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ORDINANCE

on the essential requirements for and the conformity assessment of recreational crafts

CHAPTER ONE

GENERAL PROVISIONS

Article 1. (1) This Ordinance lays down:

1.  the essential requirements for recreational crafts;

2.  assessment procedures and certification of the different types of recreational crafts’ conformity with the essential requirements
3.  the conditions and the order for authorization of persons for the carrying out of conformity assessment
(2)  Persons manufacturing or placing on the market recreational crafts and/ or components are under the obligation to comply with the essential requirements laid down in this Ordinance.

Article 2. (1) This Ordinance shall apply to:

1.  recreational crafts, fully or partly completed;

2.  components:

a)  ignition-protected equipment for inboard and stern drive engines;

b)  start-in-gear protection devices for outboard engines;

c)  steering wheels, steering mechanisms and cable assemblies;

d)  fuel tanks and fuel hoses;

e)  prefabricated hatches and portlights.

(2)  The following shall be excluded from the scope of this Ordinance:

1.  craft intended for racing, including rowing racing boats and training rowing boats labelled as such by the manufacturer;

2.  canoes and kayaks, gondolas and pedalos;

3.  sailing surfboats;

4.  powered surfboards, personal watercraft and other similar powered craft;

5.  original, and individual replicas of, historical craft designed before 1950, built predominantly with the original materials and labelled as such by the manufacturer;

6.  experimental craft, provided that they re not subsequently placed on the market;

7.  craft built for own use, provided that they are not subsequently placed on the market during a period of five years;

8.  submersibles;

9.  air cushion vehicles;

10.  hydrofoils;

11. crafts with overall weight exceeding or equal to 15 tons or crafts not intended for cargo with a volume equal to or exceeding 15 m3
12. tugs and push tugs

Article 3. Recreational crafts and components referred to in Article 2, Paragraph (1), 2  may be placed on the market and taken into service only if they do comply with the essential requirements laid down in Chapter 2 and do not endanger the environment, the property, the health and the safety  of persons when correctly constructed and maintained and when used for the purposes for which they are intended.

Article 4. Recreational crafts and the components referred to in Article 2, Paragraph (1), Point 2 which are accompanied by a declaration of conformity and to which a conformity marking has been affixed in accordance with the Ordinance on marking of conformity with the essential technical requirements for products adopted by a Decree No 164 of the Council of Ministers from 2000 (State Gazette, No 66, 2000) shall be presumed to be in compliance with the requirements of this Ordinance.

Article 5. (1) The declaration of conformity of recreational crafts forms an obligatory part of the owner’s manual and shall include the following:

1.  Name/ label and address/ place of establishment of the manufacturer and of the person that places the product on the market, if different;

2.  a description of the recreational craft or of the component;

3.  references to the standards used in accordance with Article 6;

4.  where appropriate, reference to the type-examination certificate;

5.  where appropriate, name/ label and address/ place of establishment of the person that has carried out the conformity assessment;

6.  name and function of the representative of the person that places the product on the market.

(2)  The declaration of conformity of partly-completed recreational crafts shall include the following:

1.  the name/ label and address/ place of establishment of the manufacturer and of the person that places the product on the market, if different;

2.  a description of the partly-completed craft;

3.  a statement that the partly-completed craft  is intended to be completed by others and that it complies with the essential requirements that apply at this stage of construction.

(3)  The declaration of conformity of components referred to in Article 2, Paragraph (1), Point 2 and intended to be used in a recreational craft shall contain the following:

1.  the name/ label and address/ place of establishment of the manufacturer and the person that places the product on the market, if different;

2.  a description of the component;

3.  a statement that the component complies with the relevant essential requirements.

Article 6. Recreational crafts and components produced in conformity with the Bulgarian standards which transpose the harmonized European standards shall be presumed to conform to the essential requirements set out in this Ordinance.

Article 7. For the purposes of this Ordinance recreational crafts fall into the following boat design categories:

1.  Design category A - ocean type recreational crafts designed for extended voyages where conditions may exceed wind force 8 (Beaufort scale) and wave heights of 4 m and above may be experienced;

2.  Design category B - offshore type recreational crafts designed for offshore voyages where conditions up to, and including, wind force 8 (Beaufort scale) and wave heights up to, and including, 4 m may be experienced;

3.  Design category C - inshore type recreational crafts designed for voyages in coastal waters, large bays, estuaries, lakes and rivers where conditions up to, and including, wind force 6 (Beaufort scale) and wave heights up to, and including, 2 m may be experienced;

4.  Design category D - sheltered waters type recreational crafts designed for voyages on small lakes, rivers, and canals where conditions up to, and including, wind force 4 (Beaufort scale) and wave heights up to, and including, 0,5 m may be experienced.

CHAPTER TWO

ESSENTIAL REQUIREMENTS

PART 1

General requirements
Article 8. (1) Each recreational craft shall be marked with a hull identification number including the manufacturer’s code, the country of manufacture, the year of production, the unique serial number and the model year.

(2)  Each recreational craft shall carry  a permanently affixed plate mounted separately from the boat hull identification number, containing the manufacturer’s name, the conformity marking, the boat design category according to Article 7, manufacturer’s maximum recommended load and number of persons recommended by the manufacturer for which the boat was designed to carry when under way.

Article 9. Depending on the design category, craft shall be designed to minimize the risks of falling overboard and to facilitate reboarding.

Article 10. For motor boats, the main steering position shall give the operator, under normal conditions of use (speed and load), good all-round visibility.

Article 11. Each recreational craft shall be provided with an owner’s manual in Bulgarian which should draw particular attention to risks of fire and flooding and shall contain the information listed in Article 8, Paragraph (2), Articles 20 and 25 as well as the unladen weight of the craft in kilograms.

Part II

Structural requirements

Article 12. The choice and the combination of materials and its construction shall ensure that the craft is strong enough in all respects.

Article 13. The craft shall have sufficient stability and freeboard considering its design category and the manufacturer’s maximum recommended load.

Article 14. (1) The craft shall be constructed to ensure that it has buoyancy characteristics appropriate to its design category and the manufacturer’s maximum recommended load.

(2)  All habitable multihull craft shall be so designed as to have sufficient buoyancy to remain afloat in the incerted position.

Article 15. Boats of less than six metres in length that are susceptible to swamping when used in their design category shall be provided with appropriate means  of flotation in the swamped condition.

Article 16. Openings in hull, decks and superstructure shall not impair the structural integrity of the craft or its weathertight integrity when closed.

Article 17. Windows, portlights, doors and hatchcovers shall withstand the water pressure likely to be encountered, as well as pointloads applied by the weight of persons moving on deck. 

Article 18. Through hull fittings designed to allow water passage into the hull or out of the hull, below the waterline, shall be fitted with shutoff means which shall be readily accessible.

Article 19. All craft shall be designed so as to minimize the risk of sinking through

1.  providing cockpits and wells with self-draining means or other means of keeping water out of the boat interior;

2.  providing ventilation inlets with proper ventilation fittings;

3.  removal of water by pumps or other means.

Article 20. The manufacturer’s maximum recommended load (fuel, water, provisions, miscellaneous equipment and people in kilograms) for which the boat was designed, as marked on the builder’s plate, shall be determined according to the design category, stability, freeboard, buoyancy and flotation.

Article 21. (1) All craft of design categories A and B, and craft of design categories C and D longer than six metres shall be provided with stowage points for lifterafts large enough to hold the number of persons the boat was designed to carry as recommended by the manufacturer.

(2)  These stowage points shall be readily accessible at all times.

Article 22. (1) All habitable craft shall be provided with viable means of escape in the event of fire.

(2)  All habitable multihull craft over 12 metres long shall be provided with viable means of escape in the event of inversion.

Article 23. All craft, taking into account their design category and their characteristics shall be fitted with one or more string points or other means capable of safely accepting anchoring, mooring and towing loads. 

Part III

Steering and Handling Requirements

Article 24. The manufacturer shall ensure that the steering and handling of the craft are satisfactory with the most powerful engine for which the boat is designed and constructed.

Article 25. For all recreational marine engines, the maximum rated engine power shall be declared in the owner’s manual.

Part IV

Requirements to the Engines

Article 26. All inboard mounted engines shall be placed within an enclosure separated from living quarters and installed so as to minimize the risk of fires or spread of fires as  well as hazards from toxic fumes, heat, noise or vibrations in the living quarters.

Article 27. Engine parts and accessories that require frequent inspection and/ or servicing shall be readily accessible. 

Article 28. The insulating materials inside engine spaces shall be non-combustible.

Article 29. (1) The engine compartment shall be ventilated.

(2)  The ventilation inlets must be provided with proper closing fittings. 

Article 30. Unless the engine is protected by a cover or its own enclosure, exposed moving or hot parts of the engine that could cause burning and/ or personal injury shall be effectively shielded.

Article 31. All boats with outboard engines shall have a device to prevent starting the engine in gear, except:

1.when the engine produces less than 500 newtons of static thrust;

2.  when the engine has a throttle  limiting device to limit thrust to 500 newtons at the time of starting the engine.

Part V

Requirements to the filling, storage, fuel-supply and venting arrangements and installations

Article 32. The filling, storage, fuel-supply and venting arrangements and installations shall be designed and installed so as to minimize the risk of fire and/ or explosion.

Article 33. (1) Fuel tanks, lines and hoses shall be secured and separated or protected from any source of significant heat.

(2)  The material the tanks are made of and their method of construction shall be according to their capacity and the type of fuel.

(3)  All tank spaces shall be ventilated.

Article 34. (1) Liquid fuel shall be kept in tanks that are:

1.  insulated from the engine compartment and from all other source of ignition;

2.  separated from living quarters.

(2)  Liquid fuel with a flash point below 55( C shall be kept in tanks which do not form part of the hull.

Part VI

Requirements to the Electrical System

Article 35. (1) Electrical systems shall be designed and installed so as to ensure proper operation of the craft under normal conditions of use and shall be such as to minimize risk of fire and electric shock.

Article 36. Attention shall be paid to the provision of overload and short-circuit protection of all circuits, except starting circuits, supplied from batteries.

Article 37. Ventilation shall be provided to prevent the accumulation of gases which might be emitted from batteries.

Article 38. Batteries shall be firmly secured and protected from ingress of water.

Part VII

Requirements to the Steering System

Article 39. Steering systems shall be designed, constructed and installed in order to allow the transmission of steering loads under foreseeable operating conditions.

Article 40. Sailboat and single-engined inboard powered motor boats with remote-controlled rudder steering systems shall be provided with emergency means of steering the craft at reduced speed.

Part VIII

Requirements to the Gas System

Article 41. (1) Gas systems for domestic use shall be of the vapour-withdrawal type and shall be designed and installed so as to avoid leaks and the risk of explosion and be capable of being tested for leaks.

(2)  Materials and components shall be suitable for the specific gas used to withstand the stresses and exposures found in the marine environment.

Article 42. (1) Gas appliances shall be equipped with flame failure devices effective on all burners.

(2)  Gas appliances must be supplied by separate branches of the distribution system, and each appliance must be controlled by a separate closing device.

(3)  Adequate ventilation must be provided to prevent hazards from leaks and products of combustion.

Article 43. (1) All craft with a permanently installed gas system shall be fitted with an enclosure to contain gas cylinders.

(2)  The enclosure shall be separated from the living quarters, accessible only from the outside and ventilated to the outside so that any escaping gas drains overboard.

(3)  Any permanent gas system shall be tested after installation.

Part IX

Requirements to Fire Protection

Article 44. (1) The type of equipment installed and the layout of the craft shall take account of the risk and spread of fire. 

(2)  Safety provisions shall be made with regard to the surroundings of open flame devices, hot areas or engines and auxiliary machines, oil and fuel overflows, uncovered oil and fuel pipes; electrical wiring above hot areas of machnies shall be avoided.

Article 45. (1) Craft shall be supplied with fire-fighting equipment.

(2)  Petrol engine enclosures shall be protected by a fire extinguishing system that avoids the need to open the enclosure in the event of fire.

(3)  Portable fire extinguishers shall be readily accessible and one shall be so positioned that it can be easily reached from the main steering position of the craft.

Part X

Requirements to the Navigation Systems

Article 46. Where navigation lights are fitted, they shall comply with the requirements of the Convention on international rules for the prevention of maritime clashes, ratified with a Decree of the State Council of the People’s Republic of Bulgaria (State Gazette, No 22 from 1975); river boat’s navigation lights shall comply with the Regulation on the navigation in the Bulgarian part of the river Danube (State Gazette, No 6 from 1992). 

Part XI

Requirements to prevention of environmental pollution

Article 47. (1) Craft shall be constructed so as to prevent the accidental discharge of pollutants overboard.

(2)  Craft fitted with toilets shall have either human waste holding tanks or provision to fit holding tanks on a temporary basis in areas of use where the discharge of human waste is restricted.

(3)  Any through-the-hull pipes for human waste shall be fitted with walves which are capable of being sealed shut.

CHAPTER THREE

CONFORMITY ASSESSMENT 

Article 48. (1) Before producing and placing on the market recreational crafts or components as referred to in Article 2, Paragraph (1), Point 2, the person that places them on the market shall assess their conformity to the essential requirements.

(2)  Recreational crafts of the design categories A and B of less than 12 m hull length shall be subjected to the “Internal Production Control Plus Tests” - procedure referred to in Annex 2.

(3)  Recreational crafts of the design categories A and B from 12 m to 24 m hull length shall be subjected to:

1.  the “Type-examination”-procedure referred to in Annex 3 supplemented by the “Conformity to Type” - procedure referred to in Annex 4, or

2.  the “Type-examination” - procedure referred to in Annex 3 supplemented by the “Production Quality Assurance” - procedure referred to in Annex 5, or

3.  the “Type-examination” - procedure referred to in Annex 3 supplemented by the “Product Verification” - procedure referred to in Annex 6, or

4.  the “Unit Verification” -  procedure referred to in Annex 7, or

5.  the “Full Quality Assurance” - procedure referred to in Annex 8.

(4)  Recreational craft of the design category B from 2,5 to 12 m hull length shall be subjected to:

1.  the “Internal Production Control” - procedure referred to in Annex 1, if Bulgarian standards, which transpose the harmonized European standards have been applied;

2.  the “Internal Production Control Plus Tests” - procedure referred to in Annex 2, if Bulgarian standards, which transpose the harmonized European standrads have not been applied.

(5)  Recreational crafts of the design category B from 12 to 24 m hull length shall be subjected to:

1.  the “Type-examination” - procedure referred to in Annex 3 supplemented by the “Conformity to Type” - procedure referred to in Annex 4, or

2.  the “Type-examination” - procedure referred to in Annex 3 supplemented by the “Production Quality Assurance” - procedure referred to in Annex 5

3.  the “Type-examination” - procedure referred to in Annex 3 supplemented by the “Product Verification” -  procedure referred to in Annex 3, or

4.  the “Unit Verification” - procedure referred to in Annex 7, or

5.  the “Full Quality Assurance” - procedure referred to in Annex 8.

(6)  Recreational crafts of the design category D from 2,5 to 24 m hull length shall be subjected to the “Internal Production Control” - procedure referred to in Annex 1.

(7) The components referred to in Article 2, Paragraph (1), Point 2 shall be subjected to:

1.  the “Type-Examination” procedure referred to in Annex 3 supplemented by the “Conformity to Type” - procedure referred to in Annex 4, or

2.  the “Type-Examination” - procedure referred to in Annex 3 supplemented by the “Production Quality Assurance” - procedure referred to in Annex 5, or

3.  the “Type-Examination” - procedure referred to in Annex 3 supplemented by the “Product Verification” - procedure referred to in Annex 6, or

4.  the “Unit Verification” - procedure referred to in Annex 7, or

5.  the “Full Quality Assurance” - procedure referred to in Annex 8.  

CHAPTER FOUR

AUTHORIZATION OF PERSONS FOR THE CARRYING OUT OF CONFORMITY ASSESSMENT PROCEDURES

Article 49. A person applying for authorization for the carrying out of assessment of the conformity of recreational crafts with the essential requirements shall comply with the conditions set out in Article 10, paragraph (1) of the Law on technical requirements for products (LTRP), moreover:

1.  be capable to apply one or several procedures for the conformity assessment of recreational crafts;

2.  have at least one certified auditor who complies with the requirements of BDS EN ISO 30011 “Criteria for the qualification of auditors” for the assessment of an operational quality system, when the conformity assessment procedure he applies for requires so;

3.  be in the possession of test manuals and instructions for the cases where standardized test methods do not apply;

4.  be in the possession of a quality manual.

Article 50. (1) The person referred to in Article 49 lodges with the Minister of Economy:

1.  an application

2.  an attest about its current legal status if registered under the Trade Code or a copy of the act of establishment if enacted by the Council of Ministers;

3.  information about the scope of its competence and about the technical equipment of its own testing laboratories and/ or sub-contracted testing laboratories;

4.  declarations from the person and from the hired personnel about the circumstances set out in Article 10, Paragraph (1), 3, 5 and 7 of the LTRP;

5.  information within the meaning of Article 10, Paragraph (1), Point 4 of the LTRP;

6.  copy of a liability insurance covering  damages which may arise from failure of the authorized person to meet its obligations;

7.  manuals for the testing of recreational crafts for the cases of non-appliance of standardized methods;

8.  a certificate of the auditor that is going to carry out the assessment of the operational quality system, if the respective conformity assessment procedures provides so;

9.  a quality manual

(2)  In the cases set out in Article 11, Paragraph (2) of the LTRP the person  referred to in Article 49 lodges with the Minister of Economy:

1.  the documents set out in Paragraph (1), Points 1,2, 3, 6 and 8

2.  an accreditation certificate in compliance with BDS EN 45011 issued by the Executive Agency of the “Bulgarian Accreditation Service” - for the cases when the application is for the carrying out of the “Type-examination”-procedure referred to in Annex No 3 and/ or for the “Product Verification”- procedure referred to in Annex No 6 and/ or the “Unit Verification” - procedure referred to in Annex No 7.

3.  an accreditation certificate in compliance with BDS EN 45012 issued by the Executive Agency of the “Bulgarian Accreditation Service” - for the cases when the application is for the carrying out of the “Full Quality Assurance” - procedure referred to in Annex No 8 and/ or the “Production Quality Assurance” - procedure referred to in Annex No 5, and/ or

4.  an accreditation certificate in compliance with BDS EN 45004 issued by the Executive Agency of the “Bulgarian Accreditation Service” - for the cases when the application is for the carrying out of the “Type-examination”- procedure referred to in Annex No 3 and/ or the “Product Verification” - procedure referred to in Annex No 6 and/ or the “Unit Verification” - procedure referred to in Annex No 7.

(3)  If any of the required documents is found to be missing after the application has been lodged, the applicant shall be informed about this and be granted 14 days to repair the omission.

(4)  In the case of failing to repair the omission in due time the application and the documents shall not been given further consideration.

Article 51. After receiving the application and the documents or after the expiration of the dead-line referred to in Article 50, Paragraph (3) the Minister of Economy shall, in consultation with the Ministry of Transport and Communications, consider the application within three months and by order either grant or deny the person referred to in Article 49 the requested authorization.

Article 52. In the case of a denial or a withdrawal of  an authorization for the carrying out of conformity assessment the persons shall be informed about the Minister’s of Economy respective order not later than 7 days after it has been issued.  

ADDITIONAL PROVISION

& 1. For the purposes of this Ordinance:

1.  “Recreational craft” shall mean any boat of any type, regardless of the means of propulsion, from 2,5 to 24 m hull length, measured according to the Bulgarian standards which transpose the harmonized European standards.

2.  “Buoyancy” is the ability of the craft to float with a certain freeboard and load.

TRANSITIONAL AND FINAL PROVISIONS

& 2. The Chairman of the State Agency for Standardization and Metrology (SASM) shall publish the list of the Bulgarian standards referred to in Article 6 in the Officail Bulletin of the SASM.

& 3. This Ordinance is adopted in accordance with Article 7, Paragraph (1) of the LTRP.

& 4. 18 months after this Ordinance enters into force, no recreational crafts neighter their components which do not comply with the requirements of the Ordinance may be placed on the market.




ANNEX No 1

to Article 48, Paragraph (4), Point 1 and Paragraph (6)

Conformity assessment procedure “Internal Production Control”

1.  “Internal Production Control” is the procedure whereby the person that places the product on the market carries out the obligations laid down in point 2 and ensures and declares that the product satisfies the requirements of the Ordinance that apply to it. The person that places the product on the market shall affix the conformity marking to each product and draw up a declaration on conformity.

2.  The manufacturer shall establish a technical documentation. The person that places the product on the market shall keep the technical documentation at the disposal of the market surveillance authority for a period ending 10 years after the last product has been manufactured.

3.  The technical documentation shall enable the conformity of the products with the requirements of the Ordinance to be assessed and it shall, as far as relevant for such assessment, cover the design, manufacture and operation of the product. The documentation shall contain:

a)  a general description of the product;

b)  conceptual design and manufacturing drawings and schemes of components, sub-assemblies, circuits, etc.;

c)  descriptions and explanations of the drawings, schemes and the operation of the product;

d)  a list of the standards referred to in Article 6, applied in full or in part, and descriptions of the solutions adoped to fulfil the essential requirements of the Ordinance when the standards referred to in Article 6 have not been applied;

e)  results of design calculations made, examinations carried out, etc.;

f)  test reports, or calculations on stability and buoyance according to Article 8, Paragraphs (2), (3) and (4).

4.  The person that places the product on the market shall keep a copy of the declaration of conformity with the technical documentation.

5.  The manufacturer shall take all measures necessary in order that the manufacturing process shall ensure compliance of the manufactured products with the technical documentation and with the requirements of the Ordinance that apply to them.    

ANNEX No2

to Article 48, Paragraph 2 and Paragraph 4, Point 2

Conformity Assessment Procedure “Internal Production Control Plus Tests”
1.  “Internal Production Control Plus Tests” is a procedure whereby the person that places the product on the market carries out the obligations laid down in point 2 and ensures and declares that the product satisfies the requirements of the Ordinance that apply to it. The person that places the product on the market shall affix the conformity marking to each recreational craft and draw up a declaration of conformity.

2.  The manufacturer shall establish a technical documentation. The person that places the product on the market shall keep it for a period of 10 years after the last product has been manufactured at the disposal of the market surveillance authority.

3.  The technical documentation shall enable the assessment of conformity of recreational crafts with the requirements of the Ordinance and cover, as far as relevant for the assessment, the design, manufacture and operation of the product. The documentation shall contain:

a)  a general description of the product;

b)  conceptual design and manufacturing drawings and schemes of components, sub-assemblies, circuits, etc.;

c)  descriptions and explanations of the drawings, schemes and the operation of the product;

d)  a list of the standards referred to in Article 6, applied in full or in part, and descriptions of the solutions adopted to fulfil the essential requirements when the standards referred to in Article 6 have not been applied;

e)  results of design calculations made, examinations carried out, etc.;

f)  test reports, or calculations on stability and buoyancy according to Article 8, Paragraph (2), Point 3 and 4.

4.  The person that places the product on the market shall keep a copy of the declaration of conformity with the technical documentation.

5.  The manufacturer shall take all measures necessary in order that the manufacturing process shall ensure compliance of the manufactured products with the technical documentation and with the requirements of the Ordinance that apply to them.

6.  The manufacturer or his authorized representative shall carry out on one or several boats sampled from his production the following tests, equivalent calculation or control:

a)  test of stability according to Article 8, Paragraph (2);

b)  test of buoyancy characteristics accoding to Article 8, Paragraphs (3) and (4).

7.  The tests, calculations or control referred to in point 6 shall be carried out on the resposibility of a person (chosen by the manufacturer) that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM. On the resposibility of this person, the manufacturer shall affix the former’s distinguishing number during the manufacturing process.

ANNEX No 3

to Article 48, Paragraph (3), Points 1, 2 and 3,

Paragraph (5), Points 1,2 and 3 and

Paragraph (7), Points 1, 2 and 3,

Article 50, Paragraph (2), Points 2 and 4

Conformity Assessment Procedure “Type-Examination”
1.  “Type-examination” is a procedure whereby a person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM ascertains  and attests that a specimen, representative of the production envisaged, meets the provisions of the Ordinance that apply to it.

2.  The application for the type-examination shall be lodged by the person that places the product on the market with an authorized person (referred to in point 1) of his choice.

The application shall include:

a)  the name and address of the manufacturer and of the person that places the product on the market if different from the former;

b)  a declaration that the same application has not been lodged with any other person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM;

c)  the technical documentation in accordance with point 3.

The person that places the product on the market shall place at the disposal of the person referred to in point 1 a specimen, representative of the production envisaged and hereinafter called “type”. A type may cover several versions of the product provided that the differences between the versions do not affect the level of safety and the other requirements concerning the performance of the product. The person referred to in point 1 may request further specimen if needed  for carrying out the test programme.

3.  The technical documentation shall enable the assessment of the conformity of the product with the requirements of the Ordinance and cover, as far as relevant for the assessment, the design, manufacture and operation of the product. The documentation shall contain:

a)  a general description of the type;

b)  conceptual design and manufacturing drawings and schemes of components, sub-assemblies, circuits, etc.;

c)  descriptions and explanations of the drawings, schemes and of the operation of the product;

d)  a list of the standards referred to in Article 6, applied in full or in part, and description of the solutions adopted to fulfil the essential requirements of the Ordinance that apply, when the standards referred to in Article 6 have not been applied;

e)  results of design calculations made, examinations carried out, etc.;

f)  test reports.

4.  The person referred to in point 1 shall:

a)  examine the technical documentation, verify that the type has been manufactured in conformity with the technical documentation and identify the elements which have been designed in accordance with the relevant provisions of the standards referred to in Article 6, as well as the components which have been designed without applying the relevant provisions of those standards;

b)  perform or cause to be performed the appropriate examinations and necessary tests to check whether,  where the standards referred to  in Article 6 have not been applied, the solutions adopted by the manufacturer  meet the essential requirements of the Ordinance;

c)  perform or cause to be performedthe appropriate examinations and necessary tests to check whether, where the manufacturer has chosen to apply the standrads referred to in Article 6, these have actually been applied;

d)  agree with the applicant the location where the examinations and necessary tests shall be carried out.

5.  Where the type meets the provisions of the Ordinance, the person referred to in point 1 shall issue a type-examination certificate to the applicant. The certificate shall contain the name and address of the manufacturer, conclusions of the examination and the necessary data for identification of the approved type.

A list of the relevant parts of the technical documentation shall be annexed to the certificate. A copy of the certificate shall be kept by the person referred to in point 1. 

Detailed reasons shall be provided for a denial to issue a type-examination certificate.

6.  The applicant shall inform the person referred to in point 1 that holds the technical documentation concerning the type-examination certificate of all modifications of the approved product which must receive additional approval where such changes may affect the conformity with the essential requirements or the prescribed conditions for use of the product. This additional approval is given in the form of an addition to the original type-examination certificate.

7.  The person referred to in point 1 shall communicate to the other persons that have been authorized to carry out conformity assessment and notified in the Offiial Bulletin of the SASM the relevant information concerning the type-examination certificates and additions issued and withdrawn.

8.  Other persons that have been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM may receive copies of the type-examination certificates and/ or their additions. The annexes to the cerificates shall be kept at the disposal of the other authorized persons.

9.  The person that places the product on the market shall keep with the technical documentation copies of the type-examination certificates and their additions for a period of 10 years after the last product has been manufactured.

ANNEX No 4

to Article 48, Paragraph (3), Point 1,

Paragraph (5), Point 1 and Paragraph 7, Point 1

Conformity Assessment Procedure “Conformity to Type”  

1.  “Conformity to Type” is a procedure whereby the person that places the product on the market ensures and declares that the product is in conformity with the type as described in the type-examination certificate and satisfies the requirements of the Ordinance that apply to it. The person that places the product on the market shall affix the conformity marking to each product and draw up a declaration of conformity.

2.  The manufacturer shall take all measures necessary to ensure that the manufacturing process assures compliance of the product with the type as described in the type-examination certificate and with the requirements of the Ordinance that apply to it.

3.  The person that places the product on the market shall keep a copy of the declaration of conformity for a period of 10 years after the last product has been manufactured.

ANNEX No 5

to Article 48, Paragraph (3), Point 2,

Paragraph (5), Point 2 and Paragraph (7), Point 2,

Article 50, Paragraph (2), Point 3

Conformity Assessment Procedure “Production Quality Assurance”
1.  “Production Quality Assurance” is a procedure whereby  the manufacturer who satisfies the obligations of point 2 ensures and declares that the product is in conformity with the type as described in the type-examination certificate and satisfies the requirements of the Ordinance that apply to it. The person that places the product on the market shall affix the conformity marking to each product and draw up a declaration of conformity. The conformity marking shall be accompanied by the distinguishing number of the person that has been authorized to carry out conformity assessment and has been notified in the Official Bulletin of the SASM and that is responsible for the monitoring as specified in points 7 and 8.

2.  The manufacturer shall operate an approved quality system for production, final control inspection and testing as specified in points 3-6 and shall be subject to monitoring as specified in points 7 and 8.

3.  The manufacturer shall lodge an application for assessment of his quality system with a person that has been authorized to carry out conformity assessment and has been notified in the Official Bulletin of the SASM, the person being his own choice.

The application shall include:

a)  all relevant information for the product category envisaged;

b)  the documentation concerning the quality system;

c)  the technical documentation of the approved type and a copy of the type-examination certificate.

4.  The quality system shall ensure compliance of the product with the type as described in the type-examination certificate and with the requirements of the Ordinance that apply to it.

All the elements, requirements and provisions adopted by the manufacturer shall be documented in a systematic and orderly manner in the form of strategies, procedures and instructions. The quality system documentation must permit a consistant interpretation of the quality programmes, plan, manuals and records. The documentation shall contain an adequate description of:

a)  the quality objectives and the organizational structure, responsibilities and powers of the management with regard to product quality;

b)  the manufacturing, quality control and quality assurance techniques, processes and systematic actions that will be used;

c)  the examinations and tests that will be carried out before, during and after manufacture, and the frequency with which they will be carried out;

d)  the quality records, such as inspection reports and test data, calibration data, qualification reports of the personnel concerned, etc.;

e)  the means to monitor the effective operation of the quality system.

5.  The person that has been authorized to carry out conformity assesment and has been notified in the Officail Bulletin of the SASM shall assess the quality system to determine whether it satisfies the requirements referred to in point 4. It shall presume conformity with these requirements for quality systems that implement Bulgarian standards which transpose the relevant harmonized European standards.

The auditing team shall have at least one member with experience of evaluation in the product technology concerned. The evaluation procedure shall include an inspection visit to the manufacturer’s premises.

The decision shall be notified to the manufacturer. The notification shall contain the conclusions of the examination and the reasoned assessment decision.

6.  The manufacturer shall undertake to fulfil the obligations arising out of the quality system as approved and to uphold it so that it remains adequate and efficient.

The person that places the product on the market shall keep the person that has approved the quality system informed of any intended updating of the quality system.

The person referred to in point 5 shall evaluate the modifications proposed and decide whether the amended quality system will still satisfy the requirements referred to in point 4 or whether reassessment is required.

The decision shall be notified to the manufacturer. The notification shall contain the conclusions of the examinations and the reasoned assessment decision.

7.  The person referred to in point 5 is responsible for surveillance in order to make sure that the manufacturer duly fulfils the obligations arising out of he approved quality system.The manufacturer shall allow the person referred to in point 5 entrance for inspection purposes to the locations of manufacture, inspection, testing and storage and shall provide it with all necessary information, as well as with:

a)  the quality system documentation;

b)  the quality records, such as inspection reports and test data, calibration data, qualification reports of the personnel concerned, etc.

8.  The person referred to in point 5 shall periodically carry out audits to make sure that the manufacturer maintains and applies the quality system. The manufacturer shall be provided with the audit reports.

Additionally the person referred to in point 5 may pay unexpected visits to the manufacturer. During such visits it may carry out, or cause to be carried out, tests to verify that the quality system is functioning correctly, if necessary. The manufacturer shall be provided with a visit report and, if a test has taken place, with a test report.

9.  The manufacturer shall, for a period ending 10 years after the last product has been manufactured, keep at the disposal of the market surveillance authorities:

a)  the documentation concerning the quality system;

b)  information on the updating of the quality system referred to in point 6; 

c)  the decisions and reports referred to in points 6 and 8.

10. The person referred to in point 5 shall give the other persons that have been authorized to carry out conformity assessment and have been notified in the Official Bulletin of the SASM the relevant information concerning the quality system approvals issued and withdrawn.

ANNEX No 6

to Article 48, Paragraph (3), Point 3,

Paragraph (5), Point 3 and Paragraph (7), Point 3,

Article 50, Paragraph (2), Points 2 and 4

Conformity Assessment Procedure “Product Verification”

1.  “Product Verification” is the procedure whereby the person that places the product on the market checks and attests that the product subject to the provisions of point 3 is in conformity with the type described in the type-examination certificate and satisfies the requirements of the Ordinance that apply to it.

2.  The manufacturer shall take all measures necessary in order that the manufacturing process ensures conformity of the product with the type as described in the type-examination certificate and with the requirements of the Ordinance that apply to it. The person that places the product on the market shall affix the conformity marking to each product and shall draw up a declaration of conformity.

3.  The person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM, shall carry out the appropriate examinations and tests in order to check the conformity of the product with the requirements of the Ordinance that apply to it either by examination and testing of every product as specified in points 4-6 or by examination and testing of products on a statistical basis, as specified in points 7-13, at the choice of the manufacturer.

The person that places the product on the market shall keep a copy of the declaration of conformity for a period of 10 years after the last product has been manufactured.

4.  Every product shall be individually examined and appropriate tests as set out in the relevant standards referred to in Article 6 or equivalent tests shall be carried out in order to verify its conformity with the type as described in the type-examination certificate and the requirements of the Ordinance that apply to it.

5.  The person referred to in point 3 shall affix, or cause to be affixed, its distinguishing number to each approved product and draw up a certificate of conformity relating to the tests carried out.

6.  The person that places the product on the market shall supply the certificates of conformity on request.

7.  For the purposes of the statistical verification, the manufacturer shall present his products in the form of homogeneous lots and shall take all measures necessary in order that the manufacturing process ensures the homogeneity of euch lot produced.

8.  The manufacturer shall present to the person referred to in point 3 all his products in the form of homogeneous lots. A random sample shall be drawn from each lot by the person referred to in point 3 and products in a sample shall be individually examined and appropriate tests as set out in the relevant standards referred to in Article 6, or equivalent tests, shall be carried out to ensure their conformity with the requirements of the Ordinance which apply to them and to determine whether the lot is accepted or rejected.

9.  The statistical procedure includes the statistical method to be applied and the sampling plan with its operational characteristics.

10.  In the case of an accepted lot/ accepted lots, the person referred to in point 3 shall affix, or cause to be affixed, its distinguishing number to each product and shall draw up a certificate of conformity relating to the tests carried out. All products in the lot may be put on the market except those products from the sample which were found not to be in conformity.

11.  If a lot is rejected, the person referred to in point 3 shall prevent the putting on the market of that lot. In the event of frequent rejection of lots the person referred to in point 3 may suspend the statistical verification.

12.  The manufacturer may, under the responsibility of the person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM, affix the latter’s distinguishing number during the manufacturing process.

13.  On request, the person that places the product on the market shall be able to supply the certificate of conformity issued by the person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM.

ANNEX No 7

to Article 48, Paragraph (3), Point 4,

Paragraph (5), Point 4 and Paragraph (7), Point 4,

Article 50, Paragraph (2), Points 2 and 4

Conformity Assessment Procedure “Unit Verification”
1.  “Unit Verification” is a procedure whereby the manufacturer ensures and declares that the product, which has been issued with the certificate referred to in point 2, conforms to the requirements of the Ordinance that apply to it. The person that places the product on the market shall affix the conformity marking to the product and draw up a declaration of conformity.

2.  The person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM shall examine the individual product and carry out the appropriate tests as set out in the relevant standards referred to in Article 6, or equivalent tests, to ensure its conformity with the relevant requirements of the Ordinance.

The person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM shall affix, or cause to be affixed, its distinguishing number on the approved product and shall draw up a certificate  of conformity concerning the tests carried out.

3.  The technical documentation shall enable the assessment of conformity with the requirements of the Ordinance and shall cover, as far as relevant for such assessment, the design, manufacture and operation of the product. The documentation shall contain:

a)  a general description of the product;

b)  conceptual design and manufacturing drawings and schemes of components, sub-assemblies, circuits, etc.;

c)  descriptions and explanations of the drawings, schemes and operation of the product;

d)  a list of the standrads refered o in Article 6, applied in full or in part, and descriptions of the solutions adopted to fulfil the essential requirements where the standards referred to in Article 6 have not been applied;

e)  results of design calculations made, examinations carried out, tec.;

f)  test reports.

Annex No 8

to Article 48, Paragraph (3), Point 5,

Paragraph (5), Point 5 and Paragraph (7), Point 5,

Article 50, Paragraph (2), Point 3

Conformity assessment procedure “FULL QUALITY ASSURANCE”
1.  “Full quality assurance” is the procedure whereby the manufacturer who satisfies the obligations of point 2 ensures and declares that the manufactured products satisfy the requirements of the Ordinance that apply to them. The person which places the product on the market shall affix the conformity marking on each product and draw up a declaration of conformity. The conformity marking shall be accompanied by the distinguishing number of the person that has been authorized to carry out the conformity assessment and notified in the Official Bulletin of the SASMetrology as responsible for the surveillance as specified in point 4.

2.  The manufacturer shall operate an approved quality system for design, manufacture, final product inspection and testing of the products as specified in points 3-6 which system shall be subject to surveillance as specified in points 7 and 8.

3.  The manufacturer shall lodge an application  for assessment of his quality system with a person of his free choice amongst the persons authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM.

The application shall include:

a) the relevant information for the product category envisaged;

b)  the quality system’s documentation.

4.  The quality system shall ensure compliance of the product with the requirements of the Ordinance that apply to it.

All the elements, requirements and provisions adopted by the manufacturer shall be documented in a systematic and orderly manner in the form of strategy, procedures and instructions. The quality system documentation shall ensure a common understanding of the quality  programmes, plans, manuals and records.

The documentation shall contain an adequate description of:

a)  the quality objectives and the organizational structure, responsibilities and powers of the management with regard to product quality;

b)  the technical design specifications, including the standards as referred to in point 6 that are fully or partly met and a description of the means that will be used to ensure that the essential requirements of the Ordinance will be met, where the standrads referred to in point 6 will not be applied;

c)  the design control and design verification techniques and systematic actions that will be used when designing the products pertaining to the product category covered;

d)  the manufacturing, quality control and quality assurance techniques and systematic actions that will be used;

e)  the examinations and tests that will be carried out before, during and after manufacture, and the frequency with which they will be carried out;

f)  the quality records, the inspection reports, calibration data, qualification reports on the personnel concerned etc.;

g)  the means to monior the achievement of the required product quality and the effective operation of the quality system.

5.  The person that has been authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM shall assess the quality system to determine whether it satisfies the requirements referred to in point 4. This person shall presume compliance with these requirements in respect of quality systems that implement the relevant harmonized standard.

The auditing team shall have at least one member experienced as an assessor in the product technology concerned. The evaluation procedure shall include an assessment visit to the manufacturer’s premises. The decision shall be notified to the manufacturer. The  notification shall contain the conclusions of the examination and the reasoned assessment decision.

6.  The manufacturer shall undertake to fulfil the obligations arising out of the quality system as approved and to uphold it so that it remains adequate and efficient.

The person that places the product on the market shall keep the person that has approved the quality system informed of any intended updating of the quality system.

The person referred to in point 5 shall evaluate the modifications proposed and decide whether the amended quality system will still satisfy the requirements referred to in point 4 or whether a reassessment is required.

The decision shall be notified to the manufacturer. The notification shall contain the conclusions of the examination and the reasoned assessment decision.

7.  The person referred to in point 5 carries out surveillance to make sure that the manufacturer duly fulfils the obligations arising out of the approved quality system.

For the purposes of the surveillance the manufacturer shall allow the person referred to in point 5 entrance to the locations of design, manufacture, inspection, testing and storage and shall provide it with all necessary information, as well as with:

a)  the quality system documentation;

b)  the quality records as foreseen by the design part of the quality system, such as results of analyses, calculations, tests, etc.;

c)  the quality records as foreseen by the manufacturing part of the quality system, such as inspection reports and test data, calibration data, qualification reports on the personnel concerned etc.

8.  The person referred to in point 5 shall periodically carry out audits to make sure that the manufacturer maintains and applies the quality system. The manufacturer shall be provided with the audit reports.

The person referred to in point 5 may pay additionally unexpected visits to the manufacturer. At the time of such visits it may carry out tests or have them carried out in order to check the proper functioning of the quality system where necessary. It shall provide the manufacturer with a visit report and, if a test has been carried out, with a test report.

9.  The manufacturer shall, for a period ending at least 10 years after the last product has been manufactured, keep at the disposal of the market surveillance authorities:

a)  the quality system’s documentation;

b)  information about updatings of the quality system as referred to in point 6;

c)  the decisions and reports referred to in points 6 and 8.

10. The person referred to in point 5 shall forward to the other persons authorized to carry out conformity assessment and notified in the Official Bulletin of the SASM the relevant information concerning the quality system approvals issued and withdrawn.  

