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Medicinal Product Distribution and Quality Control Procedure 

Issued pursuant to Section 5, Clause 3 and
Section 19 of the Pharmaceutical Law

I. General Provisions

1. The present Regulations determine order of distribution and quality control of medicinal products (except veterinary medicine), including homeopathic products and products of plant origin. 
2. These regulations apply to such medicinal products, which are:

2.1 manufactured industrially or made by a method including an industrial process;

2.2 made in conformity with medical prescription in a pharmacy for a particular patient (formula magistralis);

2.3 made in a pharmacy following monographs of the Pharmacopoeia and meant for direct delivery to patients served by the appropriate pharmacy (formula officinalis);

2.4 brought from/taken abroad or sent/received by mail by a physical person for personal use;

2.5 received/dispatched by mail. They also refer to countries which are neither EU member states nor part of the European Economic Area (hereinafter referred to as ‘the third countries’);

2.6 which are donated.

3. Medicinal products distribution and quality control requirements, and control and supervision measures as provided hereof, are applicable within free ports, special economic zones and such other places as mentioned in the Customs Act, Clause 9, Part Two, customs control zones, customs warehouses and free customs zones.

4. Regulations aren’t applicable to transfer of human medicinal products across the customs border from the countries which are not EU member states nor the European Economic Area countries and to taking out of medicinal products across the customs border to the third countries (except medicinal products brought in from abroad or received by mail by a physical person exclusively for personal use).

5. In terms of the present Regulations:

5.1 the defect is suspected in case a report is received on the medicinal product indicating the absence of quality determined in the registration documents of the appropriate product;

5.2 the quality defect of medicinal products is proved if the whole manufactured series  of the product or a series of it doesn’t conform with the defined requirements and the medicinal product is dangerous for the user, including defects related to the product packaging;

5.3 registration owner appears to be a person mentioned in normative acts regulating order of registration of medicinal products;

5.4 recall of series means activities performed in order to exempt series of medicinal products from the network of distribution and use;

5.5 retail of medicinal products means distribution of medicinal products from the pharmacy;

5.6 wholesale of medicinal products means any activities including purchase, storage, delivery or export of medicinal products, except delivery of products to inhabitants;

5.7 counterfeited medicinal products mean products which in regard to their identity or origin are deliberately deceitfully labelled. Deceit may be related to original products, as well as to generic medicines. Counterfeited medicinal products may be:

5.7.1 with correct ingredients;

5.7.2 with wrong ingredients;

5.7.3without active ingredients;

5.7.4with inadequate amount of active ingredients;

5.7.5with imitated packaging;

5.8 Donation of medicinal products means distribution of medicinal products free of charge observing the requirements of Paragraph 10 hereof, irrespective of the fact which market actor is the donator.

6. Parallel imports of medicinal products appears to be delivery of medicinal products registered within the national registration procedure (including the interstate recognition procedure and the decentralised procedure) from one European Economic Area country to Latvia if delivered by a wholesaler of medicinal products which isn’t the manufacturer, nor registration owner or a person authorised by the same (hereinafter – parallel importer).

7.Parallel distribution of medicinal products appears to be delivery of medicinal products registered within centralized registration  procedure from one European Economic Area country to Latvia if delivered by a wholesaler of medicinal products which isn’t the manufacturer, nor registration owner or a person authorised by the same (hereinafter – parallel distributor).

8.A centralized registration  procedure means  registration of medicinal products in conformity with  the European Parliament and Council Regulation (EK) from March 31, 2004, No. 726/2004, stating registration and supervision procedures of human and veterinary medicine products the Community and establishing the European Agency of Medicines (hereinafter - European Parliament and Council Regulation No. 726/2004).

9. For deliveries of narcotic and psychotropic medicines from and to an European Economic Area country in addition to requirements stated by the present Regulations, another requirements stipulated by the Law “ On the Order of Legal Turnover of Narcotic and Psychotropic Substances” must be observed.

10. Donation of medicinal products must meet the following requirements:

10.1 Medicinal products are donated to medical or social care institution following  the requirements of normative acts on the order of purchase, storage, use and registration of medicinal products within medical and social care institutions;

10.2 Consent from a medical or social care institution must be received for acceptance of concrete medicinal products specifying the product name, strength or concentration, form, quantity per package and number of packages. If medicinal products are donated to a medical institution, the donated medicinal products and their quantity must conform to the profile and work load of that medical institution and must be used in treatment of patients at the said medical institution. If medicinal products are donated to a social care institution, the donated medicinal products must be used in treatment of patients at the said social care institution.
10.3 Only registered non-prescription medicinal products can be donated to social care institutions;

10.4 A medical institution may receive as a donation:

10.4.1 Such registered medicinal products, which are not of the list of reimbursable medicinal products as mentioned in the normative acts on the procedure of compensation of costs spent on the purchase of medicinal products and medical devices meant for outpatient treatment (hereinafter − List of reimbursable medicinal products) (The said does not refer to the C List of the List of reimbursable medicinal products);

10.4.2 Non-registered medicinal products, which are available for use as a charity within the program mentioned in Subparagraph 94.3 3.3 hereof, for such particular medical institution as specified in the relevant permit for distribution of non-registered medicinal products, which are individually assigned. The donator of such medicinal products must ensure observance of the requirements mentioned in the European Parliament and Council Regulation No.726/2004, Clause 83, Paragraph 8.

10.5 The donator of medicinal products shall guarantee prolonged treatment of patients as far as it may be necessary or till the particular products are included into the list of medicinal products to be compensated for and made available within the framework of the system of compensated medicinal products;

10.6 During the receipt of medicinal products the remaining period till the end of their validity terms hall be not less than one year, but if the total validity term is less than one year, the remaining time period shall be  not less than half of that period;

10.7 Donation of medicinal products is documented by a way-bill;

10.8 The Donator of medicinal products shall guarantee collection and utilisation of unused products donated in conformity with normative acts regulating elimination of dangerous waste.

II. Wholesale Requirements of Medicinal Products

11. Wholesale of medicinal products is allowed by a businessman, which according to normative acts stating the order of issuing, termination, re-registration and annulment of special permit (licence) for pharmaceutical activity, possesses a following document issued by the State Agency of Medicines:

11.1. a special permit (licence) for opening (operation) of  a wholesale enterprise of medicinal products;

11.2. a special permit (licence) for manufacturing or imports permitting the holder to distribute on wholesale the manufactured products included by the State Agency of Medicines into the data base according to normative acts stating the order of issuing, termination, re-registration and annulment of special permits (licences).
11.1 A businessman, who is issued with a special permit (licence) for opening (operation) of a pharmacy, shall be entitled to distribute medicinal products by wholesale to medical and social care institutions. veterinary practitioners and veterinary and medical care businessmen.
12. The person mentioned in Paragraph 11 hereof (hereinafter – wholesaler of medicinal products) in the course of wholesale guarantees fulfilment of the following requirements:

12.1 guarantees any time access to the premises, facilities and equipment for the control by the State Pharmaceutical Inspection authorities;

12.2 purchases medicinal products (or receives mail consignments) exclusively from persons possessing special permits (licences) mentioned in Subparagraphs 11.1 and 11.2 or Paragraph 13 hereof;

12.3 delivers medicinal products (or send by mail) exclusively to persons entitled to distribute medicinal products on wholesale or retail, or to medical or social care institutions, veterinary practitioners and veterinary medical care businessman entitled to purchase medicinal products in accordance with the normative acts regulating medicinal products’ purchase, storage, consumption, accounting and elimination procedure at medical or social care institutions, the narcotic and psychotropic substance handling procedure applied by a person dealing with veterinary medical care practice, and the medicinal product purchasing, storage and consumption procedure applied by a person dealing with veterinary medical care practice;

12.4 develops an urgent activity plan to guarantee effective recall of medicinal products from the market in collaboration with the appropriate manufacturer or owner of products or following the order  of the State Pharmaceutical Inspection;

12.5 keeps the protocols and way-bills (in paper, electronically or in any other form) on purchases and sales of medicinal products to guarantee the following data available for each deal concluded:

12.5.1 date of the deal;

12.5.2 medicinal product name, form, and strength or concentration;

12.5.3 received or delivered amount of product;

12.5.4 title and address of the receiver and the supplier;

12.5.5 validity term of the product;

12.5.6 data granting identification of the supplier and the receiver of the product;

12.5.6.1 sales price of the product paid by the receiver;

12.5.6.2 each series number of the series of product delivered;

12.5.6.3 manufacturing company and country providing information according to which one may trace the way of distribution of each series of medicinal products;

12.6 guarantees preservation of data mentioned by Subparagraph 12.5 hereof and availability of the same to the State Pharmaceutical Inspection authorities at least five years, but regarding the narcotic and psychotropic drugs and substances – at least 10 years;

12.7 observes principles and basic guidelines of good distribution practice of medicinal products stated in Part III hereof;

12.8 guarantees adequate and uninterrupted delivery of medicinal products to pharmacies holding a special permit (licence) for opening (operation) of a pharmacy (hereinafter- pharmacy) and persons holding a permit to deliver medicinal products to fulfil the patients’ requirements, as well as to fulfil the public service obligations, permanently guarantees availability of adequate assortment of medicinal products and delivery of any ordered amount of products in conformity with the order within a short period of time also instead of products exempted from the market if distribution of medicinal products is discontinued and products are exempted from the market following Subparagraph 115.1 hereof. A wholesaler, who  specializes in selling and delivering of medicinal products made by any concrete manufacturer, shall guarantee fulfilment of the duties listed in this Subparagraph with respect to that manufacturer’s medicinal products;

12.9 As regards such medicinal products, which are urgently requested and they are in stock, the wholesaler of medicinal products must deliver them as soon as possible, taking into account the distance to the place of delivery. Such medicinal products as included into the List of reimbursable medicinal products as provided for in the normative acts on the procedure of compensation of the purchase costs of medicinal products meant for treatment must be delivered within 24 hours of a pharmacy’s request.

12.10 distributes only such medicinal products, information on whose prices is provided as required by the normative acts on the medicinal product pricing principles. This requirement does not refer to non-registered medicinal products.
12.1 A businessman issued with a special permit (licence) for opening (running) a pharmacy, must ensure fulfilment of the requirements specified in Subparagraphs 12.1, 12.2, 12.3, 12.4, 12.5, 12.6 and 12.7 hereof when distributing medicinal products to such persons as mentioned in Paragraph 11.1 hereof 
13. Requirements hereof related to wholesalers refer to those distributing medicinal products in Latvia following Paragraph 25(1) of the Pharmaceutical Law (special permit (licence) issued by another country of European Economic Area for wholesale or manufacturing/imports of medicinal products).

14. An enterprise registered in the country of the European Economic Area holding a special permit (licence) issued in the domicile country for wholesale or manufacturing/imports of medicinal products, prior commencement of wholesale of medicinal products in the territory of the Republic of Latvia shall provide the following information to the State Agency of Medicines:

14.1. type, date of issue, number and the competent institution issuing the special permit (licence) in the country of the European Economic Area;

14.2. title, registry number in the Enterprises’ Register, legal and operational address, phone and fax numbers and e-mail address of the foreign subsidiary of the businessman;

14.3. name, surname, real business address, phone and fax numbers and other means of communication of the authority responsible for the good distribution practice.

15.The State Pharmaceutical Inspection, following the section 25 of the Pharmaceutical Law:

15.1.requires information from the appropriate foreign competent institution on the enterprise’s licence and provides information turnover with foreign countries in conformity with its competence;

15.2.informs the enterprises on their public service obligations.

16.Wholesaler of medicinal products nominates a person responsible for fulfilment of public service obligations and makes the person available (by phone or by other means of communication) any time around the clock, including states of emergency (distribution of pathogenic, toxic, chemical substances or nuclear radiation, catastrophes, natural disasters, epidemics, including pandemics) when pharmacies or health care institutions urgently demand medicinal products.

17. A company selling medicinal products wholesale must:

17.1 ensure easily assessable information on its homepage in the Internet for general public about the distributed products and the relevant prices;
17.2 notify the State Agency of Medicine indicating the address of the company’s homepage in the Internet, where information is available about the medicinal products and their prices.
18. The persons mentioned in Subparagraphs 11.1 and 11.2 and Paragraphs 11.1 and 13 shall notify the State Agency of Medicines of the dates of sale of medicinal products (incl. those that are imported or distributed in parallel) for each month not later than the fifteenth day of the next month or for any other period as requested by the State Agency of Medicines. The Notice must contain the following details:

18.1 medicinal product’s name, form, strength or concentration, the quantity of the distributed medicinal products and the selling price of the products;

18.2 for registered medicinal products – product registration number in the Latvian Register of Medicines;

18.3 for non-registered medicinal products - identification number, which is stated in the permit for distribution of non-registered medicinal products, which are individually assigned as mentioned in Paragraph 94 hereof;

18.4 the recipient of the medicinal product with the indication of "pharmacy", "company selling medicinal products wholesale", "medical institution", "veterinary medical care institution", "veterinary practitioner", "general practitioner", "exported to third country", "delivered to a country of the European Economic Area" un "other recipient" (if any).

19. Wholesaler of medicinal products once in half a year (till July 31 and January 31) informs the State Agency of Medicines in the amounts of imported and exported medicinal products (it refers also to deliveries to and from any country of European Economic Area). The statement shall include data on the total turnover in Latvian lats (including VAT), the realised turnover of medicinal products in Latvian lats (including VAT) and the volume of exported products in Latvian lats.

19.1 If the businessman mentioned in Paragraph 11.1 hereof receives or delivers medicinal products to/from a country of the European Economic Area, he must ensure observance of the requirements of Paragraph 19 hereof.
20. Following an appropriate demand of the State Agency of Medicines, especially in relation to the system of supervision of side effects (pharmacovigilance), owner of registration submits all the relevant data to the State Agency of Medicines on the sales volumes of medicinal products and any other data at the disposal related to the amount of consumed medicinal products.

III. Principles and Basic Guidelines of Good Distribution Practice of Medicinal Products

21. Characteristics of medicinal products may not change in the process of distribution.

22. Wholesaler of medicinal products forms a system of quality to ensure, that:

22.1.medicinal products to be distributed shall be permitted in conformity with legal acts of the European Community and the Republic of Latvia (registered in the Latvian Register of Medicines, registered in the centralized procedure or in another country of European Economic Area, as well as permitted non-registered medicines);

22.2. storage conditions of medicinal products shall be subject to continuous inspection (including the time of transportation) and they shall conform to  requirements stated by the manufacturer;

22.3. no admixture of other products to the medicinal products nor mixing with other products is tolerable;

22.4. turnover of stored medicinal products shall be arranged in conformity with requirements determined by the present paragraph;

22.5. medicinal products are stored in a safe and secure location;

22.6. the ordered medicinal products are delivered to the addressee in conformity with Subparagraph 12.8  hereof;

22.7.an order of detection of quality defects for each product is determined as well as effective procedure of recall of products.

23.In each location of distribution of medicinal products the merchant nominates a responsible authority granting establishment and maintenance of quality system. If the nominated authority is not a pharmacist or its qualification and experience doesn’t comply with qualification  and experience of persons mentioned in normative acts on manufacturing and control of medicinal products, the mentioned person shall possess work experience in the reception , storage and distribution or sales and procurement of medicinal products. The staff involved in storage and handling of medicinal products shall be definitely experienced granting adequate handling of products and materials. The mentioned staff shall guarantee availability of any documentation following an appropriate demand of the authorities of the State Agency of Medicines and the State Pharmaceutical Inspection.

24. The staff mentioned in Paragraph 23 hereof shall be trained on a regularly basis. Training courses and their dates are to be recorded.

25. Orders of medicinal products shall be addressed exclusively to persons possessing special permits (licences) mentioned in Subparagraphs 11.1 and 11.2 and Paragraph 13 hereof.

26. Wholesaler of medicinal products shall elaborate written procedures for processes affecting quality of products or distribution activities:

26.1. receipt of products and delivery control;

26.2. storage of medicinal products;

26.3. cleaning and maintenance of premises (including pest control);

26.4. taking protocols of storage conditions;

26.5. safety of storage of medicinal products and during transportation (cargo conveyances);

26.6. exemption of medicinal products from storages to be sold;

26.7. protocolling (recording), including protocolling of clients’ orders;

26.8. returning of medicinal products  following  conditions mentioned in Paragraph 31 hereof;

26.9. plan of exemption of medicinal products.

27. Procedure descriptions are confirmed by a signature and dated on the quality system by the responsible authority.

28. Persons mentioned in Paragraph 28 hereof perform recording each operation of sales and purchase. Records (protocols) include data serving tracing of all the significant activities and events. Records (protocols) shall be kept five years and they shall be easily available. Records (protocols) state the information mentioned in Subparagraph 12.5 hereof.

29. Wholesaler of medicinal products guarantees fulfilment of the following obligations

29.1 premises, equipment and devices shall guarantee appropriate storage and distribution of medicinal products. Gauges shall be calibrated and verified;

29.2 during receipt of medicinal products the following requirements shall be fulfilled:

29.2.1 the location of receipt of products shall be equipped in order to protect products from the impact of weather conditions while unloading. The location of receipt shall be separated from the storage place. It shall be checked, if the received products are those ordered and on the possible damage of the packaging of the products;

29.2.2 medicinal products requiring special storage conditions (for instance, narcotics and products requiring  special storage temperature – immunologic preparations) shall be immediately identified and stored in conformity with procedure description and requirements defined in Subparagraph 29.3 hereof;

29.3 storage of medicinal products shall conform to fulfilment of the following requirements:

29.3.1 products are to be stored following the temperature regime defined in the labelling and operation instruction of medicinal products, taking into consideration, that:

29.3.1.1 the room temperature should be considered as that from +15ºC till +25ºC;

29.3.1.2 cool place means the temperature from +8ºC till +15ºC; 

29.3.1.3 cold place means the temperature from +2ºC till +8ºC;

29.3.2 thermo-instable products (products sensitive to higher or lower temperatures) are to be stored in a cold room (refrigerating chamber) or a refrigerator, granting an appropriate temperature regime and its recording;

29.3.3 photo-sensitive products shall be stored in locations impermeable for light (for example, closed containers, special packaging). If medicinal products have no light impermeable packaging, it shall be stored in a dark place;

29.3.4 volatile substances and substances sensitive to moisture shall be stored in cool places and locked. Hygroscopic substances are to be stored in dry premises in hermetically closed receptacles or in plastic packaged, if necessary receptacles shall be closed and covered with paraffin;

29.3.5 dyes and fragrances shall be stored separated from the remaining products and substances (for example, in separate cabinets and in closed packages);

29.3.6 vulnerary plants and their drugs shall be stored in dry, well ventilated premises. Glass, paper or plastic packaging is to be used for storage of vulnerary drugs. Plants containing ether oils shall be stored in closed packaging;

29.3.7 the temperature regime of the storage premises shall be periodically checked and recorded;

29.3.8.in case medicinal products require special storage temperature (for example, immunological preparations), the storage room shall be equipped with  devices registering temperature or another devices indicating periods, during which the special temperature regime hadn’t been observed. The control shall guarantee maintenance of that particular temperature regime all over the storage location;

29.3.9 the place of storage shall be clean, free from unattached articles, dust and vermin, definite  precaution measures shall be undertaken  to avoid splashing, falling out from the package, damaging of the packaging, microbiologic pollution and mutual pollution or mixing of medicinal products;

29.3.10 the storage turnover system shall operate according to the principle – the first to come, the first to go and regularly and periodical check-ups of system operation shall be guaranteed. Products with exceeded validity or storage terms shall be stored separately from the stock to be used, such products are forbidden to be delivered nor sold;

29.3.11 in case of any suspicion on pollution of products, as well as the damaged lock (seal) or damaged packaging, such products shall be removed from  the operable stock and, if not immediately eliminated, stored  separately to avoid faulty mixing and selling them alongside with other products. If necessary, such medicinal products are to be destroyed following normative acts on elimination of dangerous waste.

30. Wholesaler of medicinal products guarantees conformity of deliveries of medicinal products with the following requirements:

30.1 it is allowed to deliver  products to other wholesalers and persons entitled to distribute medicinal products to the inhabitants;

30.2 all the product cargoes shall have an attached document including:

30.2.1 date of delivery;

30.2.2 amount of each product delivered;

30.2.3 information mentioned in Subparagraphs 12.5.2, 12.5.4 and 12.5.6 hereof;

30.3 if necessary, the wholesaler of medicinal products regularly delivers the ordered medicinal products to pharmacies and persons entitled to distribute products within the shortest possible time period;

30.4 medicinal products are transported in a way:

30.4.1 to retain products’ identification;

30.4.2 to avoid pollution and mixing of different products and materials;

30.4.3 to avoid spilling, falling out and package damaging or stealing of medicinal products;

30.4.4 products shall be kept safe (non-endangered) and not subjected to unfavourable influence of temperature, light, moisture and other unfavourable factors, as well as saved from microbiological pollution and vermin;

30.5.medicinal products storage of which require special controlled temperature regime are to be transported taking into account requirements defined in Subparagraph 29.3.8 hereof;

30.6.person transporting medicinal products (commercial conveyor) shall undertake the necessary precaution measures to avoid use of the transport vehicle for illegal conveyance of medicinal products and shall inform the judicial institutions in case of any suspicion  on illegal use of the transport vehicle.

31.Conditions of exemption of medicinal products:

31.1.in case products show no quality defects they are to be saved in a way to exclude repeated distribution of products before an appropriate decision is taken  on the use of products;

31.2.to exempt medicinal products with quality defects, the following activities shall be undertaken:

31.2.1.wholesaler of medicinal products elaborates in writing a plan for treating of emergency situation to exempt medicinal products and the  appropriate procedure if the exemption is urgent, as well as nominates a person responsible for execution and co-ordination  of exemption of medicinal products;

31.2.2.each operation of exemption shall be protocolled in the time of its execution. Protocols shall be made available to authorities of the State Pharmaceutical Inspection;

31.2.3.the system of protocolling of deliveries shall be arranged in a way to identify  and contact immediately all the delivery destinations (including foreign countries);

31.2.4.in case medicinal products are exempted, the wholesaler of products is entitled to take a decision and to inform all the buyers on the exemption of products or just those receiving the products to be exempted;

31.2.5.if medicinal products or a particular series of them are exempted following the definite class of defects, the appropriate information shall be passed over to wholesalers of products, persons entitled to distribute medicinal products to inhabitants and pharmacies supplied with particular series of products. It refers to the clients in foreign countries, as well, supplied with products through the wholesale network;

31.2.6.medicinal products shall be exempted from the retail  network following the statement confirmed by the registration owner or the State Pharmaceutical Inspection;

31.2.7.the exempted products are to be immediately removed from the stock of medicines to be sold and stored in a separated and safe location , labelled with a mark „not for sale”;

31.3.falsified products revealed in the distribution network shall be stored separately from other medicinal products to avoid any possibility of mixing. They shall be clearly labelled with a special mark „not for sale” and the owner, as well as the State Pharmaceutical Inspection shall be immediately informed on the day of disclosure of the fact;

31.4.returning, rejection and exemption of medicinal products labelled with a mark „not for sale”, as well as delivery of falsified products shall be protocolled during the performance of the appropriate operation. On each case of elimination of medicinal products an appropriate decision shall be taken, it shall be documented and protocolled. Taking of the mentioned decision involves the authority responsible for the quality system of wholesale of medicinal products and, if necessary, the registration owner.

32.To supervise the introduction of the good distribution  and conformity principle, the wholesaler of medicinal products undertakes self control and protocols the self control measures.

33.In case the wholesaler of medicinal products wishes to distribute products in another country of the European Economic Area, he is obliged to submit a copy of a special permit (licence) to the competent institution entitling to wholesale of medicinal products, following legal acts and the appropriate demand of the competent institution of the mentioned country.

IV. Parallel Import Requirements of Medicinal Products

34. The parallel import of medicinal products is permitted exclusively if the parallel importer has received a valid permit issued by the State Agency of Medicines for distribution of parallelly imported medicinal products in the Republic of Latvia in conformity with requirements stated in the present chapter. 

35. The parallel importer shall inform (as provided for in Paragraph 39 hereof) the following parties on his intention to start distribution of the parallelly imported products in Latvia:

35.1 Registration owner (holder of sales permit);

35.2 The State Agency of Medicines;

35.3 Owner of the brand of medicinal product.

36. In case the parallelly imported medicinal products are subjected to re-packaging, the parallel importer, following the demand of the owner of the brand of the product delivers a re-packaged product sample.

37. Owner of the brand of medicinal product may not use the brand rights to prohibit re-packaging, if:

37.1.the rights of the brand owner regarding the commercial system arranged by him favours artificial division of the market among the EU member states;

37.2. re-packaging doesn’t leave an unfavourable impact upon the initial product conditions;

37.3. the new packaging includes direct indication of the re-packager and the manufacturer of the product;

37.4. packaging of the re-packaged product mean for distribution doesn’t cause any damage to the brand and reputation of its owner;

37.5. the brand owner receives a notice prior the re-packaged product is let on sale.

38. The parallelly imported products are registered (let on free turnover) in the country of the European Economic Area, from which the products are delivered. The parallel import of medicinal products is permitted also, if the registration owner cancels registration of medicinal products in Latvia due to economic reasons, not related to safety, effectiveness and quality requirements.

39. To obtain the permit mentioned in Paragraph 34 hereof, the parallel importer shall submit an application to the State Agency of Medicines requesting the issue of a permit to distribute parallel import of medicinal products (hereinafter referred to as ‘Application’) - as provided for in Annex 1 hereof – enclosing an evidence to the fact the parallel importer had notified the relevant medicinal product registration owner (marketing authorization owner) and the medicinal product trademark (brand) owner regarding its intention to commence distribution of medicinal products imported in parallel. If a medicinal product appears to be presented in different forms and of different strength, a separate application shall be submitted for each form and strength of the product. 

40.The State Agency of Medicines checks the submitted information in seven business days since the day of registry of the application in the State Agency of Medicines and informs in writing the applicant on the incomplete, erroneous information, or the information to be submitted additionally. After the mentioned check-up, the State Agency of Medicines demands the following documents and data to evaluate the parallelly imported products from the competent institution of the appropriate European Economic Area country registering and evaluating the parallelly imported medicinal products:

40.1. if the particular products are registered let out in free turnover in the particular country and if the registration (sales permit) is valid, as well as the number and date of issue of the mentioned permit (registration);

40.2.name, legal address and place of activities of the registration owner of the medicinal product;

40.3.title, legal and activity address of the manufacturing Company, as well as the information on the validity of the manufacturing licence;

40.4.qualitative and quantitative composition of medicinal products;

40.5.shelf life and the recommended storage conditions of medicinal products;

40.6.description of the manufacturing method (in case of any difference between the parallelly imported products and those registered in Latvia).

41.The State Agency of Medicines checks the submitted data and documents taking into account the information received from the European Economic Area country, compares that with the appropriate data of products registered in Latvia and evaluates the information. The parallelly imported medicinal products shall conform to the following requirements:

41.1.parallelly imported medicinal products are registered (sales permit issued) and let out in free turnover in the European Economic Area country, from which the products are received;

41.2.manufacturer (re-packager) of parallelly imported medicinal products holds  a special permit (licence) for manufacturing of products and manufacturing of products is in conformity with  the good manufacturing practice requirements;

41.3.Instruction and labelling (in the state language) of parallelly imported medicinal products is inconformity with regulations requirements on labelling and application of medicinal products, the instruction isn’t deceitful and renders  precise and complete information on the character, composition, therapeutic effect, application and storage of the product;

41.4. parallelly imported medicinal products are identical to those registered in Latvia or the differences are admissible in conformity with those mentioned in normative acts on the order of labelling and requirements applied to instruction of application of medicinal products. Differences may not affect the therapeutic effect of parallelly imported medicinal products, nor cause any risk to the health of inhabitants or cause deceitful impression to patients:

41.4.1. parallelly imported medicinal products and products manufactured in Latvia are produced following the same methods of production, they contain equal active substances and cause equal therapeutic effects;

41.4.2.method of application and dose  introduced by the manufacturer of medicinal products is in conformity with information  on application and dosage contained in documentation of registration of medicinal products in Latvia;

41.4.3.differences (if any) in dyes is small (another code of dyes);

41.4.4.differences (if any), shall be clearly mentioned in the instruction and labelling of products;

41.5.therapeutical indications or another information confirmed by another country of European Economic Area in labelling of parallelly imported medicinal products (primary and secondary), but not confirmed for products registered in Latvia (if any), shall be covered (for example, by a sticker);

41.6.instruction and labelling of parallelly imported medicinal products shall contain information on the holder of distribution permit Company and address. That information may not be covered;

41.7. parallelly imported medicinal products shall be re-packaged following normative acts on the order of manufacturing and labelling of medicinal products and requirements regarding the instruction of application of medicinal products.

42. The State Agency of Medicines evaluates conformity of parallelly imported medicinal products with requirements mentioned in the present chapter and drafts an evaluation report. In case additional check-up is necessary to evaluate, if  the parallelly imported medicinal products and those produced in Latvia using the same methods of production, the State Agency of Medicines informs in writing the appropriate applicant about it.

43. If the parallelly imported medicinal products differ from products registered in Latvia, the State Agency of Medicines guarantees the solvency control (if necessary). The test samples are to be submitted to the State Agency of Medicines by the distribution permit receiver of parallelly imported medicinal products.

44. Following evaluation of parallelly imported medicinal products the State Agency of Medicines takes decision to issue a distribution permit of parallelly imported medicinal products in the Republic of Latvia (Annex 2) or to reject such a permit.

45. The State Agency of Medicines takes the decision to reject a distribution permit of parallelly imported medicinal products if:

45.1 the information rendered doesn’t conform to requirements stated by the present chapter;

45.2 due to safety, effectiveness and quality of medicinal products, distribution of products registered in Latvia is prohibited or stopped, or products had been exempted from the market in Latvia or in any other European Economic Area country.

46. If the State Agency of Medicines confirms alterations in the registration documentation for products registered in Latvia in conformity with normative acts on the order of registration of medicinal products, in relation to parallelly imported medicinal products, the State Agency of Medicines:

46.1 Informs in writing the importer of parallelly imported medicinal products or the permit applicant on the adopted alterations in the description, instruction, labelling and classification changes of medicinal products;

46.2 Issues a description of products to the parallel importer with alterations adopted by the State Agency of Medicines.

47. Registration owner of medicinal products, while submitting an application to the State Agency of Medicines on alterations in the registration documentation, informs the parallel importer on alterations in the registration documentation.

48. If following the submission of data mentioned in Paragraph 41 hereof any changes have occurred, the parallel importer shall:

48.1.stop distribution of parallelly imported medicinal products, if changes have occurred in the sales permit of parallelly imported medicinal products in the country from which products had been received and submit an application to the State Agency of Medicines to confirm changes in the distribution permit of parallelly imported medicinal products. The application shall be supplemented with information confirming changes. Distribution of parallelly imported medicinal products may be resumed after the parallel importer has received a decision taken by the State Agency of Medicines on confirmation of changes in the distribution permit of parallelly imported medicinal products;

48.2.following the receipt of data mentioned in Paragraph 46 hereof the parallel importer submits  an application to the State Agency of Medicines to confirm changes in the distribution permit for parallelly imported medicinal products. The application shall be complemented with an information attachment confirming the mentioned changes. Distribution of parallelly imported medicinal products is permitted after the parallel importer has received  the decision of the State Agency of Medicines confirming changes in the distribution permit issued for parallelly imported medicinal products;

48.3.guarantees inclusion of the appropriate changes into the instruction of use and labelling of parallelly imported medicinal products.

49.If the requisites of permit owner of parallelly imported medicinal products   are changed, he is obliged to inform the State Agency of Medicines about it in writing. The State Agency of Medicines takes decision to issue a new permit in conformity with the order stipulated by the Administrative Process Law.

50.The State Agency of Medicines states the affiliation  of parallelly imported medicinal products  to the particular classification group of medicinal products registered in Latvia following normative acts regulating the order of classification of medicines.

51.If the affiliation to the classification group of medicinal products registered in Latvia is changed, the parallelly imported medicinal products  are to be distributed   according to the new classification group determined for medicinal products registered in Latvia.

52.The parallel importer:

52.1.makes a precise record into the registry log-book or another document meant for that purpose following any  activity related to delivery of products from any country of European Economic Area, confirming the origin, production series number and amount  of parallelly imported medicinal products;

52.2.renders information to the State Pharmaceutical Inspection and the State Agency of Medicines on the parallelly imported medicinal products   following an appropriate demand;

52.3.keeps the packaging material of medicinal products, if in case of re-packaging (re-labelling) the packaging isn’t opened;

52.4.keeps one sample of each re-packaging operation product (medicinal product, packaging material, instruction of use), if in the process of re-packaging (re-labelling) products, the packaging is opened (for example, to change the external packaging or the instruction of use).

53.The applicant shall cover the expenses related to the receipt of distribution permit of parallelly imported medicinal products following  the Price list of public paid services issued by the State Agency of Medicines.

54.If the distribution permit of parallelly imported medicinal products is rejected or revoked, the payment mentioned in p.53 hereof isn’t repaid.

55.The State Agency of Medicines takes decision on revoking of distribution permit of parallelly imported medicinal products , if:

55.1.the State Agency of Medicines revokes the appropriate registration of medicinal products in Latvia or the competent institution annuls registration (sales permit) in the manufacturing country or the European Economic Area country supplying the parallelly imported medicinal products due to conditions related to the possible risk for human health (safety, quality or effectiveness of medicinal products), or the delivery of products is prohibited and products are exempted from the market;

55.2.the State Agency of Medicines doesn’t confirm changes for parallelly imported medicinal products ;

55.3.manufacturing of parallelly imported medicinal products    doesn’t conform to good manufacturing practice requirements stated by regulations on the order of  manufacturing and control of medicinal products;

55.4.the State Agency of Medicines rejects re-registration of parallelly imported medicinal products for distribution in Latvia;

55.5.permit owner has submitted false information  on parallelly imported medicinal products.

56.The State Agency of Medicines takes decision on cancelling distribution permit of parallelly imported medicinal products , if:  

56.1. the State Agency of Medicines revokes the appropriate registration of medicinal products in Latvia or the competent institution annuls registration (sales permit) in the manufacturing country or the European Economic Area country supplying the parallelly imported medicinal products due to conditions related to the possible risk for public or patients’ health, as the safety, quality or effectiveness of medicinal products;

56.2.permit owner hadn’t submitted data and documents to the State Agency of Medicines on the changes or hadn’t introduced  changes according to the order stipulated by the present Regulations;

56.3.manufacturing of parallelly imported medicinal products doesn’t conform to good manufacturing practice stated by normative acts on manufacturing and control of medicinal products.

57.The State Agency of Medicines takes decision to stop the distribution permit annulment on the basis of permit holder’s application, if the reasons for annulment are eliminated.

58.The State Pharmaceutical Inspection supervises and controls distribution of parallelly imported medicinal products.

59.The State Agency of Medicines guarantees information provision to the competent institutions of the European Economic Area on parallelly imported medicinal products following appropriate demands.

V. Requirements Related to Parallel Distribution of Medicinal Products

60. The parallel distributor informs (as provided for in Paragraph 60.1 hereof) the following persons about its intention on unitary distribution of the registered medicinal products:

60.1 The registration owner (sales permit owner) and the State Agency of Medicines, but if deliveries are to be made to another member state – the competent institution of the appropriate country;

60.2 The brand owner of medicinal products. Prior sales of the re-packaged product, as well as following the demand of the brand owner the distributor shall submit the sample of the re-packaged product;

60.3 The European Agency of Medicines as provide for in Paragraphs 63 and 64 hereof.

60.1 The parallel distributor must provide certification to the State Agency of Medicines as follows:
60.1 1. that it has notified the relevant medicinal product registration owner (marketing authorization owner) and the medicinal product’s trademark (brand) owner about its intention to start distribution of a concrete parallel distributed medicinal product in Latvia, indicating the concrete addressee of such notification and the day of notification;

60.1 2. that it has submitted a notice (notification) to the European Agency of Medicines as provided in Paragraphs 63 and 64 about the concrete  parallel distributed medicinal product, indicating the date of notification.
61. The brand owner of medicinal products shall not use brand owner’s rights to prohibit re-packaging in cases mentioned in Paragraph 37 hereof.

62. Parallel distribution of medicinal products is allowed also in cases if the registration owner of centrally registered medicinal products doesn’t commence distribution of that products in Latvia.

63. The parallel distributor submits a statement to the European Agency of Medicines on parallel distribution of centrally registered medicinal products (hereinafter – notification) in conformity with  the notification form determined by the European Agency of Medicines (published in the EMEA home page http://www.emea.eu.int)  to make it possible for the European Agency of Medicines to fulfil the European Parliament and Council Regulation No. 726/2004, Paragraph 57, p.1, part „o”.

64. If the medicinal products’ sales permit annexes of the EU are altered or the information data rendered by the parallel distributor are changed (for example, the re-packager or parallel distributor’s data are changed), the parallel distributor shall submit a statement on changes in parallel distribution of centrally registered products in conformity with  the notification form determined by the European Agency of Medicines (published in the EMEA home page http://www.emea.eu.int). The said notification shall be submitted also in cases, if the country of distribution of medicinal products is changed.

65. If the parallel distributor introduces alterations in packaging of centrally registered products, such alterations shall be justified with the need to distribute medicinal products. The following alterations are allowed:

65.1 information in labelling and information for use shall be in the state language of the country where the products are to be distributed and the mentioned information  is identical in all the languages used in the labelling and information;

65.2 packaging size changes guarantee the proposed packaging to fit the sales permit issued by the European Community for medicinal products registered by the centralized procedure.

66. The State Pharmaceutical Inspection supervises and controls the conformity of the parallel distribution of medicinal products with requirements of the sales permit annexes issued by the European Community (labelling, instruction of use and series identification) and with statement of the European Agency of Medicines confirming completion of examination of notification rendered by the parallel distributor.

VI. Special Requirements for Distribution of Medicinal Products in Pharmacies

67. A pharmacy (medicinal products’ retailer) guarantees fulfilment of requirements defined in Subparagraphs 12.1, 12.2, 12.4, 12.5, 12.6, 22.1, 22.2, 22.3, 22.5, 22.6, 22.7, 29.1, 29.2, 29.3, 31.3 and 31.4 hereof.

67.1 Inside a pharmacy, medicinal products must not be located in those parts of the customer servicing hall where customers have direct access to the same.

68. A pharmacy is allowed to purchase vulnerary plants (herbs) from the inhabitants and to distribute them for population, if the pharmacy manager has checked the purchased vulnerary plants (herbs) and determined their conformity with the description given by the permitted Pharmacopoeia, as well as if the place of collection of plants and conditions of preparation of herbs are known to the pharmacy manager.

69. Non-registered medicinal products may be distributed in the pharmacy to the population: 

69.1 against prescription, which is written out as provided for in normative acts regulating prescription of medicinal products;
69.2 without prescription if the medicinal product is included in the distribution permit mentioned in Paragraph 86 hereof, and the State Agency of Medicines has referred the given medicinal product to no-prescription products by such procedure as provided by the normative acts on the medicinal product classification procedure.

70. Medicinal products are issued according to the amount denoted in the prescription. If the parallelly imported medicinal products differ from those registered in Latvia, the pharmacy while issuing those products, informs the patient and the doctor (by phone) on the difference between the parallelly imported and registered products.

71. If a pharmacy has no stocks of products, it must order the necessary medicinal product at the request of a patient, a medical or social care institution, veterinary practitioner or veterinary medical care businessman (hereinafter – the institution and veterinary practitioner’s request) on the same day of receipt of such a request by placing the order with the person mentioned in Subparagraphs 11.1 and 11.2 and Paragraph 13. As regards non-registered medicinal products, the pharmacy must ensure fulfilment of Paragraph 72 hereof. Upon receipt of the medicinal products, the pharmacy must:
71.1 immediately deliver the medicinal products to or inform the requester (medical institution, social care institution, veterinary practitioner or veterinary medical care businessman) about the availability of the requested products;

71.2 inform the patient about the receipt of the requested medicinal products.

72. When distributing non-registered medicinal products, a pharmacy must meet the following requirements:  

72.1 if there are no stocks of non-registered medicines in the pharmacy, it must accept and register prescriptions or the institution or veterinary practitioner’s requests mentioned in Paragraph 71 hereof; 
72.2 the pharmacy must contact the person mentioned in Subparagraphs 11.1 and 11.2 and Paragraph 13 hereof about the delivery of the non-registered medicinal products and submit to the said person the pharmacy’s request in writing for the product’s delivery. The pharmacy does not have to enclose to its request any prescriptions or institution or veterinary practitioner’s requests as provided for in Subparagraph 72.1 hereof. The pharmacy’s request must specify the following details:

72.2.1 the requested non-registered medicinal product’s name, form, strength or concentration, quantity per packaging unit, number of packaging units;

72.2.2 the person who prescribed the medicinal product, and the medical institution, social care institution, veterinary medical care business or veterinary practitioner who requested the medicinal product;

72.2.3 the medicinal product’s manufacturer (if necessary);

72.3 No written request is needed for a medicinal products wholesaler with respect to such products as:

72.3.1 conform to the Healthcare Economic Centre’s List of Medicines, which are required for provision of such outpatient care services as paid by the state budget (hereinafter − List of administered medicinal products) in accordance with the normative acts regulating medicinal products’ purchase, storage, consumption, accounting and elimination procedure at medical or social care institutions (It refers to an institution or a veterinary practitioner’s request);

72.3.2 distributed for outpatient treatment within the framework of the compensation system for the foreseen costs of purchase of the medicinal product in accordance with the normative acts regulating the procedure of reimbursement of the foreseen costs of purchase of medicinal products (hereinafter – medicinal products that are distributed for outpatient treatment within the framework of the compensation system for the foreseen product purchase costs) (It refers to a pharmacy’s request);

72.4 prescriptions and institution or veterinary practitioner’s requests are kept at the pharmacy.

73. After handing out of medicinal products the prescription (except the ordinary prescription, on the basis of which the prescribed products can be issued repeatedly), as well as the orders of institutions and veterinary practitioners remain in the pharmacy.

74. The pharmacy, following the normative acts on distribution of narcotic and psychotropic products, registers narcotics and psychotropic products into the special account log-book for substances and medicinal products containing the following substances:

74.1 atropine sulphate;

74.2 silver nitrate;

74.3 arsenic acid anhydrite;

74.4 crystal sodium arsenate;

74.5 tetracaine hydrogen chloride (dicaine);

74.6 narcotic analgetics, which are acknowledged as such by the State Agency of Medicines.

75. Medicinal product orders from institutions and veterinary practitioners are kept by a pharmacy for three years. Waybills of goods  related to substances and medicinal products mentioned in Paragraph 74 hereof are to be formed, saved and accounted for in conformity with normative acts on the turnover of narcotic and psychotropic products.

76. The holder of  special permits (licences) to open (operate) pharmacies shall submit data to the State Agency of Medicines on  realisation  of medicinal products during the previous calendar year till February 20, next year. The statement shall include the product number, title of medicinal product, amount of distributed remedies, sales price and group of consumers.

77. Automatic distribution (sales) of medicinal products is prohibited.

VII. Distribution Regulations of the Remaining Stock of Medicinal Products Following Adoption of Changes in the Registration Documentation
78. Following the accept of changes in the registration documentation according to the defined order of registration of medicinal products, the registration owner  has the right, 12 months from the date of accept of changes to let out on the market those medicinal products of the stock which hadn’t been  subjected to changes of registration documentation. The mentioned precondition refers to wholesale of medicinal products. At the end of the term the remaining stock may be distributed exclusively through pharmacies till running out of the remaining stock of the pharmacies. Medicinal products may be used by a medical or social care institution, as well as by a tradesman of veterinary medicinal products or a veterinary practitioner, till running out of the remaining stocks of products. 
79. The State Agency of Medicines is entitled to make decisions regarding:

79.1 Distribution of the remaining stock of medicinal products and to state a shorter or longer time period, than that of Paragraph 78. The State Agency of Medicines issues a permit for distribution of the remaining stock of products (Annex 3);

79.2 Realisation of the remaining stock of products and it may prohibit distribution of medicinal products, if the changes in registration documentation aren’t introduced or if introduction of the same is related to urgent restrictions of safety or health care of inhabitants and safe use of medicinal products (for example, changes in therapeutic indications, counter-indications, warnings, obtained new information on safe use of products). In that case the State Agency of Medicines informs the registration owner and the State Pharmaceutical Inspection on the decision on the same day the decision is taken.

80. After the decision is taken on accept of changes I the registration documentation, the registration owner grants introduction of changes into the labelling and instruction of use of products, taking into account the requirements and time schedule stated by the State Agency of Medicines.

81. In case the registration owner doesn’t re-register medicinal products following the normative acts on registration of products or the State Agency of Medicines rejects, cancels or annuls re-registration, it has the right to determine a term of distribution of the remaining stock of medicinal products owned by the registration owner, taking into account safety conditions of use of medicinal products and applying requirements stipulated by Paragraphs 78 and 79 hereof.

82. Following the demand of the State Agency of Medicines the registration owners, manufacturers and wholesalers of products, pharmacies, medical and social care institutions, veterinary practitioners, veterinary and medical care businessmen shall inform the State Agency of Medicines and the State Pharmaceutical Inspection on the remaining stock of medicinal products without introduced changes in registration documentation (that refers also to parallelly imported and parallelly distributed medicinal products). The Statement shall include:

82.1 Title of medicinal products, strength and form of products;

82.2 Series number and amount.

VIII. Distribution Requirements of Non-registered Medicinal Products

83. The Healthcare Inspection (and as regards medicinal products that are foreseen to be used by animals – the Food and Veterinary Service) has the right to check the substantiation of prescription of non-registered medicinal products.

84. In case of any doubt and suspicion on distribution of non-registered medicinal products, the State Agency of Medicines has the right to demand the Healthcare Inspection (and as regards medicinal products that are foreseen to be used by animals – the Food and Veterinary Service) to check the substantiation of prescription of non-registered medicinal products.

85. A medical doctor, medical institution, veterinary practitioner and veterinary medical care tradesman, before prescribing a non-registered medicine to a patient (which does not refer to such medicinal products with a distribution permit as registered in the European Economic Area county in accordance with Paragraph 86 hereof,  but not registered in the Republic of Latvia) must obtain information about the product’s properties so that they could assess its therapeutic effect and safety for the patient and ensure supervision of the product administration, and be responsible for the prescription of such medicines.

86. To obtain a distribution permit for a medicinal product, which is registered in a country of the European Economic Area (or in the process of registration) but not registered in the Republic of Latvia (Annex 4), the holder (registration owner) of sales permit issued by a country of European Economic Area or the registration applicant (if products are in the process of registration) shall submit a relevant application to the State Agency of Medicines (Annex 5).

86.1 The State Agency of Medicines is also entitled to decide to issue a permit as provided for in Paragraph 86 hereof on the initiative of the Healthcare Economic Centre or a medical institution, as well as on its own initiative based on public health considerations if no such application as mentioned in Paragraph 86 hereof has been submitted to the State Agency of Medicines.

86.2 The State Agency of Medicines shall issue a permit as provided for in Paragraph 86 hereof in the name of the marketing authorization holder (registration owner) from the European Economic Area’s country, or, if the medicinal product is in the process of registration in the European Economic Area’s country – in the name of the relevant marketing authorization seeker (applicant).

86.3 The State Agency of Medicines shall make a decision to issue a permit as provided for in Paragraph 86 hereof for a definite period - five years. The said decision becomes invalid if the medicinal product mentioned in the permit as provided for in Paragraph 86 hereof or a similar one is registered in Latvia and included in the Latvian Register of Medicines.

86.4  After five years since the decision mentioned in Paragraph 86.3 hereof, the State Agency of Medicines shall be entitled to decide to issue a permit as provided for in Paragraph 86 hereof for an unlimited time period, except for such cases when, based on the evidences gained by the medicinal product’s side effects monitoring (pharmacovigilance), the State Agency of Medicines decides to issue a permit as provided for in Paragraph 86 hereof for a definite period - five years. The said decision becomes invalid if the medicinal product mentioned in the permit or a similar one is registered in Latvia and included in the Latvian Register of Medicines.
87. Prior to issuing of the distribution permit for non-registered medicinal products, mentioned in Paragraph 86 hereof, taking into account public health considerations, the State Agency of Medicines shall:

87.1 Inform the registration owner in the country of European Economic Area on the proposal to assign the mentioned products a distribution permit in the Republic of Latvia;

87.2 Demand the competent institution in the country of European Economic Area to submit a copy of evaluation report of medicinal products and the valid sales permit of the appropriate medicinal products.

87.3 Inform the permit holder about the requirements to the medicinal product’s advertising, marking and user instructions;

87.4 Inform the permit holder about the requirements to supervision of any side-effects related to the use of the medicinal product.

87.1 The State Agency of Medicines shall decide on issuing the permit upon receipt of an assessment of the medicinal product from the competent authorities in the relevant country of the European Economic Area and the medicinal product marketing authorization.

88. The distribution permit holder (registration owner) of non-registered medicinal products or the registration applicant (if products are in the process of registration) shall submit to the State Agency of Medicines a packaging sample with labelling and instruction of use in the state language in conformity with normative acts on the order of labelling of medicinal products.

89. While issuing a distribution permit for non-registered medicinal products, the State Agency of Medicines determines affiliation of products to the classification group following normative acts on the order of classification of medicinal products.

89.1 When issuing the permit for distribution of non-registered medicinal products as mentioned in Paragraph 86 hereof, the State Agency of Medicines endorse the medicinal product’s marking and user instructions in the state language, if necessary, upon consultation with the registration holder, the manufacturer and other competent bodies.

89.2 When delivering medicinal products, the wholesaler must provide the distributed medicinal products with marking and user instruction in the state language as required by the normative acts on medicinal products marking procedure and requirements to user instructions.
90. The holder (owner) of distribution permit of non-registered medicinal products shall guarantee:

90.1 Supervision of side effects caused by application of medicinal products in conformity with normative acts regulating the procedure of supervision of side effects caused by medicinal products, similar to the procedure provided for registered medicinal products;

90.2 Observing defined requirements of normative acts related to promotion of medicinal products.

91. The State Agency of Medicines guarantees publicly available information on its Internet home page (http://www.zva.gov.lv) (hereinafter – the State Agency of Medicines’ Internet homepage) about the non-registered products for which, as provided for in Paragraph 86 hereof, a distribution permit have been issued for non-registered medicinal products as provided for in Subparagraph 149.7.
92. The State Agency of Medicines informs the European Commission on products non-registered in Latvia, for which the distribution permit had been issued and on products for which the distribution permit had been annulled and mentions name and surname or the firm and address of the permit holder.

93. The permit for distribution of non-registered medicinal products as mentioned in Paragraph 86 hereof entitles the wholesaler mentioned in Paragraphs 11 and 13 hereof to distribute medicinal products wholesale, and the tradesman (/businessman/entity) mentioned in Paragraph 11.1 hereof to distribute medicinal products as provided for in Paragraph 12.1. If the parallel importer distributes non-registered medicinal products, requirements related to parallel imports of the products mentioned hereof, shall be applied.

94. Non-registered medicinal products may be distributed in Latvia without the permit mentioned in Paragraph 86 hereof if the following cases:

94.1 If a permit has been obtained for distribution of non-registered medicinal with respect to individually assigned medicinal products (It refers to products registered and used in other countries):

94.1.1 When a concrete known patient or individual patients (Annex 6) place a bona fide order, and the person who prescribes the medicine takes responsibility for the prescription;

94.1.2 Pursuant to the Healthcare Ministry’s resolution as provided for in the Pharmacy Law, Clause 10, Paragraph 7, Subparagraph ‘c’, if such a medicinal product is required to render medical aid in cases of catastrophes, natural disasters or epidemics or to assess the possible or the already confirmed hazardous pathogenic agent, toxin, chemical substance or atomic radiation proliferation;

94.2 The permit for distribution of non-registered medicinal products with respect to individually assigned medicines (Annex 6), which are available for use as a charity as provided for in the European Parliament and Council Regulation No.726/2004, Clause 83, Paragraph 2 (hereinafter – charity medicines). If the therapeutic indication of non-registered medicinal products differs from the description of the medicinal product, it cannot be regarded as a charity medicine (the use of such medicines is regarded as ‘outside-marking use’).
94.1 The provision of Subparagraph 94.2 hereof is not applicable to such medicinal products:

94.1 1. which are not subject to the centralized registration procedure as provided for in the European Parliament and Council Regulation No.726/2004;

94.1 2. whose distribution is sanctioned by the permit mentioned in Subparagraph 94.1 hereof;

94.1 3. which are registered by the centralized registration procedure as provided for in the European Parliament and Council Regulation No.726/2004, but the using conditions and target group of the said products differ from the information stated in the registration documentation of the registered medicinal products.

94.2 The permit for distribution of non-registered medicinal products as provided in Subparagraph 94.1 hereof with respect to individually assigned medicinal products to a concrete known patient or individual patients (Annex 6) placing a bona fide order, is not necessary for the tradesman mentioned in Paragraph 11.1 hereof, who has received the non-registered products from the medicinal products wholesaler who was issued with the permit mentioned in Paragraph 94 hereof.

94.3 To receive the permit mentioned in Paragraph 94 hereof, the person mentioned in Paragraphs 94.4 and 94.5 shall submit an application to the State Agency of Medicines (Annex 7) with the following enclosures:

94.3 1. A pharmacy’s request for delivery of medicinal products as provided for in Subparagraph 72.2 hereof if the medicinal products are ordered by a pharmacy; and an institution or veterinary practitioner’s request for delivery of medicinal products if the medicinal products are ordered by an institution or a veterinary practitioner. No submission of the said request for medicinal products delivery is required if the medicinal products are on the List of administered medicines or are distributed within the framework of the system of reimbursement of costs on the purchase of medicinal products meant for outpatient care. This requirements does not refer to the permit mentioned in Subparagraph 94.2 hereof;

94.3 2. The medicinal product’s marking, user instruction and its translation into the state language if the medicinal product is meant for delivery to a medical or social care institutions, veterinary practitioner and veterinary medical care businessman. This requirement is not applicable if the medicinal product is meant for a concrete known patient, nor does it apply to such permits as mentioned in Subparagraph 94.2 hereof;

94.3 3. As regards charity medicinal products:

94.3 3.1 The permit seeker’s certification of conformity to the requirement of the European Parliament and Council Regulation No.726/2004, Clause 83, Paragraph 2,  that a registration application for the given medicinal product has been submitted to the European Medicines Agency or that the medicinal product is under clinical trial;
94.3 3.2 A medical institution’s substantiation for the use of the given medicinal product – medical or epidemiological data on a patient or a group of patients (special care program) in conformity with the European Parliament and Council Regulation No.726/2004, Clause 83, Paragraph 2:

94.3 3.2.1 A chronic or severely debilitating disease or a disease regarded as life-threatening;

94.3 3.2.2 No satisfactory result can be achieved by treating the patients with medicinal products registered by the Latvian national registration procedure, the interstate recognition registration procedure or decentralized registration procedure or products registered by the EU centralized registration procedure;

94.3 3.3. A program of medicinal product administration as worked out by the permit seeker (applicant). The description of the said program includes information about the relevant medicinal products and its administration:

94.3 3.3.1 medicinal product’s draft description, marking and user instructions in the state language;

94.3 3.3.2 information for the patient, including a specimen of the form of informed consent in compliance with the Patients Rights Law;

94.3 3.3.3 description of the group of patients, including the proposed number of patients in Latvia, information about the fact whether the relevant medicinal product is used in other countries, the expected length of administration and number of packages of the medicinal product;

94.3 3.3.4 the medical person and the permit holder’s responsibilities, including patient supervision, data collection, monitoring of side effects of the medicinal product, by what procedure the medical person notifies of any side effects of the medicinal product, the current and planned clinical research (also stating the sponsor, the clinical trial’s venue in Latvia and abroad);

94.3 3.4 If necessary, a copy of the registration application sent to the European Medicines Agency and the enclosed data and documents;

94.3 3.5 the opinion of the Medicinal Products Committee of the European Medicines Agency (if any) and the opinions of other competent authorities of an EU member-state as regards the relevant medicinal product.

94.4 The businessman mentioned in Paragraph 11 hereof is entitled to apply for such a permit as provided for in Subparagraph 94.1 hereof.

94.5 The person entitled to apply for such permit as provided for in Subparagraph 94.2 hereof must be the person, in whose name the medicinal product is supposed to be registered by the centralized registration procedure as provided for in the European Parliament and Council Regulation No.726/2004 and who has submitted an application for registration of the medicinal products to the European Medicines Agency, or in whose name a permit for commencement of a clinical trial has been issued.

94.6 Prior to assignment of the permit mentioned in Subparagraph 94.2 hereof to charity medicinal products:

94.6 1. The State Agency of Medicines shall inform the European Medicines Agency about the possibility of using the relevant medicines and may inquire an opinion of the Medicinal Products Committee of the European Medicines Agency in regard to the said medicinal products:

94.6 1.1 Target group of patients – a limited group of population including age groups, which are supposed to benefit by the treatment (as regards the therapeutic indication) and which are identified by the Medicinal Products Committee of the European Medicines Agency;

94.6 1.2 Medicinal product administration conditions – recommendations for healthcare professionals about the safe and efficient prescription and use of medicinal products, including relevant information about the medicinal product’s clinical, pharmacological and pharmaceutical properties and patient supervision circumstances;

94.6 1.3 Medicinal product distribution conditions – medicinal product delivery and use restrictions or such circumstances as provided for in the European Parliament and Council Regulation No.726/2004, Clause 9, Paragraph 4, Subparagraph ‘b’, and Clause 14, Paragraph 10 (The said does not refer to the delivery strategy in the member-states, e.g., product quantity, choice of a member-state);

94.6 2 The relevant manufacturer of medicinal products (if no registration application has been filed to the European Medicines Agency) or the permit seeker (applicant) (if a registration application has been filed to the European Medicines Agency):

94.6 2.1 is entitled to inform the European Medicines Agency on his own initiative about the request for the permit filed with the State Agency of Medicines as provided in Subparagraph 94.2 hereof;

94.6 2.2 informs the State Agency of Medicines about the result of his consultation with the European Medicines Agency.

94.7 The permit, which is mentioned:

94.7 1. in Subparagraph 94.1.1 hereof, shall be issued in the name of the permit seeker (applicant);

94.7 2. in Subparagraph 94.2 hereof, shall be issued in the name of the medical institution issuing the medicinal product use substantiation as provided for in Subparagraph 94.3 3.2 hereof.

94.8 The permit, which is mentioned in Paragraph 94 hereof, must meet the following requirements::

94.8 1. for medicinal products, which are neither on the List of administered medicines nor distributed within the system of reimbursement of purchase costs of medicinal products meant for outpatient care, the said permit must bear indication of the number of packages, upon distribution of which a new permit will be required for further distribution (import from a third country) of the medicinal products. This requirement refers to the permit mentioned in Subparagraph 94.1.1 hereof;

94.8 2. for medicinal products, which are on the List of administered medicines or distributed within the system of reimbursement of purchase costs of medicinal products meant for outpatient care, one should not state the number of packages and the permit is valid for one year. This requirement refers to the permit mentioned in Subparagraph 94.1.1 hereof;

94.8 3. for charity medicinal products, on does not have to specify the number of packages, in view of such information of the proposed number of patients, medicine administration period and number of packages as provided for in Subparagraph 94.3 3.3 hereof. This requirement refers to the permit mentioned in Subparagraph 94.2 hereof.

94.9 Before prescribing the medicinal products mentioned in Subparagraph 94.2 hereof to a patient, there is always a chance to consider participation in a clinical trial. The medical person initiating treatment with a concrete medicinal product:

94.9 1. shall inform the concrete patient or another person, who is entitled to give consents to the patient’s treatment as provided for in the Patient’s Rights Law (hereinafter − the informed person), about:

94.9 1.1 the circumstances justifying the use of that concrete medicinal product;

94.9 1.2. the prescribed medicinal product and its characteristics (e.g., expected benefits, possible risks);

94.9 1.3. supervision of the patient;

94.9 2. must obtain the patient or the informed person’s consent in writing to the use of the concrete medicinal product by the specimen mentioned in Subparagraph 94.3 3.3.2 hereof.

94.10 A medical person or medical institution shall prepare the substantiation for the use of medicinal products mentioned in Subparagraph 94.3 3.2 hereof after familiarization with the permit seeker’s worked out medicinal product use program as provided for in Subparagraph 94.3 3.3 hereof, which the medical person or medical institution has received from the person mentioned in Paragraph 94.5 hereof.

94.11 If a medicinal product is assigned with such a permit as provided for in Subparagraph 94.2 hereof, which certifies the development of a medicinal product administration program as provided for in Subparagraph 94.3 3.3, the person mentioned in Paragraphs 94.4 and 94.5 hereof shall provide for:

94.11 1. Fulfilment of the requirements of the European Parliament and Council Regulation No.726/2004, Clause 24, Paragraph 1, and Clause 83, Paragraph 8;

94.11 2. Observance of the prerequisites of Paragraph 94.12 hereof.

94.12 Charity medicinal products are distributed free of charge.
95. The person, which is issued with the permit for distribution of non-registered medicinal products as provided for in Paragraph 94 hereof:

95.1 shall inform the State Agency of Medicines about the series number of the products prior to commencement of the distribution;

95.2 shall only be entitled to distribute the medicinal products mentioned in the permit to pharmacies, medical institutions, social care institutions, veterinary practitioners and veterinary medical care institutions in accordance with the information stated in the permit (Annex 6). If the permit is issued for non-registered medicinal products:

95.2.1 which conform to the List of administered medicinal products, the medicinal products listed in the permit may only be distributed to hospitals and closed-type or care centres, as well as general or open-type pharmacies;

95.2.2. which are distributed within the system of reimbursement of costs on purchase of medicinal products meant for outpatient care, the medicinal products listed in the permit may only be distributed to pharmacies;

95.2.3. to be used as charity, the medicinal products listed in the permit may only be distributed to a concrete patient or group of patients;

95.3. shall inform the State Agency of Medicines prior to commencement of the distribution about the quantity of the imported medicinal products meant for distribution, if the permit is assigned to non-registered medicinal products, which conform to the List of administered medicines or are distributed within the system of reimbursement of costs on purchase of medicinal products meant for outpatient care;

95.4. shall immediately notify of any changes in the submitted data and documents for receipt of the permit;

95.5. charity medicinal products shall be issued to the patient free of charge;

95.6. in regard to charity medicinal products, they must ensure fulfilment of the responsibilities of the medical person and permit holder stated in the medicinal product administration program as mentioned in Subparagraph 94.3 3.3 hereof.

96. The applicant mentioned in Paragraphs 86 and 94 hereof shall enclose a receipt on the payment performed according to the public paid services price – list of the State Agency of Medicines.

97. The decision on issuing a distribution permit for non-registered medicinal products is taken by the State Agency of Medicines according to the order stipulated by the Administrative Process Law.

98. The State Agency of Medicines takes decision on cancelling the distribution permit of non-registered medicinal products if:

98.1 The State Agency of Medicine registers the medicinal products stated in the permit or medicinal products, which are similar to the products stated in the permit mentioned Paragraph 86 hereof;

98.2 The State Agency of Medicine possesses information related to safety, quality and effectiveness of products;

98.3 Information rendered on non-registered products appears to be false.

XI. Distribution of Medicinal Products via Internet, Mail Consignments and
Products for Personal Use

99. It is allowed to distribute (in the territory of the Republic of Latvia) via Internet exclusively non-prescription medicinal products. 

100. Distribution of medicinal products on retail via Internet is allowed exclusively for pharmacies, possessing:

100.1 Opportunities for the population to contact the pharmacy via Internet around the clock and to receive information and consultations for free  on the mentioned products to guarantee pharmaceutical care  following normative acts on the requirements defined for opening and operation of pharmacies;

100.2 A home page in the Internet following Paragraph 103 hereof, available to the population uninterruptedly around the clock and information complying with normative acts on promotion of medicinal products.

101. If a pharmacy distributes medicinal products on retail via Internet, the owner of a special permit (licence) for opening (operation) of the pharmacy guarantees the required server and communication channel capacity.

102. The pharmacy distributing medicinal products on retail via Internet immediately guarantees actual information through Internet home page and informs the State Agency of Medicines and the State Pharmaceutical Inspection on the domain title, electronic mail address, as well as on the alterations made.

103. The home page mentioned in Subparagraph 100.2 shall be of the following structure and contents:

103.1 Granting of pharmacy functions and options of electronic communication:

103.1.1 An overview of services rendered by the pharmacy with explanations on the possibilities to receive services;

103.1.2 If any prior application on a definite form is required to receive services, the form shall be available and printable from the home page (in PDF or other universal forms) or it should be possible to fill the form right in the home page. There should be explanations on how the form could be filled correctly. If the form is filled in several languages, explanations should be included in several languages, as well;

103.1.3 Availability of interactive elements (for example, “Your question”, “Response of the pharmacy”, “Applications, claims”, “Answers to applications, claims”);

103.1.4 Possibility to send a message (application) to the pharmacy via e-mail;

103.1.5 Indicated electronic mail address and a possibility to send proposals on the home page;

103.2 Information on the pharmacy:

103.2.1 The pharmacy’s name, address, working hours, phone and fax numbers, numbers of special permits (licences), special permit (licence) holder’s  company, address, registry number and bank requisites;

103.2.2 The name, surname and registry number in the Latvian Pharmacists’ Association of the pharmacist rendering consultations on medicinal products;

103.2.3 Additional graphical elements – a location map of the pharmacy with indication of the closest public transport and a graphical image of the special permit (licence) issued for opening (operation) of the pharmacy;

103.3 The last date of renewal of the home page information;

103.4 A link to the starting page, as well as to the higher level pages, if the home page server is of a multi-level structure.

104. The mail message sender shall be clearly identified. The following items shall be at the disposal of legal persons receiving or dispatching medicinal products;

104.1 The special permit (licence) mentioned in Paragraphs 11 and 13 hereof or the doctor’s practice registry certificate on registration in the Latvian Physicians’ Practice Register or a certificate on registration of the medical institution in the Register of medical institutions issued by the Healthcare Inspection, if medicinal products are received by a medical institution (doctor’s practice);

104.2 A separate permit issued by the State Agency of Medicines following the law “ On the Order of Legal Turnover of Narcotic and Psychotropic Substances and Medicinal Products”, if substances and products included into the II-nd and III-rd category lists are dispatched or received.

105. The person dispatching  medicinal products shall submit and instruction to the mail service provider on the medicinal product dispatch conditions (for example, granting a special temperature regime) and shall sign an agreement with the mail service provider on the fulfilment of the instruction requirements.

106. The physical person has the right (except narcotics and psychotropic substances):

106.1 to bring in or receive by mail medicinal products for personal use from a clearly identified dispatcher of products, which, according to the sending country’s legal acts is entitled to distribute the mentioned products. The amount of the received or brought in medicinal products on one occasion may be equivalent the amount required for 12 months use. The need to use the prescribed products shall be certified by the physical person by submitting a prescription, a prescription copy certified by a pharmacy issuing medicinal products, or by a document issued by another medical institution;

106.2. to take medicinal products to another country or send them by mail if it is allowed by legal acts of the country to which the products are sent.

X. Quality Control of Medicinal Products

107. Prior distribution of medicinal products, the products included in Annex 8 hereof are to be subjected to quality control. Samples of products included in Annex 8, p.4 and 5 hereof shall be submitted to the State Agency of Medicines, except the cases, if the mentioned series of products are produced in another country of European Economic Area and the competent institution of that country has already checked the appropriate series of products and certified the conformity with the adopted specifications.

108.If necessary ,the State Agency of Medicines  arranges examination of samples and it has the right to recognize examination results of the official control laboratory of another country  of European Economic Area, or if the products are manufactured in Latvia, it may  certify the conformity with the adopted specifications on the basis of the manufacturing series protocol and results of analyses. The examination is made in the order stipulated by the Administrative Process Law, but in 60 days’ time at the latest following the receipt of samples and documentation.

109.the State Pharmaceutical Inspection is entitled to receive samples of medicinal products  for testing, except the cases mentioned in Annex 8, pp.4,5 and 6 hereof, when samples to be tested are submitted by the registration owner.

110. The physical person has the right to submit products to the State Agency of Medicines to perform quality control.

111.Costs related to testing of samples of medicinal products shall be covered by a person from which the samples had been exempted, or in case  mentioned by Paragraph 110 hereof – a physical person following the price list of paid public services issued by the State Agency of Medicines.

XI. Actions in Extreme Situations and Medicinal Product Revocation Procedure 

112. Deliveries of medicinal products are prohibited and products are revoked from the market, if:

112.1 medicinal products are harmful in ordinary conditions of use;

112.2 medicinal products are without therapeutic effectiveness;

112.3 risk and benefit aren’t commensurable under the permitted conditions of use;

112.4 qualitative and quantitative compositions of products do not comply with the one, which is declared in the registration documents;

112.5 control of raw materials and manufacturing process intermediate stages had not been performed or some other requirement or obligation hadn’t been fulfilled in relation to assignment of special permit (licence) for manufacturing/imports of medicinal products.

112.1 When deciding on termination of medicinal product’s distribution or withdrawal from the market, the Healthcare Inspection must state the concrete date in its decision when the medicinal product’s distribution must be terminated or when the medicinal product must be recalled from the market.

113. Prohibition of deliveries or revocation of products from the market may be attributed to those series of products the quality of which causes suspicion.

114. Revocation of series may be partial, if the series is exempted from particular distributors or consumers.

115. Registration owner informs the State Agency of Medicines and the State Pharmaceutical Inspection:

115.1. on any activities performed to stop distribution or exempt medicinal products from the market (in Latvia or in other countries) and on justification of the appropriate activities, if the mentioned activity is related to effectiveness of products or protection of public health. The statement shall include information in Paragraph 119 hereof;

115.2. on each disclosed quality defect of products according to the class, following Annex 9 of the [resent Regulations, if the quality defect may lead to revocation  of medicinal products and mentions the country receiving the defected product.

116. In case of any suspected quality defects of medicinal products, the persons mentioned in Paragraphs 11, 11.1 and 13 hereof shall submit a notice to the Healthcare Inspection (unless the notice is received from the registration holder, the medicinal product manufacturer or importer, or the Healthcare Inspection). If the Healthcare Inspection receives information about low-quality medicines from the population, medical institutions, social care institutions, veterinary practitioner, or veterinary medical care businessman, it may decide on termination of the medicinal product distribution. The notice must specify:

116.1. the medicinal product’s name, strength or concentration, and the form of medicinal product;

116.2. the medicinal product’s manufacturer and registration holder (if any);

116.3. the medicinal product’s series number, if necessary;

116.4. the person, from which the medicinal product was acquired.
117. The State Pharmaceutical Inspection, if necessary, grants in collaboration with local municipalities publication of the notification on the quality defect or revocation of medicinal products in the press editions and other mass media (television and radio).

118. In extreme situations, where medicinal products are acknowledged as dangerous for consumers’ lives or cause health risk, the Ministry of Health, on the basis of statement of the State Pharmaceutical Inspection and the acknowledgement of the State Operative Medical Commission takes decision and on the same day informs the National Radio and Television Board on the urgent announcement to be declared for the society.

119. If the decision is made on cancellation of distribution and revocation of medicinal products from the market, the appropriate registration owner or the manufacturer / importer of products informs by phone, by fax or by other means of communication persons to whom products had been distributed on the decision taken. If the notice is given orally, the written notice is given at the same time, as well. The notice shall contain:

119.1. the name, strength, form and, if necessary, series number of products, to which the notice is attributed cancelling and revoking products from the market; the date, when (as stated in the decision) the medicinal product’s distribution is be terminated or the medicinal product is to be recalled from the market. 
119.2. the registration owner and  the manufacturer/importer;

119.3. reason for cancellation of distribution and revocation of products from the market; 

119.4. the quality defect class (the first, second or the third) and the description;

119.5. the appropriate degree of urgency (time period in hours, in which the supplied persons have to be informed) following Paragraph 122 hereof;

119.6. are all the clients to be informed about revocation of products, or just those supplied with the particular series of products;

119.7. are the products revoked from retail network, or from the whole market of medicinal products;

119.8. the further activities to be performed with the particular products;

119.9. the order, according to which products shall be returned back to suppliers or the registration owner;

119.10. order of collection and elimination of medicinal products;

119.11.order of compensation of losses.

120. The person receiving the notice mentioned in Paragraphs 119 and 126 hereof responsible for  cancellation of distribution and revocation of medicinal products from the market:

120.1. registers such an information:

120.1.1.the date and time of receipt of the notice on cancellation of distribution and revocation of medicinal products from the market, as well as the type of notification (for example, by phone, by fax, by e-mail);

120.1.2.the notice informant (name, surname, position, phone and fax numbers, e-mail address);

120.1.3.the title, strength, form, series number, manufacturer and registration owner of products related to the notice for  cancellation of distribution and revocation of medicinal products from the market, as well as the quality defect class and description (Annex 9);

120.1.4.the person (name, surname, position) responsible for cancellation of distribution and revocation of medicinal products from the market;

120.1.5.the date and time of cancellation of distribution and revocation of medicinal products from the market.

120.2.guarantees  cancellation of distribution and revocation of the mentioned medicinal products from the market, informing persons to whom products had been distributed at the time of notifying, as described in Paragraph 122 hereof;

120.3.informs the notified on the revoked products (Annex 10).

121.Persons, mentioned in Paragraph 119 in 10 days’ time since the completion of  revocation of products from the  market, submit a statement to the State Pharmaceutical Inspection on revocation of medicinal products (Annex 10). The State Pharmaceutical Inspection has the right to diminish the period of submitting the statement, in cases mentioned in Paragraph 118 hereof.

122.If the State Pharmaceutical Inspection discloses quality defects (Annex 9), it shall, together with persons mentioned in Paragraph 119 hereof, cancel distribution and revoke medicinal products orally (for example, by phone) and in writing (by fax and e-mail);

122.1.in four hours time since the fact is established, in case of the first class quality defect is revealed (Annex 9, p.1) or in case of falsified products;

122.2. in 24 hours time since the fact is established, in case of the second class quality defect is revealed (Annex 9, p.2);

122.3. in 48 hours time since the fact is established, in case of the third class quality defect is revealed (Annex 9, p.3).

123. If the quality defect is revealed in exported products, the registration owner and the wholesaler of products in four hours’ time since the fact is established reports about it to the consignee of products abroad and to the State Pharmaceutical Inspection.

124. The registration owner, manufacturer, wholesaler, retailer, and the medical institution, veterinary practitioner, veterinary medical care businessman and social care institution shall submit a statement to the State Pharmaceutical Inspection:

124.1. on the phone number (or another means of communication) to be operated around the clock and contact persons responsible for revocation of medicinal products (Annex 11);

124.2. on any changes in the information mentioned in Subparagraph 124.1 hereof – within three days since any changes performed.

XII. Obligations of the Competent Institution and the Fast Reaction Procedure

125. The State Pharmaceutical Inspection, following the receipt of the statement mentioned in pp.115 and 116 hereof or the fast reaction statement mentioned in the present chapter submits it to the State Agency of Medicines and to the Food and Veterinary Service (if the medicinal product is meant for animal use). The State Agency of Medicines evaluates, if the defect mentioned in the statement is related to products’ side effects. The State Pharmaceutical Inspection together with the State Agency of Medicines and to the Food and Veterinary Service (if the medicinal product is meant for animal use) shall arrange evaluation of the statement in relation to the risk type, scale and topicality. The evaluation shall contain the following information:

125.1. if the defect really exists, what has caused the risk to human health or animals’ health (if the medicinal products is meant to be administered to animals):

125.1.1 the risk to patients and patients of separate risk groups;

125.1.2 the risk to be treated incorrectly;

125.1.3 the risk of wrong dosage (the therapeutic index should be considered);

125.1.4 immediate risk and long-term risk;

125.2 the possibility that the defect really exists and appears in products supplied by the manufacturer;

125.3 the risk to cripple national programmes meant for limiting illnesses caused by different viruses, if there is a suspicion on vaccine defect (mutual pollution with viruses);

125.4 whether the potential danger for human health or animals’ health (if the medicinal products is meant to be administered to animals) is so huge as to require extra measures. During contacts with manufacturer of medicinal products the following considerations shall be evaluated and included:
125.4.1. on another related reports;

125.4.2. on distribution of the series (for example, distributed to definite stationary medical institutions, broadly distributed in the wholesale network);

125.4.3.on the date of the first and the last distribution;

125.4.4.on the remaining stock of medicinal products left at the manufacturer of products;

125.4.5.on the possibility, that another series of the product could be manufactured and distributed with the same defect;

125.5.situation characteristics, if there are no other product stocks available and alternative products, as well as the clinical effect  due to interrupted deliveries;

125.6. if further activities and observations are necessary for other series of the same product or other products and if the problem needs to be evaluated further more;

125.7. prohibition to realize the remaining stock for some definite period of time or completely;

125.8. on the need to check the good manufacturing practice to avoid similar situations in the future;

125.9.should the statement on revoking of medicinal products be distributed to everybody or the particular professionals, should it be distributed through the TV, radio and other mass media and if the information should be made public through the home pages of the competent institutions, press editions or otherwise.

126. The State Pharmaceutical Inspection considers each case separately and in collaboration with the State Agency of Medicines evaluates the seriousness of each defect, the possible damage for consumers, the involved parties and the environment, as well as the possible distribution of the defective series. Following the evaluation mentioned in Paragraph 125, the State Pharmaceutical Inspection drafts:

126.1.the fast reaction statement on the quality defect / revoking of product (Annex 12);

126.2.the statement on the activities to be undertaken further and the urgent activities, as well as renders information on the quality defect (Annex 13).

127. The fast reaction means transmission of urgent fast reaction statement from the State Pharmaceutical Inspection to the competent institution of other country on initiation of revoking of definite series of medicinal products. The fast reaction procedure of the present chapter doesn’t refer to the fast reaction  procedure related to side effects of remedies.

128.The fast reaction procedure appears to be a transfer of information by means of fast reaction  on revoking of medicinal products in case of quality defects, including falsified products, when urgent activities are required to protect human and animal health. The information transfer is granted among the State Pharmaceutical Inspection and:

128.1.competent institutions of the European Economic Area countries;

128.2.the competent institution in the country preparing for joining the EU after signing the collaboration agreement between agencies of medicines (hereinafter – CADREAC);

128.3.Collaboration System Secretariat of the Pharmaceutical Inspection (hereinafter – PIC/S);

128.4.The European Directorate of Quality of Medicines ( hereinafter – EDQM);

128.5.the competent institution in the country after signing the mutual recognition agreement with the EU on the good manufacturing practice conformity evaluation (hereinafter – MRA).

129.The fast reaction procedure fulfilment is guaranteed by the State Pharmaceutical Inspection any time around the clock.

130.While granting the fast reaction procedure, the State Pharmaceutical Inspection:

130.1.transfers the information urgency and seriousness of which doesn’t tolerate any delay. The procedure  may be used to transfer also another information in relation to precaution of revoking of products or because of safety of products, or in relation to activities to be performed further on. To guarantee effectiveness of the fast reaction procedure, the fast reaction system may transfer exclusively urgent information. The State Pharmaceutical Inspection guarantees, that:

130.1.1.following the first class defect (Annex 9, p.1) the fast reaction statement is transferred to all the countries of the European Economic Area, CADREAC, PIC/S, EDQM and MRA, no matter, if the series had  been exported to the mentioned country, or not;

130.1.2. following the second class defect (Annex 9, p.2) the fast reaction statement is transferred to those countries of the European Economic Area, CADREAC, PIC/S, EDQM and MRA, where grounded suspicion indicate distribution of the particular series of products. If in case of the parallel imports tracing of the series appears to be impossible, the fast reaction statement is transferred to competent institutions of all the European Economic Area countries;

130.2.the fast reaction statement isn’t sent following the third class defect (Annex 9, p.3);

130.3.if necessary, the statement on revoking of the product or distribution prohibition is made in relation to cancellation of special permit (licence) of manufacturing of medicinal products.

131.If the fast reaction statement is transferred to the competent institution of another country, the State Pharmaceutical Inspection fills it in English, annexes a list of distributed products and sends it to the addressee by fax or, if possible, by e-mail.

132.The fast reaction statement on the quality defect or revoking of medicinal products (Annex 12) is transferred by the State Pharmaceutical Inspection:

132.1. following the first class defect (related also to data transmission within the fast reaction system) in four hours time since the moment of establishing the fact. In addition to transfer of  the fast reaction fax, the statement is made also by phone indicated as the means of communication ex working hours;

132.2. following the second class defect in 12 hours time since the moment of establishing the fact. In the fast reaction system the statement is transmitted in 24 hours since the transmission of the statement on the state level, at the latest;

132.3. following the third class defect in 48 hours time since the moment of establishing the fact. The State Pharmaceutical Inspection shall not transmit the statement in the fast reaction procedure.

133.The State Pharmaceutical Inspection:

133.1.elaborates the following internal normative acts:

133.1.1.order according to which the fast reaction statements are received;

133.1.2.order, according to which the statements are evaluated;

133.1.3.order, according to which the fast reaction statements are issued and transmitted:

133.1.3.1.to persons included into the fast reaction list of the European Agency of Medicines;

133.1.3.2.to the third countries (competent institutions) having bilateral agreements with Latvia in the field of health care;

133.1.3.3.to distributors and consumers of medicinal products in the Republic of Latvia;

133.1.4.order, according to which the fast reaction statement is issued on the activities to be undertaken further on and distributes information on the quality defect, which isn’t urgent (Annex 13);

133.2.issues an order nominating an authority responsible for  transmission of the fast reaction statement and informs the European Agency of Medicines  indicating name, surname and  means of communication  with the nominated authority during working hours and ex working hours, as well as notifies the European Agency of Medicines on the possible alterations in these data;

133.3.assists the registration owner in the process of revoking of medicinal products and supervises the effectiveness of the product revoking process;

133.4.guarantees transmission of information on revoking of medicinal products as soon as possible to persons mentioned in Paragraph 128 hereof, if the quality defect causes serious risk to human health;

133.5.supervises the product revoking process management;

133.6.investigates the conditions due to which the product with quality defect could be distributed and ensures any necessary corrective activities to be undertaken by the manufacturer and , if necessary, the registration owner of medicinal products;

133.7.further non-urgent activities are to be undertaken and information on the quality defect shall be rendered in compliance with Annex 13 hereof.

134.The State Pharmaceutical Inspection investigates each case separately and in collaboration with the State Agency of Medicines evaluates the seriousness of defect, its possible damage to consumers, the involved parties and the environment and the possible distribution of the defective series.

135.If the products with quality defects (it refers also to parallely imported and distributed products ) are initially revealed in Latvia, the State Pharmaceutical Inspection, together with the State Agency of Medicines:

135.1.investigate the quality defect and issue an order on the fast reaction statement (for products registered according to the national registration procedure);

135.2.manage the quality defect investigation and issue an order on the fast reaction statement (for products registered according to the centralized registration procedure or for products registered according to the national and centralized registration procedure). The statement includes the recommended activities for all the involved competent institutions.

136.The State Pharmaceutical Inspection (in collaboration with the State Agency of Medicines) may agree upon the activities to be undertaken with the European Agency of Medicines and the representative of the Committee of Medicines reporting there on medicinal products.

137.The fast reaction procedure involves description of different packages of products, where the product may be packed (if the information is received from the European Agency of Medicines).

138. If in the process of parallel distribution  products are re-packed, but the defect isn’t related to re-packaging and has emerged in the manufacturing process, the fast reaction statement shall include the description of different packages in the distribution process (in case the appropriate information from the European Agency of Medicines is available).

139.Within the system of fast reaction the countries and institutions mentioned in Subparagraph 128.1.2. hereof are informed also on the fact of distribution of products by sending information on:

139.1.the possible falsified products;

139.2.medicinal products manufactured , packed, distributed or promoted in a fraudulent manner;

139.3.products containing counterfeited raw materials.

140.The State Pharmaceutical Inspection establishes and sustains a system , according to which in case of any suspicion arising on the defective products, the appropriate statement could be received and forms, maintains and renovates the list of medicinal products to be revoked following the summary of the European Commission on the Community Inspection and Information Exchange Procedures.

141.The decision on cancellation of distribution of medicinal products and revoking on products the State Pharmaceutical Inspection submits to the Sanitary Border Inspection, the State Agency of Medicines and the Ministry of Health on the day the decision is taken. The State Pharmaceutical Inspection guarantees and supervises realisation of the decision, including the activities to be taken further on.

142. In case the products are exempted from the turnover, the registration owner or the product manufacturer shall cover any losses caused to consumers, as well as expenses caused to persons purchasing products, which consequently had to be collected, delivered to the location of elimination and eliminated.

143. If non-qualitative products are found and exempted from turnover, the losses and expenses mentioned in Paragraph 142 hereof are to be covered by the person guilty for the products’ non-qualitative condition.

144. Products inapplicable for distribution shall be eliminated in conformity with normative acts regulating dangerous waste turnover.

XIII. Supervision

145. The State Pharmaceutical Inspection:

145.1 Supervises and inspects the distribution of the medicinal products distributed in parallel and its compliance with the EU medicinal product trading permit and any amendments thereof.

145.2 Guarantees realisation of conditions or limitations of the European Commission decision in conformity to its competence, following the European Parliament and Commission Regulation No. 726/2004 and acknowledgement of the Scientific Committee (referring to the suggested conditions or limitations applicable to safe and effective use of medicinal products, following the European Parliament and Council Regulation No. 726/2004, Paragraph 9, p.4 „c”);

145.3 Informs the Sanitary Border Inspection on the non-qualitative and falsified medicinal products disclosed in the third countries;

145.4 Informs the World Health Organization on the commenced activities (termination of distribution or revoking of products from the market), possibly affecting the public health protection in the third countries. The copy of the statement is submitted to the European Agency of Medicines.

146. The State Agency of Medicines:

146.1 Fulfils the obligations of the competent institution in relation to medicinal products mentioned by the European Parliament and Council Regulation No. 726/2004, section 18 and 19, which  according to the mentioned Regulation  are registered under the centralized registration procedure (including supervision of side effects) following the European Parliament and Council Regulation No. 726/2004;

146.2 Guarantees realisation of conditions or limitations of the European Commission decision in conformity to its competence, following the European Parliament and Commission Regulation No. 726/2004 and acknowledgement of the Scientific Committee (referring to the suggested conditions or limitations applicable to safe and effective use of medicinal products, following the European Parliament and Council Regulation No. 726/2004, Paragraph 9, p.4 „c”);

146.3 Informs the Sanitary Border Inspection:

146.3.1on the decision of the State Agency of Medicines taken according to normative acts on registration of  medicinal products, on the product conformity determination with definition given by the Pharmacy Law and subjection of products to registration  by the State Agency of Medicines, as well as states the term of fulfilment of the mentioned requirements;

146.3.2 on the annulled distribution permits for non-registered medicinal products;

146.4 Guarantees analysis of consumption of medicinal products, evaluation and publishing of results;

146.5 Is entitled to issue the permit mentioned by Paragraphs 86 and 94 hereof, if the products registered in Latvia and included into the Latvian registry of medicinal products can’t be used for treatment or  health care manipulations, as they aren’t available in the market to consumers. In that case:

146.5.1 Paragraph 86 is applied after commencement of distribution of products;

146.5.2 The permit mentioned in Paragraph 34 shall be obtained in one year’s time since the commencement of distribution of products;

146.5.3 Permit assignment requirements mentioned in Paragraph 94 on the demand of health or social care institution, shall not be applied;

146.6 Informs the State Pharmaceutical Inspection on the series of not safe and non-qualitative products possibly dangerous to human health and life in one day time period since the fact disclosure, at the latest.

147. In case mentioned in Paragraph 43 o Annex 8, pp.1,2 and 3 hereof, testing of medicinal products shall be performed by another  laboratory accredited by the state agency „Latvian National Accreditation Bureau” in conformity with the standard LVS EN ISO/IEC 17025:2005 „General Competence Requirements of Testing and Calibrating Laboratories”, following the announcement of the Ministry of Economics in the state newspaper „Latvijas Vēstnesis”, it is obliged to inform immediately (on the day of fact disclosure) to inform the State Agency of Medicines of the test result.

148. The Healthcare Inspection shall place the following information on its homepage in the Internet (http://www.vi.gov.lv) about the revoked medicinal products:

148.1 The title, strength, form, series number, manufacturing company and country, but for registered products – registration number;

148.2 Reason for revoking of products and product defect description.

149. The State Agency of Medicines shall place the following information on its homepage in the Internet:

149.1 Marking and validated user instructions for the medicinal products imported in parallel. If the medicinal products imported in parallel differ from the registered medicinal products, the difference must be specified;

149.2 parallel importers and medicinal products imported in parallel. Information is prepared in accordance with the normative acts on medicinal product registration procedure, which provide for the information about medicinal products imported in parallel to be made publicly available in the Latvian Register of Medicines on the State Agency of Medicines’ homepage in the Internet;

149.3 parallel distributors and medicinal products distributed in parallel in Latvia in accordance with the information published on the European Medicines Agency’s homepage;

149.4 permits for sale of the remaining stock of medicinal products;

149.5 the medicinal product wholesaler and manufacturer’s Internet homepage addresses;

149.6 a specimen of an application in the Latvian language of the notice about parallel distribution of centrally registered medicinal products as provided in Paragraph 63 hereof;

149.7 Non-registered medicinal products with a permit for distribution of non-registered medicinal products as provided for in Paragraph 86 hereof, stating the following details:

149.7.1 the medicinal product’s name, strength or concentration, and form of medicinal product;

149.7.2 the international name of active components;

149.7.3 the permit holder’s (sales permit seeker’s) name, address and the country of the European Economic Area where the sales permit was issued or the application for the permit was submitted;

149.7.4 the medicinal product manufacturer’s name and the manufacturer’s country;

149.7.5 anatomically and therapeutically chemical classification and definite daily dosage code;

149.7.6 the medicinal product’s identification number assigned by the State Agency of Medicines;

149.7.7 Designation of the classification group for prescription medicines. No such designation is required for non-prescription medicines;

149.8 the wholesaler of the medicinal product (name, licence number, address) that distributes non-registered medicinal products with the permit mentioned in Paragraph 86 hereof.
150. The State Agency of Medicines performs all the necessary procedures to guarantee all the authorities and associates responsible and involved in  decision making in relation to issuing of definite permits, as well as the appropriate drafters of reports (reporters) and experts of to be financially or otherwise free of  personal interest in the pharmaceutical field and without affected objectivity. The mentioned persons, while signing the contract with the State Agency of Medicines on the performance of definite job, shall submit the annual declaration of financial interests to the Agency. The mentioned declaration shall be attached to the labour contract.

151. The State Pharmaceutical Inspection and the State Agency of Medicines:

151.1 may not divulge information revealed in the course of fulfilment hereof related to commercial secret of the distributor of medicinal products;

151.2 guarantees operative mutual information Exchange and information Exchange with other institutions in conformity with their competence, as well as, in order to avoid illegal turnover of products, render information to judicial institutions and the Ministry of Health on the appropriate facts disclosed. 

152. To guarantee operative information Exchange following the present Regulations, manufacturers, wholesalers, pharmacies, medical and social care institutions possess:

152.1 telephone communication;

152.2 fax equipment (it doesn’t refer to pharmacies, medical institutions (doctor’s practices), as well as social care institutions, where receipt and sending out of information is guaranteed otherwise);

152.3 computers with the necessary programmes (it doesn’t refer to medical and social care institutions, where receipt and sending out of information is guaranteed otherwise).

153. Registration owner:

153.1 is responsible for advancement of medicinal products in the market. Registration owner may nominate  a person – local representative of registration owner in the country of the European Economic Area representing him in the appropriate member state (hereinafter – representative);

153.2 is legally located in the European Economic Area (registered Company, central administration or the real location of activities);

153.3 after the decision is taken by the State Agency of Medicines on registration of medicinal products, owner shall submit a written statement to the Agency:

153.3.1 on the real date of commencement of distribution (sales) of products in Latvia, taking into account the different types of packaging of medicinal products;

153.3.2 on the products which turnover in the Latvian market is cancelled (temporarily or permanently) – two months prior cancellation  of distribution of the particular products, at the latest;

153.3.3 on all the incidents related to consumption of medicinal products and the activities performed and to be performed (in Latvia or in other countries);

153.4 guarantees fulfilment of requirements stated in Subparagraph 12.8 hereof;

153.5 guarantees urgent fulfilment of restrictions related to safety of products determined by normative acts on registration order of medicinal products.

154. Nomination of representative doesn’t free the registration owner from obligations stated by Paragraph 153 hereof. The representative guarantees fulfilment of requirements stated in Paragraph 20 and Subparagraphs 153.3, 153.4 and 153.5 hereof.

155. If the manufacturer and wholesaler of  medicinal products, the pharmacy, medical institution, veterinary practitioner, veterinary medical care businessman or social care institution terminates its activities, is subjected to reorganisation or liquidation, the person responsible for reorganisation or liquidation passes over the remaining stock of medicinal products to persons  entitled to realization of products or eliminates the stock of products according to  requirements stipulated by Paragraph 144 hereof and submits the information to the State Pharmaceutical Inspection:

155.1 to co-ordinate consumption , distribution or elimination of the remaining stock of products;

155.2 on consumption or distribution of the remaining stock of products stating legal persons to whom  the products had been distributed or the information on elimination of products and confirmation of liquidation of the stock.

156. Registration owners, manufacturers of products, health care specialists,  authorities and associates of the State Agency of Medicines aren’t subjected to civil or administrative liability for any consequences caused by consumption of medicinal products contrary to registered indications or for the consequences caused by consumption of non-registered medicinal products, if such consumption had been suggested or demanded by the competent (medical ) institution , taking into account any possible  or already accepted distribution of pathogenic agents, toxins, chemical substances or nuclear radiation. Any one of the above mentioned cases may cause detriment, no matter have the authorisations been assigned in the European Community or not and have the products been registered according to the present Regulations.

XIV. Concluding Issues

157. To declare void Regulations of the Cabinet of Ministers No.88 „Regulations of Import, Export and Distribution  of Medicinal Products and Opening and Operation Requirements of Wholesale Enterprises of Medicinal Products” from February 27, 2001 (Latvijas Vēstnesis, 2001, No. 88, 35., 52; 2003 , No.114; 2004, No.68).

158. Documentation of permits mentioned in Paragraphs 2, 3, 4 and Annex 6 hereof doesn’t refer to those issued till the validation date hereof.

159. Till the day of receipt of special permit (licence), manufacturing, imports or distribution  on wholesale of their medicinal products according to Subparagraph 11.2 hereof, is allowed for merchants possessing on the day of validation hereof a special permit (licence):

159.1 to open (operate) a manufacturing enterprise;

159.2 to produce medicinal products (re-package and pre-package) within the wholesale enterprise;

159.3 to produce medicinal products in the pharmacy.

160. The wholesale enterprises possessing a special permit (licence) on the day of validation hereof to open a wholesale enterprise with a special activity precondition – imports of products to Latvia from the country outside the European Economic Area and a permit issued by the State Agency of Medicines for imports of the appropriate products to the Republic of Latvia from the third countries, are entitled to distribute the imported products on wholesale till the receipt of  special permit (licence) for manufacturing or imports of medicinal products.

161. The distribution permit for non-registered products issued by the State Agency of Medicines till the day of validation hereof, is in force. After imports of the amount stated in the permit, the permit isn’t valid for repeated imports of medicinal products.

162. The distribution permit for parallelly imported medicinal products in the Republic of Latvia, issued by the State Agency of Medicines till the day of validation hereof, is in force till the end of validation term mentioned in the permit.

162.1 Parallel importers, who have received a permit for distribution of parallelly imported medicines in the Republic of Latvia and distribute parallelly imported medicines in Latvia, shall submit (till 1 October 2010) to the State Agency of Medicines a certification that the relevant medicinal product’s registration owner (sales permit holder) and trademark (brand) owner have been notified about the parallel importers’ intention to commence distribution of a concrete medicinal product, as stated in the permit, in the Republic of Latvia. The notice must include information mentioned in Annex 1, Paragraph 25.

163. The State Agency of Medicines has the right to re-register the distribution permit of parallelly imported products on the basis of application of the current permit holder (owner). The application shall be submitted to the State Agency of Medicines 60 days prior termination of the validity term of the current distribution permit, at the latest. The application shall be supplemented with information according to Annex 1 hereof.

164. The distribution permit for the remaining stock of medicinal products issued by the State Agency of Medicines till the day of validation hereof is in force till termination of the mentioned validity term. 

165. The permit application for distribution of parallelly imported medicinal products in the Republic of Latvia, submitted to the State Agency of Medicines till the day of validation hereof, is considered valid.

166. The permit application for distribution of non-registered medicinal products in the Republic of Latvia, submitted to the State Agency of Medicines till the day of validation hereof, is considered valid.

167. Fulfilment of requirements mentioned in Paragraph 17 hereof shall be guaranteed till January 1, 2008.

168. The requirement stated by Paragraph 94 hereof regarding submission of pharmacy application to the State Agency of Medicines by submitting a distribution permit for non-registered medicinal products and the Subparagraph 72.3 hereof, is valid from December 30, 2007.

169. To guarantee fulfilment of Paragraph 93 hereof, the wholesaler has the right to submit till December 30, 2007 an application to the State Agency of Medicines to obtain a distribution permit for non-registered medicinal products. The application shall be supplemented with a demand from the medical institution or a prescription.

170. Pharmacies distributing products on retail by means of Internet, the home pages of which are reconstructed or made anew, shall observe requirements mentioned by Paragraphs 100, 101, 102 and 103 hereof. The remaining pharmacies already having Internet home pages:

170.1 in one month time since day of validation hereof shall inform the State Agency of Medicines and the State Pharmaceutical Inspection about the name of the domain, electronic mail address, as well as on any alterations made;

170.2.shall correct the home page contents in conformity with requirements hereof in five month time since the day of validation hereof.

171. In distribution of medicinal products registered by the centralized registration procedure (labelling and instruction of use in Latvian is adopted by the EU) in conformity with the European Parliament and Council Regulation No. 726/2004 and registered also in the State Agency of Medicines in the national registration procedure,  distribution of the remaining stocks is allowed exclusively by the medical or social care institution till running out of the remaining stock of products in the particular institution.

171.2 Parallel distributors who distribute parallelly distributed medicines in the Republic of Latvia, and who have not submitted to the State Agency of Medicines a certification that the parallel distributor has notified the relevant medicinal product’s registration owner (sales permit holder) and trademark (brand) owner have been notified about the parallel distributors’ intention to commence distribution of parallelly distributed medicinal product in the Republic of Latvia, must submit the aforesaid certification to the State Agency of Medicines till 1 October 2010, indicating the concrete address and date of notification. 

171.3 Subparagraph 12.10 hereof shall come into effect as of 1 January 2011.

172. The Regulations are in force since August 1, 2007.  

Informative Reference to the EU Directives

Legal norms included into Regulations are derived from:

1) European Parliament and Council Directive 2001/83/EK from November 6, 2001  on the Community Code Related to Human Medicinal Products;

2) Commission Directive 2003/94/EK from October 8, 2003 stating the good manufacturing practice principles and guidelines regarding human medicinal products and products to be investigated (document refers to EEA);

3) European Parliament and Council Directive 2004/24/EK from March 31, 2004 altering the previous Directive 2001/83/EK in relation to traditionally used products of plant origin on the Community Code related to human medicinal products;

4) European Parliament and Council Directive 2004/27/EK from March 31, 2004 altering the previous Directive 2001/83/EK on the Community Code related to human medicinal products.

President of Ministers – A.Kalvītis

For the Minister of Health – Minister of Welfare D.Staķe

Editorial remark: Regulations are valid since August 1, 2007   

