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Republic of Latvia

Cabinet

Regulation No. 100

Adopted 6 March 2001

Procedures for Registration, Sale and Distribution of Medical Devices and Medical Supplies

Issued pursuant to Section 34 of the Medical Treatment Law

I. General Provisions

1. These Regulations prescribe the procedures for the registration, sale and distribution of medical devices and medical supplies.

2. A medical device is any instrument, apparatus, appliance, article or material (including computer software necessary for the use of the device according to instructions) which is used alone or in combination, utilised in medical treatment for the diagnosis, prevention, monitoring, treatment, alleviation of pain, compensation in cases of injury or mutilation, investigation, replacement or modification of the human anatomy or of physiological processes, or control of medical conception, and the intended principal action of which in respect of the human body is not achieved by pharmacological, immunological or metabolic means, but they may be utilised in the operation of the device.

3. Medical supplies are medical devices (except for devices that are intended for clinical investigations) which are placed on the market, providing an opportunity for consumers to acquire ownership of such supplies for payment or free of charge, irrespective of the fact whether the medical device is new or fully refurbished.

II. Registration of Medical Devices and Medical Supplies

4. Medical devices and medical supplies shall be registered by the Ministry of Welfare which shall establish, maintain and update a medical devices and medical supplies register (hereinafter — register) database and ensure the publication of the register data at least once a year. On the basis of the register database and the information referred to in Sub-paragraph 10.3 of these Regulations the Ministry of Welfare shall establish, maintain and update a database of medical device manufacturers and their authorised representatives.

5. Medical devices and medical supplies (hereinafter — medical devices) shall be registered, by recording in the register a sample type of the medical device (the medical device or its modified variant the technological, technical and qualitative parameters of which do not significantly differ) in conformity with the classification of medical devices into Classes I, IIa, IIb and III in accordance with the criteria specified in Paragraphs 6, 7, 8 and 9 of these Regulations.

6. Classification criteria for non-invasive medical devices:

6.1. non-invasive devices shall be in Class I unless any of the conditions prescribed in Sub-paragraphs 6.2, 6.3 and 6.4 of these Regulations apply to them;

6.2. non-invasive devices intended for preparation or storage of blood, body liquids, tissue liquids or gases for the purpose of infusion or introduction into the body:

6.2.1. shall be in Class IIa if they may be connected to Class IIa or a higher class active medical devices or if they are intended to be utilised for storing or preparation of blood or other body liquids or for storing of organs, parts of organs or body tissues;

6.2.2. in other cases shall be in Class I;

6.3. non-invasive devices intended for modifying the biological or chemical composition of blood, modifying other body liquids or other liquids intended for infusion into the body shall be in Class IIb (except for the cases when filtration, centrifugation or exchanges of gas or temperature are utilised in the treatment thereof — then they shall be in Class IIa);

6.4. non-invasive devices which come into contact with injured skin:

6.4.1. shall be in Class I if they are intended to be used as a mechanical barrier or for compression or for absorption of exudates;

6.4.2. shall be in Class IIb if they are intended to be used principally with skin wounds which can only heal by secondary intent; and

6.4.3. shall be in Class IIa in all other cases (including devices principally intended to treat the microenvironment of a wound).

7. Classification criteria for invasive medical devices:

7.1. invasive devices which are not intended for connection to active medical devices, except for surgically invasive devices:

7.1.1. shall be in Class I if they are intended for transient use;

7.1.2. shall be in Class IIa if they are intended for short-term use (except for the cases when they are used in the oral cavity as far as the pharynx, in an ear canal up to the ear drum or in a nasal cavity — then they shall be in Class I); and

7.1.3. shall be in Class IIb if they are intended for long-term use (except for the cases when they are used in the oral cavity as far as the pharynx, in an ear canal up to the ear drum or in a nasal cavity and their absorption by the mucous membrane is not possible — then they shall be in Class IIa);

7.2. invasive devices intended for connection to Class IIa or a higher-class active medical devices, except for surgically invasive devices, shall be in Class IIa;

7.3. surgically invasive devices intended for transient use shall be in Class IIa, except for the following cases:

7.3.1. if the devices referred to are intended specifically to diagnose, monitor or correct a defect of the heart or of the central circulatory system through direct contact with these parts of the body, they shall be in Class III;

7.3.2. if the devices referred to are reusable surgical instruments they shall be in Class I;

7.3.3. if the devices referred to are intended to supply energy in the form of ionising radiation they shall be in Class IIb;

7.3.4. if the devices referred to are intended to cause a biological effect or for full or partial absorption, they shall be in Class IIb; and

7.3.5. if the devices referred to are intended for administration of medicines in the organism by medicines administration means, doing it in a potentially hazardous manner, they shall be in Class IIb;

7.4. surgically invasive devices intended for short-term use shall be in Class IIa, except for the following cases:

7.4.1. if the devices referred to are intended specifically to diagnose, monitor or correct a defect of the heart or of the central circulatory system through direct contact with these parts of the body, they shall be in Class III;

7.4.2. if the devices referred to are intended for use in direct contact with the central nervous system they shall be in Class III;

7.4.3. if the devices referred to are intended to supply energy in the form of ionising radiation they shall be in Class IIb;

7.4.4. if the devices referred to are intended to cause a biological effect or for full or partial absorption, they shall be in Class IIb; and

7.4.5. if the devices referred to are intended to cause chemical changes in the body (except for the cases if the devices are placed in the teeth) or to administer medicines, they shall be in Class IIb; and

7.5. implantable devices and long-term surgically invasive devices shall be in Class IIb, except for the following cases:

7.5.1. if the devices referred to are intended to be placed in teeth, they shall be in Class IIa;

7.5.2. if the devices referred to are intended to be used in direct contact with the heart, the central circulatory system or the central nervous system, they shall be in Class III;

7.5.3. if the devices referred to are intended to cause a biological effect or for full or partial absorption, they shall be in Class III; and

7.5.4. if the devices referred to are intended to cause chemical changes in the body (except for the cases if the devices are placed in the teeth) or to administer medicines, they shall be in Class III.

8. Additional criteria for classification of active medical devices:

8.1. active therapeutic devices intended to administer or exchange energy shall be in Class IIa (except for the cases if they may administer energy to or from the human body causing potential hazard — then they shall be in Class IIb);

8.2. active devices intended to control or monitor the performance of active medical devices, or directly influence the performance of such devices shall be in Class IIb;

8.3. active diagnosis devices shall be in Class IIa if they are intended:

8.3.1. to supply energy which will be absorbed by the human body (except for devices used to illuminate the patient's body, in the visible spectrum);

8.3.2. to image in vivo (in the human organism) distribution of radiopharmaceutical substances; or

8.3.3. to allow direct diagnosis or monitoring of vital physiological processes (except for cases where they are specifically intended for monitoring of such vital physiological parameters due to the nature of variations of which immediate danger to the health of the patient may be caused — then they shall be in Class IIb);

8.4. active devices intended to emit ionising radiation and intended for diagnostic and therapeutic interventional radiological manipulations (including devices which control or monitor such devices, or which directly influence their performance) shall be in Class IIb;

8.5. active devices intended to administer or remove medicines, body liquids or other substances to or from the human organism shall be in Class IIa (except for the cases if it is done in a potentially hazardous manner — then they shall be in Class IIb); and

8.6. all other active devices shall be in Class I.

9. Special criteria:

9.1. devices incorporating, as an integral part, a substance which, if used separately, is considered to be a medicine and which is able to act on the human body in addition to the action of the devices shall be in Class III;

9.2. devices used for contraception or the prevention of the transmission of sexually transmitted diseases shall be in Class IIb (except for cases if they are implantable or long-term invasive devices — then they shall be in Class III);

9.3. devices intended for disinfecting, cleaning, rinsing or hydrating contact lenses shall be in Class IIb (except for devices which are intended specifically for the disinfecting of medical devices — they shall be in Class IIa — and products that are intended for physical cleaning of medical devices (except for contact lenses);

9.4. non-active devices specifically intended for recording of X-ray diagnostic images shall be in Class IIa;

9.5. devices manufactured from animal tissues or derivatives rendered non-viable shall be in Class III (except for the cases if such devices are intended to come into contact with intact skin only); and

9.6. blood bags shall be in Class IIb.

10. In order to register a medical device, the registration applicant (hereinafter — applicant) shall submit the following documents:

10.1. a written application for the registration of the medical device (in conformity with a sample form approved by the Minister for Welfare);

10.2. a copy of the applicant’s registration certificate and articles of association or by-law (presenting the original);

10.3. certification by the manufacturer or the official regional distributor of the manufacturer that the applicant has the right to sell and distribute the specific medical device;

10.4. a list of indications for use of the medical device;

10.5. a list of the modification variants of the medical device;

10.6. certification that the necessary conformity assessment procedures of the medical device have been performed:

10.6.1. for medical devices which fall into Class III and are not custom-made or intended for clinical investigation — the declaration of conformity regarding full quality assurance or examination certificate together with the product certificate or manufacturing quality system certificate;

10.6.2. for medical devices which fall into Class IIa and are not custom-made or intended for clinical investigation — the manufacturer’s declaration of conformity together with the product certificate or manufacturing quality system certificate, or the declaration of conformity regarding product quality assurance;

10.6.3. for medical devices which fall into Class IIb and are not custom-made or intended for clinical investigation — the declaration of conformity regarding full quality assurance or examination certificate together with the product certificate or manufacturing quality system certificate or the declaration of conformity regarding product quality assurance;

10.6.4. for medical devices which fall into Class I and are not custom-made or intended for clinical investigation — the manufacturer’s declaration of conformity; and

10.6.5. for custom-made medical devices — a statement regarding devices intended for special purposes;

10.7. technical documentation of the medical device in respect of the sample of the relevant type of the medical device;

10.8. written confirmation by the applicant as to how warranty obligations and servicing shall be guaranteed for medical devices which are not intended for single use, and how the activation and maintenance of the precaution system shall be ensured (the precaution system is a set of notification and traceability measures the maintenance and activation of which is compulsory for the manufacturer and distributor of the medical device and within the framework of which the possibility is provided to ensure traceability of the medical device from the moment of its design until the end of the prescribed expiry date and to notify the competent institutions of any incident or situation which has caused damage or threat to the health or life of a patient, staff or a third person); and

10.9. when registering a medical device which is a source of ionising radiation — a licence for operations with radioactive substances and other sources of ionising radiation issued by the Radiation Safety Centre.

11. The applicant shall submit the originals of all documents or notarially certified copies thereof in the official language. The translation of the documents shall be notarially certified.

12. The Ministry of Welfare shall examine whether all documents required for registration of a medical device referred to in Paragraph 10 of these Regulations are submitted and whether all submitted documents in respect of their content meet the requirements of these Regulations and other regulatory enactments. In order to ensure the registration process the Ministry of Welfare is entitled to request necessary additional information from the applicant — an opinion by the Central Medical Ethics Committee, the non-profit-making organisation, State stock company Valsts zāļu aģentūra [State Agency of Medicines] or other competent institution regarding the sample of the medical device type applying for registration.

13. If all documents required for the registration of a medical device referred to in Paragraphs 10 and 12 of these Regulations are not submitted, the registration application shall not be examined and shall be sent back to the applicant.

14. A medical device shall be registered if during the registration process the quality, efficiency and safety of the medical device is proven.

15. A medical device which is distributed restrictedly and is sold for the needs of a specific medical treatment institution is entitled to be registered for single sale and distribution in accordance with these Regulations.

16. Medical devices manufactured in accordance with the requirements of the European Union which is confirmed by the documents referred to in Sub-paragraph 10.6 of these Regulations which are valid in the European Union Member States shall be registered within 60 days after receipt of the documents referred to in Paragraph 10 of these Regulations. The time necessary to obtain the additional information required for the registration shall not be included in the time provided for the registration.

17. The decision regarding the registration of a medical device or a justified refusal to register the medical device shall be taken by the Ministry of Welfare.

18. The Ministry of Welfare shall within a period of 10 days after the taking of the decision inform the applicant of the registration of the relevant medical device or registration refusal.

19. If registration is refused, the Ministry of Welfare shall inform the applicant thereof in writing.

20. If a medical device is registered, the Ministry of Welfare shall issue a medical device registration certificate (Annex). The medical device registration certificate (hereinafter — certificate) shall be issued for a period of five years.

21. After expiration of the term of validity of the certificate the certificate may be extended for a period of five years by re-registering the medical device. In order to re-register the medical device, not later than 60 days before expiration of the term of validity of the certificate, the documents referred to in Paragraph 10 of these Regulations shall be submitted, as well as the analysis of the information obtained in the course of manufacturing, sale and use of the registered medical device.

22. The original of the certificate shall be with the owner of the certificate at all times. A copy of the certificate shall be attached to the contracts of sale of the medical devices.

23. After receipt of a written submission by the owner of the certificate the Ministry of Welfare is entitled to issue a confirmation regarding the transfer of the certificate to another person, permitting him or her to perform sales and distribution of the medical device. In such case a notation regarding the user of the certificate shall be made on the other side of the certificate and this information shall be confirmed by a seal and the signature of a responsible person.

24. If the certificate has been lost, the owner of the certificate has a duty within a period of 10 days to notify the Ministry of Welfare thereof which shall issue a duplicate of the certificate.

25. The Ministry of Welfare is entitled to cancel the certificate in the following cases:

25.1. the documents referred to in Paragraph 10 of these Regulations submitted by the owner of the certificate contain false or misleading information;

25.2. the medical device is dangerous or may pose a threat to the health or life of the user of the medical device, a patient or a third person;

25.3. the warranty obligations and servicing of the medical device are not fulfilled; or

25.4. in other cases related to the violations of the sale and distribution provisions of the medical device.

26. If the certificate is cancelled, the Ministry of Welfare shall within 10 days from the taking of the decision inform the owner of the certificate thereof in writing. The owner of the certificate has a duty to submit the cancelled certificate to the Ministry of Welfare within 10 days after receipt of the decision referred to.

27. Information regarding the cancelled certificates shall be published in the newspaper Latvijas Vēstnesis [the official Gazette of the Government of Latvia].

28. The owner of the certificate has the right to submit a complaint to the Ministry of Welfare in respect of a decision to refuse registration or cancel the certificate, as well as appeal the decision referred to in accordance with the procedures set out in regulatory enactments.

III. Sale and Distribution of Medical Devices

29. It is permitted to sell and distribute only registered medical devices.

30. The owner of the certificate and persons to whom the certification referred to in Paragraph 23 of these Regulations has been issued shall be directly liable for the maintenance and activation of the precaution system.

31. The owner of the certificate has a duty to notify the Ministry of Welfare without delay of any incident or situation which has caused damage or threats to the health or life of the user of the medical device, a patient or a third person, as well as of the fact that the registered medical device has been withdrawn from the market in other countries (specifying the reasons of the withdrawal). The information referred to shall be provided within three working days after receipt thereof.

32. Having evaluated the received information, the Ministry of Welfare is entitled to cancel the certificate to ensure the precaution system and to stop the sale and distribution of the relevant medical supplies.

IV. Closing Provisions

33. Temporary registration may be applied to medical devices manufactured in the European Union candidate states and in other states the use of which in Latvia is economically substantiated and the conformity certifications of which have been issued by competent institutions which are not recognised and notified in the European Union states by issuing a temporary registration certificate of the medical device for a period from one to three years.

34. The application for temporary registration of a medical device shall be accompanied by the documents referred to in Paragraph 10 of these Regulations, as well as an opinion regarding the purposefulness of temporary registration if the Ministry of Welfare makes a justified request for such opinion.

35. Certificates which have been issued until the date of coming into force of these Regulations shall be valid until the end of the term of validity specified in the certificate and shall be extended in accordance with the procedures specified in Paragraph 21 of these Regulations.

Prime Minister






A. Bērziņš

Minister for Welfare
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Annex
Cabinet Regulation No. 100

6 March 2001

/Great State Coat of Arms of Latvia/

Ministry of Welfare

Medical Device Registration Certificate

Registration No. ______

	Name of the medical device
	

	
	

	
	

	
	

	Classification class of the medical device
	

	
	

	
	

	Manufacturer of the medical device
	

	
	(name of the state)

	
	

	(name of the manufacturing company)

	
	

	Recipient of the registration certificate
	

	
	(name)

	
	

	
	

	Date of issue of the registration certificate
	

	
	

	Term of validity of the registration certificate
	

	Chairperson of the Medical Device Registration Commission


	

	
	(signature and printed name)


Place for seal

Minister for Welfare
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