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Republic of Latvia

Cabinet

Regulation No. 333

Adopted 28 September 1999

Procedures for Acquisition, Storage, Use and Registration of Medicinal Products in Medical Treatment Institutions

Issued pursuant to Section 5, Clause 7 of the Pharmacy Law, and Section 37 of the Law on Procedures for the Legal Trade of Narcotic and Psychotropic Substances and Drugs

I. General Provisions

1. These Regulations determine the procedures by which medical treatment institutions shall acquire, store, use and register medicinal products (including medicinal products which contain substances included in Registers II and III of the narcotic substances, psychotropic substances and precursors controlled by the Ministry of Welfare).

2. The head of a medical treatment institution shall be responsible for ensuring the procedures for acquisition, storage, use and registration of medicinal products, as well as for the measures necessary to prevent the diversion of medicinal products into illegal trade and abuse of medicinal products.

3. The head of a medical treatment institution shall issue, in conformity with the type and structure of work of the medical treatment institution, an order which specifies in detail the procedures for satisfying these Regulations in a medical treatment institution. The order shall indicate the official (hereinafter – responsible official) who shall be responsible for ensuring the procedures for acquisition, storage, use and registration of medicinal products, including narcotic and equivalent psychotropic substances (hereinafter – narcotic substances), and psychotropic substances in a medical treatment institution, as well as the responsible officials within units of the medical treatment institution.

4. Medical treatment institutions with more than 100 beds shall form, upon the order of the head of the medical treatment institution, a drug committee which consists of medical practitioners and pharmacy specialists. The drug committee shall act in accordance with by-laws approved by the head of the medical treatment institution. The by-laws shall specify the tasks, functions, rights and structure of the drug committee, as well as analysis of the results of its activity.

5. The drug committee shall have the following basic functions:

5.1. to prepare a list of medicinal products to be used in the medical treatment institution;

5.2. to promote the rational use of medicinal products at the medical treatment institution by ensuring that patients receive relevant doses of medicinal products at specified times in conformity with the clinical needs, with precise information regarding use of such medicinal products, and at the lowest possible cost;

5.3. to make recommendations to the medical treatment institution for rational acquisition of the necessary medicinal products;

5.4. to facilitate rational distribution of medicinal products to patients;

5.5. to analyse circulation of medicinal products and make recommendations for improvements;

5.6. to promote monitoring of side effects caused by medicinal products; and

5.7. to ensure the possibility for medical practitioners to receive independent information regarding medicinal products.

6. The head of a hospital-type medical treatment institution shall appoint, as the responsible official, a person with pharmaceutical education.

7. In medical treatment institutions with more than 100 beds, a closed-type pharmacy shall be established.

II. Acquisition of Medicinal Products
8. Medical treatment institutions that are included in the Register of Medical Institutions prepared by the Ministry of Welfare are entitled to acquire medicinal products. Acquisition of medicinal products is permitted only from licensed pharmaceutical undertakings (companies).

9. At a medical treatment institution with a closed type pharmacy, the head of the pharmacy shall ensure the acquisition, storage and registration of the necessary medicinal products and their distribution to units of the medical treatment institution or to patients.

10. At a medical treatment institution which does not have a closed type pharmacy, the acquisition, storage and registration of the necessary medicinal products and their distribution to the units of a medical treatment institution or to patients shall be ensured by the responsible official.

11. A medical treatment institution without a closed type pharmacy is entitled to acquire narcotic substances only when it has obtained a permit issued by the Ministry of Welfare (hereinafter – permit) for the acquisition of narcotic substances and equivalent psychotropic substances. A permit shall be issued after the State Pharmacy Inspection has inspected the storage, use and registration of narcotic substances at the medical treatment institution. A permit shall be issued for a period of one to three years.

12. The head of a medical treatment institution shall submit to the State Pharmacy Inspection an application for obtaining a relevant permit, and documents attesting to the conformity of the medical treatment institution with the requirements of regulatory enactments. If the information indicated in the submitted documents is incomplete or inaccurate, the State Pharmacy Inspection is entitled to request additional information.

13. The State Pharmacy Inspection shall inspect, within 30 days from receipt of the application and the necessary documents, the procedures for storage, use and registration of narcotic substances at the medical treatment institution, and shall record the results of the inspection in a report and, within the scope of its competence, shall issue orders to eliminate the inadequacies or violations determined.

14. If the procedures for acquisition, storage, use and registration of narcotic substances are not complied with at the medical treatment institution, or if the inadequacies or violations determined during the previous inspection have not been eliminated, the State Pharmacy Inspection shall recommend not to issue or to annul the permit.

15. The responsible official of the medical treatment institution shall ensure registration and storage of bills of lading-invoices and other accompanying documents. Requests and bills of lading-invoices for narcotic and psychotropic substances shall be written separately. The quantity of narcotic substances shall be written in figures and words.

16. Narcotic substances may be received only with the authorisation of the head of the medical treatment institution. The authorisation shall indicate the official who is entitled to receive narcotic substances, the name of the narcotic substances, the form, the contents of the active substance in a unit of dosage, and the quantity of the narcotic substances (in figures and words). The authorisation shall be submitted to the supplier of the medicinal products. The authorisation shall be valid for seven days.

17. In a medical treatment institution which does not have a closed type pharmacy, supplies of medicinal products may not exceed the amount necessary for one month's consumption.

18. A medical treatment institution which does not have a closed type pharmacy shall be entitled to receive only ready-made medicinal products.

19. A medical treatment institution shall be permitted to acquire only such medicinal products as are necessary for ensuring its operations. It is prohibited to obtain privileges and material or non-material benefits for ordering, purchasing or selling of medicinal products, or for their transfer for use to other legal or natural persons.

20. Medical treatment institutions shall receive, register and use free samples of medicinal products and humanitarian assistance medicinal product consignments in conformity with the procedures set out in regulatory enactments.

21. The responsible official shall ensure that the quality of medicinal products does not deteriorate during storage, and that only medicinal products conforming to quality requirements enter circulation.

III. Storage of Medicinal Products
22. In a medical treatment institution which has a closed type pharmacy, medicinal products shall be stored in the pharmacy until their distribution to units of the medical treatment institution or to patients, in conformity with the requirements set out in Sections 24, 25 and 26 of these Regulations. The head of the pharmacy shall ensure that the quality of medicinal products does not deteriorate during storage.

23. In a medical treatment institution which does not have a closed type pharmacy, medicinal products shall be stored in a separate room until their distribution to units of the medical treatment institution or to patients, in compliance with the requirements set out in Sections 24, 25 and 26 of these Regulations. The room shall be made secure against entry of unauthorised persons.

24. Psychotropic substances shall be stored in lockable cupboards, separate from other medicinal products.

25. Narcotic substances shall be stored in a safe or in a metal locker which (if necessary) shall be fastened to a wall or to the floor. The safe or metal locker shall be equipped with a sound or light alarm. The room shall be made secure against the entry of unauthorised persons and equipped with an alarm system.

26. During the absence of personnel, the safe or metal locker and the door of the room shall be locked and connected to the alarm system. Procedures for keeping the keys shall be prescribed by an order of the head of the medical treatment institution referred to in Paragraph 3 of these Regulations.

27. Medicinal products in units of a medical treatment institutions shall not be stored in quantities in excess of what is consumed in five days. Medicinal products shall be stored in accordance with the procedures set out in Paragraphs 24, 25 and 26 of these Regulations.

28. The responsible official shall ensure identification and removal from circulation of poor quality medicinal products as soon as possible.

IV. Use of Medicinal Products

29. Units of a medical treatment institution or patients shall receive medicinal products from a closed type pharmacy or the responsible official in accordance with the procedures set out in an order of the head of the medical treatment institution referred to in Paragraph 3 of these Regulations. 

30. Medicinal products shall be used on the basis of an entry of the attending physician or the physician on duty in the case history, prescription sheet, or an outpatient medical card.

31. The use of narcotic substances shall be recorded by the nurse on duty or the nurse of the treatment room in the case history, prescription sheet or an outpatient medical card, indicating the name, dose and time of use of the medicinal products utilised.

32. Medical practitioners shall ensure that patients, or the relatives or legal representatives of patients, return unused narcotic substances to the medical treatment institution. The unused narcotic substances returned to the medical treatment institution shall be registered in the Register of poor quality and returned narcotic substances (Annex 1), which shall have numbered pages woven together with a thread. The Register shall be approved with the seal and signature of the head of the medical treatment institution.

33. The use of medicinal products shall be permitted only for ensuring medical treatment at a medical treatment institution. Medicinal products necessary for outpatient medical treatment shall be purchased by patients at a general type pharmacy with a medical prescription issued in accordance with procedures set out in regulatory enactments. If delay of treatment may cause irrevocable consequences to the health of a patient or threaten the life of a patient, the medical practitioner may issue medicinal products to the patient for outpatient medical treatment in such amount as ensures the treatment process until the patient is able to purchase the medicinal products at a pharmacy.

34. The responsible official of a medical treatment institution shall ensure, at the request of the patient, issuance to the patient of instructions on the use of the prescribed medicinal products.

V. Control of Acquisition, Storage, Use and Registration of Medicinal Products

35. Units of a medical treatment institution shall provide information once a month to the responsible official regarding the use of medicinal products in accordance with the procedures set out in the order of the head of a medical treatment institution referred to in Paragraph 3 of these Regulations.

36. In a medical treatment institution and its units, narcotic substances shall be registered in the Strict Accountability Register of Narcotic Substances (hereinafter - Strict Accountability Register) (Annex 2), the pages of which shall be numbered and woven together with a thread. The Strict Recording Register shall be approved with the seal and signature of the head of the medical treatment institution.

37. The Strict Accountability Register shall also be used to register medicinal products which contain, in pure form or in mixture with indifferent substances, the following psychotropic substances:

37.1. ephedrine;

37.2. pseudoephedrine;

37.3. phenobarbital; and

37.4. trihexiphenidil.

38. In psychiatric treatment institutions or in psychiatric units of medical treatment institutions, phenobarbital and trihexiphenidil shall not be registered in the Strict Accountability Register.

39. Entries in the Strict Accountability Register shall be made without leaving blank spaces and without erasures. Corrections in the entries shall be confirmed by the words “labotam ticēt” ["correction valid"], the signature of the responsible official and the seal of the medical treatment institution.

40. The Minister for Welfare may determine other control measures for particular medicinal products containing narcotic or psychotropic substances.

41. A Commission, formed upon the order of the head of the medical treatment institution and comprising at least three officials, shall inspect the procedures of acquisition, storage, use and registration of narcotic and psychotropic substances at least quarterly. The Commission shall prepare a report regarding the results of the inspection and shall keep it for three years.

42. Medical treatment institutions shall submit to the Pharmacy Department of the Ministry of Welfare quarterly and annual reports regarding circulation for narcotic and psychotropic substances. Such reports shall be submitted within 15 days of the end of each quarter and year.

43. Circulation of medicinal products in medical treatment institutions shall be controlled by the State Pharmacy Inspection.

VI. Disposal of Poor Quality Medicinal Products and Ampoules of Used Narcotic Substances

44. Poor quality medicinal products prior to their disposal shall be kept in a separate room or a segregated location so as to avoid the possibility of confusing such poor quality medicinal products with good quality medicinal products. Poor quality narcotic and psychotropic substances and unused narcotic substances returned by patients shall be stored in accordance with the requirements determined in Paragraphs 24, 25 and 26 of these Regulations.

45. Poor quality medicinal products that are not returned to the supplier, as well as unused narcotic substances returned by patients, shall be disposed of in the presence of a commission formed upon the order of the head of the medical treatment institution in accordance with the requirements of regulatory enactments regarding hazardous waste. The Commission shall consist of:

45.1. the head of the medical treatment institution or his or her authorised official;

45.2. the responsible official; and

45.3. a representative of the State Pharmacy Inspection.

46. The Commission referred to in Paragraph 45 of these Regulations shall prepare a report on the disposal of the medicinal products, which report shall be signed by all members of the Commission. The report shall indicate the name of the medicinal products, their batch number, quantity, the reason for disposal, and the given name, surname and position of the members of the Commission. The report on the disposal of narcotic and psychotropic substances shall be prepared in two copies, and one copy shall be sent within three days to the State Pharmacy Inspection. The number of the report shall be registered in the Register of poor quality and returned narcotic substances. The report shall be kept for five years.

47. The head of a medical treatment institution shall determine the procedures for disposal of the ampoules of used narcotic substances, and shall form a relevant commission, as well as appoint an official who shall be responsible for registration of the ampoules of used narcotic substances. The appointed official shall register the ampoules of used narcotic substances each day in a special register.

VII. Narcotic and Psychotropic Substance Shortage, Theft, Robbery and Losses in Natural Disasters

48. If a shortage or surplus of narcotic and psychotropic substances has been determined, a theft or robbery has occurred, or losses have been caused by a natural disaster, the room and the safe shall be sealed and secured against entry of unauthorised persons. Regarding such occurrences, the head of the medical treatment institution shall notify:

48.1. the State Pharmacy Inspection;

48.2. the local police department; and

48.3. the Drug Enforcement Bureau of State Police (if a shortage or surplus of medicinal products has been determined or a theft or robbery has occurred).

49. After determining the facts referred to in Paragraph 48 of these Regulations, a Commission shall be formed upon the order of the head of the medical treatment institution, which commission shall consist of:

49.1. the head of the medical treatment institution or his or her authorised official;

49.2. the responsible official;

49.3. a representative of the State Pharmacy Inspection; and

49.4. a representative of the Drug Enforcement Bureau of State Police (if a shortage or surplus of medicinal products has been determined or a theft or robbery has occurred).

50. The Commission referred to in Paragraph 49 of these Regulations shall prepare a report which shall be signed by all members of the Commission. The report shall indicate the name of the substances, their batch number and quantity, and the given name, surname and position of members of the Commission. The report shall be kept for five years.

51. Shortage or surplus of narcotic substances resulting from a theft or robbery, as well as losses due to natural disasters, shall also be registered in the Strict Accountability Register.

VIII. Closing Provisions
52. Cabinet Regulation No. 189 of 4 July 1995, Regulations On Procedures for Circulation of Narcotic Substances in Medical Treatment Institutions, is repealed (Latvijas Vēstnesis, 1995, No. 106; 1998, No. 212/213)

53. Paragraphs 4 and 5 of these Regulations come into force on 1 January 2000.

54. Paragraphs 6 and 7 of these Regulations come into force on 1 January 2001.

Prime Minister






A. Šķēle

Minister for Welfare




R.Jurdžs

Annex 1

Cabinet Regulation No. 333

28 September 1999

Name of medical treatment institution ______________________________
Register of Poor Quality and Returned Narcotic Substances

	No.


	Date
	Name and form of medicinal product
	Strength
	Quantity of medicinal product in units of dosage, volume or weight
	Person delivering the medicinal product
	Signature of deliverer
	Signature of recipient
	Number and date of disposal report

	
	
	
	
	
	
	
	
	


Head of the medical treatment institution_________________________





     (signature and printed name) 



Place for a seal

Note: Strength – depending on the form of the medicinal product, a quantified expression of the content of the active substance in a unit of dosage, volume or weight.

Minister for Welfare





R.Jurdžs

Annex 2

Cabinet Regulation No. 333

 28 September 1999

Name of medical treatment institution​​​​​​​​​​​​​​​___________________________

Register of Strict Accountability of Narcotic Substances
Name of medicinal product ____________________________________

Form of medicinal product and content of active substance __________________

	No.


	Received
	Used
	Remaining
	Signature of responsible official

	
	Date
	Document number received from


	Quantity
	Date
	Issued to
	Quantity
	Signature of recipient
	
	

	
	
	
	
	
	
	
	
	
	


Head of the medical treatment institution _________________________





     (signature and printed name)



Place for a seal

Minister for Welfare





R.Jurdžs

Translation © 2001 Tulkošanas un terminoloģijas centrs (Translation and Terminology Centre)

[image: image2.png]THC




2
Translation © 2001 Tulkošanas un terminoloģijas centrs (Translation and Terminology Centre)

[image: image1.png]THC





[image: image1.png][image: image2.png]