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Republic of Latvia

Cabinet
Regulation No. 436
Adopted 26 June 2007


Procedures for the Importation and Exportation of Medicinal Products


Issued pursuant to
Section 5, Clause 3 of the Pharmaceutical Law and Section 28 of the Law on the Legal Trade of Narcotic and Psychotropic Substances and Medicinal Products, and also Precursors
[14 July 2022]
[bookmark: n1][bookmark: n-103032]

I. General Provisions
[bookmark: p1][bookmark: p-1114602]
1. The Regulation prescribes:
1.1. the procedures for the importation and exportation of medicinal products;
1.2. the customs control points (hereinafter – the border crossing points through which the import and export of the substances and medicinal products included in Schedules II and III of Narcotic Substances, Psychotropic Substances and Precursors to be Controlled in Latvia;
1.3. the supervision of the importation and exportation of medicinal products.
[14 July 2022]
[bookmark: p2][bookmark: p-1114610]
2. The Regulation applies to the importation into the customs territory of the European Union of these medicinal products and auxiliary medicinal products (hereinafter – the medicinal products) (imports of medicinal products) and their exportation from the customs territory of the European Union (exports of medicinal products):
2.1. the import of such medicinal products which have been registered in the Register of Medicinal Products of the Republic of Latvia or under the centralised authorisation procedure in accordance with Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human use and establishing a European Medicines Agency (hereinafter – Regulation No 726/2004 of the European Parliament and of the Council);
2.2. the import of such medicinal products that have not been registered in the Register of Medicinal Products of the Republic of Latvia or under the centralised authorisation procedure in accordance with Regulation (EC) No 726/2004 of the European Parliament and of the Council, but have been registered in third countries (hereinafter – the unregistered medicinal products from third countries);
2.3. the import of medicinal products by budget institutions or public benefit organisations in accordance with Council Regulation (EC) No 1186/2009 of 16 November 2009 setting up a Community system of reliefs from customs duty (does not apply to auxiliary medicinal products);
2.4. the import of the samples of medicinal products, including substances used as reference substances for the testing of medicinal products (hereinafter – the samples of reference standards);
2.5. the export of medicinal products and sample medicinal products, including samples of reference standards;
2.6. the import and export of investigational medicinal products.
[14 July 2022]
[bookmark: p2_1][bookmark: p-1114621]
2.1 In free ports, special economic zones and customs warehouses, and also in other storage places for medicinal products referred to in Paragraph 2 of the Regulation, the entry (import) and exit (export) of medicinal products shall be subject to supervision in accordance with the Regulation.
[14 July 2022]
[bookmark: p2_2][bookmark: p-1114622]
2.2 The importation of investigational medicinal products (hereinafter – the investigational medicinal products) specified in Article 2(2)(5) of Regulation (EC) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use and repealing Directive 2001/20/EC (hereinafter – Regulation No 536/2014 of the European Parliament and of the Council), and the import of auxiliary medicinal products specified in Article 2(2)(8) of Regulation No 536/2014 of the European Parliament and of the Council shall be carried out in accordance with Chapter IX of Regulation No 536/2014 of the European Parliament and of the Council and this Regulation.
[14 July 2022]
[bookmark: p3][bookmark: p-1117613]
3. This Regulation shall not apply to:
3.1. the importation of medicinal products from countries of the European Economic Area or the exportation of medicinal products to countries of the European Economic Area;
3.2. the importation and exportation of medicinal products for personal use by a natural person, for example, to medicinal products in the luggage of a traveller;
3.3. medicinal products which a natural person receives or sends as postal items;
3.4. veterinary medicinal products.
[14 September 2010; 14 July 2022]
[bookmark: p4][bookmark: p-1114626]
4. The import and export of the medicinal products referred to in Paragraph 2 of this Regulation (including medicinal products containing the substances (narcotic medicinal products) included in Schedule II of Narcotic Substances, Psychotropic Substances and Precursors to be Controlled in Latvia and the substances (psychotropic medicinal products) included in Schedule III of Narcotic Substances, Psychotropic Substances and Precursors to be Controlled in Latvia) are permitted through border crossing points in which the Food and Veterinary Service performs food safety and non-food product safety, quality and classification checks in relation to compliance with the temperature regime which are specified in the laws and regulations regarding border crossing points and the inspections to be carried out therein.
[14 July 2022]
[bookmark: p5][bookmark: p-103037]
5. The importation and exportation of medicinal products shall be controlled by the customs authorities in accordance with the Customs Law and the relevant laws and regulations that govern the procedures for customs clearance and customs control.
[bookmark: p5_1][bookmark: p-1114627]
5.1 The Health Inspectorate shall carry out market surveillance as regards the medicinal products for human use in accordance with the Pharmaceutical Law, the laws and regulations regarding the distribution and quality control of medicinal products and this Regulation.
[14 July 2022]
[bookmark: p6][bookmark: p-1114630]
6. The Food and Veterinary Service shall carry out documentary checks and also, on the basis of risk analysis, identity and physical checks in accordance with:
6.1. this Regulation;
6.2. Regulation No 2016/793 of the European Parliament and of the Council of 11 May 2016 to avoid trade diversion into the European Union of certain key medicines (codification) (hereinafter – Regulation No 2016/793 of the European Parliament and of the Council);
6.3. Article 14 of Regulation (EC) No 816/2006 of the European Parliament and of the Council of 17 May 2006 on compulsory licensing of patents relating to the manufacture of pharmaceutical products for export to countries with public health problems (hereinafter – Regulation No 816/2006 of the European Parliament and of the Council).
[14 July 2022]
[bookmark: p7][bookmark: p-1117622]
7. [1 January 2023 / See Paragraph 56.3]
[bookmark: p7_1][bookmark: p-1114638]
7.1 The Health Inspectorate shall, prior to the issuing or re-registration of a special authorisation (licence), inspect the conformity of such customs warehouses where medicinal products are intended to be stored for more than 72 hours, premises, equipment, facilities and personnel with the requirements specified in the laws and regulations regarding the distribution of medicinal products. After inspection, the Health Inspectorate shall prepare and issue an inspection deed to the holder of the customs warehouse permit, and also submit it to the State Agency of Medicines.
[14 July 2022]
[bookmark: p7_2][bookmark: p-1117614]
7.2 If the medicinal products are stored in a customs warehouse for up to 72 hours or at a place of temporary storage, the holder of the authorisation for the relevant customs warehouse and the holder of the authorisation for the temporary storage facility has the obligation to notify the Health Inspectorate thereof prior to the commencement of such service. The abovementioned notice shall not apply to the customs warehouses to which the Health Inspectorate has issued an opinion on the conformity of the warehouse with the requirements for the storage of medicinal products and to the customs warehouses specified in the special authorisation (licence) of the medicinal product wholesaler.
[14 July 2022 / Paragraph shall come into force on 1 January 2023. See Paragraph 56.4]
[bookmark: p8][bookmark: p-1117615]
8. The owner or the possessor (hereinafter – the possessor of medicinal products) of a freight of medicinal products shall:
8.1. submit an instruction to the holder of the authorisation for a customs warehouse and the holder of the authorisation for a temporary storage facility, specifying the requirements for the storage of medicinal products in accordance with the storage conditions specified by the medicinal product manufacturer (instructions for use of medicinal products, descriptions of medicinal products). The holder of the authorisation for a customs warehouse and holder of the authorisation for a temporary storage facility shall ensure conditions for the storage of medicinal products in the customs warehouse and temporary storage facility accordingly in compliance with the instructions of the possessor of medicinal products and requirements for the storage of medicinal products in accordance with the guidelines for good distribution practice of medicinal products published by the European Commission (available in the official language on the website of the State Agency of Medicines);
8.2. cover the expenditures that are related to the ensuring of the conditions for the storage of medicinal products in the customs warehouse;
8.3. when importing medicinal products, present them at the places for checks referred to in Paragraph 4 of this Regulation for the check of the Food and Veterinary Service and ensure free access for the officials of the Health Inspectorate to the place where medicinal products are stored in customs warehouses and temporary storage facilities.
[10 June 2008; 29 September 2009; 14 September 2010; 2 February 2016; 14 July 2022]
[bookmark: p9][bookmark: p-478327]
9. An accompanying document issued by the relevant foreign country shall be attached by the possessor of medicinal products to the freight of medicinal products that is imported, and the following information shall be indicated therein:
9.1. the date of the delivery of medicinal products, name of the medicinal products, pharmaceutical form, strength or concentration of the medicinal products and the manufacturing batch number and amount of each medicinal product supplied, the firm name and address of the supplier of the medicinal products (consignor), the firm name of the medicinal product manufacturer, the name of the country of manufacture of the medicinal products and the firm name and address of the consignee of the medicinal products;
9.2. the price for which the medicinal products have been sold to the consignee of the medicinal products.
[13 August 2013]
[bookmark: p10][bookmark: p-103042]
10. If the possessor of medicinal products uses, on the basis of a contract, transport services provided by another person (hereinafter – the commercial carrier) for the import of freight, then the commercial carrier shall, in addition to the requirements laid down in Paragraph 9 of this Regulation, present to the customs authority the contract concluded between the possessor of medicinal products and the commercial carrier for the provision of transport services or the authorisation of the possessor of medicinal products for the performance of the relevant activity.
[bookmark: n2][bookmark: n-103043]
II. Import of Medicinal Products
[bookmark: p11][bookmark: p-1114646]
11. Medicinal products may be imported by a person who, according to the laws and regulations regarding the procedures for the licensing of pharmaceutical activity, has a special authorisation (licence) issued by the State Agency of Medicines for the manufacture or importation of medicinal products with the authorised activity – import of medicinal products (this shall not apply to unregistered medicinal products, samples of medicinal product, and transit of medicinal products – freight of medicinal products that enters from third countries into the places referred to in Paragraph 2.1 of this Regulation and is exported to third countries). Investigational medicinal products may be imported by a person in the special authorisation (licence) for the manufacture/importation of medicinal products of whom it is indicated that the import of investigational medicinal products is permitted.
[14 July 2022]
[bookmark: p11_1][bookmark: p-1114648]
11.1 The special authorisation (licence) for the manufacture and importation of medicinal products issued by the State Agency of Medicines shall not be necessary for a freight of medicinal products that is imported from third countries on the basis of a licence for the manufacture and importation of medicinal products issued by the competent authority of another European Union Member State and that is transported in transit (including placed in a customs warehouse) through the territory of Latvia.
[14 July 2022]
[bookmark: p12][bookmark: p-1117616]
12. A person who is involved in the activities for the performance of which the special authorisation (licence) for the manufacture/importing of medicinal products (hereinafter – the importer of medicinal products) is necessary shall ensure the fulfilment of the following requirements:
12.1. the imported medicinal products, including the investigational medicinal products, have been manufactured in compliance with the requirements that are equivalent to or higher than the principles of and guidelines for good manufacturing practice specified in the Pharmaceutical Law and laws and regulations regarding the procedures for the manufacture and control of medicinal products. Investigational medicinal products are subject to the principles of and guidelines for good manufacturing practice referred to in Article 63 of Regulation No 536/2014 of the European Parliament and of the Council under Chapter II of Commission Delegated Regulation (EU) 2017/1569 of 23 May 2017 supplementing Regulation (EU) No 536/2014 of the European Parliament and of the Council by specifying principles of and guidelines for good manufacturing practice for investigational medicinal products for human use and arrangements for inspections (hereinafter – Commission Delegated Regulation No 2017/1569);
12.2. the medicinal product manufacturer has a relevant authorisation for the manufacture of medicinal products in the relevant country;
12.3. at least one responsible official with corresponding education and professional experience (hereinafter – the qualified person) is permanently and continuously at the disposal thereof. The State Agency of Medicines shall be immediately, but not later than within five days, must be notified in writing of the change of the qualified person;
12.4. a personnel it at the disposal thereof which meets the requirements laid down in the laws and regulations regarding the manufacture and control of medicinal products;
12.5. a possibility to visit the premises of the importer of medicinal products at any time is ensured to officials of the State Agency of Medicines and the Health Inspectorate;
12.6. the qualified person is provided with the possibility to fulfil the requirements referred to in Paragraphs 14, 15 and 16 of this Regulation (in relation to investigational medicinal products – the requirements referred to in Paragraphs 21 and 22 of this Regulation), for example, by placing at the disposal thereof the necessary facilities;
12.7. the principles of and guidelines for good manufacturing practice that have been specified in the laws and regulations regarding the manufacture and control of medicinal products is complied with in the quality control and batch release of the imported medicinal products;
12.8. in the distribution of medicinal products, principles of good distribution practice of medicinal products laid down in the guidelines for good distribution practice of medicinal products published by the European Commission (available in the official language on the website of the State Agency of Medicines) are followed. The requirements laid down in the laws and regulations for the conducting the clinical trials of medicinal products must be complied with in relation to investigational medicinal products.
[2 February 2016; 25 September 2018; 14 July 2022]
[bookmark: p13][bookmark: p-103046]
13. The education and professional experience of the qualified person shall conform to the qualification and professional experience criteria that have been determined in the laws and regulations regarding the manufacture and control of medicinal products.
[bookmark: p14][bookmark: p-103047]
14. The qualified person shall, without prejudice to his or her relationship with the importer of medicinal products, be responsible for ensuring that a full qualitative analysis and quantitative analysis of all active substances is carried out for each batch of imported medicinal products (also if the medicinal products have been manufactured within the European Community (Member States of the European Union and countries of the European Economic Area), exported to third countries and re-imported) and shall also carry out all the other tests and checks that are necessary to ensure the quality of the medicinal products in accordance with the requirements of the medicinal product registration documentation. The quality control of medicinal products shall not be carried out for the batches of imported medicinal products that have undergone such controls in another Member State of the European Community, and the medicinal products have been supplied from another Member State together with a control report signed by the qualified person.
[bookmark: p15][bookmark: p-580832]
15. The quality control of the medicinal products referred to in Paragraph 14 of this Regulation need not be carried out if the medicinal products are imported from the countries that have entered into a mutual recognition agreement with the European Community on the conformity assessment of good manufacturing practice of medicinal products, and this agreement provides that the testing of each batch of medicinal products (the qualitative and quantitative analysis) is carried out in the exporting country. In such case, the certificate of the batch of medicinal products referred to in Paragraph 34 of this Regulation shall accompany each batch of imported medicinal products.
[2 February 2016]
[bookmark: p15_1][bookmark: p-580850]
15.1 The exception referred to in Paragraph 15 of this Regulation shall apply only to the manufacturing activities or pharmaceutical forms that are indicated in the agreement between the European Union and the respective country.
[2 February 2016]
[bookmark: p16][bookmark: p-580854]
16. The qualified person shall certify the batches of medicinal products in all cases by making precise entries in a registration logbook or in an equivalent document provided for that purpose and by certifying with a signature that each batch of the medicinal products has been manufactured and controlled in conformity with the requirements referred to in Paragraphs 14 and 15 of this Regulation. The registration logbook or the equivalent document shall be kept up to date as certain activities are carried out and shall be kept at the undertaking at least for five years after the making of the last entry, ensuring access to such logbook or document to the officials of the State Agency of Medicines and the Health Inspectorate.
[2 February 2016]
[bookmark: p16_1][bookmark: p-679383]
16.1 If the medicinal products are to be placed on the market of the European Union, the qualified person shall ensure that the packaging of the relevant medicinal products has safety features referred to in Article 3(2)(a) and (b) of Commission Delegated Regulation (EU) 2016/161 of 2 October 2015 supplementing Directive 2001/83/EC of the European Parliament and of the Council by laying down detailed rules for the safety features appearing on the packaging of medicinal products for human use (hereinafter – Delegated Regulation No 2016/161).
[15 January 2019 / Paragraph shall be applied from 9 February 2019 in compliance with the transitional measures specified in Articles 48 and 50 of Delegated Regulation No 2016/161. See Paragraph 56.2]
[bookmark: p17][bookmark: p-103051]
17. In order to carry out the quality control of the medicinal products referred to in Paragraph 14 of this Regulation, a quality control laboratory of another person may be used (hereinafter – the contract acceptor), if the importer of medicinal products and the contract acceptor enter into a written contract in compliance with the requirements of Paragraphs 18, 19 and 20 of this Regulation.
[bookmark: p18][bookmark: p-103052]
18. The contract shall clearly define the obligations of the parties, in particular, the obligation of the contract acceptor to comply with the principles of and guidelines for good manufacturing practice, and also the manner in which the qualified person who is responsible for the certification of each batch shall fulfil his or her obligations.
[bookmark: p19][bookmark: p-103053]
19. The contract acceptor shall ensure the fulfilment of the following requirements:
19.1. if a written authorisation has not been received from the importer of medicinal products, the contract acceptor shall not enter into subcontract with a third person for the work which has been entrusted to the contract acceptor in conformity with the contract referred to in Paragraph 17 of this Regulation;
19.2. shall comply with the principles of and guidelines for good manufacturing practice that have been specified in the laws and regulations regarding the manufacture and control of medicinal products and shall also subject oneself to the control of the State Agency of Medicines.
[bookmark: p20][bookmark: p-1114653]
20. Prior to entering into a contract for the performance of the quality control of medicinal products, the importer of medicinal products shall ensure that a statement is provided by the State Agency of Medicines on the conformity of the laboratory to the requirements for good manufacturing practice that have been laid down in the guidelines of the European Commission for good manufacturing practice for medicinal products and investigational medicinal products. If the laboratory is located in another country, the State Agency of Medicines shall establish that the relevant laboratory has a valid certificate of good manufacturing practice in the European Union database on manufacturing and import licences and good manufacturing practice certificates (EudraGMDP database) which includes quality control of the relevant type of testing for which a contract is intended to be entered into.
[14 July 2022]
[bookmark: p21][bookmark: p-1114654]
21. In relation to the investigational medicinal products which have been manufactured in third countries, the qualified person shall be responsible for ensuring that each batch of the medicinal products has been manufactured and checked in conformity with the principles of and guidelines for good manufacturing practice that are at specified in Chapter II of the Commission Delegated Regulation No 2017/1569 and also in conformity with the product specification and information indicated by the sponsor in the submission to the State Agency of Medicines for the receipt of the authorisation for the clinical trial of medicinal products. For investigational medicinal products from a third country used for comparison in a clinical trial and registered in third countries but for which a documentary evidence cannot be obtained that each series has been produced under conditions that are at least equivalent to the principles of good manufacturing practice laid down in Chapter II of Commission Delegated Regulation No 2017/1569 and the guidelines, the qualified person shall be responsible for the analysis, testing and inspection of each batch of the preparation in order to certify that the quality thereof conforms to the information provided by the sponsor to the State Agency of Medicines for the receipt of the authorisation for clinical trials or an authorisation with a condition referred to in the laws and regulations regarding clinical trials.
[14 July 2022]
[bookmark: p22][bookmark: p-1114655]
22. In all cases, the qualified person shall make accurate entries in the registration logbook or other equivalent document intended for this purpose as regards the investigational medicinal products and shall certify with a signature that each batch of medicinal products conforms to the requirements referred to in Paragraph 21 of this Regulation. After specified activities, the registration logbook or the relevant document shall be supplemented and stored in the undertaking for at least five years from the completion or official termination of the last study in which the specific batch of investigational medicinal products was used and shall ensure access to the aforementioned journal or document to officials of the State Agency of Medicines.
[14 July 2022]
[bookmark: p23][bookmark: p-1114656]
23. [14 July 2022]
[bookmark: p24][bookmark: p-581068]
24. The special authorisation (licence) for the manufacture/importation of medicinal products referred to in Paragraph 11 of this Regulation shall apply only to the medicinal products (in relation to investigational medicinal products – to the types of medicinal products and pharmaceutical forms) that have been indicated by the importer of medicinal products in the submission for the receipt of the special authorisation (licence) for the manufacture/importation of medicinal products and that, when issuing the aforementioned special authorisation (licence), have been included by the State Agency of Medicines in the data base in accordance with the laws and regulations regarding the procedures for licensing the pharmaceutical activity.
[2 February 2016]
[bookmark: p25][bookmark: p-1114657]
25. The importer of medicinal products may import narcotic and psychotropic medicinal products that have been indicated in the submission for the receipt of the special authorisation (licence) for the manufacture or importation of medicinal products and that, when issuing the aforementioned special authorisation (licence), have been included by the State Agency of Medicines in the database in accordance with the laws and regulations regarding the procedures for licensing the pharmaceutical activity if a single-use authorisation issued by the State Agency of Medicines which corresponds to the requirements of the Commission on Narcotic Drugs of the United Nations Organisation (hereinafter – the UN) Economic and Social Council is issued for the importation of the respective medicinal products in accordance with the Law on the Legal Trade of Narcotic and Psychotropic Substances and Medicinal Products, and also Precursors. In addition to the requirements laid down in this Regulation, the requirements specified in the Law on the Legal Trade of Narcotic and Psychotropic Substances and Medicinal Products, and also Precursors shall be complied with.
[14 July 2022]
[bookmark: p26][bookmark: p-1114658]
26. The importer of medicinal products may import non-prescription medicinal products that have been included in the Register of Medicinal Products of the Republic of Latvia or that have been centrally registered in accordance with Regulation No 726/2004 of the European Parliament and of the Council on behalf of budget institutions or public benefit organisations.
[14 July 2022]
[bookmark: n3][bookmark: n-103064]
III. Importation of the Samples of Medicinal Products and Unregistered Medicinal Products from Third Countries
[bookmark: p27][bookmark: p-1114659]
27. Unregistered medicinal products may be imported from third countries by a person who, in accordance with the laws and regulations regarding the licensing of pharmaceutical activity, has received the special authorisation (licence) issued by the State Agency of Medicines for the wholesale distribution of medicinal products for human use and who has the authorisation for the distribution of unregistered medicinal products issued by the State Agency of Medicines in accordance with the procedures specified in the laws and regulations regarding the distribution and quality control of medicinal products for the individually assigned medicinal products.
[14 July 2022]
[bookmark: p27_1][bookmark: p-1114660]
27.1 Unregistered narcotic and psychotropic medicinal products may be imported from third countries by a person, if, in addition to the requirements referred to in Paragraph 27 of this Regulation, a single-use authorisation issued by the State Agency of Medicines which corresponds to the requirements of the Commission on Narcotic Drugs of the UN Economic and Social Council is issued for the import of the specific medicinal products in accordance with the Law on the Legal Trade of Narcotic and Psychotropic Substances and Medicinal Products, and also Precursors.
[14 July 2022]
[bookmark: p27_2][bookmark: p-1114661]
27.2 The requirements specified in Paragraph 27 of this Regulation shall also apply to unregistered non-prescription medicinal products referred to in Paragraph 26 of this Regulation.
[14 July 2022]
[bookmark: p28][bookmark: p-1114662]
28. Samples of medicinal products may be imported on the basis of the authorisation referred to in Paragraph 28.1 of this Regulation, if they are intended:
28.1. for the registration of medicinal products by submitting them to the State Agency of Medicines;
28.2. for use in research or development testing in Latvia or other countries (not applicable to investigational medicinal products, including medicinal products used for comparison, including placebo);
28.3. to be used for educational purposes;
28.4. to be used as samples of reference standards in testing.
[14 July 2022]
[bookmark: p28_1][bookmark: p-580941]
28.1 Samples of medicinal products (except for the samples of narcotic and psychotropic medicinal products) may be imported from third countries by a person who has the authorisation for the importation of the samples of medicinal products into the Republic of Latvia issued by the State Agency of Medicines (Annex 1). After the importation of the number of packaging units of medicinal products indicated in the authorisation, a new authorisation shall be needed for a recurrent importation of medicinal products.
[2 February 2016]
[bookmark: p28_2][bookmark: p-1114672]
28.2 Samples of narcotic drugs and psychotropic medicinal products may be imported by a person who, in accordance with the Law on the Legal Trade of Narcotic and Psychotropic Substances and Medicinal Products, and also Precursors, has a single-use authorisation issued by the State Agency of Medicines which corresponds to the requirements of the Commission on Narcotic Drugs of the UN Economic and Social Council. In this case, the authorisation issued by the State Agency of Medicines referred to in Paragraph 28.1 of this Regulation for the importation of samples of medicinal products into the Republic of Latvia shall not be necessary.
[14 July 2022]
[bookmark: p29][bookmark: p-1114674]
29. In order to receive the authorisation for the importation of the samples of medicinal products, the applicant for the authorisation shall submit a submission to the State Agency of Medicines in conformity with the requirements specified in Annex 2 to this Regulation. The submission shall include a certification in which the need for importing samples of medicinal products for the specific purpose specified in the submission is justified.
[14 July 2022]
[bookmark: p29_1][bookmark: p-1114675]
29.1 In order to receive the authorisation for the importation of the samples of medicinal products, the following persons shall be entitled to submit the submission:
29.1 1. a person who, in accordance with the laws and regulations regarding the procedures for licensing pharmaceutical activity, has received the special authorisation (licence) issued by the State Agency of Medicines for the manufacture or importation of medicinal products or the special authorisation (licence) for the wholesale distribution of medicinal products for human use;
29.1 2. the person referred to in Section 25.1 of the Pharmaceutical Law to whom the special authorisation (licence) which gives the right to the wholesale or manufacture of medicinal products has been issued in a Member State of the European Union or a country of the European Economic Area.
[14 July 2022]
[bookmark: p29_2][bookmark: p-1114678]
29.2 The authorisation for the importation of the samples of medicinal products shall indicate accordingly to whom the holder of the authorisation is entitled to distribute the samples of medicinal products:
29.2 1. samples for the registration of medicinal products – to the person who submits medicinal products for registration to the State Agency of Medicines;
29.2 2. samples for research or development testing – to the person engaged in research or development testing in Latvia or other countries;
29.2 3. samples for educational purposes – to an educational institution;
29.24. for testing – a test laboratory in Latvia or other countries.
[14 July 2022]
[bookmark: p30][bookmark: p-103070]
30. The State Agency of Medicines shall, within five working days after receipt of the submission referred to in Paragraph 29 of this Regulation, verify whether the provided information meets the requirements laid down in this Regulation. If the provided information is incomplete or incorrect, the State Agency of Medicines shall request in writing additional information.
[bookmark: p31][bookmark: p-103071]
31. The State Agency of Medicines shall take the decision to refuse to issue the authorisation for the importation of the samples of medicinal products, if the information requested (justification) has not been received from the submitter of the submission within one month after requesting the additional information referred to in Paragraph 29 of this Regulation.
[bookmark: p32][bookmark: p-1114683]
32. [14 July 2022]
[bookmark: p32_1][bookmark: p-1114684]
32.1 The expenditures which are related to the issue of the authorisation for the importation of the samples of medicinal products shall be covered by the submitter of the submission according to the price list of the paid services provided by the State Agency of Medicines. The State Agency of Medicines shall issue the authorisation for the importation of the samples of medicinal products to the applicant for the authorisation in the form of an electronic document within three working days after taking the decision by sending it to the electronic mail address indicated in the submission. The authorisation in the form of a printed document shall be issued upon a request within three working days for an additional fee according to the price list of the paid services provided by the State Agency of Medicines.
[14 July 2022]
[bookmark: n4][bookmark: n-103075]
IV. Exportation of Medicinal Products
[bookmark: p33][bookmark: p-1114685]
33. Medicinal products, including investigational medicinal products and samples of medicinal products, may be exported by a person who, in accordance with the laws and regulations regarding the procedures for licensing pharmaceutical activity, has received the special authorisation (licence) issued by the State Agency of Medicines for the manufacture or importation of medicinal products or the special authorisation (licence) for the wholesale distribution of medicinal products for human use in which a condition – the exportation of medicinal products – has been specified (special authorisation (licence) for the opening (operation) of a medicinal product wholesaler). The special authorisation (licence) for the manufacture/importation of medicinal products issued by the State Agency of Medicines shall not be necessary for the freight of medicinal products that is exported to third countries on the basis of the authorisation for the manufacture/importation of medicinal products issued by a competent authority of another European Union Member State, and that is transported in transit through the territory of Latvia (including placed in the customs warehouse).
[14 July 2022]
[bookmark: p33_1][bookmark: p-1114686]
33.1 Narcotic and psychotropic medicinal products and samples of medicinal products may be exported by a person who, in addition to the special authorisations (licences) referred to in Paragraph 33 of the Regulation, has a single-use authorisation issued by the State Agency of Medicines that corresponds to the requirements of the Commission on Narcotic Drugs of the UN Economic and Social Council for the exportation of the specific medicinal products in accordance with the procedures specified by the Law on the Legal Trade of Narcotic and Psychotropic Substances and Medicinal Products, and also Precursors.
[14 July 2022]
[bookmark: p33_2][bookmark: p-581004]
33.2 The person who exports medicinal products shall ensure the following:
33.2 1. the requirements specified in the guidelines for good distribution practice of medicinal products which are published by the European Commission (available in the official language on the website of the State Agency of Medicines) are complied with;
33.2 2. the medicinal products are supplied to such persons in the third countries who are entitled to receive them for the wholesale distribution or delivery thereof to population in the third countries. For all supplies of medicinal products, a document shall be enclosed where the following is indicated:
33.2 2.1. the date of supply;
33.2 2.2. the name of the medicinal product, the form and strength or concentration of the medicinal product;
33.2 2.3. the supplied quantity (for each medicinal product);
33.2 2.4. the name and address of the consignee and supplier;
33.2 2.5. the manufacturing serial number of each supplied batch of medicinal products.
[2 February 2016]
[bookmark: p33_3][bookmark: p-1114688]
33.3 A person who has received the samples of medicinal products referred to in Paragraph 28 of the Regulation to be used for research or development testing, or as samples of reference standards in testing, but the use of these samples for research or development testing, or in testing is intended in a third country may export such samples to the relevant country for distribution to the recipient of the samples of medicinal products in the third country indicated in the authorisation.
[14 July 2022]
[bookmark: p34][bookmark: p-103077]
34. If a manufacturer registered in Latvia exports medicinal products to a country which has entered into a mutual recognition agreement for the conformity assessment of medicinal product good manufacturing practice with the European Community, a certificate of the batch of medicinal products signed by the qualified person in which information has been indicated in accordance with Annex 3 to this Regulation shall be attached to each batch of the medicinal products to be exported.
[bookmark: p35][bookmark: p-478329]
35. The State Agency of Medicines shall, on the basis of a submission of the medicinal product manufacturer, exporting country, importing country or the competent authority of the importing country shall issue the following:
35.1. a product certificate (Annex 4). A product, within the meaning of this Paragraph, shall be such medicinal products in the final pharmaceutical form thereof intended for humans and the active substances for the use in such pharmaceutical forms, which, in accordance with the procedures laid down in the laws and regulations governing pharmaceutical activities, have been subject to control in the exporting country and in the importing country. The product certificate shall conform to the form recommended by the World Health Organisation (WHO) and shall determine the status of the product, as well as the status of the certificate requester in the exporting country. The certificate shall be intended only for a product of one type;
35.2. a statement on the licensing status of the pharmaceutical product (Annex 5). This statement shall be intended for a representative of the importer of medicinal products who participates in international offers (tenders) in accordance with the requirements of the invitation. This statement shall denote that the specific medicinal products have been registered in the Republic of Latvia (exporting country) and they are permitted to be distributed. Upon request of the applicant and the medicinal product registration owner, if they are different persons, the State Agency of Medicines shall issue the product certificate referred to in Sub-paragraph 35.1 of this Regulation for each product referred to in the statement.
[13 August 2013]
[bookmark: p35_1][bookmark: p-307241]
35.1 The State Agency of Medicines shall, on the basis of a submission by the manufacturer of medicinal products or active substance (product) registered in Latvia or a request of the competent authority of the third country, issue a product certificate in an abridged format – a pharmaceutical product certificate or free trade certificate (hereinafter – the abridged certificate). The abridged certificate shall be issued per one product type (in Latvian and English). If one medicinal product has different strengths, they shall be considered as one type product. If one medicinal product has different pharmaceutical forms (for example, pellets, solution), a separate submission shall be submitted and the abridged certificate shall be issued for each pharmaceutical form.
[29 September 2009]
[bookmark: p35_2][bookmark: p-307242]
35.2 The abridged certificate shall be drawn up, taking into account the requirements of the third country specified in the submission insofar as they are not in contradiction with the guidelines of the World Health Organisation (WHO) for the certification scheme on the quality of pharmaceutical products moving in international commerce. The abridged certificate shall provide at least the following information:
35.2 1. the certificate name: “Pharmaceutical Product Certificate” or “Free Trade Certificate” in conformity with the requirements of the third country;
35.2 2. the product name. Strength (quantity of active substance(-s)
per strength, volume and mass unit) and pharmaceutical form shall be specified for medicinal products. The international non-proprietary name (INN) shall be specified for the active substance, or, if there is not any, the chemical name. The registration number, registration date and term of validity, if any has been determined, shall be determined for the medicinal products registered in Latvia;
35.2 3. the composition of the product. Strength per one strength unit (packaging unit) shall be specified for the active substance;
35.2 4. the name of the manufacturer (the firm name of the merchant), unified registration number in the Commercial Register, legal address, name, number, issuer, date of issue, term of validity of the special authorisation (licence) (if any) and address of the production unit;
35.2 5. the given name, surname or firm name and legal address of the person responsible for placing on the market of the medicinal product (applies to the medicinal products registered in Latvia);
35.2 6. the given name, surname or firm name and legal address of the person in whose name it is intended to register medicinal products (applies to the medicinal products submitted for registration in Latvia or in another country);
35.2 7. if medicinal products are under registration procedure, it shall be specified. If the registration of medicinal products is not intended, “not intended to be registered for placing on the market in Latvia” or “intended only for exportation” shall be indicated. If the medicinal products or active substance may not be distributed in Latvia, the relevant reason shall be specified, for example, “registration suspended”, “registration annulled” or “registration refused”. “Not to be registered” or “intended only for exportation” shall be indicated for the active substance;
35.2 8. a certification that the relevant product may be freely sold on the market of the particular third country in accordance with the requirements laid down in the laws and regulations of the relevant country and on the basis of quality specifications of the particular manufacturer (specify the name) and that the particular manufacturer subject to regular inspection and certification procedure of good manufacturing practice (specify the frequency of the carrying out of inspections in accordance with the procedures laid down in the laws and regulations regarding manufacture and control of medicinal products) is responsible for the quality of the aforementioned product.
[29 September 2009]
[bookmark: p35_3][bookmark: p-1114690]
35.3 It shall be determined in the abridged certificate that the quality specification of the compliant product has been drawn up on the basis of the quality indicators of the European Pharmacopoeia and the quality specification of the manufacturer of the active substance, if the requester of the abridged certificate has stipulated the necessity of such information in a submission justifying it with the requirements of the third country. This information need not be indicated if the active substance has a certificate of conformity issued by the European Directorate for the Quality of Medicines.
[14 July 2022]
[bookmark: p35_4][bookmark: p-307244]
35.4 A copy of the description of the medicinal product, instructions for use and labelling shall be appended to the abridged certificate. The abovementioned requirement shall not apply to the abridged certificate form which is issued for an active substance.
[29 September 2009]
[bookmark: p36][bookmark: p-478330]
36. In order to receive the product certificate referred to in Sub-paragraph 35.1 of this Regulation, the medicinal product manufacturer shall submit a submission to the State Agency of Medicines in which the following shall be indicated:
36.1. the given name, surname or firm name and address, as well as contact information (telephone, fax and electronic mail address) of the applicant for the certificate;
36.2. the status of the applicant for the certificate:
36.2.1. manufactures the dosage form;
36.2.2. packages and labels the dosage form which is manufactured by another independent manufacturer;
36.2.3. is not involved in the activities referred to in Sub-paragraphs 36.2.1 and 36.2.2 of this Regulation;
36.3. if the applicant for a certificate is not the manufacturer of the dosage form, the firm name and address of the manufacturer of the dosage form shall be indicated;
36.4. the name, strength and dosage form of the product:
36.4.1. in Latvia;
36.4.2. in other countries;
36.5. the name of the active substances (by using the international non-proprietary name (INNs) or national non-proprietary name) and the amount thereof in one strength;
36.6. a full composition, including excipients (the quantitative composition shall also be indicated if a consent with the product registration certificate owner has been attached);
36.7. whether the product has been registered in Latvia;
36.8. whether the product is distributed in Latvia;
36.9. the number of the product registration certificate and date of issue (if necessary, whether the registration certificate is provisional, or the product has not yet been approved shall be indicated);
36.10. the given name and address of the medicinal product registration owner;
36.11. the status of the medicinal product registration owner in accordance with Sub-paragraphs 36.2.1, 36.2.2 and 36.2.3 of this Regulation;
36.12. if the medicinal product registration owner is not the manufacturer of the pharmaceutical form, the firm name and address of the manufacturer of the pharmaceutical form shall be indicated and a document certifying that the medicinal product registration owner agrees to make such information available to the public shall be attached;
36.13. if the registration certificate is not requested for the product, one of the following reasons why it is not necessary shall be indicated:
36.13.1. the product has been created only for special medical treatment, mostly for the treatment of tropical diseases which are not endemic in Latvia;
36.13.2. the product has been reformulated to improve its stability under tropical conditions;
36.13.3. the product has been reformulated to exclude excipients in the composition thereof not approved for use in the importing country;
36.13.4. the product has been reformulated in order to create another maximum possible strength limit for an active substance;
36.13.5. other reasons (specify which);
36.14. if the status of the medicinal product registration owner or the applicant for the certificate corresponds to the status referred to in Sub-paragraph 36.2.2 or 36.2.3 of this Regulation (especially if a foreign manufacturer is involved in the manufacture of the product), the applicant for the certificate shall submit information to the State Agency of Medicines in which the conformity of each party involved in the manufacture in relation to each stage of the manufacturing process and the final product are determined, as well as the type and amount of the control carried out by each party.
[13 August 2013]
[bookmark: p37][bookmark: p-478331]
37. In order to receive the statement on the licensing status of pharmaceutical product referred to in Sub-paragraph 35.2 of this Regulation, a person shall submit a submission to the State Agency of Medicines in which the following is indicated:
37.1. the given name, surname or firm and address, as well as contact information (telephone, fax and electronic mail address) of the applicant for the certificate;
37.2. the importing country;
37.3. the name of the product, strength and pharmaceutical form, the name of the active substances (by using the international non-proprietary names (INNs) or national non-proprietary names) and the amount thereof in one strength, the number of the registration certificate and date of issue. If the product has not been registered, “not required” or “not requested”, or “under consideration”, or “refused” shall be indicated as appropriate.
[13 August 2013]
[bookmark: p37_1][bookmark: p-478332]
37.1 In order to receive the abridged certificate referred to in Paragraph 35.1 of this Regulation, a medicinal product manufacturer registered in Latvia shall submit a submission to the State Agency of Medicines. The submission shall indicate:
37.1 1. the given name, surname or firm name and address, as well as contact information (telephone, fax and electronic mail address) of the applicant for the certificate;
37.1 2. the third country, the competent institution and the requirements to be specified in the abridged certificate, as well as the requirements of the third country for the validity of the certificate of good manufacturing practice, if any have been determined;
37.1 3. the information referred to in Sub-paragraphs 35.2 1, 35.2 2, 35.2 3, 35.2 4, 35.2 5, 35.2 6 and 35.1 7 of this Regulation. If medicinal products have been submitted for registration, the country (countries) where the submission for registration has been submitted shall be specified. If the product has not been registered in Latvia, the country (countries)
in which the product has been registered shall be specified;
37.1 4. if the information referred to in Paragraph 35.3 of this Regulation is to be included in the abridged certificate, the quality specification of the product shall be appended to the submission. The quality specification (specifications) of the manufacturer of active substance (substances) shall also be submitted for the medicinal products.
[29 September 2009; 13 August 2013]
[bookmark: p38][bookmark: p-581086]
38. The State Agency of Medicines shall issue the product certificate and the statement on the licensing status of the pharmaceutical product referred to in Paragraph 35 of this Regulation within 30 days after receipt of the submission. The expenditures associated with the issue of the product certificate shall be covered by the submitter of the submission in accordance with the price list of the paid services provided by the State Agency of Medicines. The State Agency of Medicines shall issue the certificate and the statement on the licensing status of the pharmaceutical product in the form of an electronic document, sending it to the electronic mail address indicated in the submission. The certificate and statement or its duplicate shall, upon request, be issued in the form of a printed document within three working days for an additional fee in accordance with the price list of the paid services provided by the State Agency of Medicines.
[13 August 2013; 2 February 2016]
[bookmark: p38_1][bookmark: p-581090]
38.1 The State Agency of Medicines shall issue the abridged certificate referred to in Paragraph 35.1 of this Regulation within 30 days after receipt of a submission. If the product certificate referred to in Sub-paragraph 35.1 of this Regulation has been issued for the product and repeat assessment of good manufacturing practice or assessment of the data referred to in Paragraph 35.3 of this Regulation is not necessary, the State Agency of Medicines shall issue the abridged certificate referred to in Paragraph 35.1 of this Regulation within 10 days after receipt of the submission. The expenditures associated with the issue of the abridged certificate shall be covered by the submitter of the submission in accordance with the price list of the paid services of the State Agency of Medicines.
[29 September 2009; 2 February 2016]
[bookmark: p38_2][bookmark: p-581091]
38.2 The State Agency of Medicines shall issue the abridged certificate in the form of an electronic document, sending it to the electronic mail address indicated in the submission. The certificate and statement or its duplicate shall, upon request, be issued in the form of a printed document within three working days for an additional fee in accordance with the price list of the paid services provided by the State Agency of Medicines.
[13 August 2013; 2 February 2016]
[bookmark: p38_3][bookmark: p-478335]
38.3 The submission for the issue of the product certificate referred to in Sub-paragraph 35.1 of this Regulation, the statement on the product licensing status referred to in Sub-paragraph 35.2 of this Regulation and the abridged certificate referred to in Paragraph 35.1 of this Regulation may be submitted in the form of an electronic document, preparing it in accordance with the laws and regulations regarding drawing up of electronic documents.
[13 August 2013]
[bookmark: p39][bookmark: p-204747]
39. If an inspection of the manufacturing site of the active substance and conformity assessment of good manufacturing practice of the active substance is necessary for the issue of the certificate referred to in Sub-paragraph 35.1 of this Regulation for a product that is an active substance to be used in pharmaceutical form, the applicant for the certificate shall request the State Agency of Medicines to carry out the conformity assessment of the manufacturing of the active substances. The abovementioned inspection shall be carried out and the certificate of good manufacturing practice shall be issued by the State Agency of Medicines in accordance with the procedures laid down in the laws and regulations regarding the manufacture and control of medicinal products.
[10 June 2008]
[bookmark: p39_1][bookmark: p-307248]
39.1 Should an inspection of the manufacturing site of the product and conformity assessment of good manufacturing practice need to be made for issuing the abridged certificate referred to in Paragraph 35.1 of this Regulation, the applicant for the certificate shall request the State Agency of Medicines to carry out the conformity assessment of good manufacturing practice and to issue the certificate of good manufacturing practice. Such inspection shall be carried out and the certificate of good manufacturing practice shall be issued by the State Agency of Medicines in accordance with the procedures laid down in the laws and regulations regarding the manufacture and control of medicinal products.
[29 September 2009]
[bookmark: n5][bookmark: n-103090]
V. Supervision and Sanctions
[bookmark: p40][bookmark: p-1117617]
40. The Food and Veterinary Service shall:
40.1. control the conformity of the importation of medicinal products with the requirements specified in Sub-paragraphs 8.3 and 9.1 of this Regulation and in Paragraphs 6, 11, 25, 27, 27.1, 27.2, 28, 28.1, 28.2, 43 and 43.1 of this Regulation;
40.2. control the importation of medicinal products and also the conformity of transport and storage conditions (including temperature regime) with the instructions of the medicinal product manufacturer;
40.3. provide information to the Health Inspectorate on the violations of the requirements laid down in this Regulation.
[10 June 2008; 29 September 2009; 14 September 2010; 2 February 2016; 14 July 2022]
[bookmark: p41][bookmark: p-1114697]
41. The Food and Veterinary Service is entitled to prohibit the importation of medicinal products:
41.1. in the following cases:
41.1.1. the accompanying freight documents do not conform to the requirements laid down in Sub-paragraph 9.1 of the Regulation or the medicinal products cannot be identified (there is no labelling);
41.1.2. the imported medicinal products are not indicated in the database of the State Agency of Medicines in accordance with the laws and regulations regarding the procedures for licensing pharmaceutical activity;
41.1.3. the medicinal products do not have the relevant licences or authorisations referred to in Paragraphs 11, 25, 27, 27.1, 27.2, 28, 28.1, and 28.2 of the Regulation or they are not valid;
41.1.4. the requirements for the transportation of medicinal products (including the storage temperature regime) have been violated;
41.1.5. the medicinal products have expired;
41.1.6. the consignor and the consignee of the freight of the medicinal products cannot be identified;
41.2. in accordance with Article 9 of the Council Regulation No 2016/793, if it has been determined that the imported medicinal products are the tiered-priced products that have been included in Annex 1 to the Council Regulation No 2016/793; 
41.3. in accordance with Article 14 of the Council Regulation No 816/2006, if there are grounds for suspecting that the importation prohibition in relation to the medicinal products that have been manufactured in accordance with a compulsory licence laid down in Article 13(1) of the Council Regulation No 816/2006 has been breached;
41.4. if the special authorisation (licence) for pharmaceutical activity issued to a merchant who imports the medicinal products referred to in Sub-paragraph 41.1.2 of this Regulation is not in effect;
41.5. if the rapid alert statement of the Health Inspectorate on a suspected quality defect and withdrawal of medicinal products from the market applies to the imported medicinal products in accordance with the laws and regulations regarding the procedures for the distribution and quality control of medicinal products;
41.6. if there are suspicions of possibly falsified medicinal products.
[14 July 2022]
[bookmark: p42][bookmark: p-1114724]
42. The Food and Veterinary Service shall notify the Health Inspectorate of the decision on the day when it is taken.
[14 July 2022]
[bookmark: p43][bookmark: p-1117618]
43. [1 January 2023 / See Paragraph 56.5]
[bookmark: p43_1][bookmark: p-1117619]43.1 Medicinal products the importation of which is prohibited in accordance with Paragraph 41 of this Regulation shall be diverted to the customs warehouse which has received the special authorisation (licence) referred to in Paragraph 7.1 of this Regulation.
[14 July 2022 / Paragraph shall come into force on 1 January 2023. See Paragraph 56.6]
[bookmark: p44][bookmark: p-1114730]
44. If the Food and Veterinary Service has prohibited the importation of medicinal products in accordance with Paragraph 41 of the Regulation, the Health Inspectorate shall, after final clarification of the circumstances, take the decision to revoke the suspension of the importation of medicinal products or on the further movement of the medicinal product and shall notify the customs authority of the decision taken.
[14 July 2022]
[bookmark: p45][bookmark: p-581022]
45. [2 February 2016]
[bookmark: p46][bookmark: p-581027]
46. The expenditures associated with the disposal or re-exportation of the specific freight of medicinal products shall be covered by the person to whom the prohibition of placing medicinal products on the market (the possessor of the medicinal products) provided for in Regulation No 765/2008 of the European Parliament and of the Council refers.
[2 February 2016]
[bookmark: p47][bookmark: p-103100]
47. The State Agency of Medicines shall control the conformity of the importer of medicinal products with the requirements laid down in Paragraphs 12, 14, 15, 16, 17, 18, 19, 20, 21, 22 and 23 of this Regulation in accordance with the procedures laid down in laws and regulations regarding the manufacture and control of medicinal products.
[bookmark: p48][bookmark: p-103101]
48. The importer of medicinal products shall provide the following data to the officials of the State Agency of Medicines during the check:
48.1. data on the quality control of each batch of the medicinal products (that has been carried out in a country of the European Economic Area) in accordance with the medicinal product registration documentation;
48.2. all copies of the control reports approved by a qualified person on immunological preparations and medicinal products derived from human blood or plasma.
[bookmark: p49][bookmark: p-581036]
49. The Health Inspectorate shall, based on a report of the State Agency of Medicines, be entitled to suspend the importation of the medicinal products referred to in a file of the special authorisation (licence) of the importer for specific or all medicinal products or, by evaluating each case separately in cooperation with the State Agency of Medicines, to decide on suspension of the importation of medicinal products if:
49.1. the quality control of the medicinal products and the batch release do not conform to the requirements laid down in Paragraphs 14, 15 and 16 of this Regulation;
49.2. the qualified person does not fulfil the obligations laid down in Paragraphs 14, 15 and 16 of this Regulation (in relation to the investigational medicinal products – Paragraphs 21 and 22 of this Regulation);
49.3. the importer of medicinal products does not provide the data and information laid down in Paragraph 48 of this Regulation during the check;
49.4. the importer of medicinal products performs its pharmaceutical activities in the area (address) and premises that are not indicated in the respective special authorisation (licence) and submission for the receipt thereof, as well as in the file of the licence;
49.5. the importer of medicinal products imports the medicinal products that are not indicated in the respective submission for the receipt of the special authorisation (licence) and file of the licence (this shall not refer to samples of medicinal products and unregistered medicinal products);
49.6. the importer of medicinal products has no qualified personnel whose qualification and professional experience correspond to the requirements laid down in the laws and regulations regarding the procedures for the manufacture and control of medicinal products;
49.7. manufacture of the imported medicinal products or active substances of medicinal products does not comply with the requirements for good manufacturing practice of medicinal products or active substances;
49.8. medicinal products or active substances of medicinal products are falsified.
[10 June 2008; 2 February 2016]
[bookmark: p50][bookmark: p-103103]
50. The State Agency of Medicines shall fulfil the obligations of the competent supervisory authority referred to in Article 19 of Regulation No 726/2004 of the European Parliament and of the Council in relation to medicinal products that in accordance with the aforementioned Regulation have been registered under the centralised licensing procedure and have been imported from third countries.
[bookmark: p51][bookmark: p-1117628]
51. The Health Inspectorate shall:
51.1. monitor whether the distribution and transportation of medicinal products in the areas referred to in Paragraph 2.1 of this Regulation complies with the requirements laid down in this Regulation, laws and regulations regarding the distribution of medicinal products, and the guidelines for good distribution practice of medicinal products published by the European Commission (available in the official language on the website of the State Agency of Medicines);
51.2. [1 January 2023 / See Paragraph 56.7];
51.3. is entitled to request and receive information which is related to the fulfilment of this Regulation from the State Agency of Medicines, the Food and Veterinary Service and other competent State institutions;
51.4. provide the necessary information to the State Agency of Medicines, the Food and Veterinary Service and other competent State institutions;
51.5. inform the European Commission of all decisions that have been taken in accordance with the fulfilment of the requirements of Council Regulation No 2016/793 of the European Parliament and of the Council;
51.6. inform the European Commission of any decisions in relation to the confiscation or disposal of products that have been taken in accordance with Regulation No 816/2006 of the European Parliament and of the Council.
[10 June 2008; 29 September 2009; 14 September 2010; 2 February 2016; 14 July 2022 / See Paragraph 56.7]
[bookmark: p52][bookmark: p-103105]
52. The officials of the relevant institutions shall not disclose trade secrets of the controlled person which have become known to them during the performance of their official duties in accordance with this Regulation.
[bookmark: p53][bookmark: p-307264]
53. The Health Inspectorate, the State Agency of Medicines, the Food and Veterinary Service and the customs authorities shall, within the scope of their competence, ensure prompt mutual exchange of information, as well as, in order to prevent the diversion of medicinal products to illegal circulation, provide information to the law enforcement institutions and the Ministry of Health on the facts of which they have become aware.
[10 June 2008; 29 September 2009]
[bookmark: p53_1][bookmark: p-478337]
53.1 The Health Inspectorate, the State Agency of Medicines and the Food and Veterinary Service shall co-operate within the scope of their competence to ensure that the medicinal products which are imported and which are not intended to be placed on the market of the European Union do not enter circulation, if there are justified suspicions that they are falsified.
[13 August 2013]
[bookmark: p53_2][bookmark: p-478338]
53.2 The customs authorities shall notify the Health Inspectorate and the State Agency of Medicines without delay, if there are suspicions of possibly falsified medicinal products.
[13 August 2013]
[bookmark: n6][bookmark: n-103107]
VI. Closing Provisions
[bookmark: p54][bookmark: p-103108]
54. Cabinet Regulation No. 88 of 27 February 2001, Regulations regarding the Import, Export and Distribution of Medicinal Products and Requirements for the Opening and Operation of Medicinal Product Wholesalers (Latvijas Vēstnesis, 2001, No. 35, 52; 2003, No. 114; 2004, No. 69), is repealed.
[bookmark: p55][bookmark: p-103109]
55. The medicinal product wholesalers to which, on the day of coming into force of this Regulation, the special authorisation (licence) for the opening (operation) of a medicinal product wholesaler with a condition of special activity – the importation of medicinal products into Latvia from a country which is not located in the European Economic Area, and the authorisation issued by the State Agency of Medicines for the importation of the respective medicinal products into the Republic of Latvia from third countries has been issued are entitled to import medicinal products until the receipt of the special authorisation (licence) for the manufacture/importation of medicinal products referred to in the laws and regulations laying down the procedures for the issuing, suspension, re-registration, and revocation of the special authorisation (licence) for pharmaceutical activity, but not longer than until 1 January 2008.
[bookmark: p56][bookmark: p-103110]
56. The sponsor to which, on the day of coming into force of this Regulation, the authorisation for the import of medicinal products for human use intended for clinical trials into the Republic of Latvia has been issued by the State Agency of Medicines is entitled to import the investigational medicinal products until the receipt of the special authorisation (licence) for the manufacture/importation of the medicinal products referred to in the laws and regulations laying down the procedures for the issuing, suspension, re-registration, and revocation of the special authorisation (licence) for pharmaceutical activity, but not longer than until 1 January 2008.
[bookmark: p56_1][bookmark: p-478339]
56.1 The requirement which applies to the issuing of the documents referred to in Paragraphs 32.1, 38, 38.2 and 38.3 of this Regulation in the form of a printed document for an additional fee shall be applicable from 1 July 2014.
[13 August 2013]
[bookmark: p56_2][bookmark: p-679384]
56.2 Paragraph 16.1 of this Regulation shall be applied from 9 February 2019 in compliance with the transitional measures specified in Articles 48 and 50 of Delegated Regulation No 2016/161.
[15 January 2019]
[bookmark: p56_3][bookmark: p-1114733]
56.3 Paragraph 7 of this Regulation shall be in force until 31 December 2022.
[14 July 2022]
[bookmark: p56_4][bookmark: p-1117629]
56.4 Paragraph 7.2 of this Regulation shall come into force on 1 January 2023.
[14 July 2022]
[bookmark: p56_5][bookmark: p-1114735]
56.5 Paragraph 43 of this Regulation shall be in force until 31 December 2022.
[14 July 2022]
[bookmark: p56_6][bookmark: p-1117630]
56.6 Paragraph 43.1 of this Regulation shall come into force on 1 January 2023.
[14 July 2022]
[bookmark: p56_7][bookmark: p-1114739]
56.7 Sub-paragraph 51.2 of this Regulation shall be in force until 31 December 2022.
[14 July 2022]
[bookmark: p57][bookmark: p-105463]
57. This Regulation shall come into force on 1 August 2007.
[bookmark: 1117623]
[bookmark: es-1117623]Informative Reference to the European Union Directives
[29 September 2009; 13 August 2013; 25 September 2018; 14 July 2022]
[bookmark: p213][bookmark: p-478421]
This Regulation contains legal norms arising from:
1) [25 September 2018 / See Paragraph 2 of Amendments];
2) 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;
3) [25 September 2018 / See Paragraph 2 of Amendments];
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) [14 July 2022];
6) [25 September 2018 / See Paragraph 2 of Amendments];
7) Commission Directive (EU) 2017/1572 of 15 September 2017 supplementing Directive 2001/83/EC of the European Parliament and of the Council as regards the principles and guidelines of good manufacturing practice for medicinal products for human use;
8) Directive 2011/62/EU of the European Union and of the Council of 8 June 2011 amending Directive 2001/83/EC on the Community code relating to medicinal products for human use, as regards the prevention of the entry into the legal supply chain of falsified medicinal products.


Prime Minister	A. Kalvītis

Acting for the Minister for Health, Minister for Welfare	D. Staķe
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Cabinet Regulation No. 436
[bookmark: piel-1114745][bookmark: piel1]26 June 2007
[14 July 2022]
[bookmark: 1114747][bookmark: n-1114747]

Authorisation for the Importation of the Samples of Medicinal Products into the Republic of Latvia


STATE AGENCY OF MEDICINES

	 

	(legal address, telephone number, fax number, electronic mail address)



Rīga

	
	 
	No. 
	

	(date)
	 
	

	
	 
	

	On the basis of decision No.
	
	of the State Agency of Medicines
	 

	
	(date)
	 
	 


on the issuing of the authorisation for the importation of the samples of medicinal products from third countries

	

	(name, type, registration number of the legal person)

	 



	(submission for the receipt of authorisation No.
	 
	),

	 
	(registration number with the State Agency of Medicines, date of submission and registration)
	 



is allowed to import the following samples of medicinal products in the Republic of Latvia from third countries:

	Name of the sample of medicinal products, dosage form, strength, size of packaging
	Number of the samples of medicinal products
	Purpose of use of the samples of medicinal products
	It is allowed to receive the samples of medicinal products
	Medicinal product manufacturer, country

	1
	2
	3
	4
	5

	
	 
	 
	 
	 

	
	 
	 
	 
	 



	Director of the State Agency of Medicines
	

	 
	(given name, surname, signature)



Place for a seal

	Date
	
	



Notes.
1. In a Table’s column or row, which is not completed, draw a dash.
2. In column 3 of the Table, the purpose of the use of the samples of medicinal products – “Submission to the State Agency of Medicines in relation to the registration of medicinal products”, “Use for scientific purposes”, “Use for educational purposes”, or “Use in the testing of medicinal products as the sample of reference standards” shall be indicated.
3. In column 4 of the Table, the person to whom the authorisation owner is entitled to distribute the samples of medicinal products referred to in the authorisation shall be indicated by including an indication:
3.1. “To the applicant for the receipt of the medicinal product registration certificate” and its name and country;
3.2. “To the medicinal products registration owner” and its name and country;
3.3. “To the scientific research institution” and its name, number of the taxpayer certificate of the State Revenue Service in the State Revenue Service Value Added Tax Taxable Persons Register;
3.4. “To the educational institution” and its name, number of the taxpayer certificate of the State Revenue Service in the State Revenue Service Value Added Tax Taxable Persons Register;
3.5. “To the test laboratory” and its name, number of the taxpayer certificate of the State Revenue Service in the State Revenue Service Value Added Tax Taxable Persons Register.
4. The details of the document “signature” and “place for a seal” shall not be completed if the electronic document has been prepared in accordance with the laws and regulations regarding drawing up of electronic documents.
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Cabinet Regulation No. 436
[bookmark: piel-1114752][bookmark: piel2]26 June 2007
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Submission for the Receipt of the Authorisation for the Importation of the Samples of Medicinal Products into the Republic of Latvia


Hereby we ask the State Agency of Medicines to issue the authorisation for the importation of the samples of medicinal products into the Republic of Latvia from third countries with the aim (mark as appropriate with an X):

[image: ]to submit them to the State Agency of Medicines in relation to the registration of medicinal products
[image: ]to use them for research or development testing
[image: ] to export to another country
[image: ]to use for educational purposes
[image: ]to use them in the testing of medicinal products as the sample of reference standards
[image: ] to export to another country

We want to receive the authorisation in a printed form (mark as appropriate with an X):

[image: ] yes
[image: ] no

Part I
Information on the applicant and medicinal product

	
	1. Applicant:
	

	
	1.1. name
	
	

	
	number of the taxable person for value added tax in the State Revenue Service Value Added Tax Taxable Persons Register
	

	
	
	

	
	1.2. legal address
	
	

	
	1.3. address of the place of operation
	
	

	
	1.4. telephone number
	
	fax number
	
	

	
	1.5. official electronic address (if the submitter of the submission does not use the official electronic address – electronic mail address)
	

	
	
	
	

	
	2. Samples of medicinal products:
	

	
	2.1. name
	
	

	
	2.2. form of the medicinal product
	
	

	
	2.3. active ingredient and strength or concentration
	
	

	
	2.4. package size
	
	

	
	2.5. registration number in the Medicinal Product Register of Latvia (for registered medicinal products)
	
	

	
	2.6. amount of packages (number)
	
	

	
	3. Consignor of the samples of medicinal products, its address, telephone number, fax number, electronic mail address
	

	
	
	

	
	4. Medicinal product manufacturer:
	

	
	4.1. name
	
	

	
	4.2. legal address and address of the workplace of the undertaking
	
	

	
	4.3. telephone number
	
	fax number
	
	

	
	Person to contact in connection with the submission (given name, surname, telephone number, fax number, official electronic address (if the submitter of the submission does not use the official electronic address – electronic mail address))
	

	
	
	

	
	
	
	



Part II
Appended Documents

	Appended Documents
	Mark as appropriate with X, No. of pages

	1. A certification that the samples of medicinal products have been received from the medicinal product manufacturer (if the samples are imported for the registration of medicinal products) or from a person who has the right to distribute medicinal products in the exporting country
	 

	2. A certification that the samples of medicinal products are intended for submission to the State Agency of Medicines in relation to the registration of medicinal products
	 

	3. A certification that the samples of medicinal products are intended to be used for research or development testing
__________________________________________________________________
__________________________________________________________________
(name of the study and address of the study/development test location)

	 

	4. A certification that the samples of medicinal products are intended to be used for educational purposes
__________________________________________________________________
__________________________________________________________________
(name, location of the educational institution, speciality (study programme))

	 

	5. A certification that the samples of medicinal products are intended to be used as the samples of reference standards in the testing of medicinal products
____________________________________________________________
____________________________________________________________
(name and address of the test laboratory)

	 

	6. If the study or development testing of the samples of medicinal products or the testing of the samples of reference standards is intended in another country:
6.1. an authorisation or a certification issued by the competent authority of the relevant country or the public information of the competent authority (for example, whether the merchant has a valid special authorisation (licence) which allows to purchase the specific medicinal products) that the recipient of the samples of medicinal products indicated by the submitter is entitled to receive the samples of medicinal products
_______________________________________________________________________________________________________
_______________________________________________________________________________________________________
	 

	6.2. the name of the recipient
__________________________________________________________________
__________________________________________________________________
(identification number in the enterprise register or taxpayer register of the relevant country)

	 

	6.3. address, number of the special authorisation (licence) (if any), identifier of the study (if any)
_____________________________________________
	 

	
	 

	I,
	

	
	(given name, surname, position of the responsible official (an authorised representative of the applicant))



certify that the information provided by me is true.

Responsible official
(authorised representative of the applicant)
	

	(position, given name, surname, signature)

	

	Date
	 

	
	(date of receipt of the submission in the State Agency of Medicines)



Notes.
1. In a column or row, which is not completed, draw a dash.
2. If the form is sent without using electronic data media, the applicant shall sign each page appended to the form.
3. If the submission is drawn up on several pages, the responsible official shall sign each page.
4. The detail of the document “signature” shall not be completed if the electronic document has been prepared in accordance with the laws and regulations regarding drawing up of electronic documents.
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Acting for the Minister for Health, Minister for Welfare	D. Staķe
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Acting for the Minister for Health, Minister for Welfare	D. Staķe
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Acting for the Minister for Health, Minister for Welfare	D. Staķe
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erijas sertifikats

(ZALU RAZOTAJA-EKSPORTETAJA NOSAUKUMS UN REKVIZITT)
(LETTER HEAD OF EXPORTING MANUFACTURER)

1.Zaju nosaukums (patentétais nosaukums, prefu zime vai tirdzniecibas nosaukums
importetzjvalstr)
Name of product (proprietary, brand or trade name in the importing country)

2. Tmportetaja valsts
Importing country

3. Zalu registracijas numurs importétajvalsti
Marketing authorisation number (the marketing authorisation number of the product in the|
importing country should be provided)

4. Zalu stiprums (katras akiivas vielas (sastavdalas) nosaukums un kvantitativais saturs viend|
dozejuma, tilpuma vai masas vieniba)

Strength/Potency (identity (name) and amount per wnit dose required for all active)
ingredients/constituents)

5. Zaju forma un daudzums masas, tilpuma vai dozéjuma vienibas
Dosage form (pharmaceutical form)

6. Tepalkojuma lielums (konteinera saturs) un veids (pieméram. flakoni. pudeles, blisteri)
Package size (contents of container) and type (e.g. vials, boitles, blisters)

7. Attiecigo zalu razosanas sérijas numurs
Lovbatch mumber (as related to the product)

5. Razosanas datums
Date of fabrication/manufucture (in accordance with national (local) requirements)

9. Deriguma termins
Expiry date

10. Razotija firma un rajosanas vietas (razotnes) nosaukums un adrese (norada visas
razotana. taja skaita iepakosana un kvalitates kontrole esaistitas vietas. Nosaukumam un
adresei jaatbilst informacijai, kas sniegta iesnieguma, lai sanemu specialu atlawu (licenci)
23l razosanai/importEsanai)





image3.jpeg
2

Name and address of fabricator(s)/manufacturer(s) and manufacturing site(s) (all sites|
involved in the manufacture including packaging and quality control of the batch should be|
listed with name and address. The name and address must correspond to the information
|provided on the Mamfacturing Authorisation/Establishment Licence)

11. Rajotaja specialas atlaujas (licences) zalu raZosanai/importesanai numurs vai zalu|
razotaja labas rajosanas prakses atbilstibas sertifikita numurs (numuru verada katrai
razosanas vietai atbilstosi 10 punkta noteiktajam prasibam)

Number of Manufacturing Authorisation/Licence or Certificate of GMP Compliance of
manufacturer/fabricator (number should be given for each site listed under item 10).

12. Analizes rezultati (specifikicijas dati, visi iegliie rezultati un atsauce uz lietotam)
metodem. Atlauts atsaukties uz atseviskiem analizes sertfikatiem. kuri ir dateti, parakstit ual
pievienoti)

Results of analysis (they should include the authorised specifications, all results obtained and|
refer to the methods used (may refer 10 a separate certificate of analysis which must be dated,
signed and attached))

13. Komentari/piezimes (jebura papildu informacija, kas var bit svariga importetajam un)
amatpersonam, kas parbauda serijas sertifikata atbilstibu (piemeram. fpasi uzglabaanas vai
transportezanas apstakli)

Comments/remarks (any additional information that can be of value to the importer and/or|
inspector verifying the compliance of the batch certificate (e specific storage or|
transportation conditions))

14. Sertifikacijas pazigojums (pazigojumam jaaptver razosana, markelana un kvalitates
kontrole. Pazinojuma teksts:

“Es apliecinn, ka iepriels sniegta informcija ir autentiska un preciza. $1 zalu sérija it razota,
iepakota un far ir veikta kvalitates kontrole ieprieks mungtaja vieta atbilstosi Lafvijas
Republikas nomativajos aktos noteiktajam labas razosanas prakses prasibam, ka arf atbilstosi
specifilacijai. kas noradita zalu refustracijas aplieciba importetajvalsti. Serijas izstrades,
iepakoganas un analizes protokoli ir parbauditi un ir konstateta to atbilstiba labai razosanas
praksei.”)

Certification statement (ihis statement should cover the fabrication/manufacturing, including]
|packaging and quality control. The following text should be used.

"I hereby certify that the above information is authentic and accurate. This batch of product
has been fabricated/inanufactured, including packaging and quality control at the above|
mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.")

15. Tas kvalificetas personas, kura atlauj sérijas izlaidi, vards, uzvards un amats (norada
arf razotdja firmu un razolanas vietas nosaukumu un adresi, ja 10.punkta noraditas vairakas
razoanas vietas)

Name and position/title of person authorising the batch release (including its company/site|
name and address, if more than one company is mentioned under item 10)

16. Kvalificétas personas paraksts
Signature of person authorising the batch release

17. Parakstianas datums
Date of signature
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Produkta sertifikats
Certificate of a Pharmaceutical Product

Sis sertifikats atbilst Pasaules Veselfbas organizicijas ieteikiajai formai.
This certificate conforms 1o the format recommended by the World Health Organisation.

[Sertifikata Nr.
No. of certificate
[Eksportetaja (sertifikata 1zsniedzéja) valsts [Latvijas Republika
Exporting (certifying) country Republic of Latvia
[importétaja (sertifikata pieprasitaja) valsts
Importing (requesting) country

A Lavia
in Latvia

B- citas valstis
in other countries

[Pilns produkta sastavs, ieskaitot paligvielas”
\For complete composition including excipients, see attached”

O jaes
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Vai produktu izplata eksporetaivalsti? (vajadzizo atzimét ot )
Is this product actually on the market in the exporting country? ey in© as
appropriate)

O jajes

O nelno

Ta atbilde 1.2.apakipunkia it "ja" aizpilda tikai 2.4 punkru un 2.8 punktu
izlaiz. Ja atbilde 1.2.apakipunkta ir "ne"’, izlaiz 2.A punktu un aizpilda tikai
2.B.punktu®

Ifthe answer to 1.2.is "yes", continue with section 2.A. and omit section 2.B. If
the answer to 1.2 is "no", omit section 2.A. and continue with section 2.8

PAT

Produkta registracijas apliecibas” numurs un pieskirsanas datums
Number of product licence® and date of issue

‘numurs
number

datums
date

paz

Produkta zalu registiacijas ipatnicka nosaukums un adrese
Product licence holder (name and address)

ards, uzvards (nosaukums)
name

adrese
address

Produkita zalu registracijas ipasnieka Statuss (norada (s personas satusy. kura
atbild par produkia piedévaéam rgd, ~ atzimetar x attecizo pozifu 2, b va ¢)

Status of product licence holder (specify whether the person responsible for placing the
product on the market - key in = appropriate category a.bor )

O 2 -razozaluformu
— manufactures the dosage form
O © - iepako un marke zalu formy, kuru raZo cits neatkarigs razotdy

~packages and/or labels a dosage form manufacured by an
independent company

O ¢ - naviesaistits neviend no ieprieks minétajam darbibam
—is involved in none of the above

AL

Ja atbilde it "b” un ", norada zaju formas raZotaja firmu un adresi”
For categories (b) and (c) the name and address of the manufacturer producing
the dosage form is

‘nosaukums
name

adrese
address
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Vai kopsavilkums ir par pamatu pievienotajam novertgjumam?” (vajadzizo
atzmétary)

Is a summary basis for approval appended?® (key in D as appropriate)

O japes

O néno

Vai pievienota oficiall apstprinata informacija par produktu ir pilniga un ir
saskana ar registracijas dokumentaciju?”) (vajadzigo atzimét ar x)

Is the attaclhed, officially approved product information complete and
consonent with the licence? *) (key in D as appropriate)

O jares

O néno

O nav pievienota/not provided

PAS.

Produkta sertifikata pieteicéjs, ja tas nav produkta zaju registracijas
ipatnieks10)

Applicant for certificate, if different from licence holder (name and address)™®

vards, uzvards (firma)
name

adrese
address

PBI.

Sertifikata pieteicéja vards, uzvards vai firma un adrese
Applicant for certificate (name and address)

vards, uzvards (osaukums)
name

adrese
address

Pieteiceja statuss (atzimetar x attecigo pozicijua, b vai o)
Status of applicant (key in © spproprinte category a, b or )

o 2 - rzo zaly formu
—mamifactures the dosage form
o b~ iepako un marke zalu formu, kuru raZo cits neatkarigs razotajs

—packages andlor labels a dosage form manufactured by an
independent company

o € - nav iesaisfits neviena o iepriek minetajam darbibam
—is involved in none of the above

pB2I

Ja atbilde ir "b" vai "¢, norada zaJu formas razotaja firmu un adresi”
For categories (b) and (c) the name and address of the manufacturer producing
the dosage form is

‘nosaukums
name

adrese
address
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PB.3. Kapéc produktam nav registracijas apliecibas (vajadzigo atzimét ar x)
Why is marketing authorisation lacking (key in 7 as appropriate)
O0_nctick prasita/not reguired
1 _nav picprasita/not requested
O _produkts i reistracijas procesa/under consideration
O _repistracija r atteikta/refised.
PB4. Norada iemeslu, Kipéc pieteicéjs produktam nav pieprasijis registracijas
apliecibu (attiecTgo poziciju—a, b, ¢, d vai e - atzimét arx )
Indicate the reason that the applicant has provided for not requesting registration|
GeyinT as approprite)
2 — produkts radts fikai specialas arsteSanas apstakliem,
‘galvenokart tropisku slimibu arsteSanai, kurdm nav endemisks
raksturs eksportetajvalstt
—the product has been developed exclustvely for the treatment
of conditions — particularly tropical diseases ot endemic in
the country of export
=] B~ produkts parstradats, i uzlaboru 12 stabilifat tropiskajos
apstaklos
— the product has been reformulated with a view to improving
its stabiliy wnder tropical conditions
=] © — produkis parsiradats, la t3 sastava nebG paligvielu, Kuru
lietosana importetajvalsty nav atlauta
— the product has been reformuilated to exclude excipients not
approved for use in pharmaceutical prodcts in the country of
import
=] @~ produkis parstradats, la izveidotu cilu maksimAl iespEjamo
aktivas vielas devu
~the product has been reformaiated to meet a different
maximuun dosage limit for an active ingredient
=] € —citi temesl: (norida)
—any other reason, please specify
B. Vai Kompetenta iestade periodiski parbauda razosanas vietu, kura razo zalu

formu?"” (sajadzigo atzimst ar x)

Does the certifying authority arrange for periodic inspection of the
manufacturing plant in which the dosage form is produced?™ (key in = as
appropriate

O jahes

O neino

O nav nepieciesams/not applicable
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Ja atbilde ir "n&" vai "nav nepieciesams"", atbild uz 4. punkeu
Ifn0 or not applicable, proceed to question 4.

parbauzu periodiskums (zadi)
Periodicity of routine inspections (years)

o%ana ir parbaudita? (vajadzizo atzimétar )
Has the manufacture of this type of dosage form been inspected? (keyinT 25
appropriate)

1 jajes
O seino

Vai razotnes aprikojums un darbiba atbilst Iabas razosanas prakses prastbam
saskaa ar Pasaules Veselibas organizacijas ieteikumiem?? (vajadzigo atzimét ar x)|
Do the fuciliies and gperations conforn 10 GMP as recommended by the World
Health organisation?™ (key in = as appropriate)

O japes
O neio

O nav nepieciesams/not applicable’

)

o Val serfifikata pieteicé]a sniegta informacija apmiering serfifikata izsniedzéju
institaciju par visiem produkta razosanas aspektiem?™ (vajadzigo atzim arx)
Does the information submitted by the applicant satisfy the certifying authority
on all aspects of the manufacture of the product?™ ey in 2 as appropriate)

O jayes

O néino

Jaatbilde ir "ne", paskaidro
Ifno, explain ..

(sertifikata izsniedzeja instituciia)/(certifying authority)

drese

ddress
[alrunis Faksa numurs
\Telephone [Fax No

thildiga persona
uthorised person

ot vards wn zvards) position and name]

thildigas personas paraksts
ignature of authorised person
Datums

Date

Zv
Stamp
Piezimes
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Dlieto starptautisko nepatentéto nosaukumu (INN), ja tads ir noteikts, vai nacionalo
nepatentéto nosankumy,
D fhenever possible, use International Non-proprietary Names (INNs) or national
non— proprietary names.

?Norada zalu formas pilau sastavu. So informiciju var pievienot sertifikata pielikuma.
 The formula (complete composition) of the dosage form should be given on the certificate or
be appended.

 Ieteicams noradit kvantitativo sastavu, bet &ada norade jasaskano ar produkta zaju
registracijas ipasnicku.

3 Details of quantitative composition are preferred but their provision is subject o the
agreement of the prodct licence holder.

9 Ja nepieciesams. pievieno pielikuma visus ierobezojumus attieciba uz produkta pardosanu,
izplatiSann vai ievadisany, kas it noradi registracijas apliectba.

*'When applicable, append details of any restriction applied to the sale, distribution or
administration of the product that is specified in the product licence.

92.A. un 2 B.punkts ir savstarpdji izsledzosi.
9 Section 2.4. and 2.B. are mutually exclusive.

9 Norada, ja nepieciesams, vai registricijas aplieciba ir pagaidu vai ari produkts vél nav
apstiprinats

Indicate, when applicable, if the licence is provisiona, or the product has not yet been
approved.

780 informaciju var noradit tikai ar produkta zalu registricijas fpasnieka
‘pickrisanu vai, ja produkts nav registréts, — ar pieteicéja pickrianu. Ja informacija 8aja punkfa
netick snicgta, uzskata, ka puses nav vienojusas par t3s icklausanu. Informacija par raZotnes
vietu ir uzskatima par registracijas apliecibas sastavdalu. Ja tiek mainita raZosanas vieta
segisricias apliectba atecig atjaunojam, it 3 nav spek

" This information can only be provided with the consent of the product-licence holder o, in
the case of non-registered products, the applicant. Non-completion of this section indicates
that the party concerned has not agreed to inclusion of this information. It should be noted
that information concerning the site of production is part of the product licence. If the
production site is changed, he licence has to be updated or it is no longer valid.

® Attiecas uz dokumentu, ko gatavo kompetenta iestade, kas apkopo attiecigo pamatojumu
2a]u registricijai.

©This refers to the document, prepared by some national regulatory authorities, that
Summarizes the technical basis on which the product has been licensed.

9 Attiecas uz zalu aprakstu, kuru ir apstiprinajusi kompetenta iestade.
9 This refers to product information approved by the competent national regulatory authori
such as Summary Product Characteristics (SPC).
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19 §3j3 gadfjuma sertifikita izsniegianai ir nepiecieSama produkta zalu registracijas
Ipainieka atlavja, kuru sertifikata pieteicéjs iesniedz kompetentaja iestade

™ I this circumstance, permission for issuing the certificate is required from the product—
licence holder. This permission has o be provided to the authority by the applicant.

"Nay nepieciesams” nozime, ka produktu nerazo sertifikita izsniedzEjvalsti un ta
tazosanas vietas parbaudes veic razotzjvalsts kompetentd institicija

™ "Not applicable" means manufacture is taking place in a country other than that issuing
the product certificate and inspection is conducted under the acgis of the cownry of

mamiuchure.

19 Labas razosanas prakses prasibas zalu razosanai un kvalitates kontrolei, uz ko atsaucas
sertfikats, ir ieklautas Pasaules Veselfbas organizacijas (PVO) Fammaceitisko produku
specifikaciju ekspertu komitejas 32 zigojuma (PVO Tehnisko zigojumu sérija, Nr.823, 1992
Ipielikums). Teteikumus attieciba uz biologiskiem produktiem ir noteikusi PVO Biologisko
standartu ekspertu komiteja (PVO Tehnisko zigojumu sérija, Nr.822. 1992, 1 pielikums).

™ The requirements for good practices in the manufacture and quality control of drugs
referred to in the certificare are those icluded in the thirty-second report of the Expert
Committee on Specifications for Pharmaceutical Preparations, WHO Technical Report Series
No. §23, 1992, Annex 1. Recommendations specifically applicable to biological products have
been formulated by the WHO Expert Commitice on Biological Standardization (WHO
Technical Report Series, No. §22, 1992, Anex 1),

30 dalu aizpilda, ja produkta zalu registricijas panieks vai pieteicEs atbilst statusam,
Kas noteikts 2.A.3. vai 2.B.2.punkta (b) vai (c) dala. Tas ir IpaSi svarigi. ja

produkta razosanas procesi iesaistits razotjs arvalstis. Saj gadijuma sertifikita pieteicgjs
sertfikata izsniedzEjai mstiticijai iesniedz informaciju. kas identifice katras razosana
fesaistitas puses atbildibu par katru raZosanas stadiju un galaproduktu un katras puses
veiktas kontroles apjomu un veidu

3 This section is to be completed when the product-licence holder or applicant conforms to
status (5) or (c) as described in 2.4.3. or 2.B.2. It is of particular importance when foreign
contractors are imvolved in the mamyacture of the product. In these circumsiances the
applicant should supply the certifying authority with information to identify the contracting
parties responsible for each stage of manufucture of the finished dosage form, and the extent
and nature of any controls exercised over each of these parties

* Dokumenta rekvizitu "Paraksts” neaizpilda, ja elektroniskais dokuments ir sagatavos atbil-
stosi normativajiem aktiem par elektronisko dokumentu noformeam.
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Pazinojums par produkta registricijas statusu
Statement of Licensing Status of Pharmaceutical Product(s)

Pazigojuma Nr.
No. of statement

Eksportetaja valsts Latvijas Republika
Exporting (certifying) country | Republic of Latvia

Tmportetaja valsts
Importing (requesting)
country

Sis pazinojums nozimé viengi to, ka minetie produkti eksportétajvalstr Latvijas Republika ir
registrets un tos atlauts izplaft

This statement indicates only whether or not the following products are licensed o0 be put on
the market in the exporting country — the Republic of Latvia.

Tesniedzejs
Applicant

(vards, uzvards vai T un adrese) (rame and address)

Produkta | Devaunzalu| Aktivas vielas” unto |Registracijas apliecibas numurs un]
nosaukums forma | daudzums viens deva pieskirsanas datums?

Name of product| Dosage form |Active ingredient(s)” and Product-licence No. and date of
amount(s) per unit dose issue”

Sertifikata izsniedzgja institocija péc iesniedzeja (vai zalu 2 refistracijas fpasnieka,
Ja tie ir dazadas personas) pieprasjuma izsniedz katram ieprieks minetajom

produktam atsevisku produkta sertfikatu, kas atbilst Pasaules Veselibas organizacijas
seteiktajai formai.

The certifying authority undertakes to provide, at the request of the applicant (or, if different,
the product-licence holder), a separate and complete Certificate of a Pharmaceuical Product
in the format recommended by the WHO, for each of the product listed above.
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[Adrese

ddress
[Talruais [Faksa oumurs
[Telephone IFax mumber
[Atbildiga persona

uthorised person

Camats, vards wn wzvand) (posion and name]

[Atbildigas personas paraksts
Isignature of authorised person
Datums

|Date

Zy.
Stamp

Sis pazipojums atbilst Pasaules Veselibas organizacijas ieteiktajai formai.
This statement conforms 10 the format recommended by the World Health Organisation.

Piezimes.
ULieto starptautiskos nepatentetos nosaukumus (INN) vai nacionalos nepatentétos
nosaukumus

D Whenever possible, use International Non-proprietary Names (INNs) or national non—
proprietary names.

Y Ja produkts nav registréts. attiecigi norada: "netiek prasita” vai "nav pieprasita”, vai "ir
reisinicas procesi. vai "refistrca i acikia”

D1f no product licence has been granted, enter "not required", "not requested”, "under
consideration” or "refused" as appropriate.

» Dokumenta rekvizitu "Paraksts" neaizpilda, ja elektroniskais dokuments ir sagatavots atbilstosi
normativajiem aktiem par elektronisko dokumentu noformeSanu.
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