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Republic of Latvia

Cabinet Regulation No. 302

Adopted 10 June 2003

Procedures for Approval and Registration of Persons Engaged in Animal Feed Circulation and Requirements for Persons Engaged in Animal Feed Circulation

Issued pursuant to Section 3, Paragraph two of

the Law On Animal Feed Circulation
I. General Provisions

1. These Regulations prescribe the requirements for persons engaged in the animal feed circulation (hereinafter - feed circulation) who manufacture, distribute, store, import into the Republic of Latvia or export therefrom, distribute in wholesale or retail trade, or prepare for feeding of animals of the holding thereof the products referred to in Sections 4, 5, 6, 7, 8 of the Law On Animal Feed Circulation, and procedures for approval and registration of persons.

II. Approval and Registration
2. In order that the activity of a person with each type of feed in any stage of feed circulation be approved or registered, a person shall submit to the Food and Veterinary Service:

2.1. an application, indicating:

2.1.1.  the name of the person (given name, surname), address, telephone and fax number, e-mail address;

2.1.2.  registration number of a legal person in the Enterprise Register. A copy of the registration certificate issued by the Enterprise Register shall be attached to the application;

2.1.3.  the types of activity for which a person wishes to obtain approval or registration type (Annex 1);

2.2.  documentation in accordance with the requirements specified in Annex 2 of these Regulations.

3. The Food and Veterinary Service within a period of two weeks after the receipt of the application and documents referred to in Sub-paragraph 2.2 of these Regulations shall examine the application and documents and agree upon a date when the approval or registration of a person shall be commenced.

4. The Food and Veterinary Service within a period of six months after the commencement of the approval or registration of a person shall examine the documents submitted and assess whether the activity of the person complies with the requirements specified in regulatory enactments regulating feed circulation and health of animals. Pursuant to the assessment of the person, the Food and Veterinary Service shall take one of the following decisions:

4.1. a decision regarding the approval or registration of the person;

4.2. a decision regarding the provisional deferment of the approval or registration of the person, indicating a substantiated reason; or

4.3. a decision regarding refusal of the approval or registration, indicating a substantiated reason.

5. The Food and Veterinary Service shall inform the person in writing of the decision taken.

6. After taking the decision referred to in Sub-paragraph 4.1 of these Regulations, the Food and Veterinary Service shall record the person in the list of persons engaged in feed circulation, indicating:

6.1. the assigned approval number or registration number;

6.2. the name of a person (given name, surname) and address; and

6.3. the type or types of activity for which a person is approved or registered.

7. The approval number or registration number of the person engaged in feed circulation shall include:

7.1. a lower-case letter:

7.1.1. “a” – for an approved person; and

7.1.2. “ r” – for a registered person;

7.2. the International Organisation for Standardisation (ISO) code of Latvia or of the state where the person is located;

7.3. upper case letters:

7.3.1. “BR” – for a feed manufacturing undertaking;

7.3.2. “BI” – for the packager, distributor, storer, importer or exporter of feed; and

7.3.3. “BM” – for the person who prepares feed for the feeding of animals of the holding thereof; and

7.4. a six-digit number, the first two digits of which indicate the district code in conformity with the first two digits of the district postal code.

8. The Food and Veterinary Service within a time period of 10 days pursuant to taking the decision referred to in Sub-paragraph 4.1. of these Regulations shall issue an approval certificate or registration certificate to the person, indicating:

8.1. the assigned approval or registration number;

8.2. the name of a person (given name and surname) and address;

8.3. the registration number in the Enterprise Register (for a legal person); and

8.4. the type or types of activity in which the person has been approved or registered.

9. A person shall cover expenses related to:

9.1. the approval or registration; and

9.2. an examination in order to assess whether the activity of the person complies with the approval or registration certificate and the requirements specified in the regulatory enactments on conformity assessment.

10. The Food and Veterinary Service shall perform an examination once a year in order to assess whether the activity of a person complies with the issued approval or registration certificate.

11. A person  shall inform the Food and Veterinary Service in writing within a time period of ten days:

11.1. of the expansion or change of the type of activity;

11.2. of the expansion or change of technological processes; and

11.3. of the change of the name (given name, surname), address or registration number in the Enterprise Register.

12. The Food and Veterinary Service within a time period of two weeks shall evaluate the information referred to in Paragraph 11 of these Regulations and take one of the following decisions:

12.1. a decision regarding a repeated approval or registration;

12.2. a decision regarding additional approval or registration; or

12.3. a decision regarding making amendments to the certificate.

13. The Food and Veterinary Service shall make amendments to the approval or registration certificate within a time period of one month from the date of taking the decision referred to in Paragraph 12 of these Regulations.

14. A person who has terminated his or her activity in feed circulation in accordance with the procedures prescribed by regulatory enactments, within a time period of two weeks pursuant taking the decision shall inform in writing the Food and Veterinary Service thereof.

15. The Food and Veterinary Service shall annul the approval or registration certificate and approval or registration number of a person, if:

15.1. the person ceases his or her activity in accordance with the procedures prescribed by regulatory enactments; or

15.2. the activity of a person in food circulation does not comply with the type of activity indicated in the approval or registration certificate or the requirements specified in the regulatory enactments which regulate animal feed circulation and the field of veterinary medicine.

III. Requirements for Approved Feed Manufacturing Undertaking

16. Documentation of an approved feed manufacturing undertaking shall comply with the requirements specified in Annex 2, Chapter I of these Regulations.

17. Premises and facilities of an approved feed manufacturing undertaking shall be:

17.1.  located, constructed, installed and maintained in accordance with the requirements for the manufacture of feed additives, premixes, compound feed and medicinal feed;

17.2. cleaned in accordance with written procedures determined by the manufacturer which reduce the risk of contamination of the feed to a minimum;

17.3. inspected and ensured with  metrological supervision in accordance with the procedures specified in the regulatory enactments regulating the operation of measuring instruments.

18. In an approved feed manufacturing undertaking:

18.1. the staff shall possess the skills and qualification necessary for the manufacture of feed additives, premixes, compound feed or for the manufacture of medicinal feed attested by documents regarding acquired education, qualification or experience;

18.2.  job descriptions, which determine the duties, rights and responsibilities of the staff, shall be developed and approved by the manager of the undertaking.

19. The manufacturing process in an approved feed manufacturing undertaking shall be organised so as to prevent contamination of feed and cross-contamination of different types of feed. A person qualified in the relevant field and responsible for the manufacturing process shall supervise observance of these requirements.

20. An approved feed manufacturing undertaking shall develop and maintain a documentation system by which the critical points in the manufacturing process can be detected, the procedures for the manufacturing process and quality control can be determined, as well as the results of the manufacturing process and quality control can be registered.

21. In an approved feed manufacturing undertaking the quality control shall be:

21.1. performed by a person qualified in the relevant field, responsible for quality control;

21.2. ensured by a laboratory the equipment of which and methods used therein are intended for the control of feed components, active substances, supplementary substances, feed additives, premixes, compound feed and medicinal feed, and the personnel of which possesses relevant qualifications and the necessary skills attested by documents regarding acquired education, qualifications or experience. If necessary, the use of the services of a laboratory outside the undertaking shall be permitted; and

21.3. performed in compliance with quality control instruction including the following information:

21.3.1. control of the critical points in the manufacturing process;

21.3.2. methods of sampling, frequency of sampling, amount, labelling, sealing and shelf life;

21.3.3. methods of analysis of samples and frequency of analysis; and

21.3.4. action in case the feed components, active substances, supplementary substances, feed additives, premixes, compound feed or medicinal feed do not comply with the declared indicators.

22. An approved feed manufacturing undertaking shall store the feed components, active substances, supplementary substances, feed additives, premixes, compound feed or medicinal feed:

22.1. in appropriate premises to which only persons authorised by the manufacturer have access;

22.2. packaged in a container or specially enclosed place; and

22.3. labelled in compliance with the requirements prescribed by regulatory enactments regarding labelling of goods and the identification system established in an undertaking.

23. An approved feed manufacturing undertaking shall:

23.1. store feed components separately from the finished products; and

23.2. store the feed additives, premixes, medicinal premixes and medicinal feed separately in premises intended for this purpose and accessible only to the persons authorised by the manufacturer.

24. Depending on the type of activity of an approved feed manufacturing undertaking, a register of feed components, feed additives, active substances, supplementary substances, premixes, medicinal premixes, compound feed or medicinal feed shall be developed and maintained ensuring the traceability of the relevant product, and the following shall be registered:

24.1. active substances, supplementary substances, feed components, feed additives, premixes or medicinal premixes utilised in the manufacture, the amount, date of manufacture, lot number, name and address of the manufacturer or distributor thereof;

24.2.  type, amount, date of manufacture and lot number of the manufactured feed additives, premixes, medicinal feed or compound feed; and

24.3.  name (given name, surname) and address of the manufacturer, distributor, or consumer (to whom the product has been supplied), the type, amount, date of manufacture and lot number of the supplied product.

25. The manager of an undertaking (company) shall develop and maintain a complaints register regarding the feed manufactured and determine:

25.1. procedures for reviewing complaints;

25.2. procedures by which the feed is withdrawn from circulation;

25.3.  action with feed that has been withdrawn from circulation; and

25.4. a repeated quality-control examination of the feed withdrawn from circulation.

26. All documentation in an approved feed manufacturing undertaking shall be kept for five years.

IV. Requirements for Approved Feed Packaging Undertaking
27. The documentation of an approved feed packaging undertaking shall comply with the requirements specified in Chapter II of Annex 2 of these Regulations.

28. The packaging process in an approved feed packaging undertaking shall be organised so as to prevent contamination of feed and cross-contamination of different types of feed. A person qualified in the relevant field and responsible for the packaging shall supervise the packaging process. 

29. An approved feed packaging undertaking in which feed additives, premixes or medicinal feed are packaged, shall develop and maintain a documentation system by which the critical points in the manufacturing process can be detected, the procedures for the manufacturing process and quality control can be determined, as well as the results of the manufacturing process and quality control can be registered.

30. In an approved feed packaging undertaking the quality control shall be:

30.1. carried out by a person qualified in the relevant field, responsible for the quality control;

30.2. ensured by a laboratory the equipment of which and methods used therein are intended for the control of feed additives, premixes, or medicinal feed and the personnel of which possesses the relevant qualification and skills required attested by the documents regarding the education, qualification or experience acquired. If necessary, the use of the services of a laboratory outside the undertaking shall be permitted; 
30.3. carried out in compliance with the quality control plan where the following information is included:

30.3.1. control of the critical packaging points;

30.3.2. sampling method, sampling frequency and the amount, labelling, sealing and shelf life of samples;

30.3.3. methods of analysis of samples and frequency of analysis; and

30.3.4. action in case the feed additives, premixes or medicinal feed do not comply with the declared criteria.

31. An approved feed packaging undertaking shall store feed additives, premixes or medicinal feed:

31.1. in appropriate premises to which only persons authorised by the manufacturer have access; and

31.2. labelled in compliance with the requirements prescribed by regulatory enactments regarding labelling of goods and the identification system established in an undertaking.

32. An approved feed packaging undertaking shall store unpackaged feed additives, premixes or medicinal feed separately from packaged feed.

33. Depending on the type of activity of an approved feed packaging undertaking, a register of feed additives, premixes, or medicinal feed shall be developed and maintained ensuring the traceability of the relevant product, and the following shall be registered:

33.1.  amount, lot number of the received feed additives, premixes or medicinal feed and the name and address of the manufacturer or distributor;

33.2.  amount, date of packaging and lot number of feed additives, premixes or medicinal feed; and 

33.3.  name (given name, surname) and address of the manufacturer, distributor, or consumer, the type, amount, date of manufacture and lot number of the supplied product.

34. In an approved feed packaging undertaking a complaints register regarding the packaged feed additives, premixes, or medicinal feed shall be developed and maintained, and the following shall be determined:

34.1. procedures for reviewing complaints;

34.2. procedures by which the feed is withdrawn from circulation;

34.3. action with feed that has been withdrawn from circulation; and

34.4. a quality-control reassessment of the feed withdrawn from circulation.

35. All documentation in an approved feed packaging undertaking shall be kept for five years.

V. Requirements for Approved Persons Engaged in Feed Circulation who Distribute, Store, Export or Import Feed

36. An approved person engaged in feed circulation who distributes, stores, exports or imports feed (hereinafter – distributor) shall ensure that the necessary documentation complies with the requirements specified in Annex 2, Chapter III of these Regulations.

37. An approved distributor shall ensure quality control which:

37.1. is performed by a person qualified in the relevant field, responsible for the quality control;

37.2. is carried out in a laboratory the equipment of which and methods used therein are intended for the control of feed additives, premixes or medicinal feed, and the personnel possesses the relevant qualifications and necessary skills attested by the documents regarding acquired education, qualification or experience. If necessary, the use of the services of a laboratory outside the undertaking shall be permitted;

37.3. is performed in compliance with the quality control plan which includes the following information:

37.3.1. control of the critical points;

37.3.2. sampling method, sampling frequency and the amount, labelling, sealing and shelf life of samples;

37.3.3. methods of analysis of samples and frequency of analysis; and

37.3.4. action in case the feed additives, premixes or medicinal feed do not comply with the declared criteria.

38. An approved distributor shall store feed:

38.1. in appropriate premises to which only persons authorised by the distributor have access;

38.2. packaged; and

38.3. labelled in compliance with the requirements prescribed by regulatory enactments regarding labelling of goods.

39. Depending on the type of activity an approved distributor shall develop and maintain a register of feed additives, premixes, or medicinal feed, ensuring the traceability of the relevant product, and the following shall be registered:

39.1.  amount, lot number and the name and address of the manufacturer or distributor of the received feed additives, premixes or medicinal feed; and

39.2.  name (given name, surname) and address of the manufacturer, distributor or direct user, the type, amount, lot number and the date of supply of the supplied feed.

40. An approved distributor shall develop and maintain a complaints register regarding the packaged feed additives, premixes, or medicinal feed, and the following shall be determined:

40.1. procedures for reviewing complaints;

40.2. procedures by which the feed additives, premixes or medicinal feed are withdrawn from circulation; and

40.3. action with feed additives, premixes or medicinal feed that have been withdrawn from circulation;

41. An approved distributor shall keep all the documentation for five years.

VI. Requirements for Approved Persons Engaged in Feed Circulation Who Prepare Compound Feed for Feeding of Animals of Holding Thereof
42. An approved person engaged in feed circulation who prepares compound feed for feeding of animals of the holding thereof shall ensure that the necessary documentation complies with the requirements specified in Annex 2, Chapter IV of these Regulations.

43. Premises and facilities:

43.1. shall be located, constructed, installed and maintained in accordance with the requirements for the manufacture of compound feed or medicinal feed;

43.2. shall be cleaned in accordance with written procedures prescribed by the manager, which reduce the risk of contamination of the feed to a minimum; and

43.3. shall be examined and equipment calibrated in accordance with written procedures prescribed by the manager.

44. The staff shall have:

44.1. skills and qualification necessary for the manufacture of compound feed or medicinal feed attested by the documents regarding the education, qualification or experience acquired. If necessary, the use of the services of specialists employed outside the undertaking shall be permitted;

44.2. job descriptions of the responsible persons developed and approved by the manager which determine the duties, rights and responsibility of employees.

45. An approved person engaged in feed circulation who prepares compound feed or medicinal feed for feeding of animals of the holding thereof shall develop and maintain a documentation system by which the critical points in the manufacturing process can be detected, the procedures for the manufacturing process and quality control can be determined, as well as the results of the manufacturing process and quality control can be registered.

46. The manufacturing process shall be organised so as to prevent contamination of feed and cross-contamination of different types of feed. A person qualified in the relevant field and responsible for the manufacturing process shall supervise observance of these requirements.

47. Quality control shall be:

47.1. carried out by a person qualified in the relevant field, responsible for the quality control;

47.2. ensured by a laboratory the equipment of which and methods used therein are intended for the control of feed components, supplementary substances, feed additives, premixes, compound feed or medicinal feed and the personnel possesses the relevant qualifications and necessary skills attested by the documents regarding acquired education, qualifications or experience. If necessary, the use of the services of a laboratory outside the undertaking shall be permitted; and

47.3. performed in accordance with quality control instructions which include the following information

47.3.1. control of the critical points in the manufacturing process;

47.3.2. sampling method, sampling frequency and the amount, labelling, sealing and shelf life of samples;

47.3.3. methods of analysis of samples and frequency of analysis; and

47.3.4. action in case the feed components, premixes, compound feed or medicinal feed do not comply with the declared criteria.

48. Feed components, premixes, compound feed or medicinal feed shall be stored:

48.1. in appropriate premises to which only persons authorised by the manufacturer have access;

48.2. packaged in a container or specially enclosed place; and

48.3. labelled in compliance with the requirements prescribed by regulatory enactments regarding labelling of goods.

49. Feed components shall be stored separately from the finished products.

50. Premixes, medicinal premixes and medicinal feed shall be stored separately in premises intended for this purpose to which only persons authorised by the manufacturer have access.

51.  Depending on the type of activity of the person engaged in feed circulation, he or she shall develop and maintain a register of feed components, premixes, medicinal premixes, compound feed or medicinal feed which ensures the traceability of the relevant product, and register:

51.1. feed components, premixes or medicinal premixes utilised in the manufacture, the amount, date of manufacture, lot number, name and address of the manufacturer or distributor thereof; and

51.2.  type, amount, date of manufacture and lot number of the manufactured compound feed or medicinal feed.

52. An approved person engaged in feed circulation shall keep all documentation for five years.

VII. Requirements for Registered Feed Manufacturing Undertaking

53. Documentation of a registered feed manufacturing undertaking shall comply with the requirements specified in Annex 2, Chapter V of these Regulations.

54. The premises of a registered feed manufacturing undertaking shall be located and the facilities constructed, installed and maintained in accordance with the requirements for the manufacture of feed additives, premixes, compound feed.

55. The staff of a registered feed manufacturing undertaking shall have the skills and qualifications necessary for the manufacture of feed additives, premixes, compound feed, attested by the documents regarding the education, qualifications or experience acquired.

56. The manufacturer shall ensure the manufacture of feed, which complies with the requirements specified in regulatory enactments regulating feed circulation and health of animals and the prescription.

57. In a registered feed manufacturing undertaking a person qualified in the relevant field and responsible for the quality control shall supervise the manufacturing process. The official responsible for the manufacturing process may be a person who is not an employee of the undertaking.

58. In a registered feed manufacturing undertaking quality control:

58.1. shall be performed by a person qualified in the relevant field, responsible for the quality control. The person responsible for the quality control may be a person who is not an employee of the undertaking;

58.2. shall be carried out in accordance with written quality control instructions which ensure:

58.2.1. sampling of feed from each manufactured batch and storage thereof in the sample bank at least until the shelf life of the feed batch has expired; and

58.2.2. the compliance of the manufactured product with the requirements specified in regulatory enactments regulating feed circulation and health of animals and the prescription. 

59. In a registered feed manufacturing undertaking feed components, active substances, supplementary substances, premixes and compound feed shall be stored in appropriate premises and an easy identification thereof shall be ensured. 

60. The feed manufactured in a registered feed manufacturing undertaking shall be:

60.1. packaged and labelled in compliance with the requirements specified in regulatory enactments regarding packaging of goods and labelling of feed; and

60.2. stored separately from feed components, active substances, supplementary substances, premixes and compound feed.

61. Depending on the type of activity of a registered feed manufacturing undertaking, it shall develop and maintain a register of feed components, feed additives, premixes, or compound feed which ensures the traceability of the relevant product, and register:

61.1.  utilised feed components, feed additives, premixes or compound feed, and the amount, date of manufacture, lot number, name and address of the manufacturer or distributor thereof;

61.2. type, amount, date of manufacture and lot number of the manufactured feed additives or compound feed; and

61.3. name (given name, surname) and address of the manufacturer, distributor or consumer, the type, amount, date of manufacture and lot number of the supplied product.

62. In a registered feed manufacturing undertaking the manager shall develop and maintain a complaints register regarding the manufactured feed, and determine:

62.1. procedures for reviewing complaints;

62.2. procedures by which the feed is withdrawn from circulation;

62.3. action with feed that has been withdrawn from circulation; and

62.4. a repeated quality-control examination of the feed withdrawn from circulation.

63. All documentation in a registered feed manufacturing undertaking shall be kept for five years.

VIII. Requirements for Registered Feed Packaging Undertaking

64. Documentation of a registered feed packaging undertaking shall comply with the requirements specified in Annex 2, Chapter VI of these Regulations.

65. A registered feed packaging undertaking shall ensure the packaging of feed which complies with the requirements prescribed by regulatory enactments regulating feed circulation and health of animals.

66. A person qualified in the relevant field and responsible for the packaging shall supervise packaging process.

67. In a registered feed packaging undertaking the quality control shall be performed:

67.1. by a person qualified in the relevant field, responsible for the quality control; and

67.2. in compliance with a written quality control plan which ensures:

67.2.1. sampling of feed from each manufactured batch and storage thereof in the sample bank at least until the end of the expiry date of the feed batch; and

67.2.2. the compliance of the packaged product with the regulatory enactments and information indicated on the labelling.

68. In a registered feed packaging undertaking feed components, active substances, supplementary substances, premixes and compound feed shall be stored in appropriate premises and an easy identification thereof shall be.

69. Feed shall be packaged and labelled in compliance with the requirements prescribed by regulatory enactments regarding packaging of goods and labelling of feed.

70. Packaged feed shall be stored separately from feed components, active substances, supplementary substances, premixes and compound feed.

71. Depending on the type of activity of a registered feed packaging undertaking, a register of feed components, feed additives, premixes or compound feed shall be developed and maintained ensuring the traceability of the relevant product, and the following shall be registered:

71.1.  utilised feed components, feed additives, premixes or compound feed, and the amount, date of manufacture, lot number, name and address of the manufacturer or distributor thereof;

71.2.  type, amount, date of packaging and lot number of feed additives, premixes or compound feed; and

71.3.  name (given name, surname) and address of the manufacturer, distributor, or consumer, the type, amount, date of manufacture and lot number of the supplied product.

72. In a registered feed packaging undertaking a complaints register regarding packaged feed shall be developed and maintained, and the following shall be determined:

72.1. procedures for reviewing complaints;

72.2. procedures by which the feed is withdrawn from circulation;

72.3. action with feed that has been withdrawn from circulation; and

72.4. a quality-control reassessment of the feed withdrawn from circulation.

73. All documentation in a registered feed packaging undertaking shall be kept for five years.

IX. Requirements for Registered Distributor of Feed
74. the documentation of a registered distributor of the feed shall comply with the requirements specified in Annex 2, Chapter VII of these Regulations

75. A registered distributor shall ensure quality control that shall be performed:

75.1. by a person qualified in the relevant field, responsible for the quality control; and

75.2. in compliance with a written quality control plan which ensures:

75.2.1. sampling of feed and storage thereof in the sample bank at least until the end of the expiry date of the feed; and

75.2.2. the compliance of the feed with the requirements specified in regulatory enactments regulating animal feed circulation and the field of veterinary medicine and information indicated on the labelling.

76. A registered distributor of the feed shall store the feed in appropriate premises and easy identification thereof shall be ensured.

77. Depending on the type of activity a registered distributor of the feed shall develop and maintain a register of feed additives, premixes, or compound feed, ensuring the traceability of the relevant product, and the following shall be registered:

77.1.  amount, lot number of the feed additives, premixes or compound feed and the name and address of the manufacturer or distributor; and

77.2.  name (given name, surname) and address of the manufacturer, distributor or direct user, the type, amount, lot number and the date of supply of the supplied feed.

78. A registered distributor of the feed shall keep all documentation for five years.

X. Requirements for Registered Persons Engaged in Feed Circulation Who Prepare Compound Feed for Feeding of Animals of Own Holding

79. Documentation of a registered person engaged in the feed circulation shall comply with the requirements specified in Annex 2, Chapter VIII of these Regulations.

80. The premises shall be located and the facilities constructed, installed and maintained in accordance with the requirements for the manufacture of compound feed.

81. The staff of a registered person engaged in the feed circulation shall have the skills and qualifications necessary for the manufacture of compound feed attested by the documents regarding the education, qualifications or experience acquired.

82. A registered person engaged in the feed circulation shall ensure the manufacture of feed that complies with the requirements specified in regulatory enactments and the recipe.

83. A person qualified in the relevant field and responsible for the manufacturing process shall supervise the manufacturing process.

84. The quality control shall be performed:

84.1. by a person qualified in the relevant field, responsible for quality control; and

84.2. in compliance with a written quality control instruction which ensures:

84.2.1. sampling of feed from each manufactured batch and storage thereof in the sample bank at least until the end of the expiry date of the feed batch; and

84.2.2. the compliance of the manufactured product with the requirements specified in regulatory enactments regulating feed circulation and health of animals and the prescription.

85. Feed components, active substances, feed additives, premixes and compound feed shall be stored in appropriate premises and an easy identification thereof shall be ensured.

86. Compound feed shall be packaged and labelled in compliance with the requirements specified in regulatory enactments regarding packaging of goods and labelling of feed and stored separately from the feed components, active substances, feed additives, supplementary substances and premixes.

87. Depending on the type of activity a registered person engaged in feed circulation shall develop and maintain a register of feed components, feed additives, premixes, or compound feed, ensuring the traceability of the relevant product, and the following shall be registered:

87.1. feed components, feed additives, premixes or compound feed utilised, the amount, date of manufacture, lot number, name and address of the manufacturer or distributor thereof; and

87.2.  type, amount, date of manufacture and lot number of the manufactured feed additives, premixes or compound feed.

88. A registered person engaged in feed circulation shall keep all documentation for five years.

XI. Requirements for Registered Feed Sales Points
89. The Food and Veterinary Service shall register specialised sales points (hereinafter – sales points) where compound feed for domestic (pets) animals (not more than 50 kg) is sold from opened original packaging . It shall be prohibited to sell productive animal feed from opened original packaging.

90. The documentation of a sales point shall comply with the requirements specified in Annex 2, Chapter IX of these Regulations.

91. The original packaging of compound feed before opening thereof must be labelled in compliance with the requirements specified in the regulatory enactments regarding labelling of goods.

92. A seller upon the request of a purchaser shall issue to him or her written information, which complies with the information indicated on the labelling of the original packaging.

93. The owner of a sales point shall ensure the quality control that shall be performed:

93.1. by a person qualified in the relevant field, responsible for the quality control;

93.2. in compliance with a written quality control plan which ensures:

93.2.1. compliance of the feed with the requirements specified in regulatory enactments and information indicated on the labelling; and

93.2.2. appropriate storage and trading conditions (dry premises, pallets or shelves for placing feed packaging, sealed packaging).

94. The trader of feed shall develop and maintain a register of compound feed, ensuring the traceability of the relevant product.

95. In a registered sales point the documentation shall be kept for three years.

XII. Closing Provisions

96. In order to obtain a registration certificate the sales points where compound feed for domestic animals (pets) from an opened original packaging is sold shall submit an application and the documents specified in these Regulations to the Food and Veterinary Service by 1 October 2003.

97. In order to obtain an approval certificate or registration certificate, the person engaged in feed circulation shall submit an application and documents specified in these Regulations to the Food and Veterinary Service by 1 January 2004.

98. Beginning from 1 January 2005 only persons who have been approved or registered in the Food and Veterinary Service may participate in feed circulation.

99. The term of validity of a feed registration certificate, which has been issued by 1 September 2003, shall be extended upon demand of the person engaged in feed circulation until the moment of approval or registration of the person with the Food and Veterinary Service.

100. Only the persons engaged in feed circulation which have been approved or registered in compliance with the requirements specified in these Regulations may distribute the feed which has not been registered with the Food and Veterinary Service by 1 September 2003.

101. These Regulations shall come into force on 1 September 2003.

Informative Reference to Directives of the European Union

Legal norms arising from directives 95/69/EC, 98/51/EC and 80/511/EEC have been included in these Regulations.

Prime Minister 
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Minister for Agriculture 
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Annex 1

Cabinet Regulation No. 302

10 June 2003

Approval or Registration of Persons Engaged in Animal Feed Circulation Depending on Type of Activity

	No.

No.
	Product
	Type of activity

	
	
	manufacture
	packaging, distribution, storage, import or export
	feeding of animals of own holding
	trade

	1
	2
	3
	4
	5
	6

	1.
	Feed additives
	
	
	
	

	1.1.
	antibiotics, growth promoters, coccidiostats, carotenoids and xanthophylls, vitamins and provitamins, antioxidants, micro-organisms an enzymes.

Protein obtained from bacteria, yeasts (except yeasts cultivated on substrates of vegetable and animal origin), algae and lower fungi;

by-products of amino acid fermentation, amino acids, salts of an amino acid and analogues of amino acids
	Approve
	Approve
	
	

	1.2.
	aromatic and appetising substances, emulsifying, stabilising and gelling substances and thickeners, colorants, preservatives, binding and anticaking agents, coagulants
	Register
	Register
	
	

	2.
	Premixes
	
	
	
	

	2.1.
	antibiotics, growth promoters, coccidiostats, vitamins A and D, copper and selenium
	Approve
	Approve
	
	

	2.2.
	 antioxidants, caretonoids and xantophylls, vitamins and provitamins (except vitamins A and D), microelements (except copper and selenium), micro-organisms and enzymes
	Register
	Register
	
	

	3.
	Compound feed
	
	
	
	

	3.1.
	premixes containing antibiotics, coccidiostats, medicinal products and growth promoters
	Approve
	Register
	Approve
	Register

	3.2.
	feed additives of antioxidants, carotenoids, and xanthophylls, vitamins and provitamins (except vitamins A and D), trace elements (except copper and selenium), micro-organisms and enzymes group
	Register
	Register
	Register
	Register

	3.3.
	premixes containing antioxidants, carotenoids and xantohphylls, vitamins and provitamins, enzymes and micro-organisms
	Register
	Register
	Register
	Register

	3.4.
	feed components of increased pollution, which exceeds the maximum permissible level of contamination determined by the Cabinet.
	Approved
	Register
	Approve
	

	3.5.
	other compound fee
	Register
	Register
	
	Register

	4.
	Medicinal feed
	Approve
	Approve
	Approve
	


Minister for Agriculture 
M.Roze

Annex 2

Cabinet Regulation No. 302

10 June 2003

Documentation

I. Approved Feed Manufacturing Undertaking

1. Documents related to premises and facilities:

1.1. a technical drawing (drawing) of an undertaking where the flow of manufacturing process, storage of the raw material and finished products is depicted;

1.2. a short description and number of production lines;

1.3. a detailed plan of premises where the locations of facilities are indicated;

1.4. the record of facilities;

1.5. an instruction for calibrating facilities;

1.6. an instruction for assessment of premises and facilities;

1.7. an instruction for cleaning and maintenance of premises and facilities; and

1.8. an instruction for the extermination of insects and rodents.

2. Documents related to staff:

2.1. a list of constitutional units;

2.2. job descriptions of the responsible persons;

2.3. a list of staff where the qualifications and experience of each employee is indicated, as well as the documents attesting thereof; and

2.4. procedures by which the staff is informed of changes in the manufacturing process.

3. Documents related to manufacture:

3.1. information regarding the person responsible for manufacture (given name, surname and position);

3.2. indications regarding the critical points in the manufacturing process; and

3.3. a description of those measures which reduce contamination of the feed and cross-contamination of different feed components to a minimum.

4. Documentation system:

4.1. manufacturing processes instructions;

4.2. instructions for the mastery of the critical points in the process of manufacturing;

4.3. quality control instructions;

4.4. report on the results of the controls; and

4.5. indications regarding the time period of document storage.

5. Documents related to quality control:

5.1. information regarding the person responsible for quality control (given name, surname and position);

5.2. information on the quality control laboratory (name and address);

5.3. a list of the analysis to be performed by the laboratory;

5.4. comparison of the laboratory methods utilised and the results acquired with the official methods and results of the feed analysis; and

5.5. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods.

6. Documents related to storage:

6.1. a description of warehouse premises;

6.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

6.3. procedures for the identification of feed in a warehouse;

6.4. indications regarding labelling of the finished products; and

6.5. an instruction for the extermination of insects and rodents.

7. Registers:

7.1.  amount, date of manufacture, lot number of the active substances, supplementary substances, feed components, feed additives, premixes or medicinal premixes utilised in the manufacture, the name and address of the manufacturer or distributor;

7.2.  type, amount, date of manufacture and lot number of the manufactured feed additives, premixes, medicinal feed or compound feed; and

7.3.  name, given name, surname and address of the manufacturer, distributor, or consumer, the type, amount, date of manufacture and lot number of the supplied product.

8. Complaints register and documents related to the withdrawal of a product from circulation:

8.1. an instruction for registering and processing complaints;

8.2. procedures by which the feed is withdrawn from circulation; and

8.3. indications regarding the action with feed that has been withdrawn from circulation;

8.4. procedures for the quality control of the feed withdrawn from circulation.

II. Approved Feed Packaging Undertaking
9. Documents related to the packaging:

9.1. information regarding the person responsible for the packaging (given name, surname and position);

9.2. indications regarding the critical points in the manufacturing process; and

9.3. a description of those measures which reduce contamination of the feed and cross-contamination of different feed components to a minimum.

10. Documentation system:

10.1. packaging instructions;

10.2. instructions regarding the critical points in the process of manufacturing;

10.3. quality control instructions;

10.4. report on the results of the controls;

10.5. indications regarding the time period of keeping documents.

11. Documents related to quality control:

11.1. information regarding the person responsible for quality control (given name, surname and position);

11.2. information regarding the quality control laboratory (name and address);

11.3. {>a list of the analysis to be performed by the laboratory;

11.4. comparison of the utilised laboratory methods  and the results acquired  with the official methods and results of the feed analysis; and

11.5. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods.

12. Documents related to storage:

12.1. a description of warehouse premises;

12.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

12.3. procedures for the identification of feed in a warehouse;

12.4. indications regarding labelling of the finished products; and

12.5. an instruction for the extermination of insects and rodents.

13. Registers: 

13.1.  amount, lot number of the received feed additives, premixes, medicinal feed or compound feed and the name and address of the manufacturer or distributor;

13.2.  amount, date of packaging and lot number of the packaged feed additives, premixes or medicinal feed; and

13.3.  name or given name, surname and address of the manufacturer, distributor or consumer, the type, amount, date of manufacture and lot number of the supplied feed.

14. The complaints register and documents related to the recall of the product from circulation:

14.1. an instruction for registering and processing complaints;

14.2. procedures by which the feed is withdrawn from circulation;

14.3. indications regarding action with feed that has been withdrawn from circulation; and

14.4. procedures for the quality control of the feed which has been withdrawn from circulation.

III. Approved Feed Distributor
15. Documents related to quality control:

15.1. information regarding the person who is responsible for quality control (given name, surname and position);

15.2. information on the quality control laboratory (name and address);

15.3. a list of analysis to be performed by the laboratory;

15.4. comparison of the utilised laboratory methods  and the results acquired  with the official methods and results of the feed analysis; and

15.5. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods.

16. Documents related to storage:

16.1. a description of warehouse premises;

16.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

16.3. procedures for the identification of feed in a warehouse; and

16.4. an instruction for the extermination of insects and rodents.

17. Registers:

17.1.  amount, lot number of the received feed additives, premixes or medicinal feed and the name and address of the manufacturer or distributor; and

17.2.  name or given name, surname and address of the manufacturer, distributor or consumer, the type, amount, date of manufacture and lot number of the supplied feed.

18. Complaints register and documents related to the withdrawal of a product from circulation:

18.1. an instruction for registering and processing complaints;

18.2. procedures by which the feed additives, premixes or medicinal feed are withdrawn from circulation; and

18.3. indications regarding the action with feed additives that have been preserved or medical feed, which has been withdrawn from circulation.

IV. Approved Persons Engaged in Feed Circulation who Prepare Compound Feed for Animals of Holding Thereof
19. Documents related to the premises and facilities:

19.1. a technical drawing (drawing) of an undertaking in which the flow of the manufacturing process, storage of the raw material and finished products are depicted;

19.2. a short description and number of production lines;

19.3. a detailed plan of premises in which the locations of facilities are indicated;

19.4. the record of facilities;

19.5. an instruction for calibrating facilities;

19.6. an instruction for assessment of premises and facilities;

19.7. an instruction for cleaning and maintenance of premises and facilities; and<
19.8. an instruction for the extermination of insects and rodents.

20. Documents related to the staff:

20.1. a list of constitutional units;

20.2. job descriptions of the responsible persons;

20.3. a list of staff in which qualifications and experience of each employee are  indicated, as well as the documents attesting thereof; and

20.4. procedures by which the staff is informed of changes in the manufacturing process.

21. Documents related to the manufacture:

21.1. information regarding the person responsible for manufacture (given name, surname and position);<
21.2. indications regarding the critical points in the manufacturing process; and

21.3. a description of those measures which reduce contamination of the feed and cross-contamination of different feed components to a minimum.

22. Documentation system:

22.1. manufacturing process instructions;

22.2. instructions regarding the critical points in the process of manufacturing;

22.3. quality control instructions;

22.4. report on the results of the controls; and

22.5. indications regarding the time period for storing the documents.

23. Documents related to quality control:

23.1. information regarding the person responsible for quality control (given name, surname and position);<
23.2. information on the quality control laboratory (name and address);

23.3. a list of the analysis to be performed by the laboratory;

23.4. comparison of the utilised laboratory methods  and the results acquired  with the official methods and results of the feed analysis; and

23.5. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods.

24. Documents related to storage:

24.1. a description of warehouse premises;

24.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

24.3. procedures for the identification of feed in a warehouse 

24.4. indications regarding labelling of the finished products; and

24.5. an instruction for the extermination of insects and rodents;

25. Registers:

25.1.  amount, date of manufacture, lot number of the feed components, premixes or medicinal premixes utilised in the manufacture, the name and address of the manufacturer or distributor; and

25.2.  type, amount, date of manufacture and lot number of the manufactured compound feed or medicinal feed.

V. Registered Feed Manufacturing Undertaking

26. Documents related to premises and facilities:

26.1. a technical drawing (drawing) of an undertaking in which the flow of manufacturing process, storage of the raw material and finished products are depicted;<
26.2. a short description and number of production lines;

26.3. a detailed plan of premises in which the locations of facilities are indicated;

26.4. the record of facilities;

26.5. an instruction for calibrating facilities;

26.6. an instruction for assessment of premises and facilities;

26.7. an instruction for cleaning and maintenance of premises and facilities; and

26.8. an instruction for the extermination of insects and rodents.

27. Documents related to the staff:

27.1. a list of constitutional units;

27.2. job descriptions of the responsible persons;

27.3. a list of staff in which qualifications and experience of each employee are indicated, as well as the documents attesting thereof; and

27.4. procedures by which the staff is informed of the changes in the manufacturing process.

28. Documents related to manufacture:

28.1. information regarding the person responsible for manufacture (given name, surname and position);

28.2. instructions for the manufacturing process;

28.3. indications regarding the critical points in the manufacturing process;

28.4. instructions regarding the critical points in the process of manufacturing;

28.5. quality control instructions;

28.6. report on the results of the controls;

28.7. indications regarding the time period of keeping documents; and

28.8. a description of those measures which reduce contamination of the feed and cross-contamination of different feed components to a minimum.

29. Documents related to quality control:

29.1. information regarding the person responsible for quality control (given name, surname and position); and

29.2. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods.

30. Documents related to storage:

30.1. a description of warehouse premises;

30.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

30.3. procedures for the identification of feed in a warehouse;

30.4. indications regarding labelling of the finished products; and

30.5. instruction for the extermination of insects and rodents.

31. Registers:

31.1.  amount, date of manufacture, lot number of the utilised feed components, feed additives, premixes or compound feed, the name and address of the manufacturer or distributor;

31.2.  type, amount, date of manufacture and lot number of the manufactured feed additives, premixes or compound feed; and

31.3.  name or given name, surname and address of the manufacturer, distributor, or consumer, the type, amount, date of manufacture and lot number of the supplied product.

32. Complaints register and documents related to the withdrawal of a product from circulation:

32.1. an instruction for registering and processing complaints;

32.2. procedures by which the feed is withdrawn from circulation; and

32.3. indications regarding the action with the feed which has been withdrawn from circulation;

32.4. procedures for the quality control of the feed withdrawn from circulation.

VI. Registered Packager of Feed
33. Documents related to the manufacture:

33.1. information regarding the person responsible for manufacture (given name, surname and position);

33.2. packaging instructions;

33.3. quality control instructions;

33.4. report regarding the results of the controls;

33.5. indications regarding the time period of keeping documents; and

33.6. a description of those measures which reduce contamination of the feed and cross-contamination of different feed components to a minimum.

34. Documents related to quality control:

34.1. information regarding the person responsible for quality control (given name, surname and position); and

34.2. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods.

35. Documents related to storage:

35.1. a description of warehouse premises;

35.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

35.3. procedures for the identification of feed in a warehouse;

35.4. indications regarding labelling of the finished products; and

35.5. an instruction for the extermination of insects and rodents.

36. Registers:

36.1.  amount, date of manufacture, lot number of the utilised feed components, feed additives, premixes or compound feed, the name and address of the manufacturer or distributor;

36.2.  type, amount, date of manufacture and lot number of the manufactured feed additives, premixes or compound feed; and

36.3.  given name, surname and address of the manufacturer, distributor, or consumer, the type, amount, date of manufacture and lot number of the supplied product.

37. Complaints register and documents related to the withdrawal of a product from circulation:

37.1. an instruction for registering and processing complaints;

37.2. procedures by which the feed is withdrawn from circulation;

37.3. indications regarding the action with the feed which has been withdrawn from circulation; and

37.4. procedures for the quality control of the feed withdrawn from circulation

VII. Registered Distributor of Feed
38. Documents related to quality control:

38.1. information regarding the person responsible for quality control (given name, surname and position);

38.2. quality control instructions;

38.3. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods;

38.4. report on the results of the controls; and

38.5. indications regarding the time period of keeping documents.

39. Documents related to storage:

39.1. a description of warehouse premises;

39.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

39.3. procedures for the identification of feed in a warehouse;

39.4. indications regarding labelling of the finished products; and

39.5. an instruction for the extermination of insects and rodents.

40. Registers:

40.1.  amount, lot number and name or address of the manufacturer or distributor of feed additives, premixes or compound feed; and

40.2.  given name, surname and address of the manufacturer, distributor, or consumer, the type, amount, date of manufacture and lot number of the supplied feed.

VIII. Registered Persons Engaged in Feed Circulation who Prepare Compound Feed for Feeding of Animals of Holding thereof
41. Documents related to the premises and facilities:

41.1. a technical drawing (drawing) of an undertaking in which the flow of manufacturing process, storage of the raw material and finished products are depicted;

41.2. a short description and number of production lines;

41.3. a detailed plan of premises where the locations of facilities are indicated;

41.4. the record of facilities;

41.5. an instruction for calibrating facilities;

41.6. an instruction for assessment of premises and facilities;

41.7. an instruction for cleaning and maintenance of premises and facilities; and

41.8. instruction for the extermination of insects and rodents.

42. Documents related to the staff:

42.1. a list of constitutional units;

42.2. job descriptions of the responsible persons;

42.3. a list of staff in which qualifications and experience of each employee are indicated, as well as the documents attesting thereof; and

42.4. procedures by which the staff is informed of the changes in the manufacturing process.

43. Documents related to manufacture:

43.1. information regarding the person responsible for manufacture (given name, surname and position);

43.2. manufacturing process instructions;

43.3. indications regarding the critical points in the manufacturing process;

43.4. instructions regarding the critical points in the process of manufacturing;

43.5. quality control instructions;

43.6. report regarding the results of the controls;

43.7. indications regarding the time period of keeping the documents; and

43.8. a description of those measures which reduce contamination of the feed and cross-contamination of different feed components to a minimum.

44. Documents related to quality control:

44.1. information regarding the person responsible for quality control (given name, surname and position);

44.2. indications regarding the methods of sampling, frequency of sampling, sealing, labelling, and storage of samples, frequency of analysis of specific parameters, action in case the results of analysis do not comply with the requirements prescribed by regulatory enactments and formulation of a product, and the list of analytical methods.

45. Documents related to storage:

45.1. a description of warehouse premises;

45.2. a list of those persons who work in a warehouse and are authorised to enter the warehouse premises;

45.3. procedures for the identification of feed in a warehouse;

45.4. indications regarding labelling of the finished products; and

45.5. an instruction for the extermination of insects and rodents.

46. Registers:

46.1.  amount, date of manufacture, lot number of the utilised feed components, feed additives, premixes or compound feed, the name and address of the manufacturer or distributor; and

46.2.  type, amount, date of manufacture and lot number of the manufactured feed additives, premixes or compound feed.

IX. Registered Feed Sales Point
47. Documents related to quality control:

47.1. information regarding the person responsible for quality control (given name, surname and position);

47.2. quality control instruction; and

47.3. indications regarding the time period of keeping the document.

48. Documents related to storage:

48.1. a description of premises;

48.2. a list of those persons who work in the sales point; and

48.3. procedures for the identification of feed.

49. Registers:  amount, lot number of compound feed and the name and address of the distributor (manufacturer) thereof.

Minister for Agriculture 
M.Roze
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