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[F1ANNEX III

MINIMUM INSPECTION REQUIREMENTS AND PRECAUTIONARY MEASURES
UNDER THE INSPECTION SCHEME REFERRED TO IN ARTICLES 8 AND 9

Textual Amendments
F1 Substituted by Commission Regulation (EC) No 2491/2001 of 19 December 2001 amending Council

Regulation (EEC) No 2092/91 on organic production of agricultural products and indications referring
thereto on agricultural products and foodstuffs.

SPECIFIC PROVISIONS

A. Production of plants, plant products, livestock and/or livestock products

This section applies to any unit involved in production as defined in Article 4(2) of products
referred to in Article 1(1)(a) for its own account or for account of a third party.

Production must take place in a unit of which the production premises, land parcels, pasturage,
open-air exercise areas, open air runs, livestock buildings, and, where applicable, the premises
for the storage of crops, crop products, livestock products, raw materials and inputs, are clearly
separate from those of any other unit not producing in accordance with the rules laid down in
this Regulation.

Processing, packaging and/or marketing may take place at the production unit, where these
activities are limited to its own agricultural produce.

Quantities sold directly to the final consumer shall be accounted on a daily basis.

Storage, in the unit, of input products other than those permitted by Article 6(1)(b) and (c) and
Article 6(3)(a), is prohibited.

On receipt of a product as referred to in Article 1, the operator shall check the closing of the
packaging or container where it is required and the presence of the indications referred to in
point 7 of the general provisions of this Annex. The result of this verification shall be explicitly
mentioned in the documentary accounts referred to in point 6 of the general provisions.

A.1. Plants and plant products from farm production or collection

1. Initial inspection

The full description of the unit referred to under point 3 of the general provisions of this Annex
must:
— be drawn up even where the producer limits his activity to the collection of wild plants,
— show the storage and production premises and land parcels and/or collection areas

and, where applicable, premises where certain processing and/or packaging operations
take place, and

— specify the date of the last application on the parcels and/or collection areas concerned
of products, the use of which is not compatible with Article 6(1)(b).

In case of collection of wild plants, the practical measures referred to under point 3 of the general
provisions of this Annex must include the guarantees given by third parties which the producer
can provide to ensure that the provisions of Annex I, section A, point 4, are complied with.

2. Communications

http://www.legislation.gov.uk/id/eur/2001/2491
http://www.legislation.gov.uk/id/eur/2001/2491
http://www.legislation.gov.uk/id/eur/2001/2491
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Each year, before the date indicated by the inspection body or authority, the producer must
notify the body or authority of its schedule of production of crop products, giving a breakdown
by parcel.

3. Several production units run by the same operator

Where an operator runs several production units in the same area, the units producing crops or
crop products not covered by Article 1, together with storage premises for input products (such
as fertilisers, plant protection products, seed) must also be subject to the general inspection
arrangements laid down in the general provisions of this Annex as well as to the specific
inspections provisions as regards points 1, 2, 3, 4 and 6 of the general provisions.

The same variety as, or a variety that cannot be easily differentiated from those produced at the
unit referred to in the second paragraph of section A, may not be produced at these units.

However, producers may derogate from the rule referred to in the last sentence of the preceding
subparagraph:

(a) in the case of the production of perennial crop products (edible fruit bearing trees,
vines and hops) provided the following conditions are met:

1. the production in question forms part of a conversion plan in respect of
which the producer gives a firm undertaking and which provides for the
beginning of the conversion of the last part of the area concerned to organic
production in the shortest possible period which may not in any event exceed
a maximum of five years,

2. appropriate measures have been taken to ensure the permanent separation of
the products obtained from each unit concerned,

3. the inspection body or authority is notified of the harvest of each of the
products concerned at least 48 hours in advance,

4. immediately upon completion of the harvest, the producer informs the
inspection body or authority of the exact quantities harvested on the units
concerned together with any particular distinguishing features (such as
quality, colour, average weight, etc.) and confirms that the measures taken
to separate the products have been applied,

5. the conversion plan and the measures referred to in point 1 and in point
3 of the general provisions have been approved by the inspection body or
authority. This approval must be confirmed each year after the start of the
conversion plan.

(b) in the case of areas intended for agricultural research agreed by the Member States'
competent authorities, provided that conditions 2, 3 and 4 and the relevant part of
condition 5 referred to in (a) are met;

(c) in the case of production of seed, vegetative propagating material and transplants,
provided that conditions 2, 3 and 4 and the relevant part of condition 5 referred to in
(a) are met;

(d) in the case of grassland exclusively used for grazing.

A.2. Livestock and livestock products produced by animal husbandry

1. Initial inspection
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When the inspection system applying specifically to livestock production is first implemented,
the full description of the unit referred to under point 3 of the general provisions of this Annex
must include:
— a full description of the livestock buildings, pasturage, open-air exercise areas, open-

air runs, etc., and, where applicable, the premises for the storage, packaging and
processing of livestock, livestock products, raw materials and inputs,

— a full description of the installations for the storage of livestock manure.

The practical measures referred to under point 3 of the general provisions of this Annex must
include:
— plan for spreading manure agreed with the inspection body or authority, together with

a full description of the areas given over to crop production,
— where appropriate, as regards the spreading of manure, the written arrangements with

other holdings complying with the provisions of this Regulation,
— management plan for the organic-production livestock unit (e.g. management for

feeding, reproduction, health, etc.).

2. Identification of livestock

The livestock must be identified permanently using techniques adapted to each species,
individually in the case of large mammals and individually or by batch in the case of poultry
and small mammals.

3. Livestock records

Livestock records must be compiled in the form of a register and kept available to the inspection
authorities or bodies at all times at the address of the holding.

Such records, which are to provide a full description of the herd or flock management system,
must contain the following information:
— by species, as regards livestock arriving at the holding: origin and date of arrival,

conversion period, identification mark and veterinary record,
— as regards livestock leaving the holding: age, number of heads, weight in case of

slaughter, identification mark and destination,
— details of any animals lost and reasons,
— as regards feed: type, including feed supplements, proportions of various ingredients

of rations and periods of access to free-range areas, periods of transhumance where
restrictions apply,

— as regards disease prevention and treatment and veterinary care: date of treatment,
diagnosis, type of treatment product, method of treatment and practitioner's
prescription for veterinary care with reasons and withdrawal periods applying before
livestock products can be marketed.

4. Several production units run by the same operator

Where a producer, in accordance with points 1.6 of section B and 1.3 of section C of Annex
I manages several production units, the units which produce livestock or livestock products
not covered by Article 1 must also be subject to the inspection system as regards point 1 of
this subsection on livestock and livestock products and as regards the provisions on livestock
management, livestock records and the principles governing storage of animal husbandry
products used.

A derogation with regard to the requirement of different involved species in point 1.6 of Annex
I, part B, may be granted to holdings carrying out agricultural research by the inspection body or
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authority in agreement with the competent authority of the Member State, where the following
conditions are met:
— appropriate measures, agreed with the inspection body or authority have been taken

in order to guarantee the permanent separation between livestock, livestock products,
manure and feedingstuffs of each of the units,

— the producer informs the inspection body or authority in advance of any delivery or
selling of the livestock or livestock products,

— the operator informs the inspection body or authority of the exact quantities produced
in the units together with all characteristics permitting the identification of the products
and confirms that the measures taken to separate the products have been applied.

5. Other requirements

By way of a derogation from those rules, the storage of allopathic veterinary medicinal
products and antibiotics is permitted on holdings provided that they have been prescribed by
a veterinarian in connection with treatment as referred to in Annex I, that they are stored in a
supervised location and that they are entered in the farm register.

B. Units for preparation of plant and livestock products and foodstuffs composed of plant
and livestock products

This section applies to any unit involved in the preparation, as defined in Article 4(3), of products
referred to in Article 1(1), for its own account or for account of a third party, and including in
particular also:
— units involved in packaging and/or re-packaging of such products,
— units involved in labelling and/or re-labelling of such products.

1. Initial inspection

The full description of the unit referred to under point 3 of the general provisions of this
Annex must show the facilities used for the reception, the processing, packaging, labelling and
storage of agricultural products before and after the operations concerning them, as well as the
procedures for the transport of the products.

2. Documentary accounts

The documentary accounts referred to in point 6 of the general provisions shall include the
verification referred to in point 5 of this subsection.

3. Preparation units handling also products not from organic production

Where products not referred to in Article 1 are also prepared, packaged or stored in the
preparation unit concerned:
— the unit must have areas separated by place or time within the premises for the storage

of products as referred to in Article 1, before and after the operations,
— operations must be carried out continuously until the complete run has been dealt with,

separated by place or time from similar operations performed on products not covered
by Article 1,

— if such operations are not carried out at regular times or on a fixed day, they must be
announced in advance, with a deadline agreed on with the inspection body or authority,

— every measure must be taken to ensure identification of lots and to avoid mixtures or
exchanges with products not obtained in accordance with the rules laid down in this
Regulation,
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— operations on products in accordance with the rules laid down in this Regulation must
be carried out only after cleaning of the production equipment. The effectiveness of
the cleaning measures must be checked and recorded.

4. Packaging and transport of products to preparation units

Milk, eggs and egg-products from organic farming shall be collected independently from
products not produced in accordance with this Regulation. By derogation, and subject to
the prior approval by the inspection body or authority, simultaneous collection may occur,
where appropriate measures are taken to prevent any possible mixture or exchange with
products not produced in accordance with this Regulation and to ensure the identification of
the products produced in accordance with the provisions of this Regulation. The operator keeps
the information relating to collection days, hours, circuit and date and time of reception of the
products available to the inspection body or authority.

5. Reception of products from other units

On receipt of a product as referred to in Article 1, the operator shall check the closing of the
packaging or container where it is required and the presence of the indications referred to in point
7 of the general provisions of this Annex. The operator shall crosscheck the information on the
label referred to in point 7 of the general provisions with the information on the accompanying
documents. The result of these verifications shall be explicitly mentioned in the documentary
accounts referred to in point 6 of the general provisions.

[F2C. Imports of plants, plant products, livestock, livestock products and foodstuffs
comprising plant and/or livestock products, animal feedingstuffs, compound
feedingstuffs and feed materials from third countries]

This section applies to any operator involved, as importer and/or as first consignee, in the import
and/or reception, for its own account or for account of another operator, of products referred to
in Article 1(1). For the purpose of this section:
— the importer shall mean the natural or legal person within the European Community

who presents a consignment for release for free circulation into the European
Community, either on its own, or through a representative,

— the first consignee shall mean the natural or legal person referred to in Article 11(3)(a)
to whom the consignment is delivered and who will receive it for further preparation
and/or marketing.

1. Initial inspection
Importers
— The full description of the unit referred to under point 3 of the general provisions of

this Annex must include the importer's premises and of his import activities, indicating
the points of entry of the products into the Community and any other facilities the
importer intends to use for the storage of the imported products pending their delivery
to the first consignee,

— In addition, the declaration referred to under point 3 of the general provisions must
include an undertaking by the importer to ensure that any facilities that the importer
will use for storage of products are submitted to inspection, to be carried out either by
the inspection body or authority or, when these storage facilities are situated in another
Member State or region, by an inspection body or authority approved for inspection
in that Member State or region.

First consignee
— The full description of the unit referred to under point 3 of the general provisions

must show the facilities used for the reception and storage. Where other activities, like
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processing, packaging, labelling and storage of agricultural products before and after
the operations concerning them, as well the transport of the products, take place, the
relevant provisions under section B shall apply.

When the importer and the first consignee are the same legal person and operating in one single
unit, the reports referred to in point 3 of the general provisions can be formalised within one
single report.

2. Documentary accounts

When the importer and the first consignee are not operating in one single unit, both of them
must keep stock and financial records.

On request of the inspection body or authority, any details on the transport arrangements from
the exporter in the third country to the first consignee and, from the first consignee's premises
or storage facilities to the consignees within the Community must be provided.

3. Information on imported consignments

The importer shall, at the latest by the time that the certificate is submitted to the relevant
Member State's authority in accordance with Article 4 point 1 of Commission Regulation (EC)
No 1788/2001 of 7 September 2001 laying down detailed rules for implementing the provisions
concerning the certificate of inspection for imports from third countries under Article 11 of
Council Regulation (EEC) No 2092/91 on organic production of agricultural products and
indications referring thereto on agricultural products and foodstuffs(1), inform the inspection
body or authority of each consignment to be imported into the Community, giving:
— the name and address of the first consignee,
— any details this body or authority may require, such as a copy of the inspection

certificate for the importation of products from organic farming. On the request of the
inspection body or authority of the importer, the latter must pass the information to
the inspection body or authority of the first consignee.

4. Importers and first consignees handling also products not from organic production

When imported products referred to in Article 1 are stored in storage facilities where also other
agricultural products or foodstuffs are stored:
— the products as referred to in Article 1 must be kept separate from the other agricultural

products and/or foodstuffs,
— every measure must be taken to ensure identification of consignments and to avoid

mixtures or exchanges with products not obtained in accordance with the rules laid
down in this Regulation.

5. Inspection visits

The inspection body or authority shall inspect the stock and financial records mentioned in
section C, point 2 and the certificates referred to in Article 11(1)(b) and Article 11(3) and
established by Regulation (EC) No 1788/2001.

Where the importer performs the import operations by different units or premises, he must make
available on request, the reports foreseen under point 3 and 5 of the general provisions of this
Annex for each of these facilities.

6. Reception of products from a third country

Products as referred to in Article 1 shall be imported from a third country in appropriate
packaging or containers, closed in a manner preventing substitution of the content and provided
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with identification of the exporter and with any other marks and numbers serving to identify the
lot with the certificate of inspection for import from third countries.

On receipt of a product as referred to in Article 1, imported from a third country, the first
consignee shall check the closing of the packaging or container and the correspondence of
the identification of the consignment with the certificate referred to in Regulation (EC) No
1788/2001. The result of this verification shall be explicitly mentioned in the accounts referred
to in section C, point 2.

Textual Amendments
F2 Substituted by Commission Regulation (EC) No 223/2003 of 5 February 2003 on labelling requirements

related to the organic production method for feedingstuffs, compound feedingstuffs and feed materials
and amending Council Regulation (EEC) No 2092/91 (Text with EEA relevance).

D. Units involved in the production, preparation or import of products referred to in
Article 1(1) and which have contracted out to third parties in part or in total the actual
operations concerned

Initial inspection

With regard to the operations, which are contracted out to third parties, the full description
referred to in point 3 of the general provisions shall include:
— a list of the subcontractors with a description of their activities and the inspection

bodies or authorities to which they are subject; these subcontractors must have agreed
to have their holding being subject to the inspection regime of Article 9, in accordance
with the relevant sections of Annex III,

— all the practical measures, including inter alia an appropriate system of documentary
accounts, to be taken at the level of the unit to ensure that the products the operator
places on the market can be traced to their suppliers, and, where different, their sellers,
as well as to their consignees and, where different, their buyers.

[F3E. Units preparing animal feedingstuffs, compound feedingstuffs and feed materials

This section applies to any unit involved in the preparation, as defined in Article 4 point 3 of
products referred to in Article 1(1)(c) on its own account or on behalf of a third party.

1. Initial inspection

The full description of the unit referred to under point 3 of the General Provisions of this Annex
must:
— indicate the facilities used for the reception, preparation and storage of the products

intended for animal feed before and after the operations concerning them,
— indicate the facilities used for the storage of other products used to prepare

feedingstuffs,
— indicate the facilities used to store products for cleaning and disinfection,
— indicate, where necessary, the description of the compound feedingstuff that the

operator intends to produce, in accordance with Article 5(1)(a) of Directive 79/373/
EEC, and the livestock species or class for which the compound feedingstuff is
intended,

— indicate, where necessary, the name of the feed materials that the operator intends to
prepare.

http://www.legislation.gov.uk/id/eur/2003/223
http://www.legislation.gov.uk/id/eur/2003/223
http://www.legislation.gov.uk/id/eur/2003/223
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The measures to be taken by operators, referred to in point 3 of the General Provisions of this
Annex, to guarantee compliance with this Regulation must include:
— in particular an indication of the precautionary measures to be taken in order to

reduce the risk of contamination by unauthorised substances or products, the cleaning
measures implemented and the monitoring of their effectiveness,

— identification of all elements of their activities crucial for guaranteeing at all times
that the products referred to in Article 1(1)(c) prepared in such units comply with this
Regulation and with Regulation (EC) No 223/2003,

— the establishment and implementation of, compliance with and updating of appropriate
procedures, based on the principles of the HACCP (Hazard Analysis and Critical
Control Points) system.

The inspection body or authority shall use these procedures to carry out a general evaluation of
the risks attendant on each preparation unit and to draw up an inspection plan. This inspection
plan must provide for a minimum number of random samples depending on the potential risks.

2. Documentary accounts

For the purposes of proper inspection of the operations, the documentary accounts referred to in
point 6 of the General Provisions of this Annex shall include information on the origin, nature
and quantities of feed materials, additives, sales and finished products.

3. Preparation units

When preparing products, operators must ensure that:

(a) organically-produced feedingstuffs or feedingstuffs derived therefrom, in-conversion
feedingstuffs or feedingstuffs derived therefrom, and conventional feedingstuffs are
effectively physically separated;

(b) all equipment used in units preparing compound feedingstuffs covered by this
Regulation is completely separated from equipment used for compound feedingstuffs
not covered by this Regulation.

Notwithstanding the provisions of point (b) of the first subparagraph, until 31 December 2007,
operations may take place using the same equipment provided that:
— separation in terms of time is guaranteed and suitable cleaning measures, the

effectiveness of which has been checked, have been carried out before commencing
preparation of the products covered by this Regulation; operators must record these
operations,

— operators must ensure that all appropriate measures are implemented, depending on
the risks evaluated in accordance with point 1, and, where necessary, guarantee that
products which do not conform to this Regulation cannot be placed on the market with
an indication referring to organic farming.

The derogation provided for in the second subparagraph is subject to prior authorisation by the
inspection body or authority. Such authorisation might be provided for one or more preparation
operation(s).

The Commission will start to examine the provisions of point (b) of the first subparagraph before
31 December 2003. Account being taken from that examination, the date of 31 December 2007
may be revised if necessary.

4. Inspection visits
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In addition to the complete annual visit, the inspection body or authority must make targeted
visits based on a general evaluation of the potential risks of non-compliance with this
Regulation; the inspection body or authority shall pay particular attention to the critical control
points pointed out for the operator, with a view to establishing whether the surveillance and
checking operations are carried out as they should be. All the premises used by the operator for
the conduct of his activities may be inspected as frequently as the attendant risks warrant.

5. Transporting products to other production/preparation units or storage premises

Operators must ensure that the following conditions are met:

(a) during transport, organically-produced feedingstuffs or feedingstuffs derived
therefrom, in-conversion feedingstuffs or feedingstuffs derived therefrom, and
conventional feedingstuffs must be effectively physically separated;

(b) the vehicles and/or containers which have transported products that are not covered
by this Regulation may be used to transport products covered by this Regulation if:
— suitable cleaning measures, the effectiveness of which has been checked,

have been carried out before commencing the transport of products covered
by this Regulation; operators must record these operations,

— operators must ensure that all appropriate measures are implemented,
depending on the risks evaluated in accordance with point 1, and, where
necessary, guarantee that products which do not conform to this Regulation
cannot be placed on the market with an indication referring to organic
farming,

— the inspection body or authority of the operator has been informed of
such transport operations and has agreed thereto. Such agreement might be
provided for one or more transport operation(s);

(c) the finished products referred to in this Regulation are transported separately from
other finished products physically or in time;

(d) during transport, the quantity of products at the start and each individual quantity
delivered in the course of a delivery round must be recorded.

6. Receipt of products

On receipt of a product referred to in Article 1, operators must check the closure of the packaging
or container where it is required and the presence of the indications referred to in point 7 of the
General Provisions of this Annex. Operators must carry out a cross-check of the information
on the label referred to in point 7 of the General Provisions against the information on the
accompanying documents. The results of this verification must be explicitly mentioned in the
accounts referred to in point 6 of the General Provisions.]]

Textual Amendments
F3 Inserted by Commission Regulation (EC) No 223/2003 of 5 February 2003 on labelling requirements

related to the organic production method for feedingstuffs, compound feedingstuffs and feed materials
and amending Council Regulation (EEC) No 2092/91 (Text with EEA relevance).

http://www.legislation.gov.uk/id/eur/2003/223
http://www.legislation.gov.uk/id/eur/2003/223
http://www.legislation.gov.uk/id/eur/2003/223
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(1) [F1OJ L 243, 13.9.2001, p. 3.]

Textual Amendments
F1 Substituted by Commission Regulation (EC) No 2491/2001 of 19 December 2001 amending Council

Regulation (EEC) No 2092/91 on organic production of agricultural products and indications referring
thereto on agricultural products and foodstuffs.

https://webarchive.nationalarchives.gov.uk/eu-exit/https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2001.243.01.0003.01.ENG
http://www.legislation.gov.uk/id/eur/2001/2491
http://www.legislation.gov.uk/id/eur/2001/2491
http://www.legislation.gov.uk/id/eur/2001/2491
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