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ACT

On Plant Health and Amendments to Certain Related Acts 

The Parliament has passed the following Act of the Czech Republic:

PART ONE

plant health 

Chapter I

Basic Provisions

Article 1

Subject of the emendation

(1) This Act regulates, in accordance with the legal acts of the European Communities
 the rights and liabilities of natural persons and legal entities concerning 

a) protection of plants and plant products against harmful organisms and disorders in the area of agriculture, forestry and greenery,

b) protection against the introduction of organisms harmful to plants or plant products into the Czech Republic from other Member States of the European Union and from third countries, against their spread within the territory of the Czech Republic and against the introduction of these harmful organisms into the territory of other Member States of the European Union and third countries,

c) authorisation, placing on the market, use and control of plant protection products (hereinafter only “products”) and other means of plant protection (hereinafter only “other means”),

d) placing on the market and control of active substances intended for the use in the form of products,

e) restriction of adverse effect of use of products and other means on human and animal health and the environment,

f) placing on the market, use and inspection of mechanisation means of plant protection (hereinafter only the “mechanisation means”) in use.
(2) The Act stipulates competencies of administrative bodies in the field of plant health, modifies scope and performance of phytosanitary surveillance and ordering extraordinary phytosanitary measures, specifies expert phytosanitary activities and requirements for expert capability at their performance, covering costs for performed expert activities and sanctions for the infringement of obligations l stipulates hereby. 

Article 2

Basic terms

(1)
For the purposes of this Act

a) ”Plants” shall mean living plants and living parts thereof, including seeds, whereby the living parts of plants shall include in particular 

1. fruits in the botanical sense, other than those frozen to a temperature lower than minus 18(C (hereinafter only “deeply frozen”),

2. vegetables, other than those deeply frozen,

3. tubers, bulbs, rhizomes and other underground parts for reproduction ,

4. cut flowers,

5. branches with leaves or needles,

6. cut trees with leaves or needles,

7. leaves or needles,

8. plant cell and tissue cultures,

9. live pollen,

10. scions, bud-wood, cuttings;
“Seeds” pursuant to letter a) shall mean seeds in the botanical sense, other than those not intended for planting;

b) “Plant products” shall mean products of plant origin, unprocessed or having undergone only simple preparation such as milling, drying or pressing, in so far as these are not plants;

c) “Other objects” shall mean objects other than plants or plant products that might be carriers of harmful organisms and that are subject to official measures;

d) “Wood” shall mean wood retains all or part of its natural round surface, with or without bark, or as it is in the form of chips, particles, sawdust, wood waste or scrap; with the exception of the provisions related to import and placing on the market of plants, plant products and other objects specified in the implementing legal regulation, “wood” shall also mean wood in the form of dunnage, spacers, pallets or packing material which are actually in use in the transport of objects of all kinds, provided that it presents a plant  health risk;
e) “Planting” shall mean operations related to placing plants to ensure their subsequent growth, reproduction or propagation;
f) “Plants intended for planting” shall mean sown or planted plants intended for further planting or replanting after their transfer, or plants not yet sown or planted but intended for planting; 

g) “Strain or biotype” shall mean a set of individuals of the same species of a harmful organism that is genetically stabilised and whose properties differ from those of another genetically stabilised set of individuals of the same species;

h) “Harmful organisms” shall mean any species, strains or biotypes of plants, animals or pathogenic agents (such as viruses, bacteria, fungi) injurious to plants or plant products,

i) “Disorders” shall mean harmful changes caused to plants or plant products by adverse physical and chemical factors;

j) “Integrated plant protection” shall mean the objective and rational application of a combination of biological, biotechnological, physical, chemical, cultural or plant-breeding methods whereby the use of chemical products is limited to the minimum necessary to maintain the population of harmful organisms at levels lower than those causing economically unacceptable damage or loss;

k) “Monitoring of harmful organisms” shall mean a systematic process of monitoring of occurrence of harmful organisms and evaluations of related risks;

l) “Survey of occurrence of harmful organisms” shall mean official monitoring carried out by the appropriate authority within a certain territory during a certain specified period of time for the purpose of finding out occurrence of a certain harmful organism or for specification of the characteristics of its population;

m) “Plant passport” shall mean an official document certifying that the plants, plant products and other objects identified in it comply with the provisions of the legal acts of the European Communities concerning their placing on the market, which is

1.
standardised at the European Communities level for different types of plants, plant products or other objects, 

2.
prepared by the responsible official body of a Member State of the European Union, and 

3.
issued in accordance with the legal act of European Communities1), and where appropriate, according to this Act that specifies the details of the procedure for issuing plant passports;

n) “Phytosanitary certificate” shall mean an internationally recognized official document giving evidence about the origin and health condition of a consignment;

o) “Area free from a certain harmful organism” shall mean an area in which the harmful organism does not occur, which is officially documented, and in which, where appropriate, official measures are applied to maintain the status; 

p) “Eradication” shall mean application of suitable measures and procedures for elimination of a harmful organism within a certain territory;

q) “Protected zone” shall mean a zone

1.
in which one or more harmful organisms prescribed by the legal act of the European Communities are not endemic or established and are established in one or more parts of the territory of the European Communities, despite favourable conditions for them to establish themselves there, or

2.
in which there is a danger that certain harmful organism will establish given propitious ecological conditions, for particular crops, despite the fact that this organism is not endemic or established in the territory of the European Communities,

and which has been recognised by the European Commission (hereinafter only “the Commission”), in accordance with the procedure laid down in the legal act of the European Communities1); a harmful organism shall be considered to be established in a certain area if it is known to occur there and if either no official measures have been taken there with a view to its eradication or such measures have proved, for a period of at least two successive years, to be ineffective;

r) “Buffer zone” shall mean a zone in which a specific harmful organism does not occur or in which official protective measures are taken against the organism and which is adjacent to an area free from a certain harmful organism or to a protected zone or to an area on which official measures are applied by reason of occurrence of a harmful organism;

s) “Place of production” shall mean any premises, field and their accessories or a collection of these, operated as a single production unit, including related facilities and equipment;

t) “Third country” shall mean any country that is not a Member State of the European Union, Ceuta and Melilla;

u) “Official statement or measure” shall mean a statement or measure if made or taken 

1.
in cases concerning the issue of phytosanitary certificates and phytosanitary certificates for re-exports by authorised representatives of the official plant protection service of a third country or other qualified staff of state offices authorised by the plant protection service;

2.
in all other cases either by persons specified under point 1 or by qualified employees of one of the authorised official bodies of a Member State of the European Union, provided that these employees have no personal interest in the outcomes of the measures taken by them;

(2)
Furthermore for the purposes of this Act

a)
“Placing on the market” shall mean the business storage, making an offer for sale, sale or any other way of a transfer of plants, plant products or other objects within the enterprise to another person within the territory of the European Communities; placing on the market shall not include import and export to third countries;

v) “Consignment” shall mean the number of units of plants, plant products or other objects exported from the Czech Republic to a third country or imported from a third country to the Czech Republic or transited
 across the Czech Republic, and for which a single phytosanitary certificate or a phytosanitary certificate for re-export is issued, if required; the consignment may consist of one or more lots;

w) “Lot” shall mean a number of units of a single commodity identifiable on the basis of homogeneous structure and origin;

x) “Importer” shall mean a natural person or legal entity transporting a consignment across the frontier of the Czech Republic, with the exception of direct transit, by itself or via another natural person or legal entity2),

y) “Re-export” shall mean export of plants, plant products or other objects not grown or produced in the territory of the European Communities, to third countries;

z) “Growing medium” shall mean any material in which plant roots grow, or designed for that purpose;

aa) “Products” shall mean active substances or preparations containing one or more active substances, put up in the form in which they are supplied to the user, and intended to

1.
protect plants or plant products against harmful organisms or prevent the action of such organisms, 

2.
influence the life processes in plants, otherwise than as nutrients, e.g. growth regulators,

3.
preserve plant products, in so far as such substances or products are not subject to special acts of the European Communities, or

4.
destroy undesired plants or their parts, check or prevent undesired plant growth;

ab) “Substances” shall mean chemical elements and their compounds in a natural state or manufactured, including any impurities inevitably resulting from the manufacturing process;

ac) “Active substances” shall mean substances or micro-organisms, including viruses, having general or specific effect against harmful organisms or on plants, parts of plants or plant products;

ad) “Preparations” shall mean mixtures or solutions composed of two or more substances of which at least one is an active substance, intended for use as a plant protection product;

ae) “New active substance” shall mean an active substance which was not on the market

1.
in Austria, Finland, Island, Norway, Sweden and Lichtenstein on 1 July 1994 and before

2.
in other states than those listed under point 1, forming the European Economic Area
, on 26 July 1993 and before

3.
in the Czech Republic and in other states that accessed to the European Union on 1 May 2004, before this date;

af) “Old active substance” shall mean an active substance which was on the market

1.
in Austria, Finland, Island, Norway, Sweden and Lichtenstein on 1 July 1994 and before,

2.
in other states than those listed under point 1, forming the European Economic Area,3) on 26 July 1993 and before, 

3.
in the Czech Republic and other states that accessed to the European Union on 1 May 2004, before this date;

ag) “List of active substances” shall mean a list in which, on the basis of the decision of the competent authority of the European Communities after previous evaluation by the Member States of the European Union, the active substances, recognised as capable to be used in plant protection within the territory of the European Communities under observance of conditions set out by this decision
, are included;

ah) “Residuum of a product” shall mean one or more substances present after use of the product in or on plants, in or on products of plant origin, in edible animal products or elsewhere in the environment, including their metabolites and products resulting at their degradation or reaction process;

ai) “Environment” shall mean water, air, land, wildly living animal species, wildly growing plant species and any interrelationships between them, as well as their relationships with other living organisms;

aj) “Animal” shall mean animal species normally fed and kept by man or intended for human nourishment;

ak) “Batch” shall mean the amount of the product manufactured or prepared within one production cycle and procedure and or homogenised during preparation or production; the basic sign of the batch is its homogeneousness;

al) “Good plant protection practice” shall mean the use of procedures involving

1.
preventive agronomical and agro-technical measures, 

2
.use products and other means only in the cases fully justifiable by the occurrence of harmful organisms or disturbances and by the conditions giving rise to damage,

3.
the preferential use of products which constitute the minimum risks of threat to human health, animal health and to the environment, 

4.
use of products and other means in accordance with the data given on their packages or in accompanying documentation.
Chapter II

Protection of Plants and Plant Products against Harmful Organisms and Plant Disorders 

Article 3

Basic Obligations of Natural Persons and Legal Entities

(1) Natural person or legal entity growing, producing, processing and/or marketing plants, plant products and other objects and owner of a field or a premise or person using them on the basis of other legal titles shall 

a) monitor and limit occurrence and spread of harmful organisms, including weeds, to prevent damage to other persons and to the environment and/or threats for human or animal health,

b) use for the treatment of plants, plant products and other objects against harmful organisms only products, other means and machinery authorized for use according to the Act and in a way preventing damage to the adjacent crop, human and animal health or the environment. 

(2)
Physical persons and legal entities obliged to meet the liabilities imposed on them by this Act shall also fulfil tasks in the area of plant health following for them from the directly applicable legal act of the European Communities. 

Article 4

Protection of Plant Products with Regard to Food Safety 

(1)
Operators of warehouses for plant product storage shall

c) store separately plant products not suitable for production of food or animal feed,

d) monitor occurrence of harmful organisms inside warehouses and the stored products and minimise the potential negative effect of harmful organisms on the quality of the stored products and keep the products health risk free,

e) use only registered products for elimination of harmful organisms,

f) keep record of occurrence of harmful organisms and their elimination; the specification of the record are specified in the relevant implementing legal regulation.

(2) For public agricultural warehouses and warehouses of the State Agricultural Intervention Fund
 the Ministry of Agriculture (hereinafter only “the Ministry”) shall issue an implementing legal regulation stipulating methods of monitoring and regulation of the occurrence of harmful organisms in the course of the storage.

Article 5

Professional Assistance in Protection of Plants and Plant Products to Natural Persons and Legal Entities

Professional assistance to natural persons or legal entities growing, processing or putting on the market plants and plant products in the area of plant health may only be provided by the State Phytosanitary Administration (hereinafter only “the Phytosanitary Administration” or by natural persons or legal entities that 

a)
comply with the conditions of professional qualifications pursuant to Article 84, independence and objectiveness in their areas of activity, 

b)
possess the necessary space, instrumental and other technical equipment for the activities,

c)
have been authorised for performance of this activity on their request by the Ministry pursuant to Article 71, paragraph 1, letter b) or by the Phytosanitary Administration pursuant to Article 72, paragraph 5, letter i).

(2) Professional assistance pursuant to paragraph 1) above means:

a)
monitoring and/or prognosis of the occurrence of harmful organisms,

b)
phytosanitary diagnostics, including laboratory analyses for the purpose of determination of harmful organisms or disorders, residues of products and/or other harmful substances in plants, plant products and in the soil,

c)
professional courses, training, instruction and other educational activities in the area of phytosanitary care,

d)
phytosanitary consulting

Article 6
Control of Health Status of Plant Material for Varietal Selection, Propagation and Reproduction

(1) Before planting of plants for varietal selection, propagation or reproduction the Phytosanitary Administration shall carry out the survey on the presence of certain harmful organisms whose presence is an obstacle to approval of these plants pursuant to the special legal acts
,
. The survey is performed in the place designated for production of the material, and where appropriate, in the immediate vicinity thereof, on request of the natural person or legal entity intending to grow the material. Details of the survey, the plants and the harmful organisms concerned are specified in the relevant implementing legal regulation. 

(2) Control of plant-health status of the crops for reproduction or propagation and materials for reproduction or propagation for the purpose of the approval proceeding are carried out by the Central Institute for Agricultural Inspections and Testing, or the Ministry in the case of forest trees (hereinafter only “relevant administrative authorities”) pursuant to special legal acts.6),7) 

(3) The Phytosanitary Administration shall inform in writing the relevant administrative authorities about the results of the survey according to paragraph 1 and about potential order of extraordinary phytosanitary measures to be taken pursuant to Article 76, if concerning approved crops and materials for reproduction or propagation 

(4) The relevant administrative authorities shall inform in writing the Phytosanitary Administration about the occurrence of harmful organisms found by their own controls of the plant-health status of crops for reproduction or propagation and materials for reproduction or propagation. 

Chapter III 

Measures against Introduction and Spread of Harmful Organisms

Basic Provisions

Article 7

Ban of Introduction and Spread of Harmful Organisms and Import and Movement of Plants, Plant Products or Other Objects

The implementing legal regulation specifies harmful organisms and plants, plant products and other objects contaminated by harmful organisms that are banned to be introduced into and spread within the territory of

a)
the European Communities,

b)
the respective protected zones.

(3) The ban specified in paragraph 1), letter a) shall not be applied in cases determined in accordance with the procedure pursuant to the special act of the European Communities
, concerning slight contamination of plants other than those intended for planting by harmful organisms. The Phytosanitary Administration shall publish these cases in the Bulletin of the State Phytosanitary Administration (hereinafter only “the Bulletin”).

(3) In accordance with the procedure pursuant to the special act of the European Communitues5), the relevant authority of the European Communities may lay down measures against introduction and spread of harmful organisms, which

a) are not mentioned in paragraph 1,

b) are mentioned in paragraph 1, but have been found on plants, plant products or other objects other than those mentioned in paragraph 1, or 

c) are mentioned in paragraph 1 but are in an isolated state. 

(4) The Phytosanitary Administration shall publish the measures pursuant to paragraph 3 in the Bulletin or order them pursuant to Article 76, paragraph 2. 

(5) The implementing legal regulation specifies plants, plant products and other objects that are banned for
a) introduction if they originate in certain countries,

b) introduction into protected zones if they originate in certain countries,

c) introduction and movement unless special requirements are met,

d) introduction into certain protected zones and movement within these zones unless special requirements are met.

(6) The countries pursuant to paragraph 5, letter a), the protected zones pursuant to paragraph 5, letters b) and d) and the special requirements pursuant to paragraph 5, letters c) and d) are specified in the implementing legal regulation.

(7) The provisions of paragraph 5, letters c) and d) shall not apply to small quantities of plants, plant products, foodstuffs or animal feeding stuffs where they are intended for use by owners or recipients for non-industrial and non-commercial purposes or for consumption during transport, provided that there is no risk of harmful organisms spreading. The small quantities of plants, plant products, foodstuffs or animal feeding stuffs are specified in the implementing legal regulation.

Article 8

Permitting Introduction, Movement and Use of Harmful Organisms, Plants, Plant Products and Other Objects for Trial or Scientific Purposes and for Work on Varietal Selections

(1)
On request of a natural person or legal entity the Phytosanitary Administration can decide that the provisions of Article 7, paragraphs 1, 3 and 5 shall not apply to introduction and movement of harmful organisms, plants, plant products and other objects for trial and scientific purposes and/or for work on varietal selections (hereinafter only "quarantine material”) and to their keeping and other manipulations with them under conditions specified by it. For exclusion of risks related to introduction, movement and keeping of quarantine material and other manipulations with it, the implementing legal regulation specifies

a)
requirements of an application for permission of keeping of quarantine material and other manipulations with it,

b)
requirements of an application for permission of import of quarantine material from a third country and/or its movement from another Member State of the European Union into the Czech Republic or into a protected zone in the Czech Republic or its movement within the Czech Republic,

c)
criteria to be met in order to prevent the risk of spread of a harmful organism outside the sites specified for its containment and other manipulations with quarantine material or during its introduction or movement,

d)
details of the procedure and conditions for permitting activities with quarantine material,

e)
procedures of exclusion of hidden contamination of plants, plant products and other objects with harmful organisms and of their release from the mode of keeping and handling,

f)
method of checking compliance with the conditions specified for safe manipulation with the quarantine material and procedure to be applied in the case of escape of harmful organism,

g)
conditions under which plants, plant products and other objects shall be provided with a phytosanitary certificate or a plant passport and appurtenances of these documents.

(2)
If the Phytosanitary Administration approves import of quarantine material pursuant to paragraph 1 from a third country or its movement from another Member State of the European union into the Czech Republic or into a protected zone in the territory of the Czech Republic and/or its movement within the Czech Republic, then the Phytosanitary Administration issues a letter of authority for import or movement of the quarantine material to the applicant. In the case of movement of quarantine material from another Member State of the European Union into the Czech Republic or into a protected zone in the territory of the Czech Republic, the letter of authority shall be endorsed by the relevant central authority for plant protection of the country of origin of the quarantine material. Letter of authority shall accompany the relevant quarantine material on the entry to the Czech Republic and during its movements within the Czech Republic. The form of letter of authority is specified in the implementing legal regulation.

(3)
The Phytosanitary Administration in according with paragraph 1 approves movement of quarantine material from the Czech Republic into another Member State of the European Union by endorsing a letter of authority for its movement that was issued for the purpose by the relevant responsible central authority for plant protection of the Member State of the European Union into which the quarantine material is to be moved.

(4)
The Phytosanitary Administration may at any time during the performance of the activity approved pursuant to paragraph 1 withdraw the approval if the conditions laid down in the implementing legal regulation and in decision or permission of the Phytosanitary Administration are not met. Appeal against this decision about the withdrawal does not have postponing effect.

Article 9

Reporting Obligation

Everybody who has found occurrence or has a well-founded suspicion of occurrence of a harmful organism specified in the implementing legal regulation shall immediately report this finding or well-founded suspicion to the Phytosanitary Administration, either directly or through a municipal authority. The municipal authority shall immediately forward the information in writing to the Phytosanitary Administration. After receipt of such information, the Phytosanitary Administration shall proceed pursuant to Article 11, paragraph 1.

Article 10

Monitoring and Survey of Occurrence of Harmful Organisms

(5) The Phytosanitary Administration carries out monitoring and on the territory of the Czech republic also a survey of the occurrence of harmful organisms referred to in Article 7, paragraph 1, letter a), invasive harmful organisms specified in the implementing legal regulation and harmful organisms not yet found on the territory of the Czech Republic and presenting a risk pursuant to paragraph 2 to plants or plant products planted, produced or stored in the territory, where appropriate, to the environment, with the aim to prevent their introduction and spread. Invasive harmful organism shall mean a harmful organism not endemic in a certain territory that is after introduction and establishment in the territory capable of adverse influence on the plants or the environment, including its biological diversity.

(6) The Phytosanitary Administration assesses the risk level of introduction into and spread within the territory of the Czech Republic of harmful organisms referred to in paragraph 1 and of their potential impact on the health condition of plants and plant products grown or stored in the territory of the Czech Republic, and where appropriate, to the environment; when the occurrence of such a harmful organism is found, the risk is assessed immediately.

The assessment of the risk level pursuant to paragraph 2 is performed according to the accepted international agreement by which the Czech Republic
 is bound, on the basis of 

a)
systematic assessment of scope, composition and origin of introduced and moved consignments with regard to the possibility of introduction of harmful organisms,

b)
systematic assessment of scope and results of monitoring and survey of occurrence of harmful organisms performed pursuant to paragraph 1,

c)
available scientific information about the relevant harmful organisms, in particular about their biology and capability of active spread,

d)
assessment of potential economic significance of the relevant harmful organisms for the Czech Republic with regard to the composition and scope of the grown plants,

e)
assessment of the available methods of protection against spread of the relevant harmful organisms.

(7) The Phytosanitary Administration records occurrence or absence of harmful organisms pursuant to paragraph 1 in the territory of the Czech Republic on the basis of results of the monitoring and survey pursuant to paragraph 1 or on the basis of other information confirmed by the Phytosanitary Administration. The extent and method of keeping records are laid down in the implementing legal regulation. 

(8) The Phytosanitary Administration shall immediately notify the Commission and the  other Member States of the European Union in writing of 

a) the presence of harmful organisms specified in the implementing legal regulation in the territory of the Czech Republic,

b) the appearance of harmful organisms specified in the implementing legal regulation in such part of the territory of the Czech Republic in which their presence was not previously known,

c) actual or suspected appearance of harmful organisms not referred to in letters a) and b) whose presence in the territory of the Czech Republic was not previously known, and

d) measures which the Phytosanitary Administration has taken or intends to take in this context pursuant to Article 11 to prevent spread of these harmful organisms into the territories of other Member States of the European Union.

Article 11

Measures for the Case of Finding Occurrence or Having Suspicion of Occurrence of Harmful Organisms

(9) If the Phytosanitary Administration finds occurrence or suspicion of occurrence of harmful organisms referred to Article 10, paragraph 5, letters a) and b), it shall take extraordinary phytosanitary measures pursuant to Article 76 with the aim to eradicate these harmful organisms. If the eradication is not possible, the Phytosanitary Administration shall take extraordinary phytosanitary measures pursuant to Article 76 to prevent their further spread.

(10) If the Phytosanitary Administration finds out pursuant to Article 10, paragraph 2 that consignments of plants, plant products or other objects from third countries present an imminent danger of the introduction or spread of harmful organisms referred to in Article 10, paragraph 5, letters a) and b), it shall immediately make public in the Bulletin and/or order measures pursuant to Article 26, paragraph 1, or 3, necessary to protect the territory of the European Communities from the danger and shall inform the Commission and other Member States of the European Union thereof.

(11) If the Phytosanitary Administration finds out pursuant to Article 10, paragraph 2 that there is imminent danger of introduction or spread of harmful organisms other than that referred to in paragraph 2, it shall immediately notify the Commission and the other Members States of the European Union in writing of the measures that it is necessary to take. If the Commission has not adopted these measures and there is a danger of introduction into or spread within the territory of the Czech Republic of the relevant harmful organism, the Phytosanitary Administration may make public in the Bulletin or order measures pursuant to Article 76, paragraph 2, which it deems necessary, as long as the Commission has not adopted measures pursuant to a specific legal act of the European Communities
. If the Commission adopts these measures, the Phytosanitary Administration shall make them public in the Bulletin or order them pursuant to Article 76, paragraph 2.

Placing Plants, Plant Products and Other Objects on the Market

Article 12

Registration of Importers of Plants, Plant Products and Other Objects and Persons Placing Them on the Market

Any natural person or legal entity 

a)
placing plants, plant products and other objects grown or produced in the territory of the Czech Republic on the market

b)
importing certain plants, plant products and other objects; with the exception of importers who import them only for their own use or for consumption during transport, provided that there is no risk of harmful organisms spreading

c)
operating a collective warehouse, dispatching centre or packing-hall for certain plants, plant products or other objects in the territory of the Czech Republic, or growing these plants and plant products in the territory of the Czech Republic, or 

d)
applying for issue of replacement plant passports pursuant to Article 19, or for their authorisation for issue pursuant to Article 17 

must be listed in the official register (hereinafter only "the register”) under a registration number.

(12) Plants, plant products and other objects to which the provisions of paragraph 1, letters a) to c) apply are specified in the implementing legal regulation.

(13) The application for registration shall be submitted to the Phytosanitary Administration.

Within three months from receipt of the application pursuant to paragraph 2, the Phytosanitary Administration shall issue: 

a)
a document of the listing in the register that has not the nature of a decision pursuant to the rules of administration
, if it finds the applicant capable of compliance with the obligations specified in Article 13, and with regard to the required scope of registration also with the special requirements pursuant to Article 15, paragraph 1, and/or liabilities resulting from extraordinary phytosanitary measures ordered pursuant to Article 76, paragraph 2, or 

b)
decision about rejection of the application if it finds the applicant incapable of compliance with the obligation specified in Article 13.

(14) The register pursuant to paragraph 1 shall be kept by the Phytosanitary Administration which records identification of the applicant for registration, person listed in the register under a registration number, activity for which the person is listed in the register, changes and cancellations of the activity.

(15) The Phytosanitary Administration shall cancel the registration on request of the registered person or it may also cancel the registration, and where appropriate, suspend its validity, in case of finding out flagrant or repeated violation of the obligation referred to in Article 13.

(16) The form of the application pursuant to paragraph 3 and the content and method of keeping the register pursuant to paragraph 5 are specified in the implementing legal regulation.

(17) The Commission shall be provided with access to the register pursuant to paragraph 1 on request.

Article 13

Obligations of Registered Persons 

(18) Person referred to in Article 12, paragraph 1, shall 

a)
keep records of plants, plant products and other objects planted, produced, stored, dispatched to others or otherwise used by them; the extent, the way of keeping records and the keeping period are specified in the implementing legal regulation, 

b)
enable the Phytosanitary Administration to carry out activities laid down by this act in the places of planting, production, storage or keeping of plants, plant products and other objects and provide the necessary cooperation, data and documents; for this purpose the person must be personally accessible for the needs of the Phytosanitary Administration, or can authorise another person appropriately technically experienced in plant production and related plant health matters for contact with the Phytosanitary Administration, 
c)
carry out visual observations of plants, plant products and other objects referred to in Article 12, paragraph 1, letter a), with the aim to find out the facts referred to in letter d), point 1, in the necessary extent, at appropriate times and in the way laid down by the Phytosanitary Administration in the Bulletin,

d)
notify the Phytosanitary Administration 

1.
immediately of any unusual (for example so far unreported or exceptionally intensive for the location in question) occurrence of harmful organisms and/or symptoms of contamination with harmful organisms or other abnormalities on plants, plant products or other objects referred to in Article 12, paragraph 2, 

2.
on forms received from the Phytosanitary Administration together with a document of entry into the register pursuant to Article 12, paragraph 4, letter a) of any change of data included into the register that is kept pursuant to Article 12, paragraph 5, within 1 month from the date of the respective change,

e)
ask the Phytosanitary Administration for carrying out a systematic phytosanitary examination of plants, plant products and other objects referred to in Article 12, paragraph 1, letter a); the form of the application and information about the way and deadlines of its submission are provided to the applicant and published in the Bulletin by the Phytosanitary Administration,

f)
keep an updated plan of  the premises on which plants, plant products or other objects referred to in Article 12, paragraph 1, letter a) are grown, produced, stored or used or on which these plants, plant products or other objects are present, and to submit the plan to the Phytosanitary Administration before carrying out the systematic phytosanitary inspection pursuant to Article 15; the model plan of the premises and information about the way and deadlines of its submission to the Phytosanitary Administration are provided to the persons registered pursuant to Article 12, paragraph 1 by the Phytosanitary Administration and published in the Bulletin.

(2)
On the basis of the results of the systematic phytosanitary examination pursuant to Article 15, paragraph 2 and 3 or the phytosanitary surveillance pursuant to Article 74, the Phytosanitary Administration may order to any person pursuant to Article 12, paragraph 1 by means of an official measure pursuant to Article 75 to perform one or more activities of phytosanitary care necessary for improvement of the plant-health status of plants, plant products or other objects and for safeguarding their identity until the plant passports are attached pursuant to Article 20, paragraph 1. These activities include in particular special examinations, sampling, treatment, marking (labelling), placing in isolation or destruction of plants, plant products and other objects as well as acts necessary for compliance with special requirements specified in the implementing legal regulation. 

Article 14

Conditions for Movement of Plants, Plant Products and Other Objects

(19) The implementing legal regulation specifies

plants, plant products and other objects that may not be moved within the territory of the Member States of the European Union unless a plant passport pursuant to Article 18, paragraph 1 is attached to them, their packaging or to the vehicles transporting them

protected zones and plants, plant products and other objects that may not be moved into the protected zones or within these protected zones, unless a plant passport for the relevant protected zone is attached to them, their packaging or to the vehicles transporting them, providing evidence for the compliance with the special requirements laid down for this protected zone in the same implementing legal regulation.

(20) The provision of paragraph 1, letter a) shall not apply to seeds which are provided with the documents issued pursuant to the special legal act 6) if they comply with the special requirements specified in the implementing legal regulation.

(21) The provision of paragraph 1, letter b) shall not apply to plants, plant products and other objects complying with the conditions for their transport through the protected zone or their movement within the protected zone laid down according to Article 30, paragraph 1.

(22) The provisions of paragraph 1 shall not apply to the movement of plants, plant products, foodstuffs or animal feeding stuffs where they are intended for use by the owners or recipients for non-industrial and non-commercial purposes or for consumption during transport, provided that there is no risk of harmful organisms spreading.

Article 15

Systematic Phytosanitary Examination 

(1) The implementing legal regulation specifies plants, plant products and other objects which if they are 

a) planted, produced or used or only present in the territory of the Czech Republic and are intended for placing on the market within the territory of the European Communities, 

b) intended for movement into a protected zone, 

must be subjected to a systematic phytosanitary examination before their marketing or movement into the protected zone to ensure that they are not contaminated by the harmful organisms listed in the same implementing legal regulation and that they comply with the special requirements also specified therein. 

(2) The systematic phytosanitary examination shall be carried out by the Phytosanitary Administration preferably at the place of production of the relevant plants, plant products and other objects, regularly at appropriate times at least once a year, and at least by visual observation of all plants, plant products and other objects, or of their representative sample taken by the Phytosanitary Administration free of charge. Growing medium and packaging or containers, agricultural machinery and facilities used for planting, production, use and handling of the relevant plants, plant products and other objects, and vehicles transporting them, are also subjected to the systematic phytosanitary examination. 

(3) The Phytosanitary Administration may at any time carry out a phytosanitary examination of plants, plant products and other objects that are stored, used or otherwise handled for business purposes on fields and in premises of persons registered pursuant to Article 12, paragraph 1, letter c). The provision of paragraph 2 shall apply mutatis mutandis. 

(4) The systematic phytosanitary examination need not be carried out in plants, plant products and other objects designed for movement into the respective protected zone before their movement through or outside the territory of the protected zone. 

(5) The provision of paragraph 1, letter a) shall not apply to plants, plant products, foodstuffs or animal feeding stuffs where they are intended for use by the owners or recipients for non-industrial and non-commercial purposes or for consumption during transport, provided that there is no risk of harmful organisms spreading. 

(6) To eliminate the risk arising from the occurrence of the relevant harmful organism and/or from non-compliance with the special requirement pursuant to paragraph 1, found on the basis of a systematic phytosanitary examination carried out pursuant to paragraphs 1 to 3, the Phytosanitary Administration shall order appropriate extraordinary phytosanitary measures pursuant to Article 76, paragraph 1, letters a) to d). The measures may include total or partial suspension of validity of registration of a person registered pursuant to Article 12, paragraph 1, until proving that there is no risk of harmful organisms spreading. During the period of suspension of the person's registration, the issue and replacement of plant passports pursuant to Article 17, paragraph 1 and pursuant to Article 19, paragraph 2 and the authorisation for issue of these passports pursuant to Article 17, paragraph 2, is also suspended for the person, with the exception of the case specified in Article 16, paragraph 2. Without prejudice to the provision of Article 76, paragraph 6. 

Article 16

Conditions for and Method of Issuing Plant Passports

(23) The plant passport is issued if a systematic phytosanitary examination carried out pursuant to Article 15, paragraph 2 proves compliance with the conditions specified in Article 15, paragraph 1. If these requirements are not met, the plant passport may not be issued. Issue of plant passport includes its preparation, complete and correct filling out and securing against abuse for the period before its submission to the applicant. 

(24) If on the basis of a systematic phytosanitary examination carried out pursuant to Article 15, paragraph 2, the occurrence of harmful organisms pursuant to in Article 15, paragraph 1 is found out but it is proved by local examination of the phytosanitary administration that a part of the plants or plant products grown, produced or used by a person registered pursuant to Article 12, paragraph 1, letters a) or c) or otherwise present on the premises owned or used by the person, or a part of the growing medium used there, present no risk of the relevant harmful organisms spreading then a plant passport may be issued for the particular part. 

(25) If the systematic phytosanitary examination was not focused on verification of compliance with the conditions specified for the protected zone, the plant passport for the protected zone in question cannot be issued. If on the basis of the check carried out pursuant to Article 74, paragraph 5 and 6 it was found out that these conditions were not fulfilled, the issued plant passport shall not be considered to be valid for the zone and it shall bear the stamp on a visible place in the front page in the shape of an equilateral triangle in red with the text “Passport Cancelled”.

Article 17
Authorisation for Issuing Plant Passports

(26) Plant passports and plant passports for a protected zone are issued by the Phytosanitary Administration in the way specified in the implementing legal regulation, if a person registered pursuant to Article 12, paragraph 1, letters a) and b) applied for it, or directly by this person if the person was authorised for issuing plant passports by the Phytosanitary Administration pursuant to paragraph 2. 

(27) The Phytosanitary Administration may authorise a person registered pursuant to Article 12, paragraph 1, letters a) and b) to issue plant passports and plant passports for a protected zone for plants, plant products or other objects placed by the person on the market. The authorisation is granted on the basis of written application submitted by the person and if the person submits model plant passports and the Phytosanitary Administration finds the person qualified to follow the procedure of issue of plant passports pursuant to Article 16, paragraph 1, and issue passports in the way specified in the implementing legal regulation, and keep record pursuant to Article 13, paragraph 1, letter a). The way of applying for authorisation, the items of the application and the way authorisation are specified in the implementing legal regulation. 

(28) The Phytosanitary Administration shall cancel authorisation for issuing plant passports and plant passports for a protected zone if it finds serious or repeated incompliance with the procedure of issuing plant passports and plant passports for a protected zone or if it cancels the registration of the respective person pursuant to Article 12, paragraph 6.

(29) The provisions of paragraphs 1 to 3 apply accordingly to issue of replacement plant passports.

Article 18

Types of Plant Passports

(30) There are a plant passport and a plant passport for a protected zone. Under the conditions referred to in Article 19, a replacement plant passport may also be issued.

(31) The forms and items to be included in a plant passport, a plant passport for a protected zone, and a replacement plant passport are specified in the implementing legal regulation.

Article 19
Replacement of Plant Passports

(1)
A plant passport or a plant passport for a protected zone issued pursuant to Article 17, paragraph 1, or, where appropriate, a replacement plant passport, may be replaced with a replacement plant passport only where

a) the original consignment is divided up, 

b) several consignments or parts thereof are combined 

c) the health status of plants, plant products and other objects in the consignment changes,

and only if the identity of the plants, plant products or other objects in the new consignment is guaranteed and since dispatch of the original consignment there has been no risk of contamination by harmful organisms specified in the implementing legal regulation. The new consignment must comply with the requirements referred to in Article 15, paragraph 1. 

(2)
Replacement plant passports are issued by the Phytosanitary Administration on request of a person registered pursuant to Article 12, paragraph 1, letters a), b) and d) in the way specified in the implementing legal regulation, or directly by the person if the person was authorised by the Phytosanitary Administration for issuing of replacement plant passports pursuant to Article 17, paragraph 4.

Article 20

Obligations of Natural Persons and Legal Entities Related to Issuing Plant Passports

(32) Attachment of plant passports to the respective plants, plant products and other objects, their packaging or vehicles transporting them pursuant to Article 14, paragraph 1 in a manner that it cannot be reused is the responsibility of the person registered pursuant to Article 12, paragraph 1, letters a), b) and d).

Natural persons and legal entities whose business activity
 includes growing plants, and who purchase or otherwise acquire plants, plant products or other objects as final users, shall purchase or otherwise acquire plants, plant products and other objects listed in the implementing legal regulation only if these are provided with plant passports, or with plant passports for the protected zone into which they are to be moved, or with replacement plant passports, and shall

a)
retain the plant passports and keep records about them specified in the implementing legal regulation for at least one year since the date of their acquirement,

b)
report to the Phytosanitary Administration purchase or other acquirement of plants, plant products or other objects originating from third countries in the way specified in the implementing legal regulation,

c)
allow inspectors of the Phytosanitary Administration to enter the fields and premises owned or used by them for growing, storage or processing of plants, plant products or other objects and allow access to them at any stage of their growing, production, processing or storage, to take samples free of charge and to check the relevant documents for the purpose of carrying out a survey of the occurrence of harmful organisms pursuant to Article 10, paragraph 1, a systematic phytosanitary examination pursuant to Article 15 and phytosanitary surveillance pursuant to Article 74.

Import of Plants, Plant Products and Other Objects from Third Countries

Article 21
General Provisions

(33) Plants, plant products or other objects specified in the implementing legal regulation which are imported from third countries into the Czech Republic must be subject to an import phytosanitary inspection carried out by the Phytosanitary Administration pursuant to Article 22 in the places referred to in Article 25. Only after completion of this inspection and if it was on the basis of its results officially found that 

a)
they are not infested or contaminated by the harmful organisms specified in the implementing legal regulation ,

b)
they are not plants or plant products specified in the implementing legal regulation and originating from countries specified in the same implementing legal regulation, 

c)
they comply with the special requirements laid down in the implementing legal regulation, 

d)
they are accompanied by the original of the phytosanitary certificate or the phytosanitary certificate for re-export, issued pursuant to and complying with the provisions of Article 23,

they may be released into the customs procedures of free circulation, admission outward and inward processing, processing under customs supervision and temporary use. 

(34) Plants, plant products or other objects other than those specified in paragraph 1 and which are imported from third countries into the Czech Republic may undergo the import phytosanitary inspection carried out by the Phytosanitary Administration pursuant to Article 22 with the aim to find their potential infestation or contamination by harmful organisms referred to in paragraph 1, letter a) or by harmful organisms whose occurrence has not yet been detected in the territory of the Czech Republic. Once the inspection pursuant to this paragraph has started, the relevant plants, plant products or other objects may be released into the customs procedures of free circulation, outward and inward processing, processing under customs supervision and temporary use13 only if it is evident on the basis of a result of this inspection that these plants, plant products or other objects comply with the relevant provisions of the Act.  The Phytosanitary Administration to the importer of the consignment and to the relevant customs office shall immediately report the initiation of this inspection
. 

(35) The provision of paragraph 1 also applies to consignments or lots intended for a protected zone. In this case the import phytosanitary inspection applies to

a) other harmful organisms listed in the implementing legal regulation,

b) other plants and plant products listed in the implementing legal regulation and originating from the countries listed in the same implementing legal regulation, and 

c) compliance with the specific requirements laid down in the implementing legal regulation,

with regard to the certain protected zone into which the consignments or lots are to be delivered. 

(36) A consignment customs declared as other than containing or consisting of plants, plant products or other objects specified in paragraph 1, imported from a third country to the Czech Republic, must be subjected to an import phytosanitary inspection pursuant to Article 22, if the customs declaration procedure17) reveals well-founded suspicion that such plants, plant products or other objects are contained. The authority responsible for customs declaration of the consignment shall immediately inform in writing the relevant local office of the Phytosanitary Administration about the suspicion. If doubts about correctness of the customs declaration of the consignment remain after carrying out an inspection pursuant to Article 22, in particular concerning the genus and species of the plants or plant products or their origin, then the consignment shall be considered as containing plants, plant products or other objects referred to in paragraph 1. 

(37) The limitations laid down for plants, plant products or other objects according to the provisions of paragraphs 1 to 3 apply also to their placement into free customs zone or in a free customs warehouse.

(38) The import phytosanitary inspection shall not be carried out if the importer of the relevant consignment or lot containing plants, plant products or other objects referred to in paragraph 1 is not registered pursuant to Article 12, paragraph 1, letter b).

Article 22

Import Phytosanitary Inspection

In accordance with the provision of Article 21, paragraph 1 and 3 the Phytosanitary Administration shall carry out an inspection of 

a)
each consignment declared under the customs formalities as a consignment containing plants, plant products or other objects specified in Article 21, paragraph 1 or Article 21, paragraph 3, or 

b)
each lot declared under the customs formalities as a lot containing plants, plant products or other objects specified in Article 21, paragraph 1 or Article 21, paragraph 3, if the consignment consists of more than one lot.

Import phytosanitary inspection pursuant to Article 21, paragraph 1 and 3 is carried out in compliance with a special legal act
 with the aim to find out whether 

a)
the consignment or lot is accompanied by the required documents pursuant to Article 21, paragraph 1, letter d) (hereinafter only "documentary check”), 

b)
on the basis of assessment of the consignment in its entirety or assessment of one or more official samples representing the whole consignment, the consignment or lot consists of plants, plant products or other objects specified in the documentation required pursuant to Article 21, paragraph 1, letter d), or where appropriate, in other documentation accompanying the consignment or lot (hereinafter only "identity check”) and does not contain plants or plant products specified in Article 21, paragraph 1, letter b), 

c)
on the basis of assessment of the consignment in its entirety or assessment of one or more official sample representing the whole consignment, including the growing medium, packaging, or transport vehicles, the consignment or lot complies with the requirements referred to in Article 21, paragraph 1, letters a), b) and c) (hereinafter only "plant health check”). 

The Phytosanitary Administration

a)
is authorised to take samples from a consignment in necessary amount and under conditions specified in Article 74, paragraph 9 and 10 for the purpose of proper carrying out the import phytosanitary inspection; a protocol about it is issued,

b)
takes no responsibility for damage caused by delay of the transport vehicle for a time necessary for carrying out the import phytosanitary inspection, and makes an official record about it, without prejudice to responsibility for damage caused by execution of public power by decision or inappropriate official procedure,

c)
keeps records of consignments undertaking import phytosanitary inspection and of results of the inspections.

(4)
After completion of the import phytosanitary inspection of a consignment or lot, the provisions of Article 14, paragraph 1 and 2 on attachment of a plant passport and Article 19 on replacement plant passports apply to the plants, plant products or other objects listed in the implementing legal regulation and contained in the consignment or lot, if the Phytosanitary Administration has found that the consignment or lot complies with the requirements specified in Article 21, paragraph 1.

Article 23

Phytosanitary Certificates 

(1) Plants, plant products or other objects specified in Article 21, paragraph 1 and imported from third countries to the territory of the Czech Republic must be accompanied by a phytosanitary certificate, or where appropriate, a phytosanitary certificate for re-export. In third countries, these certificates shall be issued by the authority authorised for this purpose under the international agreement9); in the case of non-contracting countries, on the basis of laws or regulations of this third country. The items to be included and the validity period of a phytosanitary certificate and a phytosanitary certificate for re-export required by the Czech Republic are specified in the implementing legal regulation. 

(2) Phytosanitary certificate pursuant to paragraph 1 shall be issued in the third country 

a)
in which the relevant plants, plant products or other objects were grown or produced (hereinafter only "country of origin”) if the plants, plant products or other objects in question must comply with special requirements specified in the implementing legal regulation and which it is possible to be fulfilled only in the country of origin, or

b)
from which the relevant imported plants, plant products or other objects are dispatched to the territory of the European Communities (hereinafter only "consigner country”) if the plants, plant products or other objects in question need not be fulfilled any special requirements or if the special requirements specified under a) can also be fulfilled in a country other than the country of origin. 

Article 24

Obligations of Importers and Carriers

(1)
Importer of plants, plant products and other objects which were provided by plant passports at their placing on the market pursuant to Article 14, paragraph 1 or 2, is obliged to report their recipient in the territory of the Czech Republic to the Phytosanitary Administration in the way and timing specified in the implementing legal regulation. The plants, plant products and other objects to which this obligation applies are also specified in the implementing legal regulation.

(2)
The importer of a consignment or lot that is to be subject to an import phytosanitary inspection pursuant to Article 21, paragraph 1 or 3, or another person authorised by the importer, are obliged to submit the consignment or lot to the Phytosanitary Administration for the carrying out the inspection at a place defined as a place for carrying out an import phytosanitary inspection according to Article 25.

(3)
The carrier of the imported consignment or lot which is to be subject to the import phytosanitary inspection pursuant to Article 21, paragraph 1 to 4, shall enable performance of the inspection in the extent and in the way specified by this Act, including a documentary check for correctness and completeness pursuant to Article 23, paragraph 1, where appropriate, a check of other documents accompanying the consignment or lot. 

(4)
The carrier of the imported or transit2) consignment must ensure the consignment in a way preventing it from contamination with harmful organisms and from spread of harmful organisms from the consignment during transport.

Article 25

Places for Carrying out Import Phytosanitary Inspection

(1)
Import phytosanitary inspection pursuant to Article 21, paragraph 1 to 4 is carried out at the points of entry specified in the implementing legal regulation and under the international treaty
. The Phytosanitary Administration shall forward to the Commission and the other Member States of the European Union the updated list of points of entry. A point of entry shall mean the place where an office of the Phytosanitary Administration has been established for the purpose of carrying out import phytosanitary inspections.
(2)
All or part of the plant health check of a consignment or lot can also be carried out at the place of destination or near that place, if

a)
the consignment or lot has been forwarded to the place by the Phytosanitary Administration from a point of entry or by an official body of a Member State of the European Union responsible for carrying out import phytosanitary inspections of consignments,

b)
the consignment or lot has been transported to the place of implementation of import phytosanitary inspection in a closed and undamaged package or with undamaged customs seal and

c)
the Phytosanitary Administration at the point of entry, or an official body of another Member State of the European Union responsible for carrying out import phytosanitary inspections of consignments, shall check documents and identity of the consignment before dispatching the consignment to its destination and verify that the consignment or lot does not contain plants, plant products or other objects whose import is banned pursuant to Article 7, paragraph 5.

(3)
The minimum requirements for technical and professional facilities and equipment of the point of entry and the place pursuant to paragraph 2 and for scientific and technical qualifications of the staff of Phytosanitary Administration for carrying out the import phytosanitary inspection pursuant to Article 21, paragraph 1 to 4 are specified in the implementing legal regulation. The operator of the point of entry or the place according to paragraph 2 shall provide the Phytosanitary Administration for a charge with suitable spaces enabling fulfilment of the minimum conditions for carrying out import phytosanitary inspections. If the place is operated by a body which is an organisational unit of the state, then the spaces shall be provided free of charge
Article 26

Manipulation with a Consignment after Completion of Import Phytosanitary Inspection

(1)
If it is found out on the basis of an import phytosanitary inspection pursuant to Article 22 that the consignment or lot complies with the requirements of Article 21, paragraph 1, then it is released into the proposed customs procedure without restrictions and the Phytosanitary Administration shall mark the relevant phytosanitary certificate or the phytosanitary certificate for re-export with the date of the carrying out the inspection and the official stamp with its name. If the consignment or lot does not comply with the requirements, it must be immediately subject under the supervision of the Phytosanitary Administration to one or more of the following measures ordered pursuant to Article 75:
a)
treatment or processing by procedures and means specified by the Phytosanitary Administration, if the requirements laid down in Article 21, paragraph 1 are fulfilled thereby, without prejudice to the provisions of the special legal act
.

b)
removal of the infected or contaminated item from the consignment,

c)
storage in a place and under conditions specified by the Phytosanitary Administration  until the final results of official laboratory or other tests are known,

d)
refusal of entry of the consignment into the territory of the European Communities,

e)
destruction in the way specified by the Phytosanitary Administration.

(2)
If the Phytosanitary Administration orders a measure pursuant to paragraph 1 for a consignment or lot of plants protected by the special legal act
, then the measure referred to in paragraph 1, letter c) shall be taken preferably. When deciding about the consignment or lot according to the special legal act14), the factual content of the ordered measure shall be obligatory.
(3)
If the consignment or lot does not comply with the requirements referred to in Article 21, paragraph 1, the Phytosanitary Administration may also order extraordinary phytosanitary measures pursuant to Article 76, paragraph 1.
(4)
If occurrence of a harmful organism referred to in Article 21, paragraph 1, letter a), or Article 21, paragraph 3, letter a) has been found just in a part of the consignment and if it is evident that the remaining parts of the consignment are not contaminated by the harmful organism or suspected of the contamination, then the contaminated part of the consignment shall be subject to the necessary official measures pursuant to paragraph 1, letters a) to e) and the remaining part of the consignment can be released to the proposed customs procedure without restrictions, if there is no risk of spread of the harmful organism.
(5)
If there is a risk of introduction or spread of harmful organisms pursuant to Article 11, the Phytosanitary Administration shall order to apply one or more extraordinary phytosanitary measures pursuant to Article 76, paragraph 1 also to the transport vehicles, warehouses, containers and packaging used for transport or storage of the relevant consignment or lot.

(6)
If the consignment or lot has been intercepted pursuant to paragraph 1, the Phytosanitary Administration shall notify the Commission and the official authorities of plant protection of the other Member States of the European Union, unless the reason for the interception has been incompliance with the provisions of Article 21, paragraph 1, letter d). Model notification of interception of a consignment or lot and details of the procedure of its dispatch are specified in the implementing legal regulation.

(7)
The measures pursuant to paragraphs 1, 3 to 5 are ordered by the Phytosanitary Administration to the importer, carrier or recipient of the consignment or to the operator of the warehouses or vehicles referred to in paragraph 5. The Phytosanitary Administration also informs in writing the relevant local customs office about the measures. The person to whom the measures were ordered shall cover the costs associated with their taking. 

(8)
If measures are ordered pursuant to

a)
paragraph 1, letters b) and d), then the Phytosanitary Administration shall mark the phytosanitary certificate or phytosanitary certificate for re-export issued for the relevant consignment as invalid by printing a stamp in the shape of equilateral triangle of side length 50 mm, in red, with the text “Certificate cancelled” on the front side of the certificate, with the name and surname of the authorised person in capitals and with the date of decision concerning handling of the consignment,

b)
paragraph 1, letter a), the consignment must be checked again after carrying out of the ordered treatment or processing,

c)
paragraph 1, letters a), c) and e), the importer, carrier or recipient of the consignment shall ensure a place for its destruction, treatment, processing or storage in the way preventing spread of harmful organisms from the consignment.

(9)
If the Phytosanitary Administration receives notification of an interception of a consignment or lot from another Member State of the European Union, it shall immediately notify points of entry.

(10)
If a liable person pursuant to paragraph 7 does not fulfil measures ordered by the Phytosanitary Administration pursuant to paragraphs 1, 3 to 5, the Phytosanitary Administration shall arrange their carrying out at the expense of the person.

Article 27

Special Provisions

(1)
If the Phytosanitary Administration does not find any risk of harmful organisms spreading in the European Communities

a)
the provisions of Article 21, paragraph 1 and 3 do not apply to plants, plant products or other objects which are moved from one point to another within the European Communities through the territory of a third country under the direct custom transit procedure
,

b)
the provisions of Article 7, paragraph 5, letter a) and Article 21, paragraph 1 and 3 do not apply to plants, plant products or other objects which are moved from one point to another within one or two third countries passing through the territory of the European Communities under the direct custom transit procedure21),

c)
the provisions of Article 21, paragraph 1 and 3 do not apply to small quantities of plants or plant products, including foodstuffs and animal feeding stuffs specified in the implementing legal regulation, where they are intended for use by the owner or recipient for non-industrial and non-commercial purposes, or for consumption during transport.

(2)
If the Phytosanitary Administration decides in accordance with Article 8, paragraph 1, then the provisions of Article 21, paragraph 1 and 3 do not apply to plants, plant products and other objects intended for the use for trial and scientific purposes and for work on varietal selections. 

(3)
If thus agreed between the European Communities and a third country on the basis of legal acts of the European Communities1), the Phytosanitary Administration may carry out the necessary activities related to the import phytosanitary inspection pursuant to Article 22, paragraph 2, letter c) under the authority of the Commission in the third country in cooperation with the relevant official plant protection organisation in accordance with the legal act of the European Communities 1).

Export of Plants, Plant Products and Other Objects

Article 28

(39) If plants, plant products and other objects are exported from the Czech Republic to a third country and must comply with the requirements of the importing or transit country concerning prevention against introduction of harmful organisms, including the requirement to issue of a phytosanitary certificate or phytosanitary certificate for re-export, then the Phytosanitary Administration shall issue the required certificate if it finds on the basis of a carrying out examination compliance with the requirements. The exporter or a person authorised by the exporter shall apply to the Phytosanitary Administration for the issue of the required certificate at least 2 working days before the date of loading the consignment. The applicant shall enable the Phytosanitary Administration to carry out the required examination. If the applicant does not enable the Phytosanitary Administration to carry out this examination, the Phytosanitary Administration shall not issue the required phytosanitary certificate or phytosanitary certificate for re-export. The scope of the examination, the items to be included in the application and the way of its submitting are specified in the implementing legal regulation. 

(40) If the importing or transit third country requires treatment of wood packaging material for protection against introduction of harmful organisms, including its marking in the country of origin or in the consignor country, the material must be treated with technical means specified in Article 68. The way and places for the treatment and the way of marking the wooden packaging material are specified in the implementing legal regulation.

(41) In case of a re-exported consignment, the applicant for issue of the phytosanitary certificate referred to in paragraph 1 shall submit the original or authorised copy of the phytosanitary certificate issued in the country of origin of the consignment, if such certificate was issued.

(42) The form and contents of the phytosanitary certificate and certificate for re-export issued pursuant to paragraph 1 are specified in the implementing legal regulation.

(43) The phytosanitary certificate or phytosanitary certificate for re-export may substitute the permit of the Ministry of the Environment for export of artificially cultivated plants of endangered species of wild plants, if laid down by the special legal act20) and under conditions specified in this legal act.

(44) If the importing or transit third country requires an examination during growing, production or processing of the plants, plant products or other objects in question for the purpose of protection against introduction of harmful organisms, the Phytosanitary Administration shall carry out the examination on the basis of application of the grower of the plants or the producer of the plant products or other objects.

The Phytosanitary Administration shall

a)
keep records of the results of the examinations carried out pursuant to paragraphs 1 and 6

b)
keep records of and publish requirements of the importing and transit countries for the purpose of protection against introduction of harmful organisms, it has received from them.

(7) The carrier of the exported consignment must ensure the consignment in a way preventing it from being contaminated by harmful organisms and from their potential spread from the consignment during transport.
Protected Zones

Article 29

Definition of Protected Zones 
(45) Protected zones defined within the territory of the European Communities are laid down by special legal act of the European Communities.
 

(46) If the Phytosanitary Administration comes to the conclusion on the basis of the result of evaluation of the risk level of introduction and spread of harmful organisms pursuant to Article 10, paragraph 2 that it would be meaningful to define a protected zone in the territory of the Czech Republic, then it shall submit a proposal for recognition of the protected zone to he Commission.

(47) Before submission of the proposal referred to in paragraph 2 it must be proved that the harmful organism, in respect of which the zone is to be recognized, is not endemic or established in the area submitted to its recognition. The Phytosanitary Administration shall define and implement an expert programme for verification of compliance with this requirement and if the relevant protected zone is defined and recognised pursuant to paragraph 1, also for systematic monitoring of continuation of the state, and publish the programme in the Bulletin. The Ministry supervises the fulfilment of the programme.

(48) The expert programme referred to in paragraph 3 shall include
a)
a survey based on understanding of the biology of the harmful organisms of concern, also of the agronomy and environmental conditions of the area considered for definition of a protected zone, using suitable methods of detection of harmful organisms, including the growing medium and crop inspection, and if necessary, laboratory testing,

b)
a permanent regime providing regular and systematic surveys, at appropriate times, at least once a year, on the presence of the harmful organisms in respect of which the zone is to be recognized and maintained,

c)
a system of keeping records of the extent and results of the surveys.

The implementing legal regulation specifies the method of establishment of a network of observation points, criteria for placing the observation points, data to be recorded at the observation points, methods of surveys carried out at the observation points and other details for carrying out the survey.

(49) The Phytosanitary Administration shall notify the Commission about the methods, the conduct and results of the survey pursuant to paragraph 4. If the protected zone is recognised in the territory of the Czech Republic, the Phytosanitary Administration shall inform the Commission without delay about each finding of the relevant harmful organism.

(50) Protected zones in the territory of the Czech Republic shall be specified by the Ministry in an implementing legal regulation on the basis of the special act of the European Communities.22) The Phytosanitary Administration may adopt measures in compliance with this Act, in particular ordering special phytosanitary measures pursuant to Article 76, paragraph 1, for the purpose of compliance with the conditions necessary for maintenance of the defined protected zone.

Article 30

Measures against Introduction of Harmful Organisms into Protected Zones and Their Spread within Protected Zones

(51) Plants, plant products or other objects specified in the implementing legal regulation originating outside the protected zone defined for these plants, plant products or other objects in relation to one or more harmful organisms may be moved through the zone with the final destination outside the zone without a plant passport valid for the zone, only if technical conditions and measures to prevent spread of harmful organisms specified in the implementing legal regulation are met.

If it is found on the basis of the systematic phytosanitary examination pursuant to Article 15, or the surveys pursuant to Article 10, paragraph 1 or Article 29, paragraph 4, letter b), and where appropriate, on the basis of a phytosanitary surveillance pursuant to Article 74 carried out in the territory of the protected zone that the conditions pursuant to paragraph 1 are not met, then the Phytosanitary Administration shall order to the natural person or legal entity which caused the incompliance, to take immediately measures for prevention of the risk of spreading the harmful organisms for which the zone has been defined,

a)
sealing of the packaging,

b)
movement of the plants, plant products or other objects under official control of the Phytosanitary Administration outside the relevant protected zone.

(52) The provisions of paragraph 2 do not affect potential other measures for the plants, plant products or other objects in question, which are applied to them according to this Act or ordered on the basis of this Act

(53) The Phytosanitary Administration may in justified cases substitute the systematic phytosanitary examination pursuant to Article 15, paragraph 1, letter b) for the survey pursuant to Article 29, paragraph 4 in case of plants, plant products or other objects pursuant to paragraph 1 originating in the protected zone and moved within the zone which is defined for them in relation to one or more harmful organisms

(54) Movement of plants, plant products and other objects into protected zones is further governed by the provisions of Article 7, paragraph 1, letter b), Article 7, paragraph 5, Article 14, paragraph 1, letter b) and Article 14, paragraph 3, Article 15, paragraph 1, letter b) and Article 15, paragraph 4, Article 16, paragraph 3 and Article 21, paragraph 3.

Chapter IV

Products and other Means

Products

Article 31

Basic Provisions

(1) The product, except the products which are intended for use pursuant to Articles 44 and 45, parallel products pursuant to Article 53, and products permitted for use pursuant to Article 37, paragraph 2, may be placed on the market and used if it is authorized by the Phytosanitary Administration. The placing of a product on the market is each supply, whether in return for payment or free of charge, with the exception of the supplies intended for storage followed by export from the territory of the European Communities or disposal; the import of a product into the territory of the European Communities shall also be deemed to constitute the placing on the market. 

(2) The product may only be imported by the holder of the decision on its authorization, where appropriate, by the holder of the decision on the permission of the parallel product import or by the holder of the permission pursuant to Article 37, paragraph 2. The authorization of a product is the issue of the administrative decision by which the competent administrative authority, on the basis of an application submitted by the applicant, authorizes the applicant to place the product on the market and sets out the conditions for handling it. 

(3) The provision referred to in paragraphs 1 and 2 does not apply to the products which are manufactured, stored or transported within the territory of the Czech Republic with the intention to use them in another Member State of the European Union provided that:

a) the product is authorized in the Member State of the European Union, and

b) the supervision requirements laid down by the competent Member State of the European Union for the placing of the products on the market and their use are satisfied. 

(4) The product must be used in compliance with the conditions laid down by the decision on its authorization and by the implementing legal regulation and that according to its labelling and under the observance of the principles of good plant protection practice and, where appropriate, also of the principles of integrated plant protection.

(5) The active substance in a form of a product must not be placed on the market if 

a)
it is not classified, packaged and labelled according to the requirements set out by the implementing legal regulation, 

b)
the dossier on the new active substance has not been forwarded to the Member States of the European Union and to the Commission according to the legal act of the European Communities1), including the declaration that this active substance is intended for a use in a form of a product; this condition shall not apply to active substances intended for a use pursuant to Articles 44 and 45. 

Article 32

Application for authorization

(1)
The application for the authorization of a product (hereinafter only the “application”) shall be submitted to the Phytosanitary Administration by the person intending to place the product on the market (hereinafter only the “applicant”).

(2)
The applicant is a physical person with permanent residence in any State of the Member States of the European Union
 or in another state which is a part of the European Economic Area3) and is authorized to carry out business activity within its territory, or a legal entity that has an seat within the territory of the European Economic Area and has been established in harmony with the legislation of the state which is a part of the European Economic Area3). If the applicant does not have the permanent residence or seat within the territory of the European Union, he must empower the person who has the permanent residence or seat within the territory of the European Union (hereinafter only the “representative”), to negotiate the application. The representative acts on behalf of the applicant on the basis of power of attorney given in writing. The officially verified power of attorney is attached to the application and is a part of it. 

(3)
The application shall be submitted in Czech language. The applicant is obliged to provide, free of charge, the necessary amounts of samples of the product, active substance and of other ingredients of the product, including the package and that in accordance with the requirement of the Phytosanitary Administration and within the period and on the place destined by the Phytosanitary Administration. Essentials to the application shall be specified by the implementing legal regulation. 
a) (4)
The applicant is obliged, together with the application, to deliver

b) the dossier on the product, 

c) the dossier on the active substance for each active substance contained in the product. 

The dossier may be in English language.

(5)
If the active substance is included in the list of active substances, the applicant is not obliged to provide the dossier on this active substance, with the exception of its identification, especially with regard to the degree of its purity and the nature of its impurities. The Phytosanitary Administration shall verify this data. The rights to data protection and data confidentiality, pursuant to Article 40, paragraphs 1 and 2, are not aggrieved at this provision.

(6)
The Phytosanitary Administration shall draw up to each application the documentary file which must contain

a)
the copy of the application, including the essentials to it pursuant to paragraph 4.

b)
the survey of the decisions adopted by the Member States of the European Union related with the product in question,

c)
the summary evaluation of data contained in the application, where need be, other necessary documents. 

The Phytosanitary Administration, on request, shall make freely accessible to competent bodies of other Member States of the European Union and to the Commission the summary data evaluation pursuant to letter c), and on request, it shall provide them with necessary information concerning the application; it shall also, where requested, ensure that they are provided with the copy of the dossier pursuant to paragraph 4 by the applicant.

(7)
The implementing legal regulation shall specify the required data on the product and on the active substance and related requirements for the way to acquire this data, which the applicant is obliged to supply in the dossier on the product and in the dossier on the active substance pursuant to paragraph 4.

Article 33

Authorization Proceedings
(1)
The procedure of the assessment of the product properties for the purpose of decision on the authorization of the product shall be used in accordance with the principles of evaluation of basic data and with the criteria set out by the implementing legal regulation. In so far as the effects on harmful organisms are assessed within the proceeding on the authorization of a product, the harmful organisms shall mean the organisms injuring plants or plant products, belonging to the animal or plant kingdom, and also viruses, bacteria, organisms of the Mycoplasma genus and other pathogens. 

(2)
The Phytosanitary Administration may stay the proceeding on the product authorization if the applicant, in spite of the call in writing to do it, does not submit the basic data necessary for the decision within the prescribed period.

(3)
The Phytosanitary Administration shall reject the application unless

a)
the active substance in the product is included in the list of active substances and the conditions laid down in the regulation of the European Communties1) are fulfilled, 

b)

it is ascertained, in the light of current scientific and technical knowledge, and proved on the basis of the evaluation of the dossier on the product that the product, when used pursuant to Article 31, paragraph 4, and having regard to normal conditions under which it may be used, and to the consequences of its use,

1.
is sufficiently effective, 

2.
has no unacceptable effect on plants or plant products where the plants shall mean living plants and living parts thereof, including fresh fruits and seeds,

3.
does not cause unnecessary suffering and pain to vertebrates their occurrence is to be controlled,

4.
has no harmful effect on human or animal health, (e.g. through drinking water, food or feed) or on groundwater, 

5.
has no unacceptable influence on the environment, having particular regard to its fate and distribution in the environment, particularly to contamination of water including drinking water and groundwater and to its impact on non-target species of organisms,

c)
the nature and quantity of its active substances and, where appropriate, also any toxicologically or ecotoxicologically significant impurities and co-formulants can be determined by methods in general use or by the methods proposed in the application and approved by the Phytosanitary Administration,

d)
its toxicologically or environmentally significant residues, resulting from the proposed use, can be determined by appropriate methods in general use,

e)
its physical and chemical properties have been determined or these properties have been deemed acceptable for the purposes of the use and storage of the product,

f)
the provisional maximum residue levels in the agricultural products have been established, within the authorization proceedings, and these have been notified to the Commission in accordance with the legal act of the European Communities1) unless the Commission has already established these maximum residue levels. 

(4)
Assessment of the product, including its use from the point of view of protection of human health, shall be ensured by the Ministry of Health. The assessment shall result in a toxicological expert opinion on the product (hereinafter only the “toxicological expert opinion”).

(5)
The application for issue of a toxicological expert opinion, including basic data, shall be submitted by the applicant to the Ministry of Health. At the same time, the counterpart of this application shall also be given by the applicant to the Phytosanitary Administration. The assessment of the product shall be co-ordinated by the Phytosanitary Administration with the Ministry of Health within the frame of proceeding on product authorization. 

(6)
The toxicological expert opinion is the basis for decision on the product authorization. The results of classification of the product and the warning hazard symbols assigned to it on the basis of the results, including their werbal specification, indication of specific riskiness in the form of the “R-phrases” and instructions for safe handling the product in the form of the “S-phrases”, set out by the implementing legal regulation shall be included by the Phytosanitary Administration in the conditions set out by the decision in the product authorization, in so far as this decision is issued. 

(7)
The implementing legal regulation shall set out 

a) the essentials to the toxicological expert opinion and other its particulars, including the items which are the object of the assessment pursuant to Article 4, 

b) the essentials to the application for the issue of the toxicological expert opinion, including general essentials to a submission
 and basic data for its elaboration pursuant to paragraph 5.

Article 34

Decision on Application

(1)
The Phytosanitary Administration shall assess the submitted application and verify whether the data contained in the application and in the dossier pursuant to Article 32, paragraph 4, are in compliance with requirements set out by the implementing legal regulation and that within the period not exceeding 6 months from the date of receipt of the application.

(2)
The Phytosanitary Administration, having verified the completeness of the data pursuant to paragraph 1, shall decide on the application within the period of

a) 8 months in the case of application for authorization of a product containing an active substance included in the list of active substances, or a new active substance complying with the presumptions of inclusion in this list,

b) 12 months in the case of application for authorization of a product containing an old active substance not included in the list of active substances, or in the case of the validity prolongation of the product authorization and or of amendment to the authorization where the application needs to be assessed with regard to the requirements for the product set out by the implementing legal regulation,

2 months in the case of application for amendment to an authorization not requiring assessment with regard to the requirements for the product

(3)
Further, the Phytosanitary Administration shall set out in the decision on the authorization the conditions for

a) the labelling, decontamination and destruction of the product package,

b) the placing on the market and use of the product, including necessary restrictions for the prevention of undesired effects on human and animal health and on the environment, or if it results from the specific legal acts
,

destruction of the product

(4)
The Phytosanitary Administration may state in the decision on the authorization that the product may only be used by the specific categories of users that will be specified by it.

(5)
The decision on the authorization shall be valid at most for ten years after its entry into force unless a shorter validity period has been set by this decision.

(6)
The validity period of the decision on the authorization may be prolonged if the holder of the decision asks the Phytosanitary Administration for it at the latest six months before the day of the termination of the validity of the decision on the authorization, and at the same time declares in writing that the product satisfies the requirements for the authorization, set out by this Act. The validity period of the decision on the authorization may be extended maximum by five years and that also repeatedly. 

Article 35

Amendment to and Withdrawal of Authorization

1) The Phytosanitary Administration, by the decision,

will cancel the authorization if it ascertains that 

1.
the requirements set out by this Act for the authorization are not observed,

2.
the decision on the authorization was issued on the basis of incorrect or untrue data;

a) will change the authorization on its own initiative if it ascertains that, on the basis of the latest scientific and technical knowledge, it is necessary to modify the manner of use and used amount of the preparation.
2) The Phytosanitary Administration shall cancel the authorization by the decision if it, in course of inspection, ascertains a defect which may cause a change of the properties of the manufactured preparation in comparison with the conditions specified within the decision on the authorization and the manufacturer does not remove such defect within the period stipulated although he was asked to do so.

3) The authorization may also be cancelled or changed at the request of the holder of the decision on the authorization. The authorization may only be changed on the condition that the satisfaction of the requirements set out by this Act for the authorization is ensured.

4) The Phytosanitary Administration, by the decision, will

a) cancel the authorization for the preparation if it is necessary to carry out the Commission(s decision on non-inclusion of the active substance contained in the preparation in the list of active substances or on its elimination from this list, 

b) change the authorization of the preparation if it is necessary to carry out an order set out by the Commission or another decision set out by the competent authority of the Member State of the European Communities with an immediate effect, on reducing the use of the active substance contained in the preparation or on change of its classification or labelling.

The appeal against this decision issued pursuant to letters a) or b) has no deferring effect. 

5) In the decision on the withdrawal of the authorization, the Phytosanitary Administration may establish a deferment period for the disposal, storage, placement on the market and use of the existing stock of the preparation in question. 

Article 36

Decision on the Authorization for a Provisional Period

(1)
The Phytosanitary Administration may, even if the conditions for the authorization pursuant to Article 33, paragraph 3, letter a) are not satisfied, authorize a product containing a new active substance for a provisional period not exceeding three years, provided that

a) using the rules of evaluation of active substances (Article 41) applied in the European Communities, it has been found that the required dossier on the active substance satisfies the requirements for the data on this substance and product referred to in the implementing legal regulation from the point of view of the proposed use, and

b) it finds, that the active substance can satisfy the requirements for inclusion in the list of active substances and that the product can satisfy the requirements conditioning its authorization (Article 33, paragraph 3, letters b) to f)).

In these cases, the Phytosanitary Administration shall inform the other Member States of the European Union and the Commission of its evaluation of the dossier on the active substance and on the conditions set out in the decision on the authorization and shall provide information at least in the scope corresponding to Article 39, paragraph 2. 

(2)
If it is decided within the final evaluation of a new active substance by the competent authority of the European Communities that this active substance does not satisfy the requirements for inclusion in the list of active substances, the Phytosanitary Administration shall withdraw the decision, issued pursuant to paragraph 1, on the authorization for a provisional period.

(3)
The validity of the decision on the authorization for a provisional period issued pursuant to paragraph 1 may be prolonged and that also repeatedly, until the day when the decision of the Commission concerning the inclusion or non-inclusion of this active substance in the list of active substances comes into force.

(4)
At variance with Article 33, within the authorization proceedings concerning the products containing an old active substance, the specific procedure shall be used which will be set out by the implementing legal regulation, including the requirements for the basic data for the authorization. This procedure shall be used within the time until the Commission decides on the inclusion of this active substance in the list of active substances. The further procedure shall be used in accordance with the decision of the Commission.

Article 37

Extended Field of Product Use and Use of a Non-Authorized Product

1) The Central administrative authorities and other administrative authorities in the sectors of agriculture and forestry, scientific and research institutions in the area of agriculture and forestry, professional users of products or their associations (hereinafter only the “proposer”) may suggest an extension of the field of use of a product which is in the Czech Republic authorized for purposes other than those covered by this authorization. The Phytosanitary Administration shall permit this extended use when it is in the public interest, and if 

a) he documentation and information necessary for the decision on the authorization of the extended field of product use have been submitted by the proposer,

b) it has been proved that the extended field of product use does not contravene the requirements referred to in Article 33, paragraph 3, letter b), points 3 to 5,

c) the intended use is minor in scope, and

d) it is ensured that users are fully and exactly informed of the extension of the field of product use and that in the directions for use, through additional data in the product labelling or by means of the Bulletin.

The technical essentials to a proposal for the extended field of product use shall be set out by the implementing legal regulation

2) If it is necessary regarding an unforeseeable danger of damage rise which can not be mitigated in other ways, the Phytosanitary Administration may permit for a period not exceeding 120 days, the placing on the market and use of the product which does not satisfy the requirements referred to in Article 33, but only for a limited and regulated use. The Phytosanitary Administration shall inform, without delay, of this permission the Member States of the European Union and the Commission. The further procedure shall be in accordance with the opinion of the Commission.

Article 38
Mutual Recognition of Authorization
(1)
The Phytosanitary Administration, at the request of the applicant, in the case of a product already authorized in another Member State of the European Union and if the applicant substantiates with relevant documentary evidence concerning the assessment of the comparability,

a) shall refrain from requiring the repetition of tests and analyses already carried out in connection with the authorization in another Member State of the European Union if the condition of the agriculture, forestry, plant protection practice and of the environment (including climatic conditions), important for the product use, are comparable with the conditions in the Czech Republic, 

b) shall issue the decision on the recognition of the authorization if the product contains only active substances included in the list of active substances and the authorization is in compliance with the requirements set out by this Act

(2)
In the decision on the authorization recognition, it is possible to set out special conditions concerning the placing of the product on the market and its use if it is necessary for health protection at handling the product.

(3)
The Phytosanitary Administration shall inform the Commission of cases where it requires, within the proceeding pursuant to paragraph 1, the repetition of a test and of cases where it intends to reject the application, although it concerns the authorization already realized in another Member State of the European Union. The Phytosanitary Administration shall notify to the Commission the reasons on the basis of which it requires the repetition of the test or intends to reject the application. The Phytosanitary Administration shall decide on the authorization of the product in the Czech Republic in accordance with the opinion of the Commission; the proceeding concerning the mutual recognition of the authorization shall be stayed until the day of the delivery of this opinion.

(4)
If the Phytosanitary Administration has valid reasons to consider that a product which it has authorized or is to authorize pursuant to paragraph 1, constitutes a risk to human or animal health or to the environment, it may set out by the decision the temporary restriction, prohibition or special conditions of the use and/or sale of that product and/or it may reject the application. An appeal against this decision has no deferring effect. The Phytosanitary Administration shall inform, without delay, the Commission and the other Member States of the European Union of such decision and reasons for its issue. The further procedure shall be in accordance with the opinion of the Commission.

(5)
The essentials to the application for the mutual recognition of the authorization pursuant to paragraph 1, including related documentation, shall be set out by the implementing legal regulation.

Article 39
1) Information on Undesired Effects of Products and Exchange of Information

(1) The holder of the decision on the authorization as well as the person at whose proposal the authorization for an extension of the field of product use has been granted pursuant to Article 37, paragraph 1, are obliged to inform immediately in writing the Phytosanitary Administration of new information on potential and ascertained dangerous effects of the product, including the residues of the active substance, on human or animal health or on the environment. The Phytosanitary Administration shall forward, without delay, this information to the other Member States of the European Union and to the Commission. 

Not later than within a period of one month from the end of each quarter, the Phytosanitary Administration shall inform the Ministry, the other Member States of the European Union, the Commission and the general public in writing of decisions issued on the authorizations and decisions on the withdrawals of the authorizations, indicating at least

a)
the name or business name of the holder of the decision on the authorization, 

b)
the trade name of the product, 

c)
the type of formulation of the product, 

d)
the name and amount of active substance contained in the product,  

e)
the use for which the product is intended, 

f)
maximum residue levels unless they have already been set by rules of the European Communities1) ,

g)
the data necessary for the evaluation of the established maximum residue levels, 

h)
the reasons for withdrawal of the authorization.

2) It shall inform the general public in the Bulletin. 

The Phytosanitary Administration shall draw up an annual list of products authorized in the Czech Republic and shall forward this list to the Ministry, the other Member States of the European Union and to the Commission and shall inform the general public of it in the Bulletin.

Article 40

Protection and Confidentiality of Data

(1)
Within the authorization proceeding, the dossier on the active substance must not be used for the benefit of other applicants

a)
unless the new applicant documents in writing that he has agreed with the first applicant upon the use of this dossier, or

b)
for a period of ten years from the first inclusion of the active substance in the list of active substances,

c)
for a period of ten years from the date of legal force of the decision on the first authorization of the product according to the actual regulations or, where appropriate, according to the specific procedure set out by the implementing legal regulation (Article 36, paragraph 4), in the case of an old active substance, or

d)
for a period of five years from the date of legal force of the decision following receipt of information necessary for the inclusion of the active substance into the list of active substances; if the five year period is to expire before the period specified under letters b) or c), it shall be extended so as to expire on the same date as the period referred to under letters b) or c)

(2)
Within the authorization proceeding, the dossier on the product must not be used for the benefit of other applicants

a) unless the new applicant documents in writing that he has agreed with the first applicant upon the use of this dossier, or

b) for a period of ten years from the first authorization of the product in any Member State of the European Union if the inclusion in the list of active substances of any active substance from the active substances contained in the product preceded this authorization; or

c) for a period of ten years from the date of legal force of the decision on the first authorization of the product according to the actual regulations or, where appropriate, according to the specific procedure set out by the implementing legal regulation (Article 36, paragraph 4) if this authorization preceded inclusion of any of the active substances contained in the product in the list of active substances.

(3)
The Phytosanitary Administration, at the assessment of an application for the authorization, shall inform the Commission of instances when the active substance has been produced by a producer or manufacturing process other than that specified in the documentation on the basis of which the active substance was first included in the list of active substances. The Phytosanitary Administration shall transmit to the Commission all data concerning the identity and impurities of this active substance.

(4)
If the active substance is included in the list of active substances

a) the applicant intending to submit an application shall, before carrying out experiments involving vertebrate animals, inquire of the Phytosanitary Administration on the information

1.
whether the product which is the subject of the application, is the same as a product which has already been authorized,

2.
the address of the holder of the decision on the authorization of the same product, and at the same time he shall declare in writing that he intends to apply for the authorization and that he has available the dossier pursuant to Article 32, paragraph 4.

b) the Phytosanitary Administration shall provide to the applicant the address of the holder of the decision on the authorization and at the same time shall communicate to this holder the address of the applicant for the authorization of the same product.

The holder of the decision on the authorization and the applicant shall take all reasonable steps to reach agreement on the sharing of the dossier so as to avoid the duplication of testing on vertebrate animals. The Phytosanitary Administration may request documentary evidence in writing that the holder of the decision on the authorization and the applicant have sought to reach agreement on the sharing of the dossier. 

(5)
Information submitted by the applicant for inclusion of an active substance in the list of active substances or for the authorization of a product which contains an industrial or commercial secret
 (hereinafter only the “confidential information”) is considered to be confidential if the applicant so requests and the Phytosanitary Administration or the Commission does not find that this requirement is not rightful. Information regarded as not confidential is as follows:

a) the name and content of the active substance and the name of the product,

b) the names of other substances which are regarded as dangerous under specific legal act
,

c) physical, chemical and technical data on the active substance and product, 

d) the way of rendering the active substance or product harmless, 

e) the summary of the results of tests to establish the efficacy of the substance or of the product and its effects on man, animals, plants and the environment, 

f) recommended methods and precautions to reduce the hazard at handling, storage, transport, fire or another hazard, 

g) methods of analyses referred to in Article 33, paragraph 3, letters c) and d) and Article 39, paragraph 1,

h) methods of rendering the product and its package harmless, 

i) decontamination procedures in the case of accidental spillage or leakage of the product,

first aid and medical treatment in the case of health injury to persons. 

(6)
If the applicant makes the confidential information freely accessible, he shall without delay inform the Phytosanitary Administration of this fact; this data is not hereafter regarded as confidential information. 

Article 41

Evaluation of Active Substances 

(1) The dossier on an active substance shall include the data and documents for at least one preparation containing this active substance. The applicant shall forward the copies of these documents to the Commission and other Member States of the European Union. 

(2) The evaluation of active substances which are intended for the manufacture of products or for use in the plant protection for the purpose of ascertainment whether they satisfy the requirements for the inclusion in the list of active substances, shall be ensured on behalf of the Czech Republic.

a) by the Phytosanitary Administration as the administrative authority intended for the receipt of submissions and for the contact with the Commission as well as with the competent bodies of the Member States of the European Union, concerning the matters of the active substance evaluation,

b) by the Ministry of Health from the point of view of the human health protection (hereinafter only the “toxicological evaluation of the active substances”),

(3) The evaluation of the active substances shall be performed within the time periods set out by the rules of the European Communities1).

(4) The implementing legal regulation sets out 

data and documents for evaluation of an active substance and the procedure for their processing,

essentials to toxicological evaluation of the active substance, including single items which are the subject of the evaluation,

requirements for inclusion of the active substance in the list of active substances.

Article 42

Packaging and labelling of the product

(1) The packages with products must show this data 

a)
the trade name or designation of the product, 

b)
the business name, name and address of the holder of the decision on the authorization of the product, the number of this decision and if it is different from the holder of the decision, also the name and address of the person responsible for the final packaging and labelling of the product,

c)
the name and amount of each active substance, or if the substance is not included therein, the common name according to International Organization for Standardization (ISO),

d)
if the ISO name is not available, the name of the active substance in accordance with the internationally recognised nomenclature,

e)
the net quantity of the product given in units of measuring
,

f)
the batch number or another manner of identifying the batch,

g)
the data required by the implementing legal regulation, 

h)
the character of specific risks for man, animals or the environment, by means of standard phrases,

i)
safety instructions for the protection of men, animals or the environment in the form of standard phrases, 

j)
the type of the product according to its action (e. g. insecticide, growth regulator, etc.),

k)
the type of the formulation of the preparation (e. g. wettable powder),

l)
the uses for which the product is authorized and any specific conditions of the agriculture or forestry, plant health and of the environment under which the product may be used and those under which it must not be used,

m)
directions for use and dosage rate for each use given in the decision on the authorization, 

n)
the interval in the dependence on the nature of the use between the product application and

1. sowing or planting of crops to be protected, 

2. sowing or planting of succeeding crops in the crop rotation, 

3. access by man or animals, 

4. harvesting,

5. use or consumption of the crops,

o)
the particulars on possible phytotoxicity, varietal susceptibility and any other direct or indirect side-effects on plants or plant products together with the periods which ought to be observed between the product application and sowing or planting of crops in question, or subsequent and substitutive crops, 

p)
if accompanied by a leaflet, as provided for in paragraph 5, the sentence “Read accompanying instructions before use”, 

q)
directions for safe disposal of the product and of its package, 

r)
the expiry date (sell-by date, shelf life) under normal conditions of storage if it is shorter than 2 years.

(2) The data pursuant to paragraph 1 must be given clearly and indelibly and that in Czech language. 

(3) Packaging and labelling of products are governed by the specific legal act27) 
(4) The package of the product must not show the indications “non-toxic”, “harmless” or indications of similar sense; however the information on the protection of bees or other non-target organisms if they are exposed, must be given. 

(5) The Phytosanitary Administration may, in the decision on the authorization, permit the data required in paragraph 1, letters l), m), and n) to be indicated on a separate leaflet accompanying the package if the space available on the package is insufficient; the leaflet shall be regarded as the part of the product labelling. If it has been decided pursuant to Article 34, paragraph 4, that the product may only be used by specific categories of users, this fact, including the specification of these categories of users, must be mentioned on the package. 

(6) If the Phytosanitary Administration deems that it is necessary, for the protection of man, animals or the environment, to mark additional phrases on the package of the product at the variance with paragraph 1, letters h) and i), it shall inform the Commission and other Member States of the European Union of it. The Phytosanitary Administration shall decide on the use of these further phrases after having received the opinion of the Commission which is binding on it. 

(7) The technical requirements for packaging of products and their labelling shall be specified by the specific legal act. 

Article 43

Control 

(1)
The Phytosanitary Administration, in accordance with the specific legal acts
 and Article 74, shall ensure the control of products, their placing on the market and use from the point of view of the fulfilment of the requirements laid down by this Act, and of the observance of conditions established in the decision on the authorization.

(2)
The Phytosanitary Administration is empowered to perform the control of the manufacture at the manufacturers of the products in the Czech Republic. It is also empowered to perform the control at the persons who are entrepreneurs and carry out the subsequent re-packing and re-labelling of the products, in so far as they perform this activity within the territory of the Czech Republic. If the Phytosanitary Administration finds out a defect which may cause a change of properties of the manufactured product in comparison with the conditions given in the decision on the authorisation, it may interrupt the placing of defective product batches on the market till the defect is removed.

(3)
The holder of the decision on the authorization is obliged, at the request of the Phytosanitary Administration, to deliver at own costs, the samples of the products corresponding to the manufacture numbers (batches) of the products placed on the market in the Czech Republic and that according to the requirements of the Phytosanitary Administration and within the time period and on the place prescribed by it.

(4)
The Phytosanitary Administration is obliged, annually at the latest by 1st August of the following year, to submit to the Commission and other Member States of the European Union the report on results of controls performed and on accepted measures carried out within the relevant calendar year.

Article 44
Development and research

(1) The experiment or test conducted for purposes of research
 or development
 involving the release of an unauthorized product or of a product used at variance with its authorization into the environment, may only be carried out on the basis of the permission issued by the Phytosanitary Administration in which the conditions for the use of this product, including the limitation of the quantity of the product and the area on which the experiment or test may be performed, shall be established.

(2) The physical person or legal entity intending to conduct the experiment or test pursuant to paragraph 1, shall submit the application for the permission to the Phytosanitary Administration and that together with the documentation containing all the available data making possible to carry out the assessment of possible effects on human or animal health or of the possible impact on the environment. If the performance of the proposed experiment or test referred to in paragraph 1 may have harmful effects on human or animal health and/or may have an unacceptable adverse impact on the environment, the Phytosanitary Administration shall reject the application or it shall set out conditions for the performance of the experiment or test to prevent these consequences.

(3) The provision of paragraph 2 shall not be applied if the Phytosanitary Administration has recognised the person pursuant to Article 45, paragraph 2, to be capable to carry out certain experiments and tests and has determined the conditions under which the experiments and tests have to be undertaken. 

(4) The provisions referred to in paragraphs 1 to 3 shall not be applied to experiments or tests the object of which are genetically modified organisms
.

(5) The essentials to the application for the permission of an experiment or test according to paragraphs 1 and 2, the time periods for the submission of this application and the technical requirements for their performance shall be specified by the implementing legal regulation. 

(6) In the case of an experiment or test carried out on living vertebrate animals, it is necessary to proceed according to the specific statutory instrument
.

Article 45

Officially Recognised Tests 
The results of the tests which have been carried out in compliance with the good laboratory practice in the cases of laboratory tests or, where appropriate, in compliance with the principles of the good experimental practice, in the cases of tests of products from the point of view of their biological efficacy, shall be recognised for the purposes of authorization. 

The physical persons or legal entities or administrative authorities that have been granted, on the basis of their application, by the certificate, issued by the Phytosanitary Administration, of capability to carry out the tests for the purpose to ascertain the efficacy of preparations within the territory of the Czech Republic (hereinafter only the “officially authorized persons”), are powerful to carry out these tests. 

The Phytosanitary Administration is empowered, in the relation to the officially authorized persons,

to stipulate the guidelines for product testing,

to require information on the preparation of the product testing and on its course as well as the submission of  documents on the fulfilment of the conditions for the product testing, 

to perform the supervision over the product testing,

The implementing legal regulation shall set out

the principles of the good laboratory practice and the principles of the good experimental practice, 

the essentials to the application for authorization of persons to carry out the officially recognised tests and the requirements for these tests.

Product Handling

Article 46 

Storage of Products

The entrepreneurs who store products are obliged 

to ensure

the storage of products according to their sorts and that separately from other products and preparations destined for disposal as a waste
 and out of reach of substances which could affect the properties of stored products,

the separate storage of the products after the lapse of their expiry period (sell-by date, shelf life),

the simultaneous keeping of the basic data file concerning the receipt and delivery of products, including the products after the lapse of their expiry periods,

the fulfilment of technical requirements for product storage and other conditions laid down by the specific legal act
,

to inform the Phytosanitary Administration when required, of locations of product storage.

Article 47

The products after the lapse of their expiry period (sell-by date, shelf life) must not be placed on the market. These products may be used within the frame of the enterprise if it is proved on the basis of the analysis of the due sample that their chemical and physical properties are in compliance with the conditions specified in the decision on their authorization. The laboratory analyses for this purpose shall be ensured by the holder of the decision on the authorization of the product, and they shall be carried out by the authorized laboratory. 

Article 48 

The specific legal act34) shall also apply to handling dangerous products
 and products containing genetically modified organisms.32)
Article 49

(1)
The products must not be used at variance with the conditions set out in the decision on the authorization and with the data with which they are labelled, except the case of an extended field of product use (Article 37, paragraph 1) or of use for research and development purposes (Article44) or testing (Article 45); at their application,
a)
the maximum dose must not be exceeded and the safety intervals prescribed in the directions for use must not be shortened, 
b)
the used procedure must not be at variance with the instructions, referred to in the directions for use, for the protection of human and animal health, water, bees, game, aquatic organisms and soil organisms, 
c)
the plants in the fields other than the field in which the application takes place, must not be injured.
(2)
The particulars concerning the product use for killing of harmful vertebrates shall be established by the implementing legal regulation. 

(3)
The uses of the products within the frame of enterprise must be recorded in the way established by the implementing legal regulation; the filed documents must be maintained for at least five years and they must be given to the Phytosanitary Administration, at its request. The Phytosanitary Administration is obliged to ensure the protection of given data and prevent third persons from accessing to them. The data on total amounts of used active substances shown in relationship to a regional unit is not protected. 
(4)
The provisions concerning professional qualification for product handling apply to use of products (Article 86).

Article 50

(1) The physical person or legal entity intending to use a product in the frame of enterprise outdoors or in greenhouse milieu that is indicated on the basis of the decision on its authorization as highly toxic product, are obliged to apply in writing to the Phytosanitary Administration for permission to use it. The application must include the cadastral area and plot number where the product is to be used, the crop to be treated, the purpose, scope and date of application. 

(2) The Phytosanitary Administration shall issue a written permission for use of a highly toxic product if finding that the necessary treatment with the product pursuant to paragraph 1 cannot otherwise be carried out, especially if it is not possible to realise it with a less dangerous product. The Phytosanitary Administration may set out, in the permission, special measures for protection of human and animal health and for protection of the environment. It shall immediately forward the counterpart of the permission to the applicant and local public health protection authority. 

(3) Handling of highly toxic substances is governed by the specific legal act
.

Protection of Bees, Game, Aquatic Organisms and Other Non-Target-Organisms at Product use

Article 51

(1) The physical person or legal entity that use outdoors, at enterprise, products or biocid products placed on the market according to specific Act
 (hereinafter only the “treatment operator”), must not apply the products or biocid products which are pursuant to the decision on the authorization marked as

a) dangerous or especially dangerous to bees unless they have available information on the location of bee colony sites at the distance at least 5 km from the boundary of the field in which the application is to be performed, and on the main bee flight paths
, obtained in accordance with precautions for the bee protection according to paragraph 10; this provision shall also apply to the applications of other products and substances the use of which is dangerous for bees (hereinafter only the “use dangerous to bees”), 

b) dangerous or especially dangerous to terrestrial vertebrates in the field which constitutes a part of hunting ground unless this application has been notified to the powerful user of the hunting ground,
 to the competent body of the State Veterinary Administration and to the Phytosanitary Administration and that not later than three days before the beginning of the product application. 

(2) The competent body of the State Veterinary Administration or the Phytosanitary Administration may, at the latest 24 hours before the beginning of the product application notified pursuant to paragraph 1, letter b), set out specific conditions for its performance. The prescription of these conditions does not constitute the decision according to the administrative order11).

(3) The products which are, according to the decision on their authorization, marked with the standard phrases for a specific riskness

R 50 “Very toxic to aquatic organisms”, 

R 51 “Toxic to aquatic organisms”,

R 52 “Harmful to aquatic organisms”, or

R 53 “May cause long – term adverse effects in the aquatic environment”, 

may only be applied at such distances from surface water which exclude that these products, at the application, will fall or will be drifted by wind into that water or will subsequently be washed down by rain into it.

(4) The owner of the field or other powerful person who use the field within the frame of enterprise (hereinafter only “the field user”) and intend to use products on them, are obliged, within sufficiently long time before the application of products referred to in paragraph 1, letter a) 

a) to discuss the precautions for the bee protection (paragraph 10) with the beekeepers whose bee colony site is located at the distance up to 5 km from the boundary of the field in which the application is to be performed (hereinafter only “beekeepers concerned”) and further, with the local competent municipality office; the representative of beekeepers may negotiate on behalf of them, or, in the case of an association of beekeepers, the person powerful to negotiate on behalf of this association, 

b) to discuss the precautions for the game protection (paragraph 10) with the powerful user of the hunting ground.

(5) The field users, at the negotiation according to paragraph 4 and 

a) the beekeepers concerned are obliged to inform each other, in a demonstrable way, of the precautions for the bee protection which they accepted and which are relevant to the local circumstances, especially regarding the location of the bee colony site in the relation to the stands visited by bees, the manner of supply of information on the main bee flight paths and on the time of the application of the products referred to in paragraph 1, letter a),

b) the concerned users of the hunting ground are obliged to inform each other, in a demonstrable way, of the precautions for the game protection which they accepted and which are relevant to the local circumstances, especially regarding the stands visited by the game, the sites destined for game feeding, game species and the manner of supply of information on the time of the application of the products the use of which is dangerous or especially dangerous to terrestrial vertebrates. 

(6) If a beekeeper finds that dead bees have appeared or if a user of a hunting ground or a person powerful to perform fishing finds that dead game or fish has appeared in consequence of product use, he shall without delay inform the competent body of the State Veterinary Administration of it. The competent body of the State Veterinary Administration in cooperation with the Phytosanitary Administration shall perform a local search; if it has some doubts of the cause of the death in connection with the product use, it shall ensure sampling in the manner specified by the implementing legal regulation, investigation of the samples by the expert institute and the supply of information on the result of this search to the beekeeper or user of the hunting ground or to the person powerful to perform fishing. It shall also give the record on the result of the local search and the result of sample examination to the Phytosanitary Administration and beekeepers, if appropriate, to the user of the hunting ground or to the person powerful to perform fishing if these persons are affected by consequences of application of the products. 

(7) The provision referred to in paragraph 7 is without prejudice to the rights to file the claim for damages in accordance with the common legal acts. 

(8) In order to ensure the bee protection in accordance with paragraph 1, letter a) and with the precautions referred to in paragraph 11, the beekeepers are obliged to notify the data concerning the bee colony sites and main bee flight to the competent municipality office. These data shall be supplied by the municipality office at request to the treatment operators (paragraph 1) and field users (paragraph 4). 

(9) The aerial application of products especially dangerous to bees is prohibited. The aerial application of other products and substances acting on insects must be notified in writing by the treatment operator or by another person destined by the field user, to the municipality office in the administrative area of which it is to be performed and that at the latest 48 hours before the beginning of its performance. The municipal office shall notify the beginning of the aerial product application in the standard manner used in practice in the given locality. 

(10) The implementing legal regulation shall set out 

other cases and circumstances when the bee protection pursuant to paragraph 1, letter a) is necessary,

requirements for the notification pursuant to paragraph 1, letter b),

requirements for the notification pursuant to paragraph 8,

particulars concerning the protection of bees, game and of certain other non-target organisms
 at the product use. 

Specific Restrictions

Article 52

The implementing legal regulation shall set out 

the active substances the placing of which on the market for the use in the plant protection, and the use of which in the plant protection are prohibited.,

the conditions for termination of the placing on the market of an active substance for the use in the plant protection and of its use in the plant protection in the case of the active substance which, on the basis of the decision of the Commission, was not included in the list of active substances, if need be, it was excluded from this list. 

Article 53

Parallel Product Import

(1) “The parallel product “ is the product which is identical with the product, authorized in the Czech Republic, produced by the same manufacturer (hereinafter only the “reference product”) as to

a) the formulation type, 

b) the active substance according to the specification valid for the reference product, and 

c) the composition wherein less divergences in co-formulations and in their mutual relations are permitted unless they are significant from the point of view of safety or efficacy of the parallel product. 

(2) The parallel product may only be imported on the basis of the permission issued by the Phytosanitary Administration to a physical person or legal entity at their request and under the conditions referred to in paragraph 4. 

(3) The applicant for the permission of the parallel product import must state in his application whether he intends to import the parallel product for the purpose of its further placing on the market (hereinafter only “the commercial use”), or for own use. 

(4) The import of the parallel product will be permitted by the Phytosanitary Administration if the placing of this product on the market has already been permitted in another Member State of the European Economic Area3) and the product is to be imported in the Czech Republic in packages with the labelling as it is offered to the users in this state. 

(5) The implementing legal regulation shall set out the requirements for the application for the permission of the parallel product import, criteria for the assessment of the divergences in the composition of the parallel product from the reference product, and the manner of the labelling of the parallel product if it is intended for commercial use.

(6) If amendments to the authorization of the reference product which are significant from the point of view of its efficacy or safety, become, the Phytosanitary Administration shall realize the proceeding concerning the amendment to the permission of the parallel product import in the similar way. 

(7) The parallel product must not be used at variance with the conditions for the use of the reference product set out in the decision on its authorization. 

(8) The holder of the decision on the reference product authorization is not the participant of the proceeding concerning the permission of the parallel product import. 

(9) The Phytosanitary Administration shall decide on the application submitted pursuant to paragraph 2 within the time period of 60 days from commencement of the proceeding. 

(10) The provisions of Article 34, paragraphs 3 to 5 and Article 35 shall apply to the permission of the parallel product import in the similar way. Article 43, Article 44, Articles 46 to 51 shall also apply to the parallel products in the similar way. 

Other Means

Article 54

(1) Other means are auxiliary plan protection means and bioagents. The auxiliary plant protection means is a substance of natural or synthetic origin or a microorganism, other than the active substance, put up in the form in which they are placed on the market and intended for use in plant protection (hereinafter only the “auxiliary means”). The biogent  is a plant protection means containing macroorganisms of the nature of live parasites, parasitoids or predators, except for vertebrates, in the form of a product provided to the user for use against harmful organisms on plants or plant products. The other means may be placed on the market and used if they are written by the Phytosanitary Administration into the official register. Only the physical person or legal entity where on the basis of their application the entry into the official register has been made, are powerful to place the other means on the market; this provision does not apply to the persons who sell the other means, mediate their sale or supply them for users in another way without affecting their properties or form or packaging and their labelling. 

(2) The application for the entry into the official register shall be submitted to the Phytosanitary Administration by the manufacturer or importer intending to place the other means on the market (hereinafter only the “applicant for the entry”). The provision of Article 32, paragraph 2, applies to the applicant for the entry. 

(3) The Phytosanitary Administration shall decide, on the basis of the submitted application, and shall write the other means into the official register if the requirements set out by the implementing legal regulation have been satisfied and the applicant for the entry has issued in writing the declaration that this means satisfies the specific requirements pursuant to Article 58 in the case of an auxiliary plant protection product, and Article 59 in the case of a bioagent, and the Phytosanitary Administration has not found that the written declaration of the applicant for the entry is false. 

(4) The applicant for the entry is obliged to deliver at his own expenses the samples of the other means or bioagent, the entry of which into the official register is required. Technical requirements for the application for the entry of the other means into the official register shall be set out by the implementing legal regulation.

(5) The Phytosanitary Administration shall decide on the entry of the other means into the official register within the 90 – day period from commencement of the proceeding. 

(6) If the Phytosanitary Administration ascertains that the other means does not satisfy the requirements set out in paragraphs 2 or 3 or does not comply with the specific Act
, it shall issue the decision on the refusal of the application for its entry into the official register or it shall decide its entry to be erased from the official register if it is written in it. 

(7) The other means if intended exclusively for research and development purposes are not subject to the liability of entry into the official register. 

(8) If it is necessary from the point of view of the protection of human and animal health or of the environment or regarding the use of the product, the Phytosanitary Administration may, by the decision,

a) restrict the validity of the entry into the official register for the fixed period, 

b) restrict the scope of the field of use of the other means,

c) establish specific conditions for the use of the other means, or 

d) establish the data with which the other means must be marked.

(9) The Phytosanitary Administration may review the other means and decide on the alteration of its labelling or its use if it is necessary from the point of view of the compliance with the legal acts the Czech Republic and with the acts of the European Communities as well as with the respective technical norms or current scientific and technical knowledge. 

(10) On the request submitted at least two months before the day when the validity of the decision on the entry of the other means into the official register is due to lapse, the time prolongation of the entry validity shall be decided by the Phytosanitary Administration. Therein, the provisions of paragraphs 1 to 8 shall be used in the similar way. 

(11) In the case of an auxiliary product or bioagent containing genetically modified organisms, these means may only be written in the official register on the basis of the agreement of the Ministry of Environment issued pursuant to the special legal act32).

(12) The use of other means not written in the official register or the use of other means at the variance with their entry (hereinafter only the “experimental use of the other means”) is possible if 

this use was notified in written form to the Phytosanitary Administration not later than 60 days before its beginning, 

the Phytosanitary Administration has not prohibited the experimental use of the other means, and that at the latest two days before its beginning, or it has not established specific conditions for this use if it is necessary regarding the hazard to human and animal health, the environment, plants and plant products.

(13) The notification pursuant to paragraph 12, letter a) shall contain

a) the identification of the notifier (trade name, seat or first name and surname and address),

b) the marking of the place where the experimental use of the other means is to be realized, 

c) the description of the purpose, scope and manner of the experimental use of the other means. 

(14) Articles 46 to 50 shall apply to handling the auxiliary products in the similar way

(15) Article 53 shall apply to the import of other means in the similar way

Article 55


The other means placed on the market must be marked with the data laid down by the implementing legal regulation. 

Article 56


The person, to whom the decision on the entry of the other means in the official register has been granted, shall, without delay, notify in writing to the Phytosanitary Administration

new knowledge on possible and ascertained harmful effects of this means, 

changes of the official permission to place this means on the market, which have arisen in the Member States of the European Union.

Article 57

The Phytosanitary Administration shall exercise the control of other means whether they comply with specific requirements pursuant to Article 54, paragraph 3.

The person to whom the decision on the entry of the another means into the official register has been granted, is obliged, when required by the Phytosanitary Administration, to deliver at his own expenses the samples of the auxiliary plant protection product or bioagent written in the official register, corresponding to the production numbers (batches) of those placed on the marked in the Czech Republic. 

Article 58

Auxiliary Products
(1) The auxiliary product complies with the special requirements pursuant to Article 54, paragraph 3 if

a) it has no unacceptable effects on plants or plant products coming into contact with it at its application,

b) it is effective from the point of view of purpose for which it is intended, 

c) all components from which it is made up, are identified, 

d) its physical, chemical and other properties, proving its standard production, are defined, 

e) it does not increase the risks resulting from the use of products,

f) its use does not cause harmful effects on human and animal health and on the environment, and especially on groundwater, 

g) it does not contain substances the production, import and distribution of which are prohibited in the Czech Republic27).

(2) The Ministry of Health shall state its opinion on the application for the entry of the auxiliary product in the official register from the point of view of the human health protection. If the auxiliary product contains substances which show dangerous properties, it shall be subject to the classification according to specific Act42). The applicant for the entry shall submit the results of this classification as the basis for the decision on the application for the entry of the auxiliary product into the official register. 

(3) If the auxiliary product has the nature of an adjuvant, the Phytosanitary Administration may require the applicant for the entry to add, in writing, the opinion of the holder of the decision on the authorization of the product with which it is to be used together, and the properties or effects of which are to be amended. 

Article 59

Bioagents

The bioagent complies with the special requirements pursuant to Article 54, paragraph 3 if
a) it is defined by the values of its properties proving its standard production,

b) it contains macro-organisms which are not extraneous for the zoographique area covering the territory of the Czech Republic; if this condition is not met, the procedure according to the specific Act41), shall be used, 

c) it is effective for the purpose for which it is destined,

d) it does not contain the components which show undesirable effects on human health against which the protection using the normal personal protective equipment is impossible. 

Article 60

Notification and Documentary Duty

(1) The entrepreneurs who import products and auxiliary products, or manufacture them within the territory of the Czech Republic, are obliged

to notify to the Phytosanitary Administration, by the 15th day of the first month of each calendar quarter, the names, batch numbers and quantities of products and auxiliary products which placed on the market within the previous quarter, 

to give to the Phytosanitary Administration, on the request, information on packaging, and to give packaging samples of the products and auxiliary products typical for their deliveries in the form of goods.

(2) The entrepreneurs who sell products or auxiliary products, are also obliged to provide, in the document on their sale, the batch number of the sold product or auxiliary product.

Chapter V
Mechanisation Means 

Article 61

For purposes of this Act mechanisation means shall mean a machine or technical equipment, including technological components, which are intended for application as a spray or an air/assisted spray in outdoor or for seed treatment. Mechanisation means may be placed on the market and used in business activity only if there are registered by the Phytosanitary Administration in the official register of mechanisation means. This provision does not apply to machines

a) hand-driven, engine propelled or pressurised gas driven, with the liquid container size up to 20 litres inclusive,

b) designed exclusively for research, development or testing purposes,

c)
intended for indoor use, with the exception of seed treaters,

c) intended for outdoor use, but they are equipped with

1.
a horizontal  spray boom with more than two nozzles for field crop spraying or air-assisted spraying without types intended for treatment railway tracks

2.
a spray boom with two nozzles or one nozzle for space crop spraying or air-assisted spraying

e)
machines intended for application technologies based on gassing, watering and droplet application,

f)
are not subject to a special legal regulation about technical requirements for machinery

Article 62

Mechanisation means placed on the market shall be marked with data specified in the implementing legal regulation.

Official Register of Mechanisation Means

Article 63

(1) Mechanisation means may only be placed on the market by authorised physical persons or legal entities holding the decision about entry of the means in the official register, or persons authorised by these.

(2) The application for entry of mechanisation means into the official register is submitted the Phytosanitary Administration by the manufacturer or importer planning to place the mechanisation means on the market (hereinafter the “applicant”). If the applicant does not permanently reside in the Czech Republic then it must authorise a person permanently residing in the Czech Republic to act in its name. Attested power of attorney is attached to the application and it is its part.

(3) On the basis of application submitted by the applicant the Phytosanitary Administration enters the mechanisation means in the official register, if the applicant submits a written representation about compliance of the mechanisation means with the technical and technological requirements and the Phytosanitary Administration does not find the representation of the applicant incorrect.

(4) The technical items to be included in the application for entry of mechanisation means in the official register and technical and technological requirements for mechanisation means are specified in the implementing legal regulation.

(5) The Phytosanitary Administration decides about entry of mechanisation mean in the official register within 90 days from commencement of the proceeding and issues the decision about entry for the applicant. The effectiveness period of the entry is specified in the decision and must be maximum 5 years. 

(6) If the Phytosanitary Administration finds incompliance of the mechanisation mean with the requirements of Article 3 or if the applicant does not comply with the requirements of Article 2 above, then the Phytosanitary Administration issues a decision about rejection of the application for entry of the mechanisation mean in the official register or decides about deletion of the mechanisation mean from the official register if already entered into it.

(7) Mechanisation means are not entered in the official register unless safe with regard to general requirements for safety.29)
(8) If necessary from the viewpoint of protection of human and animal health or the environment or with regard to the application of the mechanisation means the Phytosanitary Administration may decide 

a)
to limit period of time of the entry in the official register,

b)
to limit the application area of the mechanisation means,

c)
to specify specific conditions of use of the mechanisation means, or

d)
to specify the data to be marked on the mechanisation means

(9) The Phytosanitary Administration may examine the mechanisation means at any time and decide about change of its use, if necessary from the viewpoint of harmony with the legal acts of the Czech Republic and the European Communities, the relevant technical standards or current scientific and technical knowledge

(10) On request filed at least two months before expiation of the decision about entry of mechanisation means in the official register the Phytosanitary Administration may decide about extension of effectiveness of the entry. Before the decision about extension of effectiveness of the entry coming into force the original entry remains effective, including the case of rejection of the application for extension.

Article 64

The person for whom the decision about entry of mechanisation means into the official register was issued shall inform the Phytosanitary Administration in writing without undue delay about 

a) new findings about potential or discovered drawbacks of the mechanisation means in question, 

b) changes in official authorisation for placing the mechanisation mean on the market adopted in the Member States,

c) changes in the construction of the mechanisation means that might affect application of plant protection products.

Article 65

(1) The Phytosanitary Administration shall check mechanisation means for compliance with the requirements of Article 63, paragraph 3.

(2) The applicant for entry of the mechanisation means in the official register or the holder of the decision about entry of the mechanisation means in the official register shall bring the mechanisation means for inspection on own costs.

Inspection of mechanization means in use 

Article 66

Mechanisation means that need to be entered in the official register (Article 61 ) and other mechanisation means defined in the implementing legal regulation and used for business purposes shall undergo the inspection of mechanization means in use (hereinafter only the  “inspection”).

The inspection is performed in intervals defined in the implementing legal regulation or within deadlines specified by the Phytosanitary Administration, if necessary for remedy of defects discovered in the course of the inspection. The inspection involves tests of functionality of the mechanisation means for proper application of products in accordance with the technological requirements specified in the implementing legal regulation. The implementing legal regulation also specified the technological procedure of the inspection. 

Issue of trading certificate for concession trade, on the basis of which inspection may be carried out,
 is conditioned with approval of the Phytosanitary Administration issued pursuant to the special act.
 The physical person or legal entity shall include in the application for the concession the items required by the special act 
 the address of the venue, and attaches the technical documentation of equipment of the venue of implementation of the concession trade.

The approval is issued by the Phytosanitary Administration if the venue and its equipment comply with the technical conditions for the inspection specified in the implementing legal regulation. 

For approval of another venue the provision of Article 3 and 4 above shall apply accordingly.

The Trading Office pertinent pursuant to special legal acts
 shall define conditions for implementation of the trade
, including limitation of the activity on the approved venue. 

Article 67

(1) On the basis of the result of the inspection the entity carrying out the inspection shall issue a document of functionality of the mechanisation means together with the results of the performed tests for use by the owner or authorised user of the mechanisation means. The items to be included in the document of functionality of mechanisation means and a model document are specified in the implementing legal regulation. 

(2) The entity carrying out the inspection shall keep records of the tested mechanisation means and inform the Phytosanitary Administration about facts within the deadlines specified 

a)
identification data of the tested mechanization means and results of inspection,

b)
list of findings faults,

c)
list of issued documents of functionality of the mechanization means.

Technical Means for Elimination of Harmful Organisms

Article 68

For the purpose of the Act technical means for elimination of harmful organisms shall mean technical means whose construction and functionality enable application for elimination of harmful organisms by physical methods, such as heating or irradiation of the object that is or may be attacked by these harmful organisms (hereinafter “technical means”)

The technical means pursuant to paragraph 1 and the requirements for them are specified in the implementing legal regulation. The technical means shall be capable of elimination of harmful organisms using technological procedures approved and inspected for compliance by the Phytosanitary Administration.

Article 69

The operator of the technical means intending to use it for the purpose specified in Article 68, paragraph 1, is obliged to ask the Phytosanitary Administration for recognition of capability of the means for performance of this activity. 

If the Phytosanitary Administration finds no organisation or technological obstacles for application of the technical means pursuant to Article 68, paragraph 2, then the Phytosanitary Administration issues the decision about recognition of functionality pursuant to paragraph 1, defining the conditions for performance of the activity specified in Article 68, the effectiveness period of the issued decision, and assigns the model for marking of treated objects.

The Phytosanitary Administration keeps a list of authorised technical means.

The operator of technical means approved by Phytosanitary Administration as capable pursuant to Article 68, paragraph 2

may use to elimination of harmful organisms only this technical means,

is obliged to conform to technological procedures approved by the Phytosanitary Administration pursuant to Article 68, paragraph 2 and mark the treated object with the assigned mark in compliance with requirements pursuant to paragraph 2.

Chapter VI

State Administration relative to Plant Health 

Article 70

State Administrative Authorities Relative to Plant Health

(1)
State administration authorities relative to plant health are the Ministry and the Phytosanitary Administration.

(2)
Municipal authorities and municipal authorities of municipalities with extended powers also perform, within the defined scope, state administration in the area of plant health.

Article 71

Ministry

Ministry

a)
is the body of appeal against decision in the area of plant health of the Phytosanitary Administration and municipal authorities of municipalities with extended powers,

b)
decides on authorization of natural persons or legal entities, at their request, to perform certain professional plant health activities,

c)
decides on authorization of legal entities to carry out research and development of new methods and systems of plant protection and determines principal tasks of plant health in the area of science and research,

d)
appoints the Phytosanitary Council of the Ministry as the advisory body in the area of plant protection in agriculture and forestry, whose task is submission of recommendations concerning protection of the state against introduction and spread of certain harmful organisms and their control, minimization of risks related to plant protection measures, priorities in research, counselling, development of international relations and coordination of activities in the area of plant health, 

e)
appoints the expert commission for products for delivering its opinions prior to the decisions of the Phytosanitary Administration concerning product authorisation in the case of products containing an active substance not contained in any product registered in the Czech Republic, and concerning cancellation of the authorisation, 

f)
ensures, together with the Ministry of Health, coordination of systematic monitoring of residues of products as well as of undesirable products resulting from harmful organisms in plant products and raw materials for production of foodstuffs and animal feeding stuffs and elaborates summary evaluation reports of the Czech Republic
g)
together with the Ministry of the Environment coordinates monitoring and control of invasive harmful organisms and systematic monitoring of adverse side effects of registered products, methods and systems of plant protection and of genetically modified organisms placed on the market pursuant to the special legal act 32) onto selected areas of the environment, such as aquatic environment and soil, accumulates information about them and prepares synoptic evaluation reports of the Czech Republic,

h)
takes responsibility for fulfilment of obligations in the area of plant health consequent upon the membership of the Czech Republic in the European Union, including the implementation of directly applicable legal acts of the European Communities in this field laid down by the authorities of the European Communities,

i)
takes responsibility for protection against introduction and spread of individual harmful organisms pursuant to special acts of the European Communities
 including issue of relevant legal acts ,

j)
applies to the Commission for financial contribution pursuant to the special act of the European Communities1) to cover costs of necessary measures which have been taken or are planned for the purpose of eradication or prevention of harmful organisms spreading pursuant to Article 11, paragraph 5.

In accordance with the procedure laid down in paragraph 3 the Ministry may provide for derogations from 

a)
the provision of Article 7, paragraph 5, unless the provision of Article 8, paragraph 1 is affected,

b)
the provision of Article 21, paragraph 1, letter c),

c)
the provision of Article 21, paragraph 1, letter d) only for import of wood, if equivalent  guarantees are given,

Derogations pursuant to paragraph 2 may only be provided 

if the Czech Republic is authorised to provide for the derogation by the Commission pursuant to the special act of the European Communities1) and if equivalent safeguards are given,

if the danger of introduction or spread of harmful organisms is excluded with regard to the origin of the plants, plant products and other objects, their appropriate treatment with products or limitation of their use. 

Article 72 

Phytosanitary Administration 

(1)
The Phytosanitary Administration is the administrative body for plant health in the Czech Republic established by Act No. 147/1996 Coll., on phytosanitary care, as amended
, subordinate to the Ministry. 

(2)
The Phytosanitary Administration is the official national plant protection organisation pursuant to the International Plant Protection Convention and the authority responsible for enforcement of law and performance of activities within the scope of plant health pursuant to the special act of the European Communities 1), 

(3)
The Phytosanitary Administration is organisational unit of the State
 and accounting unit. The registered seat of the Phytosanitary Administration is Prague. The Phytosanitary Administration is headed by director, appointed and recalled pursuant to the service act.
 Organisation of the Phytosanitary Administration is defined by the rules of organisation approved by the director. 

(4)
The Phytosanitary Administration acts on the basis of he provisions of this Act concerning 

a) protection of plants plant products as according to Articles 5 and 6,

b) measures against introduction and spread of harmful organisms, or invasive harmful organisms, as specified under Articles 7 to 13, 15 to 17, 19, 21, 22, 25 to 30,

c) products and other means as specified under Articles 32 to 45, 50, 51, 53, 54, 57 and  58, 

d) mechanisation means as specified under Articles 63, 65, 66, 68 and 69,

e) phytosanitary surveillance and proceedings in the area of plant health, including extraordinary phytosanitary measures, solutions of emergency situations and imposing of sanctions as specified under Articles 74 to 78,

f) professional phytosanitary activities and professional competences for their performance as specified under Articles 79, 81 to 83 and 86.

(5)
The Phytosanitary Administration further

a)
monitors occurrence of harmful organisms, including invasive harmful organisms and disorders on fields and in premises where plants or plant products have been grown, stored or processed,

b)
monitors effectiveness of genetically modified organisms used in plant protection and resistance of harmful organisms to products and other means and to products of genetically modified organisms,

c)
audits natural persons and legal entities and takes standpoints to proposals for their authorisation for implementation of certain professional activities pursuant to Article 71, paragraph 1, letters b) and c),

d)
evaluates information about adverse effects of registered products and other means,

e)
decides whether a product in question is a product, other means or another article,

f)
issues on request professional judgements or statements within the scope of its responsibility,

g)
carries out phytosanitary diagnostics, 

h)
on the basis of official tests certifies resistance, or other effectiveness of plant species against certain harmful organisms in cases when application of such species is one of the extraordinary phytosanitary measures pursuant to Article 76, paragraph 1, letters a), c) or d) against these harmful organisms; without prejudice to assessment of resistance of species against harmful organisms in tests for certification of usable value of species performed by the Central Control and Testing Laboratory for Agriculture pursuant to the special legal act 5),

i)
may authorise a natural person or legal entity on its request for performance of certain professional/expert activities within the scope of its competences, under its supervision, and on condition that it shall be guaranteed objectivity of the results and the person shall comply with the minimum qualification requirements for performance of the particular professional activity,

j)
Announces measures against introduction and spread of harmful organisms specified by the legal norms with immediate effect laid down by the European Communities and fulfils other obligations consequent upon these norms or decisions

k)
Proposes derogations to the Ministry pursuant to Article 71, paragraph 2.

The Phytosanitary Administration publishes the Bulletin publishing information about documents in the area of plant health issued by authorities of the European Communities and other international institutions, information about occurrence of harmful organisms, list of registered products and other means, list of operators for inspection of mechanisation means in use and other information relevant for the public, including announcement of measures against introduction and spread of dangerous harmful organisms.

Within the scope of its responsibility the Phytosanitary Administration is eligible to seek information related to performance of its activity on its request from organisational units of the State, in particular from public health protection authorities, the State Veterinary Administration and the customs offices and from regional governments, including trading offices.

The Phytosanitary Administration can use for performance of its activity information from the Land Register and the Land Fund of the Czech Republic within the necessary scope and free of charge.

The Phytosanitary Administration within the scope of its activity provides information and collaborates with organisational units of the State and regional governments and professional associations.

The Phytosanitary Administration informs the Commission 

about natural persons or legal entities authorised for implementation of specific professional activities pursuant to Articles 10, 15, 17, 22 and 28 – 30,

about the current official procedures of phytosanitary examination pursuant to Articles 15 and phytosanitary inspection pursuant to Article 22,

on its request about details of origins of consignments of plants, plant products and other objects sent from the Czech Republic found by another Member State of the European Union non-compliant with the provisions of this Act against spread of harmful organisms, about all acts of phytosanitary care including expert inspections and measures to which the consignment was subject in the Czech Republic, and destinations of potential further consignments from the same origin in a certain period of time,

and the other Member States of the European Union by 1 September of each year about a list of imports and movements permitted pursuant to Article 8, paragraph 1, for the period of one year ending on 30 June, and each occurrence of harmful organisms pursuant to Article 7, paragraphs 1 and 3 confirmed in the same period on plants, plant products and other objects of which permitted for import or movement pursuant to Article 8, paragraph 1, was permitted,

and the other Member State of the European Union about measures pursuant to Article 8, paragraph 1 taken for plants, plant products or other objects for which release from the special mode of keeping and handling is required (Article 8, paragraph 1, letter e)

Article 73

Municipal Authorities and Municipal Authorities of Municipalities with Extended Powers

(1)
Municipal authorities receive notifications of occurrence or suspected occurrence of harmful organisms pursuant to Article 9 and submit them to the Phytosanitary Administration for further proceeding.

(2)
Municipal authorities fulfil specific liabilities in the area of protection of bees against applied products pursuant to Article 51, paragraph 4, 8 and 9. 

(3)
Municipal authorities of municipalities with extended powers in the context of their areas of responsibility discuss offences concerning Article 3, paragraph 1, letter a) in the case of occurrence and spread of weeds as harmful organisms spreading from uncultivated agricultural and non-agricultural land and representing a risk for human or animal health or for the environment.. If district authorities of statutory cities are divided into districts, district authorities perform these activities

(4)
In the capital Prague district authorities perform state administration in the area of plant health within the scope specified by this Act for municipal authorities of municipalities with extended powers.

(5)
The activities pursuant to paragraphs 1 to 3 above represent performance of transferred responsibility. 

Article 74

Phytosanitary Surveillance

(1)
The Phytosanitary Administration performs surveillance over compliance with 

a)
the obligation to monitor and limit occurrence and spread of harmful organisms (Article 3, paragraph 1, letter a),

b)
the provisions of protection of plant products with regard to food safety (Article 4),

c)
the measures against introduction and spread of harmful organisms, in particular the extraordinary phytosanitary measures (Articles 11, 26 and 76),

d)
the obligation related to registration of persons (Article 12) and the obligations of registered persons (Article 13), the provisions of use of plant passports (paragraphs 14, 16 and 17) and related obligations (Article 20),

e)
the conditions of movement of plants and plant products through protected zones or within protected zones (Article 30, paragraph 2),

f)
the requirements and liabilities related to use and placing of products and other means on the market (Article 3, paragraph 1, letter b), Articles 31, 43, 46, 47, 49)

g)
the measures for protection of bees, wildlife, water organisms and other non-target organisms against applied products (Article 51),

h)
the conditions specified in the decision for entry of mechanisation means into the official register (Article 63), provisions concerning use and control testing of mechanisation means (Article 3, letter b), Articles 64, 66 and 67), and operation of technical means for  elimination of harmful organisms (Articles 68 and 69),

i)
the provisions concerning performance of professional assistance to natural persons and legal entities in protection of plants and plant products (Article 5) and performance of certain professional phytosanitary activities by authorised natural persons or legal entities (Article 71, paragraph 1, letter b) and Article 72, paragraph 5, letter i)) or persons active in the area of a trade (Article 85), including compliance with the requirements of professional competence for these activities (Articles 81 to 86),

j)
other obligations of natural persons and legal entities set down by this Act or ordered on the basis hereof,

k)
obligations of natural persons and legal entities stipulated in the directly applicable legal acts of the European Communities (Article 3, paragraph 2).

(2)
In the context of phytosanitary surveillance the Phytosanitary Administration 

a)
finds imperfection, their causes and responsible persons,

b)
discusses and orders official remedial measures to the found imperfection (Article 75) and checks their implementation.

For the purpose of this activity the Phytosanitary Administration is authorised to perform the corresponding investigation.

(3)
In accord with this Act and the Act on the state control, the employees of the Phytosanitary Administration are authorised in the context of performance of phytosanitary surveillance, inspections and monitoring of the occurrence of harmful organisms to

a)
check personal data of the inspected natural persons or their authorised representatives (name, date of birth, permanent residence) for their identification,

b)
make copies or excerpts from written materials which are submitted in the course of an inspection, and make photographic documentation in the context of the surveillance or inspections,

c)
enter the premises, fields and the operation and storage areas of the inspected persons used for growing, storage or processing plants, plant products or other objects and take the minimum necessary samples of plants, plant products or other object, products or another articles.

(4)
Employees of the Phytosanitary Administration performing phytosanitary surveillance or inspections shall prove their identity by their service identification cards, or where appropriate, by a written authorisation including specification of the subject of the inspection and the inspected persons. 

(5)
The Phytosanitary Administration shall randomly carry out official checks to ensure compliance with the provisions of Article 13, paragraph 1, and Article 14, paragraphs 1 and 2, which shall be carried out and without any discrimination in respect of the origin of the plants, plant products or other objects. The checks are carried out: 

a)
at any time and at any place and at when plants, plant products or other objects are moved,

b)
on fields and on premises where plants, plant products or other objects are grown, produced, stored or offered for sale, as well as on fields and on premises of natural persons or legal entities whose business activities12) include plant growing and purchases or other acquisitions of plants, plant products or other objects as final users,

c)
preferentially at the same time as any other documentary check 

(6)
Checks pursuant to paragraph 5 are carried out

a)
repeatedly in the term of at least one year, in fields and, where appropriate, on premises of persons registered in accordance with Article 12, paragraph 1, letters a) and b), at least by checking evidence pursuant to Article 13, paragraph 1, letter a),

b)
usually repeatedly in fields and in premises of persons registered in accordance with Article 12, paragraph 1, letter c),

c)
usually targeted, if facts have been found out suggesting that a certain provision of this Act have not been complied with.

(7)
Where it is established through the checks carried out in accordance with paragraphs 5 and 6 that plants, plant products or other objects present a risk of spreading harmful organisms listed in the implementing legal regulation then they shall be the subject of extraordinary phytosanitary measures in accordance with Article 76.

(8)
If the check pursuant to paragraphs 5 and 6 is applied to plants, plant products or other objects originating from another Member State of the European Union, the Phytosanitary Administration shall immediately inform the official authority of plant protection of the affected Member State of the European Union and the Commission about the findings and the measures that have been or are to be ordered in this context.

(9)
Unless otherwise specified herein the Phytosanitary Administration shall compensate the inspected person for the samples taken in the amount of the price of the plants, plant product, product or other product valid for the relevant market at the moment of the sample taking or acquisition price of those, if the inspected person requests the compensation within three months from receipt of the results of the inspection. 

(10)
The compensation pursuant to Article 9 is not provided if

a)
the result of the inspection has revealed that the inspected person has not met the provisions of this Act, 

b)
has failed to comply with the measures ordered on the basis of this Act,

c)
the price of the taken sample was lower than CZK 300.

Article 75

Official Measures

(1)
The measures in the context of plant health taken on the basis of results of phytosanitary surveillance or inspection for remedy of finding facts, with the exception of extraordinary measures pursuant to Article 76, are official measures to which the provisions of the rules of administration do no apply.11).

(2)
The official measures pursuant to paragraph 1 shall be justified by the Phytosanitary Administration and communicated to the inspected person in writing. The inspected person may file an appeal against the official measures within 5 days from receipt of the notification. The appeal has no effect on the deadline for implementation of the measures.

(3)
The appeal shall be settled by the director of the Phytosanitary Administration within 5 business days from receipt of the appeal. The decision of the director may be examined by the appropriate court of justice.

Article 76

Extraordinary Phytosanitary Measures

(1)
Extraordinary phytosanitary measures include

d) a)
prohibition, restriction or laying down specific conditions for a period of time and territory specified by the Phytosanitary Administration for

1. growing, harvesting, post-harvest processing, placing on the market, industrial processing and other use of plants, plant products, or other objects,

2. use of fields, warehouses, premises or equipment and/or movement of plants, plant products, soil, fertilizers, compost, or where appropriate, other materials and objects, transport vehicles and animals that might be carriers of harmful organisms,

b)
one-off destruction of plants, plant products and other objects contaminated or suspected of contamination with harmful organisms or their one-off treatment with specified means and methods,

c)
one-off disinfestation, disinfection or other treatment of fields, warehouses, operation areas, machinery, transport vehicles, facilities, equipment, tools or other objects, 

d)
one-off compulsory examination of plants or plant products, or where appropriate, other objects for contamination by harmful organisms or their resistance against them,

e)
laying down special conditions for protection of organisms that are not harmful organisms according to this Act, against adverse side effects of applied products,

f)
prohibition of placing on the market and use of products or prohibition of use of mechanisation.

(2)
Extraordinary phytosanitary measures are ordered by the Phytosanitary Administration individually to determined natural persons or legal entities, or, if these measures apply to an unspecified group of natural persons and/or legal entities these measures are published in the Bulletin, either after carrying out the relevant professional examination, or immediately in the case of a risk represented by a delay

a)
in cases specified under Article 7, paragraph 4, Article 11, Article 15, paragraph 6, Article 26, paragraphs 3 and 5, Article 29, paragraph 6, and Article 74, paragraph 7,

b)
for protection against introduction of harmful organisms into the buffer zone defined by the Phytosanitary Administration in relation to these harmful organisms, or before their spread within the zone,

c)
for protection against spread and for limitation of occurrence of invasive harmful organisms (Article 10, paragraph 1) and in the case of mass outbreak of harmful organisms provided that the Phytosanitary Administration accepted the measures as necessary in these cases on the basis of the performed professional examination; mass outbreak shall means significant increase in the occurrence of a harmful organism representing a danger of considerable damage,

d)
in the case of finding out inappropriate use of products representing a risk for human or animal health or the environment,

e)
if it is found that

a product does not comply with the requirements pursuant to Article 31, paragraph 1, Article 33, paragraph 3, letter b), points 2 to 5, or the conditions specified in Article 34, paragraph 3, or other means do not comply with the requirements specified in Article 54, paragraphs 1, 3 and 8, or mechanisation means do not comply with the requirements specified in Article 61 and 63, paragraphs 1 and 3,

placing a product on the market and use of it is not acceptable on the basis of a decision of the Commission,

a product, other means or mechanisation means is not safe pursuant to the special legal act.29)
(3)
In the case of ordering an extraordinary phytosanitary measure pursuant to paragraph 2 the provisions of the rules of administration 17) on deadlines for decisions shall not apply and appeals against decisions shall not affect the deadline of implementation of the ordered extraordinary measure. 

(4)
In the case of an extraordinary phytosanitary measure ordered pursuant to paragraph 2, the Phytosanitary Administration shall 

a)
order a new extraordinary measure pursuant to paragraph 1, in the case of finding new facts requiring new extraordinary measures, or in the case of a change of the person owning or using the field or premises to which the extraordinary phytosanitary measures apply, corresponding to these changes,

b)
cancel the measures after expiring of the ordered period of application of the extraordinary phytosanitary measures if these measures have been implemented, or if the relevant harmful organism is proved not to be present on the field, in the premises or territory to which the measures have applied by methods specified by the Phytosanitary Administration, or if the ordered measures are proved to be ineffective or without sense by methods specified by the Phytosanitary Administration.

(5)
The person owning a field or premises in the area to which an extraordinary phytosanitary measure applies, or the person using such real estates for another legal reason, shall immediately inform the Phytosanitary Administration about any sale or other transfer of the field or premises onto another person(s), or about any new lease, loan or encumbrance related to the field or premises, and shall inform the buyer, lessee or new user of the field or premises about existence of the applicable extraordinary measure(s).

(6)
The Phytosanitary Administration may refrain from ordering extraordinary phytosanitary measure(s) pursuant to Article 2, letter a) in the case of 

a)
slight contamination of plants not intended for planting with harmful organism(s) specified in the implementing legal regulation, if a decision about such cases has been taken pursuant to Article 7, paragraph 2 pursuant to the special act of the European Communities1), or

b)
finding out on the basis of a expert examination that there is no risk of spread of the relevant harmful organism under the given conditions.

(7)
The method and scope of expert examination pursuant to Article 2, and Article 6, letter b) is specified in the implementing legal regulation. 

(8)
A person affected by extraordinary phytosanitary measures referred to in paragraph 1, letters b), c) and d) shall be provided with compensation for the loss caused to the persons in consequence of taking the measures, if the person applies in writing. The compensation shall be provided from the state budget on the basis of decision of the Phytosanitary Administration.

(9)
The compensation pursuant to Article 8 shall not be provided to a person failing to fulfil its obligations following from this Act or from the related special legal act6) and thus causing the necessity of ordering extraordinary phytosanitary measure(s), or a person failing to implement an ordered extraordinary phytosanitary measure. 

(10)
The person claiming compensation pursuant to Article 8 must prove existence of the loss.

(11)
Details of compensation of loss and the method of specification of the amount of the compensation are specified in the implementing legal regulation. 

Article 77

Emergencies 

The way of solving of emergencies exceeding the scope of effectiveness of extraordinary phytosanitary measures is specified by special legal acts. 
 The individual departments of the Phytosanitary Administration are responsible for implementation of the activities resulting from the said special legal acts within the scope of their activity.

Article 78
Sanctions

(1)
A natural person committing an offence by

a)
using other means not registered in the official register, even though liable for the authorisation pursuant to Article 54, paragraph 1, or

b)
violation of the provision of

1.
experimental use of other means pursuant to Article 54, paragraph 12,

2.
import of other means pursuant to Article 54, paragraph 15,

may be penalised up to the amount of CZK 20,000.

(2)
A natural person committing an offence by

a)
not monitoring and/or limiting occurrence and spread of harmful organisms to prevent damage to other persons or the environment or human or animal health pursuant to Article 3, paragraph 1, letter a) in the case of occurrence of a harmful organism, including weeds,

b)
not fulfilling its reporting obligation pursuant to Article 9,
c)
failing to submit a consignment or lot for import phytosanitary inspection pursuant to Article 24, paragraph 2, or failing to provide for carrying out of the inspection within the scope and in the way specified herein pursuant to Article 24, paragraph 3,

d)
failing to store a consignment or lot pursuant to Article 26 paragraph1, letter c) on the place and under conditions specified by the Phytosanitary Administration until the final results of official laboratory and/or other examinations are known,
e)
moving plants, plant products or other objects through the protected zone with the final destination outside the zone without a plant passport in contrary to Article 30, paragraph 1, or

f)
failing to provide information pursuant to Article 76, paragraph 5,

may be penalised up to the amount of CZK 30,000. 

(3)
A natural person committing an offence by 

a)
using a product not registered in the Czech Republic, even though liable for the authorisation pursuant to Article 31, paragraph 1, 

b)
continuing to use a product after cancellation of its authorisation in contrary to the provision of Article 35, or 

c)
violating the provisions of

1.
conditions of performance of tests or examinations of products pursuant to Article 44, paragraph 1,

2.
use of products pursuant to Article 49,

3.
professional competence for handling of products pursuant to Article 86,

4.
protection of bees, wildlife and water organisms pursuant to Article 51,

5.
import of products pursuant to Article 31, paragraph 2,

may be penalised up to the amount of CZK 40,000.

(4)
A natural person committing an offence by 

a)
introduction, spread, import or movement of harmful organisms, plants, plant products or other objects in contrary to Articles 7 and 8, or

b)
not observing the measures specified by the Phytosanitary Administration pursuant to Article 26, paragraph 1, letters a), b) or e) for a consignment found by the relevant import inspection not complying with the legal requirements or not observing the ordered extraordinary phytosanitary measures pursuant to Article 76, paragraph 1,

c)
not complying with or violating its obligation or requirements laid down in the directly applicable legal act or in the decision of the European Communities pursuant to Article 3, paragraph 2,

may be penalised up to the amount of CZK 50,000.

(5)
A legal entity committing another administrative offence by 

a)
placing on the market or using other means not written in the official register, even though liable to the entry pursuant to Article 54, paragraph 1, or placing other means on the market past its expiration date, or placing on the market goods to be used in the plant protection, which is an imitation other means written in the official register, or

b)
violating the provisions of

1.
experimental use of other means pursuant to Article 54, paragraph 12,

2.
marking other means pursuant to Article 55,

3.
import of other means pursuant to Article 54, paragraph 15, 

4.
compulsory inspection of mechanisation means in use pursuant to Article 66,

may be penalised up to the amount of CZK 200,000.

(6)
A legal entity committing another administrative offence by

a)
not monitoring or limiting occurrence and spread of harmful organisms to prevent damage to other persons or the environment or human or animal health pursuant to Article 3, paragraph 1, letter a) in the case of occurrence of harmful organisms, including weeds, using for treatment of plants, plant products or other objects against harmful organisms a product, other means or mechanisation means not permitted for use under this Act, or damages a surrounding crop, human or animal health or the environment pursuant to Article 3, paragraph 1, letter b)

b)
not complying with its obligation specified for storage of plant products pursuant to Article 4, paragraph 1, or not observing the specified method of monitoring or regulation of occurrence of harmful organisms in stored plant products pursuant to Article 4, paragraph 2,

c)
not complying with its reporting liability pursuant to Article 9,
d)
violating the provision of registration of persons pursuant to Article 12, paragraph 1, the provision of attachment of plant passports to plants, plant products or other objects pursuant to Article 14, paragraphs 1 and 2, or the provision of replacement of the passport pursuant to Article 19, paragraph 1,
e)
not complying with the liability of a registered person to keep and maintain evidence of grown, produced, stored, dispatched to another place or otherwise used plants, plant products and other objects, not enabling the Phytosanitary Administration to perform activities laid down in this Act in the places of growing, production, storage, or keeping the plants, plant products and other objects and not providing it by necessary cooperation, information and documents, not carrying out inspections of plants, plant products and other objects, or not complying with the measures ordered by the Phytosanitary Administration pursuant to Article 13,

f)
placing on the market plants, plant products or other objects without carrying out of systematic phytosanitary examination pursuant to Article 15, paragraph 1,

g)
not complying with the measures ordered by the Phytosanitary Administration pursuant to Article 11, paragraphs 2 and 3, and Article 15, paragraph 6,

h)
issuing a plant passport without holding authorisation to do so (Article 17), 

i)
not complying with the liability arising for the legal entity in connection with issuing plant passports pursuant to Article 20, 
j)
failing to submit a consignment or lot to import phytosanitary inspection pursuant to Article 24, paragraph 2, or failing to enable the carrying out of the inspection in the scope and way specified herein pursuant to Article 24, paragraph 3,
k)
failing to store a consignment or lot pursuant to Article 26, paragraph 1, letter c) in a place and under conditions specified by the Phytosanitary Administration until the final results of officially prescribed laboratory and/or other tests are known,
l)
failing to transport a consignment pursuant to Article 28, paragraph 8 in a way preventing contamination of the consignment with harmful organisms and possible spread of the harmful organisms from it,

m)
moving plants, plant products or other objects through a protected zone to the final destination outside the zone without a plant passport in contrary to Article 30, paragraph 1, or

n)
failing to provide information pursuant to Article 76, paragraph 5,
may be penalised up to the amount of CZK 500,000. 

(7)
A legal entity committing another administrative offence by 

a)
placing on the market or using a product not authorised in the Czech Republic, even though it is liable to the authorisation pursuant to Article 31, paragraph 1, or placing on the market a product past its expiration date (Article 47), or placing on the market a product imitating a registered product, 

b)
placing on the market or continuing to use a product after cancellation of its authorisation in contrary to the provision of Article 35, or

c)
violating the provision of 

1.
packaging and identification of products pursuant to Article 42 in the case of the holder of the decision of authorisation of the product or distributor of the product, if it is supposed that the legal entity in accordance with its relation to the matter is aware or should be aware of the violation,

2.
conditions of testing of products pursuant to Article 44, paragraph 1,

3.
storage of products pursuant to Article 46 and placing on the market of products past expiration date pursuant to Article 47,

4.
use of products pursuant to Article 49,

5.
professional qualifications for handling products pursuant to Article 86,

6.
protection of bees, wildlife, water organisms and other not target organisms pursuant to Article 51,

7.
Placing on the market or use of active substances not permitted pursuant to Article 31, paragraph 5,

8.
Import of products pursuant to Article 31, paragraph 2,

may be penalised up to the amount of CZK 1,000,000.

(8)
A legal entity committing another administrative offence by 

a)
introduction, spread, import or movement of harmful organisms, plants, plant products or other objects in contrary to Articles 7 and 8, or

b)
not complying with the measures specified by the Phytosanitary Administration pursuant to Article 26, paragraph 1, letters a), b) or e) for a consignment that is found after carrying out of import phytosanitary inspection not to comply with the requirements laid down in the Act or not implementing the ordered extraordinary phytosanitary measures pursuant to Article 76, paragraph 1, or

c)
not complying with or violating its obligation or requirements laid down in the directly applicable legal act or in the decision of the European Communities pursuant to Article 3, paragraph 2, 

may be penalised up to the amount of CZK 1,500,000.

(9)
The penalties for offences and other administrative offences pursuant to paragraphs 1 to 8 are imposed by the Phytosanitary Administration, with the exception of the penalty for the offence pursuant to Article 2, letter a), and the other administrative offences pursuant to Article 6, letter a), if the liability pursuant to Article 3, paragraph 1, letter a) is not met concerning weeds spreading from non-cultivated agricultural and non-agricultural land and representing a risk for the environment, human or animal health, which is imposed by the municipal councils of municipalities with extended powers.

(10)
Special legal act
 concerning offences apply to offences and proceedings related to them, unless otherwise specified herein.

(11)
The provisions concerning responsibility of legal entities for illegal actions shall also be applied to assessment of responsibility of natural persons active in the area of business, and the natural person shall be deemed violating the liability of the legal entity if committing the violation in the context of its business activity or in direct relation to it. 

(12)
The amount of the imposed penalty shall be specified with regard to the seriousness, method, period and consequences of the illegal action. 

(13)
The penalty may be imposed within one year from discovered violation of a liability, but no later than within three years from commitment of the violation. 

(14)
The penalties imposed by the Phytosanitary Administration are collected by the Phytosanitary Administration and enforced by the relevant Tax Office. The penalties imposed by municipal councils with extended powers are enforced by these councils. Collections and enforcement of penalties are governed by the Tax Administration Act.

(15)
Revenues from penalties shall be gains of the state budget. Penalties imposed and collected by municipal councils of municipalities with extended powers shall be their gains. 

Article 79

Compensation of Costs of Implemented Professional Actions

(1)
The Phytosanitary Administration may require compensation of costs of professional actions pursuant hereto from applicants for 

a)
provision of professional assistance pursuant to Article 5, paragraph 1,

b)
survey of occurrence of harmful organisms pursuant to Article 6, paragraph 1,

c)
permission for import and movement of harmful organisms, plants, plant products and other objects pursuant to Article 8, paragraph 1,

d)
registration of persons pursuant to Article 12, paragraph 2,

e)
carrying out of systematic phytosanitary examination pursuant to Article 13, paragraph 1, letter e),

f)
issue or replacement of plant passport or plant passport for a protected zone pursuant to Article 17, paragraph 1, and Article 19, paragraph 2,

g)
carrying out of import phytosanitary inspection pursuant to Article 21, paragraphs 1 and 3,

h)
authorisation of products pursuant to Article 33 and evaluation of active substances pursuant to Article 41,

i)
grant of certificate of capability to carry out officially recognised tests pursuant to Article 45,

j)
approval of import of parallel products pursuant to Article 53,

k)
enter of other means pursuant to Article 54 and mechanisation means pursuant to Article 63 into the official register,

l)
assessment of suitability of a venue for inspection of mechanisation means in use pursuant to Article 66,

m)
recognition of suitability of technical equipment pursuant to Articles 69,

n)
carrying out of other professional actions.

(2)
The Phytosanitary Administration is also authorized to require compensation of costs of professional actions from a person failing to fulfil or violating any of the liabilities specified herein or ordered on the basis hereof and thus causing the necessity of carrying out of the actions. 

(3)
The amount of the cost compensation pursuant to paragraphs 1 and 2 is specified in the implementing legal regulation. The amount shall be specified with regard to the mean workload and material demand of the individual types of professional actions and the level of competence required for their performance. The calculation of costs pursuant to paragraph 1 may only reflect costs resulting from the submitted application, which would not have been incurred by the Phytosanitary Administration otherwise

Chapter VII

Article 80

Commission Experts

(1)
For correct and uniform implementation of the provisions of special act of the European Communities 1) the Commission may organise in the Czech Republic on-site or other check by Commission experts (hereinafter “ the experts”). These checks, carried out by the experts, must be done in cooperation with the Phytosanitary Administration and in harmony with the special act of the European Communities.

(2)
Expert checks may involve

a)
implementation of systematic phytosanitary examinations pursuant to Article 15, import phytosanitary inspections pursuant to Article 22, paragraph 1, and checks specified in Article 74, paragraphs 5 and 6,

b)
specification of measures in the case of occurrence or suspicion of occurrence of harmful organisms pursuant to Article 11 and checks of compliance with the measures,

c)
implementation of activities pursuant to  Article 27, paragraph 3, if specified in the relevant agreement between the European Communities and the third country,

d)
assessment of risks of introduction or spread of harmful organisms in granting derogations pursuant to Article 71, paragraph 3, letter b),

e)
assistance to the Commission in preparation of establishment of information network for notification of new occurrences of harmful organisms, or in drawing up guidelines for the experts and for the official plant protection organisations of the Member States of the European Union in carrying out their activities

f)
carrying out any other duty assigned to the experts by the Council of the European Communities.

(3)
Experts carrying out checks in the Czech Republic are entitled to

a)
enter the fields and premises where plants, plant products or other objects have been grown, produced, processed or stored or where examinations or inspections have been hold pursuant to Articles 15 and 21, paragraphs 1 and 3,

b)
obtain information from the Phytosanitary Administration related to the carried out checks,

c)
accompany employees of the Phytosanitary Administration in execution of activities listed under Article 72, paragraph 4, letters b) and e) and paragraph 5, letters a) and g).

(4)
Experts carrying out checks in the Czech Republic are obliged to

a)
comply with this Act, the special legal act on personal data protection 
 and instructions of the Phytosanitary Administration,

b)
report to the Phytosanitary Administration their findings concerning violations of the provisions of the special act of the European Communities 1) or suspicion of such a violation.

(5)
Experts are allowed to perform import phytosanitary inspection of consignments pursuant to Article 21, paragraphs 1 and 3 together with the Phytosanitary Administration. Entry of the jointly inspected consignment into the Czech Republic shall then only be permitted if the Commission and the Phytosanitary Administration agree in the result of the inspection and/or in the measure specified pursuant to Article 26, paragraph 1, letter b). Pending an agreement is reached the measure pursuant to Article 26, paragraph 1, letter b) shall be specified by the Phytosanitary Administration. 

(6)
The Ministry and the Phytosanitary Administration shall enable experts to carry out checks in the Czech Republic within the scope and under the terms and conditions specified by the act of the European Communities 1) and shall provide information on their request needed for carrying out such checks well in advance, and the necessary equipment, including laboratory equipment and staff.

Chapter VIII

Professional Qualifications for Performance of Expert Phytosanitary Activities

Article 81

Expert Phytosanitary Activities

(1)
Expert phytosanitary activities are particularly

a)
monitoring, survey and prognosis of occurrence of harmful organisms,

b)
evaluation of properties of products, active substances and other means and evaluation and testing of technological functionality of mechanisation means, 

c)
phytosanitary diagnostics,

d)
phytosanitary examination of plants, plant products and other objects placed on the market, imported or exported,

e)
specification of measures against introduction, spread and for suppression of certain harmful organisms, 

f)
phytosanitary surveillance,

g)
control, where appropriate performance, of treatment of plants and plant products, soil, buildings or other objects against harmful organisms, 

h)
monitoring of adverse side effects of products on the environment, including resistance of harmful organisms, 

i)
professional counselling and testing in plant protection, 

j)
research in the area of phytosanitary care.

(2)
Expert phytosanitary activities are performed by

a)
the Phytosanitary Administration in the cases specified under paragraph 1, letters a) to f), h) and i), if these activities are connected with performance of government administration, 

b)
natural persons or legal entities authorised by the Ministry pursuant to Article 71, paragraph 1, letters b) and c) or by the Phytosanitary Administration pursuant to Article 72, paragraph 5, letter i) in the case of some of the activities specified under paragraph 1, letters a) to c), h), i), and j),

c)
natural persons or legal entities performing activities pursuant to paragraph 1, letters c), g) and i) within their business activities or as part of agricultural or forestry production,

d)
persons providing professional help to natural persons or legal entities pursuant to Article 5, paragraph 2.

Article 82

Expert Qualifications for Performance of Government Administration

(1)
Expert phytosanitary activities at the Ministry and the Phytosanitary Administration may be performed by persons who

a)
comply with the requirements for expert qualifications pursuant to paragraph 2 (hereinafter “phytosanitary experts“),

b)
perform specialised expert activities in the area of plant health and have appropriate expert qualifications for the activities in another branch.

(2)
Phytosanitary experts must be 

a)
graduates from accredited master or doctoral study programmes organised by universities
 providing university education in the area of agriculture or natural sciences specialised in phytosanitary care or plant protection, or 

b)
graduates from programmes of further education organised by universities
 in the area of agriculture or natural sciences specialised in phytosanitary care or plant protection and intended for graduates from accredited study programmes providing university education in areas and specialisations not included under letter a) or

c)
Holders of academic degrees in the area of phytosanitary care or plant protection. 

(3)
Persons with lower education than specified under paragraph 2, who 

a)
are graduates from accredited bachelor study programmes organised by universities59), providing university education in the area of agriculture or natural sciences specialised in plant health or plant protection, or

b)
have completed their secondary professional or higher professional education in the area of phytosanitary care or plant protection, growing, horticulture, hop growing, forestry or viticulture, may perform professional activities in the Ministry or the Phytosanitary Administration related to phytosanitary surveillance and preparation of documents for administrative proceedings only under direct guidance and responsibility of a phytosanitary expert.

(4)
State administration in the area of phytosanitary care as specified herein for municipal authorities may be performed by persons proving special professional capability with appropriate certificate(s).

(5)
 Appropriate qualifications for performance of state administration in the area of plant health also include

a)
graduates from foreign universities holding a certificate of acknowledgement of their higher education pursuant to the special legal act 
 in the areas and specializations of their study specified in paragraph 2, letter a), or

b)
persons who acquired their qualification for this professional activity in another Member State of the Community.
 

(6)
the implementing legal regulation specifies the requirements for knowledge and skills of phytosanitary experts.

Article 83

Attestation Courses

(1)
The performance of some chief executive and specialised positions in professional departments of the Phytosanitary Administration requires an attestation course that consists of two stages: attestation stage I and attestation stage II.

(2)
The implementing legal regulation defines the organisation, curriculum and forms of the attestation courses and positions that may only be held by phytosanitary experts holding attestation of the required stage. 

Article 84

Professional Qualifications of Persons Authorised by the Ministry or the Phytosanitary Administration and Persons Providing Professional Service to Physical Persons or Legal Entities 

(1)
The provisions of Article 82 also apply analogically to persons performing certain professional phytosanitary activities on the basis of authorisation by the Ministry pursuant to Article 71, paragraph 1, letters b) and c) or the Phytosanitary Administration pursuant to Article 72, paragraph 5, letter i) and to persons providing professional service pursuant to Article 5. 

(2)
Persons specified under paragraph 1 must perform the relevant activities in the environment and under conditions corresponding to the type and scope of the activities specified in an expert statement of the Phytosanitary Administration. 

(3)
In case of legal entities, the requirement for professional qualifications must be met by its professional representative.

Article 85

Professional Qualifications for Trade in the Area of Plant Health

(1)
The trade12) of diagnostic, testing and counselling activities in plant protection may only be carried out by persons

a)
complying with the requirements of professional qualifications of phytosanitary experts pursuant to Article 82, paragraph 2, or paragraph 3, letter a),

b)
having completed secondary professional or higher professional education specialised in plant health or plant protection and at least 5 years of practice in the field. 

(2)
The trade12) in the field of treatment of plants, plant products, soil, buildings, and where appropriate, other objects against harmful organisms by products and in the field of inspection of mechanisation means in use may only be carried out by persons 

a)
having achieved professional qualifications as specified under paragraph 1,

b)
having completed secondary professional, higher professional or university education other than as specified under paragraph 1 and the expert practice; the specialisation of the study and the length of professional practice as specified in the implementing legal regulation. 

Article 86

Professional Qualification for Product Handling

(1)
A natural person or legal entity whose business activity includes storage, sales to consumers
, use or direct application of products and/or providing consultancy concerning use of products (hereinafter “product handling”) must employ or contract a professionally qualified natural person for performance of these activities. This provision does not apply to retailing of small packages of products for private consumers.

(2)
A professionally qualified natural person in the case of 

a)
products identified in the decision on their authorisation as highly toxic is a person with professional qualification required by the special act
, 

b)
handling products in the context of trade or as parts of agricultural production, or where appropriate, forestry, or in the context of sales of products and simultaneous providing consultancy on their use, is a person 

1.
complying with the conditions of professional qualifications pursuant to Article 82, paragraph 2, or

2.
holding a valid certificate of professional competence for handling products acquired on the basis of a successfully passed examination in front of an examination commission pursuant to paragraph 5, letter a), or after completion of a professional course in good practice in plant protection and in safe handling of products and a successfully passed examination within the borders of the course,

c)
performance of special protective disinfection, disinfestation and deratization in agricultural and food processing buildings using products is a person with professional qualification pursuant to letter b) or a person holding a certificate of professional qualifications for performance of these activities pursuant to the special legal act.

(3)
Professionally qualified person pursuant to paragraph 2, letters b) and c) 

a)
is responsible to a natural person or legal entity specified under paragraph 1 for compliance with the rules of good plant protection practice and safe handling of products minimising the risk of their adverse side effects on human and animal health and the environment,

b)
shall organise annual training of persons who will directly manipulate with products concerning the rules specified under letter a); shall keep a record of the training and keep the record for at least three years,

c)
shall instruct persons that will be directly manipulating with the product about the features and effects of the product and with the methods of its good and safe handling, prior to start of work with every product,

d)
may act for a natural person or legal entity specified under paragraph 1 at negotiations with the state administrative authorities authorized in matters concerning application of products.

(4)
Professional courses providing knowledge of good plant protection practice and safe handling of products are held by educational institutions authorised by the Ministry on the basis of a proposal of the Phytosanitary Administration pursuant to the provision of Article 5, paragraph 2. As concerns knowledge of human health protection, the bodies of the public health protection are authorised in that matter.

(5)
Applications for test of professional qualifications are submitted to the Phytosanitary Administration. The Phytosanitary Administration 

appoints on the basis of agreement with the local institutions of public health protection67) commissions for examination of professional qualifications for handling products and issues the relevant certificates to natural persons that has successfully passed the examination, with the validity of five years from the date of passing the examination,

keeps records of the authorised educational institutions, passed examinations and issued certificates. 

(6)
The implementing legal regulation specifies the items of the application for carrying out an examination of professional qualifications, composition of the examination commission, conditions of the examination, requirements for knowledge of the tested persons, methods of issuing and items to be included in the certificates of professional qualifications, the curriculum and scope of a professional course in good plant protection practice and safe handling products, and requirements for the educational institutions authorised for organisation of the courses. 

Chapter IX

Common, Transitory and Final Provisions

Article 87

Relation to Rules of Administration 


Unless otherwise specified herein, the Rules of Administration apply to the decision-making of the state administrative authorities concerning matters of plant health.11)  

Article 88

Authorisation Provision

(1)
The Ministry shall issue a Decree  

a)
for implementation of Article 4,

b)
on  provisions against introduction and spread of harmful organisms, execution of Article 2, paragraph 1, letter e), Article 6, paragraph 1, Article 7, paragraphs 1, 5 to 7, Article 8, paragraphs 1, 2 and 4, Article 9, Article 10, paragraphs 1, 4 and 5, Article 12, paragraphs 2 and 7, Article 13, paragraph 1, letter a), Article 13, paragraph 2, Article 14, paragraphs 1 and 2, Article 15, paragraph 1, Article 17, paragraphs 1 and 2, Article 18, paragraph 2, Article 19, Article 20, paragraph 2, Article 21, paragraphs 1 and 3, Article 22, paragraph 4, Article 23, Article 24, paragraph 1, Article 25, paragraphs 1 and 3, Article 26, paragraph 6, Article 27, paragraph 1, letter c), Article 28, paragraphs 1, 2 and 4, Article 29, paragraph 4, Article 30, paragraph 1, Article 74, paragraph 7, Article 76, paragraph 6, letter a), and Article 76, paragraphs 7 and 11, 

c)
on mechanisation means, execution of Article 62, Article 63, paragraph 4, Article 66, paragraphs 1, 2 and 4, Article 67, paragraph 1, and Article 68, paragraph 2.

d)
on protection of bees, game, aquatic organisms and other non-target organisms in use of plant protection products, execution of Article 51, paragraphs 6 and 10.

 (2)
The Ministry shall issue Decrees on provisions of protection against introduction and spread of individual harmful organisms, execution of Article 71, paragraph 1, letter i).

(3)
In cooperation with the Ministry of Healthcare and the Ministry of the Environment the Ministry shall issue a Decree on plant protection products and other means of plant protection, execution of Article 31, paragraphs 4 and 5, Article 32 , paragraphs 3 and 7, Article 33, paragraphs 1, 6 and 7, Article 34, paragraphs 1 and 2, Article 36, paragraph 1, letter a), Article 36, paragraph 4, Article 37, paragraph 1, Article 38, paragraph 5, Article 40, paragraph 1, letter c), Article 40, paragraph 2, letter c), Article 41, paragraph 4, Article 42, paragraph 1, letter g), Article 42, paragraph 7, Article 44, paragraph 5, Article 45, paragraph 4, Article 49, paragraphs 2 and 3, Article 52 , Article 53, paragraph 5, Article 54, paragraphs 3 and 4, and Article 55. 

(4)
In cooperation with the Ministry of Education, Youth and Natural Training the Ministry shall issue a Decree on  professional qualifications in the area of plant health, execution of Article 82, paragraph 6, Article 83, paragraph 2, Article 85, paragraph 2, letter b) and Article 86, paragraph 6.

(5) The Ministry shall issue a Decree on compensation of costs of performed professional actions by the Phytosanitary Administration, execution of Article 79, paragraph 3.

Article 89

Transitory Provisions

(1)
Preparations and auxiliary means of plant protection authorised on the basis of the existing legislation

a)
may be placed on the market until expiration of the decisions on their authorisation, but no later than until 31 December 2008; if the relevant authority of the European Communities decides about non-inclusion of the active substance contained in the product into the list of active substances or defines special conditions for their use then the Phytosanitary Administration shall harmonise the existing decision on authorisation with the decision, restricts or cancels the authorisation before the expiration date, 

b)
may be used after the date as under letter a) but only until the product expiration date, unless the Phytosanitary Administration with regard to a decision of the relevant authority of European Communities pursuant to letter a) restricts the use of the product for a shorter period of time. 

(2)
The applications for product authorisation or entry into the official register of mechanisation means and the applications for registration of persons submitted before the date of the entry of this Act shall be considered applications pursuant to this Act, with the exception of cases under paragraph 5 hereof. 

(3)
Persons authorised in accordance with the previous Act by the Phytosanitary Administration for handling of plants, plant products and other objects specified under Article 12, paragraph 1 shall be considered authorised pursuant to this Act.

(4)
The provisions for protection against introduction and spread of harmful organisms in accordance with the existing legal acts shall be considered extraordinary phytosanitary measures pursuant to this Act. Decisions of the Phytosanitary Administration concerning permission for import of consignments and harmful organisms, their keeping and other handling for trial or scientific purposes and work on varietal selections issued pursuant to the previous Act shall be considered decisions pursuant to Article 8, paragraph 1. 

(5)
The proceedings commenced and not completed before the date of the entry of this Act shall be completed on the basis of the existing legal acts. 

(6)
Authorisations of natural persons or legal entities for testing of products issued on the basis of the existing legal acts shall remain effective until 31 December 2005. 

(7)
The liability to attend the attestation study pursuant to Article 83 shall not apply to employees of the Phytosanitary Administration holding a specialised or managerial position at least 5 years by 1 January 2004. Employees holding a specialised or managerial position for less than 5 years shall attend attestation study of I. grade within 3 years and attestation study of II. grade within 5 years from the date of effectiveness of this Act.
Article 90

Cancellation Provision


The following is cancelled:

1.
Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts.

2.
Act No. 314/2001 Coll., amending Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts, in the wording of Act No. 409/2000 Coll.

3.
Act No. 79/2004 Coll., amending Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts, as amended.

PART TWO

AMENDMENT OF ACT NO. 409/2000 COLL.

Article 91

Part 1 of Act No. 409/2000 Coll., amending Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts, and Act No. 455/1991 Coll., on trades (Trade Act), as amended, is cancelled.

PART THREE

Amendment of Act on Regulation of Advertisement 

Article 92

Act No. 40/1995 Coll., on regulation of advertisement and amendment of Act No. 468/1991 Coll., on radio and TV broadcasting, as amended, in the wording of Act No. 258/2000 Coll., Act No. 231/2001 Coll., Act No. 256/2001 Coll., Act No. 138/2002 Coll., Act No. 320/2002 Coll. and Act No. 132/2003 Coll., is amended as follows:

1.
A new Article 5g is added after Article 5f, including footnote No. 26a, reading:
„5g

Plant Protection Products

(1) Just authorised products of plant protection or imported parallel products pursuant to special legal act26a) may be subject of publicity for the wide public.

(2) Plant protection products may not be presented in contradiction to the conditions specified in the decision on their authorisation. 

________________________

26a) Act No.326/2004 Coll., on plant health and amendment of certain related acts”

2.
Article 7, letter d), reads:

„d)
The State Phytosanitary Administration26a) for publicity of plant protection products, with the exception of the provision of letter a).“

The current letter d) shall become letter e).

PART FOUR

AMENDMENT OF TRADE ACT

Article 93

Act No. 455/1991 Coll., on trades (Trade Act), in the wording of Act No. 600/1992 Coll., Act No. 231/1992 Coll., Act No. 273/1993 Coll., Act No. 303/1993 Coll., Act No. 42/1994 Coll., Act No. 38/1994 Coll., Act No. 136/1994 Coll., Act No. 200/1994 Coll., Act No. 237/1995 Coll., Act no 286/1995 Coll., Act No. 95/1996 Coll., Act No. 94/1996 Coll., Act No. 147/1996 Coll., Act No. 19/1997 Coll., Act No. 49/1997 Coll., Act No. 61/1997 Coll., Act No. 217/1997 Coll., Act No. 280/1997 Coll., Act No. 79/1997 Coll., Act No. 15/1998 Coll., Act No. 83/1998 Coll., Act No. 157/1998 Coll., Act No. 167/1998 Coll., Act No. 358/1999 Coll., Act No. 356/1999 Coll., Act No. 360/1999 Coll., Act No. 363/1999 Coll., Act No. 27/2000 Coll., Act No. 122/2000 Coll., Act No. 149/2000 Coll., Act No. 29/2000 Coll., Act No. 158/2000 Coll., Act No. 249/2000 Coll., Act No. 159/1999 Coll., Act No. 121/2000 Coll., Act No. 247/2000 Coll., Act No. 258/2000 Coll., Act No. 362/2000 Coll., Act No. 409/2000 Coll., Act No. 458/2000 Coll., Act No. 61/2001 Coll., Act No. 309/2000 Coll., Act No. 120/2001 Coll., Act No. 164/2001 Coll., Act No. 501/2001 Coll., Act No. 100/2001 Coll., Act No. 256/2001 Coll., Act No. 274/2001 Coll., Act No. 477/2001 Coll., Act No. 478/2001 Coll., Act No. 174/2002 Coll., Act No. 86/2002 Coll., Act No. 281/2002 Coll., Act No. 308/2002 Coll., Act No. 119/2002 Coll., Act No. 320/2002 Coll., and Act No. 476/2002 Coll., is amended as follows:

1.
Annex 2 Tied Trades, group 214: Other, Diagnostic, Testing and Counselling Activity in Plant Protection, the words “Professional qualifications pursuant to Articles 5 and 6 of Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts” are replaced with “Professional qualifications pursuant to Article 86, paragraph 1 of Act No. 326/2004 Coll., on plant health and amendment of certain related acts“.

2.
Annex 2 Tied Trades, group 214: Other, Treatment of Plants, Plant Products, Soil Objects against Harmful Organisms with Plant Protection Products, the words “Professional qualifications pursuant to Articles 5 and 6 of Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts” are replaced with “Professional qualifications pursuant to Article 86, paragraph 1 of Act No. 326/2004 Coll., on plant health and amendment of certain related acts“.

3.
Annex 3, Concession Trades, group 304: Manufacture of Healthcare Products, Accurate and Optical Instruments and Clocks, Special Protective Disinfection, Disinfesting and Deratization in Food Processing or Agricultural Operations, with the Exception of Professional Activities in the Area of Phytosanitary Care, the words “with the exception of professional activities in the area of phytosanitary care” are replaced with the words “including protection against organisms harmful to plants“.

4.
Annex 3 Concession Trades, group 314: Other, control Testing of Mechanisation Means of Plant Protection, the words “Professional qualifications pursuant to Article 6, paragraph 1, letter c) of Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts” are replaced with “Professional qualifications pursuant to Article 86, paragraph 2 of Act No. 326/2004 Coll., on plant health and amendment of certain related acts “, and the words „Article 36, paragraph 4 of Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts” are replaced with “Article 67, paragraph 3 of Act No. 326/2004 Coll., on plant health and amendment of certain related acts.”

PART FIVE

AMENDMENT OF ACT AMENDING ACTS RELATED TO THE NEW ACT OF SERVICE OF STATE OFFICIALS

Article 94

Part fifteen of Act No. 309/2002 Coll., amending acts related to the new act of service of state officials in administrative authorities and remuneration of these employees and other employees of administrative authorities (Service Act), is cancelled. 

PART SIX

AMENDMENT OF ACT AMENDING AND CANCELLING CERTAIN ACTS IN RELATION TO WINDING UP OF ACTIVITY OF DISTRICT COUNCILS

Article 95

Part eighty two of Act No. 320/2002 Coll., on amendment and cancellation of certain acts in relation to winding up of activity of district councils, is cancelled. 

PART SEVEN

AMENDMENT OF ACT ON PUBLIC HEALTH PROTECTION

Article 96


Act No. 258/2000 Coll., on public health protection and amendment of certain related acts, in the wording of Act No. 254/2001 Coll., Act No. 274/2001 Coll., Act No. 13/2002 Coll., Act No. 76/2002 Coll., Act No. 86/2002 Coll., Act No. 120/2002 Coll., Act No. 309/2002 Coll., Act No. 320/2002 Coll., Act No. 274/2003 Coll., Act No. 356/2003 Coll., and Act No. 362/2003 Coll., is amended as follows:

In Article 44, paragraph 1, letter a), point 5 is added, including a footnote, reading:

“5.
Acquired university education in an accredited master course in phytosanitary care or plant protection, or in the context of a programme of lifelong education in this area 35g)”.

______________________

35g)
Article 82, paragraph 2 of Act No. 326/2004 Coll. on plant health and amendment of 
certain related acts

The current footnotes 35g) and 35h) are marked as 35h and 35i, including references to footnotes.

PART EIGHT

EFFECTIVENESS

Article 97

The Act shall be effective from the date of its publication, with the exception of the provisions of Article 14, paragraph 2, effective as of 1 January 2005, and the provisions of Article 86, effective as of 1 January 2006.

Zaorálek 

Klaus.

Špidla.

� 	Commission Directive 92/70/EEC of 30 July 1992 laying down detailed rules for surveys to be carried out for purposes of the recognition of protected zones in the Community.


	Commission Directive 92/90/EEC of 3 November 1992 establishing obligations to which producers and importers of plants, plant products or other objects are subject and establishing details for their registration.


	Commission Directive 92/105/EEC of 3 December 1992 establishing a degree of standardization for plant passports to be used for the movement of certain plants, plant products or other objects within the Community, and establishing the detailed procedures related to the issuing of such plant passports and the conditions and detailed procedures for their replacement.


	Commission Directive 93/50/EEC of 24 June 1993 specifying certain plants not listed in Annex V, part A to Council Directive 77/93/EEC, the producers of which, or the warehouses, dispatching centres in the production zones of such plants, shall be listed in an official register.


	Commission Directive 93/51/EEC of 24 June 1993 establishing rules for movements of certain plants, plant products or other objects through a protected zone, and for movements of such plants, plant products or other objects originating in and moving within such a protected zone.


	Commission Directive 94/3/EC of 21 January 1994 establishing a procedure for the notification of interception of a consignment or a harmful organism from third countries and presenting an imminent phytosanitary danger.


	Commission Directive 95/44/EC of 26 July 1995 establishing the conditions under which certain harmful organisms, plants, plant products and other objects listed in Annexes I to V to Council Directive 77/93/EEC may be introduced into or moved within the Community or certain protected zones thereof, for trial or scientific purposes and for work on varietal selections.


	Commission Directive 97/46/EC of 25 July 1997 amending Directive 95/44/EC establishing the conditions under which certain harmful organisms, plants, plant products and other objects listed in Annexes I to V to Council Directive 77/93/EEC may be introduced into or moved within the Community or certain protected zones thereof, for trial or scientific purposes and for work on varietal selections.


	Commission Directive 98/22/EC of 15 April 1998 laying down the minimum conditions for carrying out plant health checks in the Community, at inspection posts other than those at the place of destination, of plants, plant products or other objects coming from third countries.


	Council Directive 2000/29/EC of 8 May 2000 on protective measures against the introduction into the Community of organisms harmful to plants or plant products and against their spread within the Community.


	Council Directive 2002/89/EC of 28 November 2002 amending Directive 2000/29/EC on protective measures against the introduction into the Community of organisms harmful to plants or plant products and against their spread within the Community.


	Council Directive 91/414/EEC of 15 July 1991 concerning the placing of plant protection products on the market.


	Council Directive 97/57/EC of 22 September 1997 establishing Annex VI to Directive 91/414/EEC concerning the placing of plant protection products on the market.


	Council Directive 79/117/EEC of 21 December 1978 prohibiting the placing on the market and use of plant protection products containing certain active substances.





�	Article 139 of Act No. 13/1993 Coll., Customs Act, in the wording of Act No. 113/1997 Coll., Act No. 63/2000 Coll., Act No. 256/2000 Coll., Act No. 265/2001 Coll., Act No. 1/2002 Coll. and Act No. 309/2002 Coll.


� 	European Economic Area Agreement signed in Porto on 2 May 1992, in the wording of the Protocol signed in Brussels on 7 March 1993


�	Annex I to Directive 91/414/EEC


� 	Act No. 307/2000 Coll., on agricultural lists of lading and public agricultural warehouses and amendment of certain related acts.


	Act No. 256/2000 Coll., on state agricultural intervention fund and amendment of certain related acts.





�	Act no 219/2003 Coll., on the introduction of seed material and planting stock cultivated plants into circulation and amendment of certain acts, (Act on circulation of seed material and planting stock).


�	Act No.149/2003 Coll., on introduction reproductive material for forest trees into circulation.


� 	Article 18 of Council Directive 2000/29/EC of 8 May 2000 on protective measures against introduction into the Community of organisms harmful to plants or plant products and against thein spread within the Community.


� 	International Plant Protection Agreement, 1997





� 	Article 19 of Council Directive 2000/29/EC of 8 May 2000 on protective measures against introduction into the Community of organisms harmful to plants or plant products and against their spread within the Community.


�	Act No. 71/1967 Coll., on administrative proceeding (Rules of Administration), in the wording of Act No. 227/2000 Coll., Act No. 226/2002 Coll. and Act No. 309/2002 Coll.





� 	E.g. Act No. 455/1991 Coll., on trades (Trade Act), as amended.





�	Article 2, letter m), subsections 1, 4 to 7 of Act No. 13/1993 Coll.


� 	Act No. 13/1993 Coll.





� 	Article 220, paragraph 1 of Act No. 13/1993 Coll.


� 	Act No. 552/1991 Coll., on state control, as amended by Act No. 166/1993 Coll., Act No. 148/1998 Coll., and Act No. 132/2000 Coll.


�	Act No. 82/1998 Coll., on responsibility for damage caused by execution of public power by decision or inappropriate official procedure and on amendment of Act No. 358/1992 Coll., on notaries and their activity (Notarial Rules), in the wording of Act No. 120/2001 Coll., and Act No. 234/2002 Coll.


� 	Communication No. 55/1992 Coll., International Treaty on Harmonisation of Goods Inspections at Points of Entry of 21 October 1982


� 	Articles 179 to 186 of Act No. 13/1993 Coll.


� 	Act No. 100/2004 Coll., on protection of species of wild animals and plants by regulation of trade with them and other measures of protection of these species and amendment of certain acts (Act on trade with endangered species)


� 	Article 139, paragraph 8 of Act No. 13/1993 Coll.


� 	Commission Directive 2001/32 /EC of 8 May 2001 recognising protected zones exposed to particular plant health risks in the Community and repealing Directive 92/76/EEC, as amended.


�	Article 43 of the Treaty Establishing the European Communities


�	 Article 19, paragraph 2 of Act No. 71/1967 Coll.


�	E. g. Act No. 102/2001 Coll. concerning common safety of products and amendments to certain Acts (Act on common safety of products) as amended by Act No. 146/2002 Coll.


�	E. g. Article 17 and following Articles  of the Commercial Code.


� 	Act No. 356/2003 Coll. on chemical substances and chemical preparations and amendments to certain Acts


� 	Act No. 505/1990 Coll., on metrology as amended by Act No. 4/1993., by Act No. 20/1993 Coll., by Act No. 119/2000 Coll., by Act No. 137/2002 Coll., and by Act No. 13/2002 Coll.


� 	Act No. 102/2001 Coll., on general safety of products as amended by Act No. 146/2002 Coll., Act No. 552/1991 Coll.


� 	Article 2, paragraph 1, letter a) of Act No. 130/2002 Coll. ,on support for research and development from public funds and amendment to certain related Acts (Research and Development Support Act).


� 	Article 2, paragraph 1, letter b) of Act No. 130/2002 Coll.


�	Act No. 153/2000 Coll., on handling genetically modified organisms and products and amendment to certain related Acts.


� 	Act No. 246/1992 Coll., concerning the protection of animals against maltreatment as amended by Act No. 162/1993 Coll., by Act No. 193/1994 Coll., by Act No. 243/1997 Coll. and by Act No. 30/1998 Coll.


�	Act No. 185/2001 Coll., on waste as amended by Act No. 477/2001 Coll., by Act No. 76/2002 Coll., by Act No. 275/2002 Coll., and by Act No. 320/2002 Coll.


�	Decree No. 191/2002 Coll., on technical requirements for buildings for agriculture.


� 	Article 2, paragraph 5 of Act No. 356/2003 Coll.


�	Article 44a of Act No. 258/2000 Coll., on public health protection as amended by Act No. 254/2001 Coll., by Act No. 274/2001 Coll., by Act No. 86/2002 Coll., by Act No. 13/2002 Coll., by Act No. 120/2002 Coll., by Act No. 76/2002 Coll., by Act No. 320/2002 Coll., by Act No. 309/2002 Coll. and by Act No. 356/2003 Coll.


� 	Act No. 120/2002 Coll., on conditions for the placing of biocid products and active substance on tle market and amendments to certain related Acts.


� 	Act No. 166/1999 Coll., on veterinary care and amendment to certain related Acts (Veterinary Act) as amended by Act No. 291/1999 Coll., by Act No. 154/2000 Coll., by Act 102/2001 Coll., by Act No. 120/2002 Coll., by Act No 76/2002 Coll. by Act No. 320/2002 Coll. and by Act No. 309/2002 Coll.


� 	Act No. 449/2001 Coll., on hunting and game keeping as amended by Act No. 320/2002 Coll. and by Act No. 59/2003 Coll.


� 	Act No. 114/1992 Coll. on protection of nature and landscape as amended by Act No. 347/1992 Coll., by Act No. 289/1995 Coll., by Act No. 3/1997 Coll., by Act No. 16/1997 Coll., by Act No. 123/1998 Coll., by Act No. 161/1999 Coll., by Act No. 238/1999 Coll., by Act No. 132/2000 Coll., by Act No. 76/2002 and by Act No. 320/2002 Coll.


� 	E. g. Article 3 of Act No. 102/2001 Coll.


� 	Article 26 of Act No. 455/1991 Coll.


� 	Act No. 455/1991 Coll.


� 	Article 50 of Act No. 455/1991 Coll.


� 	Act No. 570/1991 Coll., on trading offices, as amended 


	Act No. 455/1991 Coll.


� 	Article 27, paragraph 2 of Act No. 455/1991 Coll.


�	Act No. 128/2000 Coll., on municipalities (municipal establishment), as amended.


Act No. 314/2002 Coll., on constitution of municipalities with authorised municipal councils and municipalities with extended powers


� 	Council Directive 69/464/EEC of 8 December 1969 on protection against potato cancer


Council Directive 69/465/EEC of 8 December 1969 on protection against golden nematode 


Council Directive 69/466/EEC of 8 December 1969 on protection against San Jose scale


Council Directive 74/647/EEC of 9 December 1974 on protection against tortricid clove-pink moth


Council Directive 93/85/EEC of 4 October 1993 on protection against potato ring spot bacteria


	Council Directive 98/57/EC of 20 July 1998 on protection against Ralstonia solacenarum (Smith) Yabuuchi


� 	Article 38, paragraph 1 of Act No. 147/1996 Coll., on phytosanitary care and amendment of certain related acts, in the wording of Act No. 409/2000 Coll., Act No. 314/2001 Coll., Act No. 320/2002 Coll., and Act No. 309/2002 Coll.


� 	Act No. 219/2000 Coll., on assets of the Czech Republic and its acting in legal relationships, in the wording of Act No. 492/2000 Coll., Act No. 229/2001 Coll., Act No. 501/2001 Coll., Act No. 320/2001 Coll., Act No. 280/2002 Coll., Act No. 202/2002 Coll., Act No. 476/2002 Coll., Act No. 88/2003 Coll.


� 	Act No. 218/2002 Coll., on service of state officials in administrative bodies and remuneration of there officials and other staff of administrative bodies (Service Act).


� 	Article 244 and following of the Civic Court Rules


� 	Act No. 239/2000 Coll., on integrated rescue system and amendment of certain related acts, in the wording of Act No. 320/2002 Coll.


Act No. 240/2000 Coll., on emergency control and amendment of certain related acts (Emergency Act), in the wording of Act No. 320/2002 Coll.


	Act No. 241/2000 Coll., on economic measures for emergencies and amendment of certain related acts, in the wording of Act No. 320/2002 Coll.


� 	Act No. 200/1990 Coll., on offences, in the wording of Act No. 337/1992 Coll., Act No. 344/1992 Coll., Act No. 359/1992 Coll., Act No. 67/1993 Coll., Act No. 290/1993 Coll., Act No. 82/1995 Coll., Act No. 279/1995 Coll., Act No. 237/1995 Coll., Act No. 289/1995 Coll., Act No. 112/1998 Coll., Act No. 168/1999 Coll., Act No. 360/1999 Coll., Act No. 29/2000 Coll., Act No. 151/2000 Coll., Act No. 121/2000 Coll., Act No. 132/2000 Coll., Act No. 258/2000 Coll., Act No. 361/2000 Coll., Act No. 370/2000 Coll., Act No. 164/2001 Coll., Act No. 273/2001 Coll., Act No. 254/2001 Coll., Act No. 265/2001 Coll., Act No. 274/2001 Coll., Act No. 312/2001 Coll., Act No. 52/2001 Coll., Act No. 6/2002 Coll., Act No. 62/2002 Coll., Act No. 78/2002 Coll., Act No. 259/2002 Coll., Act No. 216/2002 Coll., Act No. 285/2002 Coll., Act No. 311/2002 Coll., and Act No. 320/2002 Coll.


�	Act No. 337/1992 Coll., on administration of taxes, in the wording of Act No. 35/1993 Coll., Act No. 157/1993 Coll., Act No. 302/1993 Coll., Act No. 315/1993 Coll., act No. 323/1993 Coll., Act No. 85/1994 Coll., Act No. 255/1994 Coll., Act No. 59/1995 Coll., Act No. 118/1995 Coll., Act No. 323/1996 Coll., Act No. 61/1997 Coll., Act No. 242/1997 Coll., Act No. 168/1998 Coll., Act No. 91/1998 Coll., Act No. 29/2000 Coll., Act No. 159/2000 Coll., Act no 227/2000 Coll., Act No. 218/2000 Coll., Act No. 367/ 2000 Coll., Act No. 492/2000 Coll., Act No. 120/2001 Coll., Act No. 271/2001 Coll., Act No. 320/2001 Coll., Act No. 226/2002 Coll., Act No. 320/2002 Coll.


� 	Article 21 of Council Directive 2000/29/EC of 8 May 2000 on protective measures against introduction into the Community of organisms harmful to plants or plant products and against their spread within the Community.


� 	Act No. 101/2000 Coll., on protection of personal data and amendment of certain related acts, in the wording of Act No. 227/2000 Coll., Act No. 177/2001 Coll., Act No. 450/2001 Coll., Act No. 107/2002 Coll., Act No. 310/2002 Coll., Act No. 517/2002 Coll., and Act No. 309/2002 Coll.


� 	Article 44 of Act No. 111/1998 Coll. on universities and amendment of certain related acts (University Act), in the wording of Act No. 210/2000 Coll. and Act No. 147/2001 Coll.


� 	Article 60 of Act No. 111/1998 Coll.


� 	Articles 21 to 26 of Act No. 312/2002 Coll., on officials of regional governments and amendment of certain related acts


�	 Articles 89 and 90 of Act No. 111/1998 Coll.


� 	Act No. 18/2004 Coll., on recognition of credentials and other qualifications of inhabitants of Member States of the European Community and amendment of certain related acts (Credentials and Qualifications Recognition Act).


� 	Act No. 634/1992 Coll., on consumer protection, as amended


� 	Article 44b) of Act No. 258/2000 Coll.


� 	Article 58 of act No. 258/2000 Coll.


� 	Act No. 258/2000 Coll.
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