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ANNEX

Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on the production and marketing of plant reproductive material in the Union, amending
Regulations (EU) 2016/2031, 2017/625 and 2018/848 of the European Parliament and of the
Council, and repealing Council Directives 66/401/EEC, 66/402/EEC, 68/193/EEC, 2002/53/EC,
2002/54/EC, 2002/55/EC, 2002/56/EC, 2002/57/EC, 2008/72/EC and 2008/90/EC (Regulation

on plant reproductive material)

CHAPTERI
GENERAL PROVISIONS

Article 1
Subject matter

This Regulation lays down rules for the production with a view to marketing, and the marketing in

the Union of plant reproductive material (‘PRM’), and in particular requirements for the production

of PRM in the field and other sites, categories of material, identity and quality requirements,

certification, labelling, packaging, imports, professional operators, and the registration of varieties.

Article 2
Scope and objectives

1. This Regulation applies to PRM belonging to the genera and species listed for the respective

uses referred to in Annex I, as well as to their hybrids.
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It also applies to rootstocks and other parts of plants of genera or species other than

those listed in Annex I or their hvbrids, if material of genera or species listed in Annex

I or their hvbrids is grafted or is to be grafted onto them.

The requirements concerning production of PRM shall apply only to production with a view

to its marketing in the Union.

2. The objectives of this Regulation are the following:

(a) to ensure quality and diversity of choice of PRM, and its availability fer to all users;

(b) to ensure equal conditions for the competition of the professional operators across the
Union and the functioning of the internal market in PRM;

(c) to support innovation and competitiveness of the PRM sector in the Union;

(d) to contribute to conservation and sustainable use of plant genetic resources and agro-
biodiversity;

() to contribute to sustainable agricultural production, adapted to current and future
projected climatic conditions;

(f)  to contribute to food and feed security.

3. The Commission is empowered in accordance with Article 75 to adopt delegated acts,
amending Annex I, in order to adapt # that Annex to the developments of technical and
scientific knowledge, and the economic data concerning production and marketing of genera
and species, by adding genera and species to or removing them from that Annex for one or
more uses.

The delegated acts referred to in the first subparagraph shall may add genera or species to

the list in Annex I if they fulfil at least two of the following elements criteria with regard to

their respective uses:

(a) represent a significant area of production of PRM {or and the respective crop}, and a
significant value of marketed PRM {or and the respective crop} in the Union;

(b) are of substantial importance for security of food and feed production in the Union,
compared to other genera and species not listed in that Annex; and
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(c)

the PRM is marketed in at least two Member States.

The delegated acts referred to in the first subparagraph shall may remove genera or species

from the list in Annex I if they no longer fulfil at least two of the elements criteria set out

in the second subparagraph.

{Those delegated acts shall specify the criteria used to define the extent of the significant

area and value or the substantial importance, in relation to the genera and species

concerned.}

4. This Regulation does not apply to:

(a) propagating—material PRM of species listed in Annex I. intended for ornamental
plants purposes stubjeette in accordance with Directive 98/56/EC, with the exception
of turf grass seed;

(b) forest reproductive material (FRM) subject to Regulation (EU) .../... of the European
Parliament and of the Council'+;

(c) PRM solely intended for export to third countries, under the condition that it is
identified as such,;

(d) PRM transferred in any way, whether free of charge or not, between non-professional
users for their own private use and outside their eemmeretal professional activities;

(e) PRM used solely for inspection, sampling, effietal testing; for-the purpeseeofthis
Regulation; or testing, officially or under official supervision, breeding, effieial
inspeetions, exhibitions or researehfor scientific purposes, under the condition that it
is identified as such;

(f) PRM pwith-the-exeeption-of-seed-peotatoes} transferred in any way, not aimed at its
commercial exploitation but subject to service contracts for the purposes of processing
including cleaning, disinfection, treatment, packaging, as well as labelling-transport,

1 Regulation (EU) .../... of the European Parliament and of the Council .... (OJ....,p....).
+ OJ: Please insert in the text the number of the Regulation contained in document (...

(COD)) and insert the number, date, title and OJ reference of that Regulation in the footnote.
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(2

(h)

proeeessing or and-storage, provided that the provider of services does not acquire title
to that PRM and its traceability is ensured,

PRM supplied under certain conditions to providers of services for the production of
certain agricultural raw materials, intended for industrial purposes, or PRM produced

for that purpose, provided that:

(1) the provider of services does not acquire title to either that PRM or the product

of the harvest;
(i)  the traceability of that PRM is ensured; and

(iii))  the supplier of that PRM has provided the competent authority with a copy of
the relevant parts of the contract made with the provider of services including

the standards and conditions met by the PRM provided;

PRM used by gene banks for the conservation of plant genetic resources igene
bk

PRM marketed by non-profit organisations and networks other than gene banks,

with a purpose defined in their articles of association or other equivalent

document of conserving plant genetic resources, to any natural or legal person,

under the condition that those organisations and networks have notified their

activity to the competent authority and the respective PRM is identified as such

through appropriate labelling:]

organic heterogenous material produced in accordance with Regulation (EU)

2018/848.

Article 3

Definitions

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

(1) ‘plant reproductive material’ (‘PRM”) means plants for planting, including seed, as defined
in Article 2(4) of Regulation (EU) 2016/2031, capable of, and intended for:
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2)

3)

4

(6)

(a) the production the-prepagation—or-the—multiplication of entire plants or parts of
plants; or

(b) the production of fruits, vegetables or other crops;

‘professional operator’ means any natural or legal person, other than a competent authority,

governed by public or private law, involved professionally in and legally responsible for one

or more of the following activities in the Union concerning PRM:
(a) production with a view to marketing fbreeding};
(b) marketing;

(c) maintenance of varieties registered-iaccordance-with pursuant to Aarticle 47 72 (B
-

(d [...]

(e) laberatery-analysis;field inspections, sampling, laboratory testing, storage, drying;
processing, treating-packaging, sealing, or labelling sampling-or-testing;

‘marketing’ means the following actions in relation to PRM: sale, holding_with a view to

sale, transfer for free, or offering for sale including online, or any other way-eof transferring

or distribution within, or import into, the Union; with-the-exeeption-oftheselistedin-article
Dtte)and(H;

‘variety’ means a variety as defined in Article 5(2) of Regulation (EC) No 2100/94;

‘clone’ means an individual plant progeny, originally derived from another single plant

by vegetative reproduction, remaining genetically identical to that plant:

‘selected clone’ means a clone of a vine or fruit species that has been selected and chosen

for some special intravarietal phenotypic traits and its phytosanitary status that give the

selected clone a better performance, is true to the description of the variety to which it

belongs and, in the case of selected clones not belonging to a variety, #-is true to the

description of the species to which it belongs. H-is-applicable-to-fvine-and-fruit} speetesin
bich this i atal variabilite has Bl :

9647/25
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(7

(8)

)

(10)

(11)

(12)

‘polyclonal seleections-PRM’ means [vine-propagatingmaterial-obtained-from-a-seleetion;

material belonging to a group of several distinet different individual plant progenies

derived from different genotypes, each of which is true to the description of the variety

to which it belongs;

[...]

‘competent authority’ means the central or regional authority of a Member State, or, where
applicable, the corresponding authority of a third country, responsible for the organisation
of official controls, registration, certification and other official activities concerning the
production and marketing of PRM, or any other authority to which that responsibility has

been conferred in accordance with Union law;

‘official description’ means a description of a variety that has been established by a

competent authority, includes the relevant characteristics of the variety and makes the variety

identifiable as a result of the examination on its distinctness, uniformity and stability;

‘officially recognised description’ means a written description of a [conservation variety,

commonly known fruit variety or reetstecknot-belongingto-a—variety-new local variety],

which has been prepared in accordance with Article 53(4)-ineladesrelevant-characteristies
that-qualify-a-variety-asa-conservation—variety and is recognised by a competent authority;}

‘variety maintenance’ means the actions taken for ensuring varietal purity and identity with

the aim to ensure that the variety remains unchanged in the expression of its relevant the

characteristics which are included in the examination for distinctness as well as any others
used-for-the-variety-deseription, remain-unchanged after repeated propagation or, in the case

of a particular cycle of propagation, at the end of each such cycle:;

9647/25
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(13) ‘seeds’ means seeds in the botanical sense;

(14) ‘pre-basic seed” means seed that fhas—been—produced—under—the—responsibiity—ofthe

breeder’s—seed}; belongs to generations preceeding the generation of the basic seed, is
intended for the production and-eertifieation of pre-basic, basic or certified seed, and has
been found by means of official certification, or certification under official supervision, to

satisfy the respective conditions laid down in Annex II;

(15) ‘basic seed’ means seed that has been produced fundertheresponsibility-of-the-maintainer
geeordingto-aecepted-practces—torthe e natee-olthe~artety} [rom pre-basic seed or

preceding generations of basic seed, is intended for the production of further generations of
basic seed or certified seed, and which has been found by means of official certification, or
certification under official supervision, to satisfy the respective conditions laid down in

Annex II;

(16) ‘certified seed’ means seed that has been produced from pre-basic, basic or preceding
generations of certified seed, is_intended for the production of further generations of

certified seed or for any-etherpurpese cultivation, and which has been found by means

of official certification, or certification under official supervision, to satisfy the respective

conditions laid down in Annex II;

(17) ‘standard seed’ means seed, other than pre-basic, basic or certified seed;-and that satisfies

the respective conditions laid down in Annex III;

(17b)  F*‘mMother plant’} means an identified plant intended for prepagatien the production of
PRM:-
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(17¢)

(17d)

(17¢)

(176)

f‘pPre-basic mother plant’} means a mother plant intended for the production of seed or

material of the pre-basic category seed-ermaterial or lower categories;-

f‘bBasic mother plant’} means a mother plant intended for the production of seed or

material of the basic category seed-er-matertal or lower categories;-

FcCertified mother plant’} means a mother plant intended for the production of seed or

material of the certified category seed-er-material or lower categories;-

f‘Sstandard mother plant’} means a mother plant intended for the production of standard

materialz;

(18)

(19)

(20)

belongs to
generations preceeding the generation of basic material, is intended for the production ané
eertifieation of pre-basic, basic or certified material, and has been found by means of official
certification, or certification under official supervision, to satisfy the respective conditions

laid down in Annex II;

‘basic material’ means PRM, other than seed, that has been produced;—funder—the

from pre-basic
material or preceding generations of basic material, is intended for the production and
eertifteation-of further generations of basic material or certified material, and has been found
by means of official certification, or certification under official supervision, to satisfy the

respective conditions laid down in Annex II;

‘certified material’ means PRM, other than seed, that has been produced from pre-basic,

basic or preceding generations of certified material or seed, ff-intended-to-beusedfor-the

intended for the production of further generations of certifed material or for any-other
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purpeses cultivation, and has been found by means of official certification, or certification

under official supervision, to satisfy the respective conditions laid down in ef Annex II; [In

(21) ‘standard material’ means PRM other than seed, and other than pre-basic, basic or certified

material, that satisfies the respective conditions laid down in Annex III;

(22) ‘official certification’ means official attestation by the competent authority of the
compliance of pre-basic, basic or certified seed or material with the respective requirements
of this Regulation, where all relevant inspections en-site, sampling and testing, including

where appropriate control plot testing, have been carried out by that authoritys;

(23) ‘certification under official supervision’ means attestation by an speetfieally authorised
professional operator that pre-basic, basic or certified seed or material complies with the
applicable respective requirements, and where at least one er—mere of the relevant
inspections, sampling, testing or label printing and affixing have has been carried out by that

professional operator, under the official supervision of the competent authoritys;

(24) ‘category’ of PRM means a group or an individual unit of PRM that qualifies as pre-basic,
basic, certified or standard seed or material and is identifiable by complying with specific

identity and quality requirements;

(25) ‘genetically modified organism’ means a genetically modified organism as defined in Article
2(2) of Directive 2001/18/EC of the European Parliament and of the Council (*), excluding
organisms obtained through the techniques of genetic modification listed in Annex I B to

Directive 2001/18/EC;

(25a)  ‘NGT plant’ means NGT plant as defined in Article 3(3) of Regulation (EU) (...)

(26) ‘lot’ means a unit defined quantity of PRM, identifiable by its homogeneous constituents

| iy ! orici insind c coed i ;

2 Directive 2001/18/EC of the European Parliament and of the Council of 12 March 2001 on
the deliberate release into the environment of genetically modified organisms and repealing
Council Directive 90/220/EEC (OJ L 106, 17.4.2011, p. 1).
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(28) ‘non-professional user’ means any natural or legal person acquiring, transferring and using

PRM Hor final use and}or purposes which are outside that person’s professional activities;

[(29)  ‘conservation variety’ means either-a variety that:

(1)  alandraccorvartety-thatis:
(1) is traditionally grown under specific local conditions in the Union, and
adapted to those conditions; and
(i1) is characterised by reduced uniformity due to a certain level of genetic and
phenotypical diversity between individual reproductive units, except in the
case of vegetatively propagated material; and-or

Gy Goiall +sod descintion.

(b) was deleted or expired from the Union variety register for at least two years and

is adapted to specific local conditions.]

(29a) ‘commonly known fruit variety’ means a variety that is commonly known within the
meaning of Directive 2008/90/EC and was-already is still marketed before at the entry
into-force date of application of this Regulation- pursuantto Direetive 2008/90/ECin
the-territory-ofa Member State:

[(29b) b) ‘a new locally-newly-developed variety (amateur variety)’ means a variety that is:

(1) a variety of fruit and vegetable species;
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(i1) newly, locally derived bred fromparticipatory-onfarmseleetion, and is
developed—for adapted to local agro-climatic conditions and farming

systems;
(ii1))  characterised by reduced uniformity due to a certain level of genetic and

phenotypic diversity between individual reproductive units, except in the

case of species that are vegetatively propagated; and

(iv)  hasan-efficiallyrecognised-deseription:

(v) is intended for non-professional users.

(i)  has-an-official-deseriptions]

(30) F‘quality pests’ means pests fulfilling all of the following criteria:}

(a) they are net neither Union quarantine pests, protected zone quarantine pests, nor
regulated non-quarantine pests (‘RNQPs’) within the meaning of Regulation (EU)
2016/2031, nor pests subject to the measures adopted pursuant to Article 30(1) of that
Regulation;

(b) they occur during PRM production or sterage-fpost-harvestingaetivities}; and

(c) their presence has an unacceptable impact on the quality of the PRM, and an
unacceptable economic impact as regards the use of that PRM in the Union;

(31) ‘practically free from quality pests’ means that the extent to which a-situation-where-the
presenee-of quality pests are present on therespeetive PRM is se sufficiently low to ensure
that these-pests-do-not-affectadversely-the-acceptable quality and usefulness of that PRM;

(32) ‘seed potatoes’ means tubers, {including minitubers,) and petate micropropagative material
of cultivated tuber-forming Solanum tuberosum L. used for planting;

[(32a) ‘true potato seed’ means seed of Solanum tuberosum L..]

(33) ‘farmer’ means any natural or legal person who exercises an agricultural activity
professionally a
o dustrial ing:

9647/25 12
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(34)

(35)

1(352)

(35b)

(36)

‘off-type’ means; a plant that can be clearly distinguished from the variety er-speetes to

which it is supposed to belong pursuant to this Regulation in the expression of any relevant

characteristic ineluded—in—its—vartety—deseription, taking into consideration the particular

features of its propagation;
[...]

‘gene bank’ means & nationally recognised contre with-an-official mission for conserving

an organisation officially

recognised in accordance with national rules, with an objective, set out in the

organisation’s articles of association or other equivalent document, of conserving plant

genetic resources for the continued public availability of those resources for research

and breeding:}

‘seed as grown’ means unprocessed seed of vegetable species, produced in a third country

or-in-the Unten; and imported into the Union for the purpose of being processed and

marketed intended-to-beprocessed-in-the Untoninorderto-comply in accordance with the
regquirements-of this Regulation;

‘standard sample’ means a sample of PRM of a variety that iskept-bythe—ecompetent
autherityrepresents that variety, and is used by the competent authority as reference to

check the varietal identity, purity and maintenance ef for the purpose of this Regulation.

Article 4

Compliance with Regulation (EU) 2016/2031

This Regulation shall apply without prejudice to Regulation (EU) 2016/2031.

Any PRM produced and marketed in accordance with this Regulation, shall comply with the rules set

out in, or pursuant to, the relevant provisions of Regulation (EU) 2016/2031 concerning Union

quarantine pests, protected zone quarantine pests and RNQPs, and with the measures adopted pursuant

to Article 30(1) of that Regulation.
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CHAPTER 11
REQUIREMENTS CONCERNING VARIETIES, CATEGORIES OF
PRM, LABELLING, AUTHORISATIONS, HANDLING, IMPORTS
AND DEROGATIONS

SECTION 1

General requirements for the production and marketing of PRM

Article 5
Belonging to a registered variety

1. Only PRM belonging to a variety registered in a national variety register referred to in Article

44 may be produced and marketed within the Union.

la. By way of derogation from paragraph 1, PRM of all the following cases may be produced and
marketed within the Union without belonging to a registered variety registered in accordance
with Article 44:

(a) fas rootstocks {for fruit plants}, provided that the material is;—+# produced and

marketed with a reference, contained in an appropriate labelling, to the species to

which they belong;}

(b) [...]

I(c) as PRM intended for marketed-te non-professional users in accordance with Article
28:]

9647/25 14
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(h) in the event of supply temporary difficulties in the supply of PRM in accordance
with Article 33;

(ha) fas PRM of parent lines of hybrid varieties for the production of final hybrid varieties};

{(hb) which is subject to an application for registration in accordance with the

derogation set out in Article 32:}

1b. By way of derogation from paragraph 1, PRM produced and marketed in the following
cases shall not beregistered belong as to a registered variety:
(a) as PRM for preservation mixtures in accordance with Article 22;
(d) as PRM of net-yetregistered-varieties under registration in accordance with Article
32;
(e) as commercial seed in accordance with Article 32a.
Article 6
Belonging to certain categories of PRM
1. Only PRM belonging to one of the following categories may be produced and marketed
within the Union;-exeeptin-the-casesprovided-forinparagraph2:
(a) pre-basic seed matertal or material seed;
(b) Dbasic seed material or material seed;
(c) certified seed material or material seed;
(d) standard seed matertal or material seed.
9647/25 15
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Where a reference is made in this Regulation to categories concerning PRM, that
determination shall be based on the ranking of the order of points (a) to (d), with point (a)

indicating the highest rank and point (d) the lowest one.

2. By way of derogation from paragraph 1, PRM may be produced and marketed without

belonging to a category listed in points (a) to (ebd) of that paragraph in the following cases:

[(b) marketing te-a of PRM intended for non-professional user in accordance with Article

28;]

(eb) PRM of a generation prior to pre-basic seed or material produced and marketed forthe

Article16-with-the-indication—PRMfrommaintenanee” in accordance with Article

30a:;

[(H PRM as commercial seed in accordance with Article 32a::]

[(g) preservation mixtures produced in accordance with Article 22.]
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Article 6a (former Article 20)

PRM to be only produced and marketed as pre-basic, basic or certified seeds or material

1. PRM belonging to the genera or species as indicated in column 5-2 X3 of Annex I may only

be produced and marketed as standard pre-basic, basic or certified seed or material. PRM

2. The Commission is empowered to adopt a delegated acts in accordance with Article 75 in

order to amend column 5 2 £} of Annex 1.

The delegated acts referred to in the first subparagraph shall remeve-add a genus or a species

from to column 5 2 X3 of Annex I if both of the following conditions are fulfilled:

(a)

(b)

there is a need for higher gguarantees for the quality of PRM belonging to that genus

or species; and-

the costs of the certification activities, necessary to produce and market the respective

PRM as pre-basic, basic and certified seed or material are proportionate:

(1) to the purpose of ensuring food and feed security, or ensuring high value of

industrial processing; or

(i1) to the economic, phytosanitary and environmental benefits deriving from the

highest standards concerning identity and quality of the PRM, resulting from the
compliance with the requirements for pre-basic, basic and certified PRM

compared to those for standard seed-PRM.

That The assessment of proportionality referred to in the first subparagraph of point (b)

shall be based on an overall assessment of the following elements in combination:

(i) the importance of the respective genus or species for the Union food and feed

security;
(ii) the volume of its production in the Union;

iii) its demand by the professional operators and operators of the food/feed industry;

9647/25
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(iv) the costs of the production of pre-basic, basic and certified PRM compared to

the cost of production of other PRM of the same genus or species; and

(v) the economic, phytosanitary and environmental benefits derived from the
production and marketing of pre-basic, basic and certified seed-ermaterial PRM

compared to those for standard ether PRM of the same genus or species.

The delegated acts referred to in the first subparagraph shall add remove a genus or a species

to from column 5 2 X} of Annex I, if one of the conditions set out in the second

subparagraph, point (b), points (i) and (ii), is not fulfilled.

SECTION 2

Requirements for the production and marketing of pre-basic, basic, certified

and standard seed material and material seed

Article 7

Requirements for the production and marketing of pre-basic, basic and certified seed and

material

1. Pre-basic, basic and certified seed may only be produced and marketed within the Union, if

all the following conditions are fulfilled:
(a) thepre-basie;basic-orecertifted-seed it is practically free from quality pests;
(b) itis:

& marketed following official certification by the competent authorities, or

certification by the professional operator under official supervision;

(c #) itis produced and marketed in accordance with the requirements set out in Part A and
Aa of Annex II, and its compliance with those requirements is attested by the official

label referred to in Article 15(1).
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2. Pre-basic, basic and certified material may only be produced and marketed within the Union,

if all the following conditions are fulfilled:

(a) thepre-basie;basic-oreertified-material it is practically free from quality pests;

(b) itis:
(i) produced marketed following official certification by the competent
authorities, or certification by the professional operator under official supervision;

(c #) itis produced and marketed in accordance with the requirements set out in Part B, Ba,
€ or E of Annex II, and its compliance with those requirements is attested by the
official label referred to in Article 15(1).

3. fThe Commission is empowered to adopt delegated acts in accordance with Article 75, in
order to amend Annex II. Those amendments shall adapt that Annex H to the scientific and
technical developments ef-international-technieal and seientifie applicable international
standards, and may shall concern the requirements for one or more of the following
elements:}

(a) production (sowing, and planting_and field cultivation) and-preduetion-of pre-basic,
basic and certified seed;

(b) harvesting and post-harvesting of pre-basic, basic and certified seed;

(c) marketing of pre-basic, basic and certified seed;

(d) production (sowing, and planting and field cultivation) andpreduetion of pre-basic,
basic and certified material;

(e) harvesting and post-harvesting of pre-basic, basic and certified material;

(f) marketing of pre-basic, basic and certified material;

(g) production of pre-basic, basic and certified material of clones, selected clones and
polyclonal PRM;

(ga) marketing of pre-basic, basic and certified material of clones, selected clones and
polyclonal mixtures PRM;
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(h)

production of pre-basic, basic and certified material produced by in vitro propagation;

(i) marketing of pre-basic, basic and certified material produced by in vitro propagation.

4. fThe Commission shall adopt implementing acts specifying the production and marketing
requirements referred to in Part-A-teE-of Annex Il for certain genera, species or categories
of PRM, and, where appropriate, for certain grades, classes, generations or other sub-
divisions of the category concerned. Those requirements say shall concern one or more of
the following elements for all or certain species:

(a) specific rules for one or more of the intended uses of the genera, species or the types
of the PRM concerned;

(b) production methods of PRM, including sexual and asexual reproduction and in vitro
propagation;

(c) conditions for sowing or planting;

(ca) previous cropping and isolation distances;

(d) fopen field or i greenhouse cultivation};

(da) varietal purity and identity, and content of other species in the production field;

(e) fharvesting and post-harvestingi;

(ea) germination rates, purity and content of other species ameng—which—Avenafatia,
moisture, vigour, presence of soil or extraneous matter;

(eb) methods of certification metheds of PRM, including the application of bio-molecular
or other technical methods, as well as their approval and use, and the listing of
approved methods in the Union;

(ec) the conditions for rootstocks and other parts of plants of genera or species other than
those listed in Annex I, or their hybrids, if propagating material of the genus or species
listed in Annex I or their hybrids is grafted onto them;

(ed) conditions for the production of (trae) seeds-from fruit plants, frem-seed potatoes for
vine};
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(f) conditions for the production of fruit plants, fvine} or seed potatoes from seeds.

Those implementing acts shall be adopted in accordance with the examination procedure set out in

Article 76(2);. They may be amended in order to adapt them to the scientific and technical
developments eftherelevant and applicable international teehnieal-and-setentifie standards. Those

implementing acts may additionally set-out specify more stringent production and marketing

requirements to be applicable in certain parts of the Union territory, if so required by the agro-

climatic conditions, risk of spreading of noxious weeds, or other special conditions and needs of

certain areas.

Fhefirstsueh Implementing acts for each of the requirements listed above shall be adopted not

later than [36 months from the date of the entry into force of this Regulation/any other date].

Article 8
Requirements for the production and marketing of standard seed and material

Standard seed may only be produced and marketed within the Union, if all the following

conditions are fulfilled:
(a) itis practically free from quality pests;
(b) itis produced and marketed:
&  under the responsibility of the professional operator;

(c #) it is produced and marketed in accordance with the requirements set out in Part A

and Aa of Annex III, and its compliance with those requirements is attested by the

operator’s label referred to in Article 16.

Standard material may only be produced and marketed within the Union, if all the following

conditions are fulfilled:
(a) 1itis practically free from quality pests;

(b) itis produced and marketed:
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&)  under the responsibility of the professional operator with-the-exeeption-ofvine

ination byt hority:

(c #) itis produced and marketed in accordance with the requirements set out in Part B, Ba,

€ and E of Annex III, and its compliance with those requirements is attested by the

operator’s label referred to in Article 16.

3. [...]

4. The Commission is empowered to adopt delegated acts; in accordance with Article 75, in
order to amend Annex III. Those amendments shall-te adapt that Annex therequirements
referred-to—inparagraphs—tand-2-to the scientific and technical developments and to the
applicable international standards:, Fhese-amendments and shall concern requirements for
one or more of the following elements:

(a) requirements—for production (sowing, and planting; and field cultivation) and
preduetion of standard seeds;
(b) harvesting and post-harvesting of standard seed;
(c) reguirementsfor marketing of standard seeds;
(d) reguirements—for production (sowing, and planting; and field cultivation) and
preduetion of standard material;
(e) regquirementsfor harvesting and post-harvesting of standard material;
(f) requirementsforthe-marketing of standard material;
(g) requirementsfor production of clones, seleeted-elones and polyclonal PRM of standard
matertal category;
(ga) regquirementsfor marketing of clones, seleeted-elones and polyclonal PRM of standard
matertal category;
(h) reguirementsforthe production of standard material produced by in vitro propagation;
(1) regquirementsfor-the marketing of standard material produced by in vitro propagation.
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5. The Commission shall adopt implementing acts specifying the production and marketing

requirements referred to in Part-A—te-E-of Annex III for certain genera or species of standard

seed—or—matertal PRM. Those requirements shall concern one or more of the following

elements for all or certain species:

(a)

(b)

(©)

(ca)

(d)

(da)

specific rules for one or more of the intended uses of the genera, species or the types

of the PRM concerned;

production methods of PRM, including sexual and asexual reproduction and in vitro

propagation,;

conditions for sowing or planting;
previous cropping and isolation distances;
open field or greenhouse cultivation;

varietal purity and identity, and content of other species in the production field:

(e)

®

(&)

(h)

(1)

G

harvesting and post-harvesting;

germination rates, purity and content of other species ameng—which—4venarfatua,

moisture, vigour, presence of soil or extraneous matter;

the application of bio-molecular or other technical methods, as well as their approval

and use, and the listing of approved methods in the Union;

the conditions for rootstocks and other parts of plants of genera or species other than
those listed in Annex I, or their hybrids, if propagating material of the genus or species

listed in Annex I or their hybrids is grafted onto them;

conditions for the production of {trae) seeds from fruit plants, frem-seed potatoes for

vine};

conditions for the production of fruit plants, fvine} or seed potatoes from seeds.

Those implementing acts shall be adopted in accordance with the examination procedure set out in

Article 76(2);._They may be amended in order to adapt them to the scientific and technical
developments eftherelevent and applicable international teehnieal-and-setentifie standards. Those
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implementing acts may additionally set-out specify more stringent production and marketing

requirements to be applicable in certain parts of the Union territory, if so required by the agro-

climatic conditions, risk of spreading of noxious weeds, or other special conditions and needs of

certain areas.

Fhefirst-sueh Implementing acts for each of the requirements listed above shall be adopted not

later than [36 months from the date of the entry into force of this Regulation/any other date].

Article 9

9647/25 24
ANNEX LIFE.3 EN



SECTION 2a

Specific requirements for control plot tests for seed

Article 9a (former Article 24)

Control plot tests for pre-basic, basic and certified seeds

1. Control plot tests shall be carried out by the competent authorities in order to verify that the

lots of pre-basic, basic and certified seed, except for lots of seed lots—for of petatees; vine

and fruit and—vine species, placed on the market comply with the requirements relating to

their varietal identity and varietal puritys.

Those tests shall consist of a visual comparison between the control plot sown frem with a

referenee standard sample of-the—variety and a plot sown frem with a sample of seed

representative-of the-seed the lot under testing. The That sample of the seed-lot shall be
taken upen during the certification or duringthe marketing of:

a) a lots of pre-basic, basic and certified seed intended for the production of a new

generation or category efseed(pre-eontreb; or

b) ef a lot of seed of a generation no longer intended for further multiplication {pest-
controb).

Those tests shall take place no later than during the growing season following the drawing

of the sample.
a) [...]

b [...]

2. Theproportion-of-these Those control plot tests shall apply fer to all lots of pre-basic; and
basic seed. and In the case of certified seed, the proportion of the lots to be tested shall

be determined on the basis of a risk analysis concerning possible non-compliance of the seed

with the respective requirements.

carrted-outbyusing The samples from of a tested seed lots of seed referred to in paragraph
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1 shall be taken by the competent authority. That sampling may be carried out er-using

an automatic sampling device officially approved by the competent authority.

4. [...]

4 3.
the For the purpose of control of varietal identity and varietal purity, biochemical and bio-
molecular techniques recognised in accordance with Article 7(4), point (geb), may be used
as-a-supplementary-tool.

Sa. When the results of the test referred to in paragraph 1 indicate that the requirements of Article
7 have not been fulfilled, the competent authority shall;
(a) withdraw or prohibit further multiplication and marketing of the eeneerned seed lot

concerned; or

(b) ensure that it the seed lot concerned complies with the applicable requirements; or
(c) #mpese take other appropriate corrective actions.

5b. The Commission may, by means of implementing acts in accordance with Article 76(2) set
out rules concerning the control plot tests of lots of pre-basic, basic and certified seed lots
per genera or species. Those rules shall be adapted to the development of scientific and
technical knowledge and international standards, and may be established per particular
genera, species or category. They may concern the following elements:
(a) criteria for the conduct of the risk analysis referred to in paragraph 2;
(b) the testing procedure;
(c) the way-of evaluation of the results of the tests:
(d—the-propertion-of-theseedots-or the frequeneyrates.

9647/25 26

ANNEX LIFE.3 EN



Article 9b (former Article 25)

Control plot tests for standard seed

1. Puring-the-marketing Control plot tests shall be carried out by the competent authorities
in order to verify that the marketed of lots of standard seed, the-competent-autherities

except for lots

of seed lots of potateess vine and frem fruit and-vine species, comply with the respeetive

requirements relating to their varietal identity and varietal purity requirements.

Those tests shall consist of a visual comparison between the control plot sown frem with a
reference standard sample ef-the—variety and a plot sown frem with a sample of seed
representative-of the seed lot under testing. The That sample efthe-seeddet shall be taken
during the marketing of the lots.

2. Those control plot tests shall apply to Fthe proportion of lots of standard seed the-control
plot—tests—shall-be determined on the basis of a risk analysis concerning possible non-

compliance of the respeetive-standard seed with these the respective requirements.

wm-paragraph1-shall- be-earried-eut-by-usig The samples from a tested efseed lots referred

to in paragraph 1 shall be taken by the competent authority. That sampling may be carried

out er using an automatic sampling device officially approved by the competent authority.

4. In-the-ease-For_the purpose of control of varietal identity and varietal purity, the-use-of

biochemical and bio-molecular techniques recognised in accordance with Article A4} 8(5),
point (g), may be used as-a—supplementary-toel where-theresults-ofthe-control plottests
corred-to.d 1 lusive,

5. When the results of the test referred to in paragraph 1 indicate that the requirements of Article
8 have not been fulfilled, the competent authority shall-iffeasible:

(a) withdraw or prohibit, if feasible, further multiplication and marketing of the

concerned seed lot concerned; eor—ensure—that—+t—ecomphes—with—the—applicable
FegHHFeMehts: 01

(b) #mpese take other appropriate corrective actions.
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6. The Commission may, by means of implementing acts in accordance with Article 76(2), set
out rules concerning the control plot tests of standard seed lots per genera or species. Those
rules shall be adapted to the development of scientific and technical knowledge and
international standards, and may be established per particular genera or species. They may

concern the eriteria-for-the-conduct-oftheriskanalysisreferred-to-inparagraph2 following

elements:-

(a) criteria for the conduct of the risk analysis referred to in paragraph 2;

(b) the testing procedure;

(c) the evaluation of the results of the tests.

SECTION 3
Authorisation of professional operators and official supervision ef by the

competent authorities

Article 10
Authorisation of professional operators to carry out certification under official supervision

1. Member States may provide the possibility for professional operators to carry out

certain activities required for certification under official supervision.

In such a case, a professional operator may, upon application, be authorised by the

cCompetent authorityies

competent-authority,may-be-autherised to perform all or certain activities required for the

certification of PRM, f; except for control plot testing as referred to in Article 24 9a,} under

official supervision ef by the competent authority forpre-baste;basic-and-certified material
or-seeds, and to print and affix an official label for on them.

operatorshall; Iin order to be granted such an authorisation and depending on the activities
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to be authorised for, the professional operator shall comply, where so applicable for the

authorised activities, with all of the following conditions:

(a)

(b)

(©)

(d)

(e)

®

(2

possess the necessary knowledge for complying with the requirements referred to in

Article 7;

be qualified to carry out the inspections referred to in Annex II in_accordance with

international standards or employ personnel qualified for such inspections;

employ qualified personnel for carrying out the sampling referred to in Annex II, or
conclude contracts with other professional operators employing qualified personnel

for those activities;

employ specialised personnel and possess the necessary equipment to carry out the

testing referred to in Annex II, or use laboratories performing according to

International Seed Testing Association (ISTA) rules or other international standards

where applicable, employing qualified personnel for those activities;

have identified, and have the capability to monitor, the critical points of the production
process which may influence the quality and identity of the PRM, and keep records of

the results of that monitoring;

have in place systems to ensure the fulfilment of the requirements concerning the

identification of lots pursuant to Article 13;

have in place systems to ensure the fulfilment of the traceability requirements set out

in Article 42.

2. The Commission is empowered to adopt delegated acts in accordance with Article 75,
supplementing paragraph 1 by-setting-outeriterta-to-be-fulfilled by-the prefessional-operators
—order—orthem—to—comphyvith—the—condittons—etout—n_as regards—the folowing

&)

specific actions to be taken by the competent authority, in order to confirm the

compliance with paragraph 1, points (a) to (g) efthis-Article-and proceduresto-ensure
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Article 11

Withdrawal or modification of the authorisation of a professional operator

Where an authorised professional operator no longer fulfils the requirements set out in Article 10(1),

or if the PRM produced or marketed by that operator has been repeatedly found to be in non

compliance with the provisions of the Regulation, the competent authority shall request that

operator to take corrective actions within a specified period of time.

The competent authority shall without delay withdraw, or modify as appropriate, the authorisation, if
the professional operator does not apply the corrective actions referred to in the first subparagraph
within the specified period of time. In case it is concluded that the authorisation had been granted

following fraud, the competent authority shall impose the appropriate sanctions to the professional

operator.
Article 12
Official supervision by the competent authorities
1. For the purposes of the certification activities under official supervision, the competent

authorities shall conduct regular evaluations to ensure that the professional operator fulfils
the requirements referred to in Article 10(1). The frequency of the evaluations shall be
determined by the likelihood that the professional operator does not comply with the relevant

requirements of this Regulation-and-the-adverse consequences-of that non-complianee.

The competent authorities shall also organise trainings and examinations for ef the personnel
of the professional operator carrying out field inspections, sampling and testing provided for

in this Regulation.

2. For the purposes of the certification under official supervision, the competent authorities
shall carry out official inspections, sampling and testing on a portion of the crops on the site
of production and on lots efthe-PRM in order to confirm compliance of that material PRM

with the requirements referred to in Article 7.

That portion shall be determined on the basis of the assessment of the potential risk of non-

compliance of the PRM with those requirements by the professional operator concerned.
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3. The Commission may, by means of implementing acts, specify the requirements for the
evaluations, trainings, examinations, inspections, sampling and testing, as referred to in

paragraphs 1 and 2, with regard to particular genera or species.
Those implementing acts may specify ene-er-mere-of the following elements:

(a) therisk criteria as referred to in paragraph 1 and minimum portion of the crops and the
lots of PRM to be subject to field inspections, sampling and testing as referred to in

paragraph 2;

() [...]

(c) use of quality assurance systems by the professional operator fsubject to the approval
of the competent authority}, and the possibility for the competent authorities to reduce
the inspections, sampling and testing referred to in this Article due to the use of those

quality assurance systems.

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

referred to in Article 76(2).

SECTION 4

HANDLING AND LABELLING REQUIREMENTS

Article 13
Lots
1. PRM shall be produced and marketed with reference to a i lots.Fhe-content-ofeachlot

shall-be—suffictentl homogeneous—and-It shall be identifiable by its their unique lot

reference number ensuring traceability.

2. During proeessing,packagingstorage;-or-at-delivery;tLots of PRM may be merged into a

new lot only if they belong to the same variety. If several lots of the same variety are merged
into a new lot, a new official label or operator’s label shall be issued in accordance with

Article 23-17a.
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Where lots consisting of different eertifieation categories are merged, the new lot shall
belong to the category of the component of the lowest category. In the case of pre-basic,

basic ofr certified seed or material, the merging operation may only be undertaken #a

for-this-speetfie-purpose-the professional operator under the official supervision of the

competent authority.

3. Puring processingpackaging-storage,orat-delivery1Lots of PRM may be split into two

or more lots. If a lot is split into two or more lots, a new official label or operator’s label, as

applicable, shall be issued for each resulting lot in accordance with Article 23-17a.

5. The Commission shall, by means of implementing acts, adopt specific requirements for all
or certain species of PRM, concerning the maximum size of lots, their identification, re-
testing of lots, the merging or splitting of lots in relation to the origin of the PRM lots,
recording of those operations and labelling following the merging or splitting, in accordance
with applicable international standards. Those implementing acts shall be adopted in

accordance with the examination procedure referred to in Article 76(2).

Article 14

Packages, bundles and containers

1. PRM shall be marketed as individual plants or in sealed packages, bundles or containers,

or-as-individual plants bearing a-sealing-device-and-a label. However, PRM other than seed

and seed potatoes may be marketed without a sealing device where such a device is not

practically feasible.

2. The packages, bundles and containers referred to in paragraph 1 shall be sealed in such a
way, that they cannot be opened without destroying that seal or leaving traces demonstrating
that the package, bundle or container has been opened. The effectiveness of the sealing
device shall be ensured, either by incorporating the labels provided for in Articles 15 and 16
in the device or by use of a seal. Packages and containers shall be exempted from this

requirement if the sealing cannot be reused.
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In the case of pre-basic, basic or certified seed and material, those packages, bundles and
containers shall be sealed by the competent authority, or by the professional operator under
the official supervision of the competent authority. Those packages and containers shall not
be re-sealed unless this is done by the competent authority or by the professional operator
under the official supervision of the competent authority. If a package, bundle or a container
is re-sealed, the date of resealing;-the-date-ofproduetion and the details of the responsible
competent authority shall be stated on the label referred to in Article 15.

PRM may be re-packaged, re-labelled, and re-sealed. In the case of pre-basic, basic or
certified seed or material, it may only be done by persens—authorised the professional
operator under the official supervision by of the competent authority for-this-speeifie

: I b Asticle 10,

{By way of derogation from paragraph 1, certified seed and pre-baste;baste-or certified-seed

petatees may be marketed from a professional operator directly to a farmer in bulk.

That professional operator shall be authorised for that purpose by the competent authority.
It shall keep records of such activity and of the lot from which such seed er-seed-petatoes

come. Those records shall be made available to the competent authority on request.

Where seed is loaded directly into the farmer’s machinery or trailer marketed-in-bullctea
farmer, the professional operator and-the-farmer-conecerned shall ensure traceability of that

seed by issuing and retaining documents indicating the species and variety, quantity, the time

date of transfer and lot identification reference number.}

The Commission may, by means of implementing acts, adopt specific requirements
concerning sealing, size and form of packages, bundles and containers of specific species of
PRM, and specify conditions for the marketing of seed and seed potatoes in bulk—Fhese
implementing—aets—may includeing speeifie—derogations—when technical and biological
reasons which do not allow for sealing or packaging. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 76(2).
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Article 15

Official label for pre-basic, basic and certified PRM

1. Pre-basic, basic and certified seed and material and-seed shall be identified, and their
compliance with this Regulation shall be attested, through an official label, issued by the

competent authority confirming that the requirements referred to in Article 7 have been

fulfilled.

2. The official label shall be issued by the competent authority and bear a unique serial number,
given by the competent authority. Fhattabel-shall-ensure—theunique—identification—and
bilitv ol e lot
It shall be printed by:
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(a) the competent authority; or

(b) the professional operator; under the official supervision of the competent authority,

when the professional operator is authorised to carry out such printing in_accordance

The official label shall be affixed to the outside of the individual plant, bundle, package or

container, or printed indelibly on the package or container, by the professional operator

under the official supervision of the competent authority. Fhe-professtonal-operator-may

4a. The official label may contain some of the information in digital form be-issued—in
| o f | e official label).
5. The Commission is empowered to adopt delegated acts in accordance with Article 75,
supplementing this Article by establishing the-feHewing rules on the following:

(a) the digital recording and collection of aetionsleading te-theissuanece-and printing
of-eofficial labels digital data on the certification activities carried out by professional
operators and competent authorities in order to issue the eleetronie official labels with
information in a digital form;

(b) the establishment of a centralised platform that connects the Member States and the
Commission to facilitate the processing of, access to, and use of the information
referred to in point (a);

(ba) the data that may be provided in digital or physical form as appropriate for the
specific type of PRM; and

(c) the technical arrangements for the issuance of eleetrenie the official labels in digital
form and their its-formatand-content of thoselabels.
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issued: Information may only be provided in the official label in digital form once such

delegated acts have entered into aplication.

By way of derogation from paragraphs 1 to 5, pre-basic, basic and certified seed and material
and-seed, imported from third countries pursuant to Article 39, shall may be marketed in the
Union with the respective OECD Seed Schemes label (‘OECD label’) that was

accompanying them at import, or with anether an official label issued by the competent

authority of the third country for seed of species for which there is no OECD Seed

Schemes available #so-provided{for-by-applicable-international-standards or for PRM

other than seed.

Article 16

Operator’s label for standard PRM

operator-s—responsibility; Standard seed and material shall be identified through an

operator’s label-

Fthat label-shall attests that-the PRM-referred-to-in-paragraph1 their ecomplies compliance
with the production and marketing requirements referred to in this Regulation Article 8 en
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3. The operator’s label shall be issued, printed and affixed by the professional operator;-erby
a-person-actingunder-the responsibility of the professional-operator; to the outside of the
individual plant, bundle, package or container, or printed indelibly on the package or
container.

3aa. The operator’s label may contain some of the information in digital form.

Pa. The Commission is empowered to adopt delegated acts in accordance with Article 75,
supplementing this Article by establishing rules on:
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(a) the digital recording and collection of digital data on the activities carried out
by professional operators in order to issue the-eleetronie operator’s labels

with information in a digital form;

(ba) the data that may be provided in digital or physical form as appropriate

for the specific type of PRM: and

(b) the technical arrangements for the issuance of eleetronie_operator’s labels in_
a digital form and-its-the format-and-content of thoselabels.

Information may only be provided in the operator’s label in digital form once such

delegated acts have entered into aplication.}

Article 17
Content and characteristics of labels

1. The official label and the operator’s label; shall be written in at least one of the official Ynien
languages of the Union. Cempetent—authorities—mayrequest—theprofessionaloperator

2. The official label and the operator’s label shall be rewly-issued; legible, indelible, made of

material strong enough to prevent damage in ordinary use, not modifiable if tampered with,

not reusable, printed-on-one-side; unused, and easily visible.

2a. Adhesive label may be used where there is no risk that it can be re-used. In-the-ecase-of

3. Where applicable, the official label and the operator’s label, apart from the elements to be
adopted pursuant to mentionedin paragraph 4, shall may include in any an_appropriate

space, additional information concerning:
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(e) any ether applicable Union rules related to production and marketing

requirements, other than the ones set out in this Regulation:-er

Such information shall be presented in a legible way in letters not larger than those used for

the content of the official label or the operator’s label as referred to in paragraph 4. Fhat

3a. The competent authority may allow the professional operators to_indicate at the
periphery of the official label information other than the content referred to in
paragraphs 3 and 4, and other than advertising material, placed in an area of a size not
larger than 20 % of the total area of the official label, bearing the title ‘Non official
information’. Such information shall be in letters not larger than those used for the
content of the official label as referred to in paragraph 4.

4. The Commission shall, by means of implementing acts, specify the content, size, colour and
form of the official label as referred to in Article 15 or and the operator’s label as referred
to in Article 16, as applicable, in physical and digital form, in relation to the respective
categories or types of PRM.

@ [...]
® [...]
© [..]
(d [...]
e [..]
o [...]
(@ [.-]
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(b [...]

@® [-]
@ L[]
) [..]
@O ]
(m) [...]
m [...]

Fhat Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).

Article 17a (former Article 23)

Re-packaging, re-sealing and re-labelling of seedlots PRM

(b) [...]

9647/25 40
ANNEX LIFE.3 EN



professional operator carrying out re-packaging, re-sealing and re-labelling of a seed-lots of

PRM, lots or part of them it, shall take all steps to ensure that during the that operation ef
re-packaging, the identity, and varietal purity and homogeneity efthe-seedlot is maintained,

and no contamination occurs,-and-the-resulting seedtot-is-as-homogeneous-as-peossible. In

In the case of pre-basic, basic and certified seed and material, the re-packaging, re-

sealing and re-labelling ef-a-seedlet shall be conducted by the competent authority or

the professional operator under the official supervision of the competent authority as

referred to in Article 14(4).

4. In addition to the provision of Article 42, Fthe professional operators shall keep records,
when re-packaging, re-sealing and re-labelling seedets, for 3 years after the respective re-
labelling, re-sealing and re-packaging. The information contained in the records shall
include:

(a) the reference number of the original seed lot;

(b) the reference number of the repackaged or relabeled seed lot;

(c) the weight of the original seed lot;

(d) the weight of the re-packaged or relabeled seed lot;

(e) the most recent date of re-sealing of the lot.

Those records shall be kept in a form allowing identification and verification of the
authenticity of the original seed lot which is subject to re-packaging and re-labelling. They
shall be made available to the competent authority on request.]

5. The original seals and labels shall be removed [from the original seed lot. The professional
operator shall also keep the replaced label, its content or digital equivalent of each original
seed lot for at least 3 years after the respective re-sealing. In the case the professional
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operator chooses to keep the content of the replaced label instead of the label itself, the
retainment may take the form of storage of the information contained in the official label in

a computerised database, provided that this includes the information that is needed to

guarantee the traceability.]

The new labels shall state the original seed lot reference number and-in-the-case-of

Article 18
Reference-to-lots

[...]

SECTION 6

SPECIFIC REQUIREMENTS FOR MIXTURES OF SEEDS; RE-PACKAGING-OFSEEDS
AND-CONTFROLPLOFFESTS FORSEEDS

Article 21

Mixtures of seeds

1.
Sseed of various genera or species listed in Annex I, as well as of different varieties of those
genera or species, belonging to_any of the categories referred to in Article 6(1) and
complying prior to mixing with the respective requirements of Articles 7 or 8 witheut
prejudice-toRegulation-(EHH)-Neo1H4 H4-6
may be preduced—and marketed in the Union;—itheseeds;—prior—to—mixing—fullfill-the
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e- as a mixture of

those genera, species or varieties.

Mixtures referred to in paragraph 1 efseeds may also be-preducedfrom include, or
consist of, commercial seed subject to Article 32a jand seed certifiedon—the basisef
isional Isi I o bi Article 341,

TFhe-seeds-included-in-these-mixtares Mixtures shall be accompanied by:

(a) an official label, where the mixture consists only efeertifted-seed-er of categories
referred to in Article 6(1), points (a), (b) and (c);-erseed-subjectto-Artiele 34; or

(b) an operator’s label, in all other cases.

By way of derogation from point (a), 2 mixture referred to in that point may be

marketed in small packages accompanied by an operator’s label.

For-the purpeses—of-the-second-subparagraph;peint-(ay;,tThe professional operators shall,
upon request, submit to the competent authority—upen—request; the list of eenstituent

speetes—and—varteties components of the mixture and their ratios, for verification of
eligibility of those varieties components to be part of those mixtures.

Mixtures ef-seeds—referred—to—in—paragraph— may only be produced by a professional

operators, which are-is authorised for that purpose by the competent authority. In order to
reeetve be eligible for an authorisation for the production of such mixtures, the professional

operators shall fulfil the following requirements:

(a) having installed suitable mixing equipment and appropriate procedures ensuring that
the finished mixture is uniform and the stated ratio between the component varieties

in each container can be achieved;

(b) having a person in charge who has direct responsibility for the mixing and packaging

operation; and
(c) maintaining traceabiity records of seed mixtures and-theirintended-use.

The mixing and packaging operation of the seeds referred to in paragraph 1(b), point (a),

shall be carried out under the supervision of the competent authority.
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The mixing operation shall be carried out in a manner to ensure that there is no risk of
presence of seeds not intended for inclusion and that the resulting mixture is as homogeneous

as possible.

{By way of derogation from paragraph 1,-seed-intendedfor—orusedin,—mixtures—may-be

Fhese mixtures may include seed of genera or species not listed in Annex [ without prejudice
to Regulation (EU) No 1143/2014 of the European Parliament and of the Council and

subject to the requirements as referred to in paragraphs 1c, 2 and 3aa.

The Commission may, by means of implementing acts, specify, on the basis of technical and

scientific developments and the experience gained from the application of this Article, the

rules concerning:
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(a) the mixing equipment and procedure;

(aa) sealing, packaging, including maximum size of small packages, and labelling; and

(ab) content, size, colour and form of the official label and operator’s label-; and

a . Lot simes. & - : | varieties]

(¢) in case of mixtures referred to in paragraph 3a, possible applicable use:: and

(d) denomination of mixtures.

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

referred to in Article 76(2).

5. This Article shall not apply to preservation mixtures as referred to in Article 22.

Article 22
Preservation mixtures

I. By way of derogation from Articles 5 to 12, 14 and 21(1) to (4), Member States may decide

to_autherise allow the production and marketing, in_their territories, or part of those

territories, of seed intended for, or used in @ mixtures of various genera or species listed in

Annex I, as well as of genera or species; not listed in that Annex, without prejudice to

Regulation (EU) No 1143/2014 ef-the EuropeanParliament-and-ofthe Counedl, if such a

mixture fulfils al-ef the following conditions:

(a) 1t contributes to the conservation of genetic resources, or the restoration of the natural

environment; and

(b) it is naturally associated with a particular region (‘region of origin’) eentributingte

Such mixture constitutes a ‘preservation mixture’ and-this-shall be-mentioned-onitstabel.
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1a. Preservation mixtures ef-seeds referred—to—in—paragraph— may only be produced and

marketed by professional operators who are authorised for that purpose by the competent

authority.

1b. Preservation mixtures shall be marketed only in their region of origin and accompanied

by an operator’s label with the indication ‘Preservation mixture’, and the indication of

that region.

2. The Commission is empowered to adopt a delegated acts; in accordance with Article 75,

amending Annex-V supplementing this Article with requirements concerning the-following
clenietts:

(aa) the designation of the region of origin:

(ab) the use of certain species in preservation mixtures:

(ac) the authorisation of professional operators:

(a) autherisation—requirements—formixtures—ofseeds the production of preservation
mixtures by direct collection eeHeeted-direetly from a natural place belonging to a

defined region of origin;—fer—the—censervation—and—restoration—of the—natural

envirenment (directly harvested preservation mixtures);

(b) autherisationrequirementsfor the production of multiphed preservation mixtures by

multiplication;
® ; ) fes:
d [..]

(2) inspection, sampling, testing and other activities carried out by the competent

authority-: and

(h) conditions for the production and marketing of seed intended for mixtures.
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The Commission may, by means of implementing acts, adopt specific requirements

concerning packaging, sealing, content, size, colour and form of the—efficial-label-and
operator’s label-packagingas—wel-as-the-content-of certain—speetes. Those implementing

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

76(2).

Professional operators shall report to the respective competent authorities, for each

production season, the amount of preservation mixtures produced and marketed by them.

The Member States shall report on request to the Commission and to the other Member
States the amount of preservation mixtures produced and marketed in their territory and,
where applicable, the names of competent authorities responsible for plant genetic resources

or of organisations recognised for this purpose.

SECTION 7

DEROGATIONS FROM THE REQUIREMENTS OF ARTICLES 5 TO 25 22

Article 26
[PRM belonging to conservation varieties

By way of derogation from Articles 20 6a; and 9b, PRM belonging to a conservation variety
registered in a national variety register referred to in Article 44(1), point (b), may only be
produced and marketed in the Union as standard seed or material, if it complies with all the
requirements concerning standard seed and material for the respective species, as referred to

in Article 8.

PRM referred to in paragraph 1 shall be accompanied by an operator’s label as referred to in

Article 16(2)¢e), with the indication ‘Conservation variety’.
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3. A professional operator who uses this derogation shall notify this activity, withregard-to-the

r—in accordance with

referred-te-in Article 43, last subparagraph.]

Article 27
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Article 28

[PRM produced for and marketed to non-professional users

1. By way of derogation from Articles 55— to 12; and 1415 to 17a and20, PRM with the

exception of seed potatoes and mixtures of seed, intended to be used exclusively by non-
professional users may be produced; and marketed te-nen-prefessional-users; if it complies

with all of the following requirements:
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(a)

(b)

(©)

te bear an operator’s label as—referred-to-inAtticle 16(2)second-subparagraph; with
the denomination of the PRM and the indication ‘Plantreproductive-material PRM for

non-professional user — not certified’ er—in—the—ease—of seed,—Seedfornon-
professional-user;

in case not belonging to a variety registered in a national er—+ntheUnien variety

register referred to in Article 44 and-45:

(@)

(i)

te use a denomination complying with Article 54 and fstarting-with-the Prefix
“Art—28 followed by the indication ‘variety not registered pursuant to

Article 44 of Regulation (EU) .../... of the European Parliament and of the
Council’3; and complying with-Article 54 followed by-any given-denomination

varietyregisters; and

te have a description made publicly available, on the basis of a private
documentation, kept by the professional operator:, Fhis and that private
documentation shall-be is made available by the professional operator upen

reguest-to the competent authority upon request;

te-be practically free from quality pests and any defects likely to impair its quality as

reproductive material, and:

(i)

in_the case of PRM other than seed, shall have satisfactery sufficient vigour
and dimensions #-respeet-ofits-usefulness-asPRM; and;

in the case of seed, shall-have-satisfactory minimum sufficient germination as

applicable for the lowest possible category of the respective species eapaeity;

Regulation (EU) .../... of the European Parliament and of the Council .... (OJ....,p....).

+ OJ: Please insert in the text the number of the Regulation contained in document (...
(COD)) and insert the number, date, title and OJ reference of that Regulation in the footnote.
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(d) te be marketed as individual plants,_ —Ori ; Or in
small packages, clearly distinet distinguishable from these packages used for any
pre-basic, basic, certified and standard seed PRM.

A professional operator

who uses this derogation shall annually notify this activity, as well as the quantities

produced and marketed, to the competent authority in accordance with the instructions of

the that eempetent authority, with regard to the speciesfand-denomination} concerned.

The Commission shal may, by means of implementing acts, adopt rules concerning the size,

form, sealing and handling requirements concerning individual plants and the small

packages referred to in paragraph 1, point (d), and size, form, colour and content of the

operator’s label.

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

referred to in Article 76(2).]

Article 29
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procedurereferred-to-in-Article 76(2):|

Article 30

[Seed-exel Lin Jind] ;
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Article 30a

PRM of a generation prior to pre-basic category

1. By way of derogation from Articles 6 to 22, PRM of a generation prior to pre-basic seed

or material may be produced and marketed for the purpose of its multiplication for the

production of pre-basic seed or material, if that PRM fulfils all of the following

conditions:

a) the marketing is made directly from the professional operator responsible for the

maintenance of the variety to the professional operator carrying out the

production of pre-basic seed or material, with no further marketing of that PRM

thereafter:; and

b) itis accompanied by an operator’s label bearing the denomination of the variety

and the indication ‘Seed prior to pre-basic seed’ or ‘Material prior to pre-basic

material’.

2. The Commission may., by means of implementing acts, adopt rules concerning size, form,

colour and content of the operator’s label as referred to in paragraph 1. Those

implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 76(2).

Article 31

Breeder’s-seed

[...]
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Article 31a

Article 32

PRM of varieties under registration fer-which-an-applicationfor registration-has-been
submitted

1a. By way of derogation from Articles 5, 9a and 9b, and pursuant to the paragraphs below,

a competent authority may authorise professional operators to produce and market

PRM of a variety for which the competent authority has confirmed the successful

submission of the application for variety registration in accordance with Article 58 for

the following purposes:

a)  multiplication of stocks in accordance with paragraph 1;

b) tests and trials in accordance with paragraph 2;

J[¢) production and marketing of fruit plants and vine in accordance with paragraph

2a.]
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1. By way of derogation from Articles 5, 249a and 25-9b, a competent authority may authorise

professional operators

arity; to produce and

market PRM fulfilling the respective requirements, other than varietal identity and

varietal purity, of Articles 7 or 8 for the categories of forthepurpeses-ofmultiplication;

pre-basic, basic, certified and standard seed or material belonging to a variety, for which

the competent authority has confirmed the successful submission of the application for

variety registration in accordance with Article 58 not-yetregisteredinanational-variety
register;referred-to--Article44-for the purpose of having sufficient stock available for

further multiplication once the variety is registered, if all-ef the following requirements

are fulfilled:

(@ [...]

(aa) the marketing is made to professional operators carrying out the multiplication in-erder

(b) there is no risk that such an authorisation will lead to insufficient identification or

quality of the marketed PRM.;-and

Such authorisation may be granted feralimited pertod-and for small limited quantities per

species as as determined by the competent authority. That authorisation shall automatically

expire when a decision pursuant to Article 67(1) or (2) is adopted eoncerningthe registration
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2. By way of derogation from Articles 5, 6a, +04215;23 and 24 25 9b, a competent authority
may authorise professional operators before-the PRM-has-been-certified-to-comphywith-the

cHremen eterreato1n-AH S o concerngvartetd a€h yana—vareta-py v to

produce and market PRM fulfiling the respective requirements, other than varietal

identity and varietal purity, of Article 8 for certified—or—standard seed or material

belonging to a variety for which the competent authority has confirmed the successful

submission of the application for variety registration in accordance with Article 58 not

yetregisteredin-anational-varietyregister referred-to-in-Artiele 44 for the purpose of carrying

out tests or trials to gather information on the cultivation or use of that variety, if all of the

following requirements are fulfilled:

(a) that PRM is only used fertests-ortrials—carried-out by professional operators on the
premises of specifically designated natural or legal persons in—erder—to—gather
o . | ivati 4l . "

(b) the marketing is made by the professional operators carrying out the tests and trials to
the persons referred to in point (a) only, with no further marketing of PRM thereafter

to be allowed;

(c) there is no risk that such an authorisation will lead to insufficient identification or

quality of the marketed PRMx.

Such authorisation may be granted for-a-limited-period-and-forsmall-quantities per species

as determined by the competent authority. That authorisation shall automatically expire

when a decision pursuant to Article 67(1) or (2) is adopted eencerningtheregistration-ofthe
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By way of derogation from Article 5, professional operators may produce and market

standard material of fruit plants and vine belonging to a variety—net—yetregistered—in—=a

national-varietyregister-asreferred-to-in-Article 44 for which an application for variety
registration has been accepted pursuant to Article 58 before the PRM has been eertified

confirmed to comply with the requirements referred to in Article 8 concerning varietal

identity and varietal purity, if all of the following requirements are fulfilled:

(a) there is no risk that the marketing will lead to insufficient identification or quality of

the marketed PRM;

(b) that PRM complies with the requirements pursuant to Article 8 concerning varietal
identity and varietal purity, which shall be attested by the technical questionnaire

provided by the professional operator;

(c) that PRM bears a denomination deemed suitable pursuant to Article 54: and

That PRM shall not be produced and marketed anymore when a decision pursuant to Article

67 is adopted concerning the registration of the respective variety or if the application for

registration of the respective variety is withdrawn or rejected.]

In order to obtain the authorisation referred to in paragraphs 1 and 2, the professional
operator shall submit to the competent authorities a request, indicating information about the

following:

@ [...]

(b) the species and the breeder’s reference and-speetes of the variety indicated in the

application for registration;

(¢ [..]

(d) the Member State and authority before which the application referred to in Article
58 has been submitted fortheregistration-ofthe-vartety-ispending, and the reference

assigned to that application;
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(e) in case of authorisation as referred to in paragraph 1, the sites where production wi

is to take place, and in case of authorisation as referred to in paragraph 2, the sites

where tests and trials will are to take place; and

(ea) in case of authorisation as referred to in paragraph 1, the envisaged production of the
stock of pre-basic, basic, certified, or standard seed and material available before the
variety registration and, in case of authorisation as referred to in paragraph 2, the

envisaged tests and trials for standard seed and material:.

® [.]

The Member States whose competent authorities have granted the authorisation referred to
in paragraphs 1 and 2 shall without delay inform the other Member States and the

Commission thereof, through the electronic portal referred to in Article 45.

Pre-basic, basic and certified seed or material referred to in paragraph 1 shall be

accompanied by an official label as—referredto-in-Asticle +5a)a), and standard seed or
material referred to in paragraph 1 shall be accompanied by an operator’s label referred-te

mArtiele16(2)(eb), in_both cases with the indication ‘Net-yet-registered—Variety under
registration — stock for multiplication’.

asreferred-to-inArticle 15Ha)a)and-sStandard seed or material referred to in paragraph 2

shall be accompanied by an operator’s label as—referred-to—in-Article 16(2)(eb), with the
indication ‘Net-yetregistered-vVariety under registration — tests and trials’.

The Commission may, by means of implementing acts, adopt rules concerning size,

form, colour and content of the offical label and the operator’s label as referred to in

paragraph 5. Those implementing acts shall be adopted in accordance with the

examination procedure referred to in Article 76(2).
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Article 32a

[Requirements for the Pproduction and marketing of commercial seed

By way of derogation from Articles 5, 6, 6a, 7, 8, 24 9a and 25-9b, seed of the genera or
species included in column 73 ¥} of Annex I may be produced and marketed as commercial

seed if the they comply with the requirements referred to in Annex I11, with the exception

of varietal aspects Artiele 7-arefulfilled-with-the-exeception-of-the requirement-of-varietal

dont l | -

The Commission is empowered in accordance with Article 75 to adopt delegated acts,

amending Annex I, to-the-breedingand-economic-developments—of-the by adding genera

and or species to, #that Annex-by-adding or removing genera or species from, column 7 3
P4 of that Annex.

Those delegated acts shall take into account the breeding and economic developments

concerning the production and marketing of PRM of the respective genera or species.

60
LIFE.3 EN



B

Seeds referred to in paragraph 1 and-2 shall be accompanied by an effieial operator’s label
pursuant-to-Artiele15; with the indication ‘Commercial seed’.

The Commission may., by means of implementing acts, adopt rules concerning size,

form, colour and content of the-operator’s label. Those implementing acts shall be

adopted in accordance with the examination procedure referred to in Article 76(2).]

Article 33
Authorisation in cases of temporary difficulties in the supply

In order to remove temporary difficulties in the supply of pre-basic, basic, certified or
standard seed or material that may occur in the Union due to adverse climatic conditions or
other unforeseen circumstances, the Commission, by means of ar implementing acts, may
authorise one or more Member States, for a maximum period of 18 months, to allow the
marketing of the categories of pre-basic, basic, certified or standard seed or material erseed

that fulfils one or both of the following conditions:

(a) Dbelongs to a variety not included in a national ferthe Unten}-variety register referred
to in Article 44 fand-454;

(b) complies with less stringent requirements than those thereguirements referred to in
Article 7(1) and (2) and Article 8(1) and (2).

Fhat Those implementing acts may set out the maximum quantities which may be produced

and marketed per genera or species and the territories where that PRM may be produced

and marketed.

Fhat Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).
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PRM referred to in paragraph 1 shall be accompanied by an official label as referred to in
Article 15(a);peint{e), or an operator’s label as referred to in Article 16(2);peint-(1), that
states that the PRM in-question concerned belongs to a non-registered variety or fulfils less
stringent guakity requirements than the ones referred to in Article 7(1) and (2) and Article
8(1) and (2). fIn the case where these less stringent quality requirements concern reduced
germination rate, the label referred to in this paragraph shall contain the germination rate of

the respective seed lot.}

The Commission may decide, by means of an implementing acts, that the authorisation
concerned has to be repealed or amended, if it concludes that is no longer necessary or
proportionate to the objective of removing the temporary difficulties in the supply of the
PRM concerned. Fhat Those implementing acts shall be adopted in accordance with the

examination procedure referred to in Article 76(2).

Member States may, without obtaining the authorisation of the Commission referred to in
paragraph 1, allow, for a maximum period of 18 months and for a limited amount of
quantities per genera or species as necessary for supply difficulties in question, the
production and marketing of seed that fulfil germination rates reduced up to 15 percentage
points compared to the ones set out pursuant to the implementing act referred to in Article
7(4). In this case, the official label as referred to in paragraph 2 shall indicate ‘reduced
germination rate’ and details on the actual germination rate of the seed. The Member States
will shall notify each authorisation to the Commission and the other Member States

mentioning the species and the germination rate of the seed.

The Commission may, by means of implementing acts, adopt rules concerning size,

form, colour and content of the respective official label and operator’s label as referred

to in paragraphs 1 to 4. Those implementing acts shall be adopted in accordance with

the examination procedure referred to in Article 76(2).
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Article 34

Marketing of seed netfinally certified on the basis of provisional analyses regarding as
complying-with germination raterequirements in case of rapid supply needs

1. For the purpose of making seed rapidly available on the market, Ecompetent authorities
may temporarily authorise professional operators fer-a-maximam-time-pertod-defined-by
the-competent-authority to market seed-as pre-basic, basic or certified seeds, and-mixtures
thercof, before-theysced-orifapphecablethe sced-componentspriorto-mixinghave been
eertifted-te if that seed is found to comply with all of the requirements referred to in Article

7 other than those concerning germination. For the purpose of such temporary

authorisation, the fulfilment of the requirements concerning germination_shall be

demonstrated on the basis of a provisional analytical report—ifitisneeessary-to-make

2. The authorisation referred to in paragraph 1 shall be granted taking into account that the

professional operator has in place:

(a) the necessary procedures which ensure sufficient guarantees for the seed marketed,

eed—and

(c) procedures to ensure the traceability requirements set out in Article 42.

The professional operator shall keep the name and address of the first recipients of the seed
and the-results—ofthe preliminary provisional analytical-tests report, as referred to in

paragraph 1, and make it available to the competent authority on request.

3. The seed referred to in paragraph 1 shall bear an official label as referred to in Article 15a);
peint(e), indicating ‘Germination analysis not conluded rate-notfinally-eertified’.
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Article 35

Marketing of fPRM] which is not yet finally certified

{PRM} which has been produced in the Union, and for which compliance with the

production requirements referred to in Article 7(1) and (2) has been confirmed but has

not yet been finally certified as pre-basic, basic or certified seed for material} pursuant to
Article 7, may be marketed with a reference to any of those categories, if all of the following

requirements are fulfilled:

(a) prior to the harvesting, a field inspection has been carried out by the competent

authority, or the professional operator under the official supervision efthe-competent

= Va V=Sl h DR N\ a ho
a v ¥

(b) itisin the process of being certified by the competent authority, or by the professional

operator under the official supervision efthe-eompetentauthority; and
f | : : I calfilled.

(d) it shall be accompanied by an official label as referred to in Article 15 with the

indication ‘Seedj/Material} not finally certified’.

PRM referred to in paragraph 1 may be marketed only by the professional operator who has
produced that PRM either to the professional operator who is to carry out the final
proeeessing-or certification activities under official supervision pursuant to Article 10 or to

the professional operator whose PRM is to be officially certified.

If the competent authority of the territory; where the PRM has been harvested (‘competent

authority of production’), and the competent authority of the territory where the PRM is

certified pursuant to Article 7 (‘certifying competent authority ef—eertification’) are
different, the competent authority of production shall provide the relevant information

concerning the production and marketing of that PRM to the certifying competent authority.
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The Commission may., by means of implementing acts, adopt rules concerning size,

form, colour and content of the respective official label as referred to in paragraph

1(d). Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).
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Article 36
More stringent production and marketing requirements

Subject to a prior authorisation by the Commission as referred to in paragraph 1,

Member States may #npese adopt within their own territory more stringent requirements

for the production fand marketing} of PRM than those laid down in the Articles 7 or 8

Annexes—H-oer L, provided that those more stringent requirements correspond to

market demand and specific production conditions in, and or agro-climatic needs of,

that Member State.

Those more stringent measures shall apply—toPRM originatingfrom—ether Member

States—or not impose, or result in, any prohibitions or restrictions on the movement of

products originating from, or destined to, other between Member States.

1

>

Bt

In order to ensure uniform conditions for the implementation of paragraph la, the

Commission may., by means of implementing acts, authorise a Member State to impose

such more stringent requirements.

Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).

In order to obtain the authorisation referred to in paragraph 1, Member States shall

submit to the Commission a request setting out:

(a) the draft provisions containing the proposed requirements; and

(b) a justification on the necessity and proportionality of such requirements.

The authorisation referred to in paragraph 1 shall be granted only if the following

conditions are fulfilled:

(a) the implementation of the draft provisions, as referred to in paragraph 2, point

(a), ensures the improvement of the identity and quality of the PRM concerned,
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and it is justified by the specific agricultural or climatic conditions of the Member

State concerned:; and

(b) the draft provisions are necessary and proportionate to the objective of the

measure referred to in paragraph 2. point (a).

Where applicable, each Member State shall, by ... Jone vear after date of application

of this Regulation], review the measures it has adopted pursuant to Article 5 of
Directive 66/401/EEC., Article 5 of Directive 66/402/EEC, Article 7 of Directive
2002/54/EC, Article 24 of Directive 2002/55/EC. Article 5 of Directive 2002/56/EC and

Article 7 of Directive 2002/57/EC, and either repeal those measures or amend them to

comply with the production and marketing requirements set out in, and adopted

pursuant to, Articles 7 and 8.

The Member State concerned shall inform the Commission and the other Member

States of those actions.

Article 36a

[Derogation from the production rules for certain species

By way of derogation from Articles 5 to 22, PRM may be produced in a Member State

subject to national rules pursuant to a request from that Member State demonstrating,

on the basis of consultations with the professional operators concerned, that the

following conditions are fulfilled:

a) the cultivation of that species in the requesting Member State is insignificant, in

terms of economic value and area of cultivation, due to the agro-climatic

conditions in that Member State; and

b) the certification and control of the production of PRM of that species would

impose a disproportionate administrative burden on the competent authority of

that Member State.

That PRM may only be marketed in the territory of that Member State with a label

indicating that it is for marketing in that territory only.

The Commission may, by means of implementing acts, temporarily allow PRM

belonging to certain species listed in Annex I to be produced in a Member State without

being subject to the rules of Articles 5 to 22 as referred to in paragraph 1 of this Article.
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Those implementing acts shall be adopted in accordance with the examination

procedure referred to in Article 76(2).]

Article 37
Emergency measures

1. Where there are detailed reasons based on new or additional scientific knowledge for
considering that the production or marketing of PRM constitutes a serious risk to human,
animal or plant health, environment or cultivation of other species, and such risk has not
been assessed pursuant to any other Union rules and cannot be contained satisfactorily by
means of measures taken by the Member State concerned, the Commission shall take,
without delay, by means of implementing acts, any appropriate and proportionate interim
emergency measures. Such measures shall be limited in time. They may include provisions

restricting or prohibiting the production and marketing of the PRM concerned. Depending

on the gravity of the situation, appropriate conditions for the production and marketing of

PRM shall be established.

Such measures may be taken on the Commission’s own initiative or at the request of a
Member State. Those implementing acts shall be adopted in accordance with the

examination procedure referred to in Article 76(2).

On duly justified imperative grounds of urgency to address a serious risk to human health,
the Commission shall adopt immediately applicable implementing acts in accordance with

the procedure referred to in Article 76(3).

2. Where a Member State officially informs the Commission of the need to take emergency
measures and the Commission has not acted in accordance with paragraph 1, that Member
State may adopt the appropriate interim emergency measures. Those measures may include
provisions restricting, prohibiting or laying down appropriate conditions for the production
or marketing of PRM within the territory of that Member State, depending on the gravity of
the situation. The Member State concerned shall immediately inform the other Member

States and the Commission of the measures adopted, stating the grounds for its decision.

3. Within 30 60 wetking days, the Commission shall put the measures adopted pursuant to

paragraph 2 before the Committee referred to in Article 76(1) in accordance with the
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regulatory procedure referred to in Article 76(2) with a view to the extension, amendment

or repeal of the national interim protective measure.

Article 38
Temporary experiments to seek improved alternatives to provisions of this Regulation

1. By way of derogation from Articles 2, 3, 5, 6, 6a, 7; and 8, 9-and 20,-21 and 32a, the
Commission may, by means of implementing acts, decide on the organisation of temporary
experiments to seek improved alternatives to provisions of this Regulation concerning the
genera and species it applies to, the requirements for belonging to a registered variety, their
mixtures, the production and marketing requirements for pre-basic, basic, certified and
standard material or seed, and the obligation to belong to pre-basic, basic and certified

material or seed.

Those experiments may take the form of technical or scientific trials examining the
feasibility and appropriateness of new requirements provisions compared to the ones set out
in Articles 2, 3, 5, 6, 6a, 7, and 8 and20 21 and 32a, of this Regulation.

2. The implementing acts referred to in paragraph 1 shall be adopted in accordance with the
examination procedure referred to in Article 76(2) and shall specify one or more of the

following elements:

(a) the genera or species concerned;

(b) the conditions of the experiments per genera or species;

(c) the duration of the experiment;

(d) the monitoring and reporting obligations of the participating Member States.

Those acts shall adapt to the evolution of techniques for production of the PRM concerned,

as shall be based on any comparative trials carried out by the Member States.

3. The Commission shall review the results of those experiments and summarise them in a
report, indicating, if necessary, the need to amend Articles 2, 3, 5, 6, 6a, 7, er 8;9-6r20-21

or 32a.
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SECTION 8

IMPORTS FROM THIRD COUNTRIES

Article 39
Imports on the basis of Union equivalence

1. PRM may only be imported from third countries, if it is established, pursuant to paragraph
2, that it fulfils requirements equivalent to those applicable to PRM produced and marketed

in the Union.

laa. Heowever,—for PRM belonging to preservation mixtures as referred to in Article 22 and
PRM subject to the derogations of Articles 22;-and 26, 27 [28]. 295 [30]. [30a], [32], 32a
and 34 ne-such-impeort shall not be imported alowed, and no such equivalence shall be

recognised pursuant to paragraph 2 of this Article.

la. By way of derogation from paragraph 1, seed as grown of vegetable species as referred to

in column X 1 of Annex I may be imported into the Union for the purpose of being

processed and marketed as standard seed without the need to comply with the requirements

as referred to in that paragraph. Such seed shall comply with the following conditions:

(a) it shallbe is accompanied by a label pursuant to Article 40(2aa);peints{b) (&) with
the-indicatton—seed-asgrewn™and the identity of the seed is ensured;

(b)

ine it is marketed only up to the

place(s) of processing without further marketing;

(©) the import of that seed has been notified in advance by the professional operator in

the VY to the competent authority.

[The EU-professional operator responsible for the imported PRM shall provide upon

request of the competent authority, information on the conditions under which the

multiplication took place, the place of processing, and the varieties to which the seed

belongs.]
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2a.

The Commission may recognise, by means of implementing acts, that PRM of specific

genera, species or categories produced in a third country, or particular regions of a third

country, fulfils requirements equivalent to those applicable to PRM produced and marketed

in the Union, on the basis of all of the following:

(a)

(b)

(©)

a thorough examination of the information and data provided by the third country

concerned;

an audit carried out by the Commission in the third country concerned, showing that
the PRM concerned fulfils requirements equivalent to those applicable to PRM
produced and marketed in the Union fwhen it concerns a first request to be recognised
as equivalent}, and where that audit has been considered necessary by the Commission

in other cases; and

in the case of seeds belonging to a species for which OECD Seed Schemes exist, the
fact that the country concerned participates in the OECD Schemes for the Varietal
Certification of Seed moving in International Trade and implements the methods of
the International Seed Testing Association (ISTA), or, where applicable, implements
the rules of the Association of Official Seed Analysts (AOSA) or other internationally

recognised organisations.

For the purpose of paragraph 2, the Commission shall examine:

(2)

(b)

(c)

(d)

the third country’s legislation on the species concerned;

the structure of the competent authorities of the third country and its control services,
the powers available to them, the guarantees that can be provided with regard to the
application and enforcement of the legislation of the third country applicable to the
sector concerned, and, where applicable, the reliability of the official certification

procedures;

the performance by the competent authorities of the third country of adequate official

controls concerning the identification and quality of the PRM of the species concerned;

the guarantees given by the third country that:
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(1)  the conditions applied to the production sites from which PRM are exported to
the Union comply with requirements that are equivalent to those referred to in

this Article; and

(1)) those production sites are subject to regular and effective controls by the

competent authorities of the third country.

The Commission may also carry out further audits to verify the compliance with points (b)

to (d) of this paragraph.

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

referred to in Article 76(2).

3. The implementing acts referred to in paragraph 2 may provide for one or more of the

following elements, as appropriate for the respective PRM:
(a) conditions relating to inspections in the production site, carried out in third countries;

(b) in the case of seeds, conditions relating to the issuance by the third country of a
certificate provided by the ISTA, or, where applicable, the AOSA or other

internationally recognised organisations;
(c) conditions relating to jPRM} subject to the derogations referred to in Articles 3+—35;
(d) conditions relating to packaging, sealing and labelling of PRM;

(e) conditions relating to the production, identity and marketing of PRM, in addition to
the ones provided for by the third country’s legislation, if so needed to address

particular aspects concerning the identity and quality of that PRM;

(f) requirements to be fulfilled by the professional operators producing and marketing that

PRM.

4. The Commission may, by means of implementing acts, recognise that the controls on variety
maintenance carried out in the third country afford the same guarantees as those provided
for in Article 72(1), (2) and (4), if varieties registered in a national variety register or in the

Union variety register are to be maintained in the third country concerned.
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Those implementing acts shall be adopted in accordance with the examination procedure

referred to in Article 76(2).

Article 40

Labelling and-infermation-te-beprovided-for of the PRM imported from third countries

1. Pre-basic, basic and certified seeds referred to in Article 39 from third countries may only
be imported, if they it bears an OECD-Seed-Sechemeslabel{-"OECD label>} or an official
label issued by the competent authority of the third country for species for which there is no
OECD Seed Schemes available and, where applicable, is accompanied by a certificate issued
by ISTA or AOSA or other internationally recognised organisations as referred to in Article

39(3), point (b).

la. Pre-basic, basic and certified material referred to in Article 39 from third countries may

only be imported inte-the Unionfrom-third-countries if it bears an official label issued by the

competent authority of the third country concerned.
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2. Standard seed and material referred to in Article 39 from third countries may only be
imported inte—the Unton—fromthird-eountries; if it bears, is—accompanted-by—an-where
applicable, an OECD label issued by a profesional operator where—applicable or an

operator’s label,

2aa. Seed as grown of vegetable species as referred to in Article 39 from third countries may

only be imported if it bears an operator’s label with the indication ‘Seed as grown’.

2a. The Commission shall by means of an implementing acts specify the format, colour,

language, size and additional content of the effieial-labels issued-by-the-competent-authority
ofthe—third—couptry—t—case—there o OECH-Seed—chemes—avattable referred o m
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paragraphs 1, 1a, th

referred-to-in-paragraph 2 and 2aa.

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

referred to in Article 76(2).

Article 40a

[Information provided for PRM imported from third countries

The-professtonal-operatorresponsiblefor-the-tmperted PRM may only by imported into
the Union after the electronic notification is delivered;-shall inform by the profesional

through the information
management system for official controls (IMSOC) referred to in Article 131 of Regulation
(EU) 2017/625. The rules of the delegated act referred to in Article 45(4) of Regulation
(EU) 2017/625 shall apply accordingly.

In addition to the information pursuant to paragraph 3. the professional operator

responsible for the imported PRM shall immediately and directly inform the competent

authority of the place of destination as referred to in Article 44(3)., point (e), of

Regulation (EU) 2017/625 about the arrival of the consignment.

skeksk
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Article 77a (former Article 19)
Non-compliance of PRM with production and marketing requirements

In the case where effietal controls carried out by the competent authority during the production and

marketing of PRM show tha

have-net-beenproduced-or-marketed—within—the Unien—in #ts non-compliance with the respective
requirements referred to in Amelesq—g—eﬁ—eﬁﬂﬂh%easwé&er%&ﬁaﬂeml—}demﬁ—y—&nd%#&ﬁ%

Regulation, the competent authoritytes shall ensure that the professional operator eencerned takes

the necessary corrective actions eencerninrg with regard to the that PRM eencerned and its premises

and production methods, as appropriate. Those actions shall aim at achieving one or more of the

following elements:

(a) the PRM concerned complies with the respective requirements;
(b) the PRM concerned is withdrawn from the market or is used as material other than PRM;
(c) with the exception of standard seed or standard material, the PRM concerned is produced or

marketed under a lower category, in accordance with the requirements applicable for that

category;

skksk
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ANNEX I

GENERA AND SPECIES, AS REFERRED TO IN ARTICLES 2, 6a 20-(); 27 AND 32a 32b

Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a

Agricultural plants

Agrostis canina L. 1 1
Agrostis capillaris L. 1 1
Agrostis gigantea Roth 1 1
Agrostis stolonifera L. 1 1
Alopecurus pratensis L. 1 1
Arachis hypogaea L. 1 1
Arrhenatherum elatius (L.) P. Beauv. ex J. Presl & C. Presl 1 1
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a
Avena nuda L. 1
Avena sativa L. (includes A. byzantina K. Koch) 1
Avena strigosa Schreb. 1
Beta vulgaris L. partim 1
{Biserrula pelecinus L. 1 1
Braehypodinm P-Beatrv— 1 1
Brassica juncea (L.) Czern. 1 1
Brassica napus L. var. napobrassica (L.) Rchb. 1
Brassica napus L. vax. subsp. napus (L.) Rehb 1
PBrassicermiora-- WD Coeht 1 1
Brassica oleracea L. convar. acephala (DC.) Alef. var. medullosa Thell. + var. varidis L. | 1
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a
Brassica-rapa-subspoleiferaDC)-Metze- 1
Brassica rapa L. var—sitvestris(bamy Briggs-subsp. campestris (1.) A. R. Clapham 1 1
Bromus catharticus Vahl var. elatus (E. Desv.) Planchuelo 1 1
Bromus sitchensis Trin. 1 1
Bromus-staminens EDesv— 1 1
Camelina sativa (L.) Crantz 1
Cannabis sativa L. 1
Carthamus tinctorius L. 1
Carum carvi L. 1
Cicer arietinum L. 1 1
Cichorium intybus L. 1
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a

Cuenrbitapepot= 1

Cynodon dactylon (L.) Pers. 1 1
Dactylis glomerata L. 1

Deschampsia-cespitosatbr) P Beauv— + +
Fagopyrum esculentum Moench 1

Festuca arundinacea Schreb. 1

Festuca filiformis Pourr, 1 1
Festuca ovina L. 1 1
Festuca pratensis Huds. 1

Festuca rubra L. 1

Festuca trachyphylla (Hack.) Krajina Hack. 1 13
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a

Galega orientalis Lam. 1

Glycine max (L.) Merr. partim 1 1

Gossypium L. 1

Hedysarum coronarium L. 1 1

Helianthus annuus L. 1

Hordeum vulgare L. 1

Koeleriamaerantha{bedeb)-Sehult: + 1

Lathyrus cicera L. 1 1

Lathyrus sativus L. 1

Lens culinaris Medik. 1 1

Lens-escutenta-Mocneh- 1 1
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a
Linum usitatissimum L. 1
Lolium multiflorum Lam. 1
Lolium perenne L. 1
Lolium x-hybridum Hausskn. 1
Lotus corniculatus L. 1 1
Lotus-tentis Waldst-& Kitex-Willds 1
Lupinus albus L. 1 1
Lupinus angustifolius L. 1 1
Lupinus luteus L. 1 1
fMedicago doliata Carmign.} 1 1
Medicagotornata () Mill-italica (Mill) Fiori 1 1
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a

Medicago-littoratis Rehde-exLoisel: 1 1
Medicago lupulina L. 1 1
fMedicago murex Willd.3 1 1
Medicago polymorpha L. 1 1
MedicagorugosaDest: 1 1
Medicago sativa L. 1

Medicago-senteltata- Mtk + 1
fMedicago truncatula Gaertn.} 1 1
Medicago-xvaria T Martyn sativa L. nothosubsp. varia (Martyn) Arcang 1

Onobrychis viciifolia Scop. 1 t
FOrnithopus compressus L.} 1 1
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1 2 3
Genera or species may be produced | Genera or species may be
and marketed only as category: produced and marketed as
Intended use of PRM belonging to the genera and species

pre-basic, basic or certified PRM in | commercial seed in accordance
accordance with Article 6a* with Article 32a

Ornithopus sativus Brot. 1 1

Oryza sativa L. 1

Panicum miliaceum L. 1

Papaver somniferum L. 1 1

Phacelia tanacetifolia Benth. 1 1

Phalaris aquatica L. 1 1

Phalaris canariensis L. 1

Phaseolus-coccinens-l 1

Phaseolusvirlgarisi= 1

Phleum nodosum L. 1 1

Phleum pratense L. 1
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a
Pisum sativum L. partim 1
fPlantago lanceolata L.} 1
fPoa annua L 3 1 1
Poa nemoralis L. 1 1
fPoa palustris L3 1 1
Poa pratensis L. 1 1
Poa trivialis L. 1 +
Raphanus sativus L. var. oleiformis Pers. 1
Secale cereale L. 1
Sinapis alba L. 1 1
Sorghum bicolor (L.) Moench subsp. bicolor 1

9647/25
ANNEX

LIFE.3

85
EN




1 2 3
Genera or species may be produced | Genera or species may be
and marketed only as category: produced and marketed as
Intended use of PRM belonging to the genera and species

pre-basic, basic or certified PRM in | commercial seed in accordance
accordance with Article 6a* with Article 32a

Sorghum bieotor-E3Meenechsubsp: x drummondii (Steud.)-de-WetexDavidse Millsp. & .

Chase

Sorghum bicolor (L.) Moench subsp. bicolor x Sorghum bieelor-Meenech-subsp: x .

drummondii (Steud.)-de-WetexDavidse Millsp. & Chase

Trifolium alexandrinum L. 1 1

Trifolium fragiferum L. 1 1

{Trifolium glanduliferum Boiss.} 1 1

FTrifolium hirtum All3 1 1

Trifolium hybridum L. 1 +

Trifolium incarnatum L. 1 1

FTrifolium isthmocarpum Brot.} 1 1
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1 2 3
Genera or species may be produced | Genera or species may be
and marketed only as category: produced and marketed as
Intended use of PRM belonging to the genera and species

pre-basic, basic or certified PRM in | commercial seed in accordance
accordance with Article 6a* with Article 32a

Trifolium michelianum Savi 1 1

Trifolium pratense L. 1

Trifolium repens L. 1

Trifolium resupinatum L. 1 1

Trifolium squarrosum L. 1 1

Trifolium subterraneum L. 1 1

Trifolium vesiculosum Savi 1 1

Trigonella foenum-graecum L. 1 1

Trisetum flavescens (L.) P. Beauv. 1 1

Triticum aestivum L. subsp. aestivum 1

Triticum aestivum L. subsp. spelta (L.) Thell. 1
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:

pre-basic, basic or certified PRM in

Genera or species may be
produced and marketed as

commercial seed in accordance

accordance with Article 6a* with Article 32a
1 1
Tritieun-monococewnt 1 1
Triticum turgidum—subsp: durum (Desf}van-Slageren 1
icia benghalensis L.} 1 1
Vicia faba L. var. minuta (hort. Ex Alef.) Mansf. partim 1 1
Viecianarbonensis +
Vicia pannonica Crantz 1 1
Vicia sativa L. 1 1
Vicia villosa Roth 1 1
x-Festulolium Asch. & Graebn. 1 1
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https://npgsweb.ars-grin.gov/gringlobal/taxon/taxonomydetail.aspx?id=314587

Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

x-Triticosecale Wittm. ex A. Camus

Zea mays L. (partim) 1
Potatoe
Solanum tuberosum L. 1

Vegetable plants

belmosel l Mneh (L) Moenel

Allium cepa L.

Allium fistulosum L.

Allium porrum L.

Allium sativum L.

Allium schoenoprasum L.
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Anthriscus cerefolium (L.) Hoffm.

Apium graveolens L.

Asparagus officinalis L.

Beta vulgaris L. (partim)

Brassica napus L. var. napobrassica (L.) Rchb.

Brassica oleracea L. (partim)

Brassica rapa L. partim

Capsicum annuum L.

o cotim L
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Cichorium endivia L.

Cichorium intybus L.

Citrullus lanatus (Thunb.) Matsum. et Nakai

Cucumis melo L.

Cucumis sativus L.

Cucurbita maxima Duchesne

Cucurbita moschata Duchesne

Cucurbita pepo L.

Cynara cardunculus L.

Daucus carota L.
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Foeniculum vulgare Mill.

Glycine max (L.) Merr. partim

Ipomeea-batatas)am:

Lactuca sativa L.

. inarisMedik.

Petroselinum crispum (Mill.) Nyman ex A. W. Hill

Phaseolus coccineus L.

Phaseolus vulgaris L.
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Pisum sativum L. partim

Raphanus sativus L. Ppartim

Rheum rhabarbarum L.

Scorzonera hispanica L.

Solanum lycopersicum L.

Solanum melongena L.

Spinacia oleracea L.

Valerianella locusta (L.) Laterr.

Vicia faba L. var. major Harz partim

Zea mays L. partim
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Fruit plants

Actinidia Lindl.

melanehior alnifolic (Nute

LoniamitsehuriniAI_S] & Maituli

Castanea sativa Mill.

- ot silicn L

Citrus L.

Cormes—rst

Corylus avellana L.

Cydonia oblonga Mill.
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Ficus carica L.

Fortunella Swingle

Fragaria L.

Himsonfaerl s L

Juglans regia L.

Malus Mill.

Moenil ool

Olea europaea L.
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Pistacia L.

Prunus armeniaca L.

Prunus avium (L.) L.

Prunus cerasus L.

Prunus domestica L.

Prunus dulcis (Mill) D.A. Webb

Prunus persica (L.) Batsch

Prunus salicina Lindl.

Puniea-granatum—

Pyrus L.

Ribes L.
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Intended use of PRM belonging to the genera and species

Genera or species may be produced
and marketed only as category:
pre-basic, basic or certified PRM in

accordance with Article 6a*

Genera or species may be
produced and marketed as
commercial seed in accordance

with Article 32a

Rubus L.

Sambuensnisrat-

Vaccinium L.

Hep-and Vine

HvmutesTupiies 1

Vitis L.**

* Except for PRM of conservation varieties as referred to in Article 26

** Vine rootstocks may be produced and marketed only as pre-basic, basic or certified material in accordance with Article 6a
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ANNEX 11

REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF PRE-BASIC, BASIC

AND CERTIFIED SEEDS AND MATERIAL AS REFERRED TO IN ARTICLE 7

Table of contents

PART A seeds of agricultural and vegetable species, and true potato seed

PART Aa seed of fruit plant species; and vine and-true-seed-potatoes

PART B material of fagricultural, vegetable and} fruit plant species; and vine,

including selected clones and polvclonal PRM

PART Ba seed potatoes and other material of potatoes

Section 2 Soecifi . :
Lo seloctodcl elonal oot
PART D [...]

PARTE material produced by in vitro propagation

SECHONT

GENERAL REQUIREMENTS

PART A

REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF PRE-BASIC, BASIC

AND CERTIFIED SEEDS OF AGRICULTURAL AND VEGETABLE SPECIES, AND

TRUE POTATO SEED
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1. Requirements for the production of pre-basic, basic and certified seeds of agricultural

and vegetable species, and true potato seed

A. Sowing or planting:

(a) The variety and identity of the seed sown, including where applicable mother plants,

shall be determined identified—throusgh—an—official label-or—alabel-issued-by the

competent authority or by the professional operator, and shall be recorded to ensure

its traceability.

(b) The previous cropping of the field shall not have been incompatible with the
production of seed of the species, variety and category of the crop, and the field shall
be sufficiently free from sueh plants; which may have remained from previous

cropping (volunteers).

(c) The seed or mother plants-er seed, where applicable, shall be planted and/or sowedn

in a way;-whieh that assures ensures:

) sufficient distance from pollen sources of the same genus, species and/or
different varieties, from any undesirable foreign pollination, se-as to avoid cross

pollination with other crops, where applicable:. and

(g) Where applicable, plants derived from in vitro propagation may alse be used for the

reproduction of seeds.
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B.

Field cultivation:

(a)

The field crop shall have sufficient varietal identity and varietal purity.

It shall be ensured that plants of other species, other varieties, or plants that are
obviously differing from the variety in one or more characteristics from the variety
description (‘off-type’), in the field, are absent. Where this is not possible due to the
characteristics of the species concerned, they shall be present up to the lowest possible

level.

In the case of presence of off-types or other plant species er—varieties during the

cultivation stage—er—dufmg—seed—pfeeessmg— approprlate treatment and/or elimination

(e)

All crops in the field shall be inspected officially or under official supervision at their
relevant growth stage(s), at the relevant frequency and with the relevant methods, as

appropriate, for the species concerned to verify the respective requirements. Fhe

standards: If it is not possible to remove or separate non-compliant plants during the

growing phase, the entire field or part of it shall be rejected for seed production, or,

if possible, shall be used for the production of seed belonging to a lower category

or _generation, unless the undesirable seeds can be mechanically separated at a later

stage.
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C. Harvesting and post-harvesting:

(a) The seed shall be harvested in a way that in—bulk—eras—individual plants;—as
appropriate;te ensures its identity, purity and traceability.

(b) A sample of seed shall be taken officially or under official supervision from each lot.

The sample size and the sampling intensity, equipment and method shall be

appropriate for the species concerned—and—in—accordance—with—the—applicable

(c) AHA The seed samples shall be subjected to official laboratory testing, or laboratory

testing under official supervision to ensure the fulfilment of the quality requirements

for the respective species. Laboratory testing shall be carried out in accordance with

methods, equipment and growing media appropriate for the species concerned;-and-in

(i) [...]

2. Requirements for the marketing of pre-basic, basic and certified seeds of agricultural

and vegetable species, and true potato seed

The seed shall fulfil all-ef the following quality requirements, depending on the characteristics of

each genus or species and the category concerned:

(a) have a minimum sufficient germination {that shall be regularly confirmed through
retesting};

9647/25 101
ANNEX LIFE.3 EN



(b)

(©)

(d)

(e)

(®

have a maximum allowed content of hard seed to-allow-an-apprepriate-numberofplant
persguare metre:

have a minimum sufficient analytical purity te-seeure-the-highestlevel-ofvarietal

identity,—and, where applicable, have a maximum allowed presence of soil or

extraneous matter;

have an maximum appropriate moisture content te-ensure-the—preservation—of-the

(h)

be practically free from speeifte significant defects and damages to-ensure-the-quality
and-health-of the-matertal.

PART Aa

REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF PRE-BASIC, BASIC
AND CERTIFIED SEED OF FRUIT PLANT SPECIES; AND VINE AND-FRUE-SEED-OF

POTATOES

1. Requirements for the production of pre-basic, basic and certified seed of fruit plant

species; and vine and-true-seed-peotatoees

A. Sowing or planting:

(aa) Tthe variety and identity of the-seedsown;tneluding-where-apphieable mother plants;

shall be determined identifiedthrough—an—official label-oralabelissued by the

competent authority or by the professional operator, and shall be recorded to ensure

#s their rraceability. Fhetabelotthe seedortherecordsonthemotherplant~hatb-be
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(a) The mother plants and, where appropriate, the pollinator plants shall be planted in a

way that:

@ there is sufficient distance from other plants of the same genus, species, and/or

different varieties, determined by the botanical characteristics and-breeding
technigues and as appropriate tor the category of the matertal. 1o ensure

protection from any undesirable foreign pollination, and to avoid cross

pollination with other crops:and

(¢) Where applicable, plants derived from in vitro propagation may be used for the

production of seed.

B. Field cultivation:

(d) Off-types and deformed or damaged mother plants shall be disposed of at all stages

of cultivation in order to ensure trueness to the identity of the variety, or for plants not
belonging to a variety, to ensure the trueness to the identity of the species to which

they belong, their sufficient purity and efficient production.

(e) Mother plants and pollinator plants shall be excluded as a source of seeds in case of

significant defects likely to impair the quality of seeds.
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1O

2.

®

(2

Mother plants shall be cultivated, in all stages of development, in such a way to enable
the production of seeds and to permit their identification and verification of
compliance with the official description or the officially recognised description of their
variety. Where—the—offictal-deseription—ecannot—be—used because—of thepartieular

biomoleculartechnigues-may-beused. In the case of mother

plants and pollinator plants not belonging to a variety, that the verification of

compliance with-the-efficial-deseription-or-the-officiallyrecognised-deseription shall

concern the species to which those mother plants and pollinator plants belong.

Mother plants and pollinator plants shall be inspected officially or under official

supervision at their relevant growth stage(s), at the relevant frequency and with the
relevant methods as appropriate for the genera or species concerned to verify the

respective requirements.

Harvesting and post-harvesting:

(ga) The seed shall be harvested in a way that ensures its identity, purity and

(h)

traceability.

The sample to be drawn from a lot shall have the appropriate minimum size for
determining the fulfilment of the quality requirements for the respective genera or
species. The intensity, equipment and method of sampling shall be appropriate for the

genera or species concerned and—in—aeccordance—with—the—applicableinternational
standards.

Testing shall be carried out in accordance with the methods, equipment and growing
media appropriate for the genera or species concerned;—and-in—acecordance—with-the

applicable-international standards, to ensure that the quality requirements have been
fulfilled.

Requirements for the marketing of pre-basic, basic and certified seed of fruit plant

speciess_ and vine and-true-seed-potatoes

The seed shall fulfil al-ef the following quality requirements, depending on the characteristics of

each genus or species, and the category concerned:
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(b) have minimum sufficient germination; and

(c) be practically free from significant defects and damages te-ensure-the-gquality-of-the
seeds.

PART B
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF PRE-BASIC, BASIC
AND CERTIFIED MATERIAL OF {AGRICULTURAL, VEGETABLE AND} FRUIT
PLANT SPECIES; AND VINE, INCLUDING SELECTED CLONES AND POLYCLONAL
PRM

1. Requirements for the production of pre-basic, basic and certified material of
fagricultural, vegetable and} fruit plant species; and vine, including selected clones and

polyclonal PRM

A. Sowing or planting:

(a) The variety and identity of the material, inelading—where-applieable; mother plants
or seed sown, shall be determined threugh-an-efficial-label-or-a-labelissued by the

competent authority or by the professional operator, and shall be recorded by-the
prefesstonal-operator-to ensure its their traceability. Thelabel-ofthe-matertal-afterthe

(b) The material, mother plants or seed shall be planted or sown in a way that:

(i) cnsures freedom from infection through from and any possible sources its

viability and quality throughout the production process:.
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B.

(d) Where applicable, plants derived from in vitro propagation may be used for the

production of material.

Field cultivation:

(aa) The field crop shall have sufficient varietal identity and varietal purity.

(c) Off-types and deformed or damaged mother plants and material shall be disposed of

at all stages of cultivation.

(e) Mother plants and material shall be cultivated, in all stages of development, in such

a way to enable the production of PRM-material, and to permit their identification and

verification of compliance with the official description or the officially recognised

description of their variety, selected clone or polyclonal PRM. Where-the-official

biomeleeular-techniquesmay-beused: In the case of mother plants and material not
belonging to a variety, that the verification efecomphance-with-the-official deseription
or-the-offictally recognised-deseription shall concern the species to which those mother

plants and material belong.
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Mother plants and material shall be inspected officially or under official

supervision at their relevant growth stage(s), at the relevant frequency and with the

relevant methods, ineludingbiomeolecular-techniques; as appropriate for the genera or

species concerned to verify the respective requirements.

€ Ba. Harvesting and post-harvesting:

(fa) The material shall be harvested in a way that ensures its identity, purity and

(&)

(h)

[...]

traceability.

The sample to be drawn officially or under official supervision from a lot shall have

the appropriate minimum size for determining the fulfilment of the quality
requirements for the respective genera or species. The intensity, equipment and

method of sampling shall be appropriate for the genera or species concerned-and-in

l " i cables ol standards.

Official Ftesting or testing under official supervision shall be carried out in

accordance with the methods, equipment and growing media appropriate for the genera

or species concerned;-and-in-acecordance-with-the-applicable-international standards; to

ensure that the quality requirements have been fulfilled.

Requirements for the marketing of pre-basic, basic and certified material of

jagricultural, vegetable and}-fruit plant species; and vine, including selected clones and

polyclonal PRM

The material shall fulfil alb-ef the following requirements, depending on the characteristics of each

genus or species, and the category concerned:

(a) have minimum sufficient vigour and, where applicable, specific grading;-te-ensure-the

appropriateness-of the-material-and-sufficient homogeneity-of the lotforplanting;-and

(b) be practically free from significant defects and damages likelyto-impair-the-quality
ofthe-matertal.
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In—the——case—of polyclonal PRM; tThe mixture composition of gsenetypes—constituting the
polvclonal PRM shall be made before the final packaging of that PRM and shall include

identical proportions of material from all genotypes that constitute the polyclonal PRM.

PART Ba
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF PRE-BASIC, BASIC
AND CERTIFIED SEED POTATOES AND OTHER MATERIAL OF POTATOES

1. Requirements for the production of pre-basic, basic and certified seed potatoes and

other material of potatoes

A. Sowing or planting:

(a) The variety and identity of the material;Hneluding—~where-applicable mothertubers
or-seed-sewn; shall be determined threugh-an-official label oralabel-issued-by the

competent authority or the professional operator, and shall be recorded by—the
professtonal-operator—to ensure its traceability. Fhelabel-of-the-material-afterthe

(b) The material shall be planted in a way that:

(d) Where applicable, plants derived from in vitro propagation may be used for the

production of seed potatoes or other material of potatoes.
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B. Field cultivation:

(aa) The field crop shall have sufficient varietal identity and varietal purity.

(c) Off-types and deformed or damaged plants or tubers shall be disposed of at all stages

of cultivation.

(e) Mether pPlants shall be cultivated, in all stages of development, in such a way to

enable the production of PRM, and to permit their identification and verification of

compliance with the official description erthe-officiallyrecognised-deseription of their
variety. Whef%eﬁﬁeml—desemeﬁeﬂ—e&nﬂe%ﬁed—beeﬁs%thﬁam%}&r

(f) MetherpPlants shall be inspected officially or under official supervision at their

relevant growth stage(s), at the relevant frequency and with the relevant methods;
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C. Harvesting and post-harvesting:

(a) The seed potatoes shall be harvested #-bulcte in a way that ensures its their identity;
health and traceability.

(b) A sample of tubers shall be taken from each sealed lot. The sample size and the

sampling intensity, equipment and method shall be appropriate for the determining

the fulfilment of the quality requirements in—aceordance—with—the—applicable
international standards. The sample may be also taken from the field.

(c) AH+tThe tubers samples shall be subjected to_official laboratory testing or laboratory

testing under official supervision and visual inspection, to ensure the fulfilment of

the quality and-phytesanitary-requirements. Laboratory testing shall be carried out in

accordance with methods, equipment and growing media appropriate for potato;-and

Gy Jasds of the rmin otal it

(i) [...]

(iv) [...]

2. Requirements for the marketing of pre-basic, basic and certified seed potatoes and

other material of potatoes

The material seed potatoes shall fulfil all-efthe following requirements, depending on the category

concerned:

(a) have minimum-germinationrate; sufficient vigour, defined dimension, and specific
grading;-te-ensure-the-appropriateness-of the-tubers-and sufficient homegeneityo

totforplanting: and
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(b) be practically free from significant defects and damages likelyto-impair-the-quality
of the-material.
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PARTE
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF PRE-BASIC, BASIC

AND CERTIFIED MATERIAL PRODUCED BY IN VITRO PROPAGATION

Requirements for the production of pre-basic, basic and certified material produced

by in vitro propagation
In vitro culture

(a) The identity of the in vitro or in vivo material, as applicable, shall be determined by
the competent authority or by the professional operator threugh-alabel-orrecords
and shall be recorded to ensure its traceability. Thelabel-orrecords—ofthe-material

shall be kept for at least five vears by the professional operator.

(b) [...]

In vitro production

(a) The elenefs) material that originate from the material referred to under point A.(a)

shall be produced by in vitro propagation.
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(d) The number of successive propagation cycles by in vitro propagation shall be

restricted, as appropriate, for the genera or species concerned.

(e) Elenets) The material shall be cultivated, in all stages of development, in such a way
to permit their its identification and verification of compliance with the official
description or the officially recognised description of their variety. Where the official

description or_officially recognised description cannot be used because of the

particular growing stage of the plant, biomolecular techniques or a pumber sample

of elenes material planted in vivo; may be used. In the case of elenefs) material not

belonging to a variety, that the verification of compliance with-the-efficial- deseription

or—the—offictally recognised—deseription shall concern the species to which these
elone(s) that material belongs.

(f) Elenets) The material shall be inspected at-their—relevant—growthstage(s); at the

relevant frequency and with the relevant methods, as appropriate, for the genera or

species concerned to verify the respective requirements.

2. Requirements for the marketing of pre-basic, basic and certified material produced by

in vitro propagation

The in vitro erinvive material derivedfrom—in—vitro shall fulfil al-ef the following requirements,
depending on the characteristics of each genus or species and-the-eategery concerned:
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(b) have minimum sufficient vigour, and; defined dimension, and, where applicable,

specitic grading, to cnsurc the appropriatencss of the material and sufficient

| ity of the lot for planting:
(c) be practically free from significant defects and damages likelyto-impair-the-quality

of the material.
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ANNEX 111
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF STANDARD SEED
AND MATERIAL AS REFERRED TO IN ARTICLE 8

Table of contents

PART A seeds of agricultural and vegetable species, and true potato seed

PART Aa seed of fruit plant species; and vine and-true-seed-of potatoes-of conservation
.

PART B material of fagricultural,} vegetable and fruit plant species; and vine,

including polyclonal PRM

PART Ba seed potatoes ef conservation-varieties-and other material of potatoes

Section 2 Soecifi . :
Lo seloctodcl elonal solot
PART D [...]

PARTE material produced by in vitro propagation

SECHONT

GENERAL REQUIREMENTS

PART A
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF STANDARD SEED
OF AGRICULTURAL AND VEGETABLE SPECIES, AND TRUE POTATO SEED

1. Requirements for the production of standard seed of agricultural and vegetable

species, and true potato seed
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A. Sowing or planting:

(a) The variety and identity of the seed sown, including where applicable, mother plants,
shall be determined and recorded to ensure its traceability. Fhetabel-of theseedor

(b) The previous cropping of the field shall not have been incompatible with the
production of seed of the species and variety of the crop, and the field shall be
sufficiently free from sueh plants, which may have remained from previous cropping

(volunteers).

(c) The metherplants—or seed or_mother plants, where applicable, shall be planted
and/or sowned in a way that there-ts-ensures:

&  sufficient distance from pollen sources of the same genus, species and/or the

different varieties, in-accordance-with-isolationtules-determined-on-the basis-of

protection from any undesirable foreign pollination, and to avoid cross
pollination with other crops, where applicable;-ané

(g) Where applicable, plants derived from in vitro propagation may alse be used for the

reproduction of seeds.
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B. Field preduetion cultivation:

(a) The field crop shall have sufficient varietal identity and varietal purity.

It shall be ensured that eff~types plants of other species, other varieties, or plants

that are obviously differing from the variety in one or more characteristics from

the variety description (‘off-type’), in the field, are absent. Where this is not possible

due to the characteristics of the species concerned, they shall be present up to the

lowest possible level.

In the case of presence of off-types or other plant species;—er—varieties; during the
cultivation stage—er—dufmg—seed—pfeeessmg— approprlate treatment and/or elimination

(e) All crops in the field shall be checked at their relevant growth stage(s), at the relevant
frequency-and-with-therelevant-metheds, as appropriate, for the species concerned to

Verlfy the respective requirements. iPhe—me%heés—fer—mspee&eas—shaH—be—s&eh—te—eﬂsafe

C. Harvesting and post-harvesting:

(a) The seed shall be harvested in a way that bulk-er-as-individual-plants; ate.

te ensures its identity, purity and traceability.
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(b) A sample of seed shall be taken from each lot and tested inataberatery to ensure the
fulfilment of the quality requirements for the respective species.,—ineluding

N g Lo eds of the.mins tal oupices

(i) [...]
@av) [...]
2. Requirements for the marketing of standard seed of agricultural and vegetable species,

and true potato seed

The seed shall fulfil al-ef the following quality requirements, depending on the characteristics of

each genus or species:

(a) have atdeast-a minimum sufficient germination fthat shall be regularly confirmed

through retesting};

(b) have atmesta maximum allowed content of hard seed;to-allow-an-apprepriate-number
ofplantspersquaremetre;

(c) have atdeast-a minimum sufficient analytical purity;te-seeure-the-appropriatelevel
of-varietal identity-and, where applicable, have a maximum allowed presence of

soil or extraneous matter;

(d) have atmesta-maxtmum an appropriate moisture content;-te-ensure-the-preservation

() have atmest a maximum allowed content of seeds of other genera or species;to-enstre

Lo : undesirable plants.in the lot:

® [.]
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(h) be practically free from speeifie significant defects and damage to-ensure-the-gquality
and-health-of the-material.

PART Aa
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF STANDARD SEED
OF FRUIT PLANT SPECIES; AND VINE AND-TFRUESEED OFPOTATOES FROM
CONSERVATON-VARHHES

1. Requirements for the production of standard seed of fruit plant species; and vine;-and

y £ . o
A. Sowing or planting:

(aa) The variety and identity of mother plants shall be determined cheecked and

recorded to ensure its traceability.

(a) The mother plants and, where appropriate, the pollinator plants shall be planted in a
way that:

@ there is sufficient distance from other plants of the same genera genus, of

species, and/or different varieties, determined by the botanical characteristics

ensure protection from any undesirable foreign pollination, aré to avoid cross

pollination with other crops; and

(¢) Where applicable, plants derived from in vitro propagation may be used for the

production of seed.
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B. Field cultivation:

(d)

(e)

®

(fa)

Off-types and deformed or damaged mother plants shall be disposed of at all stages

of cultivation in order to ensure trueness to the identity of the variety, or for plants not
belonging to a variety, to ensure the trueness to the identity of the species to which

they belong, their sufficient purity and efficient production.

Mother plants and pollinator plants shall be excluded as a source of seeds in case of

significant defects likely to impair the quality of seed.

Mother plants shall be cultivated, in all stages of development, in such a way to permit

their identification and verification of compliance with the official description or the

officially recognised description of their variety. Where—the—offictal-deseiption—or

stage-of the plant, btomeleculartechniquesmay-beused- In the case of mother plants

and pollinator plants not belonging to a variety, that the verification of compliance

with-the-offictal-deseription-orthe-offictally recognised-deseription shall concern the

species to which those mother plants and pollinator plants belong.

Adlerops-inrthe-field Mother plants and pollinator plants shall be inspeeted checked
at their relevant growth stage(s), at the relevant frequency—and—with—the—relevant

metheds, as appropriate, for the genera or species concerned to verify the respective
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(b [...]
@® [-]

C. Harvesting and post-harvesting:

(a) The seed shall be harvested in a way that ensures its identity, purity and

traceability.

(b) A sample of seed shall be taken from each lot and tested to ensure the fulfilment

of the quality requirements for the respective genera or species.

2. Requirements for the marketing of standard seed of fruit plant species; and vine;-and

Lof ¢ . -

The seed shall fulfil al-ef the following quality requirements, depending on the characteristics of
each genus or species and-the-eategery concerned:

(b) have minimum sufficient germination;

(c) be practically free from significant defects and damages to-ensure-the-qualityof-the
seeds.

PART B
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF STANDARD
MATERIAL OF {AGRICULTURAL,} VEGETABLE AND FRUIT PLANT SPECIES AND
VINE, INCLUDING POLYCLONAL PRM

1. Requirements for the production of standard material of fagricultural,} vegetable and

fruit plant species; and vine, including polyclonal PRM

A. Sowing or planting:

(a) The variety and identity of the material, inelading,—where-applieable; mother plants
or seed sown; shall be determined through-an-efficial label-or-alabel-issued-by-the
prefessional-operators-and shall be recorded-by-the-prefessional-eperater to ensure #s
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(b) The material, mother plants or seed shall be planted or sown in a way that ensures
freedomfrom—infection from —any pessible souree it viability and quality

throughout the production process.

(d) Where applicable, plants derived from in vitro propagation may be used for the

production of material.

Field cultivation:

(aa) The field crop shall have sufficient varietal identity and varietal purity.

b [...]

(c) Off-types and deformed or damaged mother plants and material shall be disposed of

at all stages of cultivation.
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(e) Mother plants and material shall be cultivated, in all stages of development, in such

a way to enable the production of material, and to permit their identification and

verification of compliance with the official description or the officially recognised

description of their variety, or polyclonal PRM. Where-the-official deseiption-cannot

may-beused—In the case of mother plants and material not belonging to a variety, that

the verilication efcomphaneewith-the-ofictab deseripion-orthe- offictathrecounised
deseription shall concern the species to which those mother and material plants

belong.

(ea) AH-ereps-Mother plants and material in-thefield shall be inspeeted-checked at their
relevant growth stage(s), at the relevant frequency and-with-therelevant-metheds, as

appropriate, for the genera or species concerned to verify the respective requirements.

® [
(& [.]
() [...]
C. [...]

C. Harvesting and post-harvesting:

The material shall be harvested in a way that ensures its identity, purity and traceability.

2. Requirements for the marketing of standard material of fagricultural,} vegetable and

fruit plant species and vine, including polyclonal PRM

The material shall fulfil alb-ef the following requirements, depending on the characteristics of each

genus or species;and-the-eategery concerned:
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(a) have minimum sufficient vigour and, where applicable, specific grading;te-ensture-the

(b) be practically free from significant defects and damages likely-to-impair-the-quality
of the-material.;

In—the case—of polyclonal PRM. tThe mixture composition of seneotypes—constituting the
polvclonal PRM shall be made before the final packaging of that PRM and shall include

identical proportions of material from all genotypes that constitute the polyclonal selection.

PART Ba

REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF STANDARD SEED

POTATOES OF-CONSERVATHON-VARIETHES AND OTHER MATERIAL OF
POTATOES

1. Requirements for the production of standard seed potatoes ef-conservation—varieties

and other material of potatoes

A. Sowing or planting:

(a) The variety and identity of the material—inelading—where-apphieable,mothertubers
or-seed-sewn; shall be determined threugh-an-official-label-oralabelissued-by-the
professional—operater; and recorded by—the—prefessional—operater to ensure its
traceability. Thelabelofthe material-after the marketing of thatmaterial-or the records
onthemother plant—shall- be keptby-the professional-operator:

(b) The material shall be planted in a way that-planting-densities—are-adequateto—allow
| he ol Lindividually.

(1) [...]

ensures freedom from-infection from-any possible souree its viability and quality

throughout the production process.
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(d) Where applicable, plants derived from in vitro propagation may be used for the

production of seed potatoes or other material of potatoes.

B. Field cultivation:

(aa) The field crop shall have sufficient varietal identity and varietal purity.

(c) Off-types and deformed or damaged plants or tubers shall be disposed of at all stages
of cultivation.

(e) Mether pPlants shall be cultivated, in all stages of development to permit their
identification and verification of compliance with the official description or the
officially recognised description of their variety.-Where-the-official deseiption-eanneot
may be used.

(f) Mether pPlants shall be inspeeted checked at their relevant growth stage(s), at the
relevant frequency.
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(a)

(b)

(©)

Harvesting and post-harvesting:

The seed potatoes shall be harvested in bulk—te a_way that ensures its their
identityshealth and traceability.

A sample of tubers shall be taken from each sealed lot. The—sample-size—and-the

i i . The sample may be also taken from the field.

AdH-The tubers samples shall be subjected to laberatery testing and visual inspection,
to ensure the fulfilment of the quality and-phytesanitary requirements. Laberatery

2.

Requirements for the marketing of standard seed potatoes of-censervation—varieties

and other material of potatoes

The material seed potatoes shall fulfil al-ef the following requirements:

(a) have minimum sufficient vigour, defined dimension for-thespeeifie—variety, and
specific  grading—to—ensure—the—appropriateness—ot—the —tubers—and——sufficient
| ity of the lot for planting:

(b) be practically free from significant defects and damages likelyto-impair-the-quality
of the sced potatocs.
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(h) [...]

o [..]
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PARTE
REQUIREMENTS FOR THE PRODUCTION AND MARKETING OF STANDARD
MATERIAL PRODUCED BY IN VITRO PROPAGATION

1. Requirements for the production of standard material produced by in vitro
propagation
A. In vitro culture

(a) The identity of the in vitro or in vivo material, as applicable, shall be determined

throughaltabel and shall be recorded to ensure its traceability. Fhelabel ofthe material

B. In vitro production

(a) The elenefs) material that originate from the material referred to under point A.(a)

shall be produced by in vitro propagation.

(d) The number of successive propagation cycles by in vitro propagation shall be

restricted, as appropriate, for the genera or species concerned.
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(e) Elenets) The material shall be cultivated, in all stages of development, in such a way
to-enable-the production-of PRM;and-permitting their its identification and verification
of compliance with the official description or the officially recognised description of
their variety. Where the official desciption or officially recognised description cannot
be used because of the particular growing stage of the plant, biomolecular techniques

or a pumber sample of elenes material planted in vivo may be used. In the case of

elonefs) material not belonging to a variety, that the verification of compliance with

the—effictal deseription—or—the—officiallyrecognised—deseription shall concern the
species to which these-elone(s) that material belongs.

(ea) AH-e€Clones The material inthefield shall be inspeeted checked at-theirrelevant
srowth—stage(s); at the relevant frequency and—with—the—relevant—methods, as

appropriate, for the genera or species concerned to verify the respective requirements.

® [.]
(@ [-]
(  [...]
2. Requirements for the marketing of standard material produced by in vitro propagation

The in vitro er—n—vive material shall fulfil al-ef the following requirements, depending on the

characteristics of each genus or species and-the-eategery concerned:
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(b)

(c)

have minimum sufficient vigour, defined dimension, and, where applicable, specific

grading;
the tot for planting:

be practically free from speeifie significant defects and damages.
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