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Procedures for Issuance, Suspension, Re-registration and Cancellation of Special Authorisations (Licences) for Pharmaceutical and Veterinary Pharmaceutical Activities, Paying of State Fee for Issuance and Re-registration Thereof, as well as Conformity Assessment of Pharmacies, Medicinal Product and Veterinary Medicinal Product Wholesalers and Medicinal Product and Veterinary Medicinal Product Manufacturing Undertakings and Good Distribution Practices of Medicinal Products
Issued pursuant to

Section 5, Clauses 1, 14 and 19,

37., 45. Sections 37, 45 and 51 of the Pharmaceutical Law and

Section 12, Paragraph one of

the Law the Procedures for the Legal Trade of

Narcotic and Psychotropic Substances and Medicinal Products

I. General Provisions
1. These Regulations prescribe:

1.1 the procedures for issuance, suspension, re-registration and cancellation of special authorisations (licences) for the opening (operation) of medicinal product and veterinary medicinal product manufacturing undertakings, manufacturing or importing of medicinal products, including investigational and veterinary medicinal products, from states that are not European Union Member States or member states of the European Free Trade Association (EFTA), which have signed the Agreement of the European Economic Area (hereinafter – third countries), the opening (operation) of a medicinal product or veterinary medicinal product wholesaler and the opening (operation) of pharmacies;

1.2. the procedures for conformity assessment of medicinal product and veterinary medicinal product manufacturing undertakings, medicinal product and veterinary medicinal product wholesalers and pharmacies;

1.3. the procedures for the evaluation of good distribution practices of medicinal products; and

1.4. the amount of the State fee for the issuance and re-registration of a special authorisation (licence), as well as the procedures for collecting of the State fee.

 

2. These Regulations shall not apply to the procedures for issuance, suspension, re-registration and cancellation of special authorisations (licences) for veterinary pharmacies of the general or open-type and pharmacies of a veterinary medical care merchant or closed-end type.

 

3. A decision regarding the issuance and re-registration of a special authorisation (licence) shall be taken by the Pharmaceutical Activities Licensing Commission (hereinafter – Commission) after conformity assessment of a medicinal product or veterinary medicinal product manufacturing undertaking, a medicinal product or veterinary medicinal product wholesaler or a pharmacy.

 

4. The Commission shall be established by the State Agency of Medicines (hereinafter – Agency). The Commission shall be composed of officials of the Agency, representatives of the Latvian Pharmacist Association, as well as other competent representatives of the field of pharmacy and veterinary pharmacy.

 

5. The Commission shall take a decision regarding the issuance, suspension, re-registration and cancellation of the following special authorisations (licences):

5.1. for the opening (operation) of a pharmacy of the general type:

5.1.1. the practice of a pharmacist;

5.1.2. the joint practice of pharmacists;

5.1.3. a capital company of pharmacists; and

5.1.4. local government;

5.2. for the opening (operation) of a closed-end type pharmacy or a pharmacy of a medical treatment institution;

5.3. for the opening (operation) of a medicinal product wholesaler;

5.4. for the opening (operation) of a veterinary medicinal product wholesaler; and

5.5. for the manufacturing or import of medicinal products or veterinary medicinal products (hereinafter – manufacturing of medicinal products).

 

6. The special authorisation (licence) referred to in Sub-paragraph 5.5 of these Regulations for the manufacturing of medicinal products shall be issued for the performance of manufacturing activities of medicinal products, veterinary medicinal products and investigational medicinal products, which are referred to in the regulatory enactments regarding the manufacturing of medicinal products or veterinary medicinal products, as well as for the importing of medicinal products or veterinary medicinal products from the third countries. A special authorisation (licence) for the manufacturing of medicinal products shall include an authorisation to distribute medicinal products (except investigational medicinal products), to which the referred to special authorisation (licence) applies, in bulk. The special authorisation (licence) shall be issued to:

6.1. a medicinal product or veterinary medicinal product manufacturing undertaking (hereinafter – medicinal product manufacturing undertaking) – for carrying out of the total or partial manufacturing process or for the manufacturing or import of investigational medicinal products from the third countries);

6.2. a medicinal product or veterinary medicinal product wholesaler – for carrying out of different processes of dividing up, packaging of medicinal products or veterinary medicinal products and presentation processes of final product or for the importing of medicinal products or veterinary medicinal products from the third countries; and

6.3. a pharmacy – for carrying out of the complete or partial manufacturing process of medicinal products or carrying out of the different processes of dividing up, packaging of medicinal products and presentation processes of the final product.

 

7. The special authorisation (licence) for the manufacturing of medicinal products issued to a medicinal product manufacturing undertaking shall concurrently also be a special authorisation (licence) for the opening (operation) of a medicinal product or veterinary medicinal product manufacturing undertaking. The requirements specified in these Regulations and regulatory enactments regarding manufacturing and control of medicinal products or veterinary medicinal products shall be applicable to the medicinal product manufacturing undertaking.

 

8. The Agency shall provide information regarding any issued special authorisations (licences) to the Food and Veterinary Service. The Food and Veterinary Service shall include a pharmacy and a medicinal product wholesaler, to which a special authorisation (licence) has been issued, in the Register of Food Distributors. A special authorisation (licence) for the opening (operation) of a pharmacy and the opening (operation) of a medicinal product wholesaler shall include an authorisation to distribute:

8.1. dietary supplements;

8.2. drinking water, mineral water and spring water;

8.3. medicinal plants and medicinal plant teas;

8.4. honey and apiculture products;

8.5. dietary food, including:

8.5.1. artificial blends for infants and supplementary feeding blends for infants;

8.5.2. food provided for infants and small children;

8.5.3. dietary food with a reduced energy value; and

8.5.4. dietary food for people with health disorders;

8.6. chewing gums, breath fresheners, cough lozenges and lozenges with vitamins; and

8.7. divided up herbal biological food products.

 

9. A special authorisation (licence) shall be issued for an indefinite period of time, except for pharmacies, which have received a special authorisation (licence) and operation of which does not comply with the requirements specified in Section 35, Paragraph one of the Pharmaceutical Law, as well as in the case referred to in Sub-paragraph 38.2 of these Regulations. A special authorisation (licence) shall be re-registered if information, which has been indicated in the special authorisation (licence) and annexes thereto, changes. If only information indicated in an annex to a special authorisation (licence) changes, the special authorisation (licence) shall be re-registered, making the relevant changes in the annex. A special authorisation (licence) shall not be valid without the annexes referred to therein.

II. Requirements to Submitters and Documents to be Submitted
10. In order to receive a special authorisation (licence) for the manufacturing of medicinal products, a submitter shall submit to the Agency a submission and documents for conformity assessment and receipt of a special authorisation (licence) in accordance with Annexes 1 and 2 to these Regulations.

 

11. A submitter shall ensure the compliance with the following requirements and the provision of the following information in the submission referred to in Paragraph 10 of these Regulations:

11.1. the type and pharmaceutical form of the medicinal products, which are intended to be manufactured or imported;

11.2. the location where the medicinal products will be manufactured or imported and the location where control will be carried out;

11.3. premises, which are appropriate and suitable for the manufacturing or import of the medicinal products referred to in Sub-paragraph 11.1 of these Regulations;

11.5. technical equipment and monitoring facilities, which comply with the requirements indicated in the medicinal product registration documentation and the requirements specified in the regulatory enactments regarding the manufacturing and control of medicinal products, as well as the regulatory enactments regarding the distribution of medicinal products;

11.5. an adequate personnel, which is at the disposal of the submitter, and a certification that at least one official responsible for the manufacturing of medicinal products whose qualification and work experience complies with the requirements specified in the regulatory enactments regarding the manufacturing and control of medicinal products (hereinafter – qualified person) is permanently and continuously at the disposal of the submitter;

11.6. the circulation of narcotic and psychotropic substances and medicinal products is ensured in accordance with the requirements specified in regulatory enactments regulating the field of pharmacy or veterinary pharmacy, as well as regulatory enactments regarding circulation of narcotic and psychotropic substances and medicinal products; and

11.7. at least one official who is at the disposal of the submitter and who is responsible for the circulation of narcotic and psychotropic substances and medicinal products (if manufacturing or importing thereof is intended).

 

12. In order to receive a special authorisation (licence) for the manufacturing of investigational medicinal products, a submitter shall submit to the Agency a submission and documents for conformity assessment and issuance of a special authorisation (licence) in accordance with Annexes 1 and 2 to these Regulations.

 

13. A submitter shall ensure the compliance with the following requirements and the provision of the following information in the submission referred to in Paragraph 12 of these Regulations:

13.1. the type and pharmaceutical form of medicinal products, which are intended to be manufactured or imported;

13.2. the relevant manufacture or import activities;

13.3. the deactivation of viruses and non-traditional agents of manufacturing processes (where appropriate);

13.4. the location where the manufacturing of medicinal products is intended or the location, which is at the disposal of the submitter for the manufacturing of medicinal products;

13.5. the premises, which are at the disposal of the submitter and which are appropriate for the manufacturing or import of the intended medicinal products, technical equipment and monitoring facilities, which comply with the requirements specified in the regulatory enactments regarding the manufacturing and control of medicinal products, as well as the regulatory enactments regarding the distribution of medicinal products;

13.6. an adequate personnel, which is at the disposal of the submitter, and certification that at least one qualified official whose qualification and work experience complies with the requirements specified in the regulatory enactments regarding the manufacturing and control of medicinal products is permanently and continuously at the disposal of the submitter;

13.7. the circulation of narcotic and psychotropic substances and medicinal products is ensured in accordance with the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy, as well as the regulatory enactments regarding the circulation of narcotic and psychotropic substances and medicinal products; and

13.8. at least one official who is at the disposal of the submitter and who is responsible for the circulation of narcotic and psychotropic substances and medicinal products (if manufacturing or importing thereof is intended).

 

14. In order to receive a special authorisation (licence) for the opening (operation) of a medicinal product wholesaler, a submitter shall submit to the Agency a submission and documents for conformity assessment and issuance of a special authorisation (licence) in accordance with Annex 3 to these Regulations.

 

15. A submitter shall ensure the compliance with the following requirements and the provision of the following information in the submission referred to in Paragraph 14 of these Regulations:

15.1. appropriate and suitable premises, equipment and devices are at the disposal of the submitter in order to ensure the distribution of medicinal products in accordance with the requirements specified in the regulatory enactments regarding the distribution of medicinal products;

15.2. personnel and a responsible official who complies with the requirements specified in the regulatory enactments regarding the distribution of medicinal products is at the disposal of the submitter;

15.3. the circulation of narcotic and psychotropic substances and medicinal products is ensured in accordance with the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy, as well as the regulatory enactments regarding the circulation of narcotic and psychotropic substances and medicinal products;

15.4. the submitter will ensure good distribution practice of medicinal products in accordance with the regulatory enactments regarding the distribution of medicinal products; and

15.5. at least one official who is responsible for the circulation of narcotic and psychotropic substances and medicinal products (if manufacturing or importing thereof is intended) is at the disposal of the submitter.

 

16. In order to receive a special authorisation (licence) for the opening (operation) of a veterinary medicinal product wholesaler, a submitter shall submit to the Agency a submission for conformity assessment and issuance of a special authorisation (licence) in accordance with Annex 3 to these Regulations.

 

17. A submitter shall ensure the compliance with the following requirements and the provision of the following information in the submission referred to in Paragraph 16 of these Regulations:

17.1. appropriate and suitable premises, equipment and devices are at the disposal of the submitter in order to ensure the distribution of veterinary medicinal products in accordance with the regulatory enactments regarding the distribution of veterinary medicinal products and storage of medicinal products – pursuant to the requirements specified in the documentation of technical standards;

17.2. personnel and a responsible official who in accordance with the regulatory enactments regarding the distribution of veterinary medicinal products ensures the distribution of such veterinary medicinal products, which contain substances with anabolic, anti-infectious, antiparasitic and hormonal properties, is at the disposal of the submitter;

17.3. circulation of narcotic and psychotropic substances and medicinal products is ensured in accordance with the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy, as well as the regulatory enactments regarding the circulation of narcotic and psychotropic substances and medicinal products; and

17.4. at least one official who is responsible for the circulation of narcotic and psychotropic substances and medicinal products (if distribution thereof is intended) is at the disposal of the submitter.

 

18. In order to receive a special authorisation (licence) for the opening (operation) of a pharmacy, a submitter shall submit to the Agency a submission for conformity assessment and issuance of a special authorisation (licence) in accordance with Annex 4 to these Regulations.

 

19. A submitter shall ensure the compliance with the following requirements and the provision of the following information in the submission referred to in Paragraph 18 of these Regulations:

19.1. appropriate and suitable premises, equipment and devices are at the disposal of the submitter in order to ensure the distribution of medicinal products in accordance with the regulatory enactments regarding the distribution of medicinal products and operation of pharmacies;

19.2. personnel and a manager of the pharmacy whose education and professional experience complies with the requirements specified in the Pharmaceutical Law are at the disposal of the submitter;

19.3. the circulation of narcotic and psychotropic substances and medicinal products is ensured in accordance with the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy, as well as the regulatory enactments regarding the circulation of narcotic and psychotropic substances and medicinal products; and

19.4. at least one official who is responsible for the circulation of narcotic and psychotropic substances and medicinal products is at the disposal of the submitter.

III. Conformity Assessment for the Issuance or Re-registration of a Special Authorisation (Licence) and Evaluation of Conformity to Good Distribution Practices of Medicinal Products

20. The Agency shall register the submissions referred to in Paragraphs 10, 12, 14, 16 and 18 of these Regulations on the day of receipt thereof. Documents shall be evaluated within a time period of five working days after receipt thereof pursuant to the sequence of registration of documents.

 

21. In order to assess the conformity of the manufacturing of medicinal products, a medicinal product or veterinary medicinal product wholesaler or a pharmacy to the amount and nature of the intended work, an inspection shall be performed after getting acquainted with the submitted information and documents. It shall be required to ascertain during the inspection that:

21.1. the premises, equipment, devices and personnel of a pharmacy comply with the requirements specified in the regulatory enactments regarding the operation of pharmacies and the distribution of medicinal products, as well as with the conditions of special operation referred to in the submission;

21.2. the premises, equipment, devices, personnel and good distribution practice of medicinal products of a medicinal product wholesaler comply with the requirements specified in the regulatory enactments regarding the distribution of medicinal products, as well as with the conditions of special operation referred to in the submission;

21.3. the premises, equipment, devices and personnel of a veterinary medicinal product wholesaler comply with the requirements specified in the regulatory enactments regarding the distribution of veterinary medicinal products, as well as with the conditions of special operation referred to in the submission; or

21.4. the premises, equipment, devices and personnel necessary for the manufacturing of medicinal products comply with the requirements specified in the regulatory enactments regarding the manufacturing, control and distribution of medicinal products or veterinary medicinal products, as well as with the conditions of special operation referred to in the submission.

 

22. The inspection referred to in Sub-paragraph 21.1 of these Regulations shall be performed by officials of the State Pharmaceutical Inspection, but the inspection referred to in Sub-paragraphs 21.2, 21.3 and 21.4 of these Regulations shall be performed by officials of the Agency.

 

23. Officials of the State Pharmaceutical Inspection shall draw up an inspection report regarding the inspection referred to in Sub-paragraph 21.1 of these Regulations and officials of the Agency shall draw up an inspection report regarding the inspection referred to in Sub-paragraphs 21.2 and 21.3 of these Regulations; both reports shall be drawn up in two copies. One copy shall be issued to a pharmacy or a medicinal product or veterinary medicinal product wholesaler accordingly. The second copy shall remain at the institution, which performed the inspection. The inspection report shall be signed by the official who performed the inspection and the person referred to in Sub-paragraph 23.4 of these Regulations who has the right to make notes regarding the process of the performed inspection in the inspection report. The inspection report shall indicate:

23.1. the merchant (also given name, surname and personal identity number shall be indicated to an individual merchant) and the name of the pharmaceutical or veterinary pharmaceutical activities undertaking, if it is different from the name of the merchant (also given name, surname and personal identity number shall be indicated to an individual merchant), the address of the location of the pharmaceutical or veterinary pharmaceutical activities and the date of inspection;

23.2. the number and period of validity of the special authorisation (licence) (shall be indicated if the inspection has been performed for re-registration of a special authorisation (licence)); 

23.3. the given name, surname and position of the official who performed the inspection;

23.4. the given name and surname of the manager of the pharmacy or the responsible official of the medicinal product or veterinary medicinal product wholesaler or the given name, surname and position of another official who is authorised to participate in the inspection;

23.5. the activities performed and the facts determined during the inspection;

23.6. the information regarding samples taken for the quality control; and

23.7. the detected deficiencies and violations and terms for prevention thereof.

 

24. After the performed inspection an official of the State Pharmaceutical Inspection or the Agency shall draw up a report. The following shall be indicated in the report:

24.1. the merchant (also given name, surname and personal identity number shall be indicated to an individual merchant) and the name of the pharmaceutical or veterinary pharmaceutical activities undertaking, if it is different from the name of the merchant, the address of the location of the pharmaceutical or veterinary pharmaceutical activities site and the date of inspection;

24.2. the number and period of validity of the special authorisation (licence) (shall be indicated if the inspection has been performed for re-registration of a special authorisation (licence));

24.3. the activities performed and the facts determined during the inspection;

24.4. the comparison of the submitted information and the documents with the determined facts and conclusions;

24.5. conditions of the special activity;

24.6. conformity to the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy. If non-conformity with the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy is detected, the Section or Clause of the relevant regulatory enactment shall be indicated;

24.7. information regarding conformity of a pharmacy home page with the requirements specified in the regulatory enactments regarding the distribution of medicinal products (shall be indicated if a pharmacy of a general type distributes medicinal products or it is intended to distribute medicinal products therein using the Internet);

24.8. if conformity is assessed repeatedly:
24.8.1 the date when the previous inspection of conformity assessment and pharmaceutical or veterinary pharmaceutical activity was performed;

24.8.2. information regarding the elimination of deficiencies detected in the previous inspection;

24.8.3. information regarding imposed administrative fines for violations of pharmaceutical or veterinary pharmaceutical activity (where appropriate) after the previous inspection, indicating also the punished persons and information regarding the payment of fines;

24.9. information regarding detected violations and deficiencies (where such exist) to be eliminated and terms for elimination thereof;

24.10. proposals regarding issuance or suspension, or re-registration, or cancellation of the relevant special authorisation (licence); and

24.11. the given names, surnames and positions of the officials who performed the inspection, as well as the date of drawing up of the report.

 

25. Officials of the Agency shall perform the inspection referred to in Sub-paragraph 21.4 of these Regulations, taking into account the principles and guidelines of the good manufacturing principles specified in the regulatory enactments regarding the manufacturing and control of medicinal products. After the performed inspection a control report of the good manufacturing principles shall be drawn up in accordance with the sample specified in the regulatory enactments regarding the manufacturing and control of medicinal products.

 

26. The report referred to in Paragraphs 24 and 25 of these Regulations shall be drawn up in three copies. One copy shall be issued to the submitter, the Agency shall append the second copy to the submission and documents, the third copy shall be entered in the record-keeping of the State Pharmaceutical Inspection or the Agency.

 

27. After receipt of the report referred to in Paragraphs 24 and 25 of these Regulations, the Agency shall submit the documents and report to the Commission for the taking of a decision.

 

28. If information indicated in a special authorisation (licence) changes, as well as if there are changes in the submitted information and documents, the licensed person shall submit the relevant information to the Agency in accordance with Annex 1, 2, 3 or 4 to these Regulations within a time period of five working days after introduction of the changes.

 

29. The Agency shall evaluate the information referred to in Paragraph 28 of these Regulations and:

29.1. append it to the documents, on the basis of which a special authorisation (licence) has been issued, if re-registration of the special authorisation (licence) is not required;

29.2. submit it to the Commission, if re-registration of a special authorisation (licence) is required (except in the case where the Agency has received information that another official substitutes the manager of a pharmacy or responsible officials in a medicinal product or veterinary medicinal product wholesaler or the manufacturing of medicinal product for not longer than three months), but the conformity assessment need not to be performed; and

29.3. an official of the Agency or the State Pharmaceutical Inspection shall assess the conformity in accordance with Paragraph 23, 24 or 25 of these Regulations, if it is required to perform a conformity assessment and to re-register a special authorisation (licence) according to Paragraph 30 of these Regulations.

 

30. After the issuance of a special authorisation (licence) conformity assessment shall be performed in the following cases:

30.1. prior to the commencement of manufacturing of a new pharmaceutical form;

30.2. prior to the entering into a contract with a laboratory or a manufacturer of medicinal products regarding the quality control or the manufacturing of medicinal products;

30.3. if it is intended to supplement the pharmaceutical or veterinary pharmaceutical activity with any of the conditions of special activity referred to in Paragraphs 64, 65, 66 and 67 of these Regulations;

30.4. prior to the commencement of operation of a branch of a pharmacy or a department of a medicinal product or veterinary medicinal product wholesaler or the commencement of manufacturing of medicinal products on a new site;

30.5. prior to changes in the manufacturing or quality methods;

30.6. prior to the changing of the location of pharmaceutical or veterinary pharmaceutical activity;

30.7. upon a justified request of the licensed person;

30.8. after a decision of the Commission, if a written proposal of a competent State authority regarding suspension or cancellation of a special authorisation (licence) has been received as regards violations detected in the manufacturing or control, or distribution of medicinal products.

 

31. A special authorisation (licence) shall be re-registered without a repeated conformity assessment, if the licensed person submits to the Agency information that:

31.1. any of the medicinal products or pharmaceutical forms (also investigational medicinal products and pharmaceutical forms) referred to in the submission and documents will not be manufactured;

31.2. any of the medicinal products referred to in the submission and documents will not be imported from the third countries; or

31.3. any of the conditions of the special activity referred to in Paragraphs 64, 65, 66 and 67 of these Regulations will not be performed, except the case where the conditions of special activity are specified as mandatory in the regulatory enactments regarding the operation of pharmacies.

 

32. In order to ascertain that the good distribution practices of medicinal products and the manufacturing procedures of medicinal products are ensured in accordance with the regulatory enactments regarding manufacturing, control and distribution of medicinal products, officials of the Agency shall conduct an inspection in the case referred to in Sub-paragraphs 30.1, 30.2, 30.3, 30.4, 30.5 and 30.6 of these Regulations within a time period of three months after the issuance of a special authorisation (licence) for the manufacturing of medicinal products or re-registration of a special authorisation (licence) and conformity assessment. An inspection shall be conducted and a report shall be prepared in accordance with Paragraph 25 of these Regulations.

 

33. Within a time period of three months after the issuance of a special authorisation (licence) for the opening (operation) of a medicinal product wholesaler or re-registration of a special authorisation (licence) and conformity assessment, an official of the Agency shall conduct an inspection in the case referred to in Sub-paragraphs 30.3, 30.4, 30.5 and 30.6 of these Regulations in order to ascertain that the distribution procedures of the medicinal products comply with the principles of good distribution practices of the medicinal products specified in the regulatory enactments regarding the distribution of medicinal products. An inspection report and a report in accordance with Paragraphs 23 and 24 of these Regulations shall be prepared regarding the assessment of good distribution practices of medicinal products.

 

34. In order to also ensure monitoring after the issuance of a special authorisation (licence), the conformity shall be assessed:

34.1. for a pharmacy of the general type and a closed-end type pharmacy – not less frequently than once every five years;

34.2. for a medicinal product and veterinary medicinal product wholesaler and good manufacturing practice of medicinal products – not less frequently than once every three years; and

34.3. for the manufacturing or import of medicinal products – in accordance with regulatory enactments regarding manufacturing and control of medicinal products.

 

35. The conformity assessment referred to in Paragraph 34 of these Regulations shall be performed in accordance with Paragraph 23, 24 or 25 of these Regulations. If it is indicated in the report that:

35.1. the licensed pharmaceutical or veterinary pharmaceutical activity undertaking complies with the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy, the report shall be appended to the documents, on the basis of which the special authorisation (licence) has been issued;

35.2. violations and deficiencies of regulatory enactments regulating the field of pharmacy or veterinary pharmacy have been detected in the licensed pharmaceutical or veterinary pharmaceutical activity undertaking and officials of the Inspection or the Agency have specified the time period for elimination thereof, the report shall be submitted to the Commission for information; or

35.3. violations and deficiencies of regulatory enactments regulating the field of pharmacy or veterinary pharmacy have been detected in the licensed pharmaceutical or veterinary pharmaceutical activity undertaking and officials of the Inspection or the Agency have proposed suspension or cancellation of the special authorisation (licence), the report shall be submitted to the Commission for acceptance.

 

36. A submitter or a holder of a special authorisation (licence) shall ensure that officials of the State Pharmaceutical Inspection and the Agency may access the premises of a pharmaceutical or veterinary pharmaceutical activity undertaking at any time and, pursuant to the competence thereof, control the pharmaceutical and veterinary pharmaceutical activity and documentation related thereto. If it is not possible to perform an inspection due to the fault of the submitter or the holder of the special authorisation (licence), officials of the State Pharmaceutical Inspection and the Agency shall prepare a written report and submit it to the Commission.

 

37. If a special authorisation (licence) has been lost or irrevocably damaged, the holder of the special authorisation (licence) shall submit to the Commission a submission, in which a reason for the issuance of a duplicate of the special authorisation (licence) is indicated. The damaged special authorisation (licence) shall be appended to the submission. If a special authorisation (licence) has been lost, the Commission shall publish a notice in the newspaper Latvijas Vēstnesis [the official Gazette of the Government of Latvia] regarding losing thereof. The holder of the lost special authorisation (licence), legal address thereof, address of the location of the pharmaceutical or veterinary pharmaceutical activity, the number, date of issuance and period of validity of the special authorisation (licence) shall be indicated in the notice. Expenditure for publication of the notice shall be covered by the holder of the special authorisation (licence).

IV. Rights and Decisions of the Commission

38. The Commission shall take a decision:

38.1. regarding the issuance or re-registration of a special authorisation (licence) or issuance of a duplicate of a special authorisation (licence);

38.2. regarding the suspension of operation of a special authorisation (licence) for the opening (operation) of a pharmacy. If operation of a special authorisation (licence) for the opening (operation) of a pharmacy is temporarily suspended due to construction work or repair work, then in order to ensure pharmaceutical care a decision shall be taken regarding issuance of a temporary special authorisation (licence) for the opening (operation) of a pharmacy for a definite period of time, which is not longer than two years, in another location of pharmaceutical activity if:

38.2.1. the location of the pharmaceutical activity is in the territory of a populated area where the pharmacy, operation of the special authorisation (licence) of which has been suspended, was located;

38.2.2. the pharmacy ensures such conditions of special activity, which were ensured by the pharmacy, which has had its special authorisation (licence) suspended;

38.3. regarding suspension of operation of a special authorisation (licence) or suspension of conditions of the special activity indicated in a special authorisation (licence), or regarding suspension of the manufacturing or importing of particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)) on the basis of a submission of a holder of a special authorisation (licence);

38.4. regarding renewal of operation of a special authorisation (licence) or renewal of the conditions of special activity indicated in a special authorisation (licence), or regarding renewal of the manufacturing or importing of particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence));

38.5. regarding issuance or re-registration of a special authorisation (licence) provided that the holder of the special authorisation (licence) ensures the conformity of the premises, or equipment, or devices, or personnel with the requirements specified in the regulatory enactments regulating the field of pharmacy of veterinary pharmacy within the period of time specified by the Commission;

38.6. regarding postponement of the hearing of a case if additional information (the provided information is not sufficient or there are doubts regarding veracity thereof) or additional inspection is required; and

38.7. regarding cancellation of operation of a special authorisation (licence) or cancellation of the conditions of the special activity indicated in a special authorisation (licence), or regarding cancellation of manufacturing or importing of particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)).

 

30. If the Commission takes the decision referred to in Sub-paragraph 38.6 of these Regulations, the Agency shall send the decision to the submitter and ensure conducting of an additional inspection in accordance with Paragraph 23, 24 or 25 of these Regulations.

 

40. If the requested additional information or a justified written explanation regarding the reasons for non-provision of information has not been received within the period of time specified by the Commission, the Commission shall hear the case and take a decision without the requested additional information.

 

41. The period of time from sending of the decision referred to in Paragraph 39 of these Regulations till the receipt of information shall not be included in the period of time for taking of the decision.

 

42. The following decisions of the Commission shall be in effect on the day of taking of a decision (except the case referred to in Paragraph 50 of these Regulations):

42.1. a decision regarding cancellation of a special authorisation (licence);

42.2. a decision regarding suspension of a special authorisation (licence);

42.3. a decision regarding suspension of the individual conditions of special activity; and

42.4. a decision regarding suspension of the manufacturing or importing of particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)).

 

43. A decision of the Commission regarding issuance or re-registration of a special authorisation (licence) shall come into effect on the tenth day after taking thereof. The Commission may specify a period of time when a decision regarding the renewal of operation of the suspended special authorisation (licence), renewal of individual conditions of special activity or renewal of the manufacturing or importing of the particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)) comes into effect.

 

44. The Agency shall notify the decision of the Commission referred to in Paragraph 42 of these Regulations to a holder of a special authorisation (licence) not later than on the next working day also by phone and e-mail (if an address has been indicated in the submission).

 

45. After receipt of the submission and documents referred to in Paragraphs 10, 12, 14 and 16 of these Regulations the Agency shall take a decision regarding the issuance of a special authorisation (licence) for the manufacturing of medicinal products or for the opening (operation) of a medicinal product or veterinary medicinal product wholesaler in accordance with the period of time specified in the Administrative Procedure Law. If it is not possible to meet the term specified in this Paragraph due to objective unbiased reasons, it may be extended in accordance with the procedures specified in the Administrative Procedure Law, but not more than for 90 days.

 

46. The Agency shall ensure that the taking of a decision regarding re-registration of a special authorisation (licence) for the manufacturing of medicinal products if it is related to changes in the conditions referred to in Sub-paragraphs 11.1, 11.2, 13.1 and 13.2 of these Regulations does not exceed 30 days after receipt of the submission and documents referred to in Paragraphs 10 and 12 of these Regulations. If it is not possible to meet the term specified in this Paragraph due to objective reasons, it may be extended in accordance with the procedures specified in the Administrative Procedure Law, but not more than for 90 days.

 

47. A special authorisation (licence) or a re-registered special authorisation (licence) shall be issued or sent by mail after a submitter or a holder of a special authorisation (licence) has made payment according to the public services price list of the Agency, as well as has paid the State fee. If a person has not made the payment within a time period of three months after receipt of a bill, the Agency shall propose to the Commission to suspend the operation of the special authorisation (licence).

 

48. A duplicate of a special authorisation (licence) shall be issued after payment according to the public services price list of the Agency, as well as for the notice referred to in Paragraph 37 of these Regulations has been made.

 

49. Together with a submission regarding cancellation of a special authorisation (licence) a holder of a special authorisation (licence) or a person who is responsible for the re-organisation or liquidation of a merchant shall submit to the Agency information, which has been co-ordinated with the State Pharmaceutical Inspection, regarding the distribution or destroying of the remaining stocks of medicinal products, indicating the legal persons to whom the medicinal products will be distributed, or information regarding destroying of the medicinal products, or a certification that the stocks of medicinal products will be liquidated.

 

50. If the Commission takes a decision regarding cancellation of a special authorisation (licence) on the basis of a submission of the licensed person, the Commission may specify that the special authorisation (licence) is being cancelled in the indicated time in order to ensure the distribution or destroying of the remaining stocks of medicinal products.

 

51. The Commission has the right to:

51.1. invite experts in the field of pharmacy or veterinary pharmacy with an adequate qualification in order to evaluate the provided information, as well as to request information from experts in the field of pharmacy or veterinary pharmacy or from non-governmental organisations; and

51.2. to provide written and oral proposals to a submitter and a holder of a special authorisation (licence).

 

52. The Commission shall take a decision regarding the refusal to issue or re-register a special authorisation (licence) in the following cases:

52.1. if it is detected on the basis of the provided information, documents and report that a submitter and a holder of a special authorisation (licence) is not able to ensure the compliance with the requirements specified in regulatory enactments regulating the field of pharmacy or veterinary pharmacy or any document, on the basis of which a special authorisation (licence) has been issued, is not valid;

52.2. non-conformity to the requirements specified in the regulatory enactments regulating the field of pharmacy of veterinary pharmacy is detected;

52.3. incomplete or false information has been provided or the documents submitted are falsified;

52.4. pharmaceutical or veterinary pharmaceutical activity is performed without an appropriate special authorisation (licence);

52.5. the court has announced the insolvency of a submitter or a holder of a special authorisation (licence), as well as in other cases if the inability to conduct commercial activity is proved; or

52.6. the personnel of a pharmaceutical or veterinary pharmaceutical activity undertaking does not comply with the requirements specified in the regulatory enactments regulating the field of pharmacy of veterinary pharmacy.

 

53. The Commission shall take a decision regarding suspension of operation of a special authorisation (licence) or regarding suspension of the conditions of special activity indicated in a special authorisation (licence), or suspension of the manufacturing or importing of the particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)) in the following cases:

53.1. the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy have been violated and the Commission has received a justified written proposal regarding suspension of a special authorisation (licence) from the competent State authorities;

53.2. medicinal products are manufactured or distributed (also medicinal products imported from the third countries) in premises, which are not indicated in a special authorisation (licence);

53.3. a pharmacy does not ensure the conditions of special activity, which have been specified in the regulatory enactments regarding the operation of pharmacies;

53.4. information regarding changes in the submitted information and documentation has not been provided in accordance with Paragraph 28 of these Regulations, particularly regarding changing of the qualified person;

53.5. information, which is specified in regulatory enactments regulating the field of pharmacy or veterinary pharmacy, has not been provided to the Ministry of Health, the Agency, the State Pharmaceutical Inspection;

53.6. a decision of the Commission has not been carried out in the specified period of time or deficiencies have not been eliminated in the term specified by the State Pharmaceutical Inspection or the Agency;

53.7. the personnel, which is at the disposal of a holder of a special authorisation (licence), does not meet the requirements specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy;

53.8. a holder of a special authorisation (licence) does not have the personnel for the performance of manufacturing and control of medicinal products in accordance with the regulatory enactments regulating the field of pharmacy or veterinary pharmacy;

53.9. a holder of a special authorisation (licence) does not ensure the officials of a competent authority with an opportunity to conduct the control of the distribution or manufacturing of medicinal products or hinders the conducting thereof;

53.10. a holder of a special authorisation (licence) or responsible officials have not paid the administrative fine, which has been imposed for violations of the regulatory enactments regulating the field of pharmacy or veterinary pharmacy;

53.11. the court has declared insolvency of a holder of a special authorisation (licence), as well as in other cases if the inability to conduct commercial activity is proved;

53.12. a submitter or a holder of a special authorisation (licence) has not made payment according to the public services price list of the Agency and has not paid the State fee;

53.13. the requirements specified in the regulatory enactments regulating the manufacturing and control or importing, or distribution of medicinal products have been violated and the Commission has received a justified written proposal regarding suspension of the manufacturing or importing of the particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)) from the competent State authorities; or

53.14. a holder of a special authorisation (licence) has submitted to the Commission a submission regarding suspension of operation of a special authorisation (licence) or the conditions of special activity indicated in a special authorisation (licence), or the manufacturing or importing of the particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)).

 

54. In addition to the conditions referred to in Paragraph 53 of these Regulations the Commission shall take a decision regarding the suspension of the operation of a special authorisation (licence) for the manufacturing of medicinal products or temporary suspension of the manufacturing or importing of the particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)) until the elimination of deficiencies if a holder of a special authorisation (licence):

54.1. manufactures or imports medicinal products from the third countries, which are not indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence);

54.2. has not ensured the qualified person with an opportunity to perform control and other duties, which have been specified in the regulatory enactments regarding the manufacturing and control of medicinal products and bringing in and bringing out of medicinal products;

54.3. does not observe the principles and guidelines of good manufacturing practice specified in the regulatory enactments regarding the manufacturing and control of medicinal products;

54.4. does not ensure the manufacturing and control of each batch of medicinal product in accordance with the requirements specified the regulatory enactments regarding the manufacturing and control of medicinal products and bringing in and bringing out of medicinal products; or

54.5. is not able to provide certification regarding the control of finished medicinal products, components thereof and control performed during the intermediate stages of the manufacturing process during inspection in accordance with the requirements specified in the regulatory enactments regarding the manufacturing and control of medicinal products and the bringing in and bringing out of medicinal products or officials of the Agency have detected deficiencies, which cannot be eliminated sooner than within a time period of two months.

 

55. In the decisions referred to in Paragraphs 53 and 54 of these Regulations the Commission shall determine the term for suspension of operation of a special authorisation (licence) or suspension of the conditions of special activity indicated in a special authorisation (licence), or suspension of manufacturing or importing of the particular medicinal products (which the submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence)), which is not longer than six months, or until the end of the period of validity of a special authorisation (licence). In exceptional cases the Commission may extend the suspension term for not more than three months or until the end of insolvency on the basis of a submission of a holder of a special authorisation (licence).

 

56. If it is specified in the decision of the Commission referred to in Paragraphs 53 and 54 of these Regulations that a special authorisation (licence) is suspended until elimination of the detected deficiencies or violations and the submission of the relevant information to the Agency, a holder of a special authorisation (licence) may resume pharmaceutical or veterinary pharmaceutical activity (without a separate decision of the Commission) after information, which has been co-ordinated with the officials of the State Pharmaceutical Inspection or the Agency, has been submitted to the Agency.

 

57. If a special authorisation (licence) is suspended in order to eliminate violations and deficiencies of regulatory enactments regulating the field of pharmacy or veterinary pharmacy, which have been detected during an inspection by the State Pharmaceutical Inspection or the Agency and indicated in the report, and if after elimination thereof a repeated conformity assessment (also assessment of good distribution practices of medicinal products) is required, operation of a special authorisation (licence) shall be renewed with a decision of the Commission after receipt of a submission of a holder of a special authorisation (licence) regarding renewal of operation of a special authorisation (licence) and the report of the State Pharmaceutical Inspection or the Agency.

 
58. A holder of a special authorisation (licence) shall submit a special authorisation (licence) to the Agency within a time period of three working days after coming into effect of the decision regarding suspension of operation of a special authorisation (licence). After renewal of operation of a special authorisation (licence) the Agency shall indicate the date of suspension and renewal thereof on the other side of the special authorisation (licence).

 

59. The Commission shall take a decision regarding cancellation of a special authorisation (licence) or regarding cancellation of the conditions of the special activity indicated in a special authorisation (licence) in the following cases:

59.1. violations of the regulatory enactments regulating the field of pharmacy or veterinary pharmacy have been repeatedly detected within a time period of one year;

59.2. a holder of a special authorisation (licence) purchases medicinal products from a person or an undertaking, which does not have the permission to distribute medicinal products in accordance with the regulatory enactments regulating the field of pharmacy or veterinary pharmacy;

59.3. a holder of a special authorisation (licence) distributes medicinal products without the authorisations specified in the regulatory enactments regarding bringing in, bringing out and distribution of medicinal products;

59.4. a holder of a special authorisation (licence) has not carried out the commercial activity, for carrying out of which a special authorisation (licence) has been issued, within a time period of one year;

59.5. the State Pharmaceutical Inspection or the Agency has repeatedly detected during a time period of one year that the working hours of a pharmacy or a medicinal product or veterinary medicinal product wholesaler or the working hours of the responsible official indicated in the submission and documents are not being complied with;

59.6. the operation of a special authorisation (licence) is suspended and deficiencies, which were the basis for the suspension of operation of the special authorisation (licence), have not been eliminated in the term specified in the decision of the Commission.

59.7. the term of suspension of a licence referred to in Paragraph 55 of these Regulations has ended and the holder of the special authorisation (licence) has not submitted a submission regarding renewal of operation of the licence or has not eliminated the detected deficiencies or violations within a time period of six months and has not submitted the information referred to in Paragraph 56 of these Regulations;

59.8. the Commission has received a written proposal of the State competent authorities to cancel a special authorisation (licence) due to the detected violations of the regulatory enactments regulating the field of pharmacy and veterinary pharmacy and deficiencies;

59.9. it is detected that a submitter has submitted incomplete or false information, which has a significant meaning in the taking of a decision regarding the issuance of a special authorisation (licence) or, in carrying out pharmaceutical or veterinary pharmaceutical activity, the submitter uses falsified documents;

59.10. it is detected that a holder of a special authorisation (licence) manufactures or distributes counterfeit medicinal products;

59.11. a pharmacy after changing of the location of pharmaceutical activity does not observe the conditions of the special activity, which have been specified in the regulatory enactments regarding the operation of pharmacies;

59.12. the suspended special authorisation (licence) and annexes thereto have not been submitted to the Agency; or

59.13. the Commission has received a written submission of a holder of a special authorisation (licence) regarding cancellation of the special authorisation (licence) due to the termination of the pharmaceutical or veterinary pharmaceutical activity or there is a court adjudication regarding the termination of the pharmaceutical or veterinary pharmaceutical activity.

 

60. In addition to the conditions referred to in Paragraph 59 of these Regulations the Commission is entitled to take a decision regarding cancellation of a special authorisation (licence) for the manufacturing of medicinal products if significant deficiencies, which are indicated in the control report of good manufacturing practice referred to in Paragraph 25 of these Regulations, have been detected in the manufacturing of medicinal products during an inspection conducted by the Agency and the Agency has submitted to the Commission a written proposal to cancel the special authorisation (licence).

 

61. The holder of a special authorisation (licence) shall submit the special authorisation (licence) to the Agency within a time period of three working days after receipt of the decision regarding cancellation of operation of the special authorisation (licence).

 

62. If a special authorisation (licence) is cancelled due to violations of the regulatory enactments regulating the field of pharmacy or veterinary pharmacy, the Commission may specify the term (not less than three years), during which a holder of the special authorisation (licence), as well as any new pharmaceutical activity undertaking, founders, members and officials of which are the holders of the special authorisation (licence), founders, members and officials, do not have the rights to receive a new special authorisation (licence).

V. Information in a Special Authorisation (Licence) and Amount of State Fee

63. The special authorisation (licence) referred to in Sub-paragraphs 5.1, 5.2, 5.3 and 5.4 of these Regulations shall be drawn up in accordance with Annex 5.

 

64. The following conditions of special activity shall be indicated in the Annex to the special authorisation (licence) referred to in Sub-paragraph 5.1 of these Regulations for the opening (operation) of a pharmacy of the general type:

64.1. distribution of psychotropic medicinal products;

64.2. distribution of narcotic medicinal products and psychotropic medicinal products equivalent thereto;

64.3. distribution of reimbursable medicinal products;

64.4. manufacturing of medicinal products. The referred to requirement shall not be applicable in cases where a special authorisation (licence) for the manufacturing of medicinal products must be received in accordance with the regulatory enactments regulating the field of pharmacy or veterinary pharmacy;

64.5. distribution of non-prescription medicinal products, using the Internet;

64.6. wholesale distribution of medicinal products to medical treatment institutions and social care institutions (ensuring the requirements of good distribution practice of medicinal products); or

64.7. distribution of veterinary medicinal products.

 

65. The following conditions of special activity shall be indicated in the Annex to the special authorisation (licence) referred to in Sub-paragraph 5.2 of these Regulations for the opening (operation) of a closed-end type pharmacy:

65.1. distribution of psychotropic medicinal products;

65.2. distribution of narcotic medicinal products and psychotropic medicinal product equalled thereto; or

65.3. manufacturing of medicinal products. The referred to requirement shall not be applicable in cases where a special authorisation (licence) for the manufacturing of medicinal products must be received in accordance with the regulatory enactments regulating the field of pharmacy or veterinary pharmacy.

 

66. The following conditions of special activity shall be indicated in the Annex to the special authorisation (licence) referred to in Sub-paragraph 5.3 of these Regulations for the opening (operation) of a medicinal product wholesaler:

66.1. distribution of psychotropic medicinal products;

66.2. distribution of narcotic medicinal products and equivalent thereto psychotropic medicinal products;

66.3. distribution of veterinary medicinal products;

66.4. distribution of such veterinary medicinal products, which contain substances with anabolic, anti-infectious, antiparasitic and hormonal properties, indicating separately:

66.4.1. antimicrobials, also sulphanilamides and quinolones;

66.4.2. antihelminths;

66.4.3. coccidiostats, also nitroimidazoles;

66.4.4. carbamates and pyrethroids;

66.4.5. sedatives;

66.4.6. nonsteroid anti-inflammatory medicinal products;

66.4.7. other pharmacologically active substances and medicinal products, which are not included in the register of veterinary medicinal products, but which could be used in the medical treatment of animals.

 

67. The following conditions of special activity shall be indicated in the Annex to the special authorisation (licence) referred to in Sub-paragraph 5.4 of these Regulations for the opening (operation) of a veterinary medicinal product wholesaler:

67.1. distribution of psychotropic medicinal products;

67.2. distribution of narcotic medicinal products and equivalent thereto psychotropic medicinal products;

67.3. distribution of such veterinary medicinal products, which contain substances with anabolic, anti-infectious, antiparasitic and hormonal properties, indicating separately:

67.3.1. antimicrobials, also sulphanilamides and quinolones;

67.3.2. anti-helminths;

67.3.3. coccidiostats, also nitroimidazoles;

67.3.4. carbamates and pyrethroids;

67.3.5. sedatives;

67.3.6. nonsteroid anti-inflammatory medicinal products;

67.3.7. other pharmacologically active substances and medicinal products, which are not included in the register of veterinary medicinal products, but which could be used in the medical treatment of animals.

 

68. The special authorisation (licence) referred to in Sub-paragraph 5.5 of these Regulations for the manufacturing of medicinal products shall be drawn up in accordance with Annex 6 to these Regulations.

 

69. A special authorisation (licence) and annexes thereto shall be signed by the chairperson of the Commission.

 

70. The amount (rate) of the State fee for the issuance of a special authorisation (licence) shall be as follows:

70.1. for the opening (operation) of a pharmacy of a general type:
70.1.1. in towns – 200 lats;

70.1.2. outside towns – 30 lats;

70.2. for the opening (operation) of a medicinal product wholesaler – 150 lats;

70.3. for the opening (operation) of a veterinary medicinal product wholesaler – 50 lats;

70.4. for the manufacturing of medicinal products and veterinary medicinal products – 500 lats;

70.5. for the manufacturing of medicinal products and veterinary medicinal products and performance of the partial manufacturing process of medicinal products in a medicinal product or veterinary medicinal product wholesaler – 300 lats;

70.6. for the manufacturing of medicinal products if only investigational medicinal products are manufactured – 100 lats; and

70.7. for the importing of medicinal products for a medicinal product or veterinary medicinal product wholesaler from the third countries – 200 lats.

 

71. The State fee for re-registration of a special authorisation (licence) shall be 10 per cent from the State fee specified in Paragraph 70 of these Regulations. Income from the State fee shall be transferred to the State basic budget.

 

72. The State fee shall not be collected for the issuance and re-registration of a special authorisation (licence) for the opening (operation) of a closed-end type pharmacy and the manufacturing of medicinal products if the medicinal products are manufactured in the pharmacy.

 

73. In re-registering a special authorisation (licence), the previous number and series thereof shall be preserved.

 

74. If a special authorisation (licence) is cancelled or operation thereof is suspended, payment for the conformity assessment and State fee shall not be reimbursed.

 

75. The Agency shall place information regarding holders of a special authorisation (licence) on the Internet home page of the Agency and indicate:

75.1. the merchant (also the given name and surname shall be indicated for an individual merchant) and the name of the pharmaceutical or veterinary pharmaceutical activities undertaking, if it is different from the name of the merchant;

75.2. the legal address of the merchant;

75.3. the address or the location of the pharmaceutical or veterinary pharmaceutical activity;

75.4. the number and period of validity of a special authorisation (licence);

75.5. information regarding the types of special activity;

75.6. the given name and surname of the manager of a pharmacy or the responsible official of a medicinal product or veterinary medicinal product wholesaler, or the qualified person of a manufacturer of medicinal products;

75.7. information regarding suspension of a special authorisation (licence) and the date of taking of the decision and the term thereof; and

75.8. information regarding cancellation of a special authorisation (licence) and the date of taking of the decision.

VI. Duties of Institutions and Holder of a Special Authorisation (Licence)
76. The Agency shall:
76.1. submit to the Commission written proposals regarding issues to be examined in the Commission meetings;

76.2. upon the request of the Commission, prepare and submit to the Commission information, which is related to the conformity assessment of pharmaceutical and veterinary pharmaceutical activities undertaking and licensing of pharmaceutical and veterinary pharmaceutical activity;

76.3 establish, maintain and update a database regarding manufactured and imported medicinal products, which a submitter has indicated in Annex 1 to these Regulations and in relation to which the Agency has issued a special authorisation (licence). The type, name, form, dosage of the manufactured and imported medicinal products, as well as information regarding the manufacturing or importing of which medicinal products have been suspended shall be indicated in the database;

76.4. co-operate with the State Pharmaceutical Inspection if violations of pharmaceutical and veterinary pharmaceutical activity are detected during an inspection of the conformity assessment;

76.5. provide instructions for the prevention of deficiencies and pay attention to the term of execution thereof;

76.6. submit to the Commission written proposals regarding suspension or cancellation of operation of a special authorisation (licence) if violations in the manufacturing of medicinal products and compliance with good distribution practice of medicinal products are detected;

76.7. ensure members of the Commission and officials of the State Pharmaceutical Inspection with an opportunity to get acquainted with the information, which is related to the conformity assessment;

76.8. within a time period of five working days after the suspension and cancellation of special authorisations (licences) inform the customs and the Sanitary Border Inspection about it;

76.9. compile information regarding the term for the elimination of the detected deficiencies and violations; and

76.10. enter information regarding issued and suspended special authorisations (licences) for the manufacturing of medicinal products in the database of the European Agency of Medicines.

 

77. The State Pharmaceutical Inspection shall:
77.1. submit to the Commission written proposals regarding the suspension or cancellation of operation of a special authorisation (licence) after detection of violations of pharmaceutical and veterinary pharmaceutical activity;

77.2. compile and provide information to the Agency regarding the term for the elimination of detected deficiencies and violations; and

77.3. prepare and provide information, which is related to pharmaceutical and veterinary pharmaceutical activity, upon the request of the Commission.

 

78. A holder of a special authorisation (licence) shall:

78.1. ensure activity in accordance with the information indicated in the special authorisation (licence) and annexes thereof and the requirements specified in the regulatory enactments regulating the field of pharmacy and veterinary pharmacy;

78.2. ensure that the pharmaceutical and veterinary pharmaceutical activity (manufacturing, importing, distribution of medicinal products) takes place only in the premises that are indicated in the special authorisation (licence);
78.3. ensure that only such medicinal products and pharmaceutical forms are manufactured or imported, which are indicated in the provided information and are included in the database of the Agency in accordance with Annex 1 to these Regulations;

78.4. provide officials of the State Pharmaceutical Inspection with an opportunity to enter the premises of the pharmaceutical and veterinary pharmaceutical activities undertaking and to control the pharmaceutical and veterinary pharmaceutical activity and documentation related thereto at any time;

78.5. provide officials of the Agency with an opportunity to enter the premises of the pharmaceutical and veterinary pharmaceutical activities undertaking and to conduct an inspection of the conformity of the undertaking, good manufacturing practice and good distribution practice of medicinal products thereof;

78.6. ensure that the qualified person has an opportunity to fulfil the duties, which have been specified in the regulations regarding the manufacturing and control of medicinal products in relation to the manufacturing and quality control of medicinal products and in the regulations regarding the bringing in and bringing out of medicinal products in relation to the quality control of imported medicinal products;

78.7. provide information, which is specified in the regulatory enactments regulating the field of pharmacy or veterinary pharmacy, to the Ministry of Health, the Agency, the State Pharmaceutical Inspection; and

78.8. provide information regarding pharmaceutical and veterinary pharmaceutical activity upon the request of the Commission, the Agency and the State Pharmaceutical Inspection.

 

79. Officials of the Agency and the State Pharmaceutical Inspection and members of the Commission shall not disclose commercial secrets, which have become known to them while performing the duties of the office.

 

80. Information regarding documentation submitted by the merchant, which is related to the conformity assessment and licensing, shall be restricted access information.

 

81. A decision of the Commission regarding the refusal to issue a license, cancellation, re-registration or suspension of operation of the licence may be contested in accordance with the procedures specified in the Administrative Procedure Law by submitting a relevant submission to the Ministry of Health. A decision of the Ministry of Health may be appealed to the court in accordance with the procedures specified in regulatory enactments.

VII. Closing Provisions
82. Cabinet Regulation No. 234 of 29 April 2003, Procedures for Issuance, Suspension, Re-registration and Cancellation of Special Permits (Licences) for Pharmaceutical Activity, as well as Procedures for Conformity Assessment of Pharmacies, Medicinal Product Wholesalers and Medicinal Product Manufacturing Undertakings to Good Distribution Practice (Latvijas Vēstnesis, 2003, No. 66) is repealed.

 

83. Special authorisations (licences) for the opening (operation) of a pharmacy, a medicinal product and veterinary medicinal product wholesaler, which have been issued prior to the date of the coming into force of these Regulations, shall be valid, but they shall be re-registered in accordance with the requirements specified in these Regulations if a repeated conformity assessment has been performed or changes in the submitted information and documents, on the basis of which the special authorisation (licence) has been issued, have occurred and information indicated in the licence and annexes thereto changes.

 

84. Special authorisations (licences) for the opening (operation) of a medicinal product manufacturing undertaking, manufacturing (repackaging and re-dividing up) of medicinal products in a medicinal product wholesaler, which have been issued prior to the date of the coming into force of these Regulations, shall be valid, but they shall be re-registered in accordance with the requirements specified in these Regulations not later than by 1 January 2008. A holder of a special authorisation (licence) shall submit documents for re-registration of the licence not later than by 1 October 2007.

 

85. Veterinary medicinal product wholesalers, which have received special authorisations (licences) for the operation of a veterinary medicinal product wholesaler prior to the date of the coming into force of these Regulations and which import medicinal products from the third countries or divide up and repackage veterinary medicinal products, shall re-register the special authorisation (licence) in accordance with the requirements specified in these Regulations until 1 January 2008. A holder of a special authorisation (licence) shall submit documents for re-registration of the licence until 1 October 2007.

 

86. Persons who bring medicinal products and veterinary medicinal products into Latvia from the third countries on the basis of a special authorisation (licence) for the opening (operation) of a medicinal product wholesaler with a condition of special activity – bringing in of medicinal products for distribution in Latvia from a state, which is not located in the European Economic Area, are entitled to import medicinal products from the third countries until receipt of a special authorisation (licence) for the manufacturing of medicinal products, but not longer than until 1 January 2008. A holder of a special authorisation (licence) shall submit documents for re-registration of the licence until 1 October 2007.

 

87. Pharmacies and medicinal product or veterinary medicinal product wholesalers, which have received special authorisations (licences) with a specified period of validity prior to the date of the coming into force of these Regulations, shall submit a submission for conformity assessment and re-registration of the special authorisation (licence) in accordance with the procedures specified in these Regulations not later than 30 days before the end of validity of the special authorisation (licence).

 

88. The period of validity of a special authorisation (licence) for the opening (operation) of a pharmacy shall be determined until 31 December 2010 for pharmacies, the operation of which must be re-arranged in accordance with the conditions of Section 36, Paragraph one of the Pharmaceutical Law.

 

89. The pharmacies, which have commenced the operation thereof prior to the date of the coming into force of these Regulations and which distribute medicinal products to medical treatment institutions and social care institutions, have a duty to re-register the licence in accordance with the requirements of these Regulations by 1 July 2008.

 

90. The pharmacies, which have commenced the operation thereof prior to the date of the coming into force of these Regulations and which distribute medicinal products on the Internet, have a duty to re-register the licence in accordance with the requirements of these Regulations by 1 December 2007.

 

91. The condition referred to in Sub-paragraph 64.3 of these Regulations shall be indicated in the annex to the special authorisation (licence) to pharmacies, which have received special authorisations (licences) prior to the date of the coming into force of these Regulations.

 

92. These Regulations shall come into force on 1 August 2007.

Informative Reference to European Union Directives
These Regulations contain legal norms arising from:

1) Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for human use;

2) Directive 2001/82/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to veterinary medicinal products;

3) Commission Directive 2005/28/EC of 8 April 2005 laying down principles and detailed guidelines for good clinical practice as regards investigational medicinal products for human use, as well as the requirements for authorisation of the manufacturing or importation of such products;
4) Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004 amending Directive 2001/83/EC on the Community code relating to medicinal products for human use;

5) Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004 amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.

 

 

Prime Minister



A. Kalvītis

 

Acting for the Minister for Health,

Minister for Welfare



D. Staķe

Annex 1
Cabinet Regulation No. 415

26 June 2007

 

Submission Regarding Issuance or Re-registration of the Special Authorisation (Licence) for the Manufacturing of Medicinal Products or Regarding Changes in the Submitted Information

Sample Form
 

1. Please (mark the appropriate choice with an x):

[ ]issue a special authorisation (licence) for the manufacturing of medicinal products
[ ]issue a special authorisation (licence) for the import of medicinal products
[ ]issue a special authorisation (licence) for the manufacturing of veterinary medicinal products
[ ]issue a special authorisation (licence) for the import of veterinary medicinal products
[ ]issue a special authorisation (licence) for the manufacturing of investigational medicinal products
[ ]issue a special authorisation (licence) for the import of investigational medicinal products
[ ]re-register a special authorisation (licence) due to:
[ ]change of the name of the holder of special authorisation (licence)
[ ]change of the legal address of the holder of a special authorisation (licence)
[ ]changing of manufacturing sites
[ ]changes in the methods of manufacturing or quality control
[ ]changes in the import activities
[ ]change of the performance of activities of the manufacturing of medicinal products on the basis of contract or change of contracting manufacturers
[ ]performance of quality control of medicinal products on the basis of a contract or change of person with whom a contract regarding the quality control of medicinal products has been entered into
[ ]change of the qualified person
[ ]change of the head of the structural unit of medicinal product quality control
[ ]commencement of a new type of special activity
[ ]change of the official responsible for the conditions of special activity
[ ]commencement of manufacturing of new pharmaceutical forms or types of medicinal products
[ ]commencement of importing of new pharmaceutical forms or types of medicinal products
 
2. I submit (mark the appropriate choice with an x):

[ ]data regarding changes in the submitted information
[ ]information regarding the commencement or discontinuation of the manufacturing of the particular medicinal products
[ ]information regarding the commencement or discontinuation of importing of the particular medicinal products
[ ]documents, in which changes have been made
 

3. Information regarding the submitter:
	 3.1. merchant
	  

	 3.2. name of the pharmaceutical activity undertaking
	  

	 3.3. address of location of the pharmaceutical activity
	  

	 3.4. the number of the special authorisation (licence) for the manufacturing or importing of medicinal products

	(if any)
	  

	 3.5. telephone
	  

	 3.6. fax
	  

	 3.7. e-mail address (if any)
	  

	 3.8. legal address of the merchant
	  

	 3.9. registration number in the Commercial Register
	  

	 3.10. for an individual merchant:

	 3.10.1. given name and surname 
	  

	 3.10.2. personal identity number
	  

	 3.10.3. address of the place of residence
	  


 

4. Information regarding members of a partnership or board members of a capital company who are specifically authorised to represent the partnership, or persons of the capital company who have the rights to represent the company:
[ ]the rights to represent individually
[ ]the rights to represent together
 

4.1. member of the partnership or person of the capital company:
	 4.1.1. given name and surname 
	  

	 4.1.2. personal identity number
	  

	 4.1.3. place of residence
	  

	 4.1.4. position
	  

	
	
	


 

4.2. member of the partnership or person of the capital company:
	 4.2.1. given name and surname 
	  

	 4.2.2. personal identity number
	  

	 4.2.3. place of residence
	  

	 4.2.4. position
	  


 

4.3. member of the partnership or person of the capital company:
	 4.3.1. given name and surname 
	  

	 4.3.2. personal identity number
	  

	 4.3.3. place of residence
	  

	 4.3.4. position
	  


 

5. Information regarding the responsible officials:
5.1. the qualified person:
	 5.1.1. given name and surname 
	  

	 5.1.2. personal identity number
	  

	 5.1.3. qualification
	  

	 5.1.4. experience
	  

	 5.1.5. contact address
	  

	 5.1.6. telephone
	  

	 5.1.7. fax
	  

	 5.1.8. e-mail address (if any)
	  


 

5.2. the manager of the medicinal product manufacturing unit:
	 5.2.1. given name and surname 
	  

	 5.2.2. personal identity number
	  

	 5.2.3. qualification
	  

	 5.2.4. experience
	  

	 5.2.5. detailed information regarding responsibility
	  

	  

  

 

	 5.2.6. contact address
	  

	 5.2.7. telephone
	  

	 5.2.8. fax
	  

	 5.2.9. e-mail address (if any)
	  


 

5.3. the manager of the medicinal product quality control unit:
	 5.3.1. given name and surname 
	  

	 5.3.2. personal identity number
	  

	 5.3.3. qualification
	  

	 5.3.4. experience
	  

	 5.3.5. detailed information regarding responsibility
	  

	  

  

 


 

	 5.3.6. contact address
	  

	 5.3.7. telephone
	  

	 5.3.8. fax
	  

	 5.3.9. e-mail address (if any)
	  


 

Note. If several persons are responsible for the manufacturing operations, information referred to in Paragraph 4 of this submission regarding each person shall be provided in the Annex on a separate page.

 

6. Information regarding other sites of pharmaceutical activity:
	 6.1. address
	  

	 6.2. given name and surname of the responsible official
	  

	 6.3. telephone
	  

	 6.4. fax
	  

	 6.5. e-mail address (if any)
	  


 

Note. If an undertaking has several sites of pharmaceutical activity, information referred to in Paragraphs 4 and 5 of this submission regarding other sites and responsible persons shall be indicated on a separate page and appended to the submission.

 

7. Information regarding activity involving narcotic and psychotropic medicinal products (mark the appropriate choice with an x):

7.1. manufacturing of psychotropic medicinal products:
[ ]yes [ ] no
If the answer is “yes”, Sub-paragraphs 7.1.1, 7.1.2, 7.1.3, 7.1.4, 7.1.5, 7.1.6, 7.1.7, 7.1.8 and 7.1.9 shall be filled in:

	 7.1.1. given name and surname of the responsible official
	  

	 7.1.2. personal identity number
	  

	 7.1.3. qualification
	  

	 7.1.4. experience
	  

	 7.1.5. telephone
	  

	 7.1.6. given name and surname of the deputy responsible official (if any)
	  

	  
	  

	 7.1.7. personal identity number
	  

	 7.1.8. qualification
	  

	 7.1.9. experience
	  


 

7.2. importing of psychotropic medicinal products:
[ ]yes [ ] no
If the answer is “yes”, Sub-paragraphs 7.2.1, 7.2.2, 7.2.3, 7.2.4, 7.2.5, 7.2.6, 7.2.7, 7.2.8 and 7.2.9 shall be filled in:

	 7.2.1. given name and surname of the responsible official
	  

	 7.2.2. personal identity number
	  

	 7.2.3. qualification
	  

	 7.2.4. experience
	  

	 7.2.5. telephone
	  

	 7.2.6. given name and surname of the deputy responsible official (if any)
	  

	  
	  

	 7.2.7. personal identity number
	  

	 7.2.8. qualification
	  

	 7.2.9. experience
	  


7.3. manufacturing of narcotic medicinal products and equivalent thereto psychotropic medicinal products:
[ ]yes [ ] no
If the answer is “yes”, Sub-paragraphs 7.3.1, 7.3.2, 7.3.3, 7.3.4, 7.3.5, 7.3.6, 7.3.7, 7.3.8 and 7.3.9 shall be filled in:

	 7.3.1. given name and surname of the responsible official
	  

	 7.3.2. personal identity number
	  

	 7.3.3. qualification
	  

	 7.3.4. experience
	  

	 7.3.5. telephone
	  

	 7.3.6. given name and surname of the deputy responsible official (if any)
	  

	  
	  

	 7.3.7. personal identity number
	  

	 7.3.8. qualification
	  

	 7.3.9. experience
	  


 

7.4. importing of narcotic medicinal products and equivalent thereto psychotropic medicinal products:
[ ]yes [ ] no
If the answer is “yes”, Sub-paragraphs 7.4.1, 7.4.2, 7.4.3, 7.4.4, 7.4.5, 7.4.6, 7.4.7, 7.4.8 and 7.4.9 shall be filled in:

	 7.4.1. given name and surname of the responsible official
	  

	 7.4.2. personal identity number
	  

	 7.4.3. qualification
	  

	 7.4.4. experience
	  

	 7.4.5. telephone
	  

	 7.4.6. given name and surname of the deputy responsible official (if any)
	  

	  
	  

	 7.4.7. personal identity number
	  

	 7.4.8. qualification
	  

	 7.4.9. experience
	  


 

8. Information regarding contract manufacturer(s) and manufacturing site(s):
	 8.1. name of the undertaking
	  

	 8.2. address
	  

	 8.3. given name and surname of the responsible official
	  

	 8.4. telephone
	  


 

9. Information regarding the laboratory(ies), which conduct(s) the quality control on the basis of a contract and which complies (comply) with the requirements specified in the regulatory enactments regarding manufacturing and control of medicinal products or veterinary medicinal products:
	 9.1. name of the laboratory
	  

	 9.2. address
	  

	 9.3. given name and surname of the responsible official
	  

	 9.4. telephone
	  


 

10. Information regarding manufacturing activities (mark the appropriate choice with an x):

[ ]total manufacturing of medicinal products
[ ]manufacturing of human medicinal products
[ ]manufacturing of veterinary medicinal products
[ ]partial manufacturing of medicinal products
[ ]dividing up of medicinal products
[ ]packaging or labelling of medicinal products
[ ]importing from the third countries
[ ]importing of human medicinal products
[ ]importing of veterinary medicinal products
[ ]manufacturing of investigational medicinal products
[ ]importing of investigational medicinal products
[ ]importing of investigational medicinal products for phase I of clinical trials
[ ]importing of investigational medicinal products for phase II of clinical trials
[ ]importing of investigational medicinal products for phase III of clinical trials
 

11. Information regarding manufacturing of sterile pharmaceutical forms (mark the appropriate choice with an x):

[ ]manufacture  import
If medicinal products are manufactured or imported, the name, strength and pharmaceutical form of the medicinal products shall be indicated next to the appropriate pharmaceutical form or type.

 
11.1. aseptically prepared (list of dosage forms

11.1.1. large volume liquids
11.1.2. lyophilisates

11.1.3. semi-solids

11.1.4. small volume liquids
11.1.5. solids and implants
11.1.6. other aseptically prepared products (free text)
11.2. terminally sterilised (list of dosage forms)
11.2.1. large volume liquids
11.2.2. semi-solids
11.2.3. small volume liquids
11.2.4. solids and implants
11.2.5. other terminally sterilised prepared products (free text)
11.3. quality control or batch certification only
 

12. Information regarding manufacturing of non-sterile pharmaceutical forms (mark the appropriate choice with an x):
[ ]manufacture  import
If medicinal products are manufactured or imported, the name, strength and pharmaceutical form of medicinal products shall be indicated next to the appropriate pharmaceutical form or type.

12.1. non-sterile products (list of dosage forms)

12.1.1. capsules, hard shell
12.1.2. capsules, soft shell
12.1.3. chewing gums

12.1.4. impregnated matrices

12.1.5. liquids for external use

12.1.6. liquids for internal use

12.1.7. medicinal gases

12.1.8. other solid dosage forms
12.1.9. pressurised preparations
12.1.10. radionuclide generators

12.1.11. semi-solids

12.1.12. suppositories

12.1.13. tablets

12.1.14. transdermal patches
12.1.15. intraruminal devices

12.1.16. veterinary premixes

12.1.17. other non-sterile medicinal products (free text)
12.2. batch certification only

 

13. Information regarding manufacturing of pharmaceutical forms of biological origin (mark the appropriate with x):

[ ]manufacture  import  perform batch certification only
If medicinal products are manufactured or imported or batch certification is performed, the name, strength and pharmaceutical form of the medicinal products shall be indicated next to the appropriate pharmaceutical form or type.

 
13.1. blood products
13.2. immunological products
13.3. cell therapy products
13.4. gene therapy products
13.5. biotechnology products
13.6. human or animal extracted products
13.7. other biological medicinal products (free text)
13.8. batch certification only (list of product types)
13.9. blood products
13.10. immunological products

13.11. cell therapy products

13.12. gene therapy products

13.13. biotechnology products

13.14. human or animal extracted products

13.15. other biological medicinal products (free text)

 

14. Information regarding the manufacturing of other products or manufacturing activities (any other manufacturing activities or medicinal product types, which are not referred to in Paragraphs 9, 10 and 11 of this Submission, for example, sterilisation of active substances, manufacturing of biological active starting materials, complete or partial manufacturing of herbal or homeopathic medicinal products) (mark the appropriate choice with an x):

[ ]manufacture  do not manufacture
If medicinal products are manufactured or imported, the name, strength and pharmaceutical form of the medicinal products shall be indicated.

 

14.1. herbal products

14.2. homeopathic products
14.3. biological active starting materials
14.4. other (free text)
 
15. Information regarding other importation activities (other important importation activities, which have not been referred to previously, for example, the importation of radiopharmaceutical preparations, medicinal gases, herbal medicinal products or homeopathic medicinal products) (mark the appropriate choice with an x):

[ ]import   do not import
If medicinal products are imported, the name, strength and pharmaceutical form of the medicinal products or name of the product shall be indicated.

 
15.1. radiopharmaceutical products or radionuclide generators

15.2. medicinal gases

15.3. herbal products

15.4. homeopathic products

15.5. biological starting raw materials

15.6. other (free text)

 

16. Information regarding sterilisation of active substances or excipients, or finished product (mark the appropriate choice with an x):

[ ]sterilisation is performed   sterilisation is not performed
If sterilisation is performed, the method and product of the sterilisation shall be indicated.

 

16.1. filtration

16.2. dry heat
16.3. moist heat
16.4. chemical
16.5. gamma irradiation
16.6. electron beam
16.7. other (free text)

 

17. Information regarding packaging of medicinal products (mark the appropriate choice with an x):

[ ]packaging is performed  packaging is not performed
If packaging is performed, the name and strength of the medicinal products shall be indicated next to the appropriate pharmaceutical form.

 

17.1. primary packing

17.1.1. capsules, hard shell
17.1.2. capsules, soft shell
17.1.3. impregnated matrices
17.1.4. liquids for external use
17.1.5. liquids for internal use
17.1.6. medicinal gases
17.1.7. other solid dosage forms
17.1.8. pressurised preparations
17.1.9. radionuclide generators
17.1.10. semi-solids
17.1.11. suppositories
17.1.12. tablets
17.1.13. transdermal patches
17.1.14. intraruminal devices
17.1.15. veterinary premixes
17.1.16. other non-sterile medicinal products (free text)
17.2. secondary packing
 
18. Information regarding quality control testing (mark the appropriate with x):
[ ]quality control is performed   quality control is not performed
If quality control is performed, the corresponding methods shall be indicated.

 

18.1. microbiologically: sterility

18.2. microbiologically: purity of unsterile pharmaceutical forms

18.3. chemically/physically

18.4. biologically
 

19. Information regarding batch certification of imported medicinal products (mark the appropriate choice with an x):
[ ]batch certification is performed  batch certification is not performed
If batch certification of imported medicinal products is performed, the name, pharmaceutical form and strength of the medicinal products shall be indicated next to the appropriate pharmaceutical form.

 

19.1. sterile dosage forms
19.1.1. aseptically prepared

19.1.2. terminally sterilised (list of dosage forms)

19.2. non-sterile products

19.3. biological products

19.3.1. blood products

19.3.2. immunological products

19.3.3. cell therapy products

19.3.4. gene therapy products

19.3.5. biotechnology products

19.3.6. human or animal extracted products

19.3.7. other biological medicinal products (free text)

19.4. other importation activities (other important importation activities, which have not been referred to previously, for example, the importation of radiopharmaceutical products, medicinal gases, herbal or homeopathic medicinal products)

19.4.1. radiopharmaceutical products or radionuclide generators

19.4.2. medicinal gases

19.4.3. herbal products

19.4.4. homeopathic products

19.4.5. biological active starting materials

19.4.6. other (free text)

 
20. Any restrictions or explanatory notes in relation to the manufacturing and importation activities
	  

	  

	  


 

21. The following documents are appended to the submission (mark the appropriate choice with an x):

21.1. a copy of the registration certificate of the commercial Register

21.2.  [ ]the given name, surname, personal identity number and the place of residence of the personally responsible members and limited partners of the partnership, for a legal person – the name, registration number and legal address on _____ pages
21.3.  [ ]the given name, surname, personal identity number and the place of residence of the members of the partnership, for a legal person – the name, registration number and legal address, who are specifically authorised to represent the partnership, indicating whether they have the right to represent the partnership individually or together, on _____ pages
21.4.  [ ]the given name, surname and personal identity number, the place of residence and position of the board members, council members of the capital company (if a council has been established in the capital company) on _____ pages
21.5.  [ ]the right of one or several board members of the capital company to represent the company individually or together on _____ pages
21.6. a copy of the plan of the premises in the building file (presenting the original)

on ____ pages

21.7.  [ ]a copy of the document (presenting the original), which confirms the right of the submitter to use the premises, on _____ pages
21.8.  [ ]a statement regarding the employment legal relationship of the employer and the official referred to in Paragraph 4 of this submission, duration thereof, work performed by the employee, as well as copies of documents, which have been approved by the head of the undertaking and which confirm appointing of the person to the relevant position, on _____ pages
21.9.  [ ]a written certification of the person responsible for the circulation of narcotic substances and medicinal products that the person has not been criminally punished, he or she has not been charged with administrative fines or disciplinary measures for violations of pharmaceutical activity and his or her criminal record has not been deleted or removed in accordance with the procedures specified in law, on ____ pages
21.10.  [ ]a list of pharmaceutical education of employed persons (given name, surname, qualification), which has been approved by employer, on ____ pages
21.11.  [ ]the organisational scheme of the submitter, in which administrative subordination according to the functional duties has been indicated on ____ pages
21.12.  [ ]a description of the medicinal product manufacturing unit in accordance with Annex 2 to Cabinet Regulation No. 415 of 26 June 2007, Procedures for Issuing, Suspending, Re-registering and Revoking of Special Authorisations (Licences) for Pharmaceutical and Veterinary Pharmaceutical Activities, Paying of State Fee for Issuance and Re-registration Thereof, as Well as Conformity Assessment of Pharmacies, Medicinal Product and Veterinary Medicinal Product Wholesalers and Medicinal Product and Veterinary Medicinal Product Manufacturing Undertakings and Good Distribution Practices of Medicinal Products on ____ pages
21.13.  [ ]a receipt form for payment of the State fee
21.14.  [ ]other additional information (indicate what kind) on ____ pages
 

22. Person authorised by the submitter to submit a submission to the State Agency of Medicines:
	 22.1. given name and surname 
	  

	 22.2. position
	  

	 22.3. telephone
	  

	 22.4. fax
	  

	 22.5. e-mail address (if any)
	  


 

	  
	  
	  

	(place, date)
	
	(signature)


 

 

Acting for the Minister for Health,

Minister for Welfare



D. Staķe

Annex 2
Cabinet Regulation No. 415

26 June 2007

 

Description of the Manufacturing Unit

 

Description of the manufacturing unit No. ___

Version No. ___

Date of coming into effect ___________

 

	Requirements
	Instructions

	 1. General Information
 
	  

	  

 
	1.1. Brief information regarding the manufacturing undertaking (indicating the name and address of the undertaking), relation to other manufacturing units and information necessary for understanding of all the manufacturing operations
 
	Activity of the manufacturing undertaking and relationship with other manufacturing units shall be described

(not more than 250 words, one A4 format page)

	  
	1.2. Activities of manufacturing of medicinal products according to the special authorisation (licence) issued by the State Agency of Medicines for the manufacturing or importing of medicinal products
	Reference to the valid special authorisation (licence) for the manufacturing or importing of medicinal products, which has been issued by the State Agency of Medicines. The term of validity of the special authorisation (licence) (if it has been issued for a specified period of time) and any special conditions or restrictions shall be indicated

 

	  
	1.3. Manufacturing of other types, which takes place at the manufacturing unit
	It shall apply to both pharmaceutical and non-pharmaceutical activity (see also Sub-paragraph 1.6)

 

	  
	1.4. Precise name and address of the manufacturing unit, telephone (also 24-hour) and fax number thereof
	1.4.1. name of the manufacturing unit and merchant, legal address (also postal code), address of the actual location (if it is different);

1.4.2. telephone number of the contact person;

1.4.3. fax number of the contact person;

1.4.4. 24-hour telephone number

 

	  

 
	1.5. Types of products manufactured in the manufacturing unit and information regarding activity involving extremely toxic and dangerous substances, mentioning the mode of manufacturing thereof (in specialised areas or by campaigns)
	1.5.1. the type of manufactured products shall be indicated;

1.5.2. all toxic or dangerous substances used in the manufacturing, for example, antibiotics, hormones, cytostatic substances, shall be noted individually. It shall be indicated whether these products are manufactured in specialised areas intended for them or by campaigns;

1.5.3. It shall be indicated whether only medicinal products intended for human use or also veterinary medicinal products are manufactured in the manufacturing unit

 

	  
	1.6. Short description of the manufacturing unit
	1.6.1. location and immediate vicinity;

1.6.2. size of the manufacturing unit, type and age of the buildings;

1.6.3. manufacturing activities of other types performed in the manufacturing unit

(not more than 250 words, one A4 format page)

	  
	1.7. Number of employees involved in quality assurance, manufacturing, quality control, as well as storage and distribution
	1.7.1. persons employed in quality assurance;

1.7.2. persons employed in manufacturing;

1.7.3. persons employed in quality control;

1.7.4. persons employed in storage and distribution;

1.7.5. persons employed in service for provision of engineering;

1.7.6. total number of persons employed in the referred to positions.

Note. Part-time employees shall be indicated, re-calculating in equivalent full loads. The number of persons with and without an academic education shall be indicated
 

	  
	1.8. Utilisation of scientific, analytical or technical institutions involved in the manufacturing and quality control on the basis of contracts (if any, see the requirements indicated in Chapter 7)
	The following information regarding each organisation involved in the manufacturing and quality control on the basis of a contract shall be indicated:

1.8.1. name and address of the undertaking;

1.8.2. telephone number;

1.8.3. fax number;

1.8.4. short description of the activities to be performed

(not more than 100 words, half of A4 format page)
 

	  
	1.9. Short description of the quality management system of the manufacturer of medicinal products
	1.9.1. the manufacturing quality policy shall be described;

1.9.2. the allocation of responsibility in quality assurance shall be defined;

1.9.3. elements of the quality assurance system, for example, organisational structure, duties and responsibility, procedures, processes, shall be described;

1.9.4. the audit programmes shall be described (self-control or an audit performed with another organisation);

1.9.5. the type of evaluation of the results shall be described in order to obtain impartial certainty regarding the efficiency of the quality assurance system, i.e., that the product manufactured is of good quality and safe for utilisation (see also Sub-paragraph 6.1.2);

1.9.6. it shall be noted that the manufacturer of medicinal products co-operates with a supplier whose quality management system is certified in accordance with ISO 9001-2001, Quality management system – Requirements;

1.9.7. if suppliers of critical starting materials and packaging materials (active substances, excipients, primary packaging containers and caps or printed materials) are evaluated, a detailed description of the procedure shall be supplied;

1.9.8. the procedure, by which finished products are let out for sale, shall be described

(not more than 750 words, three A4 format pages)

	 2. Personnel
	(500 words, two A4 format pages)
 

	  
	2.1. Structure of organisation, which shows how quality assurance, including manufacturing and quality control, is achieved (see also Sub-paragraph 1.9.3)
	A diagram, which demonstrates the quality assurance system, including manufacturing and quality control. Only managing and control employees shall be noted

 

	  
	2.2. Qualification, experience and duties of the key personnel
	Short information regarding academic education, professional qualification and length of time working in this qualification

	  
	2.3. Outline of procedures of introductory training and regular training and storage of training notes
	Short information regarding the training programme shall be provided, including also introductory training and regular training therein:

2.3.1. it shall be described how the training need is ascertained and who does it;

2.3.2. the training on the requirements of good manufacturing practice shall be described in detail;

2.3.3. the type of training, for example, internal, external, shall be indicated and it shall be described for what personnel and in what way the practical training takes place;
2.3.4. it shall be explained how the efficiency of training is evaluated (for example, by providing inquiry forms);

2.3.5. it shall be explained how the necessity of repeated training is determined;

2.3.6. it shall be shortly outlined how the notes regarding performed training are to be stored

	  
	2.4. Requirements in manufacturing as regards the health of employed personnel
	2.4.1. the person responsible for the health examination of employees;

2.4.2. whether a medical examination is performed prior to hiring for work;

2.4.3. whether employees are periodically examined depending on the nature of their work;

2.4.4. whether the procedures have been specified that employees notify regarding falling ill or coming into contact with sick people prior to work in critical areas;

2.4.5. whether there are procedures that employees notify also after falling ill;

2.4.6. whether the persons who work in clean areas (class A-D) are subjected to additional monitoring

	  
	2.5. Requirements for hygiene, also the working clothes of personnel
	2.5.1. whether there are appropriate washing, changing and rest premises;

2.5.2. whether clothing is adequate for the activities to be performed. A short description of the clothing shall be provided;

2.5.3. whether clearly understandable instructions have been drawn up regarding the use of the protective clothing and the frequency of changing thereof (detailed description is not necessary). Whether the protective clothing is washed at the undertaking or in a laundry outside the manufacturing unit

	3. Premises and equipment
	  

	Premises
	  

	  
	3.1. A simple plan or a description of the manufacturing areas (premises), indicating the scale (architectural project or technical drawings are not necessary)
	3.1.1. the plan of the territory, in which manufacturing areas (premises) are indicated;

3.1.2. a simple plan of each manufacturing area, indicating the scale. Rooms shall be numbered on the plan and an itemised list of the relevant numbering shall be appended;

3.1.3. plans shall be understandable and arranged on an A4 format page. Where appropriate, plans may also be arranged on A3 format pages;

3.1.4. purity classification of the room and area shall be indicated for areas of sterile products, as well as the difference of pressure between adjacent areas with a different purity class shall be indicated

	  
	3.2. Nature of the constructions and finish
	3.2.1. only the most important (critical) areas shall be described in detail;

3.2.2. critical areas shall include all the manufacturing and packaging premises, as well as the main (critical) warehouse premises;

3.2.3. a description in the form of a narration shall be formed

(500 words, two A4 format pages)

	  
	3.3. Short description of the ventilation systems. The critical areas with the risk of air pollution shall be described in more detail (schematic drawings of systems are preferable). Classification for premises, which are used for the manufacturing of sterile products, shall be indicated
	Notes.
1. Critical premises with the risk of air pollution shall be described in more detail. It shall apply to areas of sterile products, as well as areas of powder processing, granulation and pelleting. A summary of the results of the last performed classification or re-classification shall be provided regarding the manufacturing areas of sterile products.
2. In order to reduce the textual amount of the explanation, schemes shall be used.
The following data shall be provided in the description:

3.3.1. project criteria, for example:

a) specification of the air supply;

b) temperature;

c) relative air humidity;

d) pressure difference and speed of air circulation;

e) one-way flow or re-circulation (%);

3.3.2. construction and efficiency of the filter, for example:

a) efficiency of the filter 99%;

b) efficiency of the HEPA filter 99.997%.

Any alarm in the ventilation system shall be indicated in detail;

3.3.3. the term for changing of filters;

3.3.4. in case of utilisation of dioctyl phthalate (DOP) places for input thereof shall be indicated;

3.3.5. frequency of repeated validation of the system

(500 words, two A4 format pages)

	  
	3.4. Description of special areas, in which processing of very toxic, dangerous or sensitising substances is performed
	3.4. special areas for work involving very toxic, dangerous or sensitising substances;

3.4.1. description shall be drawn up in analogy with Sub-paragraph 3.1

	  
	3.5. Short description of the water systems (preferably schematic drawings of systems), including sanitation
	3.5.1. the scheme for connecting to the city water supply system;

3.5.2. the capacity of the system (maximum amount per hour);

3.5.3. construction material of containers and pipelines;

3.5.4. specifications of all the filters installed in the system;

3.5.5. if water is stored and re-circulated, the temperature in the place of return shall be indicated;

3.5.6. indicators of specification of the water used in the manufacturing:

a) chemical;

b) conductive;

c) microbiological;

3.5.7. sampling points and frequency of testing;

3.5.8. sanitation procedure and frequency.

Note. Schemes of systems are preferable
(500 words, two A4 format pages)

	  
	3.6. Technical maintenance (description of systematic preventive maintenance programmes and registration system of performance thereof)
 
	3.6.1. systematic preventive technical maintenance programme;

3.6.2. whether the procedure is documented and report forms in relation to the technical maintenance and service maintenance are applied? Whether the frequency of measures (maintenance, control, specific maintenance operations, repair, changes) is indicated in these documents;

3.6.3. whether the technical maintenance activities, which may have an impact on the quality of the product, are clearly identified;

3.6.4. users shall be acquainted with the reports.

Note. Technical maintenance – activities performed by the manufacturer itself; service maintenance – activities performed by an external contractual performer
(250 words, one A4 format page)

	Equipment
	(250 words, one A4 format page)
 

	  
	3.7. Short description of the main manufacturing and control laboratory equipment (a list of equipment is not necessary)
	3.7.1. whether the equipment and mechanisms are made of appropriate material (for example, equipment, which comes into contact with a product, made of stainless steel of make AISI 316);

3.7.2. whether other materials used are appropriately validated, for example, polypropylene, chromium-plated surfaces, polyvinyl chloride (PVH), non-reactive (irresponsive) plastic materials;

3.7.3. whether it is easy to clean the construction of the equipment;

3.7.4. only a general description shall be provided, for example, rotary tablet press. If auxiliary devices are installed to equipment, they shall only be listed, for example, automatic weighing instruments with a printer; marker with a barcode scanner; printer of serial number and period of validity; cooling drying room (lyophilisator) with vapour sterilisation unit;

3.7.5. equipment of quality control laboratories shall be described in general terms, for example, pH-meters, chromatographic devices – gas-liquid chromatograph (GLC), high performance liquid chromatograph (HPLC) with computer system, particle size analyser;

3.7.6. microbiological equipment shall also be described in general terms, for example, incubators (temperature intervals), LAL (limulus amebocyte lysate) testing devices, membrane filtration devices for verification of sterility, devices for detection of antibiotics;

3.7.7. short information regarding the utilisation of computers, microprocessors in the manufacturing unit shall be provided.

Note. The type and model of equipment shall not be indicated

	  
	3.8. Technical maintenance (description of the systematic preventive maintenance programmes and registration system of performance thereof)
	3.8.1. the person responsible for the technical maintenance and service maintenance;

3.8.2. whether the procedures and the conditions of entering into contracts have been documented for attraction of servicing organisations for the maintenance of equipment;

3.8.3. whether the technical maintenance activities, which may have an impact on the quality of the product, are clearly identified;

3.8.4. whether the following records are stored:

3.8.4.1. regarding the type and periodicity of the service maintenance and control;

3.8.4.2. regarding repair works and changes performed;

3.8.5. whether users of equipment are introduced with the records

(250 words, one A4 format page)

	  
	3.9. Classification, calibration and verification system, including registration of performance thereof. Measures for the validation of computerised systems
	3.9.1. a short description of the general classification and validation (perspective and retrospective) policy of the undertaking and protocols shall be provided;

3.9.2. it shall be indicated whether the critical equipment is regularly and repeatedly validated;

3.9.3. basic principles of validation of processes may be outlined in this Paragraph or related to the manufacturing (Sub-paragraph 5.4);

3.9.4. the procedures, by which release of batches manufactured during the development and validation processes of products for marketing takes place, shall be described;

3.9.5. measures for validation of the computers, including validation of software;

3.9.6. the calibration policy of equipment and the stored records shall be described (see also Sub-paragraph 4.2.9)

(750 words, three A4 format pages)

	Sanitation (cleansing)
 
	  

	  
	3.10. Existence (availability) of written instructions and specifications of the procedures for the cleansing of the manufacturing areas and equipment
	3.10.1. whether there are written instructions and specifications regarding cleansing methods, cleansing agents and concentration thereof, as well as cleansing frequency;

3.10.2. whether cleansing agents are changed;

3.10.3. whether the cleansing procedures are validated and which method is used for assessment of the efficiency of cleansing;

3.10.4. whether efficiency of the cleansing procedure is regularly monitored, using chemical or microbiological examination methods;

3.10.5. which are the cleansing methods (and frequency thereof) for the water supply system, air preparation system and dust removal system

(250 words, one A4 format page)

	 4. Documentation
 
	Note. This Section applies to any documentation, which is used in the manufacturing of medicinal products. Manufacturing shall include any activities, which are related to the making and control of medicinal products
(500 words, two A4 format pages)

	  
	4.1. Procedures, by which documentation necessary for the provision of manufacturing is developed, revised and distributed
	4.1.1. whether a description of documentation system is available;

4.1.2. the person responsible for the development, revision and distribution of documents;

4.1.3. where the original documents are stored;

4.1.4. whether a specific form and instruction for the preparation of documents exists. Whether the following documents are available:

a) product or process specifications;

b) specifications of starting materials;

c) specifications of packaging materials;

d) instructions of general processes, including packaging;

e) records on the manufacturing and packaging of batches;

f) analytical methods;

g) procedures for the release of the quality assurance system;

4.1.5. how the control of documentation is ensured;

4.1.6. how long documents are stored after release of the batch;

4.1.7. the procedures shall be described if records are made in electronic form or on microfilms

 

	  
	4.2. Documentation, which is related to the quality of the product and is not referred to in other chapters (for example, microbiological examinations of air and water)
	4.2.1. specifications of equipment;

4.2.2. specifications of disposable materials (for example, cleansing agents);

4.2.3. standard operating procedures (SOPs);

4.2.4. quality control procedures;

4.2.5. training procedures;

4.2.6. specifications of computer programs;

4.2.7. documentation of the control of deviation processes;

4.2.8. calibration and testing documents (see also Sub-paragraph 3.9.5);

4.2.9. validation documents (see also Sub-paragraphs 3.9 and 5.4)

4.2.10. documents, which determine the procedures for re-calculation of the outcome of starting material batches and of the main packaging materials (primary packaging and printed materials);

4.2.11. a list of other documents (instructions) and a short description regarding utilisation thereof

	 5. Manufacturing
 
	A concise description shall be provided, using general schemes

	  
	5.1. Short description of the manufacturing operations, using flow charts and schemes, in which indicators of the most important parameters are indicated
	5.1.1. it shall be described what operations may be performed in the manufacturing unit with the existing equipment, and pursuant to the list of manufactured products the types of medicinal products, which are indicated in the submission, shall be indicated;

5.1.2. if only packaging is performed, a short description, for example, labelling, filling-in, and the type of container, for example, packages, glass container with a safety lock, shall be provided;

5.1.3. if cytotoxic or radioactive substances are processed, a description of these products shall be provided;

5.1.4. flow charts shall be used as much as possible in the description of the manufacturing operation. It shall not be necessary to include technical details;

5.1.5. it shall be described how the product is identified during manufacturing and what are the procedures for the storage of intermediate products

	  
	5.2. Procedures, by which the starting material and packaging material are accepted and bulk products and final products are manufactured, including the processes of sample taking, quarantine, release and storage
	 Identification of the serial number of the supplier and serial number of the undertaking

Sampling plans

Labelling of the compliance status of the starting materials and packaging materials, for example, using labels or a computerised system

Issuing of materials for manufacturing and packaging

Weighing control

Control methods

How the materials to be used in manufacturing are identified and issued

 

	  
	  
	5.2.1. manufacturing control of bulk products:
5.2.1.1. control of the main parameters during manufacturing, for example, control of mixing time, testing of the entirety of the filter;

5.2.1.2. records of the main parameters;

5.2.1.3. examinations during the process;

5.2.1.4. records of examinations of the process;

5.2.1.5. compliance with the registration documentation;

	  
	  
	5.2.2. packaging:
5.2.2.1. release of bulk products, intermediate products and packaging materials;

5.2.2.2. approval of the product identity and inspection of the cleanliness of the line;

5.2.2.3. examinations during the process;

5.2.3. quarantine and release of finished products, compliance with registration documentation;

5.2.4. the role of the authorised responsible person(s) shall be explained

	  
	5.3. Procedures for repeated treatment and processing
	It shall be indicated whether there are procedures for repeated treatment or processing of product batches

 

	  
	5.4. Procedures for actions involving rejected materials and products
	5.4.1. it shall be indicated whether the rejected materials and products are clearly marked and they shall be stored separately in enclosed areas;

5.4.2. the procedures for taking of a decision regarding the disposal of rejected materials or products shall be described and it shall be indicated whether the process of disposal is documented

	  
	5.5. Short description of the general policy of process validation
	Only an outline of the basic principles of the process validation protocol shall be required (see also Sub-paragraph 3.9.3)

	 6. Quality control
 
	  

	  
	6.1. Description of the quality control system and operation of the quality control department. Outlet procedure of the final product
	6.1.1. elements of the quality control system, for example, specifications, testing methods and collection of other data related to the product quality,  shall be described, as well as a short description of the analytical testing, testing of packaging materials, biological and microbiological testing to be performed shall be provided;

6.1.2. if batch documentation and final documentation is also examined in the quality control department, it shall be described in detail (see also Sub-paragraph 1.9.5);

6.1.3. participation of the quality control department in the development, revision and distribution of documents shall be described, particularly that which relates to the specifications of testing methods and release criteria of the product if it has not been described in another place (see also Sub-paragraph 1.9 and Chapter 4)

	 7. Manufacturing and analyses on the contractual basis
 
	  

	  
	7.1. It shall be described how the conformity of the contract performer with the good manufacturing practice is evaluated
	A short description of the contract details between the commissioning party and the performer of work shall be provided, as well as the conformity of the contract performer with the good manufacturing practice shall be evaluated and the product compliance with the registration documentation shall be ensured

 

	 8. Distribution, complaints and withdrawal of a product
 
	  

	  
	8.1. Distribution procedures and record system
	8.1.1. whether the warehouses are safe;

8.1.2. whether the storage conditions are controlled;

8.1.3. whether storage at a reduced temperature is possible;

8.1.4. how the materials are stored, for example, on shelves, on pallets;

8.1.5. how the product status is controlled, for example, with labels or in a computer system;

8.1.6. what methods are used for sending of products to clients;

8.1.7. whether the order of circulation of stocks is ensured – the first received stock is dispensed as the first – and whether the serial number is being indicated

	  
	8.2. The procedures for examination of complaints and withdrawal of products
	8.2.1. distribution records. Whether the stored records completely ensure traceability of a batch from the manufacturing unit to the client, whether they contain sales date, information regarding the client and the amount sent;

	  
	  
	8.2.2. complaints:
8.2.2.1. whether the procedures for examination of complaints is documented;

8.2.2. the person responsible for the following activities involving complaint:

a) registration;

b) classification;

c) examination;

8.2.2.3. whether written reports are being prepared;

8.2.2.4. who examines such reports;

8.2.2.5. how long records regarding complaints are stored;

8.2.3. withdrawal of a product:

8.2.3.1. whether a documented procedure, which determines the order of activities to be performed, is available, including:

a) obtaining (recovery) of distribution data;

b) notification of clients;

c) receipt, delimitation, inspection of returned products;

d) examination of causes and reporting;

e) reporting on corrective activities;

8.2.3.2. the person responsible for the co-ordination of withdrawal of products;

	  
	  
	8.2.3.3. the person who notifies control institutions regarding complaints and withdrawals;
8.2.3.4. whether a control institution is involved in the examination of complaints and taking of a withdrawal decision;

8.2.3.5. whether withdrawal of a product is possible at other lower levels, which follow the level of wholesale trade

	 9. Self-control
 
	  

	  
	9.1. Short description of the self-control system (see also Sub-paragraph 1.9.4)
	9.1.1. it shall be described how the examination of conformity of any activities, which have been performed for the quality assurance, to the intended objective is performed in the self-control system;

9.1.2. how the efficiency of the quality assurance system is examined;

9.1.3. whether documented procedures for the performance of self-control and for rectification measures of detected deficiencies are available;

9.1.4. whether the results of self-control are documented, whether the personnel, which is responsible for the examined areas and activities, are provided with an opportunity to get acquainted with them;

9.1.5. whether the self-control system ensures that the personnel, which is responsible for areas or activities, carries out the corrective activities for detected deficiencies in due time

	
	
	
	


The person responsible for drawing up of the description of the manufacturing unit

	  
	  
	  

	(position)

 
	  
	(signature and full name)


 

Date ________________

 

Notes.

1. The description of a manufacturing unit shall be prepared by the manufacturer of medicinal products and it shall include detailed information regarding activities related to the quality assurance of the manufacturing, manufacturing or quality control of medicinal products in the particular manufacturing unit and activities related to the manufacturing process located in neighbouring buildings. If only part of the medicinal product manufacturing activities is carried out in the manufacturing unit, only such activities, which are carried out in the particular manufacturing unit, for example, analysis, packaging, shall be demonstrated in the description.
2. The description of the manufacturing unit shall be drawn up so that each chapter and paragraphs thereof, which are indicated as "Requirements", is followed by corresponding “Instructions”, in which an explanation is provided regarding how the fulfilment of such requirements should be demonstrated.

3. The description of the manufacturing unit shall be concise, if possible, not exceeding 25-30 A4 format pages in amount.

4. The number of the version of the description of the manufacturing unit and date of entering into effect thereof shall be indicated.

5. Where appropriate, layout of information in the form of text shall be substituted with plans and schemes. Plans and schemes shall not exceed the amount of an A4 format page.

 

 

Acting for the Minister for Health,

Minister for Welfare



D. Staķe

Annex 3
Cabinet Regulation No. 415

26 June 2007

 

Submission Regarding Conformity Assessment and Issuance or Re-registration of a Special Authorisation (Licence) for the Opening (Operation) of a Medicinal Product or Veterinary Medicinal Product Wholesaler, or Regarding Changes in the Submitted Information and Documents
Sample Form
 

1. I request (mark the appropriate choice with an x):

[ ]to perform the conformity assessment
[ ]to issue a special authorisation (licence) for the opening (operation) of a medicinal product wholesaler
[ ]to issue a special authorisation (licence) for the opening (operation) of a veterinary medicinal product wholesaler
[ ]to re-register a special authorisation (licence) due to:
[ ]the change of the name of the holder of the special authorisation (licence)
[ ]the change of legal address of the holder of the special authorisation (licence)
[ ]the change of location of the pharmaceutical activity
[ ]the change of location of the veterinary pharmaceutical activity
[ ]the change of the responsible official
[ ]the commencement of a new type of special activity
[ ]the commencement of operation of a new department
[ ]other reasons (indicate what)
 

2. I submit (mark the appropriate choice with an x):

[ ]data regarding changes in the submitted information
[ ]documents, in which changes have been made
 

3. Information regarding the submitter:
	 3.1. merchant
	  

	 3.2. name of the medicinal product wholesaler
	  

	 3.3. address, postal index of the location of the pharmaceutical activity
	  

	  
	  

	 3.4. number of the licence for the opening (operation) of a medicinal product wholesaler (if any)
	  

	  
	  

	 3.5. telephone
	  

	 3.6. fax
	  

	 3.7. e-mail address (if any)
	  

	 3.8. legal address of the merchant
	  

	 3.9. registration number in the Commercial Register
	  


 

	3.10. given name, surname, personal identity number of individual merchant
	  

	  
	  

	3.11. legal address of the merchant in Latvia (legal address of a foreign merchant shall also be indicated to a branch of the foreign merchant, address of the place of residence shall be indicated to an individual merchant)

	  
	  

	  
	  

	 3.12. telephone
	  

	 3.13. fax
	  

	 3.14. e-mail address (if any)
	  


 

4. Information regarding members of a partnership who are specifically authorised to represent the partnership, or persons of a capital company who have the right to represent the company:
[ ]the right to represent individually
[ ]the right to represent together
 

	 4.1. given name, surname of the member of the partnership or the person of the capital company

	  
	  

	 4.2. personal identity number
	  

	 4.3. position
	  

	 4.4. given name, surname of the member of the partnership or the person of the capital company

	  
	  

	 4.5. personal identity number
	  

	 4.6. position
	  

	 4.7. given name, surname of the member of the partnership or the person of the capital company

	  
	  

	 4.8. personal identity number
	  

	 4.9. position
	  


 

5. Information regarding responsible officials:
	 5.1. given name, surname of the responsible official
	  

	 5.2. personal identity number
	  

	 5.3. qualification
	  

	 5.4. experience
	  

	 5.5. given name, surname of the responsible official
	  

	 5.6. personal identity number
	  

	 5.7. qualification
	  

	 5.8. experience
	  


 

6. Information regarding the department of a medicinal product wholesaler (if any):

	 6.1. name
	  

	 6.2. address
	  

	 6.3. given name, surname of the responsible official of the department
	  

	 6.4. personal identity number
	  

	 6.5. qualification
	  

	 6.6. experience
	  

	 6.7. telephone
	  

	 6.8. fax
	  

	 6.9. e-mail address (if any)
	  


 

7. Information regarding the department of a medicinal product wholesaler (if any):

	 7.1. name
	  

	 7.2. address
	  

	 7.3. given name, surname of the responsible official of the department
	  

	 7.4. personal identity number
	  

	 7.5. qualification
	  

	 7.6. experience
	  

	 7.7. telephone
	  

	 7.8. fax
	  

	 7.9. e-mail address (if any)
	  


 

Note. Information regarding other departments of the medicinal product wholesaler (if any) and the responsible officials thereof shall be indicated on a separate page and appended to the submission.

 

8. Information regarding the equipment and devices:
8.1. premises and devices, using which the regime of temperature necessary for the storage of medicinal products is ensured:

8.1.1. at room temperature (from 15 to 25°C)

8.1.2. in cool place (from 8 to 15°C)

8.1.3. in cold place (from 2 to 8°C)

8.2. other devices and equipment (mark the appropriate choice with an x):

[ ]computer (specify the number)
[ ]computer programs (specify what type of computer programs)
___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________

[ ]Internet connectivity
[ ]lift (specify the number)
[ ]the premises of a medicinal product wholesaler are provided with an individual technical security system
[ ]the premises of a medicinal product wholesaler are provided with the security system connected to the central security system
[ ]the place for storage of narcotic substances is provided with a sound or light alarm
 

9. Information regarding conditions of special activity (mark the appropriate choice with an x):

 

9.1. psychotropic medicinal products are distributed:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.1.1, 9.1.2, 9.1.3 and 9.1.4 shall be filled in.

	 9.1.1. given name and surname of the responsible official
	  

	 9.1.2. personal identity number
	  

	 9.1.3. qualification
	  

	 9.1.4. experience
	  


 

9.2. narcotic medicinal products and equivalent thereto psychotropic medicinal products are distributed:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.2.1, 9.2.2, 9.2.3 and 9.2.4 shall be filled in.

	9.2.1. given name and surname of the responsible official
	 

	9.2.2. personal identity number
	 

	9.2.3. qualification
	 

	9.2.4. experience
	 


 

9.3. veterinary medicinal products are distributed:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.3.1, 9.3.2 and 9.3.3 shall be filled in.

	 9.3.1. given name and surname of the responsible official
	  

	 9.3.2. qualification
	  

	 9.3.3. experience
	  


 

9.4. veterinary medicinal products, which contain substances with anabolic, anti-infectious, antiparasitic and hormonal properties, are distributed:
 

[ ]antibacterial substances, including sulphanilamide and quinolones
[ ]anthelmintics
[ ]coccidiostats, including nitroimidazoles
[ ]carbamates and pyrethroids
[ ]sedatives
[ ]non-steroidal anti-inflammatory drugs
[ ]other pharmacologically active substances and medicinal products, which are not included in the register of veterinary medicinal products, but which could be used in the medical treatment of animals
 
9.5. medicinal products owned by a foreign manufacturer of medicinal products, holder (owner) of a registration certificate for medicinal products, which are distributed to medicinal product wholesalers by authorised representatives of a foreign manufacturer of medicinal products or holder (owner) of a registration certificate for medicinal products, are stored:
[ ]yes [ ] no
 
9.6. acceptance of medicinal product orders is ensured 24 hours a day:

[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.6.1, 9.6.2 and 9.6.3 shall be filled in.

	9.6.1. telephone
	 

	9.6.2. fax
	 

	9.6.3. e-mail address (if any)
	 


 

9.7. information regarding working hours (time of beginning and end of work shall be indicated):

 

	Monday
	  

	Tuesday
	  

	Wednesday
	  

	Thursday
	  

	Friday
	  

	Saturday
	  

	Sunday
	  


 
9.8. information regarding the division of working hours of the responsible official and deputy responsible official:
 
	Day
	Working hours of the responsible official
	Working hours of the deputy responsible official

	
	from
	to
	from
	to

	Monday
	 
	 
	 
	 

	Tuesday
	 
	 
	 
	 

	Wednesday
	 
	 
	 
	 

	Thursday
	 
	 
	 
	 

	Friday
	 
	 
	 
	 

	Saturday
	 
	 
	 
	 

	Sunday
	 
	 
	 
	 


 
  

10. The following documents are appended to the submission (mark the appropriate choice with an x):

[ ]a copy of the registration certificate of the Commercial Register
[ ]given name, surname of the personally responsible members and limited partners of the partnership
[ ]personal identity number and the place of residence, for a legal person – name, registration number and legal address on _____ pages
[ ]given name, surname, personal identity number and the place of residence of the members of the partnership, for a legal person – name, registration number and legal address, who are specifically authorised to represent the partnership, indicating whether they have the right to represent the partnership individually or together, on _____ pages
[ ]given name, surname and personal identity number, the place of residence and position of the board members, council members of the capital company (if a council has been established in the capital company)
on ____ pages

[ ]the right of one or several board members of the capital company to represent the company individually or together on _____ pages
[ ]a copy of the plan of the premises in the building file (presenting the original) on ____ pages
[ ]a copy of the document (presenting the original), which confirms the right of the submitter to use the premises, on _____ pages
[ ]a written statement issued by an employer regarding the employment legal relationship of the employer and the responsible official, deputy responsible official and responsible persons of the branches of the medicinal product wholesaler, duration thereof, work performed by the employee, as well as a copy of a document, which has been approved by the manager of the undertaking and which confirms appointing of the person to the relevant position (not applicable to an individual merchant), on _____ pages
[ ]order of an employer regarding appointing of responsible officials as regards provision of the conditions of the special activity (copies, which have been approved by the manager of an undertaking) on ____ pages
[ ]a list of persons employed in a medicinal product wholesaler and branches of a medicinal product wholesaler and having pharmaceutical education (given name, surname, qualification), which has been approved by the employer, on ____ pages
[ ]a written certification of the responsible official and deputy responsible official of a medicinal product wholesaler that the person has not been criminally punished during previous activities, he or she has not been charged with administrative fines or disciplinary measures for violations of pharmaceutical activity and his or her criminal record has not been deleted or removed in accordance with the procedures specified in law, on ____ pages
[ ]organisational scheme of the submitter, in which the administrative subordination of officials according to the functional duties has been indicated on ____ pages
[ ]descriptions of the procedures of good distribution practice of medicinal products, in which the responsible official is also indicated and which describe:        

[ ]inspection of the receipt and delivery of medicinal products on ___ pages
[ ]storage of medicinal products and controlling of storage conditions thereof on ___ pages
[ ]receipt and arranging of medicinal product consignments on ___ pages
[ ]inspection of the medicinal products prepared for delivery and sending thereof on ___ pages
[ ]storage of medicinal products (conditions of safety in the premises, safety measures when transporting medicinal products), stock control and rotation (including withdrawal of medicinal products from realisable stocks) on ___ pages
[ ]return of medicinal products to the supplier, the plan for withdrawal of medicinal products on ___ pages
[ ]accepting and processing of orders on ___ pages
[ ]examination of the status of suppliers and purchasers on ___ pages
[ ]maintenance and monitoring of temperature, provision and registration of storage conditions of medicinal products on ___ pages
[ ]implementation of self-control measures on ___ pages
[ ]cleaning and maintenance of premises on ___ pages
[ ]a receipt form for payment of the State fee
[ ]other additional information on ___ pages
 

11. Information indicated in the submission, documents appended to the submission and other information is true and conforms to the requirements specified in regulatory enactments:
	 11.1. given name and surname of the submitter
	  

	 11.2. position of the submitter
	  

	 11.3. address
	  

	 11.4. telephone
	  

	 11.5. fax
	  

	 11.6. e-mail address (if any)
	  


 

	  
	  
	  

	(date, place)
	  
	(signature)


 

 

Acting for the Minister for Health,

Minister for Welfare



D. Staķe

Annex 4
Cabinet Regulation No. 415

26 June 2007

 

Submission Regarding Conformity Assessment and Issuance or Re-registration of a Special Authorisation (Licence) for the Opening (Operation) of a Pharmacy, or Regarding Changes in the Submitted Information and Documents
Sample Form
 

1. I request (mark the appropriate choice with an x):

[ ]to perform the conformity assessment of a pharmacy
[ ]to issue a special authorisation (licence) for the opening (operation) of a pharmacy of the general type 
[ ]for the practice of a pharmacist for the opening (operation) of a pharmacy of the general type 
[ ]for the collective practice of pharmacists for the opening (operation) of a pharmacy of the general type 
[ ]for a capital company of pharmacists for the opening (operation) of a pharmacy of the general type 
[ ]for a local government for the opening (operation) of a pharmacy of the general type:
[ ]to issue a special authorisation (licence) for the opening (operation) of a closed-end type pharmacy or a pharmacy of a medical treatment institution
[ ]to re-register a special authorisation (licence) due to:
[ ]the change of the name of the holder of a special authorisation (licence)
[ ]the change of legal address of the holder of a special authorisation (licence)
[ ]the change of location of the pharmaceutical activity
[ ]the commencement of a new type of special activity
[ ]the change of the manager of a pharmacy
[ ]the opening of a new branch of a pharmacy
[ ]changes in the planning and utilisation of premises
[ ]other reasons (indicate what)
 

2. I submit (mark the appropriate choice with an x):

[ ]data regarding changes in the submitted information
[ ]documents, in which changes have been made
 

3. Information regarding the submitter:
	 3.1. merchant
	  

	 3.2. given name, surname, personal identity number of individual merchant
	  

	 3.3. name of the pharmacy
	  

	 3.4. registration number in the Commercial Register
	  


 

	3.5. legal address of the merchant or address of the declared place of residence of the individual merchant
	  

	 3.6. address, postal index of the location of the pharmaceutical activity
	  

	 3.7. number of the licence for the opening (operation) of the pharmacy (if any)
	  

	 3.8. telephone
	  

	 3.9. fax
	  

	 3.10. e-mail address (if any)
	  


 

4. Information regarding members of a partnership who are specifically authorised to represent the partnership, or persons of a capital company who have the right to represent the company:
[ ]the right to represent individually
[ ]the right to represent together
 

	 4.1. given name, surname of the member of the partnership or the person of the capital company

	  
	  

	 4.2. personal identity number
	  

	 4.3. position
	  

	 4.4. given name, surname of the member of the partnership or the person of the capital company

	  
	  

	 4.5. personal identity number
	  

	 4.6. position
	  

	 4.7. given name, surname of the member of the partnership or the person of the capital company

	  
	  

	 4.8. personal identity number
	  

	 4.9. position
	  


 

5. Information regarding a local government or a medical treatment institution, which has established a pharmacy (the submitter for the opening (operation) of a pharmacy of general type of local government or for the opening (operation) of a closed-end type pharmacy or a pharmacy of a medical treatment institution shall be indicated):

	 5.1. the local government or the medical treatment institution, address
	  

	 5.2. telephone
	  

	 5.3. fax
	  

	 5.4. e-mail address (if any)
	  


 

6. Information regarding the responsible officials:
	 6.1. given name, surname of the manager of the pharmacy
	  

	 6.2. personal identity number
	  

	 6.3. qualification
	  

	 6.4. registration number in the register of the Latvian Pharmacist Association
	  

	 6.5. experience
	  

	 6.6. given name, surname of the deputy manager of the pharmacy or the pharmacist who substitutes

	the manager of the pharmacy
	  

	 6.7. registration number in the register of the Latvian Pharmacist Association
	  

	 6.8. personal identity number
	  

	 6.9. qualification
	  

	 6.10. experience
	  


 

7. Information regarding the branch of a pharmacy (where appropriate):

	 7.1. name of the branch of a pharmacy
	  

	 7.2. address
	  

	 7.3. given name, surname of the manager of the branch of a pharmacy
	  

	 7.4. personal identity number
	  

	 7.5. registration number in the register of the Latvian Pharmacist Association
	  

	 7.6. qualification
	  

	 7.7. experience
	  

	 7.8. telephone
	  

	 7.9. fax
	  

	 7.10. e-mail address (if any)
	  


 

8. Information regarding the branch of a pharmacy (if any):

	 8.1. name of the branch of a pharmacy
	  

	 8.2. address
	  

	 8.3. given name, surname of the manager of the branch of a pharmacy
	  

	 8.4. personal identity number
	  

	 8.5. registration number in the register of the Latvian Pharmacist Association
	  

	 8.6. qualification
	  

	 8.7. experience
	  

	 8.8. telephone
	  

	 8.9. fax
	  

	 8.10. e-mail address (if any)
	  


 

9. Information regarding the conditions of the special activity (mark the appropriate choice with an x):

9.1. psychotropic medicinal products are distributed:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.1.1, 9.1.2, 9.1.3, 9.1.4 and 9.1.5 shall be filled in.

 

	 9.1.1. given name, surname of the responsible official
	  

	 9.1.2. personal identity number
	  

	 9.1.3. registration number in the register of the Latvian Pharmacist Association
	  

	 9.1.4. qualification
	  

	 9.1.5. experience
	  


 

9.2. narcotic medicinal products and equivalent thereto psychotropic medicinal products are distributed:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.2.1, 9.2.2, 9.2.3, 9.2.4 and 9.2.5 shall be filled in.

 

	 9.2.1. given name, surname of the responsible official
	  

	 9.2.2. personal identity number
	  

	 9.2.3. registration number in the register of the Latvian Pharmacist Association
	  

	 9.2.4. qualification
	  

	 9.2.5. experience
	  


 

9.3. medicinal products are distributed to medical treatment institutions and social care institutions in wholesale and the requirements of good distribution practice are ensured:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.3.1, 9.3.2, 9.3.3 and 9.3.4 shall be filled in.

 

	 9.3.1. given name, surname of the responsible official
	  

	 9.3.2. registration number in the register of the Latvian Pharmacist Association
	  

	 9.3.3. qualification
	  

	 9.3.4. experience
	  


 

9.4. medicinal products are manufactured:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.4.1, 9.4.2, 9.4.3 and 9.4.4 shall be filled in.

 

	 9.4.1. given name, surname of the responsible official
	  

	 9.4.2. registration number in the register of the Latvian Pharmacist Association
	  

	 9.4.3. qualification
	  

	 9.4.4. experience
	  


 

9.5. veterinary medicinal products are distributed:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.5.1, 9.5.2, 9.5.3 and 9.5.4 shall be filled in.

 

	 9.5.1. given name, surname of the responsible official
	  

	 9.5.2. registration number in the register of the Latvian Pharmacist Association
	  

	 9.5.3. qualification
	  

	 9.5.4. experience
	  


 

9.6. non-prescription medicinal products are distributed, using the Internet:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.6.1, 9.6.2, 9.6.3, 9.6.4, 9.6.5 and 9.6.6 shall be filled in.

 

	 9.6.1. domain name and e-mail address
	  

	 9.6.2. given name, surname of the responsible official
	  

	 9.6.3. registration number in the register of the Latvian Pharmacist Association
	  

	 9.6.4. qualification
	  

	 9.6.5. experience
	  

	 9.6.6. telephone number (operates twenty-four-hours) for the receipt of information
	  


 

9.7. reimbursable medicinal products are distributed:
[ ]yes [ ] no
If the answer is yes, Sub-paragraphs 9.7.1, 9.7.2, 9.7.3, 9.7.4 and 9.7.5 shall be filled in.

 

	 9.7.1. given name, surname of the responsible official
	  

	 9.7.2. registration number in the register of the Latvian Pharmacist Association
	  

	 9.7.3. qualification
	  

	 9.7.4. experience
	  

	 9.7.5. telephone number (operates twenty-four-hours) for the receipt of information
	  


 

10. Information regarding the premises and arrangement of the pharmacy (branch of pharmacy):
 

	  
	a pharmacy or a branch of a pharmacy is located on
	  
	floor

	  
	  
	(specify the floor (-s))
	  

	  
	customer servicing area of a pharmacy or branch of a pharmacy is located on
	  
	floor

	  
	customers entrance is equipped with an air lock

	  
	servicing of customers with restricted movement capabilities is ensured

	  

	(specify in what way)

	  
	uniformity of the premises of the pharmacy is ensured ____________


 

10.1. information regarding the premises of a pharmacy or a branch of a pharmacy
 

	No.
	Name of the room
	Number of the room in the plan of the premises in the building file
	Area of the room (m2)

	1
	2
	3
	4

	 10.1.1.
	Customer servicing area (in a pharmacy of the general type or a branch of a   pharmacy )
	  
	  

	 10.1.2.
	A part of a customer servicing area in which customers may be present (in a pharmacy of the general type or a branch of a pharmacy)
	  
	  

	 10.1.3.
	Room for receipt of goods with a separate quarantine zone
	  
	  

	 10.1.4.
	Office of the manager of a pharmacy (branch of pharmacy) (if any)
	  
	  

	 10.1.5.
	Goods storage room (if any)
	  
	  

	 10.1.6.
	Room for receipt of requests from a medical treatment institution and the issue of orders (in a closed-type pharmacy)
	  
	  

	 10.1.7.
	Room for preparation of medicinal products
	  
	  

	 10.1.8.
	Toilet for employees
	  
	  


 

10.2. information regarding other rooms or partitioned areas in other rooms
 

	No.
	Name of the room or place
	Name of the room where the area is partitioned
	Number of the room in the plan of the premises in the building file
	Area of the room or partitioned area (m2)

	1
	2
	3
	4
	5

	 10.2.1.
	Employees changing room
	  
	  
	  

	 10.2.2.
	Goods storage zone (if any)
	  
	  
	  

	 10.2.3.
	Office of the manager
	  
	  
	  

	 10.2.4.
	Place for keeping equipment for the cleaning of the premises
	  
	  
	  

	 10.2.5.
	Defective goods zone for placement of poor quality goods
	  
	  
	  

	 10.2.6.
	Shelter belt (if any)
	  
	  
	  

	 10.2.7.
	Other premises
	  
	  
	  


 

11. Information regarding ensuring conditions for the storage of medicinal products:
	 11.1. given name, surname of the responsible official
	  

	 11.2. registration number in the register of the Latvian Pharmacist Association
	  

	 11.3. qualification
	  


 

12. Information regarding the official who is responsible for ensuring conditions for the storage of medicinal products and compliance with instructions:
	 12.1. given name, surname of the official
	  

	 12.2. registration number in the register of the Latvian Pharmacist Association
	  

	 12.3. qualification
	  

	 12.4. experience
	  
	  


 

13. Information regarding the official who is responsible for ensuring conditions for the storage of other goods and compliance with instructions:
	 13.1. given name, surname of the official
	  

	 13.2. registration number in the register of the Latvian Pharmacist Association
	  

	 13.3. qualification
	  

	 13.4. experience
	  
	  


 

14. Ensuring the temperature mode required for the storage of medicinal products
 

	No.
	Temperature required
	Premises where the relevant temperature is ensured or devices are used for ensuring the relevant temperature

	 14.1.
	Room temperature (from 15 to 25°C)
	  

	 14.2.
	Cool place (from 8 to 15°C)
	  

	 14.3.
	Cold place (from 2 to 8°C)
	  


 

15. Storage of medicinal products and other goods to be stored in special conditions
 

	No.
	Medicinal products and other goods which require special storage conditions
	Premises and devices for the storage of relevant medical products and other goods

	 15.1.
	Storage of narcotic medicinal products
	  

	 15.2.
	Storage of psychotropic medicinal products
	  


 

16. Information regarding the devices and equipment:
 

	  
	computer
	  
	  

	  
	  
	(specify the number)
	  

	  
	computer programs
	  

	  
	  
	(specify what type of computer programs)

	  
	Internet connectivity

	  
	lift
	  
	  

	  
	  
	(specify the number)
	  

	  
	premises of a pharmacy (branch of a pharmacy) are provided with an individual technical security system

	  
	premises of a pharmacy (branch of a pharmacy) are provided with a security system

	  
	connected to a central security system

	  
	the place for storage of narcotic substances is provided with a sound or light alarm


 

17. Information regarding verification of the measuring instruments subject to State metrological control
 

	No.
	Name of the measuring instrument
	Number
	Date of verification of the measuring instrument

	 1.
	  
	  
	  

	 2.
	  
	  
	  

	 3.
	  
	  
	  


 

18. Information regarding pharmaceutical activity:
 

	  
	distribute medicinal products to population

	  
	distribute medicinal products to medical treatment institutions

	  
	distribute medicinal products to social care institutions

	  
	manufacture medicinal products

	  
	distribute veterinary medicinal products

	  
	acquire purified water

	  
	distribute medical devices

	  
	distribute sanitary goods

	  
	deliver medicinal products to patients at home

	  
	distribute cosmetics

	  
	distribute children’s food, dietetic products

	  
	distribute food supplements

	  
	distribute optical goods

	  
	provide additional services
	  

	  
	  
	(specify what type of services)

	  
	compile a register of frequent customers of a pharmacy
	  

	  
	  
	(specify the number of patients included in the register)

	  
	ensure supervision over the use of medicinal products
	  

	  
	  
	(specify the number of doctors involved in

	  

	the regular exchange of information, and the most important information)

	  

	  
	ensure dispensation of unregistered medicinal products on a medical prescription issued by the doctor and requests of

	  
	medical treatment institutions


 

19. Information regarding co-operation with other undertakings and institutions:
 

	  
	a contract for the distribution of medicinal products included in the reimbursement system of acquisition of medicinal products has been entered into

	  
	a contract with a pharmaceutical activity undertaking for the delivery of medicinal products manufactured in a pharmacy has been entered into,

	  
	if medicinal products are not manufactured in a pharmacy
	  

	  
	  
	(specify the name and address of the pharmaceutical

	  

	activity undertaking)

	  
	a contract with insurance companies has been entered into
	  

	  
	  
	(specify the name of

	  

	the insurance company)

	  
	a contract with the Medicinal Products Information Centre has been entered into

	  
	professional training of employees is organised
	  

	  
	  
	(specify the number of the employees involved

	  

	in the professional training and the type of training)


 

20. Working hours of the pharmacy (branch of a pharmacy):
Twenty-four hours duty is ensured:

	  
	yes

	  
	no


 

	Day of the week
	Working hours

(time of beginning and end of work is specified)

	Monday
	  

	Tuesday
	  

	Wednesday
	  

	Thursday
	  

	Friday
	  

	Saturday
	  

	Sunday
	  


 

Note. A closed-end type pharmacy need not to observe this Paragraph.

 

21. Division of working hours of the manager of a pharmacy (branch of a pharmacy) and deputy manager of a pharmacy (branch of a pharmacy) who substitutes the manager of the pharmacy
 

	Day
	Working hours of the manager of a pharmacy (branch of a pharmacy)
	Working hours of the deputy manager of a pharmacy (branch of a pharmacy) or pharmacist who substitutes the manager of a pharmacy (branch of a pharmacy)

	
	from
	to
	from
	to

	Monday
	  
	  
	  
	  

	Tuesday
	  
	  
	  
	  

	Wednesday
	  
	  
	  
	  

	Thursday
	  
	  
	  
	  

	Friday
	  
	  
	  
	  

	Saturday
	  
	  
	  
	  

	Sunday
	  
	  
	  
	  


 

22. The following documents are appended to the submission (mark the appropriate choice with an x):

[ ]a copy of the registration certificate of the Commercial Register (presenting the original)
[ ]given name, surname, personal identity number and the place of residence of the personally responsible members and limited partners of the partnership, for a legal person – name, registration number and legal address on _____ pages
[ ]given name, surname, personal identity number and the place of residence of a member of the partnership, for a legal person – name, registration number and legal address, who are specifically authorised to represent the partnership, indicating whether they have the right to represent the partnership individually or together, on _____ pages
[ ]given name, surname, personal identity number, the place of residence and position of the board members, council members of the capital company (if a council has been established in the capital company) on _____ pages
[ ]the right of one or several board members of the capital company to represent the company individually or together on _____ pages
[ ]a copy of the plan of the premises of a pharmacy and branches of the pharmacy (if any) in the building file (presenting the original) on ___ pages
[ ]copies of the document (presenting the original), which confirm the right of the submitter to use the premises of the pharmacy or branches of the pharmacy, on _____ pages
[ ]a written statement issued by an employer regarding the employment legal relationship of the employer and the manager of the pharmacy, deputy manager of the pharmacy (if any), managers of the branches of the pharmacy, duration thereof, work performed by the employee, as well as a copy of a document, which has been approved by the manager of the undertaking and which confirms appointing of the person to the relevant position, on _____ pages
[ ]copies of an order of an employer regarding provision of the conditions of the special activity as regards appointing of the responsible official, which have been approved by the manager of the undertaking, on ____ pages
[ ]a list of persons employed in a pharmacy and branches of a pharmacy having pharmaceutical education (given name, surname, qualification, registration number in the Latvian Pharmacist Association), which has been approved by the employer, on ____ pages
[ ]a written certification of the manager of a pharmacy and deputy manager of a pharmacy (if any) that the person has not been criminally punished during previous activities, he or she has not been charged with administrative fines or disciplinary measures for violations of pharmaceutical activity and his or her criminal record has not been deleted or removed in accordance with the procedures specified in law, on ____ pages
[ ]a copy of a document (presenting the original) confirming that a pharmacist is the founder (if an individual merchant has established a pharmacy of the general type), on ___ pages
[ ]copies of the memorandum and documents (presenting the original) confirming that all the founders are pharmacists (for a pharmacy of the general type, which has been established as the collective practice of pharmacists), on ___ pages
[ ]a contract entered by and between a local government and a pharmacist regarding the provision of pharmaceutical care in a pharmacy (if a local government has established a pharmacy of the general type) on ___ pages
[ ]copies of documents confirming the qualification and experience of the manager of a pharmacy, deputy manager of a pharmacy (if any), presenting the originals, on ___ pages
[ ]indication of the location of a movable newly opened pharmacy on a map of spatial planning with a marked circle, radius of which is 500 m and where the movable newly opened pharmacy is located in the centre of the circle, and indication regarding location of the closest pharmacies on ___ pages
[ ]instructions, which have been signed by the manager of a pharmacy and in which the responsible official is also indicated:
[ ]conditions for utilisation of premises on ___ pages
[ ]exploitation of devices and regulations for examination thereof (individually for each device) on ___ pages
[ ]procedures for the acceptance and dispensation of medicinal products and other goods on ___ pages
[ ]procedures for the storage of medicinal products and other goods on ___ pages
[ ]manufacture, packaging (if such is performed) and control of medicinal products on ___ pages
[ ]conditions for the compliance with good distribution practice on ___ pages
[ ]acquisition and control of purified water (if purified water is acquired) on ___ pages
[ ]procedures for the withdrawal of poor quality medicinal products on ___ pages
[ ]procedures for the treatment of containers received from the infection department, if a medical treatment institution with an infection department is served, on ___ pages
[ ]procedures for the distribution of medicinal products on ___ pages
[ ]sanitary cleaning of the premises and devices on ___ pages
[ ]conformity to personal hygiene of employees on ___ pages
[ ]a written statement of the Latvian Pharmacist Association regarding conformity of the premises, devices, equipment, personnel and operation of a pharmacy with provision of pharmaceutical care of good quality (for a pharmacy, which begins to operate in a new site of pharmaceutical activity)
[ ]a receipt form for payment of the State fee
[ ]other additional information on ___ pages
 

If conformity of a pharmacy is assessed repeatedly, documents, which were not submitted or in which changes have been made, shall be appended.

 

23. Information indicated in the submission, documents appended to the submission and other information is true and conforms to the requirements specified in regulatory enactments:
	 23.1. given name, surname of the submitter
	  

	 23.2. position of the submitter
	  

	 23.3. address
	  

	 23.4. telephone
	  

	 23.5. fax
	  

	 23.6. e-mail address (if any)
	  


Acting for the Minister for Health,

Minister for Welfare



D. Staķe

Annex 5
Cabinet Regulation No. 415

26 June 2007

 

Special Authorisation (Licence)
(the type of the special authorisation (licence))
 

Republic of Latvia

State Agency of Medicines

(address, registration number, phone and fax number)

 
Riga

Licence No.

 

	Name of the licensed person
	  


 

(merchant (also given name, surname, personal identity number shall be indicated for an individual merchant) and the name of a pharmaceutical or veterinary pharmaceutical activity undertaking, if it is different from the name of the merchant; number of registration certificate of the enterprise register)
 

	Legal address of the licensed person
	  


 

	Address(es) of location of the pharmaceutical activity
	  

	  
	  


(addresses of a branch of a pharmacy shall be indicated to a pharmacy; addresses of a medicinal product or veterinary medicinal product wholesaler, if any, - to a medicinal product and veterinary medicinal product wholesaler)
 

	Responsible official
	  


(given name and surname of the manager of a pharmacy or the responsible official of a medicinal product or veterinary medicinal product wholesaler)
 

	Date and place of taking of a decision regarding granting (re-registration) of the licence, number of the protocol of the commission meeting
	  


 

	Licence valid until
	  


	Chairperson of the Licensing Commission of
Pharmaceutical Activity
	  

	  
	(signature and full name)


Date ________________

 

	Annexes to the licence and the number of pages of the annexes
	  


 

 

Acting for the Minister for Health,

Minister for Welfare



D. Staķe

Annex 6
Cabinet Regulation No. 415

26 June 2007

 

	LATVIJAS REPUBLIKA

ZĀĻU VALSTS AĢENTŪRA

____________________________________

(adrese, reģistrācijas numurs, tālruņa numurs, faksa numurs, e-pasta adrese)
	REPUBLIC OF LATVIA
STATE AGENCY OF MEDICINES
___________________________________

___________________________________

(address, registration number, phone number, fax number, e-mail)


 

SPECIĀLA ATĻAUJA (LICENCE) ZĀĻU RAŽOŠANAI VAI IMPORTĒŠANAI
COMMUNITY FORMAT AUTHORISATION (LICENCE) FOR MEDICINAL PRODUCT MANUFACTURERS OR IMPORTERS
 
1. Speciālas atļaujas (licences) sērija, numurs     _________________________________

Authorisation number
 

2. Speciālas atļaujas (licences) turētāja nosaukums,

reģistrācijas numurs komercreģistrā    _______________________________________

Name of authorisation holder 
 

3. Farmaceitiskās darbības vietas(-u) adrese(-es) _________________________________

(Norāda visu licencēto vietu (uzņēmumu) adreses, 

ja tām nav izsniegta atsevišķa licence)

Address(es) of manufacturing or importing site(s)
(All authorised sites should be listed 
if not covered by separate licences)
 

4. Speciālas atļaujas (licences) turētāja juridiskā adrese ___________________________

Legally registered address of authorisation holder 
	5. Speciālas atļaujas (licences) joma un zāļu formas
	1.pielikums vai 2.pielikums

(Katrai farmaceitiskās darbības vietai (uzņēmumam) aizpilda atsevišķu pieli​kumu, ja tai (tam) nav izsniegta atsevišķa licence)

	Scope of authorisation and dosage forms
	ANNEX 1 or ANNEX 2 
(Separate Annexes for different sites should be used if not covered by separate licences)


6. Speciālas atļaujas (licences) 

izsniegšanas juridiskais pamatojums _______________________________________

Legal basis of authorisation 
 

7. Farmaceitiskās darbības licencēšanas 

komisijas priekšsēdētāja vārds, uzvārds _______________________________________

Name of responsible officer of the 
competent authority of the member state 
granting the manufacturing authorisation
 

8. Paraksts 


Signature
 

9. Datums 


Date
 

10. Pievienotie pielikumi: 
1.pielikums vai 2.pielikums

Ja nepieciešams, papildus pievieno šādus pielikumus: 
3.pielikums. Līgumražošanas vietas(-u) adrese(-es) 

4.pielikums. Tās(-o) laboratorijas(-u) adrese(-es), kas veic kvalitātes kontroli, pamatojoties uz līgumu 

5.pielikums. Kvalificētās personas vārds, uzvārds

6.pielikums. Par zāļu ražošanu vai kvalitātes kontroli atbildīgo amatpersonu vārds, uzvārds 

7.pielikums. Pārbaudes, kas ir par pamatu licences izsniegšanai, datums, pēdējās pārbaudes joma

8.pielikums. Par speciālās darbības nosacījumu – narkotisko un psihotropo zāļu ražošana vai importēšana – nodrošināšanu atbildīgās(-o) personas(-u) vārds, uzvārds

Annexes attached

ANNEX 1 or ANNEX 2
Optional Annexes as required: 
Annex 3. Addresses of Contract Manufacturing Site(-s) 
Annex 4. Addresses of Contract Laboratories 
Annex 5. Name of Qualified Person 
Annex 6. Name of Responsible Persons 
Annex 7. Date of inspection on which authorisation granted, scope of last inspection 
Annex 8. Name of person(-s) responsible for manufacturing or importation of narcotic and psihotropic medicinal products (substances)
1.pielikums
Annex 1
 

LICENCĒŠANAS JOMA (izdzēš tās nodaļas, kuras neattiecas)

SCOPE OF AUTHORISATION (deletes the sections that do not apply)
 

Ražošanas vai importēšanas vietas nosaukums un adrese

Name and address of the site 
___________________________________________________________________________

 

	 [ ]  Cilvēkiem paredzētās zāles 
Human Medicinal Products
 

 [ ]  Veterinārās zāles
Veterinary Medicinal Products


 

	 ATĻAUTĀS DARBĪBAS
AUTHORISED OPERATIONS
 [ ]  Ražošanas darbības (saskaņā ar 1.daļu)
Manufacturing operations (according to Part 1)
 

 [ ]  Zāļu importēšana (saskaņā ar 2.daļu)
Importation of Medicinal Products (according to Part 2)


 

	 1.daļa. RAŽOŠANAS DARBĪBAS 
Part 1. MANUFACTURING OPERATIONS 
- atļautās ražošanas darbības ietver pilnīgu un daļēju ražošanu (tai skaitā dažādus fasēšanas, iepakošanas un noformēšanas procesus), sērijas izlaidi un sertifikāciju, importēšanu, noteiktu dozējuma formu uzglabāšanu un izplatīšanu, ja vien nav norādīts citādi

- authorised manufacturing operations include total and partial manufacturing (including various processes of dividing up, packaging or presentation), batch release and certification, importation, storage and distribution of specified dosage forms unless otherwise indicated
 
- kvalitātes kontroles (testēšanas) vai sērijas izlaides un sertifikācijas darbības bez ražošanas darbībām norāda attiecīgās nodaļas apakšpunktos

- quality control testing or release and batch certification activities without manufacturing operations should be specified under the relevant items
 

- ja uzņēmums ir iesaistīts zāļu ražošanā, kurām ir īpaši nosacījumi, piemēram, radiofarmaceitiskie preparāti vai zāles, kas satur penicilīnu, sulfonamīdus, citotoksiskas vielas, cefalosporīnu, vielas ar hormonālu vai citu aktivitāti vai citas potenciāli bīstamas aktīvās vielas, to norāda pie atbilstošā zāļu veida un dozējuma formas (attiecas uz visām 1.daļas nodaļām, izņemot 1.5.2. un 1.6.)

- if the company is engaged in manufacture of products with special requirements e.g. radiopharmaceuticals or products containing penicillin, sulphonamides, cytotoxics, cephalosporins, substances with hormonal activity or other or potentially hazardous active ingredients this should be stated under the relevant product type and dosage form (applicable to all sections of Part 1 apart from sections 1.5.2. and 1.6.)

	  

	 1.1.
	 Sterilās zāļu formas
Sterile Products

	  

  
	 1.1.1. Aseptiski iegūtas (zāļu formu saraksts)
Aseptically prepared (list of dosage forms)
 

1.1.1.1. Šķidrumi liela tilpuma iepakojumā

Large volume liquids
1.1.1.2. Liofilizāti

Lyophilisates
1.1.1.3. Mīkstās zāļu formas

Semi-solids 
1.1.1.4. Šķidrumi maza tilpuma iepakojumā

Small volume liquids
1.1.1.5. Cietās zāļu formas un implanti 

Solids and implants     
1.1.1.6. Citi aseptiski iegūti produkti (brīvs uzskaitījums)

Other aseptically prepared products (free text) 
 

 1.1.2. Sterilizēti galaprodukti (zāļu formu saraksts)
Terminally sterilised (list of dosage forms)
 

1.1.2.1. Šķidrumi liela tilpuma iepakojumā

Large volume liquids
1.1.2.2. Mīkstās zāļu formas

Semi-solids 
1.1.2.3. Šķidrumi maza tilpuma iepakojumā 

Small volume liquids
1.1.2.4. Cietās zāļu formas un implanti 

Solids and implants 
1.1.2.5. Citi sterilizēti galaprodukti (brīvs uzskaitījums)

Other terminally sterilised prepared products (free text)
 

	  
	 1.1.3. Tikai sērijas sertifikācija
Batch certification only 

	 1.2.
	 Nesterilās zāļu formas 
Non-sterile Products

	  
	 1.2.1. Nesterilās zāļu formas (zāļu formu saraksts)
Non-sterile products (list of dosage forms) 
 

1.2.1.1. Cietās kapsulas

Capsules, hard shell 
1.2.1.2. Mīkstās kapsulas

Capsules, soft shell 
1.2.1.3. Košļājamās gumijas

Chewing gums
1.2.1.4. Impregnētās matrices 

Impregnated matrices
1.2.1.5. Šķidrumi ārīgai lietošanai

Liquids for external use
1.2.1.6. Šķidrumi iekšķīgai lietošanai

Liquids for internal use
1.2.1.7. Medicīniskās gāzes

Medicinal gases
1.2.1.8. Citas cietās zāļu formas

Other solid dosage forms 
1.2.1.9. Aerosolu preparāti (zem spiediena)

Pressurised preparations
1.2.1.10. Radionuklīdu ģeneratori

Radionuclide generators
1.2.1.11. Mīkstās zāļu formas

Semi-solids  
1.2.1.12. Supozitoriji

Suppositories
1.2.1.13. Tabletes

Tablets
1.2.1.14. Transdermālie plāksteri

Transdermal patches
1.2.1.15. Intraruminālās ierīces

Intraruminal devices
1.2.1.16. Lopbarības piedevas

Veterinary premixes
1.2.1.17. Citas nesterilās zāļu formas (brīvs uzskaitījums)

Other non-sterile medicinal product (free text)
 

	  
	 1.2.2. Tikai sērijas sertifikācija 
Batch certification only 

	 1.3.
	 Bioloģiskas izcelsmes zāles
Biological medicinal products 

	  
	 1.3.1. Bioloģiskas izcelsmes zāles
Biological medicinal products 
 

1.3.1.1. No cilvēka asinīm un plazmas iegūtas zāles

Blood products

1.3.1.2. Imunoloģiskie preparāti

Immunological products
1.3.1.3. Šūnu terapijas zāles

Cell therapy products
1.3.1.4. Gēnu terapijas zāles

Gene therapy products
1.3.1.5. Biotehnoloģijas preparāti

Biotechnology products

1.3.1.6. No cilvēka vai dzīvnieku materiāliem izdalīti preparāti

Human or animal extracted products
1.3.1.7. Citas bioloģiskas izcelsmes zāles (brīvs uzskaitījums)

Other biological medicinal products (free text)
 

	  
	 1.3.2. Tikai sērijas sertifikācija (zāļu veidu saraksts)
Batch certification only (list of product types)
 
1.3.2.1. No cilvēka asinīm un plazmas iegūtas zāles

Blood products
1.3.2.2. Imunoloģiskie preparāti

Immunological products
1.3.2.3. Šūnu terapijas zāles

Cell therapy products
1.3.2.4. Gēnu terapijas zāles

Gene therapy products
1.3.2.5. Biotehnoloģijas preparāti

Biotechnology products
1.3.2.6. No cilvēka vai dzīvnieku materiāliem izdalīti preparāti

Human or animal extracted products
1.3.2.7. Citas bioloģiskas izcelsmes zāles (brīvs uzskaitījums)

Other biological medicinal products (free text)
 

	 1.4.
	 Citi produkti vai ražošanas darbības (citas nozīmīgas ražošanas darbības vai zāļu veidi, kas nav minēti iepriekš, piemēram, aktīvo vielu sterilizācija, bioloģiski aktīvu izejvielu ražošana (ja noteikts nacionālajos tiesību aktos), augu izcelsmes zāles vai homeopātiskās zāles, pilna vai daļēja ražošana)
Other products or manufacturing activity (any other relevant manufacturing activity or product type that is not covered above e.g. sterilisation of active substances, manufacture of biological active starting materials (when required by national legislation), herbal or homeopathic products, bulk or total manufacturing, etc.)

	  
	 1.4.1. Ražošana
Manufacture of
 

1.4.1.1. Augu izcelsmes zāles

Herbal products
1.4.1.2. Homeopātiskās zāles

Homoeopathic products
1.4.1.3. Bioloģiski aktīvas izejvielas

Biological active starting materials
1.4.1.4. Citi (brīvs uzskaitījums)

Other (free text)
 

	  
	 1.4.2. Aktīvo vielu vai palīgvielu, vai galaprodukta sterilizācija
Sterilisation of active substances or excipients, or finished product
 

1.4.2.1. Filtrēšana

Filtration
1.4.2.2. Sterilizācija ar karstu sausu gaisu

Dry heat
1.4.2.3. Sterilizācija ar ūdens tvaiku

Moist heat
1.4.2.4. Ķīmiskā sterilizācija

Chemical
1.4.2.5. Apstarošana ar gamma stariem

Gamma irradiation
1.4.2.6. Apstarošana ar elektronu kūli

Electron beam
 

	  
	 1.4.3. Citi (brīvs uzskaitījums)
Other (free text)

	 1.5.
	 Tikai iepakošana
Packaging only

	  
	 1.5.1. Primārā iepakošana 
Primary packing 
 
1.5.1.1. Cietās kapsulas

Capsules, hard shell 
1.5.1.2. Mīkstās kapsulas

Capsules, soft shell 
1.5.1.3. Košļājamās gumijas

Chewing gums
1.5.1.4. Impregnētās matrices 

Impregnated matrices
1.5.1.5. Šķidrumi ārīgai lietošanai

Liquids for external use
1.5.1.6. Šķidrumi iekšķīgai lietošanai

Liquids for internal use
1.5.1.7. Medicīniskās gāzes

Medicinal gases
1.5.1.8. Citas cietās zāļu formas

Other solid dosage forms 
1.5.1.9. Aerosolu preparāti (zem spiediena)

Pressurised preparations
1.5.1.10. Radionuklīdu ģeneratori

Radionuclide generators
1.5.1.11. Mīkstās zāļu formas

Semi-solids  
1.5.1.12. Supozitoriji

Suppositories
1.5.1.13. Tabletes

Tablets
1.5.1.14. Transdermālie plāksteri

Transdermal patches
1.5.1.15. Intraruminālās ierīces

Intraruminal devices
1.5.1.16. Lopbarības piedevas

Veterinary premixes
1.5.1.17. Citas nesterilās zāļu formas (brīvs uzskaitījums)

Other non-sterile medicinal products (free text)
 

	  
	 1.5.2. Sekundārā iepakošana
Secondary packing
 

	 1.6.
	 Kvalitātes kontroles veikšana
Quality Control Testing

	  
	 1.6.1. Mikrobioloģiski: sterilitāte
Microbiologicaly: sterility
1.6.2. Mikrobioloģiski: nesterilo zāļu formu tīrība

Microbiologicaly: non-sterility
1.6.3. Ķīmiski vai fizikāli

Chemicaly or Physicaly
1.6.4. Bioloģiski

Biologicaly


 

Jebkuri ierobežojumi vai paskaidrojošas piezīmes par šīm ražošanas darbībām

	 

	 

	 


 

Any restrictions or clarifying remarks related to the scope of these manufacturing operations
	 

	 

	 


 
	 2.daļa. ZĀĻU IMPORTĒŠANA
Part 2. IMPORTATION OF MEDICINAL PRODUCTS
- atļautās importēšanas darbības bez ražošanas darbībām

- authorised importation activities without manufacturing activity
 
- atļautās importēšanas darbības, kas ietver uzglabāšanu un izplatīšanu, ja vien nav norādīts citādi

- authorised importation activities include storage and distribution unless informed to the contrary
 

	 2.1.
	 Importēto zāļu kvalitātes kontroles veikšana
Quality control testing of imported medicinal products

	  
	 2.1.1. Mikrobioloģiski: sterilitāte
Microbiologicaly: sterility
2.1.2. Mikrobioloģiski: nesterilo zāļu formu tīrība

Microbiologicaly: non-sterility
2.1.3. Ķīmiski vai fizikāli

Chemicaly or Physicaly
2.1.4. Bioloģiski

Biologicaly

	 2.2.
	 Importēto zāļu sērijas sertifikācija
Batch certification of imported medicinal products

	  
	 2.2.1. Sterilās zāļu formas
Sterile Products
2.2.1.1. Aseptiski iegūtas 

Aseptically prepared 
2.2.1.2. Sterilizēti galaprodukti (zāļu formu saraksts)

Terminally sterilised (list of dosage forms)

 

	  
	 2.2.2. Nesterilās zāļu formas 
Non-sterile products 
 

	  
	 2.2.3. Bioloģiskas izcelsmes zāles 
Biological products 
2.2.3.1. No cilvēka asinīm un plazmas iegūtas zāles

Blood products
2.2.3.2. Imunoloģiskie preparāti

Immunological products
2.2.3.3. Šūnu terapijas zāles

Cell therapy products
2.2.3.4. Gēnu terapijas zāles

Gene therapy products
2.2.3.5. Biotehnoloģijas preparāti

Biotechnology products
2.2.3.6. No cilvēka vai dzīvnieku materiāliem izdalīti preparāti

Human or animal extracted products
2.2.3.7. Citas bioloģiskas izcelsmes zāles (brīvs uzskaitījums)

Other biological medicinal products (free text )
 

	  
	 2.2.4. Citas importēšanas darbības (citas nozīmīgas importēšanas darbības, kas nav minētas iepriekš, piemēram, radiofarmaceitisko preparātu, medicīnisko gāzu, augu izcelsmes zāļu vai homeopātisko zāļu importēšana)
Other importation activities (any other relevant importation activity that is not covered above e.g. importation of radiopharmaceuticals, medicinal gases, herbal or homoeopathic products, etc.)
2.2.4.1. Radiofarmaceitiskie preparāti vai radionuklīdu ģeneratori

Radiopharmaceuticals or Radionuclide generators
2.2.4.2. Medicīniskās gāzes

Medicinal gases
2.2.4.3. Augu izcelsmes zāles

Herbal products
2.2.4.4. Homeopātiskās zāles

Homoeopathic products
2.2.4.5. Bioloģiski aktīvas izejvielas

Biological active starting materials
2.2.4.6. Citas (brīvs uzskaitījums)

Other (free text)
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Any restrictions or clarifying remarks related to the scope of these Manufacturing operations
	 

	 

	 


2.pielikums
Annex 2
 
LICENCĒŠANAS JOMA (izdzēš tās nodaļas, kuras neattiecas)

SCOPE OF AUTHORISATION (delete the sections that do not apply)
 

Ražošanas vai importēšanas vietas nosaukums un adrese _____________________________

Name and address of the site 
 

	[ ]   Cilvēkiem paredzētās pētāmās zāles                              klīnisko pētījumu I, II, III fāze
Human Investigational Medicinal Products                      for phase I, II, III clinical trials (optional) 


 

	 ATĻAUTĀS DARBĪBAS
AUTHORISED OPERATIONS
 [ ]  Pētāmo zāļu ražošanas darbības (saskaņā ar 1.daļu)
Manufacturing Operations of Investigational Medicinal Products (according to part 1)
 [ ]  Pētāmo zāļu importēšana (saskaņā ar 2.daļu)
Importation of Investigational Medicinal Products (according to part 2)


 

	 1.daļa. PĒTĀMO ZĀĻU RAŽOŠANAS DARBĪBAS
Part 1. MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS
- atļautās ražošanas darbības ietver pilnīgu un daļēju ražošanu (tai skaitā dažādus fasēšanas, iepakošanas un noformēšanas procesus), sērijas izlaidi un sertifikāciju, importēšanu, noteiktu dozējuma formu uzglabāšanu un izplatīšanu, ja vien nav norādīts citādi

- authorised manufacturing operations include total and partial manufacturing (including various processes of dividing up, packaging or presentation), batch release and certification, importation, storage and distribution of  specified dosage forms unless informed to the contrary
 

- kvalitātes kontroles (testēšanas) vai sērijas izlaides un sertifikācijas darbības bez ražošanas darbībām norāda attiecīgās nodaļas apakšpunktos

- quality control testing or  release and batch certification activities without manufacturing operations should be specified under the relevant items
 
- ja uzņēmums ir iesaistīts zāļu ražošanā, kurām ir īpaši nosacījumi, piemēram, radiofarmaceitiskie preparāti vai zāles, kas satur penicilīnu, sulfonamīdus, citotoksiskas vielas, cefalosporīnu, vielas ar hormonālu vai citu aktivitāti vai citas potenciāli bīstamas aktīvās vielas, to norāda pie atbilstošā zāļu veida un dozējuma formas

- if the company is engaged in manufacture of products with special requirements e.g. radiopharmaceuticals or products containing penicillin, sulphonamides, cytotoxics, cephalosporins, substances with hormonal activity or other potentially hazardous active ingredients this should be stated under the relevant product type and dosage form
 

	 1.1.
	 Pētāmo zāļu sterilās formas 
Sterile investigational medicinal products

	  
	 1.1.1. Aseptiski iegūtas (zāļu formu saraksts)
Aseptically prepared (list of dosage forms)
 

1.1.1.1. Šķidrumi liela tilpuma iepakojumā

Large volume liquids
1.1.1.2. Liofilizāti

Lyophilisates
1.1.1.3. Mīkstās zāļu formas

Semi-solids 
1.1.1.4. Šķidrumi maza tilpuma iepakojumā

Small volume liquids
1.1.1.5. Cietās zāļu formas un implanti 

Solids and implants 

1.1.1.6. Citi aseptiski iegūti produkti (brīvs uzskaitījums)

Other aseptically prepared products (free text)
 

	  
	 1.1.2. Sterilizēti galaprodukti (zāļu formu saraksts)
Terminally sterilised (list of dosage forms)
 
1.1.2.1. Šķidrumi liela tilpuma iepakojumā

Large volume liquids
1.1.2.2. Mīkstās zāļu formas

Semi-solids 
1.1.2.3. Šķidrumi maza tilpuma iepakojumā 

Small volume liquids
1.1.2.4. Cietās zāļu formas un implanti 

Solids and implants 
1.1.2.5. Citi sterilizēti galaprodukti (brīvs uzskaitījums)

Other terminally sterilised prepared products (free text)
 

	  
	 1.1.3. Tikai sērijas sertifikācija 
Batch certification only 
 

	 1.2.
	 Pētāmo zāļu nesterilās formas 
Non-sterile investigational medicinal products 

	  
	 1.2.1. Nesterilās zāļu formas (zāļu formu saraksts)
Non-sterile products (list of dosage forms) 
                                                     

1.2.1.1. Cietās kapsulas

Capsules, hard shell
1.2.1.2. Mīkstās kapsulas

Capsules, soft shell
1.2.1.3. Košļājamās gumijas

Chewing gums
1.2.1.4. Impregnētās matrices 

Impregnated matrices
1.2.1.5. Šķidrumi ārīgai lietošanai

Liquids for external use
1.2.1.6. Šķidrumi iekšķīgai lietošanai

Liquids for internal use
1.2.1.7. Medicīniskās gāzes

Medicinal gases
1.2.1.8. Citas cietās zāļu formas

Other solid dosage forms 
1.2.1.9. Aerosolu preparāti (zem spiediena)

Pressurised preparations
1.2.1.10. Radionuklīdu ģeneratori

Radionuclide generators
1.2.1.11. Mīkstās zāļu formas

Semi-solids  
1.2.1.12. Supozitoriji

Suppositories
1.2.1.13. Tabletes

Tablets
1.2.1.14. Transdermālie plāksteri

Transdermal patches
1.2.1.15. Citas nesterilās zāļu formas (brīvs uzskaitījums)

Other non-sterile medicinal product (free text)
 

	  
	 1.2.2. Tikai sērijas sertifikācija 
Batch certification only 

	 1.3.
	 Bioloģiskas izcelsmes pētāmās zāles 
Biological investigational medicinal products 

	  
	 1.3.1. Bioloģiskas izcelsmes zāles (zāļu veidu saraksts)
Biological medicinal products (list of product types)
 
1.3.1.1. No cilvēka asinīm un plazmas iegūtas zāles

Blood products
1.3.1.2. Imunoloģiskie preparāti

Immunological products
1.3.1.3. Šūnu terapijas zāles

Cell therapy products
1.3.1.4. Gēnu terapijas zāles

Gene therapy products
1.3.1.5. Biotehnoloģijas preparāti

Biotechnology products
1.3.1.6. No cilvēka vai dzīvnieku materiāliem izdalīti preparāti

Human or animal extracted products
1.3.1.7. Citas bioloģiskas izcelsmes zāles (brīvs uzskaitījums)

Other biological medicinal products (free text)
 

	  
	 1.3.2. Tikai sērijas sertifikācija (zāļu veidu saraksts)
Batch certification only (list of product types) 
 
1.3.2.1. No cilvēka asinīm un plazmas iegūtas zāles

Blood products
1.3.2.2. Imunoloģiskie preparāti

Immunological products
1.3.2.3. Šūnu terapijas zāles

Cell therapy products
1.3.2.4. Gēnu terapijas zāles

Gene therapy products
1.3.2.5. Biotehnoloģijas preparāti

Biotechnology products
1.3.2.6. No cilvēka vai dzīvnieku materiāliem izdalīti preparāti

Human or animal extracted products
1.3.2.7. Citas bioloģiskas izcelsmes zāles (brīvs uzskaitījums)

Other biological medicinal products (free text)
 

	 1.4.
	 Citas pētāmās zāles vai ražošanas darbības (citas nozīmīgas ražošanas darbības vai zāļu veidi, kas nav minēti iepriekš, piemēram, aktīvo vielu sterilizācija, bioloģiski aktīvu izejvielu ražošana, medicīniskās gāzes, augu izcelsmes zāles vai homeopātiskās zāles, pilna vai daļēja ražošana)
Other investigational medicinal products or manufacturing activity (any other relevant manufacturing activity or product type that is not covered above e.g. sterilisation of active substances, manufacture of biological active starting materials, medicinal gases, herbal or homoeopathic products, bulk or partial manufacturing etc.)

	  
	 1.4.1. Ražošana
Manufacture of
 

1.4.1.1. Augu izcelsmes zāles

Herbal products
1.4.1.2. Homeopātiskās zāles

Homoeopathic products
1.4.1.3. Bioloģiski aktīvas izejvielas

Biological active starting materials
1.4.1.4. Citas (brīvs uzskaitījums)

Other (free text)
 

	  
	 1.4.2. Aktīvo vielu vai palīgvielu, vai galaprodukta sterilizācija
Sterilisation of active substances or excipients, or finished product:
 

1.4.2.1. Filtrēšana

Filtration
1.4.2.2. Sterilizācija ar karstu sausu gaisu

Dry heat
1.4.2.3. Sterilizācija ar ūdens tvaiku

Moist heat
1.4.2.4. Ķīmiskā sterilizācija

Chemical
1.4.2.5. Apstarošana ar gamma stariem 

Gamma irradiation
1.4.2.6. Apstarošana ar elektronu kūli 

Electron beam
 

	  
	 1.4.3. Citi (brīvs uzskaitījums)
Others (free text)

 

	 1.5.
	 Tikai iepakošana
Packaging only

	  
	 1.5.1. Primārā iepakošana
Primary packing 
 

1.5.1.1. Cietās kapsulas

Capsules, hard shell
1.5.1.2. Mīkstās kapsulas

Capsules, soft shell
1.5.1.3. Košļājamās gumijas

Chewing gums
1.5.1.4. Impregnētās matrices 

Impregnated matrices
1.5.1.5. Šķidrumi ārīgai lietošanai

Liquids for external use
1.5.1.6. Šķidrumi iekšķīgai lietošanai

Liquids for internal use
1.5.1.7. Medicīniskās gāzes

Medicinal gases
1.5.1.8. Citas cietās zāļu formas

Other solid dosage forms 
1.5.1.9. Aerosolu preparāti (zem spiediena)

Pressurised preparations
1.5.1.10. Radionuklīdu ģeneratori

Radionuclide generators
1.5.1.11. Mīkstās zāļu formas

Semi-solids  
1.5.1.12. Supozitoriji

Suppositories
1.5.1.13. Tabletes

Tablets
1.5.1.14. Transdermālie plāksteri

Transdermal patches
1.5.1.15. Citas nesterilās zāļu formas (brīvs uzskaitījums)

Other non-sterile medicinal product (free text)
 

	  
	 1.5.2. Sekundārā iepakošana
Secondary packing
 

	 1.6.
	 Kvalitātes kontroles veikšana
Quality Control testing

	  
	 1.6.1. Mikrobioloģiski: sterilitāte
Microbiologicaly: sterility
1.6.2. Mikrobioloģiski: nesterilo zāļu formu tīrība

Microbiologicaly: non-sterility
1.6.3. Ķīmiski vai fizikāli

Chemicaly or Physicaly
1.6.4. Bioloģiski

Biologicaly
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Any restrictions or clarifying remarks related to the scope of these Manufacturing operations
	 

	 

	 


 

	 2.daļa. PĒTĀMO ZĀĻU IMPORTĒŠANA
Part 2. IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS
- atļautās importēšanas darbības bez ražošanas darbībām

- authorised importation activities without manufacturing activity
 

- atļautās importēšanas darbības, kas ietver uzglabāšanu un izplatīšanu, ja vien nav norādīts citādi

- authorised importation activities include storage and distribution unless indicated to the contrary
 

	 2.1.
	 Importēto pētāmo zāļu kvalitātes kontroles veikšana
Quality control testing of imported investigational medicinal products

	  
	 2.1.1. Mikrobioloģiski: sterilitāte
Microbiologicaly: sterility
2.1.2. Mikrobioloģiski: nesterilo zāļu formu tīrība

Microbiologicaly: non-sterility
2.1.3. Ķīmiski vai fizikāli

Chemicaly or Physicaly
2.1.4. Bioloģiski

Biologicaly

	 2.2.
	 Importēto pētāmo zāļu sērijas sertifikācija
Batch certification of imported investigational medicinal products

	  
	 2.2.1. Sterilās zāļu formas
Sterile Products
 

2.2.1.1. Aseptiski iegūtas

Aseptically prepared 
2.2.1.2. Sterilizēti galaprodukti (zāļu formu saraksts)

Terminally sterilised (list of dosage forms)
 

	  
	 2.2.2. Nesterilās zāļu formas
Non-sterile products 
 

	  
	 2.2.3. Bioloģiskas izcelsmes zāles 
Biological products 
 
2.2.3.1. No cilvēka asinīm un plazmas iegūtas zāles

Blood products
2.2.3.2. Imunoloģiskie preparāti

Immunological products
2.2.3.3. Šūnu terapijas zāles

Cell therapy products
2.2.3.4. Gēnu terapijas zāles

Gene therapy products
2.2.3.5. Biotehnoloģijas preparāti

Biotechnology products
2.2.3.6. No cilvēka vai dzīvnieku materiāliem izdalīti preparāti

Human or animal extracted products
2.2.3.7. Citas bioloģiskas izcelsmes zāles (brīvs uzskaitījums)

Other biological medicinal products (free text)
 

	  
	 2.2.4. Citas importēšanas darbības (citas nozīmīgas importēšanas darbības, kas nav minētas iepriekš, piemēram, radiofarmaceitisko preparātu, medicīnisko gāzu, augu izcelsmes zāļu vai homeopātisko zāļu importēšana)
Other importation activities (any other relevant importation activity that is not covered above e.g. importation of radiopharmaceuticals, medicinal gases, herbal or homoeopathic products, etc.)
 

2.2.4.1. Radiofarmaceitiskie preparāti vai radionuklīdu ģeneratori

Radiopharmaceuticals or Radionuclide generators
2.2.4.2. Medicīniskās gāzes

Medicinal gases
2.2.4.3. Augu izcelsmes zāles

Herbal products
2.2.4.4. Homeopātiskās zāles

Homoeopathic products
2.2.4.5. Bioloģiski aktīvas izejvielas

Biological active starting materials
2.2.4.6. Citi (brīvs uzskaitījums)

Other (free text)
 


  

Jebkuri ierobežojumi vai paskaidrojošas piezīmes par šīm ražošanas darbībām

	 

	 

	 


 

Any restrictions or clarifying remarks related to the scope of these manufacturing operations
	 

	 

	 


 

3.pielikums
Annex 3 

 

	 Līgumražotāja(-u) ražošanas vietas(-u) adrese(-es)
Address(es) of contract manufacturing site
	  


4.pielikums
Annex 4 

	 Tās(-o) laboratorijas(-u) adrese(-es), kura(-as) veic kvalitātes kontroli, pamatojoties uz līgumu 
Address(es) of contract laboratory(-ies)
	  


5.pielikums
Annex 5 

 

	 Kvalificētās(-o) personas(-u) vārds, uzvārds
	  


Name(s) of Qualified Person(s)
6.pielikums
Annex 6 
 

	 Kvalitātes kontroles struktūrvienības(-u) vadītāja(-u) vārds, uzvārds 
Name(s) of person(s) responsible for quality control
	  

	 Ražošanas struktūrvienības(-u) vadītāja(-u) vārds, uzvārds
Name(s) of person(s) 
responsible for production
	  


7.pielikums
Annex 7 

 

	 Pārbaudes, kas ir par pamatu licences izsniegšanai, datums (dd.mm.gggg)
Date of Inspection on which authorisation was granted (dd.mm.yyyy)
	  

	 Pēdējās pārbaudes joma 
Scope of last Inspection
	  


Annex 8
 

	Given name, surname of the person responsible for ensuring of the conditions of special activity (manufacturing/import of narcotic and psychotropic medicinal products)
	  


 

 

Acting for the Minister for Health,

Minister for Welfare



D. Staķe

Translation © 2007 Tulkošanas un terminoloģijas centrs (Translation and Terminology Centre)
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