Cabinet of Minister’s regulations No.885
November 22nd, 2005 Riga (protocol No.68 26.§)
Classification procedure of medicinal products 
Issued according to the Pharmaceutical Law paragraph 5 clause 10 and paragraph 10 clause 13
1. Regulations establish the classification procedure for medicinal products (except veterinary medicinal products)

2. State Agency of Medicines determines the classification of a medicinal product when making a decision about authorisation (renewal) as follows:

2.1. medicinal products issued only by a doctor’s written prescription:

2.1.1. a prescription for primary or secondary outpatient treatment (prescription medicinal products);

2.1.2. a record in a medical documentation of a hospital;

2.2. medicinal products issued without a prescription (non-prescription medicinal products)

3. Medicinal products that match at least one of the criteria mentioned below are classified as follows:

3.1. if they can cause a direct or indirect threat to the health of the person even if used under  medical supervision;

3.2. medicinal products often used in too large amounts or improperly which can cause a direct or indirect threat to the health of the person;

3.3.medicinal products that contain substances or  combinations of substances whose activity or side effects need more research;

3.4. medicinal products meant for parenteral use (medicinal products that are used bypassing gastrointestinal system);

3.5. medicinal products containing a significant amount of substances that are in the Latvian II or III list of controlled narcotic substances, psychotropic substances and precursors;

3.6. medicinal products that can cause a risk of a medical misuse, an addiction or can be used for illegal purposes;

3.7. medicinal products containing substances present in medical products mentioned in a sub clause 3.6. which could be improperly given due  to  inexperience in the administration or ignorance of their characteristics;

3.8. medicinal products meant for administration in cases of illnesses diagnosed in hospitals or in other specialized hospitals which have adequate diagnostic options. Further use of medicinal products and additional steps can be carried out as outpatient care;

3.9. medicinal products that are meant for administrating in outpatient treatment but can cause serious side effects and need to be administered by a medicine practitioner throughout the treatment.

4. There are medicinal products in addition to the group of the medicinal products mentioned in  sub clause 2.1.2. that are allowed  only in hospitals because of their pharmaceutical characteristics and the need for experience in administration.

5. State Agency of Medicines has the right not to apply criteria mentioned in clauses 3 and 4 to medicinal products if their maximal single dose, maximal 24 hour dose, strength, form, amount in packaging or other circumstances do not cause a safety risk.

6. Medicinal products that do not comply with the criteria mentioned in clauses 3 and 4 or in accordance with the clause 5 the criteria mentioned in the clauses 3 and 4 do not accommodate to belong to non-prescription medicinal products. (sorry….do not understand what he is trying to say)

7. State Agency of Medicines meet and regularly (at least once in a year) verify the list of medicinal products registered in Latvia or medicinal products registered in the centralized procedure of European Medicines Agency distributed in the territory of Latvia (hereafter – the list). Medicinal products that belong to the groups mentioned in sub clauses 2.1.1 and 2.1.2 are designated „Pr” . Non-prescription medicinal products are not labeled. Also the code of the anatomical therapeutic chemical classification must be added. 

8. In addition to the designations mentioned in clause 7 State Agency of Medicines use the designations mentioned below:

8.1. Pr. I – narcotic substances and similar psychotropic substances;

8.2. Pr. II – for medicinal products mentioned in sub clauses 3.8 and 3.9. and the clause 4 of these regulations. For the medicinal products mentioned in clause 4 an additional designation „stac.” is added. To the medicinal products mentioned in the clause 3.9 the specialization of the practitioner of medicine must be noted.;

8.3. Pr. III – medicinal products that are recognized by State Agency of Medicines as narcotic analgesics or psychotropic medicines that do not belong to the medicinal products mentioned in sub clause 8.1.

9. If State Agency of Medicines gathers new information about medicinal products it evaluates the information and if necessary makes a decision to correct the list concerning the classification of the medicinal products according to the criteria mentioned in the clauses 3, 4, 5, and 6.

10. If the decision of correcting the list concerning the classification of the medicinal products are based upon significant preclinical tests or clinical trials, State Agency of Medicines when considering applications after a year after corrections does not apply these tests or results of the trials to the changes of classification of the same substance, declared by another applicant or a holder of the registration document.(cannot understand what he is trying to say)

 11. State Agency of Medicines informs other European Union countries and European Committee of any corrections made in the list concerning the classification of medicinal products.

12. State Agency of Medicines maintains a database that contains the listed medicinal products with their anatomical therapeutic chemical classification and defined daily doses (ATC/DDD).

13. The Agency recognizes that the Cabinet of Minister’s regulations No 138 „Regulations for classification medicinal products in prescription and non-prescription medicinal products” March 20th, 2001 as invalid (Latvijas Vēstnesis, 2001, 52.nr.; 2003, 111.nr.).

Relevant references to the directives of the European Union 
Laws included in the regulations:

1) European Parliament and Council Directive 2001/83/EK November 6th, 2001 about the Community code concerning human medicines;

2) European Parliament and Council directive 2004/27/EK March 31st 2004 that changes the Directive 2001/83/EK about the Community code concerning human medicines.
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