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Regulations Regarding the Basic Requirements for a Hygienic and Counter-Epidemic Regimen in a Medical Treatment Institution

Issued pursuant to

Section 23, Paragraph one of

the Epidemiological Safety Law

I. General Provisions

1. This Regulation prescribes the basic requirements for a hygienic and counter-epidemic regiment (hereinafter – the basic requirements) in a medical treatment institution and the units thereof (hereinafter – an institution) in order not to allow the spreading of such infectious diseases, the reason of which is related to the health care of a patient (hereinafter – a nosocomial infection).

2. The basic requirements shall be determined according to the precautionary principle. The precautionary principle is based on an assumption that any patient may be a carrier of agents of infectious diseases and the organs, tissues, biological liquids and secretion thereof directly or indirectly spread live agents of infectious diseases in an institution, which therefore may be contaminated.

3. The head of an institution shall be responsible for the restriction of the outbreak and spread of infectious diseases in the institution. The head of an institution shall:

3.1. ensure the development of the plan of a hygienic and counter-epidemic regimen in the institution (hereinafter – the institution plan) in accordance with the basic requirements referred to in this Regulation and the particular conditions. The institution plan shall include the following information:

3.1.1. the division of the premises into purity areas and cleaning of the premises;

3.1.2. the treatment of hands (methodology);

3.1.3. the use of the personal protection equipment according to the procedure (manipulation);

3.1.4. the procedures for disinfection and sterilisation plan, as well as division of the equipment and medical devices according to the degree of risk of infection in accordance with Annex 1 to this Regulation;

3.1.5. the sorting and marking of linen, the frequency of the linen change;

3.1.6. the waste management;

3.1.7. the procedures for epidemiological surveillance of a nosocomial infection in the institution, including collection and analysis of the necessary epidemiological data;

3.1.8. the action and circulation of information (scheme) in the institution if a nosocomial infection has been detected to a patient or there are justified suspicions regarding the infection with a nosocomial infection, including carrying of a multidrug-resistant infectious disease-causing agent;

3.1.9. the provision of internal quality control regarding efficiency of preventive measures for a nosocomial infection in the institution;

3.2. organise the work of the institution so that as to ensure the implementation of the institution plan – appoint a person responsible for the implementation of the institution plan and internal control or establish a commission for the control of a nosocomial infection, which includes a representative of the hospital administration (hereinafter – person responsible for the institution plan);

3.3. include the duty to comply with the institution plan in the description of the position of employees;

3.4. appoint a responsible employee who organises the sterilisation process of the medical devices and storage thereof, as well as determine the period of validity of the sterile medical devices according to the method of points in accordance with the Annex 2 to this Regulation (hereinafter – a person responsible for disinfection and sterilisation).
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4. A person responsible for the implementation of the institution plan shall:

4.1. evaluate and determine the division of the premises into the following purity areas:

4.1.1. the high purity area (including an operating theatre, a unit of intensive care, a room for the invasive diagnostic and remedial procedures, a ward for the patients with immunodeficiency, a ward for the patients with burns, a ward for new-borns and a nursing room);

4.1.2. the general purity area (including a waiting room for patients, a registration room or place, a surgery, a room for the employees (a wardrobe, resting room), a corridor, a patient ward, a rehabilitation room, a blood room, a dentist’s room, a diagnostic examination unit, a patients’ admission unit, a storeroom for clean laundry and an administration room);

4.1.3. the potentially-contaminated area (including a ward of infectious patients, shower rooms for patients or employees, a toilet room, a room for cleaning accessories, a unit of septic surgeries, work rooms of micro-biological laboratory, a room for dirty laundry, a room for the collection of waste, a laundry, an autopsy room and a room for the storage of a body of a deceased person);

4.2. inform the head of the institution, organise the epidemiological investigation and co-ordinate the counter-epidemic measures if an outbreak of a nosocomial infection (at least two cases) has been detected and in other emergency situations;

4.3. organise the registration of the outbreak of a nosocomial infection (at least two cases) and at least of the following nosocomial infections caused by particularly dangerous multi-drug resistant bacteria in the institution:

4.3.1. against methicillin-resistant Staphylococcus aureus (MRSA);

4.3.2. against vancomycin-resistant Staphylococcus aureus (VRSA);

4.3.3. [30 November 2009];

4.3.4. against vancomycin-resistant Enterococcus (VRE);

4.3.5. against diarrhoea and complications caused by Clostridium difficile;

4.3.6. against carbapenem-resistant Acinetobacter baumannii;

4.3.7. against amikacin-resistant Pseudomonas aeruginosa;

4.3.8. against gram-negative bacteria producing Extended Spectrum Beta-Lactamases (ESBL);
4.3.9. against carbapenem-resistant Enterobacteriacae;
4.4. identify and analyse the risk factors of a nosocomial infection, as well as develop proposals for the prevention thereof;

4.5. prior to the provision of a new health care service or the development of specifications for the purchase of medical devices examine the compliance thereof with the institution plan, where necessary, provide proposals for the amendments to the institution plan, as well as provide proposals to the head of the institution regarding the choice and upgrading of the medical devices;

4.6. organise education of the employees regarding the issues related to the preventive actions of nosocomial infections (the training of an employee upon going into service and at least once every three years – the training in accordance with the training plan approved by the head of the institution);

4.7. regularly inform employees regarding an outbreak of a nosocomial infection, the results of supervision and control of a nosocomial infection, new dangerous agents of infectious diseases and risk factors of the spread thereof, as well as other current events in control and prophylaxis of a nosocomial infection.
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5. An employee of an institution shall be responsible for the compliance with the requirements of personal hygiene and the requirements specified in the institution plan.

II. The Territory and Premises
6. The territory and premises of an institution, including the household and treatment area, shall be planned, located, arranged and maintained, ensuring the efficient cleaning of the territory and premises, as well as the restriction of contamination of the premises, equipment and medical devices.

7. The premises shall be cleaned in accordance with the institution plan. The frequency of cleaning of the premises, the measures for the washing and disinfection thereof, as well as the performers of work shall be specified in the institution plan pursuant to the purity areas referred to in Sub-paragraph 4.1 of this Regulation.

8. Each purity area shall have the cleaning accessories provided for only such area. Such accessories shall be marked, indicating the room (rooms), in which the use thereof is intended, or the relevant purity area.

9. If an infectious patient is isolated in a separate room (except the case of a strict isolation regimen) in an institution (except a specialised institution of infectious diseases), such room shall be cleaned with accordingly marked cleaning accessories provided for only such room. Cleaning accessories shall be stored separately.

10. Detergents, cleaning and disinfecting agents shall be used in accordance with the instruction for the use specified by the manufacturer.

III. Requirements for the Treatment of Hands of Employees
11. The cleanness of hands shall be ensured by washing or disinfecting hands or by performing surgical disinfection of hands according to the manipulation (procedure) to be performed and in accordance with the relevant methodology of the treatment of hands included in the institution plan. The methodology of the treatment of hands shall be available to each employee.

12. Hands shall be washed:

12.1. when beginning and ending a working day;

12.2. if hands are obviously dirty;

12.3. after relieving physiological needs;

12.4. before the distribution of meals and eating thereof;

12.5. prior to the distribution of medicinal products; and

12.6. if there are doubts regarding the cleanness of hands in a particular situation.

13. Hands shall be disinfected:

13.1. after direct contact with a patient;

13.2. if the transfer of the agent of infection from one part of the patient’s body to another is possible;

13.3. prior to the performance of non-surgical invasive procedures;

13.4. after contact with biological liquids, secretions and possibly contaminated medical devices and equipment;

13.5. before and after the use of gloves;

13.6. before and after the performance of non-sterile procedures (manipulations) (including the change of bandages); and

13.7. prior to the care for patients.

14. The surgical disinfection of hands shall be performed prior to a surgical procedure (manipulation).

IV. Requirements for the Use of Gloves
15. Clean non-sterile disposable gloves shall be used if:

15.1. an employee has hand contact:

15.1.1. with the mucous membrane, damaged skin, blood and biological liquids of a patient, as well as possibly infectious secretions of a patient (including the saliva, purulence, faeces, sputa and exudation of skin lesions);

15.1.2. with the equipment and medical devices, which are stained or possibly stained with blood, biological liquids and secretion;

15.2. an employee has skin lesions on his or her hands; or

15.3. an employee has to take blood (including a blood sample).

16. Sterile disposable gloves shall be used when performing surgical procedures (manipulations) and working with sterile equipment and a medical device.

17. Gloves shall be changed:

17.1. after care for each patient (where necessary, several times during care for the same patient);

17.2. if gloves are damaged; and

17.3. prior to touching clean surfaces if there are suspicions that the gloves are contaminated.

18. Durable neoprene, rubber and butyl multiple-use gloves shall be used:

18.1. when cleaning a room;

18.2. when washing the equipment and medical devices, instruments and objects for care for patients; and

18.3. when collecting and carrying (transporting) waste and dirty laundry.

V. Requirements for Cleaning, Disinfection and Sterilisation of Equipment and Medical Devices
19. The equipment and medical devices with the low risk of infecting, which may have contact with healthy (undamaged) skin, shall be cleaned (washed) and, where necessary, disinfected.

20. The equipment and medical devices with the medium risk of infecting or the equipment and medical devices, which while used have contact with the mucous membrane or damaged skin (for example, inhalators, nasal mirrors and flexible endoscopes), shall be disinfected manually or using automatic washing-disinfecting devices.

21. The equipment and medical devices with the high risk of infecting, which while used come into contact with internal (usually sterile) tissues, organs and cavities of a body, as well as with blood and injection liquids (for example, cardiovascular and urinary bladder catheters, biopsy instruments, needles for acupuncture and neurological tests), shall be sterilised.

22. Medical devices shall conform to the requirements specified in the regulatory enactments regarding procedures for registration, conformity assessment, distribution, operation and technical supervision of medical devices. The institution shall ensure that they are used for the intended purpose in accordance with the instructions for the use specified by the manufacturer.
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23. An employee who performs sterilisation shall ensure that the contact of non-sterile and sterilised objects does not take place (the single direction principle “no return”). The sterilisation process shall be separated from the cleaning process in time or space.

24. Medical devices packaged for sterilisation shall be intended for one procedure. Medical devices shall be packed so as to ensure that it is possible to freely remove such devices from a steriliser after the sterilisation without contamination.

[30 November 2009]
25. A person responsible for disinfection and sterilisation shall indicate the following information in the labelling of the packed medical devices to be sterilised prior to the sterilisation:

25.1. the content of the packaging if the packaging is not transparent;

25.2. the possibility to trace the quality of the sterilisation process also after the utilisation of the sterile medical device:

25.2.1. the place of sterilisation if medical devices are sent to another institution;

25.2.2. the number of the sterilisation equipment, if the institution uses several units of sterilisation equipment;

25.2.3. the type of the single sterilisation operation if the institution used several sterilisation methods;

25.2.4. the number of the operation;

25.2.5. the date of sterilisation;

25.2.6. the period of validity of the sterile medical device, which has been specified in accordance with the Annex 2 to this Regulation;

25.3. the indicator, which confirms that the packaging has been sterilised.

[30 November 2009]
26. A person responsible for disinfection and sterilisation shall ensure the inspection of the sterilisation equipment:

26.1. after the installation of the sterilisation equipment;

26.2. [30 November 2009];

26.3. after the repair or servicing of the equipment, which is related to the change of such parameters of the equipment, which have an impact on the process and the quality of sterilisation.

[30 November 2009]
27. The work efficacy of a steriliser shall be examined regularly (each day during each operation) with the physical, chemico-physical and biological methods, using indicators of the relevant class, process imitation device or autonomous control devices of the parameters of the operation.
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28. The sterilisation process and control thereof for the sterilisation equipment, which does not have the possibilities of the automatic record of the sterilisation operation, shall be documented, indicating the number of the sterilisation equipment, the type of the single sterilisation operation, the number of the operation (if there are several operations), the physical parameters at the beginning and at the end of sterilisation, the duration of sterilisation and the total duration of the operation.

29. Sterile medical devices shall be stored, ensuring the sterility thereof until the beginning of usage. By opening the packaging, the storage period shall end. If the packaging has been damaged, is damp or it falls on the floor, the medical devices therein shall be regarded non-sterile.
30. A room (a cabinet or shelf) for the storage of sterile medical devices shall be lockable and shall be located near the place of utilisation. The storage of sterile medical devices in direct sunlight or near heating devices is prohibited.

VI. Requirements for Linen and Bedding
31. Easy-to-wash and durable linen shall be used in an institution, the usage of such linen that requires dry-cleaning or another specific cleaning shall be avoided. The contamination of linen during the storage and transportation thereof, as well as additional contamination of dirty laundry during the transportation, washing and disinfecting thereof, shall be prevented.

32. Medical couches shall be covered with waterproof and non-adsorbing material. Such material shall be easy-to-wash and durable against the influence of detergents and means of disinfection. Medical couches shall be disinfected after each contamination thereof with biological materials and after care for each patient. Medical couches may be covered with a disposable spread, and it shall be changed after care for each patient.
33. Bed mattresses and pillows that are covered with covers made of waterproof material and are washed, disinfected and dried shall be used in an institution.

34. After the discharge or moving of each patient, the mattresses and pillows that are not covered with covers made of waterproof material, as well as blankets, shall be disinfected in a disinfection chamber or disinfected and washed in a laundry, using the technology which ensures disinfection.

35. Laundry shall be washed in a laundry in the institution or outside the institution. The laundry shall have:

35.1. the barrier (two-door) type or flow-type tunnel washing machines, which have the parameters necessary for washing and disinfection of laundry and the technology that ensures automatic disinfection (the temperature, dosage and exposure of means of washing-disinfection). The laundry shall have a separated flow of dirty and clean laundry;

35.2. the documentary certification that the parameters of the washing machines necessary for washing and disinfection of laundry are inspected at least once a year.

36. If another legal person provides the laundry washing service to an institution, the head of the institution shall be responsible that the washing of the laundry complies with the requirements referred to in Paragraph 35 of this Regulation.

VII. Requirements for Actions with Waste
37. Waste shall be collected, sorted, moved (transported), stored, as well as processed and recycled in accordance with regulatory enactments in the field of waste management.

38. Waste shall be collected (sorted) in disposable accordingly labelled bags or tanks of appropriate size intended for the collection of waste. Sharp items shall be collected in pierce-proof containers.

VIII. Admission, Placement and Care for an Infectious Patient
39. Where infection of other patients or employees with an infectious disease and pollution of environment is possible, an infectious patient, after admission to an institution, shall be placed (isolated) in the admission institution in a separate ward where increased nosocomial infection control measures shall be performed depending on the specific properties of the agent of the infectious disease and his or her care and medical treatment shall be organised so as to prevent the contamination of the environment, as well as the possibility of infecting other patients and employees.
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40. If it is not possible to place (isolate) an infectious patient in a separate ward, the attending physician shall consult with the person responsible for the institution plan regarding the adjustment of a room for isolation, evaluating the possibility to place the infectious patient in the part of the ward near the washstand. A patient who has been infected with an aerogenously spreading infectious disease shall be obligatory isolated in a separate ward or, where it is not possible, transported to a specialised institution of infectious diseases.

41. If an infectious patient is located in the same ward with other patients, the attending physician shall inform the patients, employees and visitors regarding the general counter-epidemic measures for the prevention of the spread of the infectious disease.

42. Infectious patients who are infected with the same agent of an infectious disease shall be placed in one ward if such infectious disease does not cause the repeated infecting and if any of the patients is not infected with another contagious (transmitting) infectious disease. If there is an outbreak of a nosocomial infection (at least two cases), infectious patients shall be mandatory placed in a separate ward.

[30 November 2009]
43. If it is necessary to move (transport) an infectious patient, the infectious patient and employees shall be provided with adequate means of individual protection, as well as the disinfection liquid, which is intended for the treatment of hands and possibly contaminated surface.

IX. An Isolation Regimen
44. In cases of airborne infectious diseases an isolation regimen shall be as follows:

44.1. the infectious patient shall be placed in a separate ward (if possible, in a ward where the air pressure is lower than in the other rooms and the air circulation is at least 6-12 times per hour). If the patient secretes mycobacteria of tuberculosis, the filters of high purification degree shall be used in the exhaust ventilation system;
44.2. the transportation and movement of the infectious patient shall be restricted (except the medical and epidemiological indications cases), ensuring the appropriate precautionary measures; and

44.3. when entering the ward of the infectious patient, the employee and visitors shall use an appropriate respirator.
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45. In cases of infectious diseases spread by droplets an isolation regimen shall be as follows:

45.1. the infectious patient shall be placed in a separate ward. If it is not possible to provide a separate ward, the bed of the infectious patient shall be placed within a distance of at least two meters from the beds of other patients and shall be separated with a screen;

45.2. if there is a risk of infection, the employee shall use a face mask; and

45.3. the transportation and movement of the infectious patient shall be restricted (except the medical and epidemiological indications cases), ensuring the appropriate precautionary measures.

46. In cases of contact infectious diseases an isolation regimen shall be as follows:

46.1. the infectious patient shall be placed in a separate ward, providing it with a toilet. If it is not possible to provide a separate ward, a possibility to adjust another ward for isolation shall be evaluated;

46.2. the employee shall disinfect the hands and put on gloves in the ward of the infectious patient. Prior to exiting the ward, the employee shall take off the gloves and throw them out into the medical waste bin. The hands shall be disinfected;
46.3. if, when taking care for the infectious patient, the employee has had contact with infected secretions (including faeces, wound secretions), the gloves shall be changed;

46.4. the transportation and movement of the infectious patient shall be restricted (except the medical and epidemiological indications cases), ensuring the appropriate precautionary measures, which are performed in the presence of a medical practitioner;

46.5. the medical devices of the infectious patient (including the stethoscope, tonometer) shall only be used in care for the particular patient and shall be stored in the patient’s ward;

46.6. if direct contact of the clothing of the employee with the infectious patient or the contaminated items is possible, the employee shall wear a coverall (an apron). Prior to exiting the ward, the employee shall take off the coverall (apron) and throw it out into the medical waste bin. The hands shall be washed and disinfected; and
46.7. the equipment, medical devices and personal things of the patient, which are in the patient’s ward and which it is not possible to disinfect, shall be thrown out into the medical waste bin.

X. Closing Provisions

47. The requirements referred to in Sub-paragraphs 3.1.7, 3.1.8, 4.3, 4.4 and in Chapters VIII and IX of this Regulation shall be applicable to hospitals and specialised centres.

[30 November 2009]
48. The requirements referred to in Sub-paragraphs 3.1, 3.2, 3.3, 4.4 and 4.5, in Paragraphs 5, 7 and 40 of this Regulation regarding the institution plan and a person responsible for the institution plan shall come into force from 1 July 2007.

49. The requirements referred to in Paragraph 26 of this Regulation shall come into force from 1 July 2008.

50. [30 November 2009]
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Annex 1
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Division of Medical Devices According to the Degree of Risk of Infection and Treatment to be Performed (Pre-treatment, Cleaning, Disinfenction, Sterilisation)
	
	Division of medical devices according to the degree of risk of infection

	
	low risk of infection
	medium risk of infection
	high risk of infection
	critical degree A of high risk of infection
	critical degree B of high risk of infection

	Name of the medical device (examples)
	Electrocardiograph (ECG) electrodes
	Mirrors
	Elastic endoscope (gastroscope)
	Wound hooks
	Trocars, drill bits for surgeries

	Critical steps of treatment
	pre-treatment
	
	(x)
	x*
	(x)
	(x)

	
	cleaning/disinfection
	x
	x
	x
	x
	x

	
	sterilisation
	
	(x)
	(x)

x**
	x
	x

	Special requirements
	 
	At least disinfection with appropriate means of disinfection shall be performed
	Preference to mechanical cleaning and disinfection shall be given
	Preference to mechanical cleaning and disinfection shall be given
	Preference to mechanical cleaning and disinfection shall be given. Vapour sterilisation


Notes.

1. * To be performed immediately after use.
2. ** To be performed for endoscopes to be inserted in sterile body cavities.

3. x – the step of preparation of a medical device to be performed.
4. (x) – the preferable step of preparation.
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Determination of the Validity Period of a Sterile Medical Device According to the Method of Points

I. Material of the External Layer of Packaging

(points)

	1.
	Crepe paper (one sheet)
	20

	2.
	Threefold non-woven material (one sheet)
	40

	3.
	Medical paper bag
	40

	4.
	Paper-plastic bag
	80

	5.
	Tyvek packaging
	100

	6.
	Container (with filter, without a double lid, with internal packaging)
	160

	7.
	Container (with filter, with a double lid or lid valve system, with internal packaging)
	400


II. Material of the Internal Layer of Packaging
(points)

	1.
	Fabric
	20

	2.
	Crepe paper (one sheet)
	60

	3.
	Threefold non-woven material (one sheet)
	80

	4.
	Medical paper bag
	80

	5.
	Paper-plastic bag
	100

	6.
	Tyvek packaging
	120


III. Additional Packaging for the Protection of the Sterile Barrier

(points)

	1.
	Anti-dust packaging
	400

	2.
	Closed container (non-sterile)
	250

	3.
	Boxes for transportation within the territory of the hospital
	250

	4.
	Containers for the transportation outside the territory of the hospital
	750


IV. The Storage Method

(points)

	1.
	Dressing table in the unit
	0

	2.
	Transport trolleys
	0

	3.
	Open shelf or table
	0

	4.
	Cabinet, drawer, closed shelf
	100


V. The Place of Storage
(points)

	1.
	Ward
	0

	2.
	Procedure room
	50

	3.
	Warehouse of medical accessories in the unit
	75

	4.
	Sterile material warehouse (for the ventilation system, through which air flows in, does not have bactericide filters)
	100

	5.
	Sterile material warehouse (for the ventilation system, through which air flows in, has bactericide filters)
	300


VI. The Number of Points and the Corresponding Period of Validity
	1.
	1–25
	24 hours

	2.
	26–50
	7 days

	3.
	51–100
	1 month

	4.
	101–200
	2 months

	5.
	201–300
	3 months

	6.
	301–400
	6 months

	7.
	401–600
	1 year

	8.
	601–750
	2 years

	9.
	> 750
	5 years


VII. Samples of Calculation

	No.
	
	Points
	Period of validity

	1.
	Twofold packaging of crepe paper in the cabinet in the procedure room

	1.1.
	crepe paper packaging (outer layer)
	20
	

	1.2.
	crepe paper packaging (inner layer)
	60
	

	1.3.
	cabinet
	100
	

	1.4.
	procedure room
	50
	

	Total
	230
	3 months

	2.
	Crepe paper (inner layer) packaging of non-woven material (outer layer) on the shelf of the warehouse for sterile materials for surgery

	2.1.
	crepe paper packaging (outer layer)
	20
	

	2.2.
	threefold non-woven material (inner layer)
	80
	

	2.3.
	open shelf
	0
	

	2.4.
	warehouse of sterile materials of the surgical operations unit
	100
	

	Total
	200
	2 months

	3.
	Onefold paper-plastic packaging in the procedure room on a dressing table

	3.1.
	paper-plastic bag
	80
	

	3.2.
	dressing table in the unit
	0
	

	3.3.
	procedure room
	50
	

	Total
	130
	2 months
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