved processing plant;

(b) Following the above process, the defatted redseare treated at a temperature
of at least 220 °C for at least 20 minutes at @saree (absolute) of at least 25
bar, heated in a two-step procedure, first by diséeam injection, secondly
indirect in a coaxial heat exchanger;

(c) The process is carried out in a batch or cowis system and the material is
constantly mixed,;

(d) The animal by-products are treated in such armaathat the time-temperature-
pressure requirements are achieved at the samgande

(e) The resulting material is then mixed with waded anaerobically fermented
(biogas transformation) in a biogas reactor.

() In case of starting material of Category 1:dmire process shall take place on
the same site and in a closed system and the biogahiiced during the
process shall be combusted rapidly in the samd plaa minimum of 900 °C
followed by rapid chilling ("quenching").’

D. Biodiesel production process
1. Starting material

For this process, a fat fraction of animal by-prctdiof all categories may be used.

2. Processing method

Biodiesel production shall be carried out accordmthe following processing standards:

(@)

(b)

Unlesdish oil orrendered fat is used which have been producedciordance
with SectionsVIIl or XII of Annex Il to Regulation (EC) No 853/2004,
respectivelythe fat fraction of animal by-products is firsbpessed using:

(1) in case of Category 1 or 2 materials, processiethod 1 as referred to
in Section Il of this Annex; and

(i) in the case of Category 3 materials, any @ finocessing methods 1 to
5 or 7 or, in the case of material derived fronh fimethod 1 to 7as
referred to in Section Il of this Annex;

The processed fat is then processed furthagusie of the following methods:

(1) a process whereby the processed fat is sepkitate the protein and in
the case of fat from ruminant origimsoluble impurities in excess of
0.15 % by weight are removed, and the processeis fatbsequently
submitted to esterfication and transesterfication.

However, esterfication is not required for procests derived from
Category 3 material. For esterfication the pH duceed to less than 1
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by adding sulphuric acid @30, or an equivalent acid and the mixture
is heated to 72 °C for at leasto hours during which it is intensely
mixed.

Transesterfication shall be carried out by incregshe pH to about 14
with potassium hydroxide or with an equivalent bas85 °C to 50 °C
for at least 15 minutes. Transesterfication shellcarried out twice
under the conditions described in this point usingew base solution.
This process is followed by refinement of the pmiduincluding
vacuum distillation at 150 °C, leading to biodiesel

(i) a process using equivalent process parametethorised by the
competent authority.

E. Brookes' gasification process

1. Starting material

For this process, Category 2 and Category 3 matedg be used.

2. Processing method

Brookes' gasification shall be carried out accaydmthe following processing standards:

(@)
(b)

(©)

(d)

(€)

The afterburner chamber is warmed up usingrabg)as.

The animal by-products are loaded into the printhamber of the gasificator
and the door is closed. The primary chamber ha®uraoers and is heated
instead by the transfer of heat by conduction fribwa afterburner, which is
underneath the primary chamber. The only air a@ehitd the primary chamber
is via three inlet valves mounted on the main docgnhance the efficiency of
the process.

The animal by-products are volatilised into @dex hydrocarbons and the
resultant gases pass from the primary chamber me@w opening at the top
of the back wall to the mixing and cracking zongkere they are broken down
into their constituent elements. Finally the gapess into the afterburner
chamber where they are burned in the flame of aralagas fired burner in the
presence of excess air.

Each process unit has two burners and two skcgrair fans for back-up in
case of burner or fan failure. The secondary changelesigned to give a
minimum residence time of two seconds at a temperatf at least 950C
under all conditions of combustion.

On leaving the secondary chamber the exhasgsisgaass through a barometric
damper at the base of the stack, which cools datedithem with ambient air,
maintaining a constant pressure in the primarysswndary chambers.
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(H The process is carried out over a 24-hour cyekich includes loading,
processing, cool down and ash removal. At the énleocycle the residual ash
is removed from the primary chamber by a vacuuntaekbn system into
enclosed bags and sealed before transporting.

(g) The gasification of material other than anifmglproducts is not permitted.

F. Combustion of animal fat in a thermal boilerqass

1. Starting material

For this process, a fat fraction derived from anibyaproducts of all Categories may be used.
2. Processing method

Combustion of animal fat in a thermal boiler shal carried out according to the following
processing standards:

(@) Unlesdish oil orrendered fat is used which has been produced orédacce
with SectionsVIII or XII of Annex Ill to Regulation (EC) No 853/2004,
respectivelythe fat fraction derived from animal by-productsiist processed
using:

(1) in the case of fat fraction of Category 1 andmaterials which is
intended to be combusted in another plant,

- for the fat fraction from the processing of anisjaother than
ruminants which require TSE testing, and of rumtsamhich have
been tested with a negative result in accordande witicle 6(1)
of Regulation (EC) No 999/2001, any of the processnethods 1
to 5 as referred to in Section 11l of this Anpex

- for the fat fraction from the processing of othemminants,
processing method 1 as referred in Section Ilhaf Annexand

(i) in the case of Category 1 and 2 materials ndesl for combustion
within the same plant and in the case of Categanaterial,any of the
processing methods 1 to 5 or 7; in the case thermablt are derived
from fish, processing methods 1 to 7 as referrad ®ection Il of this
Annex;

(b) The fat fraction is separated from the protamd in the case of fat from
ruminant origin, insoluble impurities in excess @f15 % by weight are
removed,;

(c) Following the process referred to in (a) ang e fat is:

(1) vaporised in a steam-raising boiler and combdisit a temperature of
at least 1, 100 °C for at least 0.2 seconds; or
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(d)

(€)

(f)

(i) processed using equivalent process paramedethorised by the
competent authority.

The combustion of material of animal origin @ththan animal fat is not
permitted.

The combustion of the fat derived from Categbrgnd Category 2 materials
shall take place in the same plant where the faenslered with the aim of
utilising the energy generated for the renderingcpsses. However, the
competent authority may authorise the movemenhaif fiat to other plants for
combustion provided that:

() the plant of destination is authorised for tmenbustion;

(i) approved food or feed processing on the samenses takes place
under strict conditions of separation.

The combustion is carried out in accordancehwilnion legislation for the
protection of the environment, in particular, wiference to the standards of
that legislation regarding best available technsgder the control and
monitoring of emissions.

G. Thermo-mechanical biofuel production process

1. Starting material

For this process, manure and digestive tract coatest Category 3 material may be used.

2. Processing method

(@)

(b)

(©)

(d)

(€)

The animal by-products are loaded into a cdevend subsequently treated at
a temperature of 80° C for a period of eight hoWraring this period, the
material is constantly reduced in size using appatg mechanical abrasion
equipment.

The material is subsequently treaté¢@ temperature of 100 °C for at least two
hours.

The particle size of the resulting material mu®t be larger than 20
millimetres;

The animal by-products are treated in such anmathat the time-temperature
requirements laid down in paragraphs 1 and 2 dreaed at the same time;

During the heat treatment of the material, evajed water is continually
extracted from the air-space above the biofueliaméssed through a stainless
steel condenser. The condensate is kept at a tatopeof at least 70° C for at
least one hour before being discharged as wastr;wat
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()  After the heat treatment of the material, tesulting biofuel from the converter
is then discharged and automatically conveyed byully covered and
interlocked conveyor to incineration or co-incirtera on the same site;

(g A system of hazard analysis and critical cdnfpoints is in place and
maintained which allows for the control of the regments laid down in
paragraphs (a) to (f);

(h) The process is carried out in a batch mode.

CHAPTER I
Disposal and use of derived products

Products derived from the processing of
(a) Category 1 material shall be:

(1) disposed of in accordance with Article 12 pofa} or point (b) of the
Animal By-products Regulation;

(i) disposed of by burial in an authorised lariddi$ defined in point 21 of
Article 3 of the Animal By-products Regulation;

(i)  transformed into biogas, provided the digestresidues are disposed of
in accordance with points (i) or (ii).

(b) Category 2 or Category 3 material shall be:

(1) disposed of as provided for in point 1(a)(i)(0), with or without prior
processing as provided for in Article 12 pointsdadl (b);

(i) further processed into fat derivatives for siggher than feeding;
(i) used as an organic fertiliser or soil improyve
(iv) composted or transformed into biogas.

However, materials resulting from processingénordance with:

(@) the alkaline hydrolysis process defined in pot of Chapter Il may be
transformed in a biogas plant and subsequently osted rapidly at a
minimum of 900°C, followed by rapid chilling ("quelning”); in case material
referred to in Article 8(a) and (b) of the Animay4roducts Regulation has
been used as starting material, the transformatitinbiogas shall take place
on the same site as the processing and in a chystéem;

(b) the biodiesel production process may be:
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() in the case of biodiesel and of residues fritwn distillation of biodiesel,
used as a fuel;

(i) in the case of potassium sulphate, used fer phoduction of derived
products for application to land;

(i) in the case of glycerine

- derived from Category 1 material which has beencpssed in
accordance with processing method 1 as referreih tSection Il
of this Annex, transformed into biogas.

- derived from Category 3 material, used for fegdin

Any resulting waste from the processing of amibyaproducts in accordance with this
Section, such as sludge, filter contents, ash ayebstion residues shall be disposed of

in accordance with the Animal By-products Regulatad with this Regulation
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ANNEX VII
TRANSFORMATION INTO BIOGAS, COMPOSTING

SECTION |

REQUIREMENTS APPLICABLE TO PLANTS

CHAPTER |

Biogas plants

A biogas plant shall be equipped with a passation/hygienisation unit, which
cannot be by-passed, with:

(@) installations for monitoring temperature agatime;

(b) recording devices to record continuously theuls of the monitoring
measurements referred to in (a); and

(c) an adequate system to prevent insufficientingat

However, a pasteurization / hygienisation uhidlsnot be mandatory for biogas
plants that transform only:

(a) Category 2 materiathat hasbeen processed in accordance wptocessing
method las referred to in Section Il of Annex; VI

(b) Category 3 material that has been processed in r@ecwe with processing
methods 1 to 5, or in the case of material origmgtfrom aquatic animals,
methods 1 to 6, as referred to in Section Il ohé&x VI,

(c) Category 3 material that has undergone pastgion/hygienisation in another
approved plant;

(d) animal by-products which may be used as raven@twithout processing; or

(e) if authorised by the competent authority, materiatgch have been processed
as defined in Article 2(1)(m) of Regulation (EC) 8&2/2004 at the time when
they are destined for purposes other than humaswoption.

If the biogas plant is located on or next tonuees where farmed animals are kept
and does not only use manure, milk or colostrwhigh accrues from those animals,
the plant shall be located at an distance fromatiea where such animals are kept
which ensures that there is no risk for the trarssmoin of a disease communicable to
humans or animals through emissions from the biq@ast, and there must be, in
any case, total physical separation between tlatt @nd those animals and their
feed and bedding, with fencing where necessary.
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4.

Each biogas plant must have its own laboratompake use of an external laboratory.
The laboratory must be equipped to carry out necgsmalyses and be approved, be
accredited according taternationally recognised standards or be subjectegular
controls by the competent authority.

CHAPTER Il
Composting plants

A composting plant shall be equipped with a eétb€omposting reactor, which
cannot be by-passed, with:

(@) installations for monitoring temperature agatime;

(b) recording devices to record, where approprat@inuously, the results of the
monitoring measurements referred to in (a); and

(c) an adequate safety system to prevent insuffi¢cieating.
However, other types of composting systems neagllowed provided they:

(@) are managed in such a way that all the materighe system achieves the
required time and temperature parameters, includimgere appropriate,
continuous monitoring of the parametess;

(b) transform only materials referred to in points 2ta)(e) of Chapter I; and
(c) comply with all otherelevantrequirements of this Regulation.

If the composting plant is located on or nexptemises where farmed animals are
kept and does not only use manumalk or colostrumwhich accrues from those
animals, the composting plant shall be locatechaadequate distance from the area
where animals are kept and there must, in any dasdptal physical separation
between that composting plant and the animals heat feed and bedding, with
fencing where necessary.

Each composting plant must have its own laboyatw make use of an external

laboratory. The laboratory must be equipped toycaut necessary analyses and be
approved, be accredited according itdernationally recognised standards or be
subject to regular controls by the competent autkior

SECTION I

HYGIENE REQUIREMENTS

Animal by-products must be transformed as s@opassible after arrival. They must
be stored properly until treated.
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2. Containers, receptacles and vehicles used dospiorting untreated material must be
cleaned and disinfected a designated area. This area must be situatddsigned to
prevent risk of contamination of treated products.

3. Preventive measures against birds, rodentsctgis® other vermin must be taken
systematically. A documented pest-control programmet be used for that purpose.

4. Cleaning procedures must be documented andisk&bfor all parts of the premises.
Suitable equipment and cleaning agents must bededvor cleaning.

5. Hygiene control must include regular inspectiohshe environment and equipment.
Inspection schedules and results must be documented

6. Installations and equipment must be kept in adgstate of repair and measuring
equipment must be calibrated at regular intervals.

7. Digestion residues and compost must be handietl stiored at the biogas or
composting plant in such way as to prevent recoimaiion.

8. Plants shall have adequate facilities for the ciegnand disinfecting of vehicles and
containers.

SECTION lli

TRANSFORMATION PARAMETERS

CHAPTER |

Standard transformation parameters

1. Category 3 material used as raw material in @gds plant equipped with a
pasteurisation/ hygienisation unit must be subuwhitte the following minimum
requirements:

(@) maximum particle size before entering the ur2tmm;
(b) minimum temperature in all material in the ui® °C; and
(¢) minimum time in the unit without interruptio60 minutes.

However, Category 3 milk, colostrums and milk pradumay be used without
pasteurization /hygienisation as raw material ibiagas plant, if the competent
authority does not consider them to present a oskspreading any serious
transmissible disease.

2. Category 3 material used as raw material inrapasting plant must be submitted to
the following minimum requirements:

(&) maximum particle size before entering the costipg reactor: 12 mm,
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(b)
(©)

minimum temperature in all material in the teac70 °C; and
minimum timewithout interruption 60 minutes.

CHAPTER Il

Alternative transformation parameters for biogas ard composting plant

The competent authority may authorise the usetldr standardised transformation
parameters provided an applicant demonstratesstiedt parameters ensure adequate
reduction of biological risks. That demonstratidmal include a validation, which
shall be carried out in accordance with pointsddJ):

(@)

(b)

(©)

(d)

Identification and analysis of possible hazardsluding the impact of input
material, based on a full description of the transftion conditions and

parameters.

A risk assessment, which evaluates how theifgpé@nsformation conditions
referred to in (a) are achieved in practice unaenmal and atypical situations;

Validation of the intended process by measurittge reduction of
viability/infectivity of:

() endogenous indicator organisms during the pecehere the indicator
is:

— consistently present in the raw material in higinbers,
— not less heat resistant to the lethal aspects eftrdmsformation

process, but also not significantly more resistaah the pathogens
for which it is being used to monitor,

—  relatively easy to quantify and relatively easyidentify and to
confirm; or

(i) a well-characterised test organism or virusriglg exposure, introduced
in a suitable test body into the starting material.

The validation of the intended process refeteeth (c) must demonstrate that

the process achieves the following overall riskuctn:
() for thermal and chemical processes by:

— reduction of 5 logl0 of Enterococcus faecalis olnm®aella
Senftenberg (775W, H2S negative),
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— reduction of infectivity titre of thermo resistamiruses such as
parvovirus by at least 3 logl0, whenever they dsntified as a
relevant hazard; and

(i) asregards chemical processes also by:

— reduction of resistant parasites such as eggs a#riassp. by at
least 99,9 % (3 log10) of viable stages.

(e) Designing a complete control programme inclgginocedures for monitoring
the functioning of the process referred to in (c).

(H Measures ensuring continuous monitoring andestpion of the relevant
process parameters fixed in the control programimenvoperating the plant.

Details on the relevant process parameters usadbingas or composting plant
as well as other critical control points must beorded and maintained so that
the owner, operator or their representative andcthrapetent authority can
monitor the operation of the plant. Records mustnisee available to the
competent authority on request. Information retatio a process authorised
under this point must be made available to the Csion on request.

However, pending the adoption of rules as retkto in Article 15(2)(a) of the Animal
By-products Regulation, the competent authority méyen catering waste is the only
animal by-product used as raw material in a biagasomposting plant, authorise the
use of specific requirements other than thosedamn in this Chapter provided that
they guarantee an equivalent effect regardingebaation of pathogens.

The competent authority may also authorise the usehefspecific requirements
referred to in point 2 formixtures of catering waste with manure, digestirectt
content whether or not separated from the digestive trawtk, milk-based products,
colostrum, eggs, egg productsd for animal by-products and derived products
referred to in Article 10(f) and g) of the Animat-Broducts Regulation.

Where manure, digestive tract and its contenlk, milk-based products, colostrums,
eggs and egg products are the only starting natdranimal origin being treated in a
biogas or composting plant, the competent authondy authorise the use of specific
requirements other than those specified in thigp@rgrovided that it:

€)) does not consider that those material presergkaof spreading any serious
transmissible disease;

(b) demands that the residues or compostfumtber treated in accordance with
the Animal By-products Regulation and with this iagon..

Operators may place on the market digestion resicired compost, which have been
produced according to parameters authorised in agance with point 1.
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CHAPTER I
Standards for digestion residues and compost

Representative samples of the digestion residuesompost taken during or immediately
after transformation at the biogas plant or compgsat the composting plardr during
storage of the compost (before dispatchyrder to monitor the process must comply with th
following standards:

Escherichiacoli:n=5,c=1, m=1000, M=%9001 g;

or

Enterococaceae: n=5,c =1, m=1 000, M = 5i800g;

and

Representative samples of the digestion residuesmpost taken during or on withdrawal
from storage must comply with the following stardtar

Salmonella: absencein25g:n=5;c=0;m=0; M

where:

n = number of samples to be tested;

m = threshold value for the number of bacteria; ib&ult is considered satisfactory if the
number of bacteria in all samples does not exceed m

M = maximum value for the number of bacteria; tesutt is considered unsatisfactory if the
number of bacteria in one or more samples is M @remand
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¢ = number of samples the bacterial count of winely be between m and M, the sample still
being considered acceptable if the bacterial cofitite other samples is m or less.

Digestion residues or compost, which does not cgmjth the requirements set out in this
Chapter, shall be reprocessed, in the case of $allachandled or disposed of in accordance
with the instructions of the competent authority.

57 EN



[..

]

ANNEX VI

SPECIAL RULES ON RESEARCH, FEEDING AND
COLLECTION AND DISPOSAL

SECTION |

SPECIAL RULES ON RESEARCH

SECTION I

SPECIAL FEEDING RULES

CHAPTER|

General requirements

Animal by-products referred to in Article 18(d), (f), (g) and (h)pf the Animal By-products
Regulation may be used for feeding as set out ia gnovision under the following

conditions:
1. The animal by-products referred to in paragragnall be transported to the users or
to collection centres in accordance with Annex ¥¢tn I, Chapters | and 11l
2. Collection centres shall be registered by thapetent authority, provided that:
@) they comply with the requirementsSQdction V of Annex Xland
(b) they have adequate facilities for destroyingised material, or send it to an
approved processing plant or to an approved inafiter or co-incineration
plant in accordance with this Regulation.
3. Member States may authorise the use of a priogegkant for Category 2 material as
a collection centre.
4. Operators of collection centres supplying mateother than fish offal, to final users

EN

must ensure that it undergoes one of the followiagtments:

(@) denaturing with a solution of a colouring agapproved by the competent
authority. The solution must be of such a strertgtt the colouring on the
stained material is clearly visible, and the whel&face of all pieces of
material have been covered with a solution as afodeeither by immersing
the material in, or spraying or otherwise applyiihg solution;

(b) sterilisation by boiling or steaming under g@® until every piece of material
is cooked throughout; or

58 EN



EN

(c) any other treatmemtuthorisedby the competent authoritgsponsible for the
operator.

CHAPTER Il

Feeding of certain species in feeding stations

The competent authority may authorise the us€atégory 1 material referred to in
Article 18(2)(b) of the Animal By-products Regutatifor the feeding of the following
endangered and protected species in feeding statimher the following conditions:

(@) The material is fed to:

(i) one of the following species of necrophagousdbiin the following

Member States:

Name of the Member State

Animal species

Bulgaria

black vulture (Aegypius monachus)
bearded vulture (Gypaetus barbatus)
griffon vulture (Gyps fulvus)

Egyptian vulture (Neophron pernkopterus)
golden eagle (Aquila chrysaetos)

imperial eagle (Aquila heliaca)
white-tailed eagle (Haliaeetus albicilla)
black kite (Milvus migrans)

red kite (Milvus milvus)

Cyprus

black vulture (Aegypius monachus)

griffon vulture (Gyps fulvus)

France

griffon vulture (Gyps fulvus)
black vulture (Aegypius monachus)
Egyptian vulture (Neophron pernkopterus)
bearded vulture (Gypaetus barbatus)

red kite (Milvus milvus)
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black kite (Milvus migrans)

Greece griffon vulture (Gyps fulvus)
bearded vulture (Gypaetus barbatus)

Egyptian vulture (Neophron pernkopterus)

Italy griffon vulture (Gyps fulvus)
bearded vulture (Gypaetus barbatus)

golden eagle (Aquila chrysaetos)

Portugal griffon vulture (Gyps fulvus)
black vulture (Aegypius monachus)
Egyptian vulture (Neophron pernkopterus)

golden eagle (Aquila chrysaetos)

Spain griffon vulture (Gyps fulvus)

black vulture (Aegypius monachus)
Egyptian vulture (Neophron pernkopterus)
bearded vulture (Gypaetus barbatus)
Spanish imperial eagle (Aquila adalberti)
golden eagle (Aquila chrysaetos)

red kite (Milvus milvus)

black kite (Milvus migrans)

or

(i) one of the species of the order carnivora Whace listed in Annex Il to
Directive 92/43/EEC, in special areas of conseovatvhich have been
set up under that Directive

(i) one of the species of the orders falconiformestragirmes, which are
listed in Annex | to Directive 2009/147/EC, in Spé@rotection areas
which have been set up under that Directive

(b) The competent authority has granted an authtois to the person or entity
responsible for the feeding station.
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The competent authority shall grant such authaasatprovided

(1) the feeding is not used as an alternative whyisposal of specified
risk materials or fallen ruminant stock containihg@m posing a TSE
risk;

(i) an appropriate surveillance system for TSEfaasdown in Regulation
(EC) No 999/2001 is in place involving regular ledtory testing of
samples for TSE;

(c) The competent authority ensures coordinatioth wany other competent
authorities responsible for the supervision ofribguirements laid down in the
authorisation;

(d) The competent authority is satisfied, on theibaf an assessment of the
specific situation of the species concerned andr thabitat, that the
conservation status of the species will be improved

(e) The authorisation granted by the competentoaityh
(1) refers to and names the species actually coecer

(i) describes in detail the location of the feeglirstation in the
geographical area where feeding shall take plaw; a

(i)  is immediately suspended in case of:

- a suspected or confirmed link to the spread df T@til the risk
can be excluded; or

- non-compliance with any of the rules provided for this
Regulation.

(H  The person responsible for the feeding shall:

(1) dedicate an area to the feeding that is endi@s®l to which access is
limited to animals of the species to be conservedppropriate by
fences or by other means which correspond to tharalafeeding
patterns of those species;

(i) ensure that 10% dligible carcasses of bovine animals and at least 4 %
of eligible carcasses of ovine and caprine animals intendéxe tased
for feeding are tested prior to that use with aatieg result, in the TSE
monitoring programme carried out in accordance vétimex Il to
Regulation (EC) No 999/2001; and

(i)  keep records at least of the number, natestimate weight and origin
of the carcases of the animals used for feedirggddte of the feeding,
the location where feeding took place and if agtile, the results of
the TSE tests.

Member States that apply to be included intdigteinder point 1(a) shall submit:
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(@) a detailed justification for the extension ¢ietlist to certain species of
necrophagous birds in this Member State, includamgexplanation of the
reasons why it is necessary to feed such birds @atfegory 1 material instead
of with Category 2 or Category 3 material; and

(b) an explanation of the measures which will bketain order to ensure
compliance with point 1.

CHAPTER I
Feeding of wild animals outside feeding stations

The competent authority may authorise the use oégomy 1 material referred to in Article
18(2)(b) of the Animal By-products Regulation odtsifeeding stations, if appropriate
without prior collection of the dead animals, feetling to wild animals referred to in point
1(a) of Chapter Il under the following conditions:

1. The competent authority is satisfied, on theisba$ an assessment of the
specific situation of the species concerned andr thabitat, that the
conservation status of the species will be improved

2. The competent authority haglentified holdings or herds withina
geographically defined feeding zone under the Yalhg conditions:

(@) The feeding zone does not extend to areas wha¥esive farming of
animals takes place;

(b) Farmed animals iholdings or herds irthe feeding zone are under the
regular surveillance of an official veterinariargaeding the prevalence
of TSE and of diseases transmissible to humansiorads;

(c) Feeding is immediately suspended in case of:

(i) a suspected or confirmed link to the spread ®E in a holding or
herd,until the risk can be excluded; or

(i) a suspected or confirmed outbreak of a seriodisease
transmissible to humans or animaisa holding or herduntil the
risk can be excluded; or

(i) non-compliance with any of the rules providddr in this
Regulation;

(d) The competent authority specifies

(i) appropriate measures to prevent the transnmsefoTSE and of
transmissible diseases from the dead animals toahsior other
animals, such as measures targeted at the feedibtgyns of the
species to be conserved, seasonal feeding restisctimovement
restrictions for farmed animaland other measures intended to
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control possible risks of transmission of a diseem@municable to
humans or animals, such as measures relating toisp@resent in
the feeding zone for the feeding of which the ahimggporoducts
are not used

(i) the responsibilities of persons or entitiestie feeding zone who
are assisting with the feeding or responsible &mmied animals, in
relation to the measures referred to under paint (i

(i) the conditions for the imposition of penakieas referred to in
Article 53 of the Animal By-products Regulation whi are
applicable to infringements of measures referredrider point (i)
by the persons or entities referred to under gant

(e) In case the feeding is carried out without piollection of the dead
animals, an estimation of the likely mortality ratefarmed animals in
the feeding zoneand of the likely feeding requirements of the wild
animals has been carried out, as a basis for the assessrvhehie
potential risks of disease transmission.

CHAPTER IV

Feeding of zoo animals with Category 1 material

The competent authority may authorise the use ¢égomy 1 material referred to in Article
18(2)(a) for the feeding of zoo animals under tiWwing conditions:

(@)

(b)

The competent authority has granted an audtt@isto the person responsible
for the feeding. The competent authority shall graoch authorisations
provided

(1) the feeding is not used as an alternative whgisposal of specified
risk materials or fallen ruminant stock containthgm posing a TSE
risk;

(i) when Category 1 material referred to in Article () of the Animal
By-products Regulation which originates from bovamemals is used,
an appropriate surveillance system for TSEs asdawih in Regulation
(EC) No 999/2001 is in place involving regular ledtory testing of
samples for TSE;

The authorisation granted by the competentaiithis immediately suspended
in case of:

(1) a suspected or confirmed link to the spread ®E until the risk can be
excluded; or

(i) non-compliance with any of the rules provided in this Regulation;
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(c) The person responsible for the feeding shall:

® store the material to be used for the feeding) @arry out the feeding in
an enclosed and fenced area to ensure that novosyas animal other
than the zoo animals for which the authorisatios b@en granted have
access to the material for the feeding;

(i) ensure thatruminant animalsintended to be used for feeding are
includedin the TSE monitoring programme carried out incadance
with Annex Il to Regulation (EC) No 999/2001; and

(i)  keep records at least of the number, natestimate weight and origin
of the carcases of the animals used for feedirgyreBults of the TSE
tests and the date of the feeding.

SECTION Ili

SPECIAL RULES ON COLLECTION AND DISPOSAL

CHAPTER |

Special disposal rules for animal by-products

If the competent authority authorises the diapas animal by-products on site in
accordance with Article 19(1)(a),(b),(c) and ¢&¢xhe Animal By-products Regulation,
such disposal may take place:

(@) by burning or burial on the premises on whitle tanimal by-products
originate;

(b) in an authorised landfill as referred to iniéle 3 point 21 of the Animal By-
products Regulation; or

(c) by burning or burial at a site which minimigie risk to animal and public
health and the environment, provided that theisitecated within a range of
distance sufficient to enable the competent authtsi manage the prevention
of the risk to animal and public health and theiemment;

The burning of animal by-products on the siefenred to in Article 19(1)(b), (c) and
(e) of the Animal By-products Regulation must beried out in such a way to ensure
that they are burnt:

(@) on a properly constructed pyre and the animgirbducts reduced to ash;

(b) without endangering human health;

64 EN



EN

(c) without using processes or methods which cdddn the environment, in
particular through risks to water, air, soil an@rgs and animals or through
noise or odours;

(d) under conditions which ensure that any resgléishis disposed of by burial in
an approved landfill

3. The burial of animal by-products in the sitad ldown in Article 19(1)(a), (b), (c) and
(e) of the Animal By-products Regulation must beriea out to ensure that they are
buried:

(@ in such a way that carnivorous or omnivorangmals cannot gain access to
them; and

(b) in an authorised landfill as referred to iniéle 3 point 21 of The Animal By-
products Regulation; or in another site withoutagering human health and
using processes or methods which do not harm thieoament, in particular
through risks to water, air, soil and plants andnas, or through noise or
odours.

4. In the case of disposal in accordance with Aati9(1)(e) of the Animal By-products
Regulation , movement of the animal by-productsnftbe place of origin to the place
of disposal must be carried out in such a way that:

(@) the animal by-products are transported in secleak-proof containers or
vehicles;

(b) the loading and unloading of the animal by-mwid is supervised by the
competent authority, if appropriate;

(c) the vehicle wheels are disinfected upon leategsite of origin;

(d) containers and vehicles used for transportimgmal by-products are
thoroughly cleansed and disinfected after unloadintpe animal by-products;
and

(e) adequate escorts for the vehicles, leak tesind double covering are
provided, if appropriate.

CHAPTER Il

Burning and burial of animal by-products in remote areas

The maximum percentage as referred to in Articl§2lf the Animal By-products
Regulation shall not exceed the following:
(@ 10% of the bovine population of the Member &taincerned.

(b) 15 % of the ovine and caprine population ofMember State concerneahd

65 EN



EN

(c) 10% of the porcine population of the Membert&tancerned.

CHAPTER 1l
Burning and burial of bees and apiculture products

In the case of bees and apiculture by-productsrezfeo in Article 19(1)(f) of the Animal
By-products Regulation, the competent authority mathorise disposal by burning or burial
on site, provided that all necessary measuresakentto ensure that the burning or burial
does not endanger animal or human health or thecemeent.

SECTION IV

DISPOSAL BY OTHER MEANS

[..]
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ANNEX IX
STANDARD FORMAT FOR APPLICATIONS
FOR ALTERNATIVE METHODS
SECTION |

GENERAL PROVISIONS

The standard format laid down in Section 1l kledply to applications for the
authorisation of alternative methods which are gtteoh by interested parties or by
Member States, in accordance with Article 20 ofAlnénal By-products Regulation.

National contact points which are designated Nbmber States shall provide
information on the competent authority responsdsdereferred to in Article 20(2) of
the Animal By-products Regulation to interestedtipar The Commission shall
publish a list of national contact points on itsbaite.

SECTION I

STANDARD FORMAT
CHAPTER |
Language regime
Applications shall be submitted in one of thizctdl languages of the European Union

as defined in Article 1 of Regulation 1/1958.

Interested parties that submit their applicationa language other than English shall
validate the official translation of their applicat, which EFSA will provide, prior to
the assessment. The period referred to in Arti€l€bRof the Animal By-products
Regulation shall only start once the interestedtypdras validated the official

translation.

CHAPTER Il
Content of applications

Applications shall contain sufficient informati@n the following points, in order to
allow EFSA to assess the safety of their propoftednative method:

(@) the categories of animal by-products whichsangposed to be submitted to the
alternative method, by reference to the categoeésred to in Articles 8,9,
and 10 of the Animal By-products Regulation;
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(b)

(©)

(d)

(€)

(f)

the identification and characterisation of rigkaterials according to the
following principles:

Significant risk materials should be identified aegiely. For each material, the
likelihood of human and animal exposure under nborarad emergency/
abnormal operating conditions should be assessedtase of significant
exposure, the potential risk should be assessed.

the agent risk reduction according to the follty principles:

The risk reduction for human and animal health Wiaan be achieved by the
process should be estimated on the basis of dimeecisurements. In case no
direct measurement is available, modelling or edlaion from other
processes may also be used. In order to demonstifetive risk reduction,
the identified hazard (e.g. Salmonella) should bangfied both in the input
(raw) material and in the resulting output materfabr the purpose of this
document output material comprises any end-prodwatd by-products
deriving from the process. Estimates should berapemied by evidence. This
includes — for measurements — information on thethodology used
(sensitivity and reliability of the methods usedjure of samples which have
been analysed and evidence that samples are ref@@se (relevant real
samples, number of tests performed). If surrogéteprion measurement are
used, an explanation should be given of their elee. In any case it is
necessary to provide an evaluation of the validityh the uncertainties
involved.

the risk containment according to the followprinciples:

The likely effectiveness of the technical measws=d to ensure that the risks
are contained should be analysed. This analysislgh@flect normal and
abnormal/ emergency operating conditions includangoreakdown of the
process. Monitoring and surveillance proceduregemonstrate containment
should be specified. If full containment is not i@slable, an assessment is
required of any potential risk.

the identification of interdependent processesording to the following
principles:

Possible indirect impacts which may influence tis& reduction capacity of a
particular process should be evaluated. Indiregbats may arise from
transport, storage and safe disposal of end-predant by-products of a
process.

the intended end use of the products accorttirtge following principles:

The intended end use of products and by-producta pfocess should be
specified. The likely risks involved should be cddéted from the risk
reduction estimated in accordance with (c), whicaynarise to human and
animal health.
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Applications shall be submitted with documentasjdence, in particular a flow
diagram showing the functioning of the process, dltiglence indicated under point
(1c), as well as other evidence aiming to subsitathe explanation given under the

framework set out under point 1.

Applications shall include a contact address tfee interested party, which shall
include indications of the name and full addreskephone and/or fax numbers and/or
the electronic mail address of a particular canpeeson that is responsible as or on

behalf of the interested party.
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ANNEX X

COLLECTION, TRANSPORT AND TRACEABILITY
SECTION |

COLLECTION AND TRANSPORT
CHAPTER |
Vehicles and containers

As from the starting point referred to in Aréch(1) of the Animal By-products
Regulation, animal by-products and derived products must bdeced and
transported in sealed new packaging or coveredpeadf containers or vehicles.

Vehicles and reusable containers, and all rédesegams of equipment or appliances
that come into contact with animal by-products erved productsother than derived
products which are placed on the market as feeacoordance with Regulation (EC)
No 767/2009 and which are stored and transporte@donordance with Annex Il of
Regulation(EC) No 183/2005must be maintained in a clean condition. In palc

they must be

(@) clean and dry before use, unless they are akedi¢o the carriage of particular
animal by-products or derived products in a way owhiavoids cross-

contamination; and

(b) cleaned, washed and/or disinfected after eaehta the extenbhecessaryto
avoid cross-contaminatiorynless they are dedicated to the carriage of a
particular animal by-product or derived product énway which avoids cross-

contamination.

Reusable containers must be dedicated to theagarof a particular animal by-
product or derived product to the extent necessaryavoid cross-contamination.
However, reusable containers may be used for théaga of different animal by-
products or derived products provided that they #reroughly cleaned and
disinfected, if appropriatehetween the different uses in a manner which pitsven

cross-contamination.

Packaging material must be disposed of, by evaiion or by other means in
accordance with Union legislation.
CHAPTER Il

Temperature conditions
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1 The transport of animal by-products must takeelat an appropriate temperature,
the case of meat and meat products at AtCavoid any risk to animal or public
health.

2. Unprocessed Category 3 material destined foptbduction of feed material or pet
food must be stored and transported chilled, fraregnsiled, unless:

(@) itis processed within 24 hours after collettio

(b) in the case of milk or derived products fronknit is transported chilled and
in insulated containers.

3 The design of vehicles used for refrigerateddpant must ensure the maintenance of
an appropriate temperature throughout transpod, alow that temperature to be
monitored.

CHAPTER Il

Derogation for collection and transport of milk, milk-based products and milk-derived
products, defined as Category 3 material

However, Chapter | shall not apply to the collectamd transportation of milk products, milk
based products and milk derived products, defire€ategory 3 material, by operators of
milk-processing establishments which have beenasepr in accordance with Article 4 of
Regulation (EC) 853/2004, in case they sreeivingproducts whichthey have previously
deliveredand which are returned to them, in particular froneir customers.

SECTION I

IDENTIFICATION

1. All necessary measures must be taken to ensaire t

(@) animal by-products and derived products aratifieble and kept separate and
identifiable during collection where the animal pmpducts originate and
during transportation;

(b) a marking substance for the identification ofnaal by-products or derived
products of a specific Category is only used fa& @ategory for which its use
is required under this Regulation, or is estabtisbe laid down pursuant to
point 4; and

(c) animal by-products and derived products ar@alhed from one Member
State to another Member State in packaging, coersiar vehicles which are
prominently and, at least for the period of tramspadelibly colour-coded for
displaying information as provided for in this R&gion on the surface or part
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of the surface of a packaging, container or vehiateon a label or symbol
applied to them as follows:

() inthe case of Category 1 materials, usingableur black;

(i) in the case of Category 2 materials (othemtimanure and digestive
tract content), using the colour yellow;

(i)  in the case of Category 3 materials, using tolour green with a high
content of blue to ensure that it is clearly digtishable from the other
colours;

(iv)  in the case of imported consignments, the woleferred to for the
respective material under points (i) to (iii), asrh the time when the
consignment has beeeleased for free circulation within tHeuropean
Union.

During transport, a label attached to the paickpgontainer or vehicle must:

(@)

(b)

clearly indicate the Category of the animalpogeucts or of the derived
products, and

bear the following words visibly and legiblysgiayed on the packaging, a
container or vehicle, as applicable:

() inthe case of Category 3 material, “not fonkan consumption”;

(i) in the case of Category 2 material (other thmanure and digestive
tract content) and derived products from Categomaerial, “not for
animal consumption”; however, when Category 2 niatés intended
for the feeding of animals referred to in Articlg(1)(a) of The Animal
By-products Regulation under the conditions prodit or laid down
in accordance with that Article, the label shaktead indicate “for
feeding to ...” completed with the name of the speapecies of those
animals for the feeding of which the material temded;

(i) in the case of Category 1 material and detiyeoducts from Category 1
material

- in case they are destined to disposal, “for digponly”;

- in case they are destined to the manufacture ofopef 'for
manufacture of petfood only'.

- in case they are destined to the manufacture adéraved product
referred to in Article 36 of Regulation (EC) No B#B009, ‘for
manufacture of derived products only. Not for hunmananimal
consumption or for application to land’;

(iv) inthe case of manure and digestive tract@ont‘manure”;

72 EN



EN

v) in the case of organic fertilisers and soil noers, other than those
which are in ready-to-sell packages of not moren th@ kg in weight
for use by the final consumer on which it is indéchthat they are not
destined for application to lartd which farmed animals have access
‘organic fertilisers or soil improvers/ farmed amilm must not be
allowed access to the land for at least 21 dayevimig application to
land'.

(vi) in the case of gelatine produced from CategBrynaterial, ‘gelatine
suitable for animal consumption’;

(vii) in the case of collagen produced from Catgg®rmaterial, “collagen
suitable for animal consumption”;

(viii) in the case of raw petfood, "f@etfood only";

(ix)  inthe case of materiaised for feeding in accordance with Chapter | of
Section Il of Annex Vllithe name and the address of the collection
centre, and the indication ‘not for human consuomgi

(x) in the case of fish and derived products frosh fintended for feed for
fish, treated and packagedefore distribution, the name and address of
the feed manufacturing establishmeoft origin, marked clearly and
legibly, and

- in case the feed may be used for the feedingrofiéd fish, bearing
the words ‘contains wild fish only — may be usedtfe feeding of
farmed fish of all species’;

- in case the feed may be used for the feedinga&ftain species of
farmed fish, bearing the words ‘contaifesmedfish of the [...]
species only — may be used for the feeding of fdrfisd of other
fish species only'.

Member States may establish systems or lay daes for the colour-coding of
packaging, containers or vehicles used for thespart of animal by-products and
derived products originating in and remaining on theiritery, provided that those
systems or rules do not confuse the colour-codystesn provided for in point 1(c).

Without prejudice to point 3 of Annex V to Regtibn (EC) No 999/2001, Member
States may establish systems or lay down ruletheomarking of animal by-products
originating in and remaining on their territory prded that those systems or rules do
not conflict with the marking requirements laid dovor derived products in Section
V of this Annex.

By way of derogation from points 3 and 4, MemBgaites may use the systems or
rules referred to in those points for animal byearcts originating in but not intended
to remain on their territory if the Member Statetbird country of destination has
communicated its agreement.

However:

73 EN



EN

(@) points 1 to 5 shall not apply tibe identification of milk products, milk based
products and milk derived products, defined as @tate 3 material, by
operators of milk-processing establishments whielwvehbeen approved in
accordance with Article 4 of Regulation (EC) 85320 in case they are
collecting and returning to their establishment ducis which they have
previously supplied to their customers;

(b) points 1, 2(b)(),(iii),(iv),(v),(vi),(vii), 3,4, @d 5 shall not apply toderived
products which are placed on the market as feet@ordance with Article 4
of Regulation (EC) No 767/20009.

SECTION Ili

COMMERCIAL DOCUMENTS AND HEALTH CERTIFICATES

During transportation, a commercial documergdoordance with the model set out in
this Section, or, when required by this Regulataohgealth certificate must accompany
animal by-products and derived products.

However, such document or certificate shall nohéeessary, provided:

(@) derived products from Category 3 material amgaoic fertilisers and soil
improvers are supplied within the same Member Stateetailers to final users
other than business operators; and

(b) milk products, milk based products and milk ided products which are
Category 3 materials are collected and returnedh&ir establishments by
operators of milk-processing establishments, whielve been approved in
accordance with Article 4 of Regulation (EC) No g8®4, if they have
previously supplied those materials to their custanpand

(c) derived products are placed on the market ed iie accordance with Article 4
of Regulation (EC) No 767/20009.

The commercial document must be produced at ileasplicate (one original and two
copies). The original must accompany the consignrtents final destination. The
receiver must retain it. The producer must retaia of the copies and the carrier the
other.

Member States may require that proof of the arrivathe consignments is provided
by the TRACES system or by a fourth copy of thenewolal document which is sent
back by the receiver to the producer as proof efdtrival of the consignment.

Health certificates must be issued and signetthdgompetent authority.

A commercial document in accordance with the ehagt out under point 8 shall
accompany animal by-products and derived produstsfram the starting point
referred to in Article 4(1) of the Animal By-prodsdRegulationduring transportation
within the European Union.
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However, in addition to the authorisation to traitsinformation by way of an
alternative system as referred to in the secong@amalgraph of the third paragraph of
Article 21 of the Animal By-products Regulation,etrcompetent authority may
require, for the transport of animal by-productsl alerived products on their own
territory:

(@) to use a different commercial document, in pape in electronic form,
provided that such commercial document containgrtfiemation referred to
in point (f) of the notes under point 6 of this &e,

(b) that the quantity of the material is expresseaveight of the material in the
commercial document.

5. Records and related commercial documents otheattificates shall be kept for a
period of at least two years for presentation todbmpetent authority.

6. Model commercial document
Notes
(@) Commercial documents shall be produced, acegrth the layout of the model

appearing in this Section. It shall contain, in thembered order that appears in the
model, the attestations that are required for thesportation of animal by-products
and derived products.

(b) It shall be drawn up in one of the official tarages of the Member State of origin
and ofthe Member State of destination, as appropriatave¥er, it may also be
drawn up in other official Union languages, if acgzanied by an official translation
or if previously agreed by the competent authomty the Member State of
destination.

(c) The original of each commercial document shahlsist of a singlsheet of paper
both sides, or, where more text is required itldhalin such a form that aheets of
paperneeded ardemonstrablyart of an integrated whole and indivisible.

(d) If for reasons of identification of the iteméthe consignment, additionaheets of
paper are attached to the commercial document, tebsets of papeshall also be
considered as forming part of the original documbptthe application of the
signature of the person responsible for the comsey, on each of the pages.

(e) When the commercial document, including addalsheets of papereferred to in
(d), comprises more than one page, each pagelshalimbered — (page number) of
(total number of pages) — at the bottom and shedlr the code number of the
document that has been designated by the respem&idon at the top.

) The original of the commercial document must dmmpleted and signed by the
responsible person.

The commercial document must specify:

(i) the date on which the material was taken fromgremises;
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(9)

(h)

(i) the description of the material, including tlientification of the material, the
animal species for Category 3 material and proddets/ed therefronwhich
are destined for use as feed matef@l farmed animalsnd, if applicable, the
ear-tag number of the animal;

(i) the quantity of the material;
(iv) the place of origin of the materjdfom where the material is dispatched
(v) the name and the address of the carrier offierial;

(vi) the name and the address of the receiver dnahplicable, its approval or
registration number, which has been issued underAthimal By-products
Regulation or Regulations (EC) No 852/2004 or N8/8604, as applicable;
and

(vii) if appropriate, the approval or registrationmber of theestablishment oplant
of origin, which has been issued under the AnimapBoducts Regulation or
Regulations (EC) No 852/2004 or No 853/2004, adiegdge, and the nature
and the methods of the treatment.

The colour of the signature of the responsg@eson shall be different to that of the
printing.

The document reference number and the local referemmber shall only be issued
once for the same consignment.
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Commercial document

For the transport of animal by-products and derivptbducts not intended for human
consumption in accordance with the Animal By-prasiuRegulation within the European
Union
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EUROPEAN COMMUNITY Commercial document

1.1. Consignor 1.2. Document reference number |.2.a.Local referenoaber:
|:| Name
ho] 1.3. Central Competent Authority
2 Addres
c
() Postal code 1.4. Local Competent Authority
(]
[}
= ~
O |5 Consignee 1.6.
= Name
c
Q
E Addres
c
O) | Postal code 1.7.
(2]
c
8 1.8.Country of origin 1SO codp 1.9. Region of origin Code 1.10. Country of destination 1SO cqde 1.11. Regif destination Code
- | | |
n 1.12. Place of origin 1.13. Place of destination
"CE Establishi it Establishi it Oth
o} stablishmen |:| stablishmen |:| erl:l
o
" Name Approval number Name Approval number
= Addres Address
@
o
Postal code Postal code
1.14. Place of loading 1.15. Date and time of departure
Postal code
1.16. Means of transport 1.17. Transporter
Aeroplane |:| Shipl:l Railway wagol[l Name Approval number
Road vehicle |:| Other[l Address
Identification:
Postal code Member State
1.18. Description of commodity 1.19. Commodity code (CN code)
1.20. Number/quantity
1.21 Temperature of products 1.22. Number of packag
Ambient [] Chiled [] Frozen[]
1.23. Identification of container/seal number 1.24.Type of packaging

.25. Commodities certified for

Animal feedingstuff |:| Technical use |:| Other |:|

1.26. Transit through third country 1.27. Transit through Member States

Third country ISO code Member State 1SO code

Exit point Code Member State 1SO code

Entry point BIP unit no.: Member State 1SO code
1.28. Export 1.29.

Third country ISO code

Exit point Code
1.30.
1.31. Identification of the commodities

Approval number of establishments
Species Nature of commodity Category Treatment type nuééturing plant Batch number
(Scientific name)
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EUROPEAN UNION Animal by-products/derived products not intended fa

human consumption

Part Il: Declaration

I1.1.

11.2.

Notes

Part I

Il.a. Document reference |1.D. Local reference number
number

Declaration by the consignor
I, the undersigned, declare that:
theinformation in Part | is factually corregt

all precautions have been taken to avoid ammation of the animal by-products derivedproducts with
pathogenic agents and cross-contamination betweeeéous Categories

Box reference 1.9 and 1.11: if appropriate.

Box reference 1.12 and 1.13: approval number orisé@tion number.

Box reference 1.14: complete if different from ‘| Consignor’.

Box reference 1.31:

Animal species: For Category 3 material and products derived thenefilestined for use as feed materi

Nature of commodity:  Enter a commodity chosen among the following: llapiculture products’
‘blood products’, ‘blood’, ‘bloodmeal’, 'derived products’, ‘digestiaesidues’, ‘digestive tract conten
‘dogchews’ (inless beyond the end pgirifishmeal’, ‘flavouring innards', ‘gelatine’, frgaves’, ‘hides ang
skins’, ‘hydrolysed proteins’, ‘organic fertilizérs‘petfood’, ‘processed animal protein’, ‘proceds
petfood’ unless beyond the end pgiritaw petfood’, ‘rendered fats’compost processed manure', 'fis
oil', 'milk products', 'dicalciumphosphate’, 'triclumphosphate’, 'collagen’, 'egg products', 'serofm
equidae’, 'game trophies', ‘wool', ‘hair', pig hikes', ‘feathers'

Category: Categories 1, 2 or 3. In case of Category 3, spedifich letter from a to p (as und
Article 10 of Regulation (EC) No 1069/2009

In the caseof animal by-products for use in raw petfood irdéc3a or 3b whether the animal by-prody
are referred to in Article 10 point a or point bRégulation (EC) No 1069/2009.

In thecaseof hides and skins and products derived there findicate 3b(iii) or 3n whether the animal b
products or derived products are referred to inchatlO point b(iii) or point n.

Where the consignment is made of more than one @atemdicate the quantity and if applicable t
number of containenser Category of materials.

Treatment type: For treated hides and skins, which (a) are nifilliug the requirements of Regulatio
(EC) No 853/2004 of 29 April 2004 laying down spectfiygiene rules for food of animal origin or (
have not undergone the complete process of tarami(g) are not “wet blue”; or (d) are not “pickleelts”
or (e) are not limed (treated with lime and in briat a pH of 12 to 13 for at least eight hours}ee
treatment among the following: (a) dried; (b) dajted or wet-salted for at least 14 days priorigpatch;
(c) salted for seven days in sea salt with thetaxtdof 2 % sodium carbonate;

For Category 3 materials and derived products from Category 3eri@ destined for use as feed:|i

appropriate describe the nature and the methothedfeatment.

Batch number. enter batch number or ear tag number, if applécab

=2

> (D

cts
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The signature must be in a different colour to tfdahe printing

Signature

Done at on

(place) (date)

(signature of the responsible person/consignor)

(name, in capital letters)
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SECTION IV

RECORDS
CHAPTER |
General provisions

The records as laid down in Article 22 (1) of thnimal By-product&kegulation for
animal by-products and derived products, other tlkmived products which are
placed on the market as feed in accordance witlclarg of Regulation (EC) No
767/2009 shall contain:

(@) a description of:

(1) the animal species for Category 3 material atetived products
therefrom, destined for use as feed material a@ndpplicable, in the
case of whole carcasses and heads, the ear-tagenumb

(i) the quantity of the material.

(b) in the case of records kept by any person gonsj animal by-producter
derived productsthe following information:

(i) the date on which the material was taken frompgremises;

(i)  the name and the address of the transportércdirine receiver and, if
applicable, their approval number.

(c) in the case of records kept by any person panisig animal by-producter
derived productsthe following information:

(i) the date on which the material was taken frompgremises;
(i) the place of origin of the materidrom where the material is dispatched;

(i)  the name and the address of the receiver draghplicable, its approval
number.

(d) in the case of records kept by any person vewgianimal by-product®r
derived productsthe following information:

(i) the date of reception of the material;

(i) the place of origin of the materiafrom where the material is
dispatched

(i) the date on which the material was taken fritv@ premises;

(iv) the name and address of the transporter.
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2. By way of derogation from point 1, operators do hate to keep the information

referred to in point 1(a), (b)(i), (c)(i) and (iiand d(ii) and (iv) separately, if they
keep a copy of the commercial document laid downSection Il for each
consignment and make this information availableconjunction with the other
information required under point 1.

3. Operators of incineration plants and co-incitieraplants that are approved for the

incineration or the co-incineration, as applicalmeaccordance with Article 24(1)(b)
or Article 24(1)(c) of the Animal By-products Regtibn, as applicable, shall keep
records of the quantitieand category of animal by-products incinerated or co-
incinerated, as applicable, and the date at wihioke operations were carried out.

CHAPTER I

Additional requirements in case of
use for special feeding purposes

In addition to the records required in accordandh Whapter |, operators shall keep the
following records in relation to relevant materiblanimal by-products are used for special
feeding purposes in accordance with Section Il whéx VIII:

1. in the case of final users, the quantity usetlitaa date of use, and
2. in the case of collection centers:

(i) the quantity treated in accordance with poirdafhapter | of Section Il
of Annex VIII;

(i) the name and address of each final uséngthe material;
(i) the premises to which the material is takentse;

(iv) the quantity dispatched, and

(v) the date on which the material was dispatched.

CHAPTER Il
Requirements in case of certain fur animals

The responsible person for the feeding referrednt@€hapter Il of Annex IV shall keep
records at least of:

(@) the number of furs and carcases of animalswigll meat-and-bone meal of
their own species; and

(b) each consignment in order to ensure the traldgadf the material;
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CHAPTER IV

Requirements for the application
of organic fertilisers and soil improvers, other tran manure, to land

The person responsible for land to which organitilifeers and soil improvers, other than
manure, are applied and to which farmed animale lseess or from which herbage is cut
for feeding to farmed animals, shall keep recoaisat least two years of:

1. the quantities of organic fertilisers and swiprovers applied;

2. the date on which and the places where orgamtdiders and soil improvers were
applied to land;

3. the dates, following application of the orgafectiliser or soil improver, on which
livestock has been allowed to graze the land owhbith the land has been cut for
herbage to be used for feeding.

CHAPTER V
Requirements for fish by-products and feeding of 8h

Processing plants must keep records in relatioth@odaily records of quantitiend the
species of originof fishmeal or feedoriginating from aquatic animalgroduced and
dispatched.

CHAPTER VI
Requirements for the burial and burning of animal by-products

In the case of burning or burial as provided forAricle 19 of the Animal By-products
Regulationthe person responsible for burning or burial skedlp records of:
(@) the guantities, categories and species of droyrproducts buried or burned;

(b) the date and place of burial and burning.

CHAPTER VII
Requirements for photogelatine

Operators of approved photographic factories reteto in Annex XVII Section Il Chapter
XII shall keep records detailing the purchases asés of photogelatine, as well as the
disposal of residues and surplus material.
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SECTION V

MARKING OF CERTAIN DERIVED PRODUCTS

In processing plants which have been approveat@ordance with Article 24(1)(a) of
the Animal By-products Regulation for the procegsoi Category 1 or Category 2
material, derived products, with the exceptionigdild products destined for biogas or
composting plantgf animal by-products and derived products useddeding to fur
animals in accordance with Chapter Il of Annex INdaof biodiesel produced in
accordance with point D of Chapter Il of SectiondVAnnex Vishall be permanently
marked with glyceroltriheptanoate (GTH) in suchathat:

(@) GTH is added to derived products that have guie a preceding sanitising
thermal treatment at a core temperature of at |88st°C and remain
subsequently protected from re-contamination; and

(b) all derived products contain homogenously tghmut the substance a
minimum concentration of at least 250 mg GTH pefdtg

The operators of processing plants referred fmwint 1 shall have in place a system of
monitoring and recording of parameters suitabledémnonstrate to the competent
authority that the required homogeneous minimuntentration of GTH is achieved.

That monitoring and recording system shall incltitke determination of the content
of intact GTH as triglyceride in a cleaned petroteether 40-70 extract of GTH
from samples taken at regular intervals.

The marking with GTH shall not be required foerided products obtained in
accordance with Article 12(a)(ii), 12(b)(ii) and tkte 13(a)(ii), 13(b)(ii) and Article
16(e) of the Animal By-products Regulation, whewetsproducts are:

(@) moved by a closed conveyer system, which maly b®o by-passed, and
provided such a system has been authorised byoiin@etent authority, from
the processing plant for:

() immediate direct incineration or co-incineratjmr

(i) immediate use in accordance with a method aypgd for Category 1
and 2 animal by-products in accordance with Sedbof Annex VI
or

(b) intended for purposes referred to in Article 4f7the Animal By-products
Regulationwhich have been authorised by the competent atithor
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ANNEX Xl

REQUIREMENTS APPLICABLE TO CERTAIN
APPROVED AND REGISTERED ESTABLISHMENTS AND PLANTS

SECTION |

GENERAL REQUIREMENTS
CHAPTER |
Co-existence on the same site

The competent authority may approve more thanest@blishment oplant on the same site,
provided that the transmission of risks to publid animal health between the plants is
excluded by their layout and the handling of anitmalproducts and derived products within
the establishment or plant.

CHAPTER I

Prevention of cross-contamination within food busiesses

[..]

SECTION I

PROCESSING BY ALTERNATIVE METHODS

[...]
SECTION I
MANUFACTURING OF PETFOOD
Establishments oplants manufacturing petfood as referred to in deti24(1)(e) of the
Animal By-products Regulation shall fulfil the folving requirements:

(@) they shall have adequate facilities for stoang treating incoming material in
complete safety; and
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(b)

[..]

they shall have adequate facilities for dispgspf unused animal by-products
remaining after the production of the products iccaadance with this
Regulation, or this material must be sent to agssing plant grin the case of
Category 3 materialto a biogas or composting plant in accordance wieh
Animal By-products Regulation and with this Reguaat

SECTION IV

MANUFACTURING OF ORGANIC FERTILISERS
AND SOIL IMPROVERS

SECTION V

HANDLING OF ANIMAL BY-PRODUCTS
AFTER THEIR COLLECTION

The requirements of this Section shall apply to fbkowing operations involving the
handling of animal by-products after their collecti as referred to in Article 24(1)(h) of the
Animal By-products Regulationifitermediate operatiorik

()
(b)
(©)
(d)
e)
(f)
(9)
(h)

0)
(k)

sorting;

cutting;

chilling;

freezing;

saltingor other preservation processes
removal of hides and skins;

removal of specified risk material;

operations involving the handling of animal fmpducts which are carried out
in compliance with obligations under Union veterindegislation, such as
post-mortem examination or the taking of samples;

hygienisation/pasteurisation of animal by-protudestined for transformation
into biogas or composting;

temporary storage;

sieving.
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General requirements

Premises and facilities must meet at leastdheing requirements.

(@) The premises shall be adequately separated othvar premises such as
slaughterhouses. The layout of plants shall ensieetotal separation of
Category 1 and Category 2 material from Categonyaerial respectively
from reception until dispatch, unless in a compyeteparate building.

(b) The plant shall have a covered space to recenge dispatchanimal by-
products, unless the animal by-products are beimghdrged through
installations which prevent the spreading of rigkgublic and animal health,
such as through closed tubes for liquid animal mdpcts.

(c) The plant shall be constructed in such a wat this easy to clean and
disinfect. Floors must be laid down in such a wayaafacilitate the draining of
liquids.

(d) The plant must have adequate facilities ineigdavatories, changing rooms,
washbasins for staff and, if appropriate, officeac which can be made
available to the staff performing official controls

(e) The plant shall have appropriate arrangememtspfotection against pests,
such as insects, rodents and birds.

() Where it is necessary for the purpose of adhguhe objectives of this
Regulation, plants shall have suitable temperatorgrolled storage facilities
of sufficient capacity for maintaining animal bysgucts at appropriate
temperatures and designed to allow the monitoring gecording of those
temperatures.

The plant shall have adequate facilities foacleg and disinfecting the containers or
receptacles in which animal by-products are reckiged the vehicles, other than
ships, in which they are transported. Adequatelifi@si shall be provided for the
disinfecting of vehicle wheels.

CHAPTER I
Hygiene requirements

The sorting of animal by-productball be carried out in such a way as to avoid any
risk of the propagation of animal diseases.

All the time during storage, animal by-produsisill be handled and stored separately
from other goods and in such a way as to prevenpespagation of pathogens.
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Animal by-productshall be stored properly, including under apprdprieamperature
conditions, until re-dispatched.

SECTION VI
REQUIREMENTS FOR STORAGE OF DERIVED PRODUCTS

CHAPTER |

General requirements

Premises and facilities must meet at least thevietlg requirements.

1.

Premises storing derived products from Cate@omnyaterial shall not be at the same
site as premises storing derived products from gomtel or Category 2 material,
unless cross-contamination is prevented by wah@ldayout and management of the
premisessuch as by storage in completely separate buildings

The plant shall:

(@) have a covered space to receive deeved products, unless the derived
products are

() being discharged through installations whicleyant the spreading of
risks to public and animal health, such as throelgbed tubes for liquid
products; or

(i) received in packaging, such as in big bags, or avected leak-proof
containers

(b) be constructed in such a way that it is easgléan and disinfect. Floors must
be laid down in such a way as to facilitate therdng of liquids;

(c) have adequate facilities including lavatoriglsanging rooms and washbasins
for staff; and

(d) have appropriate arrangements for protectioaminag pests, such as insects,
rodents and birds.

The plant shall have adequate facilities foacleg and disinfecting the containers or
receptacles in which thderived products are received and the vehicles, other than
ships, in which they are transported.

Derived poducts shall be stored properly until re-dispatche

CHAPTER I

Specific requirements for storage of certain milk ad milk-derived products
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The storage of the products referred to in Raft Chapter IV of Section Il of Annex
XIII shall take place at an appropriate temperatioreavoid any risk to public or
animal health in a dedicated approved storage lestaient omplant or in a dedicated,
separate storage area within an approved storég@isement or plant.

Samples of the final products taken during gferar at the time of withdrawal from
storage, shall at least comply with the microbiatafjstandards set out in point 1 of
Section | of Annex XIII.

SECTION VII
REGISTERED OPERATORS
Operators of registered plants or establishmentsther registered operatorshall
handle animal by-products and derived products uthgefollowing conditions:

(@) Premises shall be constructed in a way penyitineir effective cleaning and
disinfection, where appropriate.

(b) Premises shall have appropriate arrangemengwdtection against pests, such
as insects, rodents and birds.

(c) Installations and equipment shall be kept ingiégic condition, where
necessary.

(d) Animal by-products and derived products shall siored under conditions
preventing contamination.

Registered perators transporting animal by-products or deripeaducts shall in
particular

(@) have information at their disposal with regaodthe identification of their
vehicles, which allows the verification of the ueé the vehicles for the
transport of animal by-products or derived products

(b) clean and disinfect their vehicles, as appedpri

(c) take all other necessary measures to prevent con&dion and the spreading
of diseases communicable to humans or animals.
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]

ANNEX XII

OWN CHECKS AND HACCP
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ANNEX X1
FEED MATERIALS

SECTION |
GENERAL REQUIREMENTS FOR THE PROCESSING AND PLACING ON THE
MARKET
Microbiological standards for derived products

The following standards shall apply to derived prog, other than rendered fat from the
processing of animal by-products, where the praag@ssimal protein is subject to sampling
to ensure compliance with these standards:

Samples of the final products taken during or otheiawal from storage at the processing
plant must comply with the following standards:

Salmonellaabsence in25g:n=5,¢c=0,m=0,M=0
Enterobacteriaceaen =5,¢c=2,m=10,M=300in1g
where:

n = number of samples to be tested,;

m = threshold value for the number of bacteria; ib&ult is considered satisfactory if the
number of bacteria in all samples does not exceed m

M = maximum value for the number of bacteria; tasutt is considered unsatisfactory if the
number of bacteria in one or more samples is M @remand

¢ = number of samples the bacterial count of wimay be between m and M, the sample still
being considered acceptable if the bacterial colitiie other samples is m or less.
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SECTION I

SPECIFIC REQUIREMENTS FOR PROCESSED ANIMAL PROTEIN AND OTHER

A.

DERIVED PRODUCTS

CHAPTER |

Specific requirements for processed animal protein

Raw materials

Only animal by-products which are Category 3 or guwots which are derived from such
animal by-products, other than materials referredin Article 10 (n), (0) and (p) of the
Animal By-products Regulation may be used for tieeyction of processed animal protein.

B.

Processing standards

Processed animal protein of mammalian origintrhase been submitted to
processing method 1.

However,

(@) porcine blood or fractions of porcine blood fiee production of bloodmeal
may be submitted instead to any of processing ndsttido 5 or processing
method 7 provided that in the case of processintpoade7, a heat treatment
throughout its substance at a temperature of 8das<been applied.

(b) processed animal protein of mammalian origin

(1) may have been submitted to any of the procegssiathods 1 to 5 or
method 7, provided that it is disposed of as wastecordance with
Union legislation or used as a fuel for combustion;

(i) in case it is exclusively destined for usepetfood, may have been
submitted to any of the processing methods 1 toA provided that it
Is transported in dedicated containers that areised for the transport
of animal by-products or feedingstuffs for farmexhaals, and
provided it is consigned directly from a procesgmant for Category 3
material to the petfood plant.

Non-mammalian processed animal protein, withetk@usion of fishmeal, must have
been submitted to any of processing methods 1oto/5

Fishmeal must have been submitted:

(@) to any of the processing methods; or
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C.

A.

(b) to a method which ensures that the product diesyvith the microbiological
standards set in Section |.

Storage

Processed animal protein must be packed aneldsitomew or sterilised bags or stored
in properly constructed bulk birer in storage sheds, if authorised by the competen
authority.

Sufficient measures must be taken to minimise cosakéon inside bins, conveyors or
elevators.

Products in conveyors, elevators and bins must dootected from casual
contamination.

Processed animal protein handling equipment teshaintained in a clean and dry
condition and should have adequate inspection gasot that equipment can be
examined for cleanliness. All storage facilitiessnlobe emptied and cleaned regularly
to the extent necessary to prevent contamination.

Processed animal protein must be kept dry. Lgegand condensation in the storage
area must be prevented.
CHAPTER Il

Specific requirements for blood products

Raw material

Only blood referred to in Article 10 a, b(i) andbtithe Animal By-products Regulation may
be used for the production of blood products.

B.

Processing standards

Blood products must have been submitted to:

(@) any of processing methods 1to 5 or 7;
(b) a method which ensures that the blood producinpiies with the
microbiological standards set out in Section I.
CHAPTER 1l

Specific requirements for rendered fats and fish oi

Raw materials
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Only animal by-products which are Category 3 or guwots which are derived from such
animal by-products, other than materials referredin Article 10 (n), (0) and (p) of the
Animal By-products Regulation may be used for tieeyction of rendered fat and fish oil.

B. Processing standards

Unless thefish oil or rendered fats have been produced in accordanceSeithionsVIIl or
XII of Annex Ill to Regulation (EC) No 853/2004¢spectively,rendered fats must be
produced using any of the processing methods 1 ¢o fethod 7, and fish oils may be
produced using methods 1 to 7, as referred to ati@elll of Annex VI, or in accordance
with a method which ensures that the product casphith the microbiological standards set
in point 1 of Section. |

Rendered fats derived from ruminant animals mustpbefied in such a way that the
maximum level of remaining total insoluble impwgidoes not exceed 0.15 % in weight.

C. Hygiene requirements

Where rendered fat or fish oil is packaged, it mostpackaged in new containers or in
containers that have been cleanaad disinfected, if necessary for the prevention of
contaminationand all precautions must be taken to preventeismtamination. Where bulk
transport of the products is intended, the pipengal and bulk tanks and any other bulk
container or bulk road tanker used in the trangpiort of the products from the
manufacturing plant either directly on to the sarpnto shore tanks or direct to plants must
be clean before use.

CHAPTER IV

Specific requirements for milk, milk-based productsand colostrums

PART I

General requirements

A. Raw material

Only milk referred to in Article 10 (e), (f) and)(bf the Animal By-products Regulation may
be used for the production of milk and milk-basestipcts.

Colostrum may only be used provided that it origgsafrom live animals that did no show
any signs of disease communicable through the talos to humans or animals.

B. Processing standards

1. Milk must be subjected to one of the followingatments:
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1.1. sterilisation at anoK") value of three or more;
1.2. UHT () combined with one of the following:

(@) asubsequent physical treatment, by:

(1) a drying process, combined in the case of nmliended for feeding
with additional heating to 72 °C or more; or

(i) lowering the pH below 6 for at least 1 hour;

(b) the condition that the milk or milk product hHasen produced at least 21 days
before shipping and that during that period no adseot-and-mouth disease
has been detected in the Member State of origin;

1.3. HTST (Y applied twice;
1.4. HTST in combination with one of the following:
(@) asubsequent physical treatment, by:

() a drying process, combined in the case of nmitended for feeding
with additional heating to 72 °C or more; or

(i) lowering the pH below 6 for at least 1 hour;

(b) the condition that the milk or milk product hHasen produced at least 21 days
before shipping and that during that period no adseot-and-mouth disease
has been detected in the Member State of origin.

2. Milk products must either be subjected to ast@me of the treatments provided for in
paragraph 1 or be produced from milk treated iroetance with paragraph 1.

3. Whey to be fed to animals of species susceptibléoot-and-mouth disease and
produced from milk treated in accordance with peaply 1 must be collected at least
16 hours after milk clotting and its pH must beoreled as below 6,0 before transport
to animal holdings.

4. In addition to the requirements laid down inggmaphs 1, 2 and 3, milk and milk
products must meet the following requirements:

PR, is the calculated killing effect on bacterial sparAn FO value of 3, 00 means that the coldesttpoithe
product has been heated sufficiently to achieveséime killing effect as 121 °C (250 °F) in threenates with
instantaneous heating and chilling.

TWUHT = Ultra High Temperature treatment at 132 6€dt least one second.

=+ HTST = High Temperature Short Time pasteurisatioi2a°C for at least 15 seconds or
equivalent pasteurisation effect achieving a nggataction to a phosphatase test.
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4.1.

4.2.

after completion of the processing, every gudon must be taken to prevent
contamination of the products;

the final product must be labelled so asitticate that it contains Category 3 material
and is not intended for human consumption, and

(@) packed in new containers; or

(b) transported in bulk in containers or other ngeah transport that before use
were thoroughly cleansed and disinfected.

Raw milk [and colostrum] must be produced undenditions offering adequate
guarantees as regards animal health.

PART Il

Derogation for national markets

The following requirements shall apply to thegassing, use and storage of milk,
milk-based products and milk-derived products whialh under the definition of
Category 3 material, as referred to in Articles(&D (f) and (h) of the Animal By-
products Regulation, that have not been processeddordance with Part | of this
Chapter.

The competent authority shall authorise milkcessing establishments approved in
accordance with Article 4 of Regulation (EC) No 8884 to supply milk and milk-
derived products for the purposes referred to imtp® provided the establishment
concerned ensures traceability of the products.

Milk and milk-derived products may be suppliedl aised as feed material

(@) in the Member State concerned and in crossdbarceas where the Member
States concerned have a mutual agreement to fieat,eh the case of derived
products, includingvhite water, which have been in contact with raw milk
and/or milk pasteurised in accordance with Chaptgoint 11.1(a) or (b) of
Section I1X to Regulation (EC) No 853/2004;

(b) inthe Member State concerned,

(1) in the case of derived products, includimgite water, which have been
in contact with milk that has only been pasteurisedccordance with
Chapter Il point ll(a) of Section IX to RegulatiggC) No 853/2004,
and whey produced from non heat-treated milk-bgseducts, which
has been collected at least 16 hours after milkiotp and where the
pH must be recorded as < 6,0 before supplying theywor feeding,
provided that they are sent to a limited numbeawthorised animal
holdings, fixed on the basis of the risk assessni@nthe best and
worst case scenarios carried out by the Membele Stahcerned in
preparation of the contingency plans for epizootiseases, in
particular foot-and-mouth disease;
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A.

(i) in the case of raw products, includinghite water that has been in
contact with raw milk and other products for whitte treatments
referred to in points (a) and (b) cannot be ensupeavided that they
are sent to a limited number of authorised aninoédihgs, fixed on the
basis of the risk assessment for the best and vearst scenarios
carried out by the Member State concerned in patjosar of the
contingency plans for epizootic diseases, in paldrcfoot-and-mouth
disease, and provided that the animals preseiheimathorised animal
holdings can only be moved

- either directly to a slaughterhouse located ie fame Member
State; or

- to another holding in the same Member State, vitnich the
competent authority guarantees that animals subtepb foot-
and-mouth disease may leave the holding only etlvectly to a
slaughterhouse located in the same Member Statetha animals
have been dispatched to a holding not feeding théugts referred
to in this point (ii) after a 21-day standstill period has elapsed from
the introduction of the animals.

CHAPTER V

Specific requirements for gelatine and hydrolysed qtein

Raw materials

Only animal by-products which are Category 3 or guwots which are derived from such
animal by-products, other than materials referredin Article 10 (n), (0) and (p) of the
Animal By-products Regulation may be used for ttoalyction of gelatine and hydrolysed

protein.

B. Processing standards for gelatine

1. Gelatine must be produced by a process thatrenghat Category 3 material is
subjected to a treatment with acid or alkali, feléal by one or more rinses. The pH
must be adjusted subsequently. Gelatine must bactetl by heating one or several
times in succession, followed by purification byans of filtration and sterilisation.

2. After having been subjected to the processesresf to in subparagraph 1, gelatine
may undergo a drying process and, where appropaapgocess of pulverisation or
lamination.

3. The use of preservatives, other than sulphuxidio and hydrogen peroxide, is
prohibited.

C. Other requirements for gelatine
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Gelatine must be wrapped, packaged, stored andpwaied under satisfactory hygiene
conditions.

In particular:

(@) a roomor a dedicated placanust be provided for storing materials for
wrapping and packaging;

(b) wrapping and packaging must take place in aroo in a place intended for
that purpose.

D. Processing standards for hydrolysed protein

Hydrolysed protein must be produced using a pradocprocess involving appropriate
measures to minimise contamination. Hydrolysed ganoshall have a molecular weight
below 10 000 Dalton.

In addition, hydrolysed proteins entirely or partgrived from ruminants' hides and skins
shall be produced in a processing plant dedicatgdto hydrolysed protein production, using
a process involving the preparation of raw Categ8rynaterial by brining, liming and
intensive washing followed by:

(@) exposure of the material to a pH of more tharot more than three hours at a
temperature of more than 80 °C and subsequentligday treatment at more
than 140 °C for 30 minutes at more than 3,6 bar;

(b) exposure of the material to a pH of 1 to 2lofekd by a pH of more than 11,
followed by heat treatment at 140 °C for 30 minw#es bar.

CHAPTER VI

Specific requirements for dicalcium phosphate

A. Raw materials

Only animal by-products which are Category 3 or gwots which are derived from such
animal by-products, other than materials referredim Article 10 (n), (o) and (p) of the
Animal By-products Regulation may be used for toeyction of dicalcium phosphate.

B. Processing standards
1. Dicalcium phosphate must be produced by a psated:

(@) ensures that all Category 3 bone-materialnislyi crushed and degreased with
hot water and treated with dilute hydrochloric acfdt a minimum
concentration of 4 % and a pH of less than 1,5y avperiod of at least two
days;
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(b) following the procedure at (a), applies a meatt of the obtained phosphoric
liquor with lime, resulting in a precipitate of dicium phosphate at pH 4 to 7;
and

(c) finally, air dries the precipitate of dicalciupihosphate with inlet temperature
of 65 °C to 325 °C and end temperature betweerC3and 65 °C,

2. Where dicalcium phosphate is derived from dethtiones it shall be derived from
bones fit for human consumption following ante godt-mortem inspection.

CHAPTER VII
Specific requirements for tricalcium phosphate

A. Raw materials

Only animal by-products which are Category 3 or guwots which are derived from such
animal by-products, other than materials referredin Article 10 (n), (0) and (p) of the
Animal By-products Regulation may be used for tioeyction of triclacium phosphate.

B. Processing standards

Tricalcium phosphate must be produced by a pratesensures:

(@) that all Category 3 bone-material is finelystrad and degreased in counter-
flow with hot water (bone chips less than 14 mm);

(b) continuous cooking with steam at 145 °C duB@gminutes at 4 bars.

(c) separation of the protein broth from the hydgwpatite (tricalcium phosphate)
by centrifugation; and

(d) gramélation of the tricalcium phosphate aftgrimg in afluidised bed with air
at 200 C.

CHAPTER VI
Specific requirements for collagen

A. Raw materials

Only animal by-products which are Category 3 or guwots which are derived from such
animal by-products, other than materials referredim Article 10 (n), (o) and (p) of the
Animal By-products Regulation may be used for tioeyction of collagen.

B. Processing standards

1. Collagen must be produced by a process ensuhiag unprocessed Category 3
material is subjected to a treatment involving vieghpH adjustment using acid or
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alkali followed by one or more rinses, filtratiomcaextrusion. After that treatment
collagen may undergo a drying process.

2. The use of preservatives, other than those ptednunder Union legislation shall be
prohibited.
C. Other requirements

Collagen must be wrapped, packaged, stored andpwaed under satisfactory hygiene
conditions. In particular:

(@) a roomor a dedicated placanust be provided for storing materials for
wrapping and packaging;

(b) wrapping and packaging must take place in aroo in a place intended for
that purpose.

CHAPTER IX
Specific requirements for egg products

A. Raw materials

Only animal by-products referred to in Article 1),((f) and (k)(ii) of the Animal By-products
Regulation may be used for the production of egglpcts.

B. Processing standards
Egg products must have been:
(@) submitted to any of processing Methods 1 to B, @r

(b) submitted to a method and parameters whichrertbat the products comply
with the microbiological standards set in Sectipor|

(c) treated in accordance with Section X, Chaptets Il of Annex Il to
Regulation (EC) No 853/2004.

CHAPTER X
Specific requirements for centrifuge or separator kidge

Centrifuge or separator sludge from milk procesgiefgrred to in Article 10(e) of the Animal
By-products Regulation must have been subjectadnieat treatment of at least 70°C for 60
minutes or of at least 80°C for 30 minutes, beforeay be placed on the market for feeding
for farmed animals.
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CHAPTER Xl

Specific requirements for certain Category 3 mateal

Category 3 material referred to in Article 10(f)dg) of the Animal By-products Regulation
may be placed on the market for feeding to farmmenhals, provided that:

(@) the material is not composed of and has nonhhbeecontact with material of
animal origin which has neither undergone procegsmaccordance with this
Regulation nor undergone processing as defined fticl& 2(1)(m) of
Regulation (EC) No 852/2004; and

(b) all necessary precautions have been taken ¢évgnt the contamination of the
material when it is destined to purposes other thaman consumption.

SECTION I
REQUIREMENTS FOR CERTAIN FISH FEED AND FISHING BAIT S
1. Animal by-products from aquatic animals asherived products from aquatic animals
that are intended as feed for farmed fish shall:

(@) be handled and processed separately from mlateost authorised for that
purpose;

(b) originate

(1) from wild fish or other aquatic animalgexcept sea mammalsnded
for commercialpurposes of fishmeal production, or from animal by-
products from wild fishoriginating in plants manufacturing fish
products for human consumption; or

(i) from farmed fishprovided it is fed to farmed fissf another specieand

(c) be processed in a processing plant approve@ccordance with Article
24(1)(a) of the Animal By-products Regulation tgtandard which ensures a
microbiological safe produgcincluding with regard to fish pathogens

2. The competent authority may, provided there is s« for the transmission of
diseases communicable to humans or animals, awhaitie use of animal by-
products:

(@) as feed for farmed fish, when the animal by-prosiletve not been processed
in accordance with point 1(c);

(b) as fishing bait.
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ANNEX X1V

SPECIFIC REQUIREMENTS FOR PLACING ON THE MARKET APRGANIC
FERTILISERS, APPLICATION TO LAND

SECTION |

REQUIREMENTS FOR UNPROCESSED MANURE, PROCESSED MANWRE AND

1.

2.

PROCESSED MANURE PRODUCTS
CHAPTER |
Unprocessed manure

Trade in unprocessed manure of species other ploaultry or equidae between
Member States is subject to the following condsion

(@) Trade in unprocessed manure of species otlar poultry or equidae is
prohibited, except for manure:

(i) from an area which is not subject to restrigidoy virtue of a serious
transmissible disease, and

(i) intended for application, under the superuvisiof the competent
authorities, to land forming part of a single halgliocated on both sides
of the border of two Member States.

(b) However, the competent authority mdngving regard to the origin of the
manure, its destination and animal health consitlerss, grant specific
approval for the introduction on to its territorfy o

() manure intended for processing in a plant far imanufacture of derived
productswhich are destinedor uses outside the feed chainmanure
intendedfor transformation into biogas or compostiimg accordance
with the Animal By-products Regulation and wittstRiegulatiorwith a
view to the manufacture of the products referredunaler Chapter I
below; the competent authority shall take accounthe origin of the
manure when approving such plants; or

(i)  manure intended for applying to land on a hadgl provided that the
competent authority of the Member State of origia bommunicated its
agreement to such trade

(c) in the cases referred to in point (B)health certificate shall accompany the
manure.

Trade in unprocessed poultry mandretween Member Stateés subject to the
following conditions:
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(@) the manure must originate in an area whichoissubject to restrictions by
virtue of Newcastle disease or avian influenza;

(b) in addition, unprocessed manure from poultrgckk vaccinated against
Newcastle disease must not be dispatched to amregioch has obtained
Newcastle disease non-vaccinating status pursaoahtticle 15(2) ofDirective
2009/158/EC; and

(c) a health certificate shall accompany the manure

Unprocessed manure of equidae may be tradedebrtiMember States, provided it
doesnot originate from a holding subject to animal keakestrictions pertaining to

glanders, vesicular stomatitis, anthrax or rabresdcordance with Article 4(5) of

Directive 90/426/EEC.

CHAPTER I
Processed manure and processed manure products agdano

The placing on the market of processed manuwtepascessed manure products shall
be subject to the following conditions:

(@) They shall come from a plant for derived prddufor uses outside the feed
chain orfrom abiogas or a composting plant.

(b) They shall have been subjected to a heat terdtprocess of at least 70 °C for
at least 60 minutes and they shall have been debj¢o reduction in spore-
forming bacteria andloxin formation,where they are identified as a relevant
hazard

(c) However, the competent authority may authotteeuse of other standardised
process parameters than those described in (b)idesbvan applicant
demonstrates that such parameters ensure mininmo$ibplogical risks. This
demonstration shall include a validation, whichlksbe carried out as follows:

(i) Identification and analysis of possible hazanmdsluding the impact of
input material, based on a full definition of th®gessing conditions, and
a risk assessment, which evaluates how the spegfacessing
conditions are achieved in practice under normdlatgpical situations.

(i)  Validation of the intended process

(ii-1) by measuring the reduction of viability/irfigvity of endogenous
indicator organisms during the process, wherenteator is:

—  consistently present in the raw material in higinbers,
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(d)

— not less heat resistant to the lethal aspectseofrdatment process,
but also not significantly more resistant than gfehogens for
which it is being used to monitor,

- relatively easy to quantify and relatively easy ittentify and
confirm;

or

(ii-2) by measuring the reduction of viability/irfévity, during exposure, of a
well-characterised test organism or virus introduoe a suitable test
body into the starting material.

(i) The validation referred to in point (ii)) musiemonstrate that the process
achieves the following overall risk reduction:

—  for thermal and chemical processes by reductiokrdérococcus
faecalisby at least 5 log10 and by reduction of infecyivitre of
thermo resistant viruses such a@srvovirus where they are
identified as a relevant hazard, by at least 30pg1

—  for chemical processes also by reduction of rasigiarasites such
as eggs oéscaris sphy at least 99,9 % (3 log10) of viable stages.

Iv) Designing a complete control programme inclgdiprocedures for
monitoring the process.

(v) Measures ensuring continuous monitoring aneésagion of the relevant
process parameters fixed in the control programrhenwoperating the
plant.

Details on the relevant process parameters used plant as well as other
critical control points shall be recorded and mamtd so that the owner,
operator or their representative and the compedattiority can monitor the

operation of the plant. Information relating to @qess authorised under this
point must be made available to the Commissioreqaest; and

Representative samples of the manure takemglusr immediately after
processing at the plant in order to monitor thecpss must comply with the
following standards:

Escherichia coli: n=5,c =5, m=0, M=1 000 ig;1
or
Enterococaceae: n=5,c=5 m=0,M=1000dn 1

and
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Representative samples of the manure taken duningnowithdrawal from
storage at theplant of production or thébiogas or composting plant must
comply with the following standards:

Salmonella: absencein25g:n=5;c=0,m=06M
where:
n = number of samples to be tested,;

m = threshold value for the number of bacteria; thsult is considered
satisfactory if the number of bacteria n all saralees not exceed m;

M = maximum value for the number of bacteria; tlesuft is considered
unsatisfactory if the number of bacteria in onenore samples is M or more;

and

¢ = number of samples the bacterial count of winngly be between m and M,
the sample still being considered acceptable iftdeterial count of the other
samples is m or less.

Processed manure or processed manure productemptying with the above
requirements shall be regarded as unprocessed;

(e) They must be stored in such a way that onceessed contamination or
secondary infection and dampness is minimised. Tinst therefore be stored
in:

() well-sealed and insulated silos properly constructed storage sheds

(i) properly sealed packsuch aglastic bags or “big bags”.

The placing on the market, other than the ingtimm, of non-mineralised guano is
not subject to any animal health conditions.

SECTION I

REQUIREMENTS FOR CERTAIN ORGANIC FERTILISERS
AND SOIL IMPROVERS, OTHER THAN MANURE, DIGESTION RESIDUES AND
COMPOST

CHAPTER |

Conditions for the production

105 EN



EN

1. Organic fertilisers and soil improvers, othearthmanure digestive tract content,
compost, milk, colostrurand digestion residues frothe transformationof animal
by-products or derived produdctsto biogas, shall be produced

(@) by applying processing methodwlhenCategory 2 material is used as starting
material,

(b) by applying any of the processing methods 71,twhenCategory 3 material is
used as starting material.

2. Organic fertilisers and soil improvers which dadeen produced from meat and bone
meal derived from Category 2 material and from pssed animal proteiar from
other products derived from Category 3 mater@her than those which are in ready-
to-sell packages of not more than 50 kg in weightuse by the final consumer on
which it is indicated that they are not destineddpplication tdand to which farmed
animals have accesshall be mixedin an approved or registered establishment or
plant or on farm, with a component whichaisthorisedby the competent authoritf
the Member State where the product is to be appieedand, according to the
following:

(@) the component consists of lime, manure, uoepost or digestion residues
from the transformation of animal by-products ibtogas or other substances,
such as mineral fertilisersyhich are not used in animal feed and which
exclude the subsequent use of the mixture for fepgurposes according to
good agricultural practice;

(b) the component is determined based on an aseas&hthe climatic and soil
conditions for the use of the mixture as a fediliand the requirements laid
down in Union legislatioror, where applicable, national legislatiofpr the
protection of the environment regarding the pratecof soil and groundwater;

(c) the component is added to a sufficient mininpneportion which ensures that
the objective referred to in point (a) is met.

3. Producers of organic fertilisers and soil im@®must ensure that decontamination
of pathogens is carried out prior to their applaato land, in accordance with:

— Annex XIll, Section |, point lin the case of processed animal protein or
derived products from Categoryo Category 3naterial;

— Annex VII, Section lll, Chapter Ill in the case ebmpost anddigestion
residuesfrom the transformation of animal by-products orided products
into biogas

CHAPTER I

Storage and transport

After processing and/or transformation, organitilfsers and soil improvers shall be properly
stored and transported
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(@ in bulk, under appropriate conditions that preéwcontamination; or

(b) packaged, in the case of organic fertilisersakrimprovers destined for sale to
final users.

CHAPTER 1l
Application to land

As referred to in Article 30(1) of the Animal Byspucts Regulationhe competent authority
shallencourage, where necessary, the development, dissigon and use ofodes of good
agricultural practice fothe application obrganic fertilisers and soil improvers to land.
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ANNEX XV

MANUFACTURE AND PLACING ON THE MARKET OF DERIVED PRDUCTS
REGULATED BY OTHER UNION LEGISLATION

SECTION |

DERIVED PRODUCTS REFERRED TO
IN ARTICLE 33 OF THE ANIMAL BY-PRODUCTS REGULATION

]

SECTION I

INTERMEDIATE PRODUCTS

In accordance with Article 34(2) of the Animal Byeplucts Regulation, the following shall
apply to the importation and transit through thedpean Union of intermediate products:

1.

The import and transit of intermediate prodwsttsll be authorised, provided:
(@) they are derived from the following materials:

(i) Category 3 material referred to in Article 18),((b), (d), (e), (f), (g9), (h),
@, (), (k), (h and (m) of the Animal By-produstRegulation;

(i) products derived from or generated by the aigmeferred to in Article
10 (i), (I) and (m) of the Animal By-products Regtibn; or

(i) mixtures of the materials referred to under poipatd (ii);

(b) in the case of medical devices, in vitro diagnostiedical devices and
laboratory reagents, they are derived from:

() materials referred to in point (a), which may hawdginated from
animals referred to in Article 8(c) of the Animaj-Broducts Regulation;

(i) Category 2 material referred to in Article 9 (f) duih) of the Animal By-
products Regulation; or

(ii)  mixtures of the materials referred to under poipagd (ii);

(c) in the case of active implantable medical devigesdicinal products and
veterinary medicinal products, they are derivedrirthe materials referred to
in point (b), in case the competent authority cdass the use of such materials
justified for the protection of public or animaldith;

(d) they come from a third country listed as a menmdf the World Organisation
for Animal Health (OIE) in the OIE bulletin;
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(e) they come from an establishment or plant regest or approved by the
competent authority of a third country referredirigpoint (b), in accordance
with the conditions set out in point 2;

(H each consignment is accompanied by a commetio@iment, which

() must be in at least one of the official langesgf the EU Member State
in which inspection at the border inspection pdstiisbe carried out and
of the EU Member State of destination; these Men$iates may allow
other languages and request official translati@msdéclarations in such
other languages;

(i)  must indicate:
- the country of origin;
- the name and address of the establishmenbdiption; and

- that the outer packaging of intermediate prodigtsbelled 'FOR
MEDICINAL PRODUCTS/ VETERINARY MEDICINAL
PRODUCTS/ MEDICAL DEVICES/ IN VITRO DIAGNOSTICS/
LABORATORY REAGENTS ONLY";

(g) each consignment is accompanied by a declaratib the importer in
accordance with the model declaration set out iapBdr 20 of Annex XVIII,
which must be at least in one of the official laages of the EU Member State
in which the inspection at the border inspectiost@hall be carried out and of
the EU Member State of destination; these MembateStmay allow other
languages and request official translations forladatons in such other
languages

(h) inthe case of materials referred to in poin), the importer demonstrates:

() that the materials do not carry any risk of transsion of a disease
communicable to humans or animals; or

(i) that the materials are transported under conditiamiSich prevent the
transmission of such diseases

An establishment or plant may be registeredopra/ed by the competent authority
of a third country, as referred to in point 1(ajpyded:

(@) the operator or owner of the plant or his repneéative:

() demonstrates that the plant has adequatetfasilior the transformation
of the materials referred to in point 1(a), to eesilhe completion of the
necessary design, transformation and manufactstaggs;

(i) establishes and implements methods of momtprand checking the
critical control points on the basis of the processd;
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3.

(b)

(i) keeps a record of the information obtainedsuant to point (ii) for a
period of at least to years for submission to thragetent authority;

(iv) informs the competent authority if any avalalnformation reveals the
existence of a serious animal health or publictha#k;

the competent authority of the third countryries out, at regular intervals,
inspections of the establishment or plant and suges the plant in accordance
with the following:

(i) the frequency of inspections and supervisioallstlepend on the size of
the plant, the type of products manufactured, réssessment and
guarantees offered, basedasystem of checks which has been set up in
accordance witlthe HACCP principles;

(b) if the inspection carried out by the competaathority reveals that the
provisions of this Regulation are not being congpléth, the competent
authority shall take appropriate action;

(c) the competent authority shall draw up a listesfablishments or plants
approved or registered in accordance with thisi®&eend shall assign an
official number to each plant, which identifies thgtablishment or plant
with respect to the nature of its activities; thst land subsequent
amendments shall be submitted to the EU Membeke Statvhich the
inspection at the border inspection post shall &ied out and to the
Member State of destination.

The intermediate products imported into the Wnshall be checked at the border
inspection post of first entry in accordance withiéle 4 of Directive 97/78/EC and
transported directly from the border inspectiontd®ntry into the Union either:

(@)

(b)

to a registered establishment or plant fompttegluction of the derived products
referred to in Article 33 of the Animal By-producRegulation, where the
intermediate products shall be further mixed, ufadcoating, assembled,
packaged or labelled before they are placed omidwdet or put into services
in accordance with the Union legislation applicabl¢he derived product;

to an establishment or plant which has beerrayggd in accordance with
Article 24(1)(h), from where they shall only be gh$ched to an establishment
or plant referred to in point (a) for the uses mefé to in that point.

By way of derogation to Article 34(2) of the AninBy-products Regulation,
intermediate products which have been transportecnt establishment or plant
referred to in point 3, may be handled without Hiert restrictions under the Animal
By-products Regulation and under this Regulationyged that:

(@)

(b)

the establishment or plant has adequate facilities the receipt of the
intermediate products, which prevent the transrmoissiof diseases
communicable to humans or animals;

the intermediate products do not pose any riskrafgmission of diseases
communicable to humans or animals, due to theirfigation or to other
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10.

11.

12.

treatments to which the animal by-products in thiermediate product have
been submitted, due to the concentration of anitmglproducts in the
intermediate product or due to adequate bio-segumbeasures for the
handling of the intermediate products;

(c) the establishment or plant keeps records on theuatnof materials received,
their category, if applicable, and the establishing@hant or operator to whom
they have supplied their products; and

(d) wunused intermediate products or other surplus niaier from the
establishment or plant, such as expired productse disposed of in
accordance with the Animal By-products Regulation.

Intermediate products in transit through theddrshall be transported in accordance
with Article 11 of Directive 97/78/EC.

The official veterinarian at the border inspeatipost concerned shall inform the
authority in charge of the establishment or planthe place of destination of the
consignment by means of the TRACES system.

The outer packaging of intermediate productdl &iealabelled 'FOR MEDICINAL
PRODUCTS/ VETERINARY MEDICINAL PRODUCTS/ MEDICAL D¥ICES/
IN VITRO DIAGNOSTICS/ LABORATORY REAGENTS ONLY".

The operator or owner of the establishment antplof destination or his
representative shall use and/or dispatch the irgdiae products exclusively for the
purposes specified in point 2(a).

The operator or owner of the establishment antplof destination or his
representative shall keep records in accordande Aticle 22 of the Animal By-
products Regulation and shall provide the compedeiority on request with the
necessary details of purchases, sales, uses, stockslisposals of surplus of the
intermediate products for the purposes of checkorgpliance with this Regulation.

The competent authority shall ensure, in acwrd with Directive 97/78/EC, that
the consignments of intermediate products are sent the EU Member State in
which the inspection at the border inspection gbstl be carried out to the plant of
destination, as referred to in point 2(a) or, i@ tase of transit, to the post of exit.

The competent authority shall carry out doculamgnchecks at regular intervals for
the purpose of reconciliation of the quantitiesriérmediate products imported on
the one hand, and stocked, used, dispatched cvs#idpof on the other, in order to
check compliance with this Regulation.

For consignments of intermediate products andit, the competent authorities
responsible for the border inspection posts ofyeatrd of exit respectively shall
cooperate as necessary to ensure that effectiveksta@e carried out and to ensure
the traceability of such consignments.
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ANNEX XVI
PETFOOD AND CERTAIN OTHER DERIVED PRODUCTS

CHAPTER |
General provisions

The use of Category 1 material referred to iiche 8 points (a), (b), (d), (e), (f) and
(g) of the Animal By-products Regulation for the maéacture of derived products
which are intended to be ingested by or appliethitmans or animals, other than
derived products referred to in Articles 33 and & The Animal By-products

Regulation, is prohibited.
Plants producing derived products referred thimAnnexshall

(@) have adequate facilities for storing and trgatincoming material under
conditions which prevent the introduction of ris&goublic and animal health;

(b) have adequate facilities for disposing of umussimal by-products and
derived products remaining after production, untégsunused material is sent
for processing or disposal to another establishroeptant in accordance with

this Regulation.

CHAPTER I

Petfood and dogchews

Raw petfood

Raw petfood may only be manufactured from animaptmducts referred to in Article

35(a)(iii) of the Animal By-products RegulatioRaw petfood must be packed in new
packaging preventing any leakage. Effective stepstrbe taken to ensure that the
product is not exposed to contamination throughioeifproduction chain and up to the

point of sale.
Raw material for processed petfood and for degsh

The only animal by-products that may be used tayece petfood and dogchews are
those referred to in Article 35(a)(i) and (a)(iftbe Animal By-products Regulation.

Processed petfood

(@) Canned petfood must be subjected to heat tegditta a minimum Fc value of
3.

(b) Processed petfood other than canned petfoott mus
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(i) be subjected to a heat treatment of at lea3€ 0roughout the substance
of the final product;

(i) be subjected to a heat treatment to at le@C9f the ingredients of
animal origin; or

(i) be produced as regarésed material®f animal origin exclusively using:

- meat or meat products which have been subjeatheat treatment
of at least 90°C throughout their substance;

- the following derived products which have beproduced in
accordance with the requirements of this Regulatiaitk and milk
based products, gelatine, hydrolysed protein, eggdycts,
collagen, blood products, processed animal proieciuding
fishmeal, rendered fat, fish oils, dicalcium phasjeh tricalcium
phosphate or flavouring innards

(iv) if authorised by the competent authority, be subjea treatment such
as drying or fermentation, which ensures that trefqgmd poses no
unacceptable risks to public and animal health;

(v) in the case of aquatic and terrestrial invertebsateferred to in Article
10( ) and animal by-products referred to in AréclO (m) of the Animal
By-products Regulation, and if authorised by thepetent authority, be
subject to a treatment which ensures that the pdtfposes no
unacceptable risks to public and animal health

After production, every precaution must be takeernsure that such processed
petfood is not exposed to contamination.

The processed petfood must be packaged in new giagka

Dogchews must be subjected to a treatment garfficto destroy pathogenic
organisms, including salmonella.

After that treatment, every precaution must berakeensure that such dogchews are
not exposed to contamination.

The dogchews must be packed in new packaging.

Random samples must be takemm processed petfood other than canned petfood
and from dogchewsluring production and/or during storage (beforepatish) to
verify compliance with the following standards:

Salmonella: absencein259g,n=5,¢c=0,m=6; 0/
Enterobacteriaceae:n=5,c=2, m=10,M=30D g
Where:

n = number of samples to be tested,;
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m = threshold value for the number of bacteria;rdsailt is considered satisfactory if
the number of bacteria in all samples does notexkoe

M = maximum value for the number of bacteria; thesuft is considered
unsatisfactory if the number of bacteria in onenore samples is M or more; and

¢ = number of samples the bacterial count of wimay be between m and M, the
sample still being considered acceptable if thedyad count of the other samples is
m or less.

6. Random samples must be takeom raw petfoodduring production and/or during
storage (before dispatch) to verify compliance whik following standards:

Salmonella: absencein 259, n=5,¢c=0,m=6;0
Enterobacteriaceae: n =5, ¢ =2, m =NI0; 5000in 1 g
Where:

n = number of samples to be tested;

m = threshold value for the number of bacteria;rd®ilt is considered satisfactory if
the number of bacteria in all samples does notexkog

M = maximum value for the number of bacteria; thesult is considered
unsatisfactory if the number of bacteria in onenore samples is M or more; and

¢ = number of samples the bacterial count of wimety be between m and M, the
sample still being considered acceptable if thedvad count of the other samples is
m or less.

7. End point for processed petfoandd dogchews

(@) Processed petfood which has been manufactumcgackaged ithe Union in
accordance with point 3 and which has been testeddordance with point 5
may be placed on the market without restrictionsaatordance with this
Regulation.

(b) Dogchews which havéeen manufactured and packaged in the Union in
accordance with point 4 and which has been testeatcordance with point 5
may be placed on the market without restrictionsagtordance with this
Regulation.

CHAPTER Ill

Flavouring innards for the manufacture of petfood
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1. Only animal by-products referred to in ArticB® (a) of the Animal By-products
Regulation may be used for the production of ligudkhydratedlerivedproducts of
animal origin used to enhance the palatability @alaf pet food.

2. Flavouring innards must have been submitted tteament method and parameters,
which ensure that the product complies with theratimlogical standards laid down
in Chapter Il, paragraph 5 to this Annex. Afteratraent, every precaution must be
taken to ensure that the product is not exposedritamination.

3. The end product must:
(@) be packed in new or sterilised packaging; or

(b) transported in bulk in containers or other nsead transport that were
thoroughly cleaned and disinfected.

CHAPTER IV
Requirements for blood and blood products from equiae

The placing on the market of blood and blood préslftom equidador purposes other than
in feed for farmed animakhall be subject to the following conditions:

1. Blood may be placed on the market provided that:
(@) it has been collected from equidae which:

(i) atinspection on the date of blood collectianrbt show clinical signs of any
of the compulsorily notifiable diseases listed imn&x A to Directive
90/426/EEC and of Equine influenza, Equine piraplasis, Equine
rhinopneumonitis and Equine viral arteritis lisi@dpoint 4 of Article 1.2.3.
of the Terrestrial Animal Health Code of the Wo@dganisation for Animal
Health (OIE), 2009 Edition;

(i) have been kept for at least 30 days priothe date of and during blood
collection on holdings under veterinary supervisidrnch were not subject to
a prohibition order pursuant to Article 4(5) of Bitive 90/426/EEC or
restrictions pursuant to Article 5 thereof;

(i) for the periods laid down in Article 4(5) dbirective 90/426/EEC had no
contact with equidae from holdings which were sabjfe a prohibition order
for animal health reasons pursuant to that Artrld for at least 40 days prior
to the date of and during blood collection had antact with equidae from a
Member State or third country not considered freéfacan horse sickness
in accordance with Article 5(2)(a) of that Direajv

(b) it has been collected under veterinary supenvisither:

() in slaughterhouses approved in accordance wRegulation (EC) No
853/2004; or
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(i) in facilities approved, furnished with a veteary approval number and
supervised by the competent authority for the psepof collecting blood
from equidae for the production of blood produais purposesther than
feeding to farmed animals.

2. Blood products may be placed on the market gexihat:

(@) all precautions have been taken to avoid conition of the blood products with
pathogenic agents during production, handling aaakaging;

(b) the blood products have been produced fromdolaaich:
(i) either fulfils the conditions set out in paragh 1(a); or

(i) bhas been subjected to at least one of thevoillg treatments, followed by an
effectiveness check, for the inactivation of polesitausative pathogens for
African horse sickness, equine encephalomyelitisalbftypes including
Venezuelan equine encephalomyelitis, equine irdastianaemia, vesicular
stomatitis and glander8grkholderia malle):

- heat treatment at a temperature of 65°C for at tbase hours;
- irradiation at 25 kGy by gamma rays;

- change in pH to pH 5 for two hours;

- heat treatment of at least 80°C throughout thdastance.

3. Blood and blood products from equidae must beked in sealed impermeable
containers which:

(@) are clearly labelled “BLOOD AND BLOOD PRODUCTEROM EQUIDAE,
NOT FOR HUMAN OR ANIMAL CONSUMPTION™;

(b) bear the approval number of the establishmédntadlection referred to in
paragraph 1(b).

CHAPTER V
Hides and skins of ungulates

A. Establishments and plants

The competent authority may authorise plants hagdtides and skins to supply trimmings
and splittings of these hides and skins for thedpcton of gelatine in accordance with
Annex XIlII Section | and Section Il Chapter V, prded that

(@) the plant fulfils the conditions for a specalthorisation in accordance with
Annex Il Section XIV Chapter | point 5 of Regulai (EC) No 853/2004;
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A.

(b) in case of trimmings and splittings derivednfrdimed hides, the trimmings
and splittings are submitted to a treatment whitsuees that no risks to public
and animal health remain.

Placing on the market

Fresh and chilled hides and skins may be placethe market subject to the health
conditions applicable to fresh meat pursuant ton€dwDirective 2002/99/EC of 16
December 2002 laying down the animal health ruleseming the production,
processing, distribution and introduction of proguof animal origin for human
consumption

Treated hides and skins as defined in point #@rmex | may be placed on the
market, provided that:

(@) they have not been in contact with other anipr@ducts or live animals
presenting a risk of spreading a serious transhiessdisease; and

(b) the commercial document laid down in Sectidnoffi Annex X contains a
statement to this effect.

End point for hides and skins

Hides and skins of ungulates complying with risguirements of Regulation (EC) No
853/2004 of the European Parliament and of the €iblaying down specific hygiene
rules for food of animal originwhich pursuant to the decision of an operator as
referred to in Article 2(1)(b) of the Animal By-phacts Regulation are destined for
purposes other than human consumptiomy be placed on the market without
additionalrestrictions in accordance with this Regulation.

The following hides and skins may be placed lm market without restrictions in
accordance with this Regulation:

(@) hides and skins of ungulates having undergdme domplete process of
tanning;

(b) ‘wet blue’;
(c) 'pickled pelts’; and

(d) limed hides (treated with lime and in brineagiH of 12 to 13 for at least eight
hours).

CHAPTER VI
Game trophies and other preparations from animals

The provisions of this Chapter are without pdipe to the measures adopted pursuant
to Regulation (EC) No 338/97.
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B.

C.

Safe sourcing
The following game trophies are not subject to @sgrictions:

(@) game trophiesr other preparations from animals which elimingtetential
risks to public and animal healtbf species other than ungulates and birds.

(b) game trophie®r other preparations from animals which eliminatetential
risks to public and animal healtizhich

(i) have undergone

- a complete taxidermy treatment ensuring theirs@mneation at
ambient temperaturesncluding mounted whole animals and
mounted parts of animals

- an anatomical preparation such as by plastination;

- in the case of animals of the biological class ttaer Arachnida,
a treatment such as drying to prevent any trandomsef diseases
communicable to humans or animadsid

(i)  come from animals originating in an area nobjgct to restrictions as a
result of the presence of serious transmissibleadiss to which animals
of the species concerned are susceptible.

Safe treatment

Game trophiesr other preparation®f ungulates and birds which have undergone a
complete taxidermy treatment ensuring their pregera at ambient temperatures are
not subject to any restrictions.

Game trophie®r other preparations, other than those referreduader point 1,
which come from animals originating in an area sabjo restrictions as a result of the
presence of serious transmissible diseases to vémchals of the species concerned
are susceptible, shall:

(@) in case of game trophies other preparationsolely of bone, horns, hooves,
claws, antlers or teeth,

® havebeen immersed in boiling water for an appropriateetso as to
ensure that any matter other than bone, horns,dma@laws, antlers or
teeth is removed,

(i) have been disinfected with a product authatidey the competent
authority, in particular with hydrogen peroxide wgarts consisting
of bone are concerned,

(i)  have been packaged, immediately after treatment, withoutngein
contact with other products of animal origin likelg contaminate
them, in individual, transparent and closed packageas to avoid any
subsequent contamination; and
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A.

1.

(iv)  be accompanied by a documenthealth certificate certifying that the
above conditions have been met;

(b) in case of game trophies other preparationsconsisting solely of hides or
skin,

(i) be either
- dried;
- dry- or wet-salted for a minimum of 14 days befdrspatch; or
- preserved by a treatment other than tanning;

(i) have been packaged, immediately after treatment, withoutngein
contact with other products of animal origin likety contaminate them,
in individual, transparent and closed packages sotoa avoid any
subsequent contamination; and

(i) be accompanied by a document legalth certificate certifying that the
above conditions have been met.

CHAPTER VII
Wool, hair, pig bristles, feathers and parts of fethers

Raw material

Untreated wool, urtreated hair, untreatedpig bristles anduntreatedfeathers and
parts of feathers must have been obtained from anioy-products referred to in
Article 10 (b) (iii), (iv), or, (v) of the Animal B-products Regulatian

They must be securely enclosed in packaging and dry

However, in the case ohtreatedfeathers and parts of feathers sent directly frioen t
slaughterhouse to the processing plant, the competathority may allow a
derogation from the requiremetotdry the feathergrovided that:

(@) all necessary measures are taken to avoid@ssjlppe spread of disease;

(b) the transport takes placevaterproof containers and/or vehicles which must
be cleansed and disinfected immediately after eaehand

(c) the Member State notifies the Commission wherh glerogation is given.

Movements of pig bristles from regions in whigtiican swine fever is endemic are
prohibited except for pig bristles that have:

(@) been boiled, dyed or bleached; or
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(b)

undergone some other form of treatment whicleedain to kill pathogenic
agents, provided that evidence to this effect isnstted in the form of a
certificate from the veterinarian responsible foe tplace of origin. Factory
washing may not be regarded as a form of treatrdwernthe purposes of this
provision.

3. The provisions of paragraph 1 do not apply toodative feathers or feathers:

(@) carried by travellers for their private use; or

(b) in the form of consignments sent to privateivigials for non-industrial

purposes.

B. End point
4. [Factory-washed wool] may be placed on the ntamkéhout restrictions in

accordance with this Regulation.

CHAPTER VIII
Furs

End point

Furs which have been dried at an ambient tempeeattirl8°C for two days at a humidity of
55% may be placed on the market without restrigimnaccordance with this Regulation.

CHAPTER IX

Apiculture by-products

Apiculture by-products intended exclusively for use@piculture must:

1.

not come from an area which is subject of a ipibbn order associated with an
occurrence of:

(@)

(b)

(©)
(d)

American foulbroodRaenibacillus larvae larvde except where the competent
authority has assessed the risk to be negligibteieid a specific authorisation
for use only in that Member State, and taken dlepinecessary measures to
ensure no spread of that disease;

acariosis (Acarapis woodi (Rennie), except whitre area of destination has
obtained additional guarantees in accordance wititld 14(2) of Directive
92/65/EEC;

small hive beetle (Aethina tumida); or

Tropilaelaps spp. (Tropilaelaps spp); and

120 EN



2. meet the requirements provided for in Articla)3¢f Directive 92/65/EEC.

[CHAPTER X

Rendered fats fromCategory 1 or Category 2 materials for oleochemical purposes

1. Rendered fats derived fro@ategory 1 material ofrom Category 2 material for
oleochemical purposes must be produced using methotb 5 as referred to in
Section IIl of Annex VI

2. Rendered fats derived from ruminant animals rbespurified in such a way that the
maximum level of remaining total insoluble impuwegi does not exceed 0.15 % in
weight.]

CHAPTER XI

Fat derivatives
The following processes may be used to producedavatives from rendered fats derived
from Category 2 material:

1. transesterification or hydrolysis at least 2@, under corresponding appropriate
pressure, for 20 minutes (glycerol, fatty acids astrs);

2. saponification with NaOH 12M (glycerol and saap)
(@) in abatch process at 95 °C for three hours; or
(b) in acontinuous process at 140 °C 2 bars (2h) for eight minutes; or
3. hydrogenation at 160°C at 12 bars (12 000 hPa)2@minutes
CHAPTER XIlI

Horns and horn products, excluding horn meal, and boves and hoof products,
excluding hoof meal, intended for the production obrganic fertilisers or soil improvers

The placing on the market of horns and horn prajwetcluding horn meal, and hooves and
hoof products, excluding hoof meal, intended faa ginoduction of organic fertilizers or soil
improvers shall be subject to the following corahs:

1. they must originate from animals that:

(@) either have been slaughtered in a slaughteegh@iter undergoing an ante-mortem
inspection, and were found fit, as a result of supection, for slaughter for
human consumption in accordance with Union legtator
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(b) did not show clinical signs of any disease camitable through that product to
humans or animals.

they must have undergone a heat treatmenini®hour at a core temperature of at least
80° C;

the horns must be removed without opening theial cavity;

at any stage of processing, storage or transpegty precaution shall be taken to avoid
cross-contamination;

they shall be packed either in new packagingoottainers; or transported in vehicles or
bulk containers which have been disinfected proloading using a product approved
by the competent authority;

the packaging or containers must:
(@ indicate the type of product (horns, horn picid, hooves or hoof products);
(b) be clearly labelled "NOT FOR HUMAN AND ANIMAICONSUMPTION";

(© be marked with the name and address of theroapg or registered
establishment oplant of destination.
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ANNEX XVII
IMPORT, EXPORT AND TRANSIT

SECTION |

SPECIFIC REQUIREMENTS FOR IMPORT AND TRANSIT OF CATEGORY 3
MATERIAL FOR USES IN THE FEED CHAIN OTHER THAN FOR PETFOOD OR

FOR FEED TO FUR ANIMALS

CHAPTER |

As referred to in Article 41(3) of the Animal Bygaucts Regulation, imported consignments
of Category 3 materiand consignments of Category 3 material in transit:

(@)
(b)
(©)

(d)

(€)

EN

must consist of or have been produced fronapaéicable, Category 3 material
referred to in the column "raw materials" of thédwing table;

must comply with the import conditions set authe relevant column of the
following table;

must come from a third country or part of adhgountry listed in the relevant
column of the following table; and

shall be accompanied during transportatiorhéodoint of entry into the Union
where the veterinary checks take place by the Ineattificate referred to in
the relevant column of the following table; or

shall be presented at the point of entry into th@od where the veterinary
checks take place accompanied by a document camedgpy to the model
referred to in the relevant column of the followtadle.
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No. Product Raw Importand transitconditions Third countries' lists Certificatespdel
materials documents
(reference
to
provisions
of the
Animal
By-
products
Regulation
)

1 Processed Materials | (a) The processed animal proteita) In the case of processed animal proteidanex XVIII,
animal referred to] must have been produced |iexcluding fishmeal: Chapter 1
protein in Article | accordance with Annex XIlI,

10 (a), (b),| Section I, Chapter I; and Third countries listed in part 1 of Annex Il fo

(c), (d), Commission Regulation [insert: (EU) NO

(e), (f), | (b) The processed animal proteid06/20104787/2009].

(@), (h),| shall comply with the additional _

@), (), (K), | requirements set out in Chapter [ib) In the case of fishmeal:

() and (m) | to this Section. Third countries listed in the Annex Il to
Commission Decision 2006/766/EC.

2 Blood Materials | The blood products must hay¢a) In the case of blood products frorAnnex XVIII,
products | referred to| been produced in accordance withngulates: Chapter 4(B)
for feed|in Article | Annex Xlll, Section Il, Chapter II.
material 10 (a), Third countries or parts of countries listed|in

(b)) and part 1 of Annex Il tocCommission Regulatio
(EU) No 206/2010, from which imports of all
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(d)

categories of fresh meat of the respec
species are authorised.

(b) In the case of blood products from ot
species:

Third countries listed in part 1 of Annex Il
Commission Regulation (EU) No 206/2010

tive

ner

to

Rendered
fats

(@ In the
case off
rendered
fats

excluding
fish oil:
Materials
referred to
in Atrticle
10 (a), (b),
(€, (d),
e,
@. &

and (m)

(b) In the
case off
fish  oil:
Materials

referred to
in Article
10 (e), (h),
() and (j)

(@) The rendered fat must ha
been produced in accordance w
Annex XIlI, Section Il, Chapte
lll; and

(b) The rendered fat shall comp
with the additional requiremen
set out in Chapter Il to thi
Section.

v€) In the case of rendered fats excluding
itbil:
"
Third countries listed in part 1 of Annex Il
Commission Regulation (EU) No 206/2010

ly
tdb) In the case of fish oil:

S
Third countries listed in the Annex

Commission Decision 2006/766/EC

=

figh) In the case o
rendered fats

excluding fish oil:
to

Annex XVIII,
Chapter 10 (A)

=

(b) In the case 0o
[Gish oil:

Annex
Chapter 9

XVIII,
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4 Milk and| Materials | The milk and the milk-basedAuthorised third countries listed in Annex | té\nnex XVIII,
milk- referred to| products shall comply with theDecision 2004/438/EC Chapter 2
based in Article | requirements set out in Chapter |V
products | 10 (e), (f)| to this Section.

and (h)

5 Gelatine | Materials | The gelatine and the hydrolysedhird countries listed in part 1 of Annex Il tda) In the case of
and referred to| protein must have been produge@ommission Regulation (EU) No 206/201®elatine:
hydro- in Article | in accordance with Annex XIll,and the following countries:
lysed 10 (a), (b),| Section II, Chapter V. Annex XVIII,
protein (d), (e), (KR) The Republic of Korea Chapter 11

and (h) _
(MY) Malaysia (b) In the case of
hydrolysed
(PK) Pakistan protein:
(TW) Taiwan. Annex XVIII,
Chapter 12

6 Dicalcium | Materials | The dicalcium phosphate musThird countries listed in part 1 of Annex Il f[GAnnex XVIII,
phosphate| referred to| have been produced in accordan€ommission Regulation (EU) No 206/201Ghapter 12

in Article | with  Annex XIll, Section Il,| and the following countries:

10 (a), (b),| Chapter VI.

(d) and (e) (KR) The Republic of Korea
(MY) Malaysia

EN

126

EN



(PK) Pakistan

(TW) Taiwan

(MY) Malaysia

(PK) Pakistan

(TW) Taiwan

7 Tri- Materials | The tricalcium phosphate musThird countries listed in part 1 of Annex Il tAnnex XVIII,
calcium referred to| have been produced in accordan€ommission Regulation (EU) No 206/201@hapter 12
phosphate| in  Article | with  Annex XIll, Section Il,| and the following countries:

10 (a), (b),| Chapter VII.
(d) and (e) (KR) The Republic of Korea
(MY) Malaysia
(PK) Pakistan
(TW) Taiwan
8 Collagen | Materials | The collagen must have beefhird countries listed in part 1 of Annex Il tAAnnex XVIII,
referred to| produced in accordance wittCommission Regulation (EU) No 206/201@hapter 11
in Article | Annex XIll, Section II, Chapterand the following countries:
10 (a), (b),| VII.
(d), (e) (KR) The Republic of Korea
and (h)
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Egg
products

Materials
referred to
in Atrticle
10 points
(e), () and
(k)(i)

The egg products must have be
produced in accordance wi
Annex XIlI, Section Il, Chapte
IX.

2érhird countries listed in part 1 of Annex Il

[AANnex XVIII,

trCommission Regulation (EU) No 206/201@hapter 15
rand third countries or parts of third countrjes

from which Member States authorise imparts

of fresh poultrymeat, which are listed in Part

1 of Annex | to Regulation (EC) N
798/2008.

0o
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CHAPTER I

Import of processed animal protein

The following additional requirements shall appby the importation of processed animal
protein:

1.

Before consignments are released for free @t within the Union, the competent
authority must sample processed animal proteam imported consignmentd the
border inspection post to ensure compliance with rdquirements of Annex XIlI,
Section I. The competent authority must:

(@) sample each consignment of products carriédiliky and

(b) carry out random sampling of consignments addpcts packaged in the
manufacturing plant of origin.

However, when six consecutive tests on bulk igmmsents originating in a given third
country prove negative, the competent authority roayy out random sampling of
subsequent bulk consignments from that third cquiitone of these random samples
proves positive, the competent authority carrying the sampling must inform the
competent authority of the country of origin sottha@an take appropriate measures to
remedy the situation. The competent authority & tountry of origin must bring
these measures to the attention of the competéhordy carrying out the sampling.
In the event of a further positive result from g@ne source, the competent authority
must sample each consignment from the same soutitesix consecutive tests again
prove negative.

Competent authorities must keep a record fdeastthree years of the results of
sampling carried out on all consignments that hanaergone sampling.

Where a consignment proves to be positive foma@aellaor enterobacteriaceget
must either:

(@) be dealt with in accordance with the procediaicedown by Article 17(2)(a) of
Directive 97/78/EC; or

(b) reprocessed in a processing plant or deconttedrby a treatment authorised
by the competent authority. The consignment musteareleased until it has
been treated, tested for salmonella by the competathority in accordance
with point 1 of Section | of Annex XIIl, and a ndiy& result obtained.
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CHAPTER Ill

Import of rendered fats

The following additional requirements shall apmttie importation of rendered fats:

Rendered fat shall:

(@)

(b)

(©)

(d)

be entirely or partly derived fromporcine raw material and come from a
country or a part of the territory of a countrydrgom foot-and-mouth disease
for the previous 24 months and free from classsvahe fever and African
swine fever for the previous 12 months,

be entirely or partly derived from poultry ramaterial and come from a
country or a part of the territory of a countrydrifom Newcastle disease and
avian influenza for the previous six months,

be entirely or partly derived from ruminant ramaterial and come from a
country or a part of the territory of a countrydrgom foot-and-mouth disease
for the previous 24 months and free from Rindergestthe previous 12
months, or

where there has been an outbreak of one ofablvementioned diseases
during the relevant period mentioned above, haen Iseibjected to one of the
following heat treatment processes:

- at least 70° C for at least 30 minutes, or

— at least 90° C for at least 15 minutes, and detsHilthe critical
control points are recorded and maintained so that owner,
operator or their representative and, as necestaycompetent
authority can monitor the operation of the planteTinformation
must include the particle size, critical temperatuand, as
appropriate, the absolute time, pressure profde, material feed-
rate and fat recycling rate;
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CHAPTER IV
Import of milk, milk-based products and colostrum

The following requirements shall apply to the imtption of milk and milk-based products:

Milk and milk-based products shall:

(@) have undergone at least one of the treatmentsded for in paragraphs 1.1,
1.2, 1.3 and point (a) of paragraph 1.4 of Part Cleapter IV of Section Il of

1.

Annex XIII;
comply with paragraphs 2 and 4, and, in the cdsvhey, paragraph 3 of Part |

(b)
of Chapter IV of Section Il of Annex XIII.

2. By way of derogation from paragraph 1.4 of Rast Chapter IV of Section II, milk
and milk products may be imported from third coig#trso authorised in Column “A”
of Annex | to Commission Decision 2004/438/EC pdad that the milk or milk

products have undergone a single HTST treatmenhawel been produced:

(@) either at least 21 days before shipping antd dhang this period no case of
foot-and-mouth disease has been detected in thr@texgcountry; or

(b) have been presented at an EU border inspegiish at least 21 days after
production and that during this period no caseoot-Bnd-mouth disease has

been detected in the exporting country.
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SECTION I
SPECIFIC REQUIREMENTS FOR THE IMPORT AND TRANSIT OF ANIMAL BY-
PRODUCTS FOR USES OUTSIDE THE FEED CHAIN FOR FARMED ANIMALS
CHAPTER |

General provisions

1. The importatiorand the transiof the following animal by-products is prohibited:
(@) unprocessed manure;
(b) untreatedfeathers and parts of feathers; and
(c) beeswax in the form of honeycomb.

2. The importationand the transitof non-mineralised guanare not subject to any
animal health conditions.

CHAPTER I
Specific provisions

As referred to in Article 41 paragraphs (2)(c) é8dof The Animal By-products Regulation,
imported consignments of animal by-products anddpets derived therefromand
consignments in transit

(@) must consist of or have been produced from ahby-products referred to in
the column "raw materials" of the following table;

(b) must comply with the imporand transitconditions set out in the relevant
column of the following table;

(c) must come from a third country or part of adhtountry listed in the relevant
column of the following table; and

(d) shall be accompanied during transportatioréogoint of entry into the Union
where the veterinary checks take place by the Inealttificate referred to in
the relevant column of the following table; or

(e) shall be presented at the point of entry into thaodd where the veterinary
checks take place accompanied by a document camedgpy to the model
referred to in the relevant column of the followtagle.
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Product Raw Importand transitconditions Third countries' lists Certificates/

materials model documents
(reference
to
provisions
of the
Animal
By-
products
Regulation
)
Processed Material The processed manure and thEhird countries listed in: Annex XVIII,
manure referred to| processed manure products must Chapter 17
and in Article | have been produced in accordanéd) Part 1 of Annex Il to Commissign
processed| 9 (a) with  Annex XIV, Section 1| Regulation (EU) No 206/2010;
manure Chapter II. o o
products (b) Annex | to Commission Decisign
2004/211/EC; or
(c) Part 1 of Annex | to Commissian
Regulation (EC) No 798/2008.
Blood Material The blood products must hay&he following third countries: (@) In the case o
products, | referred to| been produced in accordance with untreated  bloog
excluding | in Article | Chapter IIl. () in the case of untreated blood products goducts:
from 8 (c) and ungulates:
equidae, | Article 10 _ . . | Annex XVIII,
for  the|(a), (o) Third countries or parts of third countrieg€hapter 4 (C)

133
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manufactu
re of
derived
products
for uses
outside
the feed
chain

and (f))

Regulation (EU) No 206/2010 from whig¢

listed in Part 1 of Annex Il to Commlssmzll:sb) In the case oLf
imports of fresh meat of any domest

ungulate species is authorised and only for
period indicated in column 7 and 8 of t
Part,

Japan

(b) in the case of untreated blood products
poultry and other avian species:

Third countries or parts of third countri
listed in Part 1 of Annex Il to Regulation (E
No 798/2008.

Japan.

(c) in the case of untreated blood products
other animals:

Third countries listed either in Part 1
Annex Il to Commission Regulation (EU) N
206/2010, in Part 1 of Annex | to Regulati
(EC) No 798/2008, or in Part 1 of Annex |
Regulation (EC) No 119/2009.

Japan.

(d) in the case of treated blood products
any species:

Third countries listed in Part 1 to Annex Il

lreated blood
t’fgwreOd ucts:

WA nnex  XVIII,
Chapter 4 (D)

5 Of
eS

C)
5 of

of
o

on
to

of

of
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798/2008 or in Part 1 of Annex | |
Commission Regulation (EC) No 119/2009

Japan.

Commission Regulation (EU) No 206/201
in Part 1 of Annex | to Regulation (EC) No

0,

0]

Blood and
blood
products
from
equidae

Materials
referred to
in Article
10 (a), (b),
(c) and (f)

The blood and the blood produc

shall comply with the requirements
(@) in the case of blood that has been collected

set out in Chapter IV.

1SThe following third countries:

in accordance with point 1 of Chapter IV

been produced in accordance with pg
2(b)(i) of that Chapter:

Third countries or parts of third countri
listed in Annex | to Decision 2004/211/E
from which the importation of equidae f
breeding and production is allowed.

(b) in the case of blood products which hg
been treated in accordance with point 2(b
of Chapter IV of Annex XVI:

Third countries listed in Part 1 of Annex Il

Member States authorise imports of fre
meat of domestic equidae.

Annex XVI or where blood products haye

Regulation (EU) No 206/2010, from whic

Annex XVIII,
Chapter 4(A)

of

int

S
I~
N~

or

ave

(ii)

to
h
2sh

Fresh of
chilled
hides and

Materials
referred to
in Article

The hides and skins shall comg
with the requirements set out

)lfhe hides and skins come from a th
iicountry, or, in the case of regionalisation

irAinnex XVIII,
Bhapter 5(A)

Chapter V points 1 and 3.

accordance with Union legislation, a part af a

EN
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skins  of| 10 (b)(i) third country listed in part 1 of Annex Il {o
ungulates | and (iii) Commission Regulation (EU) No 206/2010,
from which Member States authorise imparts
of fresh meat from the same species.
Treated | Materials | The hides and skins shall compl{a) In the case of treated hides and skins(aj In the case of
hides and referred to| with the requirements set out [ilungulates: treated hides and
skins  of| in Article | Chapter V points 2 and 3. skins of ungulates:
ungulates | 10  (b)(i) Third countries or parts of third countries
and (i) listed in Part 1 to Annex Il to Commissioinnex XVIII,
and (n) Regulation (EU) No 206/2010. Chapter 5(B)
(b) In the case of treated hides and skins (b In the case of
ruminants that are intended for dispatch to|ttreated hides angd
European Union and which have been Kegkins of ruminants
separate for 21 days or will undergo transpamd of equidae
for 21 uninterrupted days before importationthat are intended

Any third country.

for dispatch to the

European  Union
and which have
been kept separa
for 21 days or will
undergo transpor
for 21
uninterrupted day
before
importation:

The official
declaration set ou
in Annex XVIII,
Chapter 5(C)

[e

Uy
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6 Game Materials | The game trophies shall complya) In the case of game trophies referred tp(m) In the case of
trophies | referred to| with the requirements set out (ifChapter VI paragraph 2: game trophies
and other| in Articles | Chapter VI. . referred to in
pre- 9(f) Any third country. Chapter VI
parations | derived ) paragraph 2:
from from wild (b) In the case of game trophies referred tp in
animals | animals Chapter VI paragraph 3: Annex  XVIII,

not _ _ . Chapter 6(A)
suspected (i) Game trophies from birds:

of being _ o . (b) In the case of
infected Third countries listed in Part 1 of Annex | tgame trophies

. Commission Regulation (EC) No 798/2008eferred  to  in
with a :

: from which the Member States authorisepapt Vi
disease : apter
communic imports  of fresh poultrymeat, and th@aragraph 3:
able o following countries:

Annex XVII
humans or ’
GL) Greenland

animals (GL) Chapter 6(B)

and In (TN) Tunisia.

Article 10

(@), (b)(), (i) Game trophies from ungulates:

(i) and

(v) and (n) Third countries listed in the appropriate
columns for fresh meat of ungulates in pait 1
of Annex Il to Commission Regulation (EU)
No 206/2010, including any restrictions laid
down in the column for special remarks for
fresh meat.

7 Pig Materials | The pig bristles must have beg(a) In the case of untreated pig bristles: (@) In case no case
bristles referred to| obtained from animals originating, _ _ African swine

in Article | and slaughtered in alhird countries, or, in the case Ofever has occurred
EN 137
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10 (b)(iv) | slaughterhouse, in the country|a@égionalisation, regions thereof, listed in paduring the 12
origin. 1 of Annex Il to Commission Regulatio| previous months:
(EU) No 206/2010, which are free of African
swine fever for the 12 months prior to the dafédnex XVIII,
of importation. Chapter 7(A)
(b) In the case of treated pig bristles: (b) In case one ar
more cases Of
Third countries listed in part 1 of Annex Il fAfrican swine
Commission Regulation (EU) No 206/2010ever have
which may not be free of African swine fevesccurred  during
for the last 12 months. the previous 12
months:
Annex XVIII,
Chapter 7(B)

8 Un- Materials | The untreatedwool and hair must Any third country For imports of
processed| referred to| be untreated  wool
wool and|in Article and hair, no health
hair 10 (h) and (a) securely enclosed in packaging certificate is

(n) and dry; and required.
(b) sent directly to a plant
producing derived products for
uses outside the feed chain or|an
intermediate plant in conditions
such that any spread of pathogenic
agents is avoided.

9 Processed Materials | The processed feathers or parts éhy third country. For imports df

feathers | referred to| feathers shall comply with the processed feathers
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and parts in Article | requirements set out in Chapter and parts of

of feathers| 10 (b)(v) | VIL. feathers, no health
certificate is
required.

10 Apiculture| Materials | (a) In the case of apiculture byfa) In the case of apiculture by-products) In the case of
by- referred to| products intended for use Inntended for use in apiculture: apiculture by-
products |in Article | apiculture: products intended

10 (e) Third countries listed in part 1 of Annex Il {dor use in

() The apiculture by-productsCommission Regulation (EU) No 206/2010 apiculture:

have been subjected to |a

temperature of -12°C or lower for Annex XVIII,

at least 24 hours; or Chapter 13

(i) In the case of wax, the material

has been rendered and refined o ) A

before importation. (b) In the case of beeswax for purposéser E,gelsr\',v;xe Casefoor

(b) In the case of beeswax fpthan feeding to farmed animals purposes other

purposes other than feeding to . than feeding tg

farmed animalsthe beeswax has™ Y third country. farmed animals

been refined or rendered befare

importation. A commercial
document
attesting the
refinement o]
rendering.

11 Bones and Materials | The products shall comply with theAny third country. The products shall
bone referred to| requirements set out in Chapter be accompanied
products | in Article | VIII. by:

(excluding| 10 (a) and
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bone (b)(i), (iii), -
| G e 2, conmerse)
Egms and out in Chaptet
oroducts VIII point 2; and
(excluding (b) a declaration
horn of the importer in
meal) and accordance  with
hooves Annex XVIII,
and hoof Chapter 16 in at
product_s least one officia
(excluding language of the
hoof Member State
meal) for through which the
uses other consignment first
than  as enters the Union
feed _ and in at least ong
mater!al, official language
organic of the Member
fertiliser State of
or soll destination.
improver
12 Petfood | (a) In thel The petfood and the dogchewg&) In the case of raw petfood: (@) In the case df

and case off must have been produced |in canned petfood:
dogchews | raw accordance with Annex XV Third countries listed in part 1 of Annex Il to

petfood: | Chapter IL. Commission Regulation (EU) No 206/2010A\nnex XVIII,

in Annex | to Decision 94/984/EC, or |Chapter 3(A)

Materials Annex | to Commission Regulation (EC) No

referred to 798/2008, from which Member State) In the case o

in Article authorise imports of fresh meat from the sgrpgocessed petfoo

species and where only bone in meat

gt¢her than canne
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35 (a)(iil)

authorised.

In the case of fish materials, third countr

listed in Annex Il to Commission DecisiorChapter 3(B)

petfood:

esnnex XVIII,

=

=R

(b) In the 2006/766/EC.
case of (c) In the case 0o
processed (b) In the case of dogchews and petfood ottdrgchews:
petfood than raw petfood:
and Annex XVIII,
dogchews: Third countries listed in part 1 of Annex Il tcChapter 3(C)
Commission Regulation (EU) No 206/2010,
Materials and the following countries: (d) In the case o
referred to raw petfood:
in  Article (JP) Japan
35  (a)(i) Annex XVIII,
and (ii) (EC) Ecuador Chapter 3(D).
(LK) Sri Lanka
(TW) Taiwan
13 Fla- Materials | The flavouring innards must hay&hird countries listed in part 1 of Annex Il tAnnex XVIII,
vouring referred to| been produced in accordance witBommission Regulation (EU) No 206/201@hapter 3(E)
innards in Article | Annex XVI, Chapter Ill. from which Member States authorise imparts
for the| 35 (a) of fresh meat from the same species and
manu- where only bone in meat is authorised.
facture of
petfood In the case of flavouring innards from fish
materials, third countries listed in Annex Il to
Commission Decision 2006/766/EC.
14 Animal (@) The products shall comply with the (a) In the cat@animal by-products for the (a) In the case
by- Materials animal by-
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products
for the
manu-
facture of
petfood
and of
derived
products
for uses
outside
the feed
chain

referred to
in Article
10 (@) to
(k)

(b) In the
case of]
materials
for the
manu-
facture of
petfood,
materials
referred to
in Article
8 (c)

requirements set out in Chapter |

Xmanufacture of petfood:

(i) In the case of animal by-products frg
bovine, ovine, caprine, porcine and equ
animals, including farmed and wild animals

Third countries or parts of third countri
listed in part 1 of Annex Il to Commissic
Regulation (EU) No 206/2010, from whig
imports of fresh meat for human consumpt
is authorised.

(i) Raw material from poultry includin
ratites:

Third countries or parts of third countri
from which Member States authorise impg
of fresh poultrymeat, which are listed in Pat
of Annex | to Commission Regulation (E(
No 798/2008.

(i) Raw material from fish:

Third countries listed in Annex Il t
Commission Decision 2006/766/EC.

mammals and leparopidae:

Third countries listed in Part 1 of Annex Il
Commission Regulation (EU) No 206/2010

(iv) Raw material from other wild land

products for the
manufacture  of
Mrocessed
in:tfood:

Annex XVIII,
e€hapter 3(F)
n

sifb) In the case o
animal by-
products for the
manufacture  of
Jproducts for use
outside the feed
chain:

S

rsnnex
t§J‘,hapter8

XVIII,

to
or

in part 1 of Annex | to Regulation (EC) No

f

i

i

)
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798/2008.

(b) In the case of animal by-products for {
manufacture of pharmaceuticals:

Third countries listed in part 1 of Annex I

Commission Regulation (EU) No 206/201

in Part 1 of Annex | to Commissiq
Regulation (EC) No 798/2008 or in Part 1
Annex | to Commission Regulation (EC) N
119/2009, and the following third countries:

(JP) Japan
(PH) Philippines
(TW) Taiwan.

(c) In the case of animal by-products for {
manufacture of products for uses outside
feed chain, other than pharmaceuticals:

Third countries listed in part 1 of Annex I
Commission Regulation (EU) No 206/20
from which imports of that Category of fre
meat of the respective species is authorise
Part 1 of Annex | to Commission Regulati
(EC) No 798/2008, in Part 1 of Annex I
Commission Regulation (EC) No 119/20(
or, in the case of material from fishhird
countries listed in Annex Il to Commissi
Decision 2006/766/EC

he

[0
0,

of
\[e]

he
the

to
10
5h
d, in
on
to
D9,

on
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15 Animal Materials | The products shall comply with thel'hird countries listed in part 1 of Annex Il tAnnex XVIII,
by- referred to| requirements set out in Chapter IXCommission Regulation (EU) No 206/201@hapter 3(D)
products |in Atrticle from which Member States authorise imparts
for use in| 10 (a) and of fresh meat from the same species and
raw (b)(i) and where only bone in meat is authorised.
petfood (i)

In the case of fish materials, third countrjes
listed in Annex Il to Commission Decision
2006/766/EC.

16 Animal Materials | The products shall comply with theél'hird countries listed in part 1 of Annex Il tAnnex XVIII,
by- referred to| requirements set out in Chapter IXCommission Regulation (EU) No 206/201@hapter 3(D)
products |in Article in Annex | to Commission Regulation (EC)
for use in| 10 (a) to No 798/2008 from which Member States
feed for| (k) authorise imports of fresh meat from the same
farmed fur species and where only bone in meat is
animals authorised.

In the case of fish materials, third countries
listed in Annex Il to Commission Decision
2006/766/EC.

17 Rendered | Materials | The rendered fats shall complyhird countries listed in part 1 of Annex Il tAnnex XVIII,
fats  for| referred to| with the requirements set out ifCommission Regulation (EU) No 206/2010] Chapter 10(A)
oleo- in Article | Chapter X.
chemical |9 of
purposes | Regulation

(EC) No
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18 Fat deri{ Materials | The fat derivatives shall comp|yAny third country. (@) In the case
vatives referred to| with the requirements set out fin fat derivatives for

in Article | Chapter XI. uses outside th

9 (c), (e) feed chain:

and (f) and

in Article Annex XVIII,

10 (a), Chapter 14(A)

g?l)éll)(,e) R (b) In the case o
fat derivatives for
use as feed or fq
uses outside th
feed chain:
Annex XVIII,
Chapter 14(B)

19 Photo- Materials | The imported photogelatine shalPhotogelatine may only be imported frorAnnex XVIII,
gelatine referred to| comply with the requirements seestablishments of origin in the United Stat€hapter 19

in Article | out in Chapter XII. and in Japan that are authorised in accordance
8(b)and 10 with Chapter XII.

20 Rendered | Materials | The rendered fats shall complyhird countries listed in part 1 of Annex Il tAnnex XVIII,
fats  for| referred to| with the requirements set out irTCommission Regulation (EU) No 206/20{LChapter 10(C)
certain in Articles | Chapter XIII. and, in the case of fish materials, thjrd
purposes |8, 9 and countries listed in Annex Il to Commission
outside 10 Decision 2006/766/EC.
the feed
chain
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21

Horns ang
horn
products,
excluding
horn meal,
and
hooves
and hoof
products,
excluding
hoof meal,
for the
pro-
duction of
organic
fertilisers
or soll

improvers

Materials

referred to
in Article
10 (a), (b),
(h) and (n)

The products shall comply with th
requirements set out in Chapt
XIV.

éAny third country.
er

Annex
Chapter 18

XVIII,

EN
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CHAPTER IlI

Import of blood and blood products, excluding fromequidae, for the manufacture of

derived products for uses outside the feed chain

The following requirements shall apply to the impoir blood and blood products, excluding
from equidae, for the manufacture of derived presifmr uses outside the feed chain:

1.

The blood products must originate from a plantthe production of derived products
for uses outside the feed chain which meets theifspeonditions laid down in this
Regulation or from the establishment of collection.

The blood from which blood products for the nfacture of derived products for uses
outside the feed chain are produced must have ckmtted:

(@) in slaughterhouses approved in accordancelitbn legislation;

(b) in slaughterhouses approved and supervisetidogampetent authority of the
third country; or

(c) from live animals in facilities approved andpswised by the competent
authority of the third country.

In the case of blood products for the manufactirderived products for uses outside
the feed chain which have been derived from anintEonging to the taxa
Artiodactyla, Perissodactyla and Proboscidea, dholy their crossbreeds, they must
comply with the conditions of either point (a) 0):(

(@) the products have undergone one of the follgviieatments guaranteeing the
absence of pathogens of the diseases referredotanh (b):

(1) heat treatment at a temperature of 65°C forleaist three hours,
followed by an effectiveness check,

(i) irradiation at 25 kGy by gamma rays, followéy an effectiveness
check,

(i)  heat treatment of at least 80 °C throughdwiit substance, followed by
an effectiveness check,

(iv)  in the case of animals other than Suidae aagh$suidae only: change
in pH to pH 5 for two hours, followed by an effe@ness check;

(b) in case of blood products not treated in acaoce with point (a) the products
originate from a country or region:
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(1) where no case of rinderpest, peste des petitsnants and Rift Valley
fever has been recorded for 12 months and in wiackination has not
been carried out against those diseases for atlli2asonths.

(i)  where no case of foot-and-mouth disease hasnbeecorded for
12 months and in which vaccination has not beenecthiout against
this disease for at least 12 months

or

where no case of foot-and-mouth disease has beerdezl for 12 months and
in which vaccination programmes against foot-and#inodisease are
being officially carried out and controlled in dostie ruminant animals
for at least 12 months; in this case, following Hweder check provided
for in Directive 97/78/EC, and in accordance wikte tconditions laid
down in Article 8(4) of that Directive, the prodsatust be transported
directly to the registered establishment or plahdestination and all
precautions, including safe disposal of waste, edws surplus material,
must be taken to avoid risks of spreading disemsasimals or humans.

In addition to point (i) and (ii), in the case afimals other than Suidae and
Tayassuidae, one of the following conditions mestbmplied with:

- in the country or region of origin no case ofieakar stomatitis and
bluetongue (including the presence of seroposiéimenals) has
been recorded for 12 months and vaccination habeet carried
out against those diseases for at least 12 monttigisusceptible
species,

- following the border check provided for in Direwet 97/78/EC, and
in accordance with the conditions laid down in élgi8(4) of that
Directive, the products must be transported diyetctlithe plant of
destination and all precautions, including safgatsl of waste,
unused or surplus material, must be taken to avwks of
spreading diseases to animals or humans.

In addition to point (i) and (ii), in the case ofiiae and Tayassuidae, in the
country or region of origin no case of swine vekiculisease, classical
swine fever and African swine fever has been remribr at least 12
months, vaccination has not been carried out agtinse diseases for at
least 12 months and one of the following conditiarescomplied with:

- in the country or region of origin no case o$ieallar stomatitis
(including the presence of seropositive animals) leeen recorded
for 12 months and vaccination has not been caoigdgainst this
disease for at least 12 months in the suscepiideiss,

- following the border check provided for in Ditee 97/78/EC,
and in accordance with the conditions laid dowriticle 8(4) of
that Directive, the products must be transportegctly to the
registered establishment or plant of destinatiah @hprecautions,
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4.

1.

including safe disposal of waste, unused or surpiagerial, must
be taken to avoid risks of spreading diseasesitoas or humans.

In the case of blood products for the manufactirderived products for uses outside
the feed chain which have been derived from powdimg other avian species, they
must comply with the conditions of either point ¢a)b):

(@) the products have undergone one of the follgWiaatments guaranteeing the
absence of pathogens of the diseases referredotmni (b):

(1) heat treatment at a temperature of 65°C forleaist three hours,
followed by an effectiveness check,

(i) irradiation at 25 kGy by gamma rays, followéy an effectiveness
check,

(i)  heat treatment of at least 70°C throughouwitisubstance, followed by
an effectiveness check;

(b) in case of blood products not treated in acaoce with point (a) the products
originate from a country or region:

® which has been free from Newcastle disease lagtly pathogenic
avian influenza as defined in the Terrestrial Aritdaalth Code of the
OIE,

(i) which during the last 12 months has not caroeit vaccination against
avian influenza,

(i)  where the poultry or other avian species frammich the products
derive have not been vaccinated against Newcastease with
vaccines prepared from a Newcastle disease mdsaém showing a
higher pathogenicity than lentogenic virus strains.

CHAPTER IV
Import of blood and blood products from equidae

The blood must comply with the conditions sdtiayoint 1(a) of Chapter IV of Annex
XVI and must be collected under veterinary supemiither in:
(@) slaughterhouses

() approved in accordance with Regulation (EC)8%3/2004; or

(i) approved and supervised by the competent aityhaof the third country; or

(b) facilities approved, furnished with a veteryapproval number and supervised by
the competent authority of the third country foe thurpose of collecting blood
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2.

from equidae for the production of blood productsgurpose®ther than feeding
for farmed animals

The blood products must comply with the condsicet out in point 2 of Chapter IV of
Annex XVI.

In addition, the blood productgferred to in point 2(b)(i) of Chapter IV of AnnegVI
must be produced from blood collected from equidheh have been kept for a period
of at least three months, or since birth if lesmtthree months old, prior to the date of
collection on holdings under veterinary supervisionthe third country of collection
which during that period and the period of blootlemtion has been free of:

(@) African horse sickness in accordance with Aetico(2)(a) of Directive
90/426/EEC;

(b) Venezuelan equine encephalomyelitis for a jgeoioat least two years;
(c) glanders:
(i) for a period of three years; or

(i) for a period of six months where the animadsé shown no clinical signs of
glanders Burkholderia malle during the post-mortem inspection in the
slaughterhouse referred to in paragraph 1(a), dnetpa careful examination
of mucous membranes from the trachea, larynx, nesaties and sinuses
and their ramifications, after splitting the head the median plane and
excising the nasal septum;

(d) vesicular stomatitis for six months.

Blood products must come from an approved orstexgd establishment or plant
approved by the competent authority of the thirdrtoy.

Blood and blood products shall be packed anellkedhin accordance with point 3(a) of
Chapter IV of Annex XVI.

CHAPTER V
Import of hides and skins of ungulates

Fresh or chilled hides and skins may be impafted

(@) they come from a third country referred toha applicable column of row 4 of
Chapter Il which, as appropriate to the specieseored:

(i) for at least 12 months before dispatch, has\ldeze from the following
diseases:

— classical swine fever,

—  African swine fever, and
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(ii)

— rinderpest, and

has been free for at least 12 months befospatch from foot-and mouth
disease and where, for 12 months before dispatehjaccination has
been carried out against foot-and-mouth disease;

(b) they have been obtained from:

(i)

(ii)

(iii)

(iv)

animals that have remained in the territorythed country of origin for
at least three months before being slaughteredoe $irth in the case
of animals less that three months old,

in the case of hides and skins from bi-ungegatanimals that come
from holdings in which there has been no outbreatoat-and mouth
disease in the previous 30 days, and around whitttina radius of 10
km there has been no case of foot-and-mouth disea86 days,

in the case of hides and skins from swinejnais that come from
holdings in which there has been no outbreak ofnewesicular
disease in the previous 30 days, or of classicalflican swine fever in
the previous 40 days, and around which within ausadf 10 km there
has been no case of these diseases for 30 days, or

animals that have passed the ante-mortem thealipection at the
slaughterhouse during the 24 hours before slaugidhave shown no
evidence of foot-and-mouth disease, rinderpesgsidal swine fever,
African swine fever or swine vesicular disease; and

(c) they have undergone all precautions to avaidmeamination with pathogenic
agents.

Treated hides and skins may be imported if:

(@) they come either from:

(i)

(ii)

(iii)

a third country or, in the case of regionalisatin accordance with
Union legislation, from a part of a third countappearing on the list
set out in point (a) of the applicable column ofre of Chapter Il from
which imports of fresh meat of the correspondingecsgs are
authorised and they have been treated as refesrsdAnnex |, point
40 (a), (b) and (c);

a third country appearing on the list set mupoint (a) of the applicable
column of row 5 of Chapter Il and they have beeatd as referred to
in Annex I, point 40 (c) or (d); or

equidae or ruminant animals from a third coyrappearing on the list
set out in point (b) of the applicable column oiwré of Chapter I,

which have been treated as referred to in Annewiht 40 (a), (b) and
(c) and after treatment have been kept separatd feast 21 days; and
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(b) in the case of salted hides and skins tranegdy ship, they have been treated
as referred to in Annex I, point 4B) or (c) and have been kept separated after
treatment during transportation for at least 14sdaythe case of the treatment
referred to in point (b) or seven days in the aafsthe treatment referred to in
point (c) before importation and the health ceséife accompanying the
consignment attests such treatment and the duratithre transportation.

3. Fresh, chilled or treated hides and skins ofulatgs must be imported in containers,
road vehicles, railway wagons or bales sealed byctmpetent authority of the third
country of dispatch.

CHAPTER VI
Import of game trophies and other preparations fromanimals

1. Game trophies or other preparations from animaigh fulfil the conditions referred
to in Annex XVI Chapter VI points B (a) and C.1 mée imported without
restrictions.

2. Treated game trophies or other preparations fiooas and ungulates, being solely
bones, horns, hooves, claws, antlers, teeth, lmdskins, from third countries may be
imported if they comply with the requirements of ieex XVI, Chapter V| points
C.2.(a), (i) to (iii) and (b)(i) and (ii).

However, in the case of dry-salted or wet-salte@dsstransported by ship, the skins
need not be salted 14 days before dispatch, provic they are salted for 14 days
before importation.

3. Game trophies or other preparations from bindg angulates consisting of entire
anatomical parts, not having been treated in anymay be imported if:

(&) they come from animals originating in an areé subject to restrictions as a
result of the presence of serious transmissibleagiss to which animals of the
species concerned are susceptible;

(b) they were packaged without being in contachvather products of animal
origin likely to contaminate them, in individualrahsparent and closed
packages so as to avoid any subsequent contanmnatio

CHAPTER VII
Import of processed feathers and parts of feathers

Processed feathers and parts of feathers may letedpf:

(@) they are treated decorative feathers, treaathérs carried by travellers for
their private use or consignments of treated featkent to private individuals
for non-industrial purposes; or
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(b) they are accompanied by a commercial docum@ating that the feathers or
parts of feathers have been treated with a stearentwor by another method
ensuring the inactivation of pathogens and arersgcenclosed in packaging
and dry.

CHAPTER VI

Import of bones and bone products (excluding bone aal), horns and horn products
(excluding horn meal) and hooves and hoof produci{gxcluding hoof meal) intended for
use other than as feed material, organic fertilizes or soil improvers

1. Bones and bone products (excluding bone meaihshand horn products (excluding
horn meal) and hooves and hoof products (excludowf meal) may be imported to
produce derived products for uses outside the twdded chain if:

(@) the products are dried before export and niledhor frozen;

(b) the products are conveyed only by land andfs®a their country of origin
direct to a border inspection post in the Union angl not transhipped at any
port or place outside the Union;

(c) following the document checks provided for inrdative 97/78/EC, the
products are conveyed directly to the registeraedbiishment or plant of
destination.

2. Each consignment must be accompanied by a cocrahdocument stamped by the
competent authority supervising the establishméndrigin, including the following
information:

(&) the country of origin,
(b) the name of the establishment or plant of pctida,

(c) the nature of the product (dried bone/dried éb@noduct/dried horns/ dried
horn products/dried hooves/dried hoof products), an

(d) the fact that the product was:
(i) derived from healthy animals slaughtered itaaighterhouse, or
(i) dried for 42 days at an average temperaturat ¢téast 20° C, or
(i) heated for one hour to at least 80°C to theedbefore drying, or
(iv) ashed for one hour to at least 800°C to thre tefore drying, or

v) underwent an acidification process such thatgh was maintained at
less than 6 to the core for at least one hour bedloying, and is not
intended at any stage to be diverted for any udead, feed material,
organic fertilizers or soil improvers.
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3. On dispatch to the Union territory, the matenmlst be enclosed in sealed containers
or vehicles or carried in bulk in a ship. If tranged in containers, the containers, and
in all cases all the accompanying documents, meat the name and the address of
the registered establishment or plant of destinatio

4. Following the border check provided for in Diiee 97/78/EC, and in accordance
with the conditions laid down in Article 8(4) ofahDirective, the material must be
transported direct to the registered establishroeptant of destination

5. Records must be kept of the quantity and natfitee material, during manufacture,
in such a way as to ensure that the material haslicbeen used for the intended
purposes.

CHAPTER IX

Import of animal by-products for the manufacture of feed for farmed fur animals,
petfood and derived products for uses outside theeéd chain

Animal by-products intended for the manufacturéeefd for farmed fur animals, petfood, and
for derived products for uses outside the feedrchay be importegrovided that

1. the animal by-productbiave been deep-frozen at the plant of origin orehbgen
preserved in accordance with Union legislation uths a way to prevent spoiling
between dispatch and delivery to #stablishment oplant of destination;

2. the animal by-productiave undergone all precautions to avoid contandnatvith
pathogenic agents;

3. the animal by-product&ere packed in new packaging preventing any legkage

4. following the border checks provided for in Ritige 97/78/EC, and in accordance

with the conditions laid down in Article 8(4) ofahDirective, theanimal by-products
are transported directly either:

(a) to a petfood plant or a registered establishroemlant of destination, which
has given the guarantee that the animal by-prodiia8 be used only for the
purpose of producing the products for which it hasn registered or approved,
as applicable, as specified by the competent aityhibmecessary, and shall
not leave the plant untreated other than for didéesptosal; or

(b) to an establishment or plant which has beerraagd in accordance with
Article 24 (1)(h) of the Animal By-products Regudat;

(c) to aregistered user or collection centre, Wiias given the guarantee that the
animal by-products shall be used only for permifpedposes, as specified by
the competent authority if necessary; or

(d) to an establishment or plant which has beerrayggo in accordance with
Article 24(1)(a) of the Animal By-products Regutatj

155 E N



EN

5.1.

5.2.

5.3.

and

in the case of raw material for petfood prdutuncreferred to in Article 35(a)(ii) of the
Animal By-products Regulatiomhe raw materiakhall:

(@) be marked in the third country before entry itite territory of the Union by a
cross of liquefied charcoal or activated carbon,each outer side of each
frozen block,or, when the raw material is transported in palletsich are not
divided into separate consignments during transgorthe petfood plant of
destination, on each outer side of each palletsuch a way that the marking
covers at least 70 % of the diagonal length ofsille of the frozen block and is
at least 10 cm in width;

(b) in the case of material which is not frozen, marked in the third country
before entry into the territory of the Union by apng it with liquefied
charcoal or by applying charcoal powder in suchay what the charcoal is
clearly visible on the material;

(c) be transported directly to:
(i) the petfood plant of destination in accordandth point 4(a) above; or

(i)  an establishment or plant of destination whidms been approved in
accordance with Article 24 (1)(h) of the Animal Byeducts
Regulation, in accordance with point 4(b) above dran there
directly to the petfood plant referred to under fijovided that the
plant of destination:

— only handles material covered by this point 6.1, or

— only handles material destined for a petfood pkmtreferred to
under (i);

and

(d) be manipulated to remove the marking providediri (a) and (b) only in the
petfood plant of destination and only immediatetiopto use of the material
for the manufacture of petfood,;

in the case of consignmentsade up of raw material, which has been treated as
referred to in 6.1 above and other non-treatedmaterial, all the raw materials in the
consignmenhave beemarked as laid down in point 6.1(a) and (b) above.

the marking referred to in points 6.1 (a) g¢bhyl and 6.2 remains visible from the
dispatch and until the delivery to the petfood plairdestination.

In the petfood plant of destination, raw materia petfood production referred to in
Article 35(a)(ii)) of the Animal By-products Regubet shall be stored before
production under conditions authorised by the cammpe authority, which allow
official controls on the amounts of material re@aly used for production and
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disposed of, if applicable. The competent authariy authorise the operator of the
petfood plant to store such materials together \@#tegory 3 material.

CHAPTER X
Import of rendered fats from Category 2 material far oleochemical purposes

Rendered fats derived from Category 2 materey} fve imported if they are destined
for processing using a method that at least mbetstandards of one of the processes
described in Annex XVI, Chapter X.

The rendered fats must be conveyed by land ams&@ from the country of origin
direct to a border inspection post in the Union.

Following the checks provided for in Directivé/88/EC, and in accordance with the
conditions laid down in Article 8(4) of that Diréat, rendered fats must be directly
transported to aestablishment or plant registered for the productaf Category 2
oleochemicalsvhere they are to be processed into fat derivative

The health certificate accompanying the consgmrmust state that:

(@) the rendered fats will not be diverted for aise other than further processing
by a method that at least meets the standardseobfbtine processes referred to
in Annex XVI, Chapter X; and

(b) the resulting fat derivatives shall only be dise organic fertiliser or soil
improvers or other uses outside the feed chainerothan in cosmetics,
pharmaceuticals and medical devices.

The health certificate referred to in paragrdpimust be presented to the competent
authority at the border inspection post at the fa@nt of entry of the goods into the
Union, and thereafter a copy must accompany theigoment until their arrival at the
plant of destination.

CHAPTER XI
Import of fat derivatives

Fat derivatives may be imported if the healthrtiteate accompanying the
consignment states:
(@) whether the fat derivatives derive from Catgdgbor 3 materials;

(b) in the case of fat derivatives produced fronteGary 2 material, that the
products:
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(1) have been produced using a method that at teasts the standards of
one of the processes referred to in Annex XVI, @G&ay and

(i) shall only be used in organic fertiliser orilsenprovers or other uses
outside the feed chain, other than in cosmeticaymhceuticals and
medical devices.

The health certificate provided for in paragrdpmust be presented to the competent
authority at the border inspection post at the facint of entry of the goods into the
Union, and thereafter a copy must accompany theigoment until its arrival at the
plant of destination.

Following the checks provided for in Directivé/88/EC, and in accordance with the
conditions laid down in Article 8(4) of that Direéa, the fat derivatives shall be
transported directly to thegistered establishment ptant of destination.

CHAPTER XII

Import of photogelatine

Gelatine which has been produced from mateaataining bovine vertebral column
classified as Category 1 material in accordancé Witicle 8(b) of the Animal By-

products Regulation and which is intended for theotpgraphic industry
(photogelatine) may be imported, provided the pgelatine:

(@) originates from one of the establishments imtgid in the following table;
(b) has been produced in accordance with pointtBisfChapter;

(b) is imported through one of the border inspecpoints of first entry indicated
in the following table; and

(c) is destined for production in an approved pgaphic factory indicated in the
following table.
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Table: Import of photogelatine

Third country of| Plants of origin | Member State pBorder Approved
origin destination inspection post photographic
of first entry factories
Japan Nitta Gelatin| The Netherlandg Rotterdam FUJIFILM
Inc., Europe B.V,,
2-22  Futamata Oudenstaart 1
Yao-City, Osaka 5047 TK Tilburg,
581-0024 Japan The Netherlands
Jellie Co. Ltd-
7-1,
Wakabayashi 2t
Chome,
Wakabayashi-
ku,
Sendai-City;
Miyagi,
982 Japar
NIPPI Inc.
Gelatine
Division
1  Yumizawa-
Cho
Fujinomiya City
Shizuoka
418-0073 Japan
Nitta Gelatin| United Kingdom| Liverpool Kodak Ltd.
Inc., Felixstowe Headstone Drive
2-22  Futamata Heathrow Harrow, MIDDX,
Yao-City, Osaka HA4 4TY,
581-0024 Japan The United
Kingdom
Czech Republic| Hamburg FOMA
BOHEMIA spol.
S.r.o.
Jana KruSinky
1604
501 04 Hradec
Kralove,
The Czech
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United States o
America

Republic
f Eastman Luxembourg Antwerp DuPont Teijin
Gelatine Zaventem Luxembourg SA
Corporation, Luxembourg | PO Box 1681
227 Washingtor L-1016
Street, Luxembourg
Peabody,
MA, 01960
USA
Gelita North United Kingdom Li\_/erpool Kodak L'Fd.
America, Felixstowe Headstone Drive,
2445 Port Neal Heathrow Harrow, MIDDX,
: HA4 4TY
Industrial Road The Unitea
Sergeant Bluff, Kinadom
lowa, 51054 9
USA
Czech Republic| Hamburg FOMA
BOHEMIA spol.
S.r.o.
Jana KruSinky
1604
501 04 Hradec
Kralove,
The Czech
Republic

Once the photogelatine has entered the Memlage 8t destination, it shall not be
traded between Member States but shall only be us#te approved photographic
factory in the same Member State of destination anbkly for photographic
production purposes.

Following the checks provided for in Directivé/B8/EC, and in accordance with the
conditions laid down in Article 8(4) of that Direat, the photogelatine shall be
transported directly to the approved photographitdry of destination.

The transport referred to in point 3 shall beied out in vehicles or containers in
which the photogelatine is physically separatedhfany products intended for food
or feed.

In the approved photographic factory of destoimatthe operator shall ensure that
any surpluses or residues of and other waste akfigen the photogelatine are:
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(@) transported in sealed leak-proof containersllath ‘for disposal only' in
vehicles under satisfactory hygiene conditions;

(b) disposed of in accordance with Article 12 (aji The Animal By-products
Regulation or exported to the country of originaccordance with Regulation
(EC) No 1013/2006.

6. Photogelatine shall be produced according tdath@wing:

(@) Photogelatine shall only be produced in plavitech do not produce gelatine
for food or feed intended for dispatch to the E@ap Union, and which are
approved by the competent authority of the thirdntoy concerned.

(b) Photogelatine shall be produced by a procestsethsures that raw material is
treated by processing method 1 as referred to atid®elll of Annex VI or
subjected to a treatment with acid or alkali foteatst two days, washing with
water, and:

(i) following an acid treatment, treating with dlikee solution for at least 20
days; or

(i) following an acid treatment, treating with acid solution for 10 to 12
hours.

The pH must then be adjusted and the materialipdrify means of filtration
and sterilisation at 138-140°C for 4 seconds.

(c) After having been subjected to the processrmedeto in point (b), the
photogelatine may undergo a drying process andrendygpropriate, a process
of pulverisation or lamination.

(d) The photogelatine shall be wrapped, packagedein packages, stored and
transported in sealed leak-proof, labelled containem a vehicle under
satisfactory hygiene conditions. If leakage is obse, the vehicle and
containers shall be thoroughly cleaned and inspdwtéore re-use.

(e) Wrapping and packages containing the photagelanust carry the words
‘photogelatine for the photographic industry only'.

CHAPTER Xl
Import of rendered fats for certain purposes outsi@ the feed chain

Rendered fats may be imported for purposes othar the production of feed for farmed
animals, of cosmetics, of medicinal products omefdical devices, provided:

(@) they are derived from animal by-products ref@rto in Article 8 point (c),
Article 9 points (d) and (f)(i) or Article 10 of ¢h Animal By-products
Regulation;
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(b)

(©)

(d)
(€)

they have been processed by pressure stedhsait in accordance with one of
the methods referred to in Section Il of Annex VI,

they have been marked before shipment to tliedean Union, by a registered
establishment, plant or operator, in accordanck matints 1 and 2 of Section
V of Annex X;

they are transported under conditions whiclvgmé contamination;

they bear labels, on the packaging or contaimicating "NOT FOR HUMAN
OR ANIMAL CONSUMPTION".

CHAPTER XIV

Import of horns and horn products, excluding horn neal,
and hooves and hoof products, excluding hoof meal,

intended for the production of organic fertilizers or soil improvers

Horns and horn products, excluding horn meal, avavés and hoof products, excluding hoof
meal, intended for the production of organic feadits or soil improvers, may be imported,

provided.

1. they have been produced in accordance with €@hxpptof Annex XVI,

2. they are conveyed following the veterinary cleetkthe border inspection poat the
point of entry into the Unioprovided for in Directive 97/78/EC, and in accordanvith
the conditions laid down in Article 8(4) of thatrBctive, directly to an approvear
registered establishment pfant.
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SECTION IlI

TRADE SAMPLES

[..]
SECTION IV

SPECIFIC REQUIREMENTS FOR TRANSIT AND EXPORT OF ANI MAL BY-
PRODUCTS

1. This Section shall apply to the specific movetaarf animal by-product
consignments coming from and destined to the Ru$xaeration directly or via
another third country, by road or by rail througk European Union, between
designated Union border inspection posts listefinnex to Decision 2001/881/EC.

2. Member States shall authorise specific movenrefésred to in point 1, provided
that the following conditions are met:

(@) the consignment shall be sealed with a senmlmbered seal at the border
inspection post of entry to the EC by the vetesirsarvices of the competent
authority;

(b) the documents accompanying the consignmentefaded to in Article 7 of
Directive 97/78/EC shall be stamped “ONLY FOR TRANSO RUSSIA
VIA THE EC” on each page by the official veterirariof the competent
authority responsible for the border inspectiontpos

(c) the procedural requirements provided for indet11 of Directive 97/78/EC
shall be complied with;

(d) the consignment is certified as acceptabléréorsit on the Common

Veterinary Entry Document by the official veteriizar of the border inspection

post of introduction.

5. Unloading or storage, as defined in Article 32{#Article 13 of Directive 97/78/EC
of such consignments shall not be allowed on thr@dey of a Member State.

6. Regular audits shall be made by the competehbsty to ensure that the number of

consignments and the quantities of products leathiagJnion territory matches the
number and quantities entering.

SECTION V

LISTING OF ESTABLISHMENTS AND PLANTS IN THIRD COUNT RIES
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As referred to in the second subparagraph o€lard1(4), lists of establishments
and plants in third countries shall be entered iheoTRACES system in accordance
with technical specifications which are publishgdtie Commission on its website.

Each list shall be kept up-to-date regularly.
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ANNEX

XVIII

MODEL HEALTH

CERTIFICATES

The model health certificates in this Annex shpjpls to the importation from third countries
and to the transit through the European Union ef @himal by-products and the derived

products referred to in the respective model headttificates.
Notes
(a) Veterinary certificates shall be produced by [thf) When the certificate, including addition

exporting country, based on the models appearirtiisn
Annex, according to the layout of the model t
corresponds to the animal by-products concernedy |
shall contain, in the numbered order that appeathe
model, the attestations that are required for dird {
country and, as the case may be, those suppleme
guarantees that are required for the exportingdt
country or part thereof.

(b) Where the model certificate states that cert
statements shall be kept as appropriate, statem
which are not relevant may be crossed out andailtetl
and stamped by the certifying officer, or compiet
deleted from the certificate.

(c) The original of each certificate shall consita
single sheet of paperboth sides, or, where more text
required; it shall be in such a form that aleets of
paper needed are part of an integrated whole
indivisible.

(d) It shall be drawn up in at least one of t
official languages of the EU Member State in whilch
inspection at the border post shall be carriedamat of
the EU Member State of destination. However, th
Member States may allow other languad
accompanied, if necessary, by an official transtati

(e) If for reasons of identification of the item$§
the consignment, additionaheets of papeare attacheg
to the certificate, theseheets of papeshall also be
considered as forming part of the original of f{
certificate by the application of the signature ataimp
of the certifying official veterinarian, in each dlfie

schedules referred to in d), comprises more tham
h@iage, each page shall be numbergdigé numbgr of
[tftotal number of pagés on its bottom and shall bear t
code number of the certificate that has been datign
by the competent authority on its top.

ntar

hity) The original of the certificate must
completed and signed by an official veterinarian.
doing so, the competent authorities of the expgr
agountry shall ensure that the principles of cerdifion
eatpiivalent to those laid down in Council Directi
96/93/EC are followed.

el

(h) The colour of the signature shall be differtmnt
that of the printing. The same rule applies to g=
other than those embossed or watermark.

is
(i)

atige consignment at the EU border inspection post.

0] If health certificates are used for consignnse
h@ transit, box No 1.5 (“Consignee”) of the relevd
health certificate shall be completed with the naand
address of the border inspection post through wttieh
esensignment is intended to leave the European Unior
es,

sheets of paper

on

ne

be

tin

ve

The original of the certificate must accompany

5
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CHAPTER 1

Health certificate

For processed animal protein not intended for hursansumption, including mixtures and

products other than petfood containing such prqtéim dispatch to or for transitthrough

the European Union

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
1.3. Central Competent Authority
Address
1.4. Local Competent Authority
Tel.N°
1.5. Consignee 1.6. Person responsible for the consignment in EU
Name Name
Address Addres:
Postal code Postal code
Tel.N° Tel.N°

1.7.Country of origin I1SO cod|

1.8. Region of origin

Code 1.9. Country of destination

I1SO cqde 1.10. Ragibdestination

Code

1.11. Place of origin

: Details of dispatched consignment

Name
Address

Part |

Approval number

1.12. Place of destination
Custom warehouse |:|

Name
Addres:

Postal code

Approval number

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehic\el:l
Identification:

Documentary references:

Shipl:l

Other[l

Railway wagol[l

1.16. Entry BIP in EU

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:|

Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

I1SO code

L1

1.27. For import or admission into EU

1.28. Identification of the commodities

Species

(Scientific name)

Nature of commodity

Approval number of establishments

Manufacturing plant

Netght

Batch number

167

EN



COUNTRY Processed animal protein not intended for hbman
consumption including mixtures and products other han
petfood containing such protein

Il.a. Certificate reference number I.b.

1. Health attestation

I, the undersigned official veterinarian, declarattl have read and understood Regulation (EC) N&/2069%
and in particular Article 10 thereof, and Regulati@u) No .../..*, and in particular Annex XIlI, Section |
Chapter I, and Annex XVII, Section I, thereof andifgthat:

I1.1. the processed animal protein or product dbedrabove contains exclusively processed aninméjr not intended
for human consumption that;

(@ has been prepared and stored in an establishongulant approved, validated and supervised gy |th
competent authority in accordance with Article 2&Regulation (EC) No 1069/2069 and

(b) has been prepared exclusively with the follapamimal by-products :

(3 either [ — carcasses and parts of animals skeugth or, in the case of game, bodies or partofias
killed, and which are fit for human consumptionaccordance with Union legislation, but are not
intended for human consumption for commercial raasp

(3 and/or [ — carcasses and the following partsinaiting either from animals that have been slaughtin a
slaughterhouse and were considered fit for slandiotehuman consumption following an ante-
mortem inspection or bodies and the following pasfsanimals from game killed for huma
consumption in accordance with Union legislation:

>

(i) carcasses or bodies and parts of animals wdnietrejected as unfit for human consumption in
accordance with Union legislation , but which dat show any signs of disease communicahle
to humans or animals;

(i) heads of poultry;

(i) hides and skins, including trimmings andigplg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of animals, other
than ruminants;

(iv) pig bristles;

(v) feathers;]

(3 and/or [ — blood of animals which did not showyasigns of disease communicable through blood to
humans or animals, obtained from the animals atiean ruminants that have been slaughtered |in a
slaughterhouse after having been considered fistmghter for human consumption following gn
ante-mortem inspection in accordance with Unioislagon]

() and/or [ — animals by-products arising from theduction of products intended for human consunmptjo
including degreased bone, greaves and centrifugegarator sludge from milk processing; ]

(® and/or [ — products of animal origin, or food$tutontaining products of animal origin, which are
longer intend for human consumption for commergégsons or due to problems of manufacturing
or packaging defects or other defects from whichisioto public or animal health arise;]

(3 and/or [ — petfood and feeding stuffs of animagim, or feeding stuffs containing animal by-prathior
derived products, which are no longer intended femding for commercial reasons or due|to
problems of manufacturing or packaging defects tbeiodefects from which no risk to public pr
animal health arises;]

(2) and/or [ — blood, placenta, wool, feathers, haiorns, hoof cuts and raw milk originating fromdi
animals that did not show signs of any disease aamizable through that product to humans|or
animals;]

(® and/or [ — aquatic animals, and parts of sucimafsg, except sea mammals, which did not show amnssi

of diseases communicable to humans or animals;]
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COUNTRY Processed animal protein not intended for hbman

consumption including mixtures and products other han
petfood containing such protein

Il.a. Certificate reference number I.b.

11.2.

I1.3.

11.4.

I1.5.

(® and/or [— animal-by products from aquatic ansnabriginating from establishments or plants

manufacturing products for human consumption;]

(® and/or [ — the following material originating fro animals which did not show any signs of dise
communicable through that material to humans anats:

(i) shells from shellfish with soft tissue or flegsh
(ii) the following originating from terrestrial amals:

—  hatchery by-products,
- €dgs,
— egg by-products, including egg shells,

(iif) day-old chicks killed for commercial reasohs;

and

(c) has been subjected to the following processtagdard :

(2) either [heating to a core temperature of mbent133°C for at least 20 minutes without intermptat a
pressure (absolute) of at least 3 bars producedatyrated steam, with a particle size prior,
processing of not more than 50 millimetres; ]

(2) or [in the case of non-mammalian protein othan fishmeal, the processing method 1-2-3-4-55e&
out in Annex VI, Section I, of Regulation (EC) N®69/2009; ]

(2) or [in the case of fishmeal the processing w@th-2-3-4-5-6-7..............cccoeieenn. as set out
Annex VI, Section lll, of Regulation (EC) No 1069/Z0D

(2) or [in the case of porcine blood, the procegsimethod 1-2-3-4-5-7......... as set out in Annex

Section Il to Regulation (EC) No 1069/2009, wherease of method 7 a heat treatment of at |
80 °C has been applied throughout its substance;]

the competent authority examined a randompd@ammmediately prior to dispatch and found it tomply with the
following standards®;

Salmonella: Absence in 25 g: n=5.c¢=0 mMMGO
Enterobacteriaceae: n=5¢=2,m=10, M =i8Qy;
the end product :

@ either [ was packed in new or sterilised bags, ]

@ or [ was transported in bulk in containers or otlmeans of transport that were thoroughly cleanmet!
disinfected with a disinfectant approved by the petaent authority before use,]

which bear labels indicating “NOT FOR HUMAN CONSUMRN"
the end product was stored in enclosed s&rag

the product has undergone all precautiore/tiid recontamination with pathogenic agents afeatment.

ase

—

(0]

Y

past
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COUNTRY Processed animal protein not intended for hbman

consumption including mixtures and products other han
petfood containing such protein

Il.a. Certificate reference number I.b.

Notes

Part I:

*
*)
@)
)

Part Il

Box reference 1.6: Person responsible for the igmmsent in EU: this box is to be filled in onlyitfis a certificate
for transit commaodity; it may be filled in if theegificate is for import commodity.

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate fdransit commodity.
The products in transit can only be stored in freees, free warehouses and custom warehouses.

Box reference 1.15: Registration number (railwayga@s or container and lorries), flight number (@&f) or name
(ship); information is to be provided in the evehtinloading and reloading.

Box reference 1.19: use the appropriate HS cof€5) 05.06; 05.07 or 23.01

Box reference 1.26 and 1.27: fill in accordingvtbether it is a transit or an import certificate.

oJL ..., ...
oJL ..., ...

Delete as appropriate.

Where:

n= number of samples to be tested;

m = threshold value for the number of bacteria;réseilt is considered satisfactory if the numbedbpandteria in
all samples does not exceed m;

M= maximum value for the number of bacteria; tlesult is considered unsatisfactory if the numbe
bacteria in one or more samples is M or more; and

c= number of samples the bacterial count of whitdty be between m and M, the sample still be

considered acceptable if the bacterial count obther samples is m or less

The signature and the stamp must be in a diffaeiour to that of the printing.

Note for the person responsible for the consigrtre EU: This certificate is only for veterinarygposes and ha
to accompany the consignment until it reaches tinddy inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:

EN
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CHAPTER 2

Health certificate

For milk and milk products not intended for humamsumption for dispatch to or for trarfsit

through the Union

COUNTRY: Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number |l.2.a
Name
I= 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
% Tel.N°
< |I.5. Consignee 1.6. Person responsible for the load in EU
8 Name Name
©
2 Address Address
O | Postal code Postal code
8 Tel.N° Tel.N°
% 1.7.Country of origin ISO code 1.8. Region of origin Code | 1.9. Country of destination I1SO c¢de 1.10. Regibdestination ~ Code
——
3 1.11. Place of origin 1.12. Place of destination
g Name Approval number Custom wareho
A | Address
e Name Approval number
= Address
p—
&
Postal code
1.13. Place of loading 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane|:| Ship|:| Railway WagoEl
Road vehicle|:| Othe[l
Identification: 1.17. No.(s) of CITES
Documentary references:
1.18. Description of commodity 1.19. Commodity code (HS code)
1.20.Quantity
1.21 Temperature of product 1.22. Number of packages
Ambient |:| Chilled |:| FrozerD
1.23. Identification of container/Seal number 1.24.Type of packaging
1.25. Commodities certified for:
Animal feedingstuf‘f[l Further proces{l Technical u@ D
1.26. For transit through EU to 3rd Country 1.20r Fmport or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Species Approval number of establishments Net weight Batcmber

Manufacturing plant
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COUNTRY Milk and milk products not for human consumption

Part Il; Certification

Il.a. Certificate reference number Il.b

Il Health information

I, the undersigned official veterinarian, decldrattl have read and understood Regulation (EC) N&/2069",

and in particular Article 10 thereof, and Regulat{&) No .../... , and in particular Chapter IV of 8en Il of

Annex XlII thereof, and certify that the mitk or the milk product® referred to in box 1.28 comply with thie

following conditions:

11.1. they were produced and derived in ...............ccoveviieneennnn. (insert name of exportingountry®,
............................ (insert name of regigr®, which is listed in the Annex to Decision 2004/438,
and which has been free from foot-and-mouth des¢BMD) and rinderpest for 12 months immediatgly
prior to export and has not practiced vaccinatigainst rinderpest during that period;

1. 2. they were produced from raw milk derivedrfraanimals which at the time of milking did not show
clinical signs of any disease transmissible thiomglk to humans or animals, and which had been kep
for at least 30 days prior to production on hajirthat were not subject to official restrictionsedo
foot-and-mouth disease or rinderpest;

1. 3. they are milk or milk products that:

@either [ have undergone one of the treatments mbauations thereof described in point 1. 4]

@or [ where they comprise whey to be fed to animalspscies susceptible to foot-and-mouth disease,|that
whey was collected from milk subjected to onehaf treatments described in point Il. 4 and

@lther [the whey was collected at least 16 houes afotting and has a pH below 6]
@ [the whey has been produced at least 21 ddgsebine shipping and in this period no
cases of FMD have beetected in the exporting country;]
@r [the whey has been produced on ../../.., thte,dn consideration of the foreseen voyade
duration, being at ek days before the consignment is presenteBtrder
Inspection Post of the European Unih]

1. 4. they have been subject to one of the foltayfreatments:

@either [High Temperature Short Time pasteurisatain72°C for at least 15 seconds, or an equivglent
pasteurisation achieving a negative reactionghasphatase test, in combination with:

@either [a subsequent second High Temperature Short Testeprisation at 72°C
for at least 15 seconds or an equivalent pasteiaisevhich itself achieves a
negative reaction to a phosphatase test]

@or [a subsequent drying process that in the casmailkfintended for feeding is
combined with additional heating to 72°C or highjer,

@or [a subsequent process by which the pH is reducddkept for at least one
hour at a level below 6;]

@@oy [the condition that the milk/milk product has beeoduced at least 21 days
before the shipping and in this period no casdsWiD have been detected |n
the exporting country;]

@@oy [the milk/milk product has been produced on ..[, this date, in
consideration of the foreseen voyage duration,gainleast 21 days before
the consignment is presented to a Border Inspe®mst of the European
Union]

@or [sterilisation at a level of at leas§3f

@or [Ultra High Temperature treatment at 132°C for asteone second in combination with:

@either a subsequent drying process that in the case &finténded for feeding is
combined with additional heating to 72°C or higher,]

@or a subsequent process by which the pH is reducedepidfor at least onée
hour at a level below 6.]

@@or the condition that the milk/milk product has beenduced at least 21 days
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COUNTRY Milk and milk products not for human consumption

Il.a. Certificate reference number Il.b

before the shipping and in this period no casdsMb has been detected |n

the exporting country;]

@#or the milk/milk product has been produced on .././.this date, in
consideration of the foreseen voyage duration,gainleast 21 days befo

the consignment is presented to a Border Inspe®mst of the European

Union]
1. 5. every precaution was taken to avoid contatiom of the milk/milk product after processing;
1. 6. the milk/milk product was packed :

@either  [in new containers,]

D

@or [in vehicles or bulk containers disinfected prio loading using a product approved by the
competent authority,]
and the containers are marked so as to indicate theenaf the milk/milk product and bear labgls

indicating that the product is Category 3 matenl aot intended for human consumption.

Notes
Part I:

. Box reference 1.6: Person responsible for the loadEW: this box is to be filled in only if it is
certificate for transit commodity.

. Box reference 1.12: Place of destination: this b®xai be filled in only if it is a certificate foransit
commodity.

. Box reference 1.15: Registration number (railway wagmr container and lorries), flight number

(aircraft) or name (ship) is to be provided. Ineca$ unloading and reloading, the consignor musirin
the Border Inspection Post of the European Union] .

1%

. Box reference 1.19: use the appropriate Harmonisgste®n (HS) code of the World Customs
Organisation: 23.09.10, 23.09.90, 35.01, 35.025004&

. Box reference 1.23: for bulk containers, the corgaimumber and the seal number (if applicable) rhast
included.

. Box reference 1.26 and 1.27: fill in according toether it is a transit or an import certificate.

. Box reference 1.28: “Manufacturing plant™: provideetregistration number of treatment or processing

establishment.
Part II:
() 0JL 300, 14.11.2009, p. 1.
(® Delete as appropriate.

(®  For completion if the authorisation to importdrthe European Union is restricted to certain negjiof
the third country concerned.

(%  this condition applies only to third countriestéid in column "A" of Annex | to Decision 2004/4B&)
»  The signature and the seal must be in a differelotuc from that of the printing.

+ Note for the importer: this certificate is only feeterinary purposes and must accompany

consignment until it reaches the Border Inspedfoast of the European Union] .

— The signature and the stamp must be in a differelour to that of the printing.

— Note for the person responsible for the consigrinretthe European Union: this certificate is ondy f
veterinary purposes and must accompany the consiginomtil it reaches the Border Inspection Posthef

the

European Union].

173

EN



EN

COUNTRY

Milk and milk products not for human consumption

Il.a.

Certificate reference number Il.b

Official veterinarian
Name (in capital letters):
Date:

Stamp:

Qualification and title:

Signature:
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CHAPTER 3(A)

Health certificate

For canned petfood intended for dispatch to ortfansit’ through the European Union

COUNTRY

Veterinary certificate to EU

Road vehicIel:l
Identification:

Documentary references:

Other[l

1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name

—
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D] Teln
2 1.5. Consignee 1.6. Person responsible for the consignment in EU
o
o Name Name
©
g Address Addres:
o Postal code Postal code
g Tel.N° Tel.N°
Q 1.7.Country of origin ISO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqde 1.10. Regibdestination Code
- I I I
Y—
O |11 Place of origin 1.12. Place of destination
0
.,‘E Custom warehouse |:|
8]
(@]
.. Name Approval number Name Approval number
— Address Addres:
S
©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shlpl:l Railway wagor[l

1.18. Description of commodity

1.19. Commodity code (HS code)

23.09.1(

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen D

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:|

Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species

(Scientific name)

Approval number of establishments

Manufacturing plant

Net weight Batch number
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COUNTRY Canned Petfood

Part Il; Certification

I1.1.

11.2.

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, declahatt| have read and understood Regulation (EC)
1069/2009]"® and in particular Articles 8 and 10 thereof, andgiation (EU) No .../.2? and in
particular Annex XV, Chapter Il and Annex XVII, Sigt II, thereof and certify that the petfood delsed
above:

No

has been prepared and stored in an estaldishior plant approved and supervised by the compete

authority in accordance with Article 24 of Regulati@&C) No 1069/2009;

has been prepared exclusively with the follmyvanimal by-products :

(2) either [ — carcasses and parts of animals bkeugd or, in the case of game, bodies or parts of

animals killed, and which are fit for human constimp in accordance with Union legislation

but are not intended for human consumption for cenaial reasons; ]

(2) and/lor [ — carcasses and the following partgimating either from animals that have been

slaughtered in a slaughterhouse and were considiered slaughter for human consumptig
following an ante-mortem inspection or bodies amel following parts of animals from gan
killed for human consumption in accordance with dyniegislation:

@) carcasses or bodies and parts of animals wdniehejected as unfit for human

consumption in accordance with Union legislatidt which did not show any signs of

disease communicable to humans or animals;

(i) heads of poultry;

(i) hides and skins, including trimmings anditplg, thereof horns and feet, including th
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of
animals, other than ruminants;

(iv) pig bristles;

(v) feathers; ]

D >

[¢])

(2) and/or [ — blood of animals which did not shamy signs of disease communicable through blood to

humans or animals obtained from animals other thaminants that have been slaughtered
slaughterhouse after having been considered fgléarghter for human consumption followi
an ante-mortem inspection in accordance with Ukegislation;]

na

(2) and/or [ — animal by-products arising from tipeoduction of products intended for humgan

consumption, including degreased bone, greaveseantlifuge or separator sludge from m
processing; |

(2) and/or [ — products of animal origin, or foaafé$ containing products of animal origin, whiclearo

longer intend for human consumption for commerdiehsons or due to problems pf
manufacturing or packaging defects or other deféoim which no risk to public or animal

health arise;]

(2) and/or [ — petfood and feeding stuffs of aninoaigin, or feeding stuffs containing animal b
products or derived products, which are no long&nded for feeding for commercial reasd
or due to problems of manufacturing or packaginigate or other defects from which no ri
to public or animal health arises;]

(2) and/or [ — blood, placenta, wool, feathersrhadrns, hoof cuts and raw milk originating froivel
animals that did not show signs of any disease aamrable through that product to huma
or animals;]

(2) and/or [ — aquatic animals, and parts of sugimals, except sea mammals, which did not show
signs of diseases communicable to humans or anjmals

(2) and/or [ — animal-by products from aquatic aalignoriginating from plants or establishme
manufacturing products for human consumption;]

Ik

y-
ns
5k

any

nts
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COUNTRY Canned Petfood

Il.a. Certificate reference number Il.b

11.3.

11.4.

11.5.

Notes

Part I:

Part I1:

(1a)
(1b)

@

(2) and/or [ - the following material originatingom animals which did not show any signs

@ andfor [ — material from animals which have beesated with certain substances which

disease communicable through that material to hsmaanimals:

(i) shells from shellfish with soft tissue or flesh
(ii) the following originating from terrestrial amils:

- hatchery by-products,

- €ggs,

- egg by-products, including egg shells,

(iiif) day-old chicks killed for commercial reasohs;

(® andlor[ — animal-by products from aquatic andrestrial invertebrates other than sped
pathogenic to humans or animals;]

prohibited pursuant to Directive 96/22/EC, the intpof the material being permitted
accordance with Article 35(1)(a)(ii) of Regulatidd) No 1069/2009].

has been subjected to heat treatment to amaim Fc value of 3 in hermetically sealed contaner

was analysed by a random sampling of at l&astcontainers from each processed batch by &boy
diagnostic methods to ensure adequate heat treqtofiethe whole consignment as foreseen un
point I1.3;

has undergone all precautions to avoid coirtation with pathogenic agents after treatment.

Box reference 1.6: Person responsible for the igmnsent in EU: this box is to be filled in onlyiffis a
certificate for transit commodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this ®xo be filled in only if it is a certificate faransit
commodity. The products in transit can only be edfoin free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railwaygams or container and lorries), flight numhb
(aircraft) or name (ship); information is to be yicted in the event of unloading and reloading.

Box reference 1.23: for bulk containers, the cor@anumber and the seal number (if applicableukh
be given.

Box reference 1.26 and 1.27: fill in accordingwhether it is a transit or an import certificate.

0oJ...
0J...
Delete as appropriate.

The signature and the stamp must be in a differ@lour to that of the printing.

of

ies

are

5

der

tom

Note for the person responsible for the consigrtnia EU: This certificate is only for veterina
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COUNTRY

Canned Petfood

Il.a.

Certificate reference number

Il.b

purposes and has to accompany the consignmenituetiiches the border inspection post.

Official veterinarian
Name (in capital letters):
Date:

Stamp:

Qualification and title:

Signature:
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CHAPTER 3(B)
Health certificate

For processed petfood other than canned petfoaenited for dispatch to or for transit
through the European Union

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
=
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
Ql n N
o ame ame
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
@ 1.7.Country of origin ISO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqde 1.10. Ragibdestination Code
©
y—
I I I

O 1L Place of origin 1.12. Place of destination
0
.,‘E Custom warehouse |:|
8]
@]
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shipl:l Railway wagol[l
Road vehicIel:l Other[l

Identification: 1.17.

Documentary references:

1.18. Description of commodity 1.19. Commodity code (HS code)

23.09.1(
1.20.Quantity
1.21 Temperature of product 1.22. Number of packag
Ambient |:| Chilled |:| Frozen |:|
1.23. Identification of container/Seal number 1.24.Type of packaging
1.25. Commodities certified for:
Animal feedlngstuffl:l Technical use |:| Other |:|
1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species Manufacturing plant Net weight Batch number
(Scientific name)
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COUNTRY

petfood

Part Il; Certification

I1.1.

11.2.

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, declahatt| have read and understood Regulation (EC)
1069/2009"® and in particular Articles 8 and 10 thereof, andy®Ration (EU) No .../.%” and in
particular Annex XVI, Chapter Il and Annex XVII, S&m Il thereof and certify that the petfood deked
above :

has been prepared and stored in a plant &pgrand supervised by the competent authority doraance
with Article 24 of Regulation (EC) No 1069/2009;

has been prepared exclusively with the follayvanimal by-products :

Processed petfood other than canned

No

(2) either [ — carcasses and parts of animals bteugd or, in the case of game, bodies or parts of

animals killed, and which are fit for human constimpin accordance with Union legislation

but are not intended for human consumption for cenaral reasons; ]

(2) and/or [ — carcasses and the following partgimating either from animals that have been

slaughtered in a slaughterhouse and were considi¢red slaughter for human consumptig
following an ante-mortem inspection or bodies amel following parts of animals from gan
killed for human consumption in accordance with ddniegislation:

0] carcasses or bodies and parts of animals wdriehejected as unfit for human

consumption in accordance with Union legislatidt which did not show any signs of

disease communicable to humans or animals;

(ii) heads of poultry;

(i)  hides and skins, including trimmings anditplg, thereof horns and feet, including th
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of
animals, other than ruminants;

(iv) pig bristles;

(V) feathers; ]

(2) and/or [ — blood of animals which did not shamy signs of disease communicable through bloo
humans or animals obtained from animals other thamnants that have been slaughtered

slaughterhouse after having been considered fgléarghter for human consumption following

an ante-mortem inspection in accordance with Ulegislation;]

(2) and/or [ — animal by-products arising from tipeoduction of products intended for hum
consumption, including degreased bone, greavesamuifuge or separator sludge from m
processing; ]

(2) and/or [ — products of animal origin, or foaafé$ containing products of animal origin, whiclearo
longer intend for human consumption for commeradiehsons or due to problems
manufacturing or packaging defects or other deftat® which no risk to public or animg
health arise;]

(2) and/or [ — petfood and feeding stuffs of aninsaigin, or feeding stuffs containing animal b
products or derived products, which are no long@nded for feeding for commercial reasd
or due to problems of manufacturing or packagingais or other defects from which no ri
to public or animal health arises;]

(2) and/or [ — blood, placenta, wool, feathersrhadbrns, hoof cuts and raw milk originating froiwvel
animals that did not show signs of any disease ammimable through that product to huma
or animals;]

(2) and/or [ — aquatic animals, and parts of sutimals, except sea mammals, which did not show
signs of diseases communicable to humans or anjmals

(2) and/or [ — animal-by products from aquatic aalinoriginating from plants or establishme
manufacturing products for human consumption;]
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COUNTRY Processed petfood other than canne

petfood

d

Il.a. Certificate reference number Il.b

11.3.

@ either [was subjected to a heat treatment ofaet [80 °C throughout its substance;]

@ or

(2) and/or |- the following material originatingom animals which did not show any signs
disease communicable through that material to hsmamanimals:

(i) shells from shellfish with soft tissue or flesh
(ii) the following originating from terrestrial amals:

- hatchery by-products,

- €ggs,
- egg by-products, including egg shells,

(iii) day-old chicks killed for commercial reasohs;

(® and/or[ — animal-by products from aquatand terrestrial invertebrates other than spe
pathogenic to humans or animals;]

@ and/for [ — material from animals which have beeeated with certain substances which
prohibited pursuant to Directive 96/22/EC, the impof the material being permitted
accordance with Article 35(1)(a)(ii) of Regulatidd@) No 1069/2009].

[was produced as regards ingredients of anamigin using exclusively products which had been

€) in the case of meat or meat products subjeotadheat treatment of at least 90 oC throughou
substance;

(b) in the case of milk and milk based products,

0] if they are from third countries or parts ofirth countries listed in column B of Annex | {
Decision 2004/438/EC(3) submitted to a pasteurigatieatment sufficient to produce a negat|
phosphatase test,

(i)  with a pH reduced to less than 6 from thirdiotries or parts of third countries listed in colu@
of Annex | to Decision 2004/438/EC, first submitteda pasteurisation treatment sufficient
produce a negative phosphatase test

(i) if they are from third countries or parts tfird countries listed in column C of Annex |
Decision 2004/438/EC, submitted to a sterilisatiomcpss or a double heat treatment where €
treatment was sufficient to produce a negative phatase test on its own

(iv) if they are from third countries or parts dfird countries listed in column C of Annex |
Decision 2004/438/EC where there has been an oltbfdaot-and-mouth disease in the last
months or where vaccination against foot-and-malitease has been carried out in the las
months submitted to

either
— a sterilisation process whereby an Fc value legugreater than 3 is achieved
or

— an initial heat treatment with a heating effedt least equal to that achieved by

of

are

=]

t its

pasteurisation process of at least 72° C for at [Faseconds and sufficient to produc

£ a
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COUNTRY

Processed petfood other than canned

petfood

Il.a. Certificate reference number Il.b

(©

(d)

@

(ii)

(e)

()

(9)

(h)

@

(k)

negative reaction to a phosphatase test, followed b
either

— a second heat treatment with a heating effetstastt equal to that achieved by the ini
heat treatment, and which would be sufficient t@doice a negative reaction to
phosphatase test, followed, in the case of drid®, i dried milk-based products by
drying process

or

— an acidification process such that the pH hambeaintained at less than 6 for at least
hour;

in the case of gelatine, produced using a @m®dbat ensures that unprocessed Catego
material is subjected to a treatment with acid leala followed by one or more rinses wit
subsequent adjustment of the pH and subsequemiciéssary repeated, extraction by h
followed by purification by means of filtration asterilisation;

in the case of hydrolysed protein produced gisinproduction process involving appropri
measures to minimise contamination of raw Categony&erial, using only material with
molecular weight below 10000 Dalton and, in theecas hydrolysed protein entirely or part
derived from ruminant hides and skins produced ipracessing plant dedicated only
hydrolysed protein production, using a process liimg the preparation of raw Category
material by brining, liming and intensive washingdwed by

exposure of the material to a pH of more thanfdr more than three hours at a temperatur
more than 80° C and subsequently by heat treatntenti@ than 140° C for 30 minutes at mg
than 3,6 bar; or

exposure of the material to a pH of 1 to 2]dwed by a pH of more than 11, followed by hg
treatment at 140° C for 30 minutes at 3 bar;

in the case of egg products submitted to arth@frocessing methods 1 to 5 or 7, as referrg
in Section 1ll of Annex VI to Regulation (EC) No 108909; or treated in accordance w
Chapter Il of Section X of Annex Il to Regulation@ENo 853/2004 (4);

in the case of collagen submitted to a proe@ssuring that unprocessed Category 3 materi
subjected to a treatment involving washing, pH siiiient using acid or alkali followed by one
more rinses, filtration and extrusion, the use relprvatives other than those permitted by Un
legislation being prohibited;

in the case of blood products, produced usimg @f the processing methods 1 to 5 or 7,
referred to in Section Il of Annex VI to RegulatiBC) No 1069/2009;

in the case of mammalian processed animal jpretéomitted to any of the processing method
to 5 or 7 and, in the case of porcine blood, sulachito any of the processing methods 1 to 5
provided that in the case of method 7 a heat tremttrthroughout its substance at a minim
temperature of 80 ° C has been applied,;

in the case of non-mammalian processed protétim the exclusion of fishmeal submitted to aj
of the processing methods 1 to 5 or 7 as refeéd Section 11l of Annex VI to Regulation (EQ
No 1069/2009;

in the case of fishmeal submitted to any ofphecessing methods or to a method and param
which ensure that the products complies with therahiiological standards set in Section |
Annex XllI to Regulation (EC) No 1069/2009;
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COUNTRY Processed petfood other than canne

petfood

d

Il.a. Certificate reference number Il.b

11.4.

I1.5.

11.6.

Notes

Part I:

0] in the case of rendered fat, including fishspgubmitted to processing methods 1 to 5 or 7
method 6 in the case of fish oil) as referred t&action Il of Annex VI to Regulation (EC) N
1069/2009 or produced in accordance with Chaptef 8ection XII of Annex Ill to Regulation
(EC) No 853/2004(4); rendered fats from ruminantre$é must be purified in such a way t
the maximum level of remaining total insoluble imiies does not excess 0.15% in weight;

(m) in the case of dicalcium phosphate produced pyocess that

0] ensures that all Category 3 bone-material iglfincrushed and degreased with hot water

and

[®]

at

treated with dilute hydrochloric acid (at a minimwoncentration of 4% and a pH of less than

1,5) over a period of at least two days;

(i)  following the procedure under (i), appliesraatment of the obtained phosphoric liquor

with lime, resulting in a precipitate of dicalciyshosphate at pH 4 to 7; and

(i)~ finally, air dries the precipitate of dicalgin phosphate with inlet temperature of 65° g to

325° C and end temperature between 30° C and 65° C;

(n) in the case of tricalcium phosphate produced pyocess that ensures

0] that all Category 3 bone-material is finely drad and degreased in counter-flow with hot

water (bone chips less than 14 mm);
(i) continuous cooking with steam at 145° C dur8@gminutes at 4 bar;

(i)  separation of the protein broth from the hgglyapatite (tricalcium phosphate) |
centrifugation; and

(iv)  granulation of the tricalcium phosphate affeying in a fluid bed with air at 200° CJ;

was analysed by a random sampling of at Iestsamples from each processed batch takenglorimfter
storage at the processing plant and complies weHdllowing standards:

Salmonella: absence in 25g: n=5,c =0, mM§;0,
Enterobacteriaceae: n=5,¢c=2, m=10, M = 30D gram;
has undergone all precautions to avoid coitation with pathogenic agents after treatment;

was packed in new packaging, which, if théfqued is not dispatched in ready-to-sell packagesvhich it
is clearly indicated that the content is destinedféeding to pets only, bear labels indicating "NBOR
HUMAN CONSUMPTION “.

Box reference 1.6: Person responsible for the igomsent in EU: this box is to be filled in onlyiifis a
certificate for transit commaodity; it may be fillédl if the certificate is for import commodity.

Box reference 1.12: Place of destination: this li@xo be filled in only if it is a certificate fotransit
commodity. The products in transit can only be edoin free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railwaygams or container and lorries), flight number (aift
or name (ship); information is to be provided ie #vent of unloading and reloading.

y

tom
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COUNTRY

petfood

Il.a. Certificate reference number Il.b

(1a)
(1b)
@
©)
4
®)

Part Il

Box reference 1.23: for bulk containers, the cor@anumber and the seal number (if applicableukhbe
given.

Box reference 1.26 and 1.27: fill in accordingvibether it is a transit or an import certificate.

oJd ...

oJ ...

Delete as appropriate.

0OJ L 226, 25.06.2004, p. 22.

0OJ L 139, 30.4.2004, p. 55. Corrected by O26,25.6.2004, p. 22.

Where:

n= number of samples to be tested;

m = threshold value for the number of bacteria; it is considered satisfactory if the numbe
bacteria in all samples does not exceed m;

M= maximum value for the number of bacteria; thsult is considered unsatisfactory if the num
of bacteria in one or more samples is M or moré; an

c= number of samples the bacterial count of whniy be between m and M, the sample still be

considered acceptable if the bacterial count obther samples is m or less

The signature and the stamp must be in a diffaelour to that of the printing.

Note for the person responsible for the consigitnie EU: This certificate is only for veterinaryipposes
and has to accompany the consignment until it e=atie border inspection post

Note for the person responsible for the consigrtme EU: This certificate is only for veterinaryposes
and has to accompany the consignment until it e=atie border inspection post.

Processed petfood other than canned

of

ber

ing

Official veterinarian

EN

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 3(C)

Health certificate

For dogchews intended for dispatch to or for trahgirough the European Union

COUNTRY

Veterinary certificate to EU

Road vehicle[]
Identification:

Documentary references:

Other[l

1.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name

—
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D Telne
(2]
c |5 Consignee 1.6. Person responsible for the consignment in EU
o
o Name Name
3
- Address Addres:
% Postal code Postal code
o TelN Tel.N
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination ISO cqde 1.10. Regibdestination Code
©
= I I I
O |11 Place of origin 1.12. Place of destination
0
9 Custom warehouse |:|
a
.- Name Approval number Name Approval number
— Address Addres:
)
@©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shlpl:l Railway wagorD

1.18. Description of commodity

1.19. Commodity code (HS code)

42.05.0(

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen D

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:|

Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L]

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species

(Scientific name)

Approval number of establishments

Manufacturing plant

Net weight Batch number
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COUNTRY

Dogchews

Part Il; Certification

1. Health attestation
I, the undersigned official veterinarian, declahatt| have read and understood Regulation (EC)
1069/2009% and in particular Article 10, and Regulation (EW) N./...*", and in particular Annex XVI
Chapter Il and Annex XVII, Section Il thereof, arettify that the dogchews described above :

1.1.  have been prepared exclusively with the fellay animal by-products :

(2) either

(2) and/or

(2) and/or

(2) and/or

(2) and/or

@ and/or

11.2. have been subjected

@ gither

@ or

11.3.

Il.a. Certificate reference number Il.b

[— carcasses and parts of animals slaughtered thginase of game, bodies or parts
animals killed, and which are fit for human constimp in accordance with Union legislatio
but are not intended for human consumption for cenaial reasons; ]

[—carcasses and the following parts originating eitfrem animals that have beg
slaughtered in a slaughterhouse and were considiered slaughter for human consumptig
following an ante-mortem inspection or bodies amel following parts of animals from gan
killed for human consumption in accordance with ddniegislation:

(i) carcasses or bodies and parts of animals wdnielrejected as unfit for human
consumption in accordance with Union legislatidwut which did not show any signs of
disease communicable to humans or animals;

(i) heads of poultry;

(iii) hides and skins, including trimmings anditplg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of animal
other than ruminants;

(iv) pig bristles;

(v) feathers;]

— blood of animals which did not show any signs t#fedse communicable through

172}

No

of

=]

® S5 S

blood to humans or animals obtained from animalsemthan ruminants that have been

slaughtered in a slaughterhouse after having beesidered fit for slaughter for huma
consumption following an ante-mortem inspectiomadgordance with Union legislation;]

— animal by-products arising from the production gsbducts intended for huma
consumption, including degreased bone, greaveseantlifuge or separator sludge from m
processing; ]

— animal-by products from aquatic animals origingtinom plants or establishmen
manufacturing products for human consumption;]

[— material from animals which have been treated wihtain substances which a
prohibited pursuant to Directive 96/22/EC, the impof the material being permitted
accordance with Article 35(1)(a)(ii) of RegulatiddG@) No 1069/2009].

[in the case of dogchews made from hidesskims of ungulates or from fish, to a treatm

sufficient to destroy pathogenic organisms (inahgdsalmonella); and the dogchews are dryj;

[in the case of dogchews made from animal mdpcts other than hides and skins of ungulg
or from fish, to a heat treatment of at least 90f©@ughout their substance;]

were examined by random sampling of at Idéiast samples from each processed batch tg
during or after storage at the processing plantcamaplies with the following standard:(

Salmonella: absencein 25g:n=5,c=0,m=6 0]

n

Ik
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Enterobacteriaceae:n =5, ¢ =2, m =10, M = 30D gram;
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COUNTRY Dogchews
Il.a. Certificate reference number Il.b

11.4. have undergone all precautions to avoid amirtation with pathogenic agents after treatment;

11.5. were packed in new packaging.

Notes

Part I:

— Box reference 1.6: Person responsible for the gomsent in EU: this box is to be filled in only
if it is a certificate for transit commodity; it mabe filled in if the certificate is for impornt
commodity.

— Box reference 1.12: Place of destination: this soto be filled in only if it is a certificate fof
transit commaodity. The products in transit can oodystored in free zones, free warehouses
and custom warehouses.

— Box reference 1.15: Registration number (railway oreg or container and lorries), fligiht
number (aircraft) or name (ship); information ishe provided in the event of unloading and
reloading.

— Box reference 1.23: for bulk containers, the camainumber and the seal number |(if
applicable) should be given.

— Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Part II:

(1a)

(1b)

2) Delete as appropriate.

?3) Where:
n= number of samples to be tested;

m = threshold value for the number of bacteria;rémult is considered satisfactory if the

number of bacteria in all samples does not exceed m

M= maximum value for the number of bacteria; thsult is considered unsatisfactory if

the number of bacteria in one or more samples & More; and

c= number of samples the bacterial count of whitdy be between m and M, the
sample still being considered acceptable if thedsed count of the other samples is m or less

The signature and the stamp must be in a diffa@iour to that of the printing.

Note for the person responsible for the consignmenEU: This certificate is only fo
veterinary purposes and has to accompany the cgunsigt until it reaches the border

inspection post
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COUNTRY

Dogchews

Il.a.

Certificate reference number Il.b

Official veterinarian
Name (in capital letters):
Date:

Stamp:

Qualification and title:

Signature:
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CHAPTER 3(D)

Health certificate

For raw petfood for direct sale or animal by-prodsido be fed to farmed fur animals,
intended for dispatch to or for tranthrough the European Union

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number lL.2.a
I:l Name
—
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D Ten
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
o
o Name Name
3
- Address Addres:
% Postal code Postal code
o TelN Tel.N
Q 1.7.Country of origin ISO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqde 1.10. Ragibdestination Code
©
y—
I I I

O |11 Place of origin 1.12. Place of destination
0
.,‘E Custom warehouse |:|
8]
(@]
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shipl:l Railway wagol[l

Road vehchel:l
Identification:
Documentary references:

OtherD

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product
Ambient []

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedings!uffl:l

Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

ISO code

1.27. For import or admission into EU

L

1.28. Identification of the commodities

Species Nature of commodity

(Scientific name)

Approval number of establishments

Manufacturing plant

Neight

Batch number
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COUNTRY Raw petfood for direct sale or animal by

products to be fed to farmed fur animals

Part Il; Certification

I1.1.

11.2.

11.3.

11.4.

I1.5.

Health attestation

Il.a. Certificate reference number Il.b

I, the undersigned official veterinarian, declahatt| have read and understood Regulation (EC)| No

1069/2009 ¥ and in particular Article 10 thereof, and Regulati@U) No .../..*®, and in particular

product described above :
consist of animal by-products that satisfg tiealth requirements below;
consist of animal by-products:

@) derived from meat which satisfies the relexanal and public health requirements laid down in

— Council Decision 79/542/EE® and provided the animals from which the meat igved

Annex XVI, Chapter | and Annex XVII, Section |l treaf, and certify that the raw petfood or animal by-

come from a territory or part of a territory ...... (ISode) as listed in that Decision which has
been free of foot and mouth disease, rinderpesssidal swine fever, African swine fever and

swine vesicular disease for the last 12 monthsvdrete no vaccination has taken place dufin
that time (only as relevant for the susceptiblecEs),

g

— and/or Commission Decision 2006/XXX/EC(3), and pded the animals from which the meat

is derived come from a territory or part of a temy ...... (ISO code) as listed in that Decision
which has been free from Newcastle disease anchAuftuenza for the last 12 months,

— and/or Commission Decision 2000/585/EC(4) , andiigeal the animals from which the meat

is derived come from a territory or part of a temy ...... (ISO code) as listed which has bgen

free from foot and mouth disease, rinderpest, idakswine fever, African swine fever, swine

vesicular disease, Newcastle disease and Aviandnfla for the last 12 months and where| no

vaccination has taken place during that time (@aslyelevant for the susceptible species),

(b) derived from animals that, at the slaughterkolmve passed the ante-mortem health inspection
during the 24 hours before the slaughter and hagens no evidence of the diseases referred in| the

Decisions above for which the animals are suscleptnd

(c) derived from animals that have been treatatiérslaughterhouse before and at the time of staugh

or killing in accordance with the relevant provissoof Council Directive 93/119/EC(5) on animal

welfare;

consist only of the following animal by-procis:

(a) parts of slaughtered animals, which were fit imman consumption in accordance with Unjon

legislation, but are not intended for human congiongdor commercial reasons, and

(b) parts of slaughtered animals, which are regeageunfit for human consumption but are not affect
by any signs of diseases communicable to humaasiorals and derive from carcasses that are
for human consumption in accordance with Uniondiegion;

have been obtained and prepared without cortéth other material not complying with the cotimls
required in the Decisions above, and it has beenllbd so as to avoid contamination with pathogen
agents;

have been packed in final packaging whichrbaels indicating “RAW PETFOOD - NOT FOR HUMAN
CONSUMPTION” or “ANIMAL BY-PRODUCTS FOR FEED FOR FUR ANIMIKS - NOT FOR

fit

ic

HUMAN CONSUMPTION” and then in leak-proof and offily sealed boxes/containers or in new
packaging preventing any leakage and officiallylesaboxes/containers which bear labels indicating

“RAW PETFOOD - NOT FOR HUMAN CONSUMPTION” or “ANIMALBY-PRODUCTS FOR FEE
FOR FUR ANIMALS - NOT FOR HUMAN CONSUMPTION", the namend the address of the
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COUNTRY Raw petfood for direct sale or animal by

products to be fed to farmed fur animals

Il.a. Certificate reference number Il.b

11.6.

Notes

Part I:

Part II
@)
(9
*
@)

)
v

establishment of destination;
in the case of raw petfood:

@ have been prepared and stored in a plant apgrand supervised by the competent authorit
accordance with Article 24 of Regulation (EC) No 12699 and

(b) were examined by random sampling of at least §amples from each batch taken during sto
(before dispatch) and complies with the followingnslards (6):

Salmonella: absence in 25 g: n=5, ¢=0, m=0, M=0

Enterobacteriacae: n=5, c=2, m=10, M=300 in 1 gram.

Box reference 1.6: Person responsible for the comséeqt in EU: this box is to be filled in only ifi$ a
certificate for transit commaodity; it may be fillédl if the certificate is for import commodity.

Box reference 1.12: Place of destination: this bexd be filled in only if it is a certificate foransit
commodity. The products in transit can only be edoin free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway wegyor container and lorries), flight number (aifgra
or name (ship); information is to be provided ie #vent of unloading and reloading.

Box reference 1.19: use the appropriate HS codd:1081; 05.11.99 or 23.09.90.

Box reference 1.23: for bulk containers, the corgaimumber and the seal number (if applicable) shbel
given.

Box reference 1.26 and 1.27: fill in according toether it is a transit or an import certificate.

Box reference 1.28: Nature of commaodity: select p@tfood or animal by-product.

Delete as appropriate.

Council Decision 79/542/EEC of 21 December 1976wvdrg up a list of third countries or parts of thi
countries, and laying down animal and public heatitl veterinary certification conditions, for imgation
into the Union of certain live animals and theedh meat.

Commission Decision 2006/696/EC. OJ No. L 295, 22006, p. 1.

Commission Decision 2000/585/EC of 7 September 28giig down animal and public health conditig
and veterinary certifications for import of wild dufarmed game meat and rabbit meat from third ceem

age

tom

|

and repealing Commission Decisions 97/217/EC, 97EX18 97/219/EC and 97/220/EC. OJ L 21
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COUNTRY Raw petfood for direct sale or animal by

products to be fed to farmed fur animals

Il.a. Certificate reference number Il.b

)

©)

6.10.2000, p. 1.

[Council Directive 93/119/EC of 22 December 1993tloa protection of animals at the time of slauglote
killing. OJ L 340, 31.12.1993, p. 21.]

Where:
n= number of samples to be tested;
m = threshold value for the number of bacteria;rémilt is considered satisfactory if the numbe

bacteria in all samples does not exceed m;

M = maximum value for the number of bacteria; tlesult is considered unsatisfactory if t
number of bacteria in one or more samples is M aremand

c= number of samples the bacterial count of whithy be between m and M, the sample ¢
being considered acceptable if the bacterial cofitite other samples is m or less

The signature and the stamp must be in a diffex@lour to that of the printing.

Note for the person responsible for the consignmei®@U: This certificate is only for veterinary pases
and has to accompany the consignment until it r=mtie border inspection post.

of

till

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 3(E)

Health certificate

For flavouring innards for use in the manufactufepetfood, intended for dispatch to or for
transit’ through the European Union

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
—
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D] Teln
(2]
c |5 Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
3
c Address Addres:
% Postal code Postal code
o Tel.N TelN
AN |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination ISO cqde 1.10. Regibdestination Code
©
Y—
I I I

O |11 Place of origin 1.12. Place of destination
8
S Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
— | Address Addres:
S
©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shlpl:l Railway wagov[l

Road vehicIel:l
Identification:

Documentary references:

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffD Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

1.27. For import or admission into EU

L1

I1SO code

1.28. Identification of the commodities

Species

(Scientific name)

Approval number of establishments

Nature of commodity Manufacturing plant

Neight Batch number
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COUNTRY Flavouring innards for use in the manufacure of
petfood

Part Il: Certification

Il.a. Certificate reference number Il.b

1. Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2008 and in particular Article 10 thereof, and Regulat{&U) No .../..?, and in particular

Annex XVI, Chapter Il and Annex XVII, Section Il ¢heof and certify that the flavouring innards

products described above :
I1.1. consist of animal by-products that satisfg #imimal health requirement below;

11.2. have been prepared including the followingn@ad by-products which are exclusively :

(2) either F— carcasses and parts of animals slaughtered tneicase of game, bodies or parts of anin
killed, and which are fit for human consumptionaacordance with Union legislation, but are
intended for human consumption for commercial reasp

(2) and/or {— carcasses and the following parts originatingegifrom animals that have been slaughtered
slaughterhouse and were considered fit for slaugftie human consumption following an ant
mortem inspection or bodies and the following pasfsanimals from game killed for humg
consumption in accordance with Union legislation:

0] carcasses or bodies and parts of animals wdriehejected as unfit for human
consumption in accordance with Union legislatidaut which did not show any signs of
disease communicable to humans or animals;

(i) heads of poultry;

(iii) hides and skins, including trimngs and splitting, thereof horns and feet, including
phalanges and the carpus andagagtus bones, tarsus and metatarsus bones, dlar
other than ruminants;

(iv) pig bristles;
(V) feathers; |

(2) and/or F— blood of animals which did not show any signs @fedse communicable through blood
humans or animals obtained from the animals otha@n tuminants that have been slaughtered
slaughterhouse after having been considered fiskaughter for human consumption following
ante-mortem inspection in accordance with Uniorslagon];

(2) and/or +— animal by-products arising from the productionpodducts intended for human consumpti
including degreased bone, greaves and centrifugegarator sludge from milk processing; ]

(2) and/or +— products of animal origin, or foodstuffs contaiiproducts of animal origin, which are 1
longer intend for human consumption for commergalsons or due to problems of manufacturing
packaging defects or other defects from which gk td public or animal health arise;]

(2) and/lor +— petfood and feeding stuffs of animal origin, cedeng stuffs containing animal by-products
derived products, which are no longer intendeddeding for commercial reasons or due to proble
of manufacturing or packaging defects or other d@eféfom which no risk to public or animal hea
arises;]

(2) and/lor +— blood, placenta, wool, feathers, hair, horns, hoafs and raw milk originating from liv
animals that did not show signs of any disease aamzable through that product to humans
animals;]

(2) and/or +— aquatic animals, and parts of such animals, exxgpimammals, which did not show any si
of diseases communicable to humans or animals;]

No
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or
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ts

(2) and/or +— animal-by products from aquatic animals origingtifrom plants or establishmen
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COUNTRY Flavouring innards for use in the manufacure of

petfood

Il.a. Certificate reference number Il.b

manufacturing products for human consumption;]

(2) and/or +— the following material originating from animals igh did not show any signs of disease

@ and/or

11.3.

11.4.

Salmonella:absence in 25g:n=5,¢c=0,m=0,0) =

Enterobacteriaceae: n=5c¢c=2,m=10, M = 30D gram;

11.5. the end product was :

@ either [ packed in new or sterilised bags, ]

@ or [ transported in bulk in containers or otherame of transport that were thoroughly cleaned
disinfected with a disinfectant approved by the petant authority before use, ]
and which bear labels indicating “NOT FOR HUMAN CON@BTION";

11.6. the end product was stored in enclosed s&rag

11.7. the product has undergone all precautionsatoid contamination with pathogenic agents a

Part I:

communicable through that material to humans anals:

(i) shells from shellfish with soft tissue or flesh
(ii) the following originating from terrestrial amals:

— hatchery by-products,

— €ggs,

— egg by-products, including egg shells,

(iiif) day-old chicks killed for commercial reasohs;

(2) and/or [— animal-by products from aquatic aeddstrial invertebrates other than species
pathogenic to humans or animals;]

[- material from animals which have beaatied with certain substances which are prohib
pursuant to Directive 96/22/EC, the import of thatenial being permitted in accordance with Arti
35(1)(a)(ii) of Regulation (EC) No 1069/2009]

have been subjected to processing in acceaarith Annex XVI, Chapter Il of Regulation (EC) N
...l..., in order to kill pathogenic agents;

have been examined by the competent authtakiyng a random sample immediately prior to dispg
and found it to comply with the following standa(@3:

treatment.

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

ited
le

o

—

and

fter

tom

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
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COUNTRY Flavouring innards for use in the manufacure of

petfood

Il.a. Certificate reference number Il.b

Part II:
™
*

(aircraft) or name (ship); information is to be yired in the event of unloading and reloading.

Box reference 1.19: use the appropriate HS cod®40&r 05.11.91.

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be given.
Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

Box reference 1.28: define the innard product.

Delete as appropriate.
Where:
number of samples to be tested;

threshold value for the number of bacteria; tesult is considered satisfactory if the number
bacteria in all samples does not exceed m;

maximum value for the number of bacteria; thsult is considered unsatisfactory if the numbe
bacteria in one or more samples is M or more; and

number of samples the bacterial count of whighy be between m and M, the sample still bg
considered acceptable if the bacterial count obther samples is m or less

The signature and the stamp must be in a differelour to that of the printing.

Note for the person responsible for the consignnierEU: This certificate is only for veterinar
purposes and has to accompany the consignmenituetiiches the border inspection post

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:

of

of

ing
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CHAPTER 3(F)

Health certificate

For animal by-products for the manufacture of petfpintended for dispatch to or for transit
through? the European Union

COUNTRY

Veterinary certificate to EU

Road vehlc\el:l

Other[l

I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name

E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
Ql n N
o ame ame
°©
D address Addres:
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
B I I
O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
a
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shipl:l Railway wagol[l

Identification: 1.17.
Documentary references:
1.18. Description of commodity 1.19. Commodity code (HS code)
1.20.Quantity
1.21 Temperature of product 1.22. Number of packag
Ambient |:| Chilled |:| Frozen |:|
1.23. Identification of container/Seal number 1.24.Type of packaging
1.25. Commodities certified for:
Animal feedlngstuffl:l Further processD Technical usE| 01@

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L]

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species (Scientific name)

Approval

Nature of commodity

number of establishments

Manufeiog plant Number of packages Net weight Batch numbe
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COUNTRY Animal by-products for the manufacture of

petfood

Part Il: Certification

I1.1.

11.1.1.
11.1.2.

® either

@ or
11.1.3.

® either

@ or

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)

1069/2008® and Regulation (EU) No .../... and certify that thenaali by-products described above|:

consist of animal by-products that sati$fg animal health requirements below;
have been obtained in the territory of: ..., @from animals:

[(@) that have remained in this territoigce birth or for at least the last three month#tee
slaughter; ]

[(0)  killed in the wild in this territof; |
have been obtained from animals:
[@  coming from holdings :

0] where, for the following diseases for which theimals are susceptible, there has b
neither case/outbreak of rinderpest, swine vesialikease, Newcastle disease or hig
pathogenic avian influenza during the prior 30 daysr of classical or African swin
fever during the prior 40 days; nor in the holdisgsated in their vicinity within 10 km
during the prior 30 days, and

(i)  where there has been neither case/outbred&atfand mouth disease during the prior
days, nor in the holdings situated in their viginitithin 25 km, during the prior 30 day
and

(b) which :
0] were not killed to eradicate any epizootic dise,

(i) have remained in their holdings of origin fatrleast forty days before departure and wh
have been transported directly to the slaughtedheuthout contact with other animal
which did not comply with the same health condision

(iii)  at the slaughterhouse, have passed the antéem health inspection during the 24 ho
before the slaughter and have shown no evidendheofliseases referred to above
which the animals are susceptible, and

(iv)  have been treated in the slaughterhouse befodeat the time of slaughter or killing
accordance with the relevant provisions of Councite€ive 93/119/EC on animg
welfare; |

[(@) captured and killed in the wild in an area

0] in which within 25 km there has been no castymak of any of the following diseas
for which the animals are susceptible: foot and tmadisease, rinderpest, Newcas
disease or highly pathogenic avian influenza dutivgprior 30 days , nor of classical
African swine fever during the prior 40 days and

No

ich

7]

Urs
for

— 3

bS
tle
or

(i)  that is situated at a distance that exceedsk@0from the borders separating another

territory of a country or part thereof, which istremthorised at these dates for export
this material to the European Union, and

(b) which after killing were transported within Xdurs for chilling either to a collection cent]
and immediately afterwards to a game establishnoerdirectly to a game establishment; ]

ng

re
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COUNTRY Animal by-products for the manufacture of

petfood

Il.a. Certificate reference number Il.b

11.1.4.

11.1.5.

11.1.6.

11.1.7.

(2) either

(2) and/or

(2) and/or

(2) and/or

(2) and/or

(2) and/or

(2) and/or

have been obtained in an establishmentratrauvhich, within a radius of 10 km, there has been
case/outbreak of diseases referred to in point3lifdr which the animals are susceptible during
prior 30 days or, in the event of a case of disehsepreparation of raw material for exportatioritte
European Union has been authorised only after ramof all meat, and the total cleaning al
disinfection of the establishment under the cortfan official veterinarian;

have been obtained and prepared withouttacbnwith other material not complying with t
conditions required above, and it has been hansteds to avoid contamination with pathoge,
agents;

have been packed in new packaging prevgraity leakage and in officially sealed containeraring
the label indicating “RAW MATERIAL ONLY FOR THE MANUFETURE OF PETFOOD” and th
name and address of the EU establishment of déstina

consist only of the following animal by-mhacts :

[- carcasses and parts of animals stevegth or, in the case of game, bodies or partiofias

the

hi

Cc

11

killed, and which are fit for human consumptiondoncordance with Union legislation, but are not

intended for human consumption for commercial reasp

[ -carcasses and the following partginating either from animals that have been slaargit in a

slaughterhouse and were considered fit for slaugttie human consumption following an ant
mortem inspection or bodies and the following pasfsanimals from game killed for humg
consumption in accordance with Union legislation:

0] carcasses or bodies and parts of animals wdniehejected as unfit for human
consumption in accordance with Union legislatidut which did not show any signs of
disease communicable to humans or animals;

(i) heads of poultry;

(iii) hides and skins, including trimmings andigplg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of animal
other than ruminants;

(iv) pig bristles;

(v) feathers; |

[- animals by-products arising from preduction of products intended for human consionpt
including degreased bone, greaves and centrifugegarator sludge from milk processing;]

[- products of animal origin, or foaafé$ containing products of animal origin, whicheano
longer intend for human consumption for commergalsons or due to problems of manufacturing
packaging defects or other defects form which gk td public or animal health arise;]

[- aquatic animals, and parts of sutmals, except sea mammals, which did not showsagns
of diseases communicable to humans or animals;]

[- animal by-products from aquatic aalin originating from plants or establishme
manufacturing products for human consumption;]

[- the following material originatingom animals which did not show any signs of dise
communicable through that material to humans anals:

0] shells form shellfish with soft tissue or ftes
(i) the following originating from terrestrial &nals:

hatchery by-products,

€ggs,

egg by-products, including egg shells,

(i) day-old chicks killed for commercial reasohs

5

or

nts

ase
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COUNTRY Animal by-products for the manufacture of

petfood

Il.a. Certificate reference number Il.b

11.1.8.

11.1.9.

®®[1.2. Specific requirements

@@ 1.2.1. The by-products in this consignment comeerf animals that have been kept in the territorptineed

®®1.2.2. The by-products in this consignment cotssimly of animal by-products derived from trimmeftal

Notes

Part I:

(2) and/or +— animal-by products from aquatic or terrestrialertebrates, other than species
pathogenic to humans or animals;]

have been deep-frozen at the plant of origi have been preserved in accordance with E\dl&gin
in such a way that they will not spoil between dish and delivery to the plant of destination;

in the case of raw material derived fromnaals which have been treated with certain subs&nc
prohibited in accordance with Directive 96/22/EC the manufacture of petfood, the import being
permitted in accordance with Article 35(1)(a)(if)Regulation (EC) No 1069/2009:

@ it has been marked in the third country betarey into the territory of the Union by a cross
of liquefied charcoal or activated carbon on eactenside of each frozen block in a way
that the marking covers at least 70 % of the diagtength of the frozen block and be of|at
least 10 cm width,

(b) in case of material which is not frozen, the raaterial has been marked in the third country
before entry into the territory of the Union by aging it with liquefied charcoal or by
applying charcoal powder in a way that the char@oalearly visible on the material, and

(c) in the case the animal by-products are madefupw material which has been treated|as

referred to above and other non-treated raw matatldhe raw materials have been marked

as laid down in point (a) and (b) above.

under (11.1.2), where vaccination programmes agafost-and-mouth disease are being regularly

carried out and officially controlled in domestiouine animals.

of domestic ruminants, which have maturated atrabient temperature of more than +2°C for at lgast

three hours, or in the case of masseter muscld®wihe animals and de-boned meat of dome
animals, for at least 24 hours. ]

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedi in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this 10 be filled in only if it is a certificate faransit

commodity. The products in transit can only be exfom free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

Box reference 1.19: use the appropriate HS codd:10%1 or 05.11.99.

stic

tom

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable)

should be included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide theterinary control number of the approv
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COUNTRY Animal by-products for the manufacture of

petfood

Il.a. Certificate reference number Il.b

Part Il :

O

™
*)
®

@
O

)

¢

O
¢

establishment.

Excluding raw blood, raw milk, hides and skingofies and horn, pig bristles and feathers
relevant specific certificates for the import oésle products).

oJ
oJ

The name and ISO code number of the exportingtepas laid down in:
— part 1 of Annex Il of Council Decision 79/542/EEC ;
— the Annex to Commission Decision 94/984/EC , and;

— the Annex to Commission Decision 2000/585/EC .

In addition the 1ISO code of regionalisation in thisnex (where applicable for the susceptible spe
concerned) should be included.

Delete as appropriate.

Only for countries from where game meat intenfdechuman consumption of the same animal spe
is authorised for importation into the Europeanddni

Catering waste means all waste food, includingl wsmoking oils, originating in restaurants, catgr
facilities and kitchens, including central kitchearal household kitchens.

Supplementary guarantees to be provided whemtiiterial of domestic ruminants originated in {
territory of a South American or South African ctyror part thereof from where only maturated 4
de-boned fresh meat of domestic ruminants for hucesrsumption is permitted for exportation to t

European Union. In the case of offal only trimmeffaloof domestic ruminants which must be

exclusively offal from which the bones, cartilageachea and main bronchi, lymphatic glan
adhering connective tissue, fat and mucus have bespletely removed is permitted. The whq
masseter muscles of bovine animals, incised inrdecwe with paragraph 41(a) of Chapter VI
Annex | to Council Directive 64/433/EEC, are alsomi¢ied.

Only for certain South American countries.

Only for certain South American and South Africauntries.
The signature and the stamp must be in a diffarelour to that of the printing.

Note for the person responsible for the consigrinerEU: this certificate is only for veterinan

see

cie

cies

5
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ds,
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purposes and has to accompany the consignmenituetiiches the border inspection post.
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COUNTRY

Animal by-products for the manufacture of
petfood

Il.a. Certificate reference number Il.b

Official veterinarian
Name (in capital letters):
Date:

Stamp:

Qualification and title:

Signature:
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CHAPTER 4(A)

Health certificate

For the import of blood and blood products from ieique to be used outside the feed chain,
for dispatch to or for transitthrough the European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
y—
o
£
©
—
Q
@)

Part |

1.11. Place of origin

Name
Address

Approval number

1.12. Place of destination
Custom warehouse D

Name Approval number
Addres:

Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport

Aeroplane |:| Shipl:l

Road vehlc\el:l
Identification:
Documentary references:

Railway wago ID

Other[l

1.16. Entry BIP in EU

1.18. Description of commodity

1.19. Commodity code (HS code)
30.02

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Technicaluse [ ]

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L]

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species (Scientific name)

Approval number of establishments

Manufacturing plant
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COUNTRY Blood and blood products from equidae for mrposes outside

the feed chain

Part Il: Certification

I1.1.

11.2.

11.3.

11.4.

@ gither
2 or

@ or

11.5.

11.5.1.

11.5.2.

11.5.3.

11.5.4.

(® either

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)

1069/200¢" and in particular Article 8(1)(c) and Article 1Bereof, and Regulation (EU) No .../

and in particular Chapter IV of Annex XVI theretmdacertify that the blood or blood products
equidae described above :

consist of blood or blood products from eqaédhat satisfy the health requirements below;

No

consist exclusively of blood or blood prodsiodf equidae not intended for human nor animal

consumption;

come from a third country, territory or pénereof listed in row no. 3 of the table in Chap
Il of Section Il of Annex XVII toRegulation (EU) No .../..where the following diseases a
compulsorily notifiable: African horse sickness,udae, glanders(Burkholderia mallei)
equine encephalomyelitis (all types including VEEB§uine infectious anaemia, vesicu
stomatitis, rabies, anthrax;

have been derived from blood which was caéldcunder the supervision of a veterinarian, fr
equidae, which on inspection at the time of coitectwere free from clinical signs of infectiot
disease:

[in slaughterhouses approved in accordance wittuRégn (EC) No 853/2004), |
[in slaughterhouses approved and supervised byaimpetent authority of the country of export,]

[ in facilities approved and supervised by the petant authority of the country of export for t
purpose of collecting blood from equidae for thedurction of blood products for purposes other t
feeding for farmed animals. ]

have been derived from blood which was caéddrom equidae

which on inspection on the date of bloodlesion did not show clinical signs of any of the

compulsorily notifiable diseases listed in Annex té Directive 90/426/EE€®, and of Equine
influenza, Equine piroplasmosis, Equine rhinopnenittmand Equine viral arteritisisted in
point 4 of Article 1.2.3. of the Terrestrial Animilealth Code of the World Organisation for Anim
Health (OIE), 2008 Edition;

which have been kept for at least 30 daysrpo the date of and during blood collectiontwidings
under veterinary supervision which were not subfea prohibition order pursuant to Article 4(5)
restrictions for African horse sickness in accoagawith Article 5 of Directive 90/426/EEC;

which had no contact with equidae from ddifg which was subject to a prohibition order &mimal
health reasons pursuant to Article 4(5) of Dirext90/426/EEC.

have been derived from blood which was axitd from equidae for which the period for f
prohibition order referred to in points 11.5.2. aihé.3 has been determined as followed:

[ where not all the animals of species susceptibl¢he disease located on the holding have &
slaughtered and the premises disinfected the pefipdhibition has been:

- six months in the case of glandeBaifkholderia mallei) beginning on the date on which the
equidae infected with the disease are slaughtered;

- six months in the case of equine encephalomyelitany type, including Venezuelan equine
encephalomyelitis, beginning on the date on whighequidae infected with the disease are
slaughtered;

- in the case of equine infectious anaemia, untildéae on which, the infected animals having

ter
re

ar

ne
nan

al

een

Sts

been slaughtered, and the remaining animals hawgrsh negative reaction to two Coggins te
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COUNTRY Blood and blood products from equidae for mrposes outside

the feed chain

Il.a. Certificate reference number Il.b

()or

11.6.

11.7.

(3 either

( or

11.8.

11.9.

carried out three months apart;
- during six months from the date of the last recdrdase of vesicular stomatitis;
- during one month from the date of the last recoiesk of rabies;
- during 15 days from the date of the last recordes ©f anthrax.]

[ if all the animals of species susceptiblehe disease located on the holding have beengitiered

and the premises disinfected, the period of prabibishall be 30 days, beginning on the date| on
which the animals were slaughtered and the prendisé¥fected, except in the case of anthrax, where

the period of prohibition shall 15 days]

blood products must come from a plant appdoby the competent authority of the third country

meeting the specific conditions set out in Artitleor 18 of Regulation (EC) No 1774/2002.

blood products have been produced from blatdich fulfils the conditions referred in I1.4. and5
and

[has been produced from blood collectedhfequidae which have been kept for a period déat
three months, or since birth if less than three thmwld, prior to the date of collection on holdin
under veterinary supervision in the country of edilon which during that period and the period
blood collection has been free of:

@) African horse sickness for two years

(b) Venezuelan equine encephalomyelitis for agueof at least two years;

(c) glanders
@ either [for a period of three years; ]
@ or [ for a period of six months where the animhbve passed the post-morte
inspection for glanders in the slaughterhouse medeto in paragraph 1, including
careful examination of mucous membranes from thehea, larynx, nasal cavitie
and sinuses and their ramifications, after spiitihe head in the median plane a
excising the nasal septum;]
(d) vesicular stomatitis for six months;]

[has been subjected to at least one of tHewiolg treatments, followed by an effectivenesschéor

ammg

«Q

of

the inactivation of possible causative pathogensAfacan horse sickness, equine encephalomyelitis

of all types including Venezuelan equine encephgéditis, equine infectious anaemia, vesicu
stomatitis and glanderByrkholderia malle):

@ either [ heat treatment at a temperature of 65f@tfteast three hours]]

@ or [ irradiation at 25 kGy by gamma rays]]
@ or [ change in pH to pH 5 for two hours]]
@ or [ heat treatment of at least 80°C througholit tebstancel]]

all precautions have been taken to avoid ammation of the blood and blood products w
pathogenic agents during production, handling aakaging;

blood and blood products were packed in skalgpermeable containers clearly labelled "NOT F
HUMAN OR ANIMAL CONSUMPTION" and bearing the apprdvaumber of the establishment
collection;

ar

ith

Df
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COUNTRY Blood and blood products from equidae for mrposes outside

the feed chain

Il.a. Certificate reference number Il.b

I1.10.
Notes

Part I:

Part II:
O
@)
@)
O

the products were stored in enclosed stqrage

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this 10 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfom free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable) n
be included.

Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

tom

nust

Box reference 1.28: Manufacturing plant: provide theterinary control number of the registefed

establishment of collection.

OJ L 300, 14.11.2009, p. 1
Delete as appropriate

OJ No. L 139, 30.04.2004, p. 55
OJ L 224, 18.8.1990, p. 42

The signature and the stamp must be in a differelour to that of the printing.

Note for the person responsible for the consigrimerEU: this certificate is only for veterinarn
purposes and must accompany the consignment urgédcéhes the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 4(B)

Health certificate

For blood products not intended for human consuampthat could be used as feed material,
intended for dispatch to or for transit throufgihe European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
°©
D address Addres
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
B I I
O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
: Address Addres:
=
©
o Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehicle[]

Shipl:l

Identification:
Documentary references:

1.16. Entry BIP in EU
Railway wagol[l

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffl:l

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

1.27. For import or admission into EU

L]

I1SO code

1.28. Identification of the commodities

Species (Scientific name)

Nature of commodity

Approval number of establishments
Mantufeing plant

Batch number
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COUNTRY

feed

Part Il: Certification

I1.1.
11.2.

11.3.

11.4.

(3 either

(3 and/or

11.5.

(3 either

A or

11.6.

.7.
(3 either

A or

11.8.

11.9.

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#at | have read and understood Regulation (EC)
1069/2009'® and Regulation (EC) No .../.2" and certify that the blood products described ahov

consist of blood products that satisfy thaltrerequirements below;
consist exclusively of blood products noteintied for human consumption;

have been prepared and stored in a plantroapd, validated and supervised by the compe
authority in accordance with Article 24 of Regulati@&C) No 1069/2009;

have been prepared exclusively with the felltg animal by-products :

[ blood of slaughtered animals, which iis for human consumption in accordance with Un
legislation, but is not intended for human consuampfor commercial reasons; |

[ blood of slaughtered animals, whichejgcted as unfit for human consumption but is fiflected by
any signs of diseases communicable to humans onads)i derived from carcasses that are fit
human consumption in accordance with Union legistaf

have been submitted

[ to processing in accordance with proogsmethod ........... (3) as set out in Annex VI, Seatld
of Regulation (EU) No .../.].

[ to a method and parameters which ensure tetproduct complies with the microbiologic
standards set in Annex XIllI, Section | to Regulatigb)) .../..., ]

in order to kill pathogenic agents;

have been examined by the competent authtaiing a random sample immediately prior to dispd
and found it to comply with the following standards:

Salmonella: absencein 25g:n=5,c=0,m=6 0]
Enterobacteriaceae: n=5¢c=2,m=10, M = 80D dgram;
the end product was :

[ packed in new or sterilised bags, ]

[ transported in bulk in containers or otheeams of transport that were thoroughly cleaned
disinfected with a disinfectant approved by the petent authority before use, ] and which bear &
indicating “NOT FOR HUMAN CONSUMPTION?;

the end product was stored in enclosed stgrag

the product has undergone all precautionsatoid contamination with pathogenic agents a
treatment.

Blood products that could be used as

No

tent

for

—

and
pel

fter
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COUNTRY Blood products that could be used as
feed
Il.a. Certificate reference number Il.b
Notes
Part I:

Part II:
™

*

@)

@)

v

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

Box reference 1.19: use the appropriate HS codd:10%1 or 05.11.99.

tom

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be included.

Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

0J
0J
Delete as appropriate.

Insert method 1 to 5 or 7 as applicable.

Where:
n= number of samples to be tested,
m = threshold value for the number of bacteria;réslt is considered satisfactory if the numbe

bacteria in all samples does not exceed m,

M = maximum value for the number of bacteria; tegult is considered unsatisfactory if the num
of bacteria in one or more samples is M or mord, an

c= number of samples the bacterial count of whey be between m and M, the sample s
being considered acceptable if the bacterial cofitite other samples is m or less.

The signature and the stamp must be in a diffarelour to that of the printing.

Note for the person responsible for the consignnienEU: this certificate is only for veterinar
purposes and has to accompany the consignmenituetiiches the border inspection post.

of

per

till

EN
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COUNTRY Blood products that could be used as

feed
Il.a. Certificate reference number Il.b
Official veterinarian
Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 4(C)

Health certificate

For untreated blood products, excluding of equidae,the manufacture of derived products

for uses outside the feed chain, intended for dipéo or for transit throughthe European

1.11. Place of origin

1.12. Place of destination

Custom warehouse |:|

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D Telne
2 1.5. Consignee 1.6. Person responsible for the consignment in EU
o
o Name Name
3
- Address Addres:
% Postal code Postal code
o TelN Tel.N
Q 1.7.Country of origin I1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqdao.
©
Y—
o
0
©
—
[}
(@]

Part |

Name
Address

Approval number

Name
Addres:

Postal code

Approval number

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehic\el:l
Identification:

Documentary references:

Shlpl:l

1.16. Entry BIP in EU
Railway wagor[l

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

30.02

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Technical use |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

1.27. For import or admission into EU

L

I1SO code

1.28. Identification of the commodities

Species (Scientific name)

Nature of commodity

Approval number of establishments
Mantufeing plant

Batch number
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Part Il: Certification

COUNTRY Untreated blood products, excluding of equiae, for derived
products
Il.a. Certificate reference number Il.b

Il Health attestation
I, the undersigned official veterinarian, decltrat | have read and understood Regulation (EC)
No 1069/2009' and in particular Article 8(c) and (d) and Articl® thereof, and Regulation
(EU) No .../...%" and in particular Annex XVII, Section Il thereahd certify that:

11.1. the blood products described above considtl@éd products that satisfy the health requiresent
below;

11.2. they consist exclusively of blood productd mdended for human or animal consumption;

11.3. they have been prepared and stored in a [@apervised by the competent authority or in the
establishment of collectié?, exclusively with the following animal by-products

@either [ - blood of slaughtered animals, whichiisfdr human consumption in accordance with Unjon
legislation, but is not intended for human consuampfor commercial reasons; |

(2) and/or [ - blood of slaughtered animals, whishrejected as unfit for human consumption butas |n
affected by any signs of diseases communicableutoahs or animals, derived from carcasses
that are fit for human consumption in accordandé Winion legislation; ]

@and/or [ - blood obtained from animals other thaminants that are slaughtered in a slaughterhquse,
after undergoing ante-mortem inspection, and wigrad a result of such inspection, for slaughter
for human consumption in accordance with Uniondiegion; ]

@and/or [ - blood and blood products originatingnfréive animals that are not immediately destined |fo
slaughter and did not show signs of any diseasarzoritable through that product to humang or
animals;]

11.4. the blood from which such products are maotufeed has been collected:

@either [ in slaughterhouses approved in accordaitteUnion legislation, ]

@or [ in slaughterhouses approved and supervisgdédgompetent authority of the third country, ]

@or [ from live animals in facilities approved andpgrvised by the competent authority of the third
country. ]

5. in the case of blood products derived frominaals belonging to the taxa Artiodactylg,
Perissodactyla and Proboscidea, including thessheds, the products come:

11.5.1. from a country where no case of rinderppstte des petits ruminants and Rift Valley feves ha
been recorded for 12 months and in which vaccinakias not been carried out against thpse
diseases for at least 12 months.

@11.5.2. either [ from the territory of a countryr oegion with code .... (3) where no case of foot-amlith
disease has been recorded for 12 months and irnwhixination has not been carried out against
this disease for at least 12 months ]

@[n.5.2. or [ from the territory of a country org®n with code .... (3) where no case of foot-and-thou
disease has been recorded for 12 months and irhwhitcination programmes against foot-and-
mouth disease are being officially carried out andtrolled in domestic ruminant animals for|at
least 12 months(4) ]]

@n1.5.3. In addition, in case of animals other ttaudae and Tayassuidae:

@either [ in the country or region of origin no casfevesicular stomatitis and bluetongue(2) (inahgd
the presence of seropositive animals) has beemdeddor 12 months and in which vaccinatipn
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COUNTRY

Untreated blood products, excluding of equiae, for derived
products

Il.a. Certificate reference number Il.b

@or

@[n.5.4.

[1.5.4.1.

@542 0

A11.6.

11.7.
@ gither

@ or

11.8.

11.9.

Notes

Part I:

@)11.5.4.2. either [ in the country or region of gin no case of vesicular stomatitis (including firesence of

has not been carried out against those diseasas [fmast 12 months, ]

[ in the country or region of origin vesiculaomatitis and bluetongue(2) seropositive animags
present(4) ]

In addition, in case of Suidae and Tayatae:

[ in the country or region of origin rease of swine vesicular disease, classical swiver fend

ar

African swine fever has been recorded for at l&2sinonths and vaccination has not been carried

out against those diseases for at least 12 momtihe isusceptible species ]

seropositive animals) has been recorded for 12 msoahd in which vaccination has not be
carried out against this disease for at least 12thso ]

[ in the country or region of origiresicular stomatitis seropositive animals are pr€4eh]

in the case of blood products derived fromuliry or other avian species the animals and
products come from the territory of a country agioa with code ...®!

which has been free from Newcastle disease artdyhithogenic avian influenza as defined
the Terrestrial Animal Health Code of the OIE

which for at least 12 months has not carried @actination against avian influenza

where the animals from which the products derigeehnot been vaccinated against Newcal

the

in

stle

disease with vaccines prepared from a Newcastleagsés master strain showing a higher

pathogenicity than lentogenic virus strains. ]
the products were:
[ packed in new or sterilised bags or bstt]

[ transported in bulk in containers or otherame of transport that were thoroughly cleaned
disinfected with a disinfectant approved by the petant authority before use, ]

the outer packaging or containers bear labelscatisig “NOT FOR HUMAN OR ANIMAL
CONSUMPTION";

the products were stored in enclosed storage;

the products have undergone all precautiansatoid contamination with pathogenic age
during transport.

Box reference 1.6: Person responsible for the igmnsent in the European Union: this box is
be filled in only if it is a certificate for trartscommodity; it may be filled in if the certificais
for import commodity.

Box reference 1.12: Place of destination: this l®xo be filled in only if it is a certificate fo
transit commodity. The products in transit can dmystored in free zones, free warehouses
custom warehouses.

Box reference 1.15: Registration number (railwaygams or container and lorries), flight numb

EN
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COUNTRY

Untreated blood products, excluding of equiae, for derived
products

Il.a. Certificate reference number Il.b

Part II:
*

*)

®

@)

v

®)

(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

Box reference 1.23: for bulk containers, the corganumber and the seal number (if applical
should be included.

Box reference 1.26 and 1.27: fill in accordingvibether it is a transit or an import certificate.

oJ

oJ

Delete as appropriate.

Code of the territory as it appears in Part 1 ofiéx |l to Decision 79/542/EEC.

In this case following the border check provided in Directive 97/78/EC, and in accordan

e)

ce

with the conditions laid down in Article 8(4) ofahDirective, the products must be transported

directly to the plant of destination.
Code of the territory as it appears in Part Amfiex Il to Decision 2006/696/EC.

The signature and the stamp must be in a diffar@lour to that of the printing.

Note for the person responsible for the consigitritethe European Union: this certificate is only

for veterinary purposes and has to accompany thesigoment until it reaches the bord
inspection post.

er

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 4(D)

Health certificate

For treated blood products, excluding of equidae,the manufacture of derived products for

uses outside the feed chain, intended for dispaictr for transit through the European

1.11. Place of origin

1.12. Place of destination

Custom warehouse |:|

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D Telne
2 1.5. Consignee 1.6. Person responsible for the consignment in EU
o
o Name Name
3
- Address Addres:
% Postal code Postal code
o TelN Tel.N
Q 1.7.Country of origin I1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqdao.
©
Y—
o
0
©
—
[}
(@]

Part |

Name
Address

Approval number

Name
Addres:

Postal code

Approval number

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehic\el:l
Identification:

Documentary references:

Shlpl:l

1.16. Entry BIP in EU
Railway wagor[l

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

30.02

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Technical use |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

1.27. For import or admission into EU

L

I1SO code

1.28. Identification of the commodities

Species (Scientific name)

Nature of commodity

Approval number of establishments
Mantufeing plant

Batch number
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COUNTRY Treated blood products, excluding of equida, for products

other than feeding to farmed animals

Part Il: Certification

I1.1.
11.2.

11.3.

@ gither

@ and/or

@ and/or

@ and/or

11.4.
@ gither
@ or

@ or

@1.5.

@ either
@ or
@ or
@ or

@711.6.

@ gither

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2009'@ and in particular Article 8(c) and 8(d) and Aricl0 and Regulation (EU) No .../,
and in particular Annex XVII, Section tlhereof, and certify that:

the blood products described above consisiadd products that satisfy the requirements below

they consist exclusively of blood productd mdended for human or animal consumption;

they have been prepared and stored in a glapervised by the competent authority exclusiveh
the following animal by-products:

F— blood of slaughtered animals, which is fit for mmconsumption in accordance with Unipn

legislation, but is not intended for human consuamptor commercial reasons; ]

f— blood of slaughtered animals, which is rejectecuafit for human consumption but is npt

affected by any signs of diseases communicableiteahns or animals, derived from carcasses tha
fit for human consumption in accordance with Unliegislation; ]

f— blood obtained from animals other than ruminaht @re slaughtered in a slaughterhod
after undergoing ante-mortem inspection, and wigrag a result of such inspection, for slaugheer
human consumption in accordance with Union legistaf

f— blood and blood products originating from live raals that did not show clinical signs of any

disease communicable through these products tofmioraanimals. ]

the blood from which such products are maotufeed has been collected:

[ in slaughterhouses approved in accordaitteUnion legislation, ]

[ in slaughterhouses approved and supervisgdédgompetent authority of the third country, ]

[ from live animals in facilities approved amsdpervised by the competent authority of the th
country. |

In case of blood products derived from Adactyla, Perissodactyla and Proboscidea incluthieg
crosshreeds, other than Suidae and Tayassuida@rdbacts have undergone one of the follow|
treatments, guaranteeing the absence of pathodefmteand-mouth disease, vesicular stomati
rinderpest, peste des petits ruminants, Rift Vefiderer and bluetongue:

[ heat treatment at a temperature of 65f@tfteast three hours, followed by an effectivengeeck, ]
[ irradiation at 25 kGy by gamma rays, follow®gdan effectiveness check, ]

[ change in pH to pH 5 for two hours, followleg an effectiveness check, ]

[ heat treatment of at least 80°C throughouit thébstance, followed by an effectiveness check]]
In the case of blood products derived fr@midae, Tayassuidae, poultry and other avian spettie
products have undergone one of the following treatis1 guaranteeing the absence of pathogens g
following diseases: foot-and-mouth disease, vearcstomatitis, swine vesicular disease, class
swine fever, African swine fever, Newcastle diseasel highly pathogenic avian influenza

appropriate to the species;

[ heat treatment at a temperature of 65r@tfteast three hours, followed by an effectivengeeck, ]

No

rd

ng
tis,

f the
ical
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COUNTRY Treated blood products, excluding of equida, for products

other than feeding to farmed animals

Il.a. Certificate reference number Il.b

@ or

@ or

@An1.7.

11.8.
@ gither

@ or

11.9.

11.10.

Notes

Part I:

Part II:
™
*
@)

[ irradiation at 25 kGy by gamma rays, followmgdan effectiveness check, ]

[ heat treatment of at least 80°C for Suidae#fayidae (2) and at least 70°C for poultry and o
avian species(2) throughout their substance, fatblay an effectiveness check ] ]

In the case of blood products derived fregpecies other than listed under I1.5. or I1.6. pheducts

The products were :
[ packed in new or sterilised bags or bett]

[ transported in bulk in containers or otherame of transport that were thoroughly cleaned
disinfected with a disinfectant approved by the petant authority before use, ]

he outer packaging or containers bear labels atidig “NOT FOR HUMAN OR ANIMAL
CONSUMPTION?;

the products were stored in enclosed storage;

the products have undergone all precautimngvoid contamination with pathogenic agents a
treatment.

Box reference 1.6: Person responsible for the gomsent in the European Union: this box is to
filled in only if it is a certificate for transitanmodity; it may be filled in if the certificate fer import
commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

ther

and

fter

be

tom

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable)

should be included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

0J
0J

Delete as appropriate.

The signature and the stamp must be in a differelour to that of the printing.

Note for the person responsible for the consigrirrethe European Union: this certificate is ondy {

EN
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COUNTRY Treated blood products, excluding of equida, for products
other than feeding to farmed animals

Il.a. Certificate reference number Il.b

veterinary purposes and has to accompany the gonsigt until it reaches the border inspection po

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 5(A)

Health certificate

For fresh or chilled hides and skins of ungulatedéended for dispatch to or for transit
througtf the European Union

COUNTRY

Veterinary certificate to EU

: Details of dispatched consignment

Part |

1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
1.3. Central Competent Authority
Address
1.4. Local Competent Authority
Tel.N°
1.5. Consignee 1.6. Person responsible for the consignment in EU
Name Name
Address Addres:
Postal code Postal code
Tel.N° Tel.N°

1.7.Country of origin

1SO cod|

1.8. Region of origin Code

1.9. Country of destination 1SO cqde 1.10. Ragibdestination

Code

1.11. Place of origin

Name
Address

Approval number

1.12. Place of destination
Custom warehouse |:|

Name
Addres:

Approval number

Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehic\el:l
Identification:

Documentary references:

Shipl:l

Railway wago ID

Other[l

1.16. Entry BIP in EU

1.17. No(s) of CITES

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffl:l

Technical use |:|

other ]

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L1

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species

(Scientific name)

Approval number of establishments

Manufacturing plant

Net weight
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COUNTRY Fresh or chilled hides and skins of ungutes

Part Il; Certification

I1.1.

11.2.

11.3.

11.4.

Notes

Part I:

(a) for at least 12 months before dispatch, has free from the following diseas&%

[— classical swine fever, and African swine fever, ]

[— rinderpest, ]

and

(b) has been free for at least 12 months befoqgattih from foot-and-mouth disease and where,

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, declénat | have read and understood Regulation (EC)| No

1069/2009'® and in particular Article 10 thereof, and Regulat{@&U) No .../...™ and in particular

Annex XVII, Section llthereof, and certify that the hides and skins desdrabove :

have been obtained from animals tfat

(€) were slaughtered and their carcasses arer fiiman consumption in accordance with Unjon
legislation or

(b) were slaughtered in a slaughterhouse, afteengoihg ante-mortem inspection, and were

considered fit, as a result of such inspection, staughter for human consumption |in

accordance with Union legislation;
originate from a country or, in the case efjionalisation in accordance with Union legislatinom a

part of a country from which imports of all cateigsrof fresh meat of the corresponding species
authorised and which :

12 months before dispatch, no vaccination has bageied out against foot-and-mouth disedse
have been obtained from :

[ animals that have remained in the territory @& dountry of origin for at least three months befoeing
slaughtered or since birth in the case of aningas that three months old; ]

[ in the case of hides and skins from bi-ungulageémals that come from holdings in which there
been no outbreak of foot-and-mouth disease in teeigus 30 days, and around which within a radiu
10 km there has been no case of foot-and-moutlasksir 30 days; ]

are

for

nas

[ in the case of hides and skins from swine, arsnitaht come from holdings in which there has been n

outbreak of swine vesicular disease in the prevBiuslays, or of classical or African swine fevethe
previous 40 days, and around which within a radius0 km there has been no case of these diseas
30 days; ]

[ animals that have shown no evidence of [ foot-anudith disease ], [ rinderpest ], [ classical swj
fever ], [ African swine fever ] or [ swine vesianldisease ](3) during ante-mortem health inspeciig
the slaughterhouse during the 24 hours before ktaud

have undergone all precautions to avoid rémmination with pathogenic agents.

Box reference 1.6: Person responsible for the ggmsent in EU: this box is to be filled in only tfis a
certificate for transit commaodity; it may be filléal if the certificate is for import commodity.

ps f
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COUNTRY Fresh or chilled hides and skins of ungutes

Il.a. Certificate reference number Il.b

Part II:
™
*
@)
O

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate faransit
commodity. The products in transit can only be esfon free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway oy or container and lorries), flight numb
(aircraft) or name (ship); information is to be yicted in the event of unloading and reloading.

Box reference 1.19: use the appropriate HS cod€1441.02 or 41.03.

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable) ish
be given.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

0J

0J

Delete as appropriate.

Delete diseases not applicable to the speciesecned.

The signature and the stamp must be in a differ@loiur to that of the printing.

Note for the person responsible for the consigrinienEU: This certificate is only for veterinar
purposes and has to accompany the consignmenituetiiches the border inspection post.

tom

o

u

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 5(B)
Health certificate

For treated hides and skins of ungulates, interfdedlispatch to or for transit througtthe
European Union

COUNTRY Veterinary certificate to EU

EN

1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name

c .3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
Q Name Name
o
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
@ 1.7.Country of origin ISO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqde 1.10. Ragibdestination Code
©
B I I I
O 1L Place of origin 1.12. Place of destination
0
.,‘E Custom warehouse |:|
8]
@]
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehicIel:l
Identification:

Documentary references:

Shipl:l

Railway wago ID

Other[l

1.16. Entry BIP in EU

1.17. No(s) of CITES

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffl:l

Technical use |:|

other ]

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L1

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species

(Scientific name)

Approval number of establishments

Manufacturing plant

Net weight
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COUNTRY Treated hides and skins of

ungulates

Part Il: Certification

II.1.  have been obtained from animals R4t
(€) were slaughtered and their carcasses arerfindman consumption in accordance with Un
legislation or
(b) were slaughtered in a slaughterhouse, afterengmihg ante-mortem inspection, and w
considered fit, as a result of such inspection sfaughter for human consumption in accordal
with Union legislation or
(c) did not show any clinical signs of any diseasenmunicable to humans or animals through
hide or skin, and were not killed to eradicate apigootic disease;
@either [I1.2 come from animals originate from airdh country or, in the case of regionalisation

@either [ dried; ]

@or

@or

@or

@or

@or

@either [ salted for seven days in sea salt withetihdition of 2% of sodium carbonate; ]

@or

@or

11.3.

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, declénat | have read and understood Regulation (EC)
1069/2009Y and in particular Article 10 thereof, and Regulat{&U) No .../..."" and in particular
Annex XVII, Section llthereof, and certify that the hides and skins diesdrabove :

accordance with Union legislation, from a part dhiad country listed in part 1 of Annex Il to Dsimn
79/542/EEC(3) from which imports of fresh meat cé torresponding species are authorised and
been:

[ dry-salted or wet-salted for at least 14 darysr to dispatch; ]

[dry-salted or wet-salted on the following date........................ and according to the declaration
the transporter, the hides and skins will be trartsg by ship and the duration of transport willsaeh

No

ere
nce

the

in

nave

of

that they will have undergone a minimum of 14 dayssalting before they reach the EC border

inspection post ]

[ salted for seven days in sea salt with thetefidof 2% of sodium carbonate; ]

[salted in sea salt with the addition of 2% obédism carbonate on the following date

............................ and according to the declaration of thensporter, the hides and skins will
transported by ship and the duration of transpdttbe such that they will have undergone a minim
of 7 days of salting before they reach the EC boirtgrection post ]]

[n.2. come from animals originate from a thimbuntry or, in the case of regionalisation
accordance with Union legislation, from a part dhad country listed in part 1 of Annex Il to Ds@n
79/542/EEC from which imports of fresh meat of tberesponding species are NOT authorised and
been::

be
m

n

have

[salted in sea salt with the addition of 2% obédism carbonate on the following date

............................ and according to the declaration of thensporter, the hides and skins will
transported by ship and the duration of transpdttbe such that they will have undergone a minim
of 7 days of salting before they reach the EC boirtgrection post ]

[ dried for 42 days at a temperature of at |28SC; ]

the consignment has not been in contact witter animal products or with live animals presami risk
of spreading a serious transmissible disease.

be
im
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COUNTRY Treated hides and skins of

ungulates

Il.a. Certificate reference number Il.b

Notes

Part I:

Part Il:
"

*

@)

¢

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only tfis a
certificate for transit commaodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this [@xo be filled in only if it is a certificate faransit
commodity. The products in transit can only be edoin free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @@y or container and lorries), flight numb
(aircraft) or name (ship) and information is toggevided in the event of unloading and reloading.

Box reference 1.19: use the appropriate HS cod€1441.02 or 41.03.

Box reference 1.23: for bulk containers, the cargainumber and the seal number (if applicable) ish
be given.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

0J

0J

Delete as appropriate.

OJ L 146, 14.6.1979, p. 15.

The signature and the stamp must be in a diffa@ioiur to that of the printing.

Note for the person responsible for the consignnienEU: This certificate is only for veterinar
purposes and has to accompany the consignmenituetiiches the border inspection post.

tom

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 5(C)

Official declaration

For treated hides and skins of ruminants and ofidegi that are intended for dispatch to or

for transit througli the European Union and have been kept separat@fodays or will

undergo transport for 21 uninterrupted days befloneortation

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
—
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D Telne
[2]
c |5 Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
3
- Address Addres:
% Postal code Postal code
o TelN Tel.N
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqde 1.10. Regibdestination Code
©
Y—
I I I

O |11 Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
[}
@)
.- Name Approval number Name Approval number
— Address Addres:
)
@©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shlpl:l Railway wagorD

Road vehicle[]
Identification:

Documentary references:

Other[l

1.17. No.(s) of CITES

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen D

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:|

Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L]

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species

(Scientific name)

Approval number of establishments

Manufacturing plant

Net weight

EN
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COUNTRY Treated hides and skins of Ruminants and foEquidae

that have been kept separate for 21 days or will wergo
transport for 21 uninterrupted days before importation

Part Il; Certification

I, the undersigned declare that the hides and skamsribed above :

I1.1.

11.2.

@ either [ dried; ]

@ or

@ or

11.3.

@ either [ 11.4. have been kept separate immedidbelfipre dispatch for 21 days under official supsgon

@ or

Notes

Part I:

Il.a. Certificate reference number Il.b

Declaration

have been obtained from animals tfat

€) were slaughtered and their carcasses arerfihdman consumption in accordance with Unjon
legislation or
(b) were slaughtered in a slaughterhouse, afterengmihg ante-mortem inspection, and were

considered fit, as a result of such inspectionsfaughter for human consumption in accordance

with Union legislation or

(c) did not show any clinical signs of any diseasenmunicable to humans or animals through
hide or skin, and were not killed to eradicate apigootic disease;

have been:

[ dry-salted or wet-salted for at least 14 darysr to dispatch; ]

[ salted for seven days in sea salt with thditamh of 2% of sodium carbonate; ]
have not been in contact with other animaidurcts or with live animals presenting a risk aresggling a|
serious transmissible disease;

after the treatment described under point (11.2). ]

[1.4. following the declaration of the trarmger, the duration of the transport period is $een to
be at least 21 days. ]

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only tfis a
certificate for transit commodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate faransit
commodity. The products in transit can only be esfon free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @m@g or container and lorries), flight numb
(aircraft) or name (ship); information is to be yicted in the event of unloading and reloading.

Box reference 1.19: use the appropriate HS cod€1441.02 or 41.03.

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable) ish
be given.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

the

tom

DU
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COUNTRY Treated hides and skins of Ruminants and foEquidae
that have been kept separate for 21 days or will wergo
transport for 21 uninterrupted days before importation

Il.a. Certificate reference number Il.b

Part II:

A Delete as appropriate.
— The signature and the stamp must be in a diffar@iour to that of the printing.

— Note for the person responsible for the consigrinilerEU: This declaration is only for veterina
purposes and has to accompany the consignmenituetiiches the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 6(A)

Health certificate

For treated game trophies of birds and ungulatesngy solely bones, horns, hooves, claws,
antlers, teeth, hides or skins, for dispatch tdasrtransit through the European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number 1.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
°©
D address Addres
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
B I I
O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code
1.13. Place of loading 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane |:| Shipl:l Railway wagol[l

Road vehlc\el:l Other[l

Identification:
Documentary references:

1.17. No.(s) of CITES

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21.

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

L]

3rd country ISO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species (Scientific name) Nature of commodity

Number of packages
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COUNTRY

Treated game trophies of birds and ungulags, being
solely bones, horns, hooves, claws, antlers, teeltliges or skins

Part Il: Certification

1.1.
@ either[ll.2.
@ either

@ or

@ or

@ or[I1.2.

Notes

Part I:

Part II:

(@ have been immersed in boiling water for an appate time so as to ensure that g

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decltrat | have read and understood Regulation (EC)

No 1069/2009'® and Regulation (EU) No .../ and in particular Annex XVII, Section
thereof, and certify that the game trophies deedridtbove :

have been packaged, immediately after treatmeithout being in contact with other products

of

animal origin likely to contaminate them, in indiuial, transparent and closed packages so as to

avoid any subsequent contamination;

in the case of game trophies consgstolely of hides or skin :

[have been dried. ]

[ have been dry-salted or wet-salted for a mimh of 14 days before dispatch. ]

[ were dry-salted or wet-salted on .............c..coeeeiiiiiiennn. (date) and, according to th
declaration of the transporter, will be transpotgdship and the duration of the transport will

be

such that they will have undergone a minimum ofiégs salting before they reach the EC border

inspection post. ] ]

in the case of game trophies consistnlgly of bone, horns, hooves, claws, antlers ethte

matter other than bone, horns, hooves, claws,rartdleteeth is removed, and

(b) have been disinfected with a product authorisgedhe competent authority, in particular

with hydrogen peroxide where parts consisting afeoare concerned. ]

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only
it is a certificate for transit commodity; it maye Hilled in if the certificate is for impor
commodity.

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate fo
transit commodity. The products in transit can dmystored in free zones, free warehouses
custom warehouses.

Box reference 1.15: Registration number (railway @regjor container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

=

and

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable)

should be included.
Box reference 1.19: use the appropriate HS cod®5095.06; 05.07 or 97.05.
Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Box reference 1.28: for nature of commodity, specfioosing one or more possibilities amo
the following: [ bones ], [ horns ], [ hooves klpws ], [ antlers ], [ teeth ], [ hides ] or [ Bki]
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COUNTRY Treated game trophies of birds and ungulags, being
solely bones, horns, hooves, claws, antlers, teeltliges or skins

Il.a. Certificate reference number Il.b
@) 0J
* 0J
6] Delete as appropriate.

— The signature and the stamp must be in a diffareliour to that of the printing.

— Note for the person responsible for the consigninreEU: this certificate is only for veterinan
purposes and has to accompany the consignmenituetiiches the border inspection post

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 6(B)

Health certificate

For game trophies of birds and ungulates consisthgntire parts not having been treated,
intended for dispatch to or for transit throufgihe European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number 1.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
°©
D address Addres
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
B I I
O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code
1.13. Place of loading 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane |:| Shipl:l Railway wagol[l

Road vehlc\el:l Other[l

Identification:
Documentary references:

1.17. No.(s) of CITES

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21.

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country ISO code

L]

1.27. For import or admission into EU

1.28. Identification of the commodities

Species (Scientific name)

Number of packages
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Part Il: Certification

COUNTRY Game trophies of birds and ungulates consting of
entire parts not having been treated
Il.a. Certificate reference number Il.b
II. Health attestation
I, the undersigned official veterinarian, decltrat | have read and understood Regulation (EC)
No 1069/2009'® and Regulation (EU) No .../, and in particular Annex XVII, Section ||
thereof, and certify that the game trophies deedridtbove :
@ either [II.1.  with respect to game trophies ofveln-hoofed animals, excluding swine :

(@ (region) has been free from foot-anduth disease and rinderpest for the
previous 12 months, and during the same periodagoination against any of those diseases
has taken place, and

(b)  the game trophies described above :

0] were obtained from animals which were killedtire territory of that region, which is
authorised for export of fresh meat of the corresling susceptible domestic species
and where, during the last 60 days, there have leemnimal health restrictions
because of outbreaks of diseases to which the gam@ls are susceptible, and

(i)  originated from animals that were killed atliztance of at least 20 km from the borders
of another third country or part of a third countrgt authorised to export untreated
game trophies of cloven-hoofed animals other théinesto the Union; ]

@ or[I.1. with respect to game trophies of wildises:

@ (region) during the last 12 months weee from classical swine fevey,
African swine fever, swine vescicular disease, -fwd-mouth disease and porcihe
enteroviral encephalmiyelitis (Teschen disease) mmdraccinations have been carried put
against any of those diseases during the last I2hwpand

(b)  the game trophies described above :

0] were obtained from animals which were killedtivat territory, which is authorised for
export of fresh meat of the corresponding susckptitnmestic species and where,
during the last 60 days, there have been no animalth restrictions because pf
outbreaks of diseases to which the swine are stibte@nd

(i)  originated from animals that were killed atlistance of at least 20 km from the borders
of another third country or part of a third countrgt authorised to export untreated
game trophies of wild swine to the Union; ]

@ or[I1.1. with respect to game trophies of solipethe game trophies described above were obt&iosd
wild solipeds that were killed in the territory thie exporting country mentioned above; ]
@ or [I1.1. with respect to game trophies of gamelbi

(8) (region) is free from highly pathegic avian influenza and
Newcastle disease, and

(b)  the game trophies described above were obtdimoed wild game birds that were killed in
that region and where during the last 30 days thake been no animal health restrictigns
because of outbreaks of disease to which the wiitth lare susceptible; ]

11.2. The game trophies described above have beekaged without being in contact with other
products of animal origin likely to contaminate thein individual, transparent and closed
packages so as to avoid any subsequent contanminatio
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COUNTRY

Game trophies of birds and ungulates consting of
entire parts not having been treated

Il.a. Certificate reference number Il.b

Notes

Part I:

Part II:
"
*
@)

Box reference 1.6: Person responsible for the gomsent in EU: this box is to be filled in only
it is a certificate for transit commodity; it maye Hilled in if the certificate is for impor
commodity.

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate fo
transit commodity. The products in transit can dmystored in free zones, free warehouses
custom warehouses.

if

and

Box reference 1.15: Registration number (railway @regor container and lorries), flight number

(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

Box reference 1.19: use the appropriate HS cod€®©50®5.06 or 05.07.

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable)

should be included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

0J
0J
Delete as appropriate.

The signature and the stamp must be in a diffareloiur to that of the printing.

Note for the person responsible for the consigririreEU: this certificate is only for veterinar
purposes and has to accompany the consignmenituetiiches the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 7 (A)

Health certificate

For pig bristles from third countries or regionsetfeof that are free from African swine fever,
intended for dispatch to or for transit throifgine European Union

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D Telne
2 1.5. Consignee 1.6. Person responsible for the consignment in EU
o
o Name Name
3
- Address Addres:
% Postal code Postal code
o TelN Tel.N
Q 1.7.Country of origin ISO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtig0.
©
= I I
O |11 Place of origin 1.12. Place of destination
0
.,‘E Custom warehouse |:|
[}
(@]
.. Name Approval number Name Approval number
— Address Addres:
S
©
o Postal code
1.13. Place of loading 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane |:| Shlpl:l Railway wagor[l

Road vehic\el:l
Identification:

Documentary references:

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

05.02

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:| Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU |_, 1.27. For import or admission into EU |_,
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Manufacturing plant Number of packages Net weight

EN
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COUNTRY Pig bristles from third countries or regions thereof that

are free from African swine fever

Part Il: Certification

I1.1.

11.2.

11.3.

1.4.
Notes

Part I:

Part II:
*
*
@)

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decldhat | have read and understood Regulation (
No 1069/2009'® | and in particular Article 10(b)(iv) thereof, af&gulation (EU) No .../.?), and in
particular Annex XVII Section Il thereof, and céytthat :

the pig bristles described above have beetaimbd from pigs originating, and slaughtered in
slaughterhouse, in the country of origin;

the pigs, from which the pig bristles haveebeobtained, did not show during inspection, cdroat at
the time of slaughtering, signs of diseases comealné to humans or animals and were not killeg
eradicate any epizootic disease;

the country of origin or, in case of regioisation according to Union legislation, the regadrorigin, has
been free from African swine fever for at leastm@nths;

the pig bristles are dry and securely enaasepackaging.

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only tfis a
certificate for transit commodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate faransit
commodity. The products in transit can only be esfon free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @r@g or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable) ish
be included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

=C)

to

tom

1=

u

Box reference 1.28: Manufacturing plant: providee theterinary control number of the registefed

establishment.

OJ
OJ

Delete as appropriate.
The signature and the stamp must be in a differ@loiur to that of the printing.

Note for the person responsible for the consigrrimeRU: this certificate is only for veterinary gposes

and has to accompany the consignment until it estine border inspection post.
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COUNTRY Pig bristles from third countries or regions thereof that
are free from African swine fever

Il.a. Certificate reference number Il.b
Official veterinarian
Name (in capital letters): Qualification and title:
Date: Signature:

Stamp:
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CHAPTER 7 (B)

Health certificate

For pig bristles from third countries or regionsetieof that are not free from African swine
fever, intended for dispatch to or for transit thghf the European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number 1.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
°©
D address Addres
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
B I I
O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code
1.13. Place of loading 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane |:| Shipl:l Railway wagol[l

Road vehlc\el:l
Identification:
Documentary references:

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

05.02

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffl:l

Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Manufacturing plant Number of packages Net weight
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COUNTRY Pig bristles from third countries or regions thereof that

are not free from African swine fever

Part Il: Certification

I1.1.

11.2.

11.3.

@ either
@ or

@ or
1.4.
Notes

Part I:

Part II:
*

*

@)

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2009“® and in particular Article 10(b)(iv) thereof, and gRéation (EU) No .../..2?), and in
particular Annex XVII, Section Il thereof, and dgrthat :

the pig bristles described above have beetaimbd from pigs originating, and slaughtered ir
slaughterhouse, in the country of origin;

the pigs from which the pig bristles have b@btained did not show during inspection, caroetl at

No

the time of slaughtering, signs of diseases comaalnhé to humans or animals and were not killed to

eradicate any epizootic disease;

the pig bristles mentioned above have been :
[ boiled; ]

[ dyed; ]

[ bleached; ]

the pig bristles are dry and securely enalasepackaging.

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

tom

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be included.
Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide theterinary control number of the register
establishment.

oJ
oJ

Delete as appropriate.

The signature and the stamp must be in a diffarelour to that of the printing.
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COUNTRY Pig bristles from third countries or regions thereof that
are not free from African swine fever

Il.a. Certificate reference number Il.b

— Note for the person responsible for the consigrimerEU: this certificate is only for veterinarn
purposes and has to accompany the consignmenituetiiches the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 8

Health certificate

For animal by-products to be used for the productid derived products for uses outside the
feed chain, intended for dispatch to or for trarkibuglf the European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
—
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
°©
D address Addres
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
y—
I I

O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shipl:l Railway wagol[l
Road vehicle[] othe( ]
Identification: 1.17.
Documentary references:

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Technical use |:|

1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species (Scientific name) Nature of commodity Manufeiog plant Number of packages Net weight Batch numbe

240

EN



EN

COUNTRY Animal by-products for the manufacture of derived products

for uses outside the feed chain

Part Il: Certification

Il.a. Certificate reference number Il.b
11.1. Health attestation

I, the undersigned official veterinarian, declénat | have read and understood Regulation (EC)| No

1069/2009"® and in particular Article 10 thereof, and Regulat{&@U) No .../..?, and in particular

Annex XVII, Section Il thereof certify that the amal by-products described above :

1.1.1.  consist of animal by-products that satifg animal health requirements below;

1.1.2.  have been obtained in the territory of:.......ccoecooiiiiii i, @from animals:

@ either [(a) that have remained in this territoigce birth or for at least the last three monthiee
slaughter; ]

®or  [(b) killed in the wild in this territof§/]

1.1.3. have been obtained from animals:

® either [(a) coming from holdings :

0] where, for the following diseases for which @@imals are susceptible, there has been nejther
case/outbreak of rinderpest, swine vesicular déesedgwcastle disease or highly pathogenic
avian influenza during the prior 30 days, nor @issical or African swine fever during the prior
40 days; nor in the holdings situated in their nitgi within 10 km, during the prior 30 days,
and

(i) where there has been neither case/outbreddodfand mouth disease during the prior 60 days,
nor in the holdings situated in their vicinity wiith25 km, during the prior 30 days, and

(b) which :

0] were not killed to eradicate any epizootic dise,

(ii) have remained in their holdings of origin fat least forty days before departure and which
have been transported directly to the slaughtegnaushout contact with other animals
which did not comply with the same health condision

(iii) at the slaughterhouse, have passed the antéem health inspection during the 24 hours
before the slaughter and have shown no evidentieeadiseases referred to above for which
the animals are susceptible, and

(iv) have been treated in the slaughterhouse bedock at the time of slaughter or killing |n
accordance with the relevant provisions of Counaié€live 93/119/EC on animal welfare]

®or  [(a) captured and killed in the wild in an area

0] in which within 25 km there has been no cast#mak of any of the following diseases for
which the animals are susceptible: foot and moighase, rinderpest, Newcastle disease or
highly pathogenic avian influenza during the pB6rdays nor of classical or African swine
fever during the prior 40 days and

(ii) that is situated at a distance that exceedkr@@rom the borders separating another territory
of a country or part thereof, which is not authedigt these dates for exporting this material
to the European Union, and

(b) which after killing were transported within tdurs for chilling either to a collection centre
and immediately afterwards to a game establishnoemtirectly to a game establishment]

11.L1.4. have been obtained in an establishmentratonhich, within a radius of 10 km, there has baen
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COUNTRY Animal by-products for the manufacture of derived products
for uses outside the feed chain

Il.a. Certificate reference number Il.b

case/outbreak of diseases referred to in poinBlfdr which the animals are susceptible duringgttier
30 days or, in the event of a case of diseaseptbparation of raw material for exportation to {
European Union has been authorised only after ramof all meat, and the total cleaning a
disinfection of the establishment under the contfan official veterinarian;

11.1.5. have been obtained and prepared withoutaobrwith other material not complying with the ditions
required above, and it has been handled so a®td ewntamination with pathogenic agents;

1.1.6. have been packed in new packaging prevgrdiny leakage and in officially sealed containeraring
the label indicating “RAW MATERIAL ONLY FOR THE MANBACTURE OF DERIVES
PRODUCTS/ NOT FOR HUMAN OR ANIMAL CONSUMPTION OR APPLICADN TO LAND ”
and the name and address of the EU establishmelaistihation;

11.L1.7.  consist only of the following animal by-mhacts :

(2) eitherf— carcasses and parts of animals slaughtered thgisase of game, bodies or parts of anin
killed, and which are fit for human consumption daacordance with Union legislation, but are
intended for human consumption for commercial reasp

(2) and/or — carcasses and the following parts originating ezitfrom animals that have beg
slaughtered in a slaughterhouse and were considierfed slaughter for human consumption followi
an ante-mortem inspection or bodies and the fotfigwparts of animals from game killed for hum
consumption in accordance with Union legislation:

0] carcasses or bodies and parts of animals wdriehejected as unfit for human consumption i
accordance with Union legislation , but which dat show any signs of disease communica
to humans or animals;

(i) heads of poultry;

(i) hides and skins, including trimmings andilg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of animals oth
than ruminants;

(iv) pig bristles;

(v) feathers; ]

(2) and/or +— blood of animals which did not show any signs afedise communicable through blood
humans or animals obtained from animals other thaminants that have been slaughtered i
slaughterhouse after having been considered fiskaughter for human consumption following
ante-mortem inspection in accordance with Unioislagon;]

(2) and/or +— animals by-products arising from the productionpofducts intended for human consumpti
including degreased bone, greaves and centrifugeparator sludge from milk processing; ]

(2) and/or {— products of animal origin, or foodstuffs containimgducts of animal origin, which are no long
intend for human consumption for commercial reasongdue to problems of manufacturing
packaging defects or other defects form which sk td public or animal health arise;]

(2) and/or {— petfood and feeding stuffs of animal origin, ordieg stuffs containing animal by-products
derived products, which are no longer intendeddeding for commercial reasons or due to proble
of manufacturing or packaging defects or other a@sféom which no risk to public or animal hea
arises;]

(2) and/or {— blood, placenta, wool, feathers, hair, horns, teut$ and raw milk originating from live anima
that did not show signs of any disease communidhipteigh that product to humans or animals;]

(2) and/or {— aquatic animals, and parts of such animals, exa@gpmammals, which did not show any sign
diseases communicable to humans or animals;]
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COUNTRY Animal by-products for the manufacture of derived products

for uses outside the feed chain

Il.a. Certificate reference number Il.b

(2) and/or {— animal-by products from aquatic animals originatirgm plants or establishments manufactur

products for human consumption;]

(2) and/or +— the following material originating from animals whi did not show any signs of disea

11.1.8.

communicable through that material to humans anats:

0] shells from shellfish with soft tissue or flgs
(i) the following originating from terrestrial anals:

— hatchery by-products,

— €ggs,

— egg by-products, including egg shells,

(i) day-old chicks killed for commercial reasohs

have been deep-frozen at the plant of oragi have been preserved in accordance with E\dl&tgin
in such a way that they will not spoil between disp and delivery to the plant of destination.

@ ®)[1.2. Specific requirements

®™1.2.1. The by-products in this consignment comentf animals that have been obtained in the teyri

mentioned under (I1.1.2), where vaccination progras against foot-and-mouth disease are b
regularly carried out and officially controlled domestic bovine animals.

®®1.2.2. The by-products in this consignment caissisf animal by-products derived from offal or denkd

Notes

Part I:

meat. |

Box reference 1.6: Person responsible for the ggmsent in EU: this box is to be filled in only tfis a
certificate for transit commaodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate faransit
commodity. The products in transit can only be esfon free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @@y or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

Box reference 1.19: use the appropriate HS codd:1081; 05.11.99 or 30.01.

Box reference 1.23: for bulk containers, the cargainumber and the seal number (if applicable) ish
be included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: providee tkieterinary control number of the approv
establishment.

or
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COUNTRY Animal by-products for the manufacture of derived products
for uses outside the feed chain

Il.a. Certificate reference number Il.b
Part II:
*) Excluding raw blood, raw milk, hides and skiosungulates or ruminants and pig bristles (seeveeit
specific certificates for the import of these prot) as well as wool, hair, feathers or parts aftfers.
A 0J.
A The name and ISO code number of the exportingtcpas laid down in:

part 1 of Annex Il of Council Decision 79/542/EEC ;
the Annex to Commission Decision 94/984/EC , and;
the Annex to Commission Decision 2000/585/EC .

In addition the 1ISO code of regionalisation in thisnex (where applicable for the susceptible sgec@cerned
should be included.

A Delete as appropriate.

* Only for countries from where game meat intenfil@chuman consumption of the same animal specig
authorised for importation into the European Union.

® Catering waste means all waste food, includingd usmoking oils, originating in restaurants, catgr
facilities and kitchens, including central kitchearel household kitchens.

® Supplementary guarantees to be provided whenmterial of domestic ruminants originated in

territory of a South American or South African cbyror part thereof from where only maturated 3
de-boned fresh meat of domestic ruminants for huomarsumption is permitted for exportation to {

European Union. In the case of offal only trimmeffaloof domestic ruminants which must be

exclusively offal from which the bones, cartilag@chea and main bronchi, lymphatic glands adhe
connective tissue, fat and mucus have been corhpletenoved is permitted. The whole masse
muscles of bovine animals, incised in accordandd waragraph 41(a) of Chapter VIII of Annex |
Council Directive 64/433/EEC, are also permitted.

Q) Only for certain South American countries.

® Only for certain South American and South Africuntries.
— The signature and the stamp must be in a diffa@iour to that of the printing.

— Note for the person responsible for the consigririmeRU: this certificate is only for veterinary fposes
and has to accompany the consignment until it iestie border inspection post.

BS IS

=
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Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 9

Health certificate

For fish oil not intended for human consumptiorb&oused as feed material or for purposes
outside the feed chain, intended for dispatch ttootransit througf the European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
—
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
°©
D address Addres
% Postal code Postal code
o Tel.N TelN
U_" 1.7.Country of origin ISO codp.8. 1.9. Country of destination 1SO cofel 0.
© |
y—
O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code
1.13. Place of loading 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane |:| Shipl:l Railway wagol[l
Road vehicle[] othe( ]
Identification: 1.17.
Documentary references:

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

1.22. Number of packag

Chilled |:| Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffl:l

Technical usel:l

1.26. For transit to 3rd Country vis-a-vis EU

3rd country ISO code

1.27. For import or admission into EU

L]

1.28. Identification of the commodities

Nature of commodity

Approval number of establishments

Manufacturing plant Number of keges Net weight

Batch number
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COUNTRY Fish oil to be used as feed material or fopurposes outside the

feed chain

Part Il: Certification

I1.1.
11.2.

11.3.

11.4.

(2) and/or

(2) and/or

(2) and/or

11.5.

@)

(b)

@ gither

@ or

Notes

Part I:

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, declénat | have read and understood Regulation (EC)| No
1069/2009' and in particular Article 10 thereof, and Regulat{&U) No .../..™, and in particular
Annex XVII, Section Il thereof, and certify thatetlffish oil described above :

consists of fish oil that satisfy the healdguirements below;

contains exclusively fish oil not intended fluman consumption;

has been prepared and stored in a dedicasddpfant approved, validated and supervised by|the
competent authority in accordance with Article 2Regulation (EC) No 1069/2009;

has been prepared exclusively with the follmyvanimal by-products :

[- products of animal origin, or foaafé$ containing products of animal origin, whicheano
longer intend for human consumption for commengalsons or due to problems of manufacturing or
packaging defects or other defects form which sk td public or animal health arise;]

[- aquatic animals, and parts of sutimals, except sea mammals, which did not showsagms
of diseases communicable to humans or animals;]

[- animal-by products from aquatic aalgn originating from plants or establishments

manufacturing products for human consumption;]
the fish oil:

has been subjected to processing in accordaititeAnnex XllI, Section Il, Chapter Il of Regulatio
...I... , in order to kill pathogenic agents,

has not been in contact with other types of witluding rendered fats from other animal speced

[(c) s packaged in new containers or intamers that have been cleaned and all precautdes
to prevent their contamination, ]

[(c)  where bulk transport is intended, the pipemps and bulk tanks and any other bulk conta

iner

or bulk road tanker used in the transportation haf product from the manufacturing plant either

directly on to the ship or into shore tanks or clite plants have been inspected and found todsn
before use, ]

and which bear labels indicating “NOT FOR HUMAN COMNSPTION".

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedi in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this 10 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @@y or container and lorries), flight numb
(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

tom
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COUNTRY Fish oil to be used as feed material or fopurposes outside the

feed chain

Il.a. Certificate reference number Il.b

Part I1:

O
@)
@

Box reference 1.19: use the appropriate HS cod®41&r 15.18.

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be included.
Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide tiegistration number of the treatment/process
establishment.

[ ]
Delete as appropriate

Catering waste means all waste food, includingl ismking oils, originating in restaurants, catgr
facilities and kitchens, including central kitchearedl household kitchens.

The signature and the stamp must be in a differelour to that of the printing.

Note for the person responsible for the consigrinierEU: this certificate is only for veterinany

purposes and has to accompany the consignmenituetiiches the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 10(A)

Health certificate

For rendered fats not intended for human consumptisobe used as feed material or for uses
outside the feed chain, intended for dispatch téootransit througf the European Union

1.11. Place of origin

1.12. Place of destination

Custom warehouse D

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
U_" 1.7.Country of origin ISO codp.8. 1.9. Country of destination 1SO cofel 0.
©
y—
o
£
©
—
Q
@)

Name
Address

Part |

Approval number

Name Approval number

Addres:

Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehicle[]
Identification:
Documentary references:

Ship |:| Railway wagol[l

Other[l

1.16. Entry BIP in EU

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffl:l

Technical usel:l

1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species (Scientific name) Nature of commodity Manufeing plant Number of packages Net weight Batch numbe
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COUNTRY Rendered fats not intended for human consuiption to be used
as feed material or outside the feed chain

Part Il: Certification

Il.a. Certificate reference number Il.b

1. Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2009' and in particular Article 10 thereof, and Regulat{&U) No .../..™, and in particular

Annex XVII, Section Il thereof, and certify thatethendered fats described above :
11.1. consist of rendered fats that satisfy thelthe@quirements below;

11.2. consist of rendered fats not intended for aarnonsumption;

No

11.3. have been prepared and stored in a plantoapd; validated and supervised by the competent

authority in accordance with Article 24 of RegulatiEC) No 1069/2009 or in accordance w
Article 4(2) of Regulation (EC) No 853/2084 in order to kill pathogenic agents;

11.4. have been prepared exclusively with the felleg animal by-products :

(2) either f— carcasses and parts of animals slaughtered oheirtdse of game, bodies or parts of animals

killed, and which are fit for human consumptionaocordance with Union legislation, but are
intended for human consumption for commercial reasp

(2) and/or {— carcasses and the following parts originating eiffrmm animals that have been slaughtered

slaughterhouse and were considered fit for slaugtle human consumption following an ante-

mortem inspection or bodies and the following pasfsanimals from game killed for huma
consumption in accordance with Union legislation:

0 carcasses or bodies and parts of animals wdrielrejected as unfit for human consumption in
accordance with Union legislation , but which dat show any signs of disease communicap

to humans or animals;

(i)  heads of poultry;

(i)  hides and skins, including trimmings andi&jlg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, & metatarsus bones, of:

- animals, other than ruminants requiring TSE testamd

- ruminants which have been tested with a negatseilt in accordance with Article 6(1)
Regulation (EC) No 999/2001;

(iv) pig bristles;
(v) feathers; ]

(2) and/or +— blood of animals which did not show any signs afedise communicable through blood
humans or animals obtained from the following adéntlaat have been slaughtered in a slaughterh
after having been considered fit for slaughter fioman consumption following an ante-morte
inspection in accordance with Union legislation:

@) animals other than ruminants requiring TSEitgs and
(i)  ruminants which have been tested with a nggaesult in accordance with Article 6(1) of
Regulation (EC) No 999/2001;]

(2) and/or +— animal by-products arising from the production obducts intended for human consumpti
including degreased bone, greaves and centrifugegarator sludge from milk processing; ]

(2) and/or {— products of animal origin, or foodstuffs containimgducts of animal origin, which are no long
intend for human consumption for commercial reasonsgdue to problems of manufacturing
packaging defects or other defects form which gk td public or animal health arise;]

(2) and/or +— petfood and feeding stuffs of animal origin, ordiegy stuffs containing animal by-products
derived products, which are no longer intendeddeding for commercial reasons or due to proble
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of manufacturing or packaging defects or other deféfom which no risk to public or animal hea

249

EN



EN

COUNTRY Rendered fats not intended for human consuiption to be used

as feed material or outside the feed chain

Il.a. Certificate reference number Il.b

(2) and/or

(2) and/or

(2) and/or

(2) and/or

I1.5.

11.6.

@

@ either

@ or

and which
Notes

Part I:

arises;]

— blood, placenta, wool, feathers, hair, horns, reut$ and raw milk originating from live animalls

that did not show signs of any disease communidhipteigh that product to humans or animals;]

+— aquatic animals, and parts of such animals, exsegpmammals, which did not show any sign$
diseases communicable to humans or animals;]

of

— animal-by products from aquatic animals originatiogn plants or establishments manufacturing

products for human consumption;]

— the following material originating from animals whi did not show any signs of disease

communicable through that material to humans anals:

0] shells from shellfish with soft tissue or fles
(i)  the following originating from terrestrial anals:

- hatchery by-products,

- €ggs,

- egg by-products, including egg shells,

(i)  day-old chicks killed for commercial reasghs

if derived from ruminant animals were purdién such way that the maximum levels of remainjng

total insoluble impurities does not exceed 0.15%eight;
the rendered fats :

have been subjected to processing in accordaititéAnnex Xlll, Section 1l, Chapter Il of Regulah
(EC) No .../... , or treatment in accordance with Sectidl of Annex IIl to Regulation (EC) Ng@
853/2004, in order to kill pathogenic agents, and

[(b) are packaged in new containers ordntainers that have been cleaned and all precaution

taken to prevent their contamination, ]

[(b)  where bulk transport is intended, the pipemps and bulk tanks and any other bulk contaliner
or bulk road tanker used in the transportationh& product from the manufacturing plant either

directly on to the ship or into shore tanks or di®® plants have been inspected and found todsn¢l
before use, ]

bear labels indicating “NOT FOR HUMAN CON@BTION".

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit

commodity. The products in transit can only be exfon free zones, free warehouses and custom

warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight number
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COUNTRY Rendered fats not intended for human consuiption to be used

as feed material or outside the feed chain

Il.a. Certificate reference number Il.b

Part Il:

*
)
@)
@)
)

(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

Box reference 1.19: use the appropriate HS cod®2135.03; 15.04; 15.05; 15.06; 15.16.10; 15.17
15.18.

[ or

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be included.
Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide tlegistration number of the treatment/process
establishment.

Delete as appropriate

Catering waste means all waste food, includingl wsmoking oils, originating in restaurants, catgr
facilities and kitchens, including central kitchearal household kitchens.

The signature and the stamp must be in a diffareliour to that of the printing.

Note for the person responsible for the consigrinerEU: this certificate is only for veterinan
purposes and has to accompany the consignmenituetiiches the border inspection post.

ing

5

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 10(B)

Health certificate

For rendered fats not intended for human consumpt®m be used outside the feed chain,
intended for dispatch to or for transit throufgihe European Union

1.11. Place of origin

1.12. Place of destination

Custom warehouse D

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
U_" 1.7.Country of origin ISO codp.8. 1.9. Country of destination 1SO cofel 0.
©
y—
o
£
©
—
Q
@)

Name Approval number Name
— Address Addres:
=
©
o Postal code

Approval number

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehicle[]

Shipl:l

Identification:
Documentary references:

1.16. Entry BIP in EU
Railway wagol[l

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Technical use [[]

1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species (Scientific name) Nature of commodity Manufeing plant Number of packages Net weight Batch numbe
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COUNTRY Rendered fats to be used for purposes olitie the feed

Part Il: Certification

I1.1.
11.2.

11.3.

11.4.
@ either
@ or

11.5.

11.6.

@egither

@or

Notes

Part I:

[(b) are packaged in new containers or intaioers that have been cleaned and all precau
taken to prevent their contamination, ]

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2009' and in particular Article 10 thereof, and Regulat{&U) No .../..™, and in particular

Annex XVII, Section Il thereof, and certify thatethendered fats described above :
consist of rendered fats that satisfy thelthe@quirements below;

consist of rendered fats not intended for haror animal consumption;

No

have been prepared and stored in a plantoappr validated and supervised by the competent

authority in accordance with Article 24 of RegulatiEC) No 1069/2009n order to kill pathogeniq
agents;

have been prepared exclusively with the felleg animal by-products :
[ Category 2 materi&ls]
[ a mixture of Category 2 materials with Categ®myaterial$’ |

if derived from ruminant animals were purdién such way that the maximum levels of remain
total insoluble impurities does not exceed 0.15%eight;

the rendered fats :

(€) have been subjected to processing in accordaitheAnnex XIIl, Section I, Chapter Il o
Regulation (EC) No .../.., in order to kill pathogenic agents, and

[(b)  where bulk transport is intended, the pipemps and bulk tanks and any other bulk conta

ng

ions

ner

or bulk road tanker used in the transportationh& product from the manufacturing plant either

directly on to the ship or into shore tanks or dit® plants have been inspected and found todsmn
before use, ]

and which bear labels indicating “NOT FOR HUMAN ORIWMAL CONSUMPTION".

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate fdransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

Box reference 1.19: use the appropriate HS codd1135.02; 15.03; 15.04; 15.05; 15.06; 15.16.
15.17 or 15.18.

tom

10;

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable)
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COUNTRY

Il.a. Certificate reference number Il.b

O
@)
O

O

Part II:

should be included.
Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide tlegistration number of the treatment/process
establishment.

[ ]

Delete as appropriate

List of Category 2 materials

(@)
(b)

(©

(d)

(e)
@

(ii)

()

(9)
(h)

List of Category 3 materials:

(@)

manure, non-mineralised guano and digestiv t@ntent;

animal by products collettriring the treatment of waste water required bpex VI Section
| Chapter Il of Regulation (EC) No .../..., from estahlinents or plants processing Categor
material, or from slaughterhouses other thanetltavered by Article 8 (e) of Regulation (E
No 1069/2009;

animal by-products containing residues of arifieal substances or contaminants exceeding
permitted levels as referred to in Article 15(3)Dofective 96/23/EC;

products of animal origin which have been detaunfit for human consumption due to t
presence of foreign bodies in those products;

products of animal origin, other than Categomgdterial, that are:

imported or introduced from a third country amtlich fail to comply with the Union veterinar
legislation for their importation or introductionto the Union except where Union legislati

allows their importation or introduction subject $pecific restrictions or their return to the

third country; or

dispatched to another Member State and failctomply with requirements laid down
authorised by Union legislation except where they r@turned with the authorisation of t
competent authority of the Member States of arigi

animals and parts of animals, other than threerred to in Article 8 or 10 of Regulation (E
No 1069/2009,

(i) that died other than by being slaughtered iled for human consumption, includin
animals killed for disease control purposes, and

(ii) foetuses, embryos and semen which are ndirgesfor breeding purposes; and
(iii) dead-in-shell poultry;
mixtures of Category 2 material with Category &enial;

animal by-products other than Category 1 mdteri€ategory 3 material.

ing

y 2
C)

the

y
DN

=

ne

carcasses and parts of animals slaughterdd tre case of game, bodies or parts of ani

nals

killed, and which are fit for human consumptionaiccordance with Union legislation, but dre
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COUNTRY

Il.a. Certificate reference number Il.b

(b)

(©

(d)

(e)

(ea)

(®

(9

(h)

not intended for human consumption for commeraabkons;

carcasses and the following parts originatiiigee from animals that have been slaughtered in
a slaughterhouse and were considered fit for skengbr human consumption following 4
ante-mortem inspection or bodies and the followpagts of animals from game killed for
human consumption in accordance with Union ledgmtat

>S5

0] carcasses or bodies and parts of animals wdriehejected as unfit for human
consumption in accordance with Union legislatidat which did not show any signs of
disease communicable to humans or animals;

(i)  heads of poultry;

(i) hides and skins, including trimmings anditjlg, thereof horns and feet, including th
phalanges and the carpus and metacarpus bones, émd metatarsus bones, of
animals, other than ruminants;

(iv)  pig bristles;

[¢]

(v) feathers;

blood of animals which did not show any sigrisdisease communicable through blood|to
humans or animals obtained from animals other thamnants, that have been slaughtered |n a
slaughterhouse after having been considered fgléarghter for human consumption following
an ante-mortem inspection in accordance with Utegislation;

animal by-products arising from the productmiproducts intended for human consumption,
including degreased bone, greaves and centrifugeparator sludge from milk processing;

products of animal origin, or foodstuffs contag products of animal origin, which are no
longer intend for human consumption for commerdiehsons or due to problems [of
manufacturing or packaging defects or other defoism which no risk to public or animal
health arise;

petfood and feeding stuffs of animal originfeeding stuffs containing animal by-products|or
derived products, which are no longer intendedféading for commercial reasons or due|to
problems of manufacturing or packaging defectstbeindefects from which no risk to publjc
or animal health arises

blood, placenta, wool, feathers, hair, hornepfhcuts and raw milk originating from live
animals that did not show signs of any disease aamirable through that product to humans
or animals;

aquatic animals, and parts of such animalsegixeea mammals, which did not show any signs
of diseases communicable to humans or animals;

fresh animal by-products from aquatic animatgginating from plants or establishments
manufacturing products for human consumption;

0] the following material originating form animalghich did not show any signs of
disease communicable through that material to hsmaanimals:

0] shells from shellfish with soft tissue or fles
(i)  the following originating from terrestrial &nals:

— hatchery by-products,
— €ggs,
— egg by-products, including egg shells,

(i)  day-old chicks killed for commercial reasons
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COUNTRY

Il.a. Certificate reference number Il.b

)
(k)

o

(Ia)

(m)

— The signature and the stamp must be in a differelour to that of the printing.

— Note for the person responsible for the consigrimerEU: this certificate is only for veterinarn
purposes and has to accompany the consignmeniturtiiches the border inspection post.

aquatic and terrestrial invertebrates othenthgecies pathogenic to humans or animals;

dead animals and parts thereof of the zooldgicders of Rodentia and Lagomorpha, except

Category 1 material as referred to in Article 8i{@)iv) and (v) and Category 2 material as

referred to in Article 9(a) to (g) of Regulation (E€9 1069/2009;

hides and skins, hooves, feathers, wool, hdnag, and fur originating from dead animals that
did not show any signs of disease communicableutiiradhat product to humans or animals

other than those referred to in point (b) of tiss |

adipose tissue from animals which did notvstamy signs of disease communicable throu
that material to humans or animals, which wereighiéered in a slaughterhouse and wh
were considere fit for slaughter for human consuonpfollowing an ante-mortem inspection
accordance with Union legislation;

catering waste other than as referred to iickr8(f) of Regulation (EC) No 1069/2009

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 10(C)

Health certificate

For rendered fats not intended for human consumptm be used for certain purposes
outside the feed chain, intended for dispatch ttootransit througf the European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
1.3. Central Competent Authority
Address
1.4. Local Competent Authority
Tel.N°
1.5. Consignee 1.6. Person responsible for the consignment in EU
Name Name
Address Addres:
Postal code Postal code
Tel.N° Tel.N°

1.7.Country of origin

I1SO codH.8.

1.9. Country of destination 1SO cofel 0.

1.11. Place of origin

: Details of dispatched consignment

Name
Address

Part |

Approval number

1.12. Place of destination
Custom warehouse D

Name
Addres:

Approval number

Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehicle[]
Identification:
Documentary references:

Shipl:l

Railway wago ID

Other[l

1.16. Entry BIP in EU

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedlngstuffl:l

Technical usel:l

1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species (Scientific name) Nature of commodity Manufeing plant Number of packages Net weight Batch numbe
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COUNTRY Rendered fats not intended for human consuption for uses
outside the feed chain

Part Il: Certification

Il.a. Certificate reference number Il.b

1. Health attestation

I, the undersigned official veterinarian, declénat | have read and understood Regulation (EC)| No
1069/2009'® and in particular Articles 8, 9 and 10 thereofd &egulation (EU) No .../.*) and in
particular Annex XVII, Section Il thereof, and agrthat the rendered fats described above :

I1.1. consist of rendered fats not intended for Bantonsumption that satisfy the health requirements
below;

11.2. have been prepared exclusively with the felltg animal by-products:

(2) either f— animal by-products which have been derived frormais which have been submitted to illegal

treatment as defined in Article 1(2)(d) of Dire&ti96/22/EC or Article 2(b) of Directive 96/23/EC; ]

(2) and/or +— products of animal origin which have been declawaéit for human consumption due to the

presence of foreign bodies in those products;]

(2) and/or f— animals and parts of animals, other than thoseregfdo in Articles 8 and 10 of Regulation (EC)

No 1069/2009, that died other than being slaugtterekilled for human consumption, includin
animals killed for disease control purposes;]

(2) and/or {— carcasses and parts of animals slaughtered oheirtdse of game, bodies or parts of anin
killed, and which are fit for human consumptionaacordance with Union legislation, but are
intended for human consumption for commercial reasp

(2) and/or {— carcasses and the following parts originating eifream animals that have been slaughtered

slaughterhouse and were considered fit for slaugfmie human consumption following an ante-

mortem inspection or bodies and the following pasfsanimals from game killed for humg
consumption in accordance with Union legislation:

0] carcasses or bodies and parts of animals wdniehiejected as unfit for human consumption in
accordance with Union legislation , but which dat show any signs of disease communicap

to humans or animals;

(i)  heads of poultry;

(i)  hides and skins, including trimmings andigplg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, & metatarsus bones, of:

- animals, other than ruminants requiring TSE testamd

- ruminants which have been tested with a negateeltr in accordance with Article 6(1)
Regulation (EC) No 999/2001;

(iv) pig bristles;
(v) feathers; ]

(2) and/or +— blood of animals which did not show any signs a$edise communicable through blood

g
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humans or animals obtained from the following anéntaat have been slaughtered in a slaughterhpuse
after having been considered fit for slaughter oiman consumption following an ante-morteém

inspection in accordance with Union legislation:

0] animals other than ruminants requiring TSHites and
(i) ruminants which have been tested with a nggatsult in accordance with Article 6(1) of
Regulation (EC) No 999/2001;]

(2) and/or — animal by-products arising from the production obducts intended for human consumpti
including degreased bone, greaves and centrifugegarator sludge from milk processing; ]

(2) and/or {— products of animal origin, or foodstuffs containimgpducts of animal origin, which are no long
intend for human consumption for commercial reasongue to problems of manufacturing
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COUNTRY Rendered fats not intended for human consuption for uses

outside the feed chain

Il.a. Certificate reference number Il.b

(2) and/or

(2) and/or

(2) and/or

(2) and/or

(2) and/or

11.3.

@)

(b)

(©
(d)

Notes

Part I:

packaging defects or other defects form which sk td public or animal health arise;]

— petfood and feeding stuffs of animal origin, ordieg stuffs containing animal by-products
derived products, which are no longer intendeddeding for commercial reasons or due to proble
of manufacturing or packaging defects or other a@sféom which no risk to public or animal hea
arises;]

— blood, placenta, wool, feathers, hair, horns, let$ and raw milk originating from live anima
that did not show signs of any disease communidhipteigh that product to humans or animals;]

+— aquatic animals, and parts of such animals, exa@gpmammals, which did not show any sign
diseases communicable to humans or animals;]

— animal-by products from aquatic animals originatiogn plants or establishments manufactur
products for human consumption;]

+— the following material originating from animals whi did not show any signs of disea
communicable through that material to humans anats:

0] shells from shellfish with soft tissue or fles
(i)  the following originating from terrestrial anals:

- hatchery by-products,

- €ggs,

- egg by-products, including egg shells,

(i)  day-old chicks killed for commercial reasghs

the rendered fats :

have been subjected to processing in accordaitbemethod .......... as laid down in Annex V,
Section 11l of Regulation (EC) No .../... , in order tdl bathogenic agents, and

have been permanently marked before shipneetitet European Union by a registered establishm
plant or operator with glyceroltriheptanoate (GTfé)lowing a preceding sanitising thermal treatm

at a core temperature of at least 80°C and undeditbimms which prevent subsequent fe-

contamination, so that a homogenous minimum conagon of at least 250 mg GTH per kilogram
is achieved; and

have been transported under conditions whiekignt their contamination, and

and which bear labels on the packaging orainat indicating “NOT FOR HUMAN OR ANIMAL
CONSUMPTION?".

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedi in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit

or
ms
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commodity. The products in transit can only be exfomn free zones, free warehouses and cus
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COUNTRY Rendered fats not intended for human consuption for uses

outside the feed chain

Il.a. Certificate reference number Il.b

Part II:
™

*

@)

@

)

warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

Box reference 1.19: use the appropriate HS cod®2135.03; 15.04; 15.05; 15.06; 15.16.10; 15.17
15.18.

[ or

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable)

should be included.
Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide tlegistration number of the treatment/process
establishment.

Delete as appropriate

Catering waste means all waste food, includingl ismking oils, originating in restaurants, catgr
facilities and kitchens, including central kitchearedl household kitchens.

The signature and the stamp must be in a differelour to that of the printing.

Note for the person responsible for the consigrimerEU: this certificate is only for veterinar
purposes and has to accompany the consignmeniturtiiches the border inspection post.

ing

=

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 11

Health certificate

For gelatine and collagen not intended for humanstonption to be used as feed material or

for purposes outside the feed chain, intended fepaich to or for transit throughthe

European Union

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
1.3. Central Competent Authority
Address
1.4. Local Competent Authority
Tel.N°
1.5. Consignee 1.6. Person responsible for the consignment in EU
Name Name
Address Addres:
Postal code Postal code
Tel.N° Tel.N°

1.7.Country of origin

I1SO codH.8.

1.9. Country of destination

1SO cofel0.

1.11. Place of origin

: Details of dispatched consignment

Name
Address

Part |

1.12. Place of destination
Custom warehouse |:|

Name
Addres:

Approval number

Postal code

Approval number

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehic\el:l
Identification:

Documentary references:

1.16. Entry BIP in EU

Shlpl:l

Railway wagor[l

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:| Technical usel:l

1.26. For transit to 3rd Country vis-a-vis EU |_, 1.27. For import or admission into EU |_,
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species (Scientific name) Nature of commodity Mantufeing plant Number of packages Net weight Batch numbe
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COUNTRY

Part Il; Certification

Il.a. Certificate reference number Il.b

1. Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2009' and in particular Article 10 thereof, and Regulat{&U) No .../..™, and in particular

Annex XVII, Section Il thereof, and certify thatetiyelatine/collagéfi described above :

11.1. consists of gelatine/collagéhthat satisfy the health requirements below;
11.2. consist exclusively of gelatine/collag8mot intended for human consumption;
11.3. has been prepared and stored in a plant apdrosalidated and supervised by the competenbatith

in accordance with Article 24 of Regulation (EC) Na5®2/2009, in order to kill pathogenic agents;

11.4. has been prepared exclusively with the follayvanimal by-products :

(2) either f— carcasses and parts of animals slaughtered oheirtdse of game, bodies or parts of aniwals

killed, and which are fit for human consumptionaocordance with Union legislation, but are
intended for human consumption for commercial reasp

(2) and/or {— carcasses and the following parts originating eifream animals that have been slaughtered

slaughterhouse and were considered fit for slaugfmie human consumption following an ante-

mortem inspection or bodies and the following pasfsanimals from game killed for humg
consumption in accordance with Union legislation:

0] carcasses or bodies and parts of animals wdrielrejected as unfit for human consumption in

No

ot

na

accordance with Union legislation , but which dat show any signs of disease communicabple

to humans or animals;

(i)  heads of poultry;

(i)  hides and skins, including trimmings andi&jlg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of animals oth
than ruminants;

(iv) pig bristles;

(v) feathers; ]

(2) and/or +— animal by-products arising from the production obducts intended for human consumption,

including degreased bone, greaves and centrifugeparator sludge from milk processing; ]

(2) and/or {— products of animal origin, or foodstuffs containimgducts of animal origin, which are no long

intend for human consumption for commercial reasonsgdue to problems of manufacturing jor

packaging defects or other defects form which gk td public or animal health arise;]

(2) and/or {— petfood and feeding stuffs of animal origin, ordieg stuffs containing animal by-products
derived products, which are no longer intendeddeding for commercial reasons or due to proble
of manufacturing or packaging defects or other a@sféom which no risk to public or animal hea
arises;]

(2) and/or {— aquatic animals, and parts of such animals, exa@gpmammals, which did not show any sign
diseases communicable to humans or animals;]

(2) and/or +— animal-by products from aquatic animals originatiram plants or establishments manufactur
products for human consumption;]

I1.5. the gelatine/collagéf :

@) was wrapped, packaged, stored and transporntedr satisfactory hygiene conditions, and

ms
th

5 of

in

particular wrapping and packaging took place inedichted room, and only preservatives permi

ted
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COUNTRY

Il.a. Certificate reference number Il.b

@ either

@ or

Notes

Part I:

Part Il:
O
@)
@)

under Union legislation were used.

Wrappings and packages containing gelatine/cali@®e  carry the wordg
“GELATINE/COLLAGEN(2) SUITABLE FOR ANIMAL CONSUMPTION", and

[(b) in the case of gelatine, has been yred by a process that ensuring that unproce

Category 3 material is subjected to a treatment wiial or alkali, followed by one or more rinses

involving pH adjustment, extraction by heating omie several times in succession, followed
purification by means of filtration and steriligati in order to kill pathogenic agents. ]

ssed

by

[(b) in the case of collagen, has been produmgda process that ensuring that unprocessed
Category 3 material is subjected to a treatmentluiivg washing, pH adjustment using acid or alkali

followed by one or more rinses, filtration and esion, in order to kill pathogenic agents. ]

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this 10 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfom free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yired in case of unloading and reloading.

Box reference 1.19: use the appropriate HS cod®33&r 35.04.

tom

Box reference 1.23: for bulk containers, the camainumber and the seal number (if applicable)

should be included.
Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Box reference 1.28: Nature of commaodity: selecagee or collagen.

Manufacturing plant: provide the registratiomber of treatment/processing
establishment.

[ ]

Delete as appropriate

Catering waste means all waste food, includingl uwsmoking oils, originating in restaurants, catgr
facilities and kitchens, including central kitchearal household kitchens.

The signature and the stamp must be in a diffarelour to that of the printing.

Note for the person responsible for the consigrinerEU: this certificate is only for veterinan
purposes and has to accompany the consignmenituetiiches the border inspection post.

5
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Il.a. Certificate reference number Il.b

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 12

Health certificate

For hydrolysed protein, dicalcium phosphate anddltium phosphate not intended for
human consumption to be used as feed materialrondes outside the feed chain, intended
for dispatch to or for transit througtthe European Union

COUNTRY Veterinary certificate to EU
1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name
1.3. Central Competent Authority
Address
1.4. Local Competent Authority
Tel.N°
1.5. Consignee 1.6. Person responsible for the consignment in EU
Name Name
Address Addres:
Postal code Postal code
Tel.N° Tel.N°

1.7.Country of origin

I1SO codH.8.

1.9. Country of destination

1SO cofel0.

1.11. Place of origin

: Details of dispatched consignment

Name
Address

Part |

1.12. Place of destination
Custom warehouse |:|

Name
Addres:

Approval number

Postal code

Approval number

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane |:|
Road vehic\el:l
Identification:

Documentary references:

1.16. Entry BIP in EU

Shlpl:l

Railway wagor[l

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product
Ambient |:|

Chilled |:| Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:| Technical usel:l

1.26. For transit to 3rd Country vis-a-vis EU |_, 1.27. For import or admission into EU |_,
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species (Scientific name) Nature of commodity Mantufeing plant Number of packages Net weight Batch numbe
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COUNTRY

Part Il; Certification

Il.a. Certificate reference number Il.b

1. Health attestation

I, the undersigned official veterinarian, decldrattl have read and understood Regulation (EC) N8/2069“%
and in particular Article 10 thereof, and Regulat{&t) No .../..2?, and in particular Annex XVII
Section Il thereof, and certify that the hydrolysedtein/dicalcium phosphate/tricalcium phospffat

described above :

11.1. consists of hydrolysed protein/dicalcium pploate/tricalcium phosphate(2) that satisfy the thegl

requirements below;

11.2. consists exclusively of hydrolysed proteicaitium phosphate/tricalcium phosptatet intended for
human consumption;

11.3. has been prepared and stored in a plant apgdrovalidated and supervised by the competenbatith
in accordance with Article 24 of Regulation (EC) Na62/2009, in order to kill pathogenic agents;

11.4. has been prepared exclusively with the follmyvanimal by-products :

(2) either f— carcasses and parts of animals slaughtered oheirtdse of game, bodies or parts of aniwals

killed, and which are fit for human consumptionaocordance with Union legislation, but are
intended for human consumption for commercial raasp

(2) and/or {— carcasses and the following parts originating eiffrmm animals that have been slaughtered
slaughterhouse and were considered fit for slaugkle human consumption following an ant
mortem inspection or bodies and the following pasfsanimals from game killed for huma
consumption in accordance with Union legislation:

0] carcasses or bodies and parts of animals wdniehiejected as unfit for human consumption i
accordance with Union legislation , but which dat show any signs of disease communica
to humans or animals;

(i)  heads of poultry;

(i)  hides and skins, including trimmings andigplg, thereof horns and feet, including the
phalanges and the carpus and metacarpus bones, &g metatarsus bones, of animals, ot
than ruminants;

(iv) pig bristles;

(v) feathers; ]

(2) and/or +— blood of animals which did not show any signs afedise communicable through blood
humans or animals obtained from animals other thaminants that have been slaughtered i
slaughterhouse after having been considered fiskaughter for human consumption following
ante-mortem inspection in accordance with Unioislagon;]

(2) and/or +— animals by-products arising from the productionpafducts intended for human consumpti
including degreased bone, greaves and centrifugeparator sludge from milk processing; ]

(2) and/or {— products of animal origin, or foodstuffs containimgducts of animal origin, which are no long
intend for human consumption for commercial reasongdue to problems of manufacturing
packaging defects or other defects form which sk td public or animal health arise;]

(2) and/or {— petfood and feeding stuffs of animal origin, ordieg stuffs containing animal by-products
derived products, which are no longer intendeddeding for commercial reasons or due to proble
of manufacturing or packaging defects or other a@sféom which no risk to public or animal hea
arises;]

(2) and/or {— blood, placenta, wool, feathers, hair, horns, teut$ and raw milk originating from live anima
that did not show signs of any disease communidhipteigh that product to humans or animals;]

[}

ot

na

=)

S

ple

ner

bn,

ms
th

Is
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COUNTRY

Il.a. Certificate reference number Il.b

(2) and/or {— aquatic animals, and parts of such animals, exa@gpmammals, which did not show any sign

(2) and/or +— animal-by products from aquatic animals originatiram plants or establishments manufactur

diseases communicable to humans or animals;]

products for human consumption;]

5 of

(2) and/or — the following material originating from animals whi did not show any signs of disease

11.5.

@

@egither

@or

communicable through that material to humans anals:

0] shells from shellfish with soft tissue or fles
(i)  the following originating from terrestrial &nals:

— hatchery by-products,
— €ggs,

— egg by-products, including egg shells,

(iii)  day-old chicks killed for commercial reasghs

the hydrolysed protein/dicalcium phosphatedicium phosphat®:

was wrapped and packaged in packaging whiclr bdzels indicating “NOT FOR HUMAN

CONSUMPTION" and stored and transported under satisfy hygiene conditions, and in particular
wrapping and packaging took place in a dedicatechy@and only preservatives permitted under Union
legislation were used, and

[(b) in the case of hydrolysed protein, te®en produced by a process involving appropriate

measures to minimise contamination of raw Categanagerial.

In the case of hydrolysed proteins entirely ottlgaterived from ruminants hides and skins, hasbee

produced in a processing plant dedicated only tdrdlysed proteins production, using a process

involving the preparation of the raw Category 3 mateby brining, liming and intensive washing
followed by :

0] exposure of the material to a pH of more thanfdr more than 3 hours at temperature of
more than 80 C and subsequently by heat treatmeno than 140°C for 30 minutes @t
more than 3.6 bar; and

(ii) exposure of the material to a pH of 1 to 2|dwed by a pH of more than 11, followed by
heat treatment at 140°C for 30 minutes at 3 bar. ]

[(b) inthe case of dicalcium phosphate, hasifpreduced by a process that:

0] ensures that all Category 3 bone-material islfircrushed and degreased with hot water
and treated with dilute hydrochloric acid (at a iminm concentration of 4% and a pH pf
less than 1,5) over a period of at least two days,

(ii) followed by treatment of the obtained phospboliquor with lime, resulting in 3
precipitate of dicalcium phosphate at pH 4 to @ an

(iii) finally air-dries this precipitate for 15 mites, with inlet temperature of 270° to 325;C

and end temperature between 60° and 65°C. ]

267

EN



EN

COUNTRY

Il.a. Certificate reference number Il.b

@or

Notes

Part I:

Part Il:
O
@)
@

[(b) inthe case of tricalcium phosphate, haanhgroduced by a process ensuring :

0] that all Category 3 bone-material is finely drad and degreased in counter-flow with hot

water (bone chips less than 14 mm),
(ii) continuous cooking with steam at 145°C durirfigr8inutes at 4 bars,

(iii) separation of the protein broth from the hgxrlyapatite (tricalcium phosphate) I
centrifugation, and

(iv) granulation of the tricalcium phosphate affeying in a fluid bed with air at 200°C. ]

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedil in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

Box reference 1.19: use the appropriate HS cod@52@& 35.04.

tom

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be included.
Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

Box reference 1.28: Nature of commodity: specifityfirolysed protein, dicalcium phosphate or
tricalcium phosphate.

Manufacturing plant: provide the registratiormier of treatment/processing
establishment.

[]

Delete as appropriate

Catering waste means all waste food, includingl ismking oils, originating in restaurants, catgr
facilities and kitchens, including central kitchearedl household kitchens.

The signature and the stamp must be in a diffarelour to that of the printing.

Note for the person responsible for the consigrinerEU: this certificate is only for veterinan

=

purposes and has to accompany the consignmenituetiiches the border inspection post.
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Il.a. Certificate reference number Il.b

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 13
Health certificate

For apiculture by-products, intended for dispatchdr for transit through the European
Union

COUNTRY Veterinary certificate to EU

1.1. Consignor 1.2. Certificate reference number 12.a
|:| Name

=
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
Q Name Name
o
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
@ 1.7.Country of origin ISO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqde 1.10. Ragibdestination Code
©
B I I I
O 1L Place of origin 1.12. Place of destination
0
.,‘E Custom warehouse |:|
8]
@]
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| Shipl:l Railway wagol[l
Road vehicIel:l Other[l

Identification: 1.17.

Documentary references:

1.18. Description of commodity 1.19. Commodity code (HS code)

1.20.Quantity
1.21 Temperature of product 1.22. Number of packag
Ambient |:| Chilled |:| Frozen |:|
1.23. Identification of container/Seal number 1.24.Type of packaging
1.25. Commodities certified for:
Animal feedlngstuffl:l Technical use |:| Other |:|
1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species Nature of commodity Manufacturing plant Net weight
(Scientific name)
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COUNTRY Apiculture by-products

Part Il; Certification

I1.1.

1.1,

@ gither
@ or
Notes

Part I:

Part II:
@)
@)

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2009' and in particular Article 10 thereof, and Regulat{&U) No .../..™, and in particular
Annex XVII, Section Il thereof, and certify thatetkapiculture by-products described above :

come from an area where the diseases memtiteéow are officially notifiable and which is npt

subject to any restrictions associated with:

)] American foul brood (Paenibacillus larvae l&va
(b) Acariosis (Acarapis woodi (Rennie)),

(c) Small hive beetle (Aethina tumida), and

(d) Tropilaelaps mites (Tropilaelaps spp);

have been

[subjected to a temperature of -12°C or ldeeat least 24 hours; ]

[in the case of wax refined or rendered. ]

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedi in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate fdransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in the event of unloading and reloading.

Box reference 1.19: use the appropriate HS codg:1089 and specify the commodity as listed un
note Box reference 1.28.

No

tom

der

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be given.

Box reference 1.26 and 1.27: fill in according tbether it is a transit or an import certificate.

Box reference 1.28: Nature of commodity: means fipbeeswax, royal jelly, propolis or pollen us
in bee-keeping;

[ ]

Delete as appropriate.

The signature and the stamp must be in a differelour to that of the printing.
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COUNTRY Apiculture by-products

Il.a. Certificate reference number Il.b

— Note for the person responsible for the consignnierEU: This certificate is only for veterinar
purposes and has to accompany the consignmeniturtiiches the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 14(A)

Health certificate

For fat derivatives not intended for human consuompto be used outside the feed chain,
intended for dispatch to or for transit throufgihe European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
y—
o
£
©
—
Q
@)

Part |

1.11. Place of origin

Name
Address

Approval number

1.12. Place of destination
Custom warehouse D

Name Approval number
Addres:

Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport

Aeroplane |:| Shipl:l

Road vehlc\el:l
Identification:
Documentary references:

Railway wago ID

Other[l

1.16. Entry BIP in EU

1.18. Description of commodity

1.19. Commodity code (HS code)
15.16.1(

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Technical use [[]

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L]

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species (Scientific name)

Approval number of establishments

Nature of commodity

Manufeing plant

Number of packages Net weight
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COUNTRY F
in

Part Il: Certification

I1.1.

11.2.

11.3.

11.4.

I1.5.

Notes

Part I:

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decl#rat | have read and understood Regulation (EC)
1069/2009' and in particular Article 10 thereof, and Regulat{&U) No .../..™, and in particular

Annex XVII, Section Il thereof, and certify thatettiat derivatives described above :
consist of fat derivatives that satisfy thealth requirements below;

consist of fat derivatives containing excitedy fat derivatives not intended for human nornaai
consumption;

No

have been prepared and stored in a plantoapd; validated and supervised by the competent

authority in accordance with Article 24 of Regulati(EC) No 1069/2009, in order to kill pathogenic

agents;

have been prepared from rendered fats exalsiproduced from Category 2 and/or Category 3

material§”;

the fat derivatives produced from Category &emials :

(€) have been produced using the following meshod

@ either [ transesterification or hydrolysis at k@00°C, under corresponding appropriate
pressure, for 20 minutes (glycerol, fatty acidd asters), and ]

@ or [ saponification with NaOH 12M (glycerol asdap) :

@ either [ in a batch process at 95°C for three hand ]

@ or [ in a continuous process at 140°C, 2 bare{2dPa) for eight minutes, and ] ]

(b) are packaged in new containers or in contsirtleat have been cleaned, and |all

precautions are taken to prevent its contaminatidiich bear labels indicating

“NOT FOR HUMAN OR ANIMAL CONSUMPTION”

Box reference 1.6: Person responsible for the gommsent in EU: this box is to be filled in only ffis
a certificate for transit commodity; it may bedi in if the certificate is for import commodity.

Box reference 1.12: Place of destination: this B30 be filled in only if it is a certificate faransit
commodity. The products in transit can only be exfomn free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @rag or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in case of unloading and reloading.

tom

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable)

should be included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide tregistration number of treatment/process

ing
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COUNTRY F
in

Il.a. Certificate reference number Il.b

establishment.

Part II:

@) []

A Delete as appropriate

A List of Category 2 materials:

(b) animal by-products collected during the treatimof waste water required by Annex VI Section |
Chapter Il of Regulation .../.from establishments or plants processing Categonatrial, or from
slaughterhouses other than those covered by AB{egof Regulation (EC) No 1069/2009;

(c) animal by-products containing residues of arlenl substances or contaminants exceeding| the
permitted levels as referred to in Article 15(3)Difective 96/23/EC;

(d) products of animal origin which have been dedaunfit for human consumption due to the presence
of physical residues in those products;

(e) products of animal origin, other than Categorygaditerial, that are:

0] imported or introduced from a third country amtlich fail to comply with the Union veterinafy
legislation for their importation or introductiontd the Union except where Union legislation
allows their importation or introduction subject $pecific restrictions or their return to the
third country; or

(i)  dispatched to another Member State and whighté comply with requirements laid down or
authorised by Union legislation except where they r@turned with the authorisation of the
competent authority responsible for the plant ¢at@ishment of origin.

(e) animals and parts of animals, other than thetared to in Article 8 or 10 of Regulation (EC) No
1069/2009, that died other than by being slaugttéye human consumption or, in the case of game,
that died other than by being killed for human eonption, including animals killed for disease
control purposes, and foetuses, embryos and sefieh are not destined for breeding purposes,; land
dead-in-shell poultry;

® mixtures of Category 2 material with Category &termial;

(9) animal by-products other than Category 1 maiteri Category 3 material.

— The signature and the stamp must be in a diffarelour to that of the printing.

— Note for the person responsible for the consigrnnierEU: this certificate is only for veterinany
purposes and has to accompany the consignmenituetiiches the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:

EN
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CHAPTER 14 (B)

Health certificate

For fat derivatives not intended for human consuompto be used as feed or outside the feed
chain, intended for dispatch to or for transit thigif the European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
3
Pt Address Addres:
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
y—
o
£
©
—
Q
@)

Part |

1.11. Place of origin

Name
Address

Approval number

1.12. Place of destination
Custom warehouse D

Name Approval number
Addres:

Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport

Aeroplane |:| Shipl:l

Road vehlc\el:l
Identification:
Documentary references:

Railway wago ID

Other[l

1.16. Entry BIP in EU

1.18. Description of commodity

1.19. Commodity code (HS code)
15.16.1(

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

1.22. Number of packag

Frozen |:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff [

Technical use ]

1.26. For transit to 3rd Country vis-a-vis EU

3rd country

L]

I1SO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species (Scientific name)

Approval number of establishments

Nature of commodity

Manufeiog plant

Number of packages Net weight
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COUNTRY F
n

Il.a. Certificate reference number Il.b.

Il Health attestation

I, the undersigned official veterinarian, decl#rat | have read ano! LJ)nderstood Regulation (EC) N&®/2009
1

(3 and in particular Article 10 thereof, and Regulat{&U) No .../..1®, and in particular Annex XVII, Section

Il thereof, and certify that the fat derivativesdebed above :

I1.1. consist of fat derivatives that satisfy theatth requirements below;
11.2. consist of fat derivatives containing excliedy fat derivatives not intended for human nomaadiconsumption;
11.3. have been prepared and stored in a plantoapgdr validated and supervised by the competeritoaty in

accordance with Article 24 of Regulation (EC) No 12899, in order to kill pathogenic agents;

11.4. have been prepared from rendered fats exalisproduced from the following Category 3 matesial

(2) either {— carcasses and parts of animals slaughtered oheicdse of game, bodies or parts of animals kibedl,
which are fit for human consumption in accordandth Wnion legislation, but are not intended for ham
consumption for commercial reasons; ]

(2) and/or f— carcasses and the following parts originating eitfrem animals that have been slaughtered i
slaughterhouse and were considered fit for slaugfde human consumption following an ante-mortg
inspection or bodies and the following parts ofneaads from game killed for human consumption in adeace
with Union legislation:

0] carcasses or bodies and parts of animals wdriehejected as unfit for human consumption iroedance
with Union legislation , but which did not show asigns of disease communicable to humans or anin

(i)  heads of poultry;

(i) hides and skins, including trimmings andilg, thereof horns and feet, including the phales and the
carpus and metacarpus bones, tarsus and metdbarsess of animals, other than ruminants;

(iv)  pig bristles;

(v) feathers;]

(2) and/or +— blood of animals which did not show any signs afedise communicable through blood to human
animals obtained from animals other than ruminémis have been slaughtered in a slaughterhousehaftiing
been considered fit for slaughter for human congigngollowing an ante-mortem inspection in accorckawith
Union legislation;]

(2) and/or +— animal by-products arising from the production obgucts intended for human consumption, includ
degreased bone, greaves and centrifuge or sepahadge from milk processing; ]

(2) and/or {— products of animal origin, or foodstuffs containimgducts of animal origin, which are no longeemd for
human consumption for commercial reasons or dygdblems of manufacturing or packaging defectstbeno
defects form which no risk to public or animal Hearise;]

(2) and/or +— petfood and feeding stuffs of animal origin, ordewy stuffs containing animal by-products or dediv
products, which are no longer intended for feedorgcommercial reasons or due to problems of maitufang
or packaging defects or other defects from whichigloto public or animal health arises;]

(2) and/or +— blood, placenta, wool, feathers, hair, horns, feue$ and raw milk originating from live animals ttuid not
show signs of any disease communicable throughptioaiuct to humans or animals;]

(2) and/or {— aquatic animals, and parts of such animals, ex@ae@tmammals, which did not show any signs of dése
communicable to humans or animals;]

(2) and/or {— animal-by products from aquatic animals originatirgm plants or establishments manufacturing presi
for human consumption;]

na
em

nals
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D
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COUNTRY F
n

Il.a. Certificate reference number Il.b.

I1.5.

Notes

Part I:

@
@)

(2) and/or {— the following material originating from animals whi did not show any signs of disease communic

Part Il:

through that material to humans or animals:

0] shells from shellfish with soft tissue or fles
(i)  the following originating from terrestrial &nals:

— hatchery by-products,
— €ggs,

— egg by-products, including egg shells,

(i)  day-old chicks killed for commercial reasghs

are packaged in new containers or in whicarbabels indicating "NOT FOR HUMAN CONSUMPTION”, tha

have been cleaned, and all precautions are takgretent its contamination.

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only if is a
certificate for transit commaodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this [soto be filled in only if it is a certificate fdransit commodity.
The products in transit can only be stored in fr@ees, free warehouses and custom warehouses.

Box reference 1.15: Registration number (railway @r@gor container and lorries), flight number (aftr or
name (ship); information is to be provided in casanloading and reloading.

Box reference 1.23: for bulk containers, the carainumber and the seal number (if applicable) lshbe
included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

Box reference 1.28: Manufacturing plant: provide tkgistration number of treatment/processing éstabent.

[]

Delete as appropriate
The signature and the stamp must be in a differ@lour to that of the printing.

Note for the person responsible for the consigrimeRU: this certificate is only for veterinary uoses and hal

able

o

to accompany the consignment until it reaches tnddy inspection post.

EN
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COUNTRY

F

Il.a. Certificate reference number

Il.b.

Official veterinarian
Name (in capital letters):
Date:

Stamp:

Quialification and title:

Signature:
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CHAPTER 15

Health certificate

For egg products not intended for human consumpitiat could be used as feed material,
intended for dispatch to or for transit throufgihe European Union

COUNTRY Veterinary certificate to EU
I.1. Consignor 1.2. Certificate reference number 1.2.a
|:| Name
E 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
O Telne
g 1.5. Consignee 1.6. Person responsible for the consignment in EU
8 Name Name
°©
D address Addres
% Postal code Postal code
o Tel.N TelN
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cqtieo.
©
B I I
O [V11. Place of origin 1.12. Place of destination
£
9 Custom warehouse |:|
Q
@)
.- Name Approval number Name Approval number
— Address Addres:
=
©
o Postal code
1.13. Place of loading 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane |:| Shipl:l Railway wagol[l

Road vehlc\el:l
Identification:
Documentary references:

Other[l

1.18. Description of commodity

1.19. Commodity code (HS code)

35.02

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chilled |:|

Frozen |:|

1.22. Number of packag

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff [

1.26. For transit to 3rd Country vis-a-vis EU 1.27. For import or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Approval number of establishments
Species (Scientific name) Nature of commodity Manufeing plant Number of packages Net weight Batch numbe
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COUNTRY Egg products not intended for human congmption
that could be used as feed

Part Il: Certification

Il.a. Certificate reference number Il.b

1. Health attestation

I, the undersigned official veterinarian, declénat | have read and understood Regulation (EC)
1069/2009"® and in particular Article 10 thereof, and Regulat{&@U) No .../..?, and in particular

Annex XVII, Section Il thereof, and certify thatetlegg products described above :

I1.1. consist of egg products that satisfy the tiesdquirements below;

11.2. consist exclusively of egg products not irtted for human consumption;

11.3. have been prepared and stored in a plantoapg, validated and supervised by the competahbaty
in accordance with Article 24 of Regulation (EC) Na69/2009 or Article 4(2) of Regulation (EC) N
853/2004@, in order to kill pathogenic agents;

11.4. have been prepared (derived) exclusively i following animal by-product :

— eggs originating from animals which did not showichl signs of any disease communicab

through that product to humans or animals;

No

e

11.5. have been subjected to processing :

® either [ in accordance with processing method ...... ®. as set out in Annex VI, Section Ill of Regulatipn
(EC)No .../...]]

® or [ in accordance to a method and parameters hwiitsure that the products complies with the
microbiological standards set in Annex XIlI, Seaticto Regulation .../...;]

@ or [ treated in accordance with Section X, Chaptérdll of Annex Ill to Regulation (EC) No 853/200%

11.6. have been examined by the competent authtaking a random sample immediately prior to dispat
and found it to comply with the following standafds
Salmonella : absence in 25g: n=5,c =0, mM§;,0,
Enterobacteriaceae: n=5,c¢=2,m=10, M =iBADgram;

11.7. meet Union standards on residues of substatiat are harmful or might alter the organoleptic
characteristics of the product or make its usead flangerous or harmful to animal health;

11.8. the end product was :

® either [ packed in new or sterilized bags, ]

® or [ transported in bulk in containers or otherame of transport that were thoroughly cleaned gnd

disinfected with a disinfectant approved by the petant authority before use, ]
and which bear labels indicating “NOT FOR HUMAN COMN@PTION";
11.9. the end product was stored in enclosed stgrag

1.10.  the product has undergone all precautiors/tmd contamination with pathogenic agents afeatment.
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COUNTRY Egg products not intended for human congmption

that could be used as feed

Il.a. Certificate reference number Il.b

Notes

Part I:

Part II:
O
@)
@
O
)

Box reference 1.6: Person responsible for the gmmsent in EU: this box is to be filled in only tfis a
certificate for transit commaodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this [@xo be filled in only if it is a certificate faransit

commodity. The products in transit can only be edioin free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @@y or container and lorries), flight numb
(aircraft) or name (ship); information is to be yined in case of unloading and reloading.

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable) ish
be included.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

[ ]
0OJ L 212, 22.07.1989, p. 89.
Delete as appropriate

Insert method 1 to 5 or 7 as applicable.

Where:
n= number of samples to be tested,
m = threshold value for the number of bacteria;résalt is considered satisfactory if the numbe

bacteria in all samples does not exceed m,

M = maximum value for the number of bacteria; thsutt is considered unsatisfactory if the num
of bacteria in one or more samples is M or mord, an

c= number of samples the bacterial count of whidy be between m and M, the sample s
being considered acceptable if the bacterial cotitite other samples is m or less.

The signature and the stamp must be in a differ@loiur to that of the printing.

Note for the person responsible for the consigririmeRU: this certificate is only for veterinary fposes
and has to accompany the consignment until it estine border inspection post.

tom
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COUNTRY Egg products not intended for human congmption
that could be used as feed

Il.a. Certificate reference number Il.b

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 16
Model Declaration

Declaration by the importer of bones and bone pasyexcluding bone meal), horns and
horn products (excluding horn meal) and hooves hadf products (excluding hoof meal)
intended for use other than as feed material, orgé&ertilisers or soil improvers for dispatch

to the European Union

Note for the importer: This declaration is only fegterinary purposes and has to accompany
the consignment until it reaches the border inspegbost.

|, the undersigned, declare that the following pictd®"

(@) bones and bone products (excluding bone meal);
(b) horns and horn products (excluding horn meal);
(c) hooves and hoof products (excluding hoof meal);

are intended to be imported by me into the Uniowl, ladeclare that these products will not be
diverted at any stage for any use in food, feederradt organic fertilizers or soil improvers
and will be conveyed directly for the purpose atlier processing or treatment to:

Name: Address:

The importer:

Name: Address:
Done at on

(place) (date)
Signature

Reference number as indicated on the common vatgrantry document (CVED) provided
for in Annex Il to Commission Regulation (EC) 1284

Official stamp of the border inspection post ofrgrinto the EC?

Signature:

(Signature of the official veterinarian of the berdnspection posfy
Name:

(Name in capital letters)
(1) Delete as appropriate

(2) The signature and the stamp must be in a diftecolour to that of the printing.
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CHAPTER 17

Health certificate

For processed manure and processed manure produetsded for dispatch to or for transit

throug!f the European Union

COUNTRY

Veterinary certificate to EU

Documentary references:

1.1. Consignor 1.2. Certificate reference number l.2.a
|:| Name
— -
c 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
D Tene
(2]
c |5 Consignee 1.6. Person responsible for the consignment in EU
o
o Name Name
3
- Address Addres
% Postal code Postal code
a TelN Tel.N
N |7 Country of origin 1SO codp 1.8. Region of origin Code 1.9. Country of destination 1SO cdde 1.10. Regibdestination Code
©
Y—
I I

O |11 Place of origin 1.12. Place of destination
0
S Custom warehouse |:|
a
.. Name Approval number Name Approval number
— Address Addres:
S
@
o Postal code

1.13. Place of loading 1.14. Date of departure

1.15. Means of transport 1.16. Entry BIP in EU

Aeroplane |:| smpD Railway wagor[l
Road vehicle[ ] other ]
Identification: 1.17.

1.18. Description of commodity

1.19. Commodity code (HS code)

1.20.Quantity

1.21 Temperature of product

Ambient |:|

Chiled |:|

1.22. Number of packag

Frozen D

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Animal feedingstuff |:|

Technical use |:|

Other |:|

1.26. For transit to 3rd Country vis-a-vis EU

3rd country ISO code

1.27. For import or admission into EU

1.28. Identification of the commodities

Species Nature of commodity

(Scientific name)

Approval number of establishments

Manufacturing plant Net weight
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COUNTRY Processed manure and processed manureqaucts

Part II: Certification

I1.1.

1.2:®

11.3.

11.4.

Notes

Part I:

Il.a. Certificate reference number Il.b

Health attestation

I, the undersigned official veterinarian, decldéhat | have read and understood Regulation (EC)
1069/2009“® and in particular Article 9 thereof, and Regulati@U) No .../..2, and in particular
Annex XVII, Section Il thereof, and certify thatetprocessed manure or processed manure pro
described above:

come from a plant for the manufacture of proid foe purposes other than feeding to farmed a@lsima
biogas plant or a composting plant approved byctirapetent authority of the third country meeting
special conditions laid down in Regulation (EC) Ni62/2009 and in Regulation (EU) No ...{...

have been subjected to:
[a heat treatment process of at least 70 °C farast 60 minutes] or

[an equivalent treatment validated and authorizethb importing Member State in accordance with
specific conditions laid down in Regulation (EC) N@69/2009 and in Regulation (EU) No .../...
follows:

............................................................................................................................................... ]

are:

(@ free from Salmonella (no salmonella in 25 gted product);

(b) free from Escherichia coli or from enterobaecteza (based on the aerobic count: less
1000 cfu per gram of treated product); and

(c) have been subjected to reduction in spore-fogrbiacteria and toxic formation.

are securely enclosed in:
(@ well-sealed and insulated containers, or

(b) properly sealed packs (plastic bags or ‘bigshag

Box reference 1.6: Person responsible for the gomsent in EU: this box is to be filled in only tfis a
certificate for transit commodity; it may be filléal if the certificate is for import commodity.

Box reference 1.12: Place of destination: this %o be filled in only if it is a certificate faransit
commodity. The products in transit can only be ediom free zones, free warehouses and cus
warehouses.

Box reference 1.15: Registration number (railway @megy or container and lorries), flight numb
(aircraft) or name (ship); information is to be yided in the event of unloading and reloading.

Box reference 1.23: for bulk containers, the camgainumber and the seal number (if applicable) Ish
be given.

No

ducts
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COUNTRY Processed manure and processed manureqaucts

Il.a. Certificate reference number Il.b

— Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate.

— Box reference 1.31: Nature of commodity: enterrdgessed manure or if processed manure products.

Part Il
O []
A Delete as appropriate.

— The signature and the stamp must be in a diffareliour to that of the printing.

— Note for the person responsible for the consigrinienEU: This certificate is only for veterinar
purposes and has to accompany the consignmenituetiiches the border inspection post.

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 18
Health certificate

For horns and horn products, excluding horn meal] daooves and hoof products,
excluding hoof meal, intended for the productioorgfanic fertilizers or soil
improvers intended for dispatch to or for transitdugh® the European Union
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COUNTRY:

Veterinary certificate to EU

1.1. Consignor 1.2. Certificate reference number [l.2.a
Name
I= 1.3. Central Competent Authority
g Address
c 1.4. Local Competent Authority
% Tel.N°
c |I.5. Consignee 1.6. Person responsible for the load in EU
8 Name Name
°
g Address Address
© | Postal code Postal code
3 Tel.N° Tel.N°
% 1.7.Country of origin ISO code 1.8. Region of origin Code | 1.9. Country of destination SO c¢de 1.10. Regibdestination ~ Code
e I
8 1.11. Place of origin 1.12. Place of destination
g Name Approval number Custom wareho
A | Address
. Name Approval number
+ Address
 —
&
Postal code
1.13. Place of loadir 1.14. Date of departure
1.15. Means of transport 1.16. Entry BIP in EU
Aeroplane[l Ship|:| Railway wagoEl
Road vehicle|:| OtheEl

Identification: 1.17. No.(s) of CITES

Documentary references:

1.18. Description of commodity 1.19. Commodity code (HS code)

1.20.Quantity
1.21 Temperature of product 1.22. Number of packages
Ambient |:| Chilled |:| FrozerD
1.23. Identification of container/Seal number 1.24.Type of packaging
1.25. Commodities certified for:
Animal feedingstuﬁ[l Further proces{l Technical u@ O
1.26. For transit through EU to 3rd Country 1.2'6r Fmport or admission into EU
3rd country ISO code
1.28. Identification of the commodities
Species Approval number of establishments Net weight Batcimber

Manufacturing plant
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COUNTRY Horns and horn
products and hooves and
hoof products intended to
produce organic
fertilizers or soil
improvers

Il. Health information Il.a. Certificate  referencdl.b.

number

1.2.

c
kel

S

@

2 | @either
=

[}

O | @or

=

]

(a

11.3.
11.4.

I1.5.

@or

and

Notes
Part I:

Part II: Certification

@either [ in new packaging or containers]

Health attestation

I, the undersigned official veterinarian, decldnat | have read and understood Regulal
(EC) No 1069/2009"), and Regulation (EU) No .../..., and in particularapter Il of Section
II of Annex XVII thereof,and certify that the horns and horn products, ehoy horn mea
and hooves and hoof products, excluding hoof nfeakescribed above:

[originate from animals that were slaughddrea slaughterhouse, after undergoing ante-mortem
inspection, and were fit, as a result of sucheesipn, for slaughter for human consumption]

[ originate from animals that did not show clinisigns of any disease communicable thro
that product to humans or animals]

horns must have undergone a heat treatment fohoneat a core temperature of at least
°C

horns must be removed without opening theialacavity.
at any stage of processing, storage or tramsgvery precaution shall be taken to avoid crg
contamination.
the horns and horn products, excluding hoeal and hooves and hoof products, excluding
hoof meal were packed:

[in vehicles or bulk containers disinfected ptiodoading using a product approved
by the competent authority]

[the packaging or containers are marked so asltoate the type of the animal by-produdt (
and bear labels indicating ‘NOT FOR HUMAN AND ANIMACONSUMPTION’ and
the name and address of the EU establishmentstihdé&on).

Box reference 1.6: Person responsible for the ggmeent in EU: this box is to be filled in on
if it is a certificate for transit commaodity; it mebe filled in if the certificate is for impor
commaodity.

Box reference 1.12: Place of destination: this 1o be filled in only if it is a certificate fo
transit commodity. The products in transit mustydm stored in free zones, free warehou
and custom warehouses.

Box reference 1.15: Registration number (railwaygems or container and lorries), flig
number (aircraft) or name (ship); information ish® provided in the event of unloading a
reloading.

Box reference 1.23: for bulk containers, the camtai number and the seal number
applicable) must be given.

Box reference 1.26 and 1.27: fill in according thether it is a transit or an import certificate

Box reference 1.28: Nature of commodity

ion

ugh
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COUNTRY Horns and horn
products and hooves and
hoof products intended to

- The signature and the stamp must be in a diffexelour to that of the printing.

- Note for the person responsible for the consignman&U: this certificate is only fo

produce organic
fertilizers or soil
improvers

1. Health information Il.a. Certificate  referencdl.b.

number

Part II:

@) 0J L 300, 14.11.2009, p. 1.

A Delete as appropriate.

A Type of product: horns, horn products, hooves, hoof products.

veterinary purposes and must accompany the consighrantil it reaches the bord
inspection post.

1%

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 19

Health certificate

For gelatine not intended for human consumptiom@oused by the photographic industry,
intended for dispatch to the European Union

COUNTRY:

Veterinary certificate to EU

: Details of dispatched consignment

Part |

1.1. Consignor
Name

Address

Tel.N°

1.2. Certificate reference number |l1.2.a

1.3. Central Competent Authority

1.4. Local Competent Authority

1.5. Consignee
Name

Address
Postal code
Tel.N°

1.6.

1.7.Country of origin ISO code 1.8. Region of origin

Code

1.9. Country of destination 1SO c¢de 1.10. Regibdestination  Code

1.11. Place of origin

Name
Address

Approval number

1.12.

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport
Aeroplane[l

ship[]

Railway WagoEl

1.16. Entry BIP in EU

Road vehicle|:| Othe[l
Identification: 1.17. No.(s) of CITES
Documentary references:
1.18. Description of commodity 1.19. Commodity code (HS code)
3503
1.20.Quantity
1.21 Temperature of product 1.22. Number of packages
Ambient |:| Chilled |:| Frozen|:|

1.23. Identification of container/Seal number

1.24.Type of packaging

1.25. Commodities certified for:

Technical usd:l

1.26.

1.27. For import or admission into EU

1.28. Identification of the commodities

Species (Scientific name)

Approval number of estfiplients

Net weight Batch numbg

manufacturing plant
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COUNTRY Gelatine not intended for human consumpbn to be

used by the photographic industry

Part II: Certification

Health attestation

I1.1.

11.2.

11.3.

11.4.

I1.5.

I.6.

Notes

Part I:

Part Il :
@

(re

Il.a. Certificate reference number Il.b

I, the undersigned official, declare that | hasad and understood Regulation (EC) No 1069/2t0and

in particular Articles 8 and 10 thereof, and Regata{EU) No .../.."), and in particular Annex XVII

Section Il thereof, and certify that the photogiapielatine described above:

consists exclusively of photographic gelatfioe photographic uses and is not intended for atmer
purpose;

has been prepared and stored in a plant tezgid and supervised by the competent authority in
accordance with Article 23 of Regulation (EC) No 2@&®09, which do not produce gelatine for food,
feed or other uses intended for dispatch to thefan Union;

has been prepared with Category 3 animal loghpets and/or bovine vertebral column classified as
Category 1 material;

has been wrapped, packaged, stored and tetespunder satisfactory hygiene conditions.

has been produced by a process ensuringitbaaw material is:

(a) treated by pressure sterilisation as definefriitle 3 no. 19 of Regulation (EC) No 1069/2009 or
(b) subjected to:

(i) treatment with acid for at least two days, waghwith water and treatment with an alkaline
solution for at least 20 days; the pH must be adfusind the material purified by means|of
filtration and sterilised at 138-140 °C for 4 secsnor

(ii) treatment with alkali for at least two daysashing with water and treatment with an agid
solution for 10-12 hours; the pH must be adjustad the material purified by means pf
filtration and sterilised at 138-140 °C for 4 secand

has been wrapped and packaged in wrappings patkages carrying the words “PHOTGRAPHIC
GELATINE FOR THE PHOTOGRAPHIC INDUSTRY ONLY".

Box reference 1.5: The intended destination of thetpgraphic gelatine can only be the Czech Republic,
Luxembourg, the Netherlands or the United Kingdom.

Box reference 1.9: Country of destination: only apgible for the Czech Republic, Luxemburg, United
Kingdom or the Netherlands.

Box reference 1.15: Registration number (railway wagmr container and lorries), flight number
(aircraft) or name (ship); information is to be yided in the event of unloading and reloading.

Box reference 1.23: Identification of container/seaimber: only where applicable.

[ ]

Pressure sterilisation (method 1) is also refeto in Annex VI Section 1l of Regulation (EC) Mo. as
follows:
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COUNTRY Gelatine not intended for human consumpbn to be
used by the photographic industry

Il.a. Certificate reference number Il.b

“Reduction

1. If the particle size of the animal by-produdse processed is more than 50 millimetres, theanby-
products must be reduced in size using apprope@goment, set so that the particle size afterataiu
is no greater than 50 millimetres. The effectivenes the equipment must be checked daily and
condition recorded. If checks disclose the existeot particles larger than 50 millimetres, the g
must be stopped and repairs made before the priscessumed.

Time, temperature and pressure

2. After reduction the animal by-products must leathd to a core temperature of more than 133°@tfor

its

least 20 minutes without interruption at a presqalesolute) of at least 3 bars produced by sauirate
steam; the heat treatment may be applied as tleepsotess or as a pre- or post-process sterilisatio

phase.

3. The processing may be carried out in batch ptimoous systems.”
— The signature and the stamp must be in a diffarelour to that of the printing.

— Note for the person responsible for the load in #ii$ certificate is only for veterinary purposesl has
to accompany the consignment until it reachesdhtfy of destination from the border inspectiostpo

Official veterinarian

Name (in capital letters): Qualification and title:
Date: Signature:
Stamp:
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CHAPTER 20

Model declaration

Declaration for the import from third countries aridr the transit through the European
Union of intermediate products to be used for thenwofacture of medicinal products,
veterinary medicinal products, medical devicesyitro diagnostics and laboratory reagents

113

1.11. Place of origin

1.12. Place of destination

Custom WarehouseD

COUNTRY Model declaration
1.1. Consignor 1.2. Document reference number |l.2.a
|:| Name
1.3. Central Competent Authority
- Address
5 1.4. Local Competent Authority
E| TelNe
% 1.5. Consignee 1.6. Person responsible for the consignment in EU
c Name Name
o
o
§ Address Address
[3] Postal code Postal code
S| TelN® Tel.N°
% 1.7.Country of origin ISO cq|l.8. Region of origin Code | 1.9. Country of destinatio ISO cod¢ 1.10. Region of destination ~ Cod
©
v
8
o
[a)

Address

Part |

Name Approval/Registration number

Name Approval/Regii&tn number
Address

Postal code

1.13. Place of loading

1.14. Date of departure

1.15. Means of transport

1.16. Entry BIP in EU

(Scientific name)

Aeroplane|:| Ship|:| Railway Wagolﬂ

Road vehicle|:| OtheD
Identification: 1.17.
Documentary references:
1.18. Description of commaodity 1.19. Commodity code (HS code)

1.20.Quantity
1.21 Temperature of product 1.22. Number of packages
Ambient |:| Chilled |:| Frozen|:|
1.23. Identification of container/Seal number 1.24.Type of packaging
1.25. Commodities certified for:
Technical use [] Other []
1.26. For transit to 3rd Country vis-a-vis EU I.Zbr import or admission into EU
3rd country I1SO code
1.28. Identification of the commodities
Approval/Registration number of establishments
Species Manufacturing plant Net weight Batch number

EN
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COUNTRY Intermediate products

that:

1)

)

Part II;: Certification

®)

I, the undersigned, declare that the intermediatelyrt referred to above are intended to be imgddsteme into
the Union and satisfy the definition provided forAnnex | no. 27 of Regulation (EU) No .../..., and &rficular

@ andfor [— blood of animals which did not show any signs ifedse communicable through blood

@ andfor f— animal by-products arising from the productionpedducts intended for human consumpti

@ andfor f— petfood and feeding stuffs of animal origin, ceding stuffs containing animal by-products

@ andfor f— blood, placenta, wool, feathers, hair, horns, hoafs and raw milk originating from liv

Declaration Il.a. Reference number I.b.

it is intended for the manufacture of medicinaldarats, veterinary medicinal products, medical desj
in vitro diagnostics or laboratory reagents;

its design, transformation and manufacturing stagmse been sufficiently completed in order to
regarded as derived products and to qualify theer@tfor that purpose, except for the fact thal
requires some further handling or transformationhsas mixing, coating, assembling, packaging
labelling to make it suitable for placing on therk® or putting into service as medicinal produg

be

veterinary medicinal products, medical devices rowitro diagnostics in accordance with the Union

legislatiof applicable to those products or as laboratoryeets

it has been derived from the following material gthimay have originated from animals which ha
been submitted to illegg
treatment as defined in Article 1(2)(d) of Dire&ti96/22/EC or Article 2(b) of Directive 96/23/EC

ve

@ carcases and parts of animals slaughtered oreirtdBe of game, bodies or parts of animals

killed, and which are fit for human consumptionaiccordance with Union legislation, but 4
not intended for human consumption for commeraabkons,

(b) carcases and the following parts originating eifr@m animals that have been slaughtered
slaughterhouse and were considered fit for slangiote human consumption following a
ante-mortem inspection or bodies and the followmpagts of animals from game killed fq
human consumption in accordance with Union ledgmtat

0] carcasses or bodies and parts of animals wdniehrejected as unfit for human consumptior
accordance with Union legislation , but which didt show any signs of disease communicable
humans or animals;

(i) heads of poultry;

(i) hides and skins, including trimngs and splitting, thereof horns and feet, including

phalanges and the carpus an@dcagtus bones, tarsus and metatarsus bones, ddlani

other than ruminants;

(iv) pig bristles;
v) feathers; ]

humans or animals obtained from animals other thaminants that have been slaughtered i
slaughterhouse after having been considered fisfaaghter for human consumption following
ante-mortem inspection in accordance with Uniotislagon];

including degreased bone, greaves and centrifugegarator sludge from milk processing; ]

@ and/or f— products of animal origin, or foodstuffs contaipiproducts of animal origin, which are no

longer intend for human consumption for commengalsons or due to problems of manufacturing
packaging defects or other defects from which sk t® public or animal health arise;]

derived products, which are no longer intendeddeding for commercial reasons or due to probl¢
of manufacturing or packaging defects or other a@sféiom which no risk to public or animal hea
arises;]

re

=35

n
to

bn,

or

2MS
th

1%
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COUNTRY Intermediate products

1. Declaration Il.a. Reference number Il.b.

animals that did not show signs of any disease aamwable through that product to humans
animals;]

@ andfor f— aquatic animals, and parts of such animals, exseptmammals, which did not show any si
of diseases communicable to humans or animals;]

@ and/or f— animal-by products from aquatic animals origingtifrom plants or establishmen
manufacturing products for human consumption;]

@ and/for f— the following material originating from animals ish did not show any signs of disea
communicable through that material to humans amals:

(i) shells from shellfish with soft tissue or flesh
(ii) the following originating from terrestrial amals:

— hatchery by-products,
— €ggs,

— egg by-products, including egg shells,

(iif) day-old chicks killed for commercial reasohs;

(2) and/or [— animal-by products from aquatic agestrial invertebrates other than species
pathogenic to humans or animals;]
@ andfor — animals and parts thereof of the zoological ordéRodentia and Lagomorpha, except

Category 1 material as refergethtArticle 8(a)(iii), (iv) and (v) and Categoryr2aterial as referred t
in Article 9(a) to (g) of Regtitsn (EC) No 1069/2009;]

@ and/or f— products derived from or generated by:

— aquaticraals, and parts of such animals, except sea mamwiaitsh did not show
anyrsgf disease communicable to humans or animals,

— aquatic dadestrial invertebrates other than species ggthic to humans or animals

— animals gats thereof of the zoological orders of Rodeatid Lagomorpha, except
Categarynaterial as referred to in Article 8(a)(iii), iand (v) and Category 2
materdal referred to in Article 9(a) to (g) of Regulati@C) No 1069/2009;]
@ and/or f— animal by-products other than Category 1 materi@ategory 3 material, as referred to in
Article 9(g) of Regtibn (EC) No 1069/2009, which:

— do not gaany risk of transmission of diseases communictbleimans or animals,

— are trandpd under conditions which exclude the transmissibsuch risks,;]

(4) their outer packaging is labelled ‘FOR MEDICINAL PRODUS / VETERINARY MEDICINAL
PRODUCTS / MEDICAL DEVICES / IN VITRO DIAGNOSTICS / LABORFORY REAGENTS
ONLY’ and they are not intended to be divertedrat stage within the Union for any other use;

(5) the consignment will be transported directly to fi@ce of destination as indicated under point.|df2
this declaration that is

- an establishmentptant for the production of medicinal productstermary medicinal
products, mediaidvices, in vitro diagnostics or laboratory reagenwvhich has been
registered in aciance with Article 23 of Regulation (EC) No 1069/200

or

NS

s

- an establishmenplant which has been approved in accordance wititld 24(1)(h), from
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COUNTRY Intermediate products

1. Declaration Il.a. Reference number Il.b.
where they shallyobe dispatched to an establishment or plantnedeto in the preceding
subpoint of (5).

Notes

@ Directive 2001/82/EC of the European Parliament ahthe Council of 6 November 2001 on

the Union code relating to veterinary medicinal darcts, Directive 2001/83/EC of the
European Parliament and of the Council of 6 Novan2@®1 on the Union code relating fto
medicinal products for human use, Council Direc®3242/EEC of 14 June 1993 concerning
medical devices and Directive 98/79/EC of the EamopParliament and the Council of 7
October 1998 on in vitro diagnostic medical devi@ssappropriate.

@ Delete as appropriate

The importer
Name (in capital letters): Address:

Date: Signature:
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ANNEX XIX
OFFICIAL CONTROLS

SECTION |
OFFICIAL CONTROLS REGARDING THE ANIMAL BY-PRODUCTS CHAIN
The competent authority must take the necessargunesito control the collection, transport,
use and disposal of animal by-products aldived products, including by checking the
keeping of required records and documents and, whisnRegulation requires it or the

competent authority considers it necessary, byrsgal

When the competent authority applies a seal to resignment of animal by-products or
derivedproducts, it must inform the competent authorityhef place of destination.

SECTION Il

OFFICIAL CONTROLS IN PROCESSING PLANTS
CHAPTER |
Supervision of the production

1. The competent authority shall supervise proogsglants to ensure compliance with
the requirements of the Animal By-products Regafa@nd with this Regulation. It
shall in particular:

(@) check:

() the general conditions of hygiene of the pressjequipment and staff;

(i) the efficacy of the own checks carried outthg plant, in accordance
with Article 28 of the Animal By-products Regulatioparticularly by
examining the results and taking samples;

(i)  the standards of the products after proceassirhe analyses and tests
must be carried out in accordance with scientifyeedcognised
methods (in particular, those laid down in Uniogiséation or, where
none exist, recognised international standardsirortheir absence,
national standards); and

(iv) the storage conditions;
(b) take any samples required for laboratory tests;

(c) make any other checks it considers necessagnsare compliance with the
Animal by-products Regulation and with this Regiolat
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2. To allow it to carry out its responsibilitiesder paragraph 1, the competent authority
must have free access at all times to all parthefprocessing plant and to records,
commercial documents and health certificates.

CHAPTER I

Validation procedures

1. The competent authority mugdteck that a validationf the processing plafias been
carried out by the operatoin accordance with the following procedures and
indicators:

(@) description of the process (by a process flagrm);

(b) identification of critical control points (CCPs1cluding the material process
rate for continuous systems;

(c) compliance with the specific process requiramefaid down by this
Regulation; and

(d) achievement of the following requirements:

0] particle size for batch-pressure and continumesesses — defined by
the mincer hole or the anvil gap size, and

(i) temperature, pressure, processing time an@mahtprocessing rate (for
continuous system only) as specified in paragr&pdusd 3.

2. In the case of a batch pressure system:

(@) the temperature must be monitored with a peemiathermocouple and it must
be plotted against real time;

(b) the pressure stage must be monitored with angeent pressure gauge.
Pressure must be plotted against real time;

(c) the processing time must be shown by time/teatpee and time/pressure
diagrams.

At least once a year the thermocouple and the pregmuge must be calibrated.
3. In the case of a continuous pressure system:

(@) the temperature and the pressure must be mediitaith thermocouples, or an
infrared temperature gun, and pressure gauges asadefined positions
throughout the process system in such a way tmapdeature and pressure
comply with the required conditions inside the wehobntinuous system or in a
section of it. The temperature and pressure muptdieed against real time;

(i) feed screw revolutions per minute (rev./min.),

EN 300 EN



(i) electric power (amps at given voltage),

(b) measurement of the minimum transit time ingldewhole relevant part of the
continuous system where the temperature and peessomply with the
required conditions, must be provided to the coemetuthorities, using
insoluble markers (for example, manganese dioxade) method which offers
equivalent guarantees. Accurate measurement anttocaf the material
process rate is essential and must be measuredgdilne validation test in
relation to a CCP that can be continuously monitagch as:

(i) evaporation/condensation rate, or
(iv) number of pump strokes per unit time.

All measuring and monitoring equipment must belbraled at least once a
year.

The competent authority must repeat ttigeecks on thevalidation procedures
periodically, when it considers it necessary, andny case each time any significant
alterations are made to the process (for exampbelifroation of the machinery or a
change of raw materials).

CHAPTER II
Lists of registered and approved establishments, @hts and operators

Access to lists of registered and approved bskabents, plants and operators

In order to assist Member States in making up-te-tists of registered and approved
establishments, plants and operators availablether dMember States and to the
public, the Commission shall provide a website Whghall contain links to the
national websites provided by each Member Stateefasred to in paragraph 2(a).

Format for national websites

(@) Each Member State shall provide the Commissittn a linking address to a
single national website containing the masterdislists of all registered and
approved establishments, plants in its territonyaster list’).

(b) Each master list shall consist of one sheet sradl be completed in one or
more official languages of the Union.
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SECTION IlI

SPECIFIC REQUIREMENTS
CHAPTER |
Official controls regarding marking of derived products

The competent authority shall carry out a perforoeacheck of the monitoring and recording
system referred to in point 2 of Section V of Anng€xto ascertain compliance with this

Regulation and may, where necessary, request stingef additional samples in accordance
with the method referred to in the second paragodphe same point.

CHAPTER I
Official controls in low-capacity incineration plants

The competent authority must inspect the low-cdpancineration plant for incineration of
the Category 1 materials referred to Article 8(bif the Animal By-products Regulation
before approval, and at least once a year to mooaimpliance with the Animal By-products
Regulation and with this Regulation.

CHAPTER llI
Official controls in remote areas

In the case of disposal of animal by-products imote areas in accordance with Article
19(1)(b) of the Animal By-products Regulatiothe competent authority shall monitor
regularly the areas categorised as remote areagsire that those areas and the disposal
operations are properly controlled.

CHAPTER IV

Official controls in registered farms for the feedng of fur animals
1. The competent authority shall take the necessaasures to control:
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(@) the appropriate composition, processing and aefsgéhe feed containing
processed animal protein derived from the bodigsaots of bodies of animals
of the same species; and

(b) that the animals that are fed with the feedmef to in point (a), including:
(i) strict supervision of the health status of thasimals;

(i) appropriate TSE surveillance involving regukampling and laboratory
examination for TSEs.

2. The samples referred to in point 1(b)(ii) shatllude samples taken from animals

showing neurological symptoms and from older breg@inimals.

CHAPTER V

Official controls regarding collection centres

1. The competent authority shall

(@) include collection centres into the list drawmin accordance with Article 47
of the Animal By-products Regulation;

(b) assign an official number to each collectiontoe

(c) update the list and make it available togetindth the list drawn up in
accordance with Article 47 of the Animal By-proda&egulation; and

2. The competent authority shall carry out officahtrols at collection centres in order
to verify compliance with this Regulation.

CHAPTER VI
Official controls regarding the feeding of necrophgous birds with Category 1 material

The competent authority shall supervise the heslitus of thdarmedanimals in the region
where the feeding takes place, and shall carryaouppropriate TSE surveillance involving
regular sampling and laboratory examination for $SEhe samples shall include samples
taken from animals showing neurological symptont faom older breeding animals.

CHAPTER VII

Official controls regarding the application of organic fertilisers and soil improvers,
other than manure

1. The competent authority shall carry out contatisegular intervals ofarmswhere
organic fertilisers and soil improvers other thaanure are applied to land to which

303 E N



EN

farmed animals have access. Those controls sltdlide checks on the stocks of such
products kept on farm and the records kept in azswe with the Animal By-
products Regulation and with this Regulation.

2. The competent authority shall take appropriateon in case the requirements of the
Animal By-products Regulation or of this Regulateme not complied with.

CHAPTER VIII
Official controls regarding approved photographic factories

The competent authority shall carry out documentelngcks in approved photographic
factories referred to in Annex XVII Section Il Chapll point 1 at least twice a year on the
channelling chain from the border inspection postirst entry to the approved photographic
factories for the purpose of reconciliation of tipeantities of products imported, used and
disposed of.

CHAPTER IX

Time period for the decision on certain consignmestdispatched to other Member
States

The competent authority shall take its decisioncentain consignments dispatched from
another Member State, as referred to in Article}8¢f the Animal By-products Regulation,
within 14 calendar days.
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