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Glossary of terms

Acceptable risk: The risk that is considered acceptable and allows work to proceed bearing in mind the expected benefit
of the planned activities.

Accident: An inadvertent occurrence that results in actual harm such as infection, illness, injury in humans or
contamination of the environment.

Aerosol: Liquid or solid particles suspended in air and of a size that may allow inhalation into the lower respiratory tract
(usually less than 10 micrometres in diameter).

Aerosol/airborne transmission: The spread of infection caused by the inhalation of aerosols.

Aerosol-generating procedure: Any procedure that intentionally or inadvertently results in the creation of liquid or solid
particles, which become suspended in the air (aerosols).

Antimicrobial Agent: Any substance — of natural, semi-synthetic or synthetic origin — that kills or inhibits the growth of a
microorganism. Examples: streptomycin, penicillin, gentamicin.

Antibiotic: A substance produced by a microorganism that kills or inhibits the growth of another microorganism. All
antibiotics are antimicrobial agents. Examples: penicillin, lincomycin.

Aseptic techniques: Conditions and procedural measures designed to effectively prevent contamination.

Audit: systematic, independent, and documented process for obtaining audit evidence and evaluating it objectively to
determine the extent to which the audit criteria are fulfilled. An audit can be an internal audit (first party) or an external
audit (second party or third party), and it can be a combined audit (combining two or more disciplines). An internal audit
is conducted by the organization itself, or by an external party on its behalf.

Biological agent/material: A microorganism, virus, biological toxin, particle or otherwise infectious material, either
naturally occurring or genetically modified, which may have the potential to cause infection, allergy, toxicity or otherwise
create a hazard to humans, animals, or plants.

Biological safety cabinet (BSC): An enclosed, ventilated working space designed to provide protection to the operator,
the laboratory environment and/or the work materials for activities where there is an aerosol hazard. Containment is
achieved by segregation of the work from the main area of the laboratory and/or through the use of controlled,
directional airflow mechanisms. Exhaust air is passed through a high efficiency particulate air (HEPA) filter before
recirculating into the laboratory or into the building’s heating, ventilation and air conditioning system. There are different
classes (I, Il and Ill) of BSCs that provide different levels of containment.

Biosafety: Containment principles, technologies and practices that are implemented to prevent unintentional exposure
to biological agents or their inadvertent release.

Biosafety committee: An institutional committee created to act as an independent review group for biosafety issues,
reporting to senior management. The membership of the biosafety committee should reflect the different occupational
areas of the organization as well as its scientific expertise.

Biosafety officer: An individual designated to oversee facility or organizational biosafety (and possibly biosecurity)
programmes. The person fulfilling this function may also be termed biosafety professional, biosafety advisor, biosafety
manager, biosafety coordinator, or biosafety management advisor.

Biosafety programme management: The development, implementation and oversight of biosafety at the organizational
level using a variety of information that includes institutional policies, guidance documents for practices and procedures,
planning documents (training, recruitment, emergency/incident response) and record keeping (personnel, inventories,
incident management).

Biosecurity: Principles, technologies and practices that are implemented for the protection, control and accountability of
biological materials and/or the equipment, skills and data related to their handling. Biosecurity aims to prevent their
unauthorized access, loss, theft, misuse, diversion or release. For example, management-practice activities that reduce
the opportunities for infectious agents to gain access to, or spread within a food animal production unit or an animal
hospital environment.



Calibration: Establishment of the relationship between the measurement provided by the instrument and the
corresponding values of a known standard, allowing correction to improve accuracy. For example, laboratory equipment
such as pipetting devices may need calibration periodically to ensure proper performance.

Certification: A third-party testimony based on a structured assessment and formal documentation confirming that a
system, person or piece of equipment conforms to specified requirements, for example, to a certain standard.

Code of practice (code of conduct, code of ethics): Non-legislated guidelines for behavioural and practical standards that
are voluntarily accepted as best practice and are thus followed by one or more organizations and/or individuals.

Communicability: Capability of a biological agent to be transmitted from one person or animal to another, either through
direct or indirect transmission. This is often related to/represented by an epidemiological measurement called the basic
reproduction number (Ro) which is an average number of secondary infections generated by a single infected individual
in a fully susceptible population.

Competence: ability to apply knowledge and skills to achieve intended results

Consequence (of a laboratory incident): The outcome of an incident (exposure to and/ or release of a biological agent)
of varying severity of harm, occurring in the course of laboratory operations. Consequences may include a laboratory-
associated infection, other illness or physical injury, environmental contamination, or asymptomatic carriage of a
biological agent.

Contagious disease: subset category of transmissible diseases, which are transmitted to others, either by physical contact
with the person suffering the disease, or by casual contact with their secretions or objects touched by them or airborne
route among other routes.

Containment: The combination of physical design parameters and operational practices that protect personnel, the
immediate work environment and the community from exposure to biological agents. The term "biocontainment" is also
used in this context.

Decontamination: Reduction of viable biological agents or other hazardous materials on a surface or object(s) to a pre-
defined level by chemical and/or physical means.

Disinfectants: Agents capable of eliminating viable biological agents on surfaces or in liquid waste. These will have varying
effectiveness depending on the properties of the chemical, its concentration, shelf life and contact time with the agent.

Disinfection: A process to eliminate viable biological agents from items or surfaces for further safe handling or use.
Antimicrobial agents that are applied to the surface of non-living objects to destroy microorganisms that are living on the
objects.

Droplets: A suspension of particles, normally defined as more than 10 micrometres in diameter, which tends to fall out
of the air resulting in contamination of nearby surfaces.

Dual use items: Certain materials, information and technologies that are intended for benefit, but which might be
misapplied to do harm.

Emergency/incident response: An outline of the behaviours, processes and procedures to be followed when handling
sudden or unexpected situations, including exposure to or release of biological agents. The goal of an emergency/incident
response is to prevent injuries or infections, reduce damage to equipment or the environment, and accelerate
resumption of normal operations.

Endemic disease: A disease naturally occurring in a particular region or population.

Engineering controls: Risk control measures that are built into the design of a laboratory or laboratory equipment to
contain the hazards. Biological safety cabinets (BSCs) and isolators are forms of engineering control in order to minimize
the risk of exposure to and/or unintended release of biological agents.

Exotic disease: A disease not normally occurring in a particular region or area, often imported from another area. It can
also be referred to as non-indigenous disease.

Exposure: An event during which an individual comes in contact with, or is in close proximity to, biological agents with
the potential for infection or harm to occur. Routes of exposure can include inhalation, ingestion, percutaneous injury
and absorption and are usually dependent upon the characteristics of the biological agent. However, some infection
routes are specific to the laboratory environment and are not commonly seen in the general community.



Facility: operational unit and associated buildings and equipment used to manage biological materials. This includes the
laboratory, together with the supporting infrastructure, equipment, and services, including ancillary rooms, such as
airlocks, changing rooms, sterilizing rooms, and storage rooms. This document is applicable to other facility types that fall
outside the definition of laboratory (e.g. vivaria, aquaria) but engage in relevant activities.

Good microbiological practice and procedure (GMPP): A basic laboratory code of practice applicable to all types of
laboratory activities with biological agents, including general behaviours and aseptic techniques that should always be
observed in the laboratory. This code serves to protect laboratory personnel and the community from infection, prevent
contamination of the environment, and provide protection for the work materials in use.

Harm: adverse effect on the health of people, animals, or plants, on the environment, or on property

Hazard: An object or situation that has the potential to cause adverse effects when an organism, system or
(sub)population is exposed to it. In the case of laboratory biosafety, the hazard is defined as biological agents which have
the potential to cause adverse effects to personnel and/or humans, animals, and the wider community and environment.
A hazard does not become a “risk” until the likelihood and consequences of that hazard causing harm are considered.

Heightened control measures: A set of risk control measures as described in the WHO Laboratory biosafety manual that
may need to be applied in a laboratory facility because the outcome of a risk assessment indicates that the biological
agents being handled and/or the activities to be performed with them are associated with a risk that cannot be brought
below an acceptable risk with the core requirements only.

Inactivation: Removal of the activity of biological agents by destroying or inhibiting reproductive or enzyme activity.

Incident: An occurrence that has the potential to, or results in, the exposure of laboratory personnel to biological agents
and/or their release into the environment that may or may not lead to actual harm.

Infectious dose: The amount of biological agent required to cause an infection in the host, measured in number of
organisms. Often defined as the IDso, the dose that will cause infection in 50% of those exposed.

Infectious substances: The term applied for the purposes of transport to any material, solid or liquid, which contains
biological agents capable of causing infection in either human, animals or both. Infectious substances can include patient
specimens, biological cultures, medical or clinical wastes and/or biological products such as vaccines.

Infectious disease: caused by living organisms that cause harm while residing in or on an animal’s body, where these
living agents replicate and are involved in a trophic relationship with the animal.

Information security: preservation of confidentiality, integrity, and availability of information. Information security also
includes preservation of authenticity, accountability, non-repudiation, and reliability where necessary. The purpose of
information security is protection of information and information systems from unauthorized access, use, disclosure,
disruption, modification, or destruction.

Initial risk: Risk associated with laboratory activities or procedures that are conducted in the absence of risk control
measures.

Laboratory: room or clearly defined area within a facility designated for work on biological materials

Laboratory-associated infection: Any infection acquired or reasonably assumed as a result of exposure to a biological
agent in the course of laboratory-related activities. A person-to-person transmission following the incident may result in
linked secondary cases. Laboratory-associated infections are also known as laboratory-acquired infections.

Likelihood (of a laboratory incident): The probability of an incident (that is exposure to and/or a release of a biological
agent) occurring in the course of laboratory work.

Maximum containment measures: A set of highly detailed and stringent risk control measures described in the fourth
edition of the WHO Laboratory biosafety manual that are considered necessary during laboratory work where a risk
assessment indicates that the activities to be performed pose very high risks to laboratory personnel, the wider
community and/or the environment, and therefore an extremely high level of protection must be provided. These are
especially needed for certain types of work with biological agents that may have catastrophic consequences if an
exposure or release were to occur.



Nosocomial infection: hospital-acquired infection.

One Health: An approach to designing and implementing programmes, policies, legislation and research in which multiple
sectors communicate and work together to achieve better public health outcomes. The areas of work in which a One
Health approach is particularly relevant include food safety, the control of zoonoses, and combatting antibiotic resistance.

Pathogen: A biological agent capable of causing disease in humans, animals or plants.

Personal protective equipment (PPE): Equipment and/or clothing worn by personnel to provide a barrier against
biological agents, thereby minimizing the likelihood of exposure. PPE includes, but is not limited to, laboratory coats,
gowns, full-body suits, gloves, protective footwear, safety glasses, safety goggles, masks and respirators. The hazards
addressed by protective equipment include physical, electrical, heat, chemicals, biohazards, and airborne particulate
matter.

Physical security: combination of physical measures to reduce the risk of unauthorized access, to safeguard assets and
people, and to protect from a potential security incident. The term asset in this context refers to items or information of
value, including biological materials, equipment, laboratory, facility, resources, and undocumented and documented
information. Security incident includes but is not limited to damage, loss, and theft of biological materials, equipment,
or information.

Primary containment device (equipment): A contained workspace designed to provide protection to its operator, the
laboratory environment and/or the work materials for activities where there is an aerosol hazard. Protection is achieved
by segregation of the work from the main area of the laboratory and/or through the use of controlled, directional airflow
mechanisms. Primary containment devices include biological safety cabinets (BSCs), isolators, local exhaust ventilators
and ventilated working spaces.

Process: set of interrelated or interacting activities which transforms inputs into outputs

Propagation: The action of intentionally increasing or multiplying the number of biological agents.

Prophylaxis: Treatment given to prevent infection or to mitigate the severity of the disease if infection were to occur. It
can be delivered before possible exposure or after exposure before the onset of infection.

Redundancy: Repetitions of systems or parts of a system to provide protection in the case of a primary system failure.
For example, a series of high efficiency particulate air (HEPA) filters in case one or more fail when used to move laboratory
air to the outside environment.

Residual risk: Risk that remains after carefully selected risk control measures have been applied. If residual risk is not
acceptable, it may be necessary to apply additional risk control measures or to stop the laboratory activity.

Risk: A combination of the likelihood of an incident and the severity of the harm (consequences) if that incident were to
occur.

Risk assessment: A systematic process of gathering information and evaluating the likelihood and consequences of
exposure to or release of workplace hazard(s) and determining the appropriate risk control measures to reduce the risk
to an acceptable risk.

Risk communication: An interactive and systematic process to exchange information and opinion on risk(s) that
inclusively engages all relevant personnel of various categories as well as community leaders and officials where
appropriate. Risk communication is an integral and ongoing part of the risk assessment, soliciting clear understanding of
the risk assessment process and outcomes, aiming at proper implementation of risk control measures. Decisions on risk
communication, including what, whom and how, should be part of an overall risk communication strategy.

Risk control measure: Use of a combination of tools, which include communication, assessment, training, and physical
and operational controls, to reduce the risk of an incident/event to an acceptable risk. The risk assessment cycle will
determine the strategy that should be used to control the risks and the specific types of risk control measures required
to achieve this.

Risk evaluation: Part of risk assessment where the likelihood of exposure to a hazard is weighed against the potential
severity of harm under a set of predefined circumstances, such as a specific laboratory procedure. The goal of a risk
evaluation is to determine whether the assessed risk is acceptable, or whether further targeted risk control measures
should be implemented to prevent or reduce the risks.



Safety culture: A set of values, beliefs and patterns of behaviour instilled and facilitated in an open and trusting
atmosphere by individuals and organizations working together to support or enhance best practice for laboratory
biosafety, irrespective of whether it is stipulated in applicable codes of practice and/or regulations.

Sharps: Any device or object that is a puncture or wound hazard because of its pointed ends or edges. In the laboratory,
sharps can include needles, syringes with attached needles, blades, scalpels or broken glass.

Standard operating procedures (SOPs): A set of well-documented and validated stepwise instructions outlining how to
perform laboratory practices and procedures in a safe, timely and reliable manner, in line with institutional policies, best
practice and applicable national or international regulations.

Sterile: The state of having a complete absence of viable biological agents and spores.
Sterilization: A process that kills and/or removes all biological agents including spores.

Toxin: substance, produced by plants, animals, protists, fungi, bacteria, or viruses, which in small or moderate amounts
produces an adverse effect in humans, animals, or plants

Transmission: The transfer of biological agent(s) from objects to living things, or between living things, either directly or
indirectly via aerosols, droplets, body fluids, vectors, food/water or other contaminated objects.

Threat: potential cause of an incident, which may result in harm to individuals, assets, a system, an organization, or the
environment

Validation: Systematic and documented confirmation that the specified requirements are adequate to ensure the
intended outcome or results. For example, in order to prove a material is decontaminated, laboratory personnel must
validate the robustness of the decontamination method by measurement of the remaining biological agents against the
detection limit by chemical, physical or biological indicators.

Verification: Confirmation that a given item (product, process or system) satisfies the specified requirements. For
example, verification that the performance of an autoclave meets the standards specified by the manufacturer should be
performed periodically.

Zoonotic disease (zoonosis): Infectious disease that is naturally transmitted from animals to humans and vice versa.
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ISO 35001:2019 Biorisk management for laboratories and other related organisations. First Edition 2019.
(Licensed to University of Veterinary Sciences Brno /ISO Store Order: OP-539643)

DIRECTIVE 2000/54/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 18 September2000 on the
protection of workers from risks related to exposure to biological agents at work (seventh individual directive
within the meaning of Article 16(1) of Directive 89/391/EEC)

1SO 15190:2003, Clinical Laboratory Medicine — Safety in Medical Laboratories, Geneva.

Nafizeni vlady 367/2007 Sb. (in Czech, implementation of DIRECTIVE 2000/54/EC)
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(ISO 45001 Occupational health and safety management systems — Requirements with guidance for use)

€SN EN 12741 (831036) Biotechnologie - Laboratofe pro vyzkum, vyvoj a analyzu - Pokyny pro biotechnologické
laboratorni postupy (in Czech)

€SN EN 12128 (83 1008) Biotechnologie - Laboratofe pro vyzkum, vyvoj a analyzu - Stupné zabezpeceni
mikrobiologickych laboratofi, zony rizika, prostory a technické pozadavky na bezpecnost (in Czech)

€SN EN 12347 (83 1033) Biotechnologie - Kritéria Gcinnosti parnich sterilizatort a autoklava (in Czech)

CSN EN 12738 (83 1034) Biotechnologie - Laboratofe pro vyzkum, vyvoj a analyzu - Pokyny pro izolovany chov zvifat
naockovanych mikroorganismy pro pokusné ucely (in Czech)

€SN EN 12740 (83 1035) Biotechnologie - Laboratoie pro vyzkum, vyvoj a analyzu - Pokyny pro nakladani s odpady,
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1. Introduction

The Faculty of Veterinary Medicine (FVM) is aware of the biological, physical and chemical risks related to the training
activities of the Veterinary Degree and the postgraduate programs, as well as the research activities carried out by the
institutes and clinics. That is why a comprehensive biosecurity plan is developed in order to manage and identify the
hazards, as well as to evaluate, manage and communicate the risks. The object of this plan is, therefore, to establish those
measures of biosecurity and bio-protection that allow to reach these ends. The scope of this biosecurity plan covers all
the facilities of the the FVM. For this, a manual is prepared, which aims to serve as a standard that compiles all the
scientific and normative evidence on biosecurity and bio-protection specific to the activities developed in veterinary
education. In this manual, good practice guides are developed that are transversal to all the facilities and, in an annexed
manner, the biosecurity protocols are developed for each of the facilities of the FVM, and they will include the
peculiarities related to the dangers and risks inherent in the same. This manual is a regulation of the FVM, therefore, all
the users of the affected facilities (students, academic and support staff, external personnel and users of the services)
are obliged to follow the instructions emanating from it and the protocol established for each installation.

2. The biorisk management system

e establishes the biorisk management principles that enable faculties, institutes, clinics, laboratories and related
facilities to achieve their biosafety and biosecurity objectives;

e defines the essential components of a biorisk management system framework to be integrated into faculties,
institutes, clinics, laboratories and related facilities overall governance, strategy and planning, management,
reporting processes, policies, values, and culture;

e describes a comprehensive biorisk management process that mitigates biorisks (biosafety and biosecurity risks);
and

e provides guidance on the implementation and use of the standard, where appropriate.

The biorisk management system is based on a management system approach, which enables the FVM to effectively
identify, assess, control, and evaluate the biosafety and biosecurity risks inherent in its activities. As such, this document
is intended to define requirements for a biorisk management system that is appropriate to the nature and scale of any
organization. The biorisk management system is built on the concept of continual improvement through a cycle of
planning, implementing, reviewing, and improving the processes and actions that the FVM undertakes to meet its goals.

This is known as the Plan-Do-Check-Act (PDCA) principle:

The PDCA model is an iterative process used by faculties, institutes, clinics, laboratories and related facilities to achieve
continual improvement of processes and products. It can be applied to a biorisk management system, and to each of its
individual elements, as follows:

e Plan: establish objectives, programmes, and processes necessary to deliver results in accordance with the
organization’s biorisk management policy (Dean, Biorisk management committee, Scientific council, Dean's
college, biosecurity officer)

e Do: implement the processes as planned (Management of sections, institutes, clinics and laboratories of the
faculty)

e Check: monitor and measure activities and processes with regard to the biorisk management policy and
objectives, and report the results (Internal audits organized by the Biorisk management committee, external
audits organized by public reporting authorities or international organisations)

e Act: take actions to continually improve the biorisk management performance to achieve the intended
outcomes (Dean, Biorisk management committee, Scientific council, Dean's college, biosecurity officer)
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Figure 2 Hierarchy of documents for biosafety and biosecurity management at the VETUNI Brno and Faculty of
Veterinary Medicine

Major Laws and
Enabling Legislation
(EU, CZ, OIE, WHO)

University Regulations
Concerning Safety
(Biosafety Manual, Waste Management
and others)

Faculty Biosafety Requirements, Directives,
Advisories (Biosafety Manual, Biosecurity General
Principles, SOPs, work instructions)

Policy Documents
Complience and Enforcement Policy (Records, reports and reviews
from audits, inspections and trainings)

Risk Communication Tools/Technical Documents
(Guidelines, Safety Data Sheets, Forms, Records, ...)

3. Scope

This manual defines a process to identify, assess, control, and monitor the risks associated with hazardous biological
materials. This document is applicable to university facilities that works with, stores, transports, and/or disposes of
hazardous biological materials. This document is intended to complement existing EU and national legislation, normative
regulations and international standards for laboratories.

4, Context of the organization

4.1. Understanding the organization and its context

The purpose and the mandate of the VETUNI Brno, its objective(s), and boundaries of its work are clearly defined and
communicated throughout the organization. Faculty biosecurity management is made up of the dean (Michal Crha),
biosecurity officer (Petr Rihanek), Biorisk management committee, Management of sections, institutes, clinics and
laboratories of the faculty.

The VETUNI Brno has external and internal issues that are relevant to its purpose and that affect its ability to achieve the
intended outcome(s) of its biorisk management system. Rector's directive no. ZS ¢. 02/2009, ZS 05/2014, ZS ¢. 4/2015,
ZS ¢. 03/2015, The university's operating regulations.
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4.2. Understanding the needs and expectations of interested parties

The VETUNI Brno has determined:

e theinterested parties that are relevant to the biorisk management system;
e the relevant requirements of these interested parties

The subject of the assessment is all the buildings and associated facilities of the Faculty of Veterinary Medicine. The FVM
includes conventional office spaces, lecture halls, research laboratories for different departments, and special facilities
for post mortem examinations, microbiology, parasitology, epidemiology, anatomy, physiology, clinics with supporting
infrastructure. The FVM Brno is planned to provide for the education of some 1000 students in veterinary medicine.

Figure 3 Facility design with designation biological safety levels

Faculty of Veterinary Medicine

In the proposed strategy for the FVM, the marked facilities and associated functions were suggested to require biosafety
level 2: clinics, anatomy, post mortem examination facilities (pathology, avian disease) and associated laboratories,
microbiological laboratories for research and teaching and other facilities. At the Institute of Infectious Diseases and
Microbiology, there is an authorized 3rd BSL laboratory for research activities related to the study of the avian influenza
virus.

4.3. Hazard identification

The hazards considered in the biosafety plan concerned exposure of animals and humans to biological agents (bacteria,
viruses, prions, parasites, and fungi) that can cause diseases in animals and to agents that can cause disease in, and be
transmitted between, animals and humans (zoonoses). These biological agents are classified in Council Directive
2000/54/EC (see Biosafety and biosecurity manual of the VETUNI Brno). Agents only pathogenic to humans were excluded
from the biosafety plan.

4.3.1. Risk classification, public health — occupational infections

Agents considered to be potential human pathogens are listed in EU in Council Directive 2000/54/EC and Czech
Government Decree no. 361/2007 Sb.. Both regulations also include risks related to exposure to agents in the animal
healthcare sector. The agents are classified into four risk groups, although the classification of zoonotic agents only
considers disease in humans:
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Risk group 1 agents are unlikely to cause disease in humans.

Risk group 2 agents can cause disease in humans and may pose a hazard to workers, but spread to the
community it is unlikely. This risk group includes most of the pathogenic viruses, bacteria, and fungi, and includes
e.g. ESBL positive E. coli, MRSA, nontyphoid Salmonella and other agents.

Risk group 3 agents can cause severe human disease, present a serious hazard to workers and may also spread
to the community. This group includes agents causing e.g. anthrax, brucellosis, ornithosis, tularemia, EHEC,
tuberculosis, typhoid fever, dysentery, rabies, and bovine spongiform encephalopathy (BSE) (in total 100
agents).

Risk group 4 agents are a serious hazard to workers and may present a high risk of spread to the community.
This group includes e.g. smallpox, Lassa fever, Ebola virus and other viral hemorrhagic fevers (in total 12 agents).

In total, approximately 420 pathogens are listed as potential occupational hazards, including 160 bacteria, 150 viruses, 6
prions, 70 parasites, and 30 fungi.

Occurrence in the Czech Republic
The Czech Republic is declared free from most of the diseases included in Council Directive 2000/54/EC.
(More detail in Biosafety and biosecurity manual of the VETUNI Brno).

5.

Leadership and commitment

Within the context of biorisk management, biosafety and biosecurity are complementary disciplines;
it is important to align the mitigation of safety and security risks. Alignment can be enhanced through
unity of oversight.

Top management of the FVM demonstrates leadership and commitment with respect to the biorisk
management system by:

The FVM has established a biorisk management policy and biorisk management objectives

that are compatible with the strategic direction of the VETUNI Brno;

The FVM has ensured the integration of the requirements of the biological risk management system into the
VETUNI business processes;

The FVM ensures the resources needed for the biorisk management system are available;

The FVM informs about the importance of effective biological risk management and adapts to biological risk
management system requirements (Biosecurity Days - work council);

The FVM has ensured that the biological risk management system achieves the intended results (Internal and
External Audits);

The FVM has defined and documented ensuring roles, responsibilities, and authorities related to biorisk
management, and has communicated to those who manage, perform, and verify work associated with biological
materials (Credential Certificates, Outputs of Working Committees)

The FVM has defined and documented directing and supporting persons who contribute to the effectiveness of
the biorisk management system;

The FVM Brno ensures clear communication of activities to be performed within the organization (Audit
Outputs);

The FVM Brno supports continuous improvement; and other relevant management roles to demonstrate their
leadership as regards their areas of responsibility (Periodic Trainings).
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5.1. Policy

Top faculty management has established a biorisk management policy that:
e s appropriate for the purpose of the faculty;
e provides a framework for setting biorisk management objectives;
e includes a commitment to satisfy applicable requirements;
e includes expectations for biorisk assessment, control measures to mitigate risk, and performance
evaluation at all levels of the faculty;
e includes a commitment to continual improvement of the biorisk management system.

The biorisk management policy:
e s available as documented information (Manuals, Biosecurity general principles guidelines for fvm veterinary
personal and students, SOPs);
e is communicated within FVM; and
e s available to interested parties, as appropriate.

The policy is proportionate to the nature and extent of the biological risks associated with the facility and
associated activities. The principles oblige the FVM to:
e protecting workers, visitors, and the environment from exposure to and/or contamination by the
biological materials that are stored or handled at the facility;
e assessing and prioritizing the risks associated with specific activities that involve biological
materials;
e reducing the risks of unintentional or deliberate release, theft, loss, or exposure to biological materials through
the implementation of specific control measures;
e designing and implementing processes to continually evaluate and improve the effectiveness of the biorisk
management system;
e ensuring that the need for effective biorisk management shall take precedence over all non “health and safety”
operational requirements; and
o effectively informing all employees and relevant third parties, and communicating individual obligations with
regard to biorisk management to those groups.

Top faculty management has determined responsibility and authority for:
a) ensuring that the biorisk management system conforms to the requirements of this document; and
b) reporting on the performance of the biorisk management system to top management.

5.2. Top faculty management

Faculty management (dean, vice-deans, secretary, biorisk management committee) cooperates with the university
management through the biosecurity officer. Top management has taken final responsibility for the VETUNI's biological
risk management system.

Top management did not delegate its ultimate responsibility, but delegated some powers to Biorisk management
commitee.

Top management has demonstrated its commitment by ensuring the availability of resources, implementing, maintaining
and improving the biological risk management system (Fig. 1).

5.3. Biorisk management committee

Biorisk management committee

Alois Cizek, professor of microbiology, chairman

Jaroslav Doubek, head of clinical laboratory for small animals
Josef lllek, head of clinical laboratory for large animals

Jiri Smola, head of clinic of ruminant and porcine diseases
Vaclav Paral, associate professor of anatomy

FrantiSek Treml, adviser, professor of epidemiology

A Biorisk management committee has been established to support the biological risk management system.

The committee consists of members who are independent of activities that are reviewed for biological risk issues.

The committee has set up a mechanism by which committee members appeal participation in committee decision-making
procedures (eg voting) on issues that are real or perceived there are conflicts of interest.
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Reporting to top management, the committee shall:

e have documented terms of reference;

e include a representative cross-section of expertise, appropriate to the nature and scale of the
activities undertaken;

e ensure issues addressed are formally recorded, including the assignment, tracking, and completion
of all actions;

e be chaired by someone appointed by senior and/or top management; and

e meet at a defined and appropriate frequency, and when otherwise required.

5.4. Biorisk management advisor

A competent person has been appointed to provide advice, guidance and assurance on biological risk management issues.
This person will report directly to senior management and will have delegated authority to prohibit work if deemed
necessary. This role is independent of those responsible for implementing the work program.

Functions of the biorisk management advisor include:

e verifying, in conjunction with other workers, that all biorisks have been addressed;

e advising or participating in the reporting, investigation, and follow-up of accidents, incidents, and,
where appropriate, referring these to management/biorisk management committee;

e ensuring that relevant and up-to-date information and advice on biorisk management is made
available to scientific and other workers as necessary;

e advising on biorisk management issues within the organization (e.g. management, biorisk
management committee, occupational health department, security);

e contributing to the development and/or delivery of biorisk management training activities; and

e advising and assisting organization management in ensuring that required authorizations for work
are in place.

6. Planning

6.1. Actions to address risks and opportunities

The FVM VETUNI Brno plans:
e actions to address these risks and opportunities;
e howto:
o integrate and implement the actions into its biorisk management system processes; and
o evaluate the effectiveness of these actions.

Key components of a biorisk management programme include hazard and/or threat identification, risk assessment, risk
mitigation, and performance evaluation.

6.1.1. Hazard and/or threat identification and analysis

The biorisk-related hazards and/or threats associated with proposed work has been identified and
documented.

e The first stage in the biorisk management process is to identify all biological hazards and/or threats
that could be the basis for an incident. The whole work team was involved in this process, and inputs
from organizational experts on biosafety and biorisk management was used.

e The second stage in the biorisk management process is to determine how the hazard and/or threat
could produce a negative outcome. This step involves creating a comprehensive understanding
dangers and / or threats. Biological hazards have been identified based on their potential to cause
harm humans, animals and the environment.

6.1.2. Risk assessment

The FVM ensured that appropriate methodologies are available for assessing and prioritizing biological risks identified,
implemented, maintained and documented.

The biological risk assessment shall take into account activity- or protocol-specific information and shall
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be based on the unique context of those activities and protocols, including equipment-related factors,
environment and staff.

The biological risk assessment identified all potential scenarios of the specific activity that could arise negative result. The
biological risk assessment prioritized biological risks based on the assessment the probability and consequences of each
of the biological risks. The biological risk assessment determined the most appropriate control measures and how the
system will measure the effectiveness of these controls measures.

6.1.3. Risk mitigation

The identification and implementation of control measures is based on the results of the biorisk assessment. Control
measures has been designed to eliminate or mitigate biorisks to an acceptable level. Assessed biorisks that are not
mitigated are documented, along with a rationale for the decision. After identification and implementation of control
measures, the FVM determined if the remaining biorisks are acceptable, or whether additional controls need to be
identified and implemented.

The FVM has ensured that its biological risk management system includes a control plan.

The FVM has ensured that processes managed by external service providers are managed in accordance with the
implementation within the organization as much as possible.

6.1.4. Performance evaluation

The FVM ensured the biorisk management system includes a process to measure the

effectiveness of the control measures implemented to mitigate biorisks.

The performance of all of the control measures is evaluated on a routine basis, and the results of

that evaluation is documented. The evaluation methodology is quantitative, semiquantitative,

or qualitative.

The results of this evaluation are used to enhance or change the control measures, and as the basis

for continually improving the biorisk management system.

The performance evaluation is communicated to those members of the organization whose work

may be affected by the biorisks, and reviewed by all relevant supervisors, managers, and organizational
leadership. Top management may designate certain supervisors, managers, and/or leaders to approve the
performance evaluation and oversee the implementation of measures to improve the biorisk management
system.

6.2. Biorisk management objectives and planning to achieve them

The FVM has established biorisk management objectives at relevant functions and levels.

The biorisk management objectives:

a) are consistent with the biorisk management policy;
b) are measurable (if practicable);

c) are consider applicable requirements;

d) are monitored;

e) are communicated;

f) are updated as appropriate.

The FVM retains documented information on the biorisk management objectives.
When planning how to achieve its biorisk management objectives, the FVM determines:
e what will be done;
e what resources will be required;
e who will be responsible;
e when it will be completed;
e how the results will be evaluated.

The FVM has ensured that its biorisk management system includes a control plan that addresses:
e responsibility and accountability for implementation of the plan;
e resources to be utilized (e.g. people, budget);
e timetable for implementation;
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e adequate training provided in an effective way to workers in order to mitigate risk from the potential failure of
any aspect of the biorisk management system plan;

e integration of risk control measures designed for biosafety and biosecurity;

e communication of the control plan across the organization; and

e mechanism and frequency for reviewing and assessing compliance with the plan.

7. Support

7.1. Resources

The FVM has determined and provided the resources needed for the establishment, implementation,
maintenance, evaluation, and continual improvement of the biorisk management system.

The has identified resource requirements and provide adequate resources, including

the assignment of trained workers for management, performance of work, and verification activities,
including internal review.

7.1.1. Worker health programme

The VETUNI Brno has ensured that risks to worker health are managed effectively, including
consideration for preventive and protective measures. All workers whose health could be directly
affected by exposure to biological materials were included in the occupational health program.

Worker health program requirements, including records management requirements

and confidentiality, were determined by a defined hazard and / or threat identification and biological risk
an evaluation process that includes all relevant staff.

Vaccination of workers

The FVM VETUNI Brno:

e has established and implemented vaccination policy as part of the worker health programme;

e has ensured that the required and/or recommended vaccines and its information are made available to the
worker(s);

e maintains immunization records in accordance with national, regional, and local requirements;

e has ensured access to work areas and/or activities is controlled for individuals including visitors and
workers based on the vaccination policy of the organization; and

e hasidentified and implemented alternative measures to protect non-responders to vaccination and/or
person(s) with vaccine contraindications.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

7.2. Competence

The FVM VETUNI Brno:

e has determined the necessary competence of person(s) who work under its control and affected its biorisk
management performance;

e has ensured that these persons are competent on the basis of appropriate education, training, or
experience;

e has ensured that all workers are under close supervision until they demonstrate the ability to perform
activities in a safe and secure manner;

e has ensured that the competence of a worker transferred into another position is re-evaluated;

e has retained appropriate documented information as evidence of competence.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

7.2.1. Behavioural factors and worker management

The FVM has addressed biorisks associated with human behaviour in the biorisk management
plan, including how workers interact with the facility, its equipment, and co-workers. The FVM has provided individual
support and effective management of these behavioural factors.
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7.2.2. Personnel reliability measures

The FVM has implemented personnel reliability measures to determine and provided assurance
that workers are reliable, trustworthy, and competent, and to identify individuals who may pose a
biosecurity or biosafety risk to the organization.

The FVM:

e has established policy and procedures to guide implementation of personnel reliability measures;

e controls individual’s access to facilities or work according to the established policies and procedures;

e has determined personnel reliability measures based on local and national areas of concern for the types of
agents and type of work being conducted;

e has balanced the requirements for maintaining effective personnel reliability measures, and the need to
cultivate an atmosphere of trust and confidence in workers; and

e has ensured all measures taken are lawful and ethical.

7.3. Awareness

Persons who work under the FVM'’s control were informed of:
e the biorisk management policy;
e the requirements of the organization’s biorisk management plan, including any updates to the
biorisk management plan;
e the outcomes of investigations of relevant incidents and accidents;
e their contribution to the effectiveness of the biorisk management system, including the benefits of
improved performance;
the implications of not conforming with the biorisk management system requirements;
the legal requirements that govern biorisk management.

7.3.1. Training

The FVM has ensured that requirements and procedures for biorisk management training of
workers are identified, established, and maintained.

The procedures include in particular:
e identification of biorisk training needs;
e provision of programmes based on biorisk training needs;
e provision of required biorisk training in line with biorisk management plans;
e determination of effectiveness of biorisk training;
e provision of refresher biorisk training on a consistent basis;
e assessment to ensure that workers are competent to perform assigned tasks; and
e maintenance of biorisk training records.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

7.4. Communication

The FVM has determine the need for internal and external communications and consultations
relevant to the biorisk management system, including in particular:
e what it will communicate or consult;
e when to communicate and consult;
e with whom to communicate and who to consult:
o internally among the various levels and functions within the organization,
o with stakeholders, and
o with other interested parties;
e how to communicate:
o verbal communication (e.g. team briefing, conference call), and
o non-verbal communication (e.g. posting of signage, document circulation, reference library, web
documents).
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The FVM:

e has ensured that appropriate and effective communication processes are established between the
workplaces within the facility in line with organization’s information security programme;

e has ensured two-way directional communication is established with, and access to up-to-date information is
provided to, workers on relevant biorisks;

e has implemented communication process for interested parties on its role, responsibility, needs, and
biorisk management activities;

e has ensured that internal and external communication plans and training are in place to support
emergency response and contingency planning; and

e has ensured a record of communications and meetings is kept.

Note: Specific data are given in the SOPs of VETUNI clinics, institutes and laboratories.

7.5. Documented information
7.5.1. General

The FVM'’s biorisk management system includes:
e documented information required by this document, including but not limited to policies, plans,
procedures, protocols and records; and
e any other documented information determined by the organization as being necessary for the
effectiveness of the biorisk management system.

7.5.2. Creating and updating

When creating and updating documented information, the VETUNI Brno has ensured appropriate:
e identification and description (e.g. a title, date, author, or reference number);
o format (e.g. language, software version, graphics) and media (e.g. paper, electronic);
e review and approval for suitability, accuracy, and adequacy;
e review and approval for suitability for public release; and
e security and protection of sensitive information.

7.5.3. Control of documented information

Documented information required by the biorisk management system and by this document has been
controlled to ensure:
a) it is available and suitable for use, where and when it is needed;
b) it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity);
c) it reflects the most current policies, plans, procedures, protocols, records, and other information
associated with the biorisk management system.
For the control of documented information, the VETUNI Brno has addressed the following activities, as
applicable:
e distribution, access, retrieval, and use based on risk;
e storage and preservation, including preservation of legibility;
e control of changes (e.g. version control) and status (e.g. draft, interim, final);
e retention and disposition.
Documented information of external origin determined by the FVM to be necessary for the
planning and operation of the biorisk management system shall be identified, as appropriate, and
controlled.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

7.5.4. Information security

The FVM has established and maintained an information security programme to identify, protect,
and control access to sensitive information related to the biorisk management system.

The information security programme includes policies and procedures to manage the identification,
handling, storage, transmission, access control, and destruction of sensitive information.

As part of the information security programme, a review and approval process are used to prevent
the unauthorized or unintended disclosure of sensitive information.
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7.6. Non-employees

The FVM has ensured that oversight for visitors, suppliers, and other non-employee personnel
is equivalent to the requirements of established management systems and does not compromise biorisk
management of the facility.

7.7. Personal security

The FVM have a programme in place to provide personal security support services to

workers, based on an assessment and prioritization of threats to workers and potential vulnerabilities.
The programme includes, where appropriate, personal security awareness training and other
measures to address priority threats and vulnerabilities based on the assessment.

7.8. Control of suppliers

The FVM has determined and applied processes for the acquisition of products and services from
suppliers to ensure conformance to specified requirements depending on their potential impact on

the biorisk management system. The FVM has ensured suppliers are evaluated and selected

based on their ability to provide products/services that meet the requirements of this standard and the
objectives of the organization’s biorisk management system. The FVM has established criteria

for selection, evaluation, and re-evaluation of suppliers. Records of the results of evaluations and any
necessary actions arising from the evaluation is maintained.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

8. Operation

8.1. Operational planning and control

The FVM has ensured that facilities, equipment, and processes are designed, operated, and
maintained in a safe and secure way with respect to biorisk management. The FVM has ensured that a formal planning,
design, and redesign process is adopted for the facility based upon an assessment of risks associated with the materials
to be used and activities undertaken.
The design process has identified and incorporated all relevant legislative requirements, and take account
of information from recognized standards, guidelines, industry good practices, facility processes, and
facility-specific risk assessments. The design process has identified and included consultation with all interested parties
associated with the facility and its operation and use. All design features, construction techniques, materials, and
equipment selected is documented in line with the need to provide sufficiently specific and
detailed instruction and information on the design specification.
The FVM has ensured that new construction and physical facility modifications are carried out
according to an approved plan.
The FVM has ensured that the programme of work for the facility is defined, documented, and
reviewed.
The FVM has identified those operations and activities that are associated with potential
biorisks and where control measures were applied.
The FVM has planned, implemented, and controlled the processes needed to meet requirements, and to implement the
actions determined in Clause 6, by:

e establishing criteria for initiating the processes to be performed (including criteria for work that

requires prior approval);
e implementing control of the processes in accordance with the established criteria; and
e keeping documented information to the extent necessary to have confidence that the processes
have been carried out as planned.

The FVM has controlled planned changes and reviewed the consequences of unintended changes,

acting to mitigate any adverse effects, as necessary.
The organization FVM has ensured that outsourced processes are controlled.
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8.2. Commissioning and decommissioning

The FVM has ensured, based on risk assessment, that:
e  both commissioning and decommissioning of facilities, or areas therein, are included as a part
of the formal and documented planning stages, and not considered solely towards the end of
construction; and
e thereis aformal process for commissioning of new or significantly renovated facilities, or areas
therein, and the final decommissioning of facilities prior to being taken out of service, repurposed,
or deconstructed.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

8.3. Maintenance, control, calibration, certification, and validation

The FVM has established and maintained documented procedures to ensure that equipment and
elements of the facilities, including any ancillary support facilities that may impact on the VETUNI’s
biorisks, are identified, purchased, maintained, and calibrated, certified, or validated in a manner
consistent with the intent and requirements of the biorisk management programme.

8.4. Physical security

The FVM has ensured that control measures for the physical security of biological materials

are determined, implemented, and maintained on the basis of the biorisk assessment process.
The FVM has established a plan and procedures to regularly verify that the physical security
system is performing according to design requirements, considering operational experience.

The FVM has tested the system regularly to ensure its operability and performance. Maintenance
and repair of the physical security system shall be an element of the FVM’s maintenance plan.

To support the physical security system, the organization shall ensure that control measures are in
place for removal and exclusion of person(s) from the facility where it is deemed necessary.

8.5. Biological materials inventory

The FVM has ensured that an accurate, verifiable, and up-to-date inventory, or itemized record,

of biological materials with biological agents and toxins specified, is established and maintained based

on the FVM'’s biorisk assessment.

The FVM has determined the biological agents, toxins, and other biological materials handled

and stored, and which of these will be accounted for and controlled through the inventory based on the

organization’s biorisk assessments and other requirements, as applicable. Based on the FVM’s biorisk assessments, the
organization shall determine a process for checking, reviewing, updating, and reporting the biological materials inventory.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

8.6. Good microbiological technique

The FVM has ensured that all workers who handle biological materials are competent in

performing good microbiological technique —the working methods applied to eliminate or minimize

exposure to biological materials, such as described in the WHO Laboratory biosafety manual (4™ edition, 2020), and 1SO
15190:2003. Good microbiological technique ensures quality of science as well as the application of the necessary
safeguards to mitigate the identified biorisks. The FVM has ensured that appropriate resources (including time and
equipment) are available to ensure workers are trained in such practices, and that the practices are effectively respected.

Note: Specific data are given in the SOPs of FVM institutes and laboratories.

8.7. Clothing and personal protective equipment (PPE)

The FVM has ensured that suitable selection and provision of equipment, including PPE, is
specified based on the biorisk assessments. The FVM has ensured that PPE is maintained and
used appropriately, including cleaning and decontamination. The FVM has make PPE available
and provided appropriate training for the use of PPE to relevant workers. The FVM has considered
applicable regulations for the maintenance and use of PPE.
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Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

8.8. Decontamination and waste management

The FVM has established and maintained validated procedures to ensure that appropriate methods
for decontamination and inactivation are chosen and implemented effectively.

The FVM has:

e ensured that all contaminated or potentially contaminated items and all potential waste streams and
other sources of contamination are identified and documented;

e validated procedures for the decontamination of biological materials waste as appropriate to
the biorisk;

e established and maintained an appropriate waste management policy to control the biorisks from
biological materials;

e ensured that workers are trained on waste and decontamination policies and protocols; and

e implemented a waste management programme, including provisions for waste storage, identification,
segregation, packaging, transport, decontamination, disposal, and documentation of those
procedures.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

8.9. Emergency response and contingency planning

The FVM has established, implemented, practiced, and maintained emergency response and

contingency plans and procedures. The plans identify the potential biosafety- and biosecurity related incidents and
emergency situations that involve biological materials applicable to the FVM.

The planning covers all aspects of the FVM'’s biorisks, and include general safety, security, medical issues, and
environmental emergencies.

The VETUNI Brno has ensured provision of timely and appropriate medical care for work-related illness

or injuries when preparing and implementing emergency plans.

The VETUNI Brno has ensured appropriate coordination with external emergency response groups

when reliance is placed on them.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

8.9.1. Emergency scenarios

The VETUNI has ensured that all credible and foreseeable emergency scenarios that could impact
the organization’s biorisks have been identified.

8.9.2. Emergency plan training

The VETUNI Brno has ensured that all relevant workers are trained on the organization’s emergency
response plans.

8.9.3. Emergency exercises and simulations

The VETUNI Brno has ensured that emergency exercises and simulations are conducted at regular
intervals, based on risk, to test the plans, prepare workers, and learn from any good practices or
deficiencies identified. The VETUNI Brno has considered the utility of both discussion-based and
operations-based exercises and simulations.

8.9.4. Contingency plans

The VETUNI Brno has ensured that adequate contingency measures are in place to ensure the safety
and security of continued operations in the event of an emergency.
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8.10. Transport of biological materials

The organization ensures that transport of biological materials internally or externally is in
accordance with the organization’s risk assessments.

8.10.1. Transport security

The FVM has established plans to address safety and security incidents that might occur during

internal and external transport.

The FVM has addressed all applicable international, national and local transportation

requirements and ensure that a system is in place to maintain appropriate controls on shipping packages
and transport containers that contain biological materials in accordance with the organization’s risk
assessments.

Note: Specific data are given in the SOPs of FVM clinics, institutes and laboratories.

0. Performance evaluation

9.1. Monitoring, measurement, analysis, and evaluation

The FVM continuously evaluate the performance and effectiveness of the biorisk
management system.

The FVM has determined:

e what needs to be monitored and measured;

e the methods for monitoring, measurement, analysis, and evaluation, as applicable, to ensure valid
results;

e when the monitoring and measuring shall be performed;

e when the results from monitoring and measurement shall be analysed and evaluated.

The FVM retains appropriate documented information as evidence of the results.
The FVM establishes and maintains documented procedures to report, define, document,
analyse, and learn from incidents that involve biorisks.

9.2. Internal audit

The FVM conducts internal audits and inspections at planned intervals to provide information on whether the biorisk
management system:
a) conforms to:
e the FVM’s own requirements for its biorisk management system, and
e therequirements of this document;
b) is effectively implemented and maintained.

The FVM:

a) plans, establishes, implements, and maintains an audit programme(s), including the frequency, methods,
responsibilities, planning requirements and reporting, which shall take into consideration the
importance of the processes concerned and the results of previous audits;

b) define the audit criteria and scope for each audit;

c) elect auditors and conduct audits to ensure objectivity and the impartiality of the audit process;

d) ensure that the results of the audits are reported to relevant management; and

e) retain documented information as evidence of the implementation of the audit programme and the
audit results.

9.3. Management review

Top management reviews the FVM’s biorisk management system, at planned intervals, to
ensure its continuing suitability, adequacy, and effectiveness.

The management review includes consideration of:
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a) the status of the FVM'’s progress towards its biorisk management objectives;
b) the status of actions from previous management reviews;
c) changes in external and internal issues that are relevant to the biorisk management system,
including but not limited to:
e the FVM’s activities, biological hazards and/or threats, and associated biorisks;
e legal and other requirements; and
e standards and guidelines relevant to the FVM'’s biorisk management system;

d) information on the biorisk management performance, including trends in:
e nonconformities and corrective actions;
e incidents and associated investigations;
e monitoring and measurement results;
e audit and inspection results;
e compliance to established procedures and instructions for performing work;
e level of assessed risk;
e follow-up actions from previous management reviews; and
e other factors deemed appropriate for consideration by top management, such as trends in
e relevant benchmarks in comparison to other organizations; and
e opportunities for continual improvement.

The outputs of the management review include decisions related to continual improvement
opportunities and any need for changes to the biorisk management system, allocated resources,
procedures, policies, and objectives.

The FVM has retained documented information as evidence of the results of management
reviews. The FVM communicates all relevant outputs of the management review to internal
and, if appropriate, external interested parties.

10. Improvement

10.1. General

The FVM has determined opportunities for improvement and implement necessary actions to achieve the intended
outcomes of its biorisk management system.

10.2. Incident, nonconformity, and corrective action

The FVM has established, implemented, and maintained a process(es), including reporting, investigating, and acting, to
determine and manage incidents and nonconformities.

When an incident or nonconformity occurs, the FVM:
a) reacts in a timely manner to the nonconformity and, as applicable:
e acts to control and correct it; and
e manages the consequences;
b) evaluates, with the participation of workers and the involvement of other relevant interested
parties, the need for corrective action to eliminate the causes of the incident or nonconformity, in
order that it does not recur or occur elsewhere, by:
e investigating the incident or reviewing the nonconformity;
e determining the causes of the incident or nonconformity; and
e determining if similar incidents have occurred, if nonconformities exist, or if they could
potentially occur;
c) reviews existing assessments of biorisks, as appropriate;
d) determines and implements any action needed,;
e) assesses biorisks that relate to new or changed hazards, prior to acting;
f) reviews the effectiveness of any action taken, including corrective action; and
g) makes changes to the biorisk management system, if necessary.
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Corrective actions are appropriate to the effects or potential effects of the incidents or
nonconformities encountered.
The FVM has retained documented information as evidence of:

e the nature of the incidents or nonconformities and any subsequent actions taken;

e theresults of any action and corrective action, including their effectiveness.
The VETUNI Brno communicates this documented information to relevant workers and, where they
exist, workers’ representatives, and other relevant interested parties.

Note: Specific data are given in the SOPs (on clinics, institutes and laboratories).

10.3. Continual improvement

The FVM continually improves the suitability, adequacy, and effectiveness of the biorisk
management system by:

e enhancing biorisk management performance;
e promoting a culture of continual improvement that supports the biorisk management system;

e promoting the participation of workers in implementing actions for the continual improvement of
the biorisk management system;

e communicating the relevant results of continual improvement to workers and other relevant
interested parties; and

e maintaining and retaining documented information as evidence of continual improvement.
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Appendix no. 01: Operating rules/guidelines to ensure safety during activities in FVM laboratories
and training rooms (in Czech)

Provozni fad/smérnice k zajisténi bezpeénosti pfi ¢innostech v laboratofich a cviéebnach FVL/ Operating
rules/quidelines to ensure safety during activities in FVM laboratories and training rooms

UVOD - prehled legislativy

1. ZAJISTENi BEZPECNEHO PROVOZU
1.1 ZASKOLENI A ZACVIK PRACOVNIKU
1.2 BEZPECNOSTNi POZADAVKY NA PRACOVISTE (LABORATOR, CVICEBNA)
1.3 BEZPECNOSTNi POZADAVKY NA ZARIZENI, PRISTROJE A PRACOVNi POMUCKY
1.4 BEZPECNOSTNI POZADAVKY PRI CINNOSTECH V LABORATORI
1.5 BEZPECNOSTNi POZADAVKY NA UKLADANI CHEMICKYCH LATEK
1.6 ZAKAZANE CINNOSTI
1.7 PRACE S HORLAVYMI KAPALINAMI
1.8 PRACE S TECHNICKYMI PLYNY
1.9 PRACE S ELEKTRICKYM ZARIZENIM
1.10 PRACE S GENETICKY MODIFIKOVANYMI ORGANISMY
1.11 PRACE S RADIOAKTIVNiMI LATKAMI
2  ODPAD
ZASOBOVANI VODOU, LIKVIDACE ODPADNICH VOD
PRVNi POMOC PRI URAZECH V LABORATORICH

3

4

5 ZODPOVEDNOST
6 ZAVER

7

Prilohy
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uvoD

Tento organizacni fad stanovuje pozadavky k zajisténi bezpecnosti pfi ¢Cinnostech
v laboratotich a cvicebnach v souladu s platnymi predpisy:

Zakon €. 262/2006 Sb., zakonik prace,

Zakon ¢. 350/2011 Sh., o chemickych latkach a chemickych smésich a o zméné nékterychzakonl (chemicky
zakon)

Nafizeni (ES) €. 1272/2008 o klasifikaci a oznaovani latek a smési (nafizeni CLP)

Zakon ¢. 22/1997 Sb., o technickych pozadavcich na vyrobky a o zméné a doplnéni

nékterych predpis(, ve znéni pozdéjsich predpisd,

Vyhlaska ¢. 48/1982 Sb., kterou se stanovi zakladni poZadavky k zajisténi bezpeénosti prace a technickych
zatizeni,

Nafizeni vlady ¢. 101/2005 Sb., o podrobnéjsich poZzadavcich na pracovisté a pracovni

prostredi,

Nafizeni vlady ¢. 378/2001 Sb., kterym se stanovi blizsi poZzadavky na bezpeény provoz a pouZivani stroju a
technickych zafizeni,

Nafizeni vlady €. 495/2001 Sb., kterym se stanovi blizsi podminky poskytovani osobnich ochrannych pracovnich
prostiedkd, mycich Cisticich a desinfekénich prostredkd,

Nafizeni vlady €. 361/2007 Sb., kterym se stanovi podminky ochrany zdravi pfi praci

Zakon €. 78/2004 Sb., o nakladani s geneticky modifikovanymi organismy a genetickymi produkty

Vyhlaska €. 209/2004 Sb., o blizsich podminkach nakladani s geneticky modifikovanymi organismy a genetickymi
produkty

Zakon €. 18/1997 Sb., o mirovém vyuZivani jaderné energie a ionizujiciho zareni (atomovy zékon) a o zméné a
doplnéni nékterych zdkont

Vyhlasgka ¢. 307/2002 Sb., o radia¢ni ochrané

Vyhlaska ¢. 306/2012 Sb., o podminkach predchazeni vzniku a Sifeni infekénich onemocnéni a o hygienickych
pozadavcich na provoz zdravotnickych zafizeni a Gstavi socialni péce

Zéakon €. 185/2001 Sb., o odpadech a o zméné nékterych dalSich zakond, ve znéni pozdéjsich predpist

Zakon ¢. 372/2011 Sb., zdkon o zdravotnich sluzbach a podminkach jejich poskytovani, ve znéni pozdéjsich
predpist

Souvisejici predpisy:

CSN 01 8003 Zasady pro bezpecnou praci v chemickych laboratofich

CSN 07 8304 Tlakové nadoby na plyny — Provozni pravidla

CSN 07 8305 Kovové tlakové nadoby k dopravé plyn(i. Technicka pravidla

CSN 65 0201 Hoftlavé kapaliny — Prostory pro vyrobu, skladovéni a manipulaci

CSN EN 50110-1 ed.2 Obsluha a prace na elektrickych zafizenich

CSN EN 50110-2 ed.2 Obsluha a prace na elektrickych zafizenich — Cast 2: Narodni dodatky.

Tento provozni fad plati pro vySe uvedené Cinnosti a je zavazny pro vSsechny zaméstnance VETUNI, studenty, studenty
DSP a stazisty, ktefi pro tyto ¢innosti byli urceni a dale v pfiméreném rozsahu pro jiné osoby, které vykonavaji souvisejici
¢innosti. Provozni/laboratorni fady jednotlivych laboratofi a cviceben musi respektovat specifické ¢innosti pro které
jsou tato pracovisté urcena.

Zaméstnanci jsou povinni uvedené predpisy v potfebném rozsahu respektovat, pricemz se nezbavuji povinnosti dodrzovat
i ostatni ustanoveni obecné platnych bezpecnostnich pfedpisli, pokud s nimi byli seznameni a tyto jim to ukladaji.
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1. ZAJSTENI BEZPECNEHO PROVOZU (VSEOBECNE)

Ucelem tohoto bezpeénostniho predpisu je upravit pracovni postupy pro pouZivani zafizeni a pravidla pohybu osob
v laboratofi/cvicebné tak, aby se v co nejvétsi mife omezila moznost vzniku pracovnich drazl pfi praci na uvedeném
pracovisti. Dale tento pfedpis upozorfiuje na konkrétni rizika mozného ohrozZeni Zivota a zdravi pfi praci na pracovisti a
uvadi moznosti jejich snizeni.

1.1 ZASKOLENI A ZACVIK PRACOVNIKU

a) Pracovat v laboratofi/cvicebné a obsluhovat jeji zafizeni mohou pouze pracovnici povéreni pfislusnym vedoucim
pracovnikem, odborné a zdravotné zpUsobili.
b) odborné zplsobilosti pracovnikli rozhoduje pfislusny vedouci pracovnik, o jejich zdravotni zpUsobilosti
rozhoduje lékar.
¢) Podminkou k nabyti odborné zplisobilosti pracovnika je jeho Uspésné zakonceni zaskoleni a zacviku, za které
zodpovida pfislusny vedouci pracovnik.
d) V prubéhu zaskolovani musi byt pracovnik prokazatelné seznamen:
- s timto provoznim bezpecnostnim predpisem,
- se zpUsobem manipulace s pfislusSnymi pristroji a zafizenimi,
- s bezpecnostnimi listy,
- s pouzivanim osobnich ochrannych pracovnich prostiedkd
- s predpisy uvedenymi v Uvodu (v omezeném rozsahu podle zaméFeni pracovnich &innosti).
e) Skoleni vedoucich zaméstnanc(i v celém rozsahu vy$e uvedeného odstavce provede osoba s odpovidajici
kvalifikaci (napt. referent BOZPS) a pofidi o tom zapis. Skoleni se provadi v ramci vstupniho a opakovaného
Skoleni o BOZPS. Periodické skoleni zaméstnancu zajistuji vedouci pracovist.

1.2 BEZPECNOSTNi POZADAVKY NA PRACOVISTE (LABORATOR, CVICEBNA)

a) Vstup do laboratofe nesmi byt volné pfistupny, musi byt uzamceny mimo dobu provozu.
b) Laboratorni prace se sméji provadét jen v laboratotich k tomu Ucelu vybavenych.
¢) Pracovisté musi byt udrZzovano v Cistoté a v poradku, ve stavu, ktery neohrozuje bezpecnost a zdravi osob.
d) Laboratore musi byt vybaveny:
- osobnimi ochrannymi pracovnimi prostredky,
- hasicimi prostfedky (nachazi se v chodbach, viz. Evakuacni pan),
- prostiedky pro poskytnuti prvni pomoci (Iékarnickami), pfivodem pitné vody,
- asanacnimi a neutraliza¢nimi prostfedky podle charakteru prace.
e) Vstup do laboratofe musi byt oznacen podle povahy prace vystraznymi tabulkami (prehled znacek je uveden v
pfiloze tohoto dokumentu).
f)  Unikové cesty a manipulaéni prostory, uzavéry vody, plynu a elektrického proudu musi byt trvale volné.
g) Pracovisté musi byt radné osvétleno.
h) Bezodkladné se musi z podlahy odstraniovat rozlité kapaliny.

Umisténi lékarnicek

a) Lékarnicky se nachazi v mistnostech ¢. ....

b) V ptipadé potfeby dalsi prvni pomoci volejte l1ékafe na telefonnich Cislech vyznacenych na Iékarnicce

c¢) Kaidy uraz se musi zapsat do knihy urazl (v priloze), ktery se nachazi v lékarnicce a nahlasit vedoucimu
zaméstnanci a referentovi BOZPS.

1.3 BEZPECNOSTNi POZADAVKY NA ZARIZENI, PRISTROJE A PRACOVNI
POMUCKY
a) K zafizenim musi byt zajistén bezpecny pfistup a dostatecny manipulaéni prostor umoznujici jejich bezpecné
pouZivani.
b) Obsluha zafizeni musi byt provadéna podle navodl k jeho obsluze, popfipadé podle dalSich bezpecnostné

provoznich predpisC.
c) Zafizeni, pfistroje a naradi musi byt udrzovany v provozuschopném a bezpecéném stavu.
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d)

f)
g)

Stav pristroji musi byt pred zahajenim prace zkontrolovan podle navodu k pfistroji.

Analytické pristroje, laboratorni odstfedivky a ostatni pomlcky je tfeba instalovat a pracovat s nimi podle
pokyni vyrobce nebo podle jinych schvédlenych doporuceni takovym zpUsobem, aby nebezpedi pro obsluhu,
plynouci z pouZiti vysokonapétovych zdrojd, z vyvinu koufe nebo par, ze zareni, plamene a vybuchu, bylo snizeno
na minimum.

Poskozené pomdicky se musi vyfadit.

PoSkozené a nefunkéni zafizeni se musi viditelné oznacit jako nefunkéni.

1.4 BEZPECNOSTNi POZADAVKY PRI CINNOSTECH V LABORATORI

a)

b)

PFi laboratornich pracich musi byt u¢inéna opatfeni odpovidajici nebezpeci, které je mozné predpokladat na
zakladé vlastnosti a mnoZstvi pouzitych latek a materiald.
PFi praci, pfi které maze dojit k uniku Skodlivych chemickych latek do ovzdusi, se musi zabezpecit odsavani.

1.5 BEZPECNOSTNi POZADAVKY NA UKLADANiI CHEMICKYCH LATEK

(SKLADOVANI)

e)

f)

Kazda chemicka latka musi byt oznacena (nazev, prip. znacka nebo chemicky vzorec).

KaZzda nebezpelnd chemickd latka nebo smés musi byt oznaena také vystraznym symbolem nebezpecnosti
(prehled znacek je uveden v pfiloze tohoto dokumentu).

Latky vysoce toxické musi byt uzamceny tak, aby k nim nemély pfistup nepovolané osoby.

Vysoce toxické latky s latkami toxickymi nohou byt uchovavany spole¢né v jednom prostoru, avSak musi byt od
sebe zfetelné oddéleny. S ostatnimi chemikaliemi mohou byt ukladany ve spolecné mistnosti pouze tehdy,
pokud jsou od ostatnich latek oddéleny, napf. jsou umistény v samostatné skfini, na samostatném regalu nebo
polici.

Oddélené, podle chemické povahy, musi byt ukladany latky nebezpecné vybuchem a latky, které spolu
nebezpecné reaguji. Pfiklady nevhodnych kombinaci uloZeni chemikalii jsou uvedeny v pfiloze tohoto
dokumentu.

Nadoby s agresivnimi kapalinami musi byt uklddany tak, aby byly bezpecné dosazitelné vSemi pracovniky
laboratore.

1.6 ZAKAZANE CINNOSTI

a)
b)
c)
d)
e)

Je zakazano pracovat v laboratofi osobam, které k tomu nejsou opravnény.

Je zakazano v laboratofich jist, pit, koufit a pouzivat kosmetické pripravky.

Je zakadzano pouzivat nevhodné nebo poskozené pfistroje, naradi a laboratorni nadobi.

Je zakazano pouzivat vadné sklo.

Je zakdzano davat k myti nadobi, které je znecisténé silnymi kyselinami nebo alkaliemi, latkami toxickymi,
drazdivymi a latkami, které se vodou prudce rozkladaiji.

Je zakazano pouzivat laboratorni nadobi na jidlo, piti nebo pro prechovavani potravin.

Je zakdzano ukladat potraviny a napoje uréené ke konzumaci do chladnicek nebo mrazicich box{ uréenych pro
pfechovdvani chemickych latek nebo biologického materialu.

Je zakdzano premistovat oteviené obaly s toxickymi a vysoce toxickymi latkami nebo Ziravinami.

Je zakazano vylévat do odpadu rozpoustédl|a, ktera se s vodou dokonale nemisi, latky toxické a vysoce toxické,
kyseliny a hydroxidy nad uvedenou koncentraci, latky vybusné, latky uvolnujici s vodou, kyselinami a hydroxidy
toxické nebo drazdivé plyny.

Je zakazano vylévat nebo sypat do hygienickych zatizeni chemikalie nebo reakéni odpad.

Je zakazano pouzivat na shromazdovani odpadnich rozpoustédel nadoby z plastd.

Je zakazano vhazovat do nddob na odpad latky, které mohou zpUsobit poZar.

Je zakazano ponechat horet zapalené kahany bez dozoru

Je zakdzano, aby jakékoliv prace na elektrickém zafizeni provadéli pracovnici bez pfislusné elektrotechnické
kvalifikace.

Je zakdzano provadét jakékoliv ¢innosti a zasahy do technického vybaveni laboratore bez pfislusné kvalifikace
nebo povoleni.

Je zakazano pracovat bez ochrannych pracovnich prostfedkd.
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1.7 PRACE S HORLAVYMI KAPALINAMI

a) Vjednom pozarnim Useku je dovoleno ukladat max. 250 litrd hoflavych kapalin vSech tfid nebezpecnosti, z toho
max. 50 litr( hoflavych kapalin 1. tfidy nebezpecénosti a max. 20 litrG nizkovroucich kapalin.

b) Pfirozliti hoflavych kapalin se musi okamZité zhasnout plynové spotiebice v mistnosti, vypnout elektricky proud
vné mistnosti, vyhldsit zakaz vstupu nepovolanych osob a zajistit dobré vétrani (nikoliv na chodbu). Rozlita
hoflava kapalina se nechd vsaknout do vhodného porézniho materidlu, ktery se pak musi odklidit do kovové
nadoby opatrené vikem a odstranit dle platného zakona o odpadech.

1.8 PRACE S TECHNICKYMI PLYNY

a) Pro dopravu, manipulaci a skladovani ocelovych lahvi se stlacenymi zkapalnénymi nebo pod tlakem
rozpusténymi technickymi plyny plati technické normy uvedené v kapitole Uvod.

b) V laboratofi mohou byt umistény jen lahve s technickymi plyny, které jsou pro provoz nezbytné. Trvale
nepotiebné nebo prazdné lahve se musi odstranit.

c) Proti padu musi byt lahve zajistény v jejich horni poloviné tfrmenem nebo fetizkem nebo musi byt umistény ve
stabilnich nebo pojizdnych stojanech.

d) Dvefe mistnosti, v nichZ jsou lahve se stlaenymi a jinymi plyny, musi byt oznaceny tabulkou s nazvem
pfislusného plynu.

e) Pred zahajenim prace s technickymi plyny musi byt zajisténa vétratelnost, pfipraveny vhodné ochranné, hasici a
asanacni prostredky, pfekontrolovano tésnéni a funkce redukcnich ventild a tésnéni aparatur.

f)  PFi praci s technickymi plyny je zakazano:
- pouzivat lahve, u nichz prosla Ih(ta periodické zkousky nebo poskozené lahve,
- pouzivat nevhodné nebo poskozené redukéni ventily,
- pfi otvirani a zavirani ventild pouZivat hrubé nasili nebo nevhodné nastroje véetné trubkovych nastavct,
- pouZzivat lahve k jinym uceldim nebo na jiné plyny nez pro které jsou urceny,
- lahve a ventily opravovat nebo ménit jejich oznaceni,
- urychlovat vypousténi plynt zahfivanim,
- volné vypoustét plyny v uzavienych prostorach, kromé pripad(, kdy je to soucasti pracovniho postupu

(napf. pfi plynové chromatografii).

g) Kovové lahve s technickymi plyny musi byt predepsanym zplsobem barevné oznaceny.

h) Pfipraci se zkapalnénymi plyny (vzduch, dusik, amoniak) se musi pouZzivat osobni ochranné pracovni prostredky.

i) Umisténi lahvi od topnych téles a salavych ploch musi byt takové, aby povrchova teplota nadob neprekrodila 25
°C u methylchloridu a 50 °C u ostatnich plynd. Od zdrojli otevieného ohné musi byt lahve vzdéaleny nejméné 3 m.

1.9 PRACE S ELEKTRICKYM ZARIZENIM

a) Elektrickd zafizeni musi byt udrZovana ve stavu, ktery odpovida platnym elektrotechnickym predpisim a
normam.

b) Elektricka zafizeni se musi revidovat a pfezkusovat v rozsahu a Ih(itach stanovenych
pFislusnymi normami a smérnicemi vyrobce.

1.10 PRACE S GENETICKY MODIFIKOVANYMI ORGANISMY
Postupujeme podle zdkona €. 78/2004 Sb., o nakladani s geneticky modifikovanymi organismy a genetickymi produkty

a) Provadéci vyhlaska ¢. 209/2004 Sb., o blizSich podminkach nakladani s geneticky
modifikovanymi organismy a genetickymi produkty
b) Odbornym poradcem je pan prof. MVDr. Vladimir Celer, Ph.D. (Ustav infekénich chorob a mikrobiologie)

1.11 PRACE S RADIOAKTIVNIiMI LATKAMI

Pro praci s radioaktivnimi latkami a v riziku ionizujiciho zareni plati zvlastni predpisy.

Kontaktni osoba: MVDr. Pavel Proks, Ph.D.

Zakon €. 18/1997 Sb., o mirovém vyuzivani jaderné energie a ionizujiciho zafeni (atomovy zdkon) a o zméné a doplnéni
nékterych zakona, vyhlaska ¢. 307/2002 Sb., o radia¢ni ochrané.

33



2. ODPAD

a) Latky toxické, vysoce toxické a jejich obaly smi byt odstraniovany jenom dle platného zakona o odpadech.

b) Do laboratornich vylevek, laboratornich kalich( a jinych laboratornich odtokl se sméji vylévat jen dostatecné
naredénd (nejméné 1:10) a s vodou dokonale misitelnd rozpoustédla do mnozZstvi 0,5 | (jednorazové) a vodné
roztoky (nejméné 1:30) kyselin a hydroxidd.

c¢) Rozpoustédla, kterd se s vodou dokonale nemisi, latky toxické a vysoce toxické, kyseliny a hydroxidy nad
uvedenou koncentraci, latky vybusné, latky uvolnujici s vodou, kyselinami a hydroxidy toxické nebo drazdivé
plyny, se do potrubi vylévat nesméji.

3. ZASOBOVANI VODOU, LIKVIDACE ODPADNICH VOD

Zpracovani odpadnich vod v areédlu VETUNI fesi pfislusna smérnice. Odvod splaskové vody zajistuji Brnénské vodovody a
kanalizace.

4. PRVNi POMOC PRI URAZECH V LABORATORICH
Poleptani oka

Vnikne-li do oka kysely nebo alkalicky roztok, nebo Iatky, které tento roztok tvori, mize vaznému poskozeni zabranit jen
okamzity vyplach ocni sprchou.

Vyplach oka je moZné provést takto:

Postizeného uloZit na bok postizené strany a pod poranéné oko podlozit misku nebo smotek vaty. Zachrance stahuje
palcem dolni vicko a ukazovakem téze ruky zdvihne horni vicko. Do rozsifené Stérbiny je tfeba nepfetrzité vpoustét mirny
proud tekouci vody tak, aby stékal od vnitfniho k zevnimu oénimu koutku. Je tfeba co nejrychleji zajistit odbornou pomoc.
V zadném pripadé se nesmi pouzivat neutralizacni roztok!

Poleptani téla

Je-li pokozka zasaZena kyselym nebo alkalickym roztokem, mlzZe poleptédni zabranit jen odstranéni latky. Zachrance
odstrani potfisnény odév a pradlo tak, aby sam sebe ani postizeného vice nepotfisnil. Poleptand mista ihned omyvat
dlouhodobé prudkym proudem vody. Poleptanou kizi je tfeba zakryt sterilnim obvazem. Zavolat odbornou pomoc.

Popaleni

Zachrance uhasi véemi dostupnymi prostfedky oheri nebo zamezi plsobeni horké skodliviny. Pfi popdleni zvlasté
pfilnavymi latkami polit okamzité mista studenou vodou nebo popaleného ponofit do vody. Z popalené plochy se
nestrhava odév, neodstranuji pevné latky. Odstrani se jen Zhavé pfedméty, volné poloZené predméty a chemicky plsobici
predméty. Na popdlenou plochu nic nelit, nesypat, nepotirat (kromé vyse uvedeného chlazeni). Po ochlazeni kryt
postiZzena mista sterilnim obvazem. Zajistit odbornou pomoc.

Oteviené poranéni

Zastavime krvaceni a zabranime infekci rdny. Rana se oSetfuje podle jejiho rozsahu a charakteru krvaceni. Drobna rana
se omyje proudem vody a sterilné oSetfi. U rozsahlejSiho poranéni se stavi krvaceni tlakovym obvazem, vyjimecné
skrtidlem. Pokud neni rana znecisténa chemickymi slou¢eninami, nevymyva se. Pfi vétSim poranéni je tfeba vyhledat
odbornou pomoc.

Nadychani skodlivych latek

Postizeného dopravime na cCerstvy vzduch, uvolnime mu odév a zajistime lékarskou pomoc. Nedycha-li, zahdjime
nepfimou resuscitaci a zajistime Iékarskou pomoc.

Poziti Skodlivych latek

Vypldchnout Usta vodou, pfipadné dat napit vlazné vody (nedoporucuje se pfi poZiti louhll a kyselin). Drazdénim hrdla se
ihned vyvold zvraceni (nikoli v pfipadé latek s leptavym a pénotvornym ucinkem!!!). Zajistit co nejrychleji lékarskou
pomoc.
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5. ZODPOVEDNOST

Zodpovédnost za dodrzovani a kontrolu plnéni ustanoveni tohoto provozniho fadu maji vSichni zaméstnanci v rozsahu
svych povinnosti vyplyvajicich z jejich pracovniho zafazeni.

6. ZAVER

Se zpracovanou organizacni smérnici musi byt v rdmci skoleni sezndmeni vSichni zaméstnanci, ktefi vykondvaji ¢innosti
souvisejici s provozem, obsluhou, prohlidkami, kontrolami, opravami a udrzbou laboratore, laboratorniho zafizeni,
ptistrojd, pracovnich pomicek a dalsiho vybaveni laboratofi a cviceben VETUNI. Zodpovédnost za splnéni tohoto
poZadavku ma zaméstnavatel.

Zaméstnavatel je povinen zajistit fadné zpracovani, vedeni a ukladani veskeré dokumentace tykajici se plnéni povinnosti
na Useku BOZPS a PO, vietné zdznam( o Skoleni, reviznich zprav, navodd k obsluze apod., udriovat zpracovanou
dokumentaci aktudlni a v pfipadé zmén zajistit jeji aktualizaci opravnénou osobou.

Tato smérnice nabyva ucinnosti dnem podpisu osoby opravnéné ke schvalovani dokumentace.
VBrné dne .....vevevervveerennnne.
Vypracoval/li:

Predseda komise BOZPS

PRILOHY:

Oznaceni chemickych latek

SO

GHSO01 - vybusné  GHSO02 - hoflavé = GHSO03 - oxidaéni | GHSO04 - plyny pod = GHSO05 - korozivni a

latky latky latky tiakem Ziraveé latky
5 S GHSO08 - latky GHSO09 - latky
GHSO06 - toxické =~ GHSO07 - drazdivé s s
: . nebezpeéné pro nebezpeéné
latky latky ; < - Seiny
zdravi pro zivotni prostredi
Tlakové ldhve Oc¢ni sprcha
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POZOR!
TLAKOVE LAHVE
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Appendix no. 02 Needle recapping & sharps handling practices (in Czech/English)
Manipulace s jehlami /Needle recapping & sharps handling practices

Revize: 15. bfezen 2023 / Revision 15" March 2023
Popis/Description

Tento operacéni postup (SOP) popisuje metody pro bezpecné nasazovani jehel a pokryva bezpeénou manipulaci, postupy,
likvidaci a pozadavky na podavani zprav o injekénich jehelech, které se tykaji injekcnich jehel, injekénich jehel se
standardnimi stfikackami, jehel s pfipojenymi hadickami a dal$im vybavenim jehel . Je odpovédnosti vSech pracovnikd
klinik a laboratofi prispivat k dodrZzovani téchto pravidel. This standard operating procedure (SOP) outlines the methods
for the safe recapping of needles and covers the safe handling, practices, disposal, and needlestick reporting requirements
pertaining to hypodermic needles, hypodermic needles with syringes, needles with attached tubing, and another needle
equipment. It is the responsibility of all laboratory staff to contribute to and comply with these procedures.

Potencialni nebezpeéi / Potential Hazards

Jehly predstavuji vaina zdravotni rizika, protoze lidé mohou byt snadno parenterdlné vystaveni nebezpecnym
chemikaliim a infekénim biologickym agens prostfednictvim injekce. Znovu nasazeni jehel je extrémné nebezpecné,
protoze mlze vést k ndhodnému bodnuti rukou a jinych ¢asti téla. Pokud pracujete s lidskou/zviteci krvi nebo jinym
potencidlné infekénim materidlem, zajistéte, aby byl dokoncéen a dostupny plan kontroly expozice. Je nutné dodrzovat
vSechny platné pracovni poZzadavky, jako jsou SOP, univerzdlni preventivni opatfeni. Needles present serious health
hazards because people can be easily exposed parenterally to hazardous chemicals and infectious biological agents
through injection. Recapping needles is extremely dangerous because it can result in the accidental stabbing of hands and
other body parts. If working with human blood or other potentially infectious material, ensure that an Exposure Control
Plan is completed and available. All applicable work requirements such as SOPs, universal precautions.

Technické kontroly/Ovladaci prvky na pracovisti /Engineering Controls/Workplace Controls

JEHLY NESMIi BYT ZPETNE NARAZOVANY, OHYBOVANY, ODSTRANOVANY ANI JINAK RUCNE
MANIPULOVANY/ NEEDLES SHOULD NOT BE RECAPPED, BENT, REMOVED OR OTHERWISE MANIPULATED
BY HAND

e Pokud je vSak vzhledem k povaze price nezbytné, aby jehla byla prekryta, je tfeba pouiit
mechanické zatizeni nebo metodu nabirani jednou rukou. Kromé toho musi existovat pisemné
zdlGvodnéni a pokyny pro vSechny postupy, které zahrnuji previckovani jehel (SOP).

e Jehly budou prekryty:
Ano (pokud ano, uvedte odlivodnéni nize)
Ne

e Zdlvodnéni previckovacich jehel. Pokud navic nepouZijete nékterou ze dvou niZe uvedenych
metod, poskytnéte dalSi pokyny (napf. jak pouzivat klesté k rekapitaci atd.):

e However, if it is essential that a needle be recapped due to the nature of the work, the use of a mechanical device
or the one-handed scoop method must be used. In addition, there needs to be written justification and
instructions for any procedures that involves the recapping of needles (SOP).

e Needles Will Be Recapped: Yes (if yes, state the justification below)  No

e Justification of Recapping Needles. In addition, if either of the two methods below are not used, provide additional
instruction (e.g. How to use forceps to recap, etc.):
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Navod na zavickovani jehly:
1. Metoda manipulace jednou rukou

Krok 1: Umistéte krytku na stll nebo jiny rovny povrch nééim pevnym, abyste kryt jehly ,,zatlacili.
Krok 2: Drzte injekcni stiikacku s nasazenou jehlou v jedné ruce a bez poutziti druhé ruky zasunte jehlu do krytu.
Krok 3: Zatlacte na jehlu s krytem proti pevnému predmétu, abyste kryt pevné ,,usadili“ na jehlu pouze jednou rukou.

2. Zafizeni pro uzavirani jehel

Jedna se o zafizeni s otvorem ve stiedu, ktery drzi krytky jehel a umoznuje odvickovani a opétovné nasroubovani jednou
rukou.

Dalsi pokyny

e UdrZujte jehly v dostatecné vzdalenosti od prstl a jinych ¢asti téla.

e Béhem procedur a pfepravy umistéte jehly bez krytu do pevného tacku.

e Nenechdvejte nechranéné jehly na pracovnich plochach.

e Stfihani nebo lamani kontaminovanych jehel je zakdzano.

e Pouzivejte jednorazové jednotky injekcni stfikacky s aretaci jehly a dalsi zkonstruované ochrany pred poranénim
ostrymi predméty, které maji vestavény bezpecnostni prvek nebo mechanismus, ktery ucinné sniZuje expozici, a
bezjehlové systémy, kdykoli je to mozné.

e Tupé kanyly by mély byt pouzity jako alternativa k jehlam, kdykoli je to mozné.

e Jehly a stfikacky by nikdy nemély byt pouzivany jako ndhrada za pipety.

e Pouzité jednorazové jehly a strikacky musi byt umistény do vhodné umisténych nadob na ostré predméty a
zlikvidovany jako infekéni odpad.

e Pfi manipulaci s ostrymi predméty budte velmi opatrni a pozorni. Vyvarujte se rozptylovani a davejte pozor na
jehlu.

e Zajistéte, aby byla zvifata pfi pouZivani jehel na zvifatech omezena a davejte pozor na jakékoli neocekavané
pohyby.

e Pouziti jehel a stfikacek by mélo byt omezeno na postupy, pro které neexistuje zadna alternativa.

Needle Recapping Instructions:

1. One-Handed Scoop Method

Step 1: Place the cap on the desk or other flat surface with something firm to “push” the needle cap against.
Step 2: Holding the syringe with needle attached in one hand, slip the needle into the cap without using the other hand.
Step 3: Push the capped needle against a firm object to “seat” the cap onto the needle firmly using only one hand.

2. Needle Recapping Devices

These are devices with a hole in the center that hold needle caps and allow for single hand uncapping and recapping.
Additional Guidelines

e Keep needles away from fingers and other body parts.

e Place uncapped needles in a rigid tray during procedures and transportation.

e Do not leave unprotected needles on work surfaces.

e Shearing or breaking of contaminated needles is prohibited.

e Use disposable needle locking syringe units and other engineered sharps injury protections, which has a built-in
safety feature or mechanism that effectively reduce exposures, and needleless systems whenever possible.

e Blunt cannulas should be used as alternatives to needles wherever possible.

e Needles and syringes should never be used as a substitute for pipettes.
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e Used disposable needles and syringes must be placed in conveniently located appropriate sharps disposal
containers and discarded as infectious waste.

e Use extreme caution and be alert when handling sharps. Avoid distractions and keep sight of the needle.

e Ensure that animals are restrained when using needles on animals and be on the alert for any unexpected
movements.

e The use of needles and syringes should be restricted to procedures for which there is no alternative.

Likvidace odpadu/ Waste Disposal

Po dokonceni postupu zahrnujiciho pouziti jehlového vybaveni okamzité zlikvidujte polozky, véetné injekcnich strikacek
pfipojenych k jehle, hadicky atd., do jasné a radné oznacenych nebo barevné oznacenych pevnych, uzaviratelnych,
nepropustnych, odolnych proti propichnuti, jednorazovych ostrych pfedmétd kontejner umistény v pracovni oblasti v
misté pouZiti. Veskery odpad pouzitého jehlového vybaveni musi byt zlikvidovan jako infekéni odpad a v souladu s
poZadavky Biosafety Manual. NIKDY nesahejte do nadoby na ostré predméty. Nikdy nevylévejte obsah do jiné nadoby.
Nepreplnujte nddobu na ostré predmeéty.

Protoze vétSina pouzitych, nepouzitych a proslych chemikalii/material( je povaZovana za nebezpeény odpad, musi byt
radné zlikvidovany. Nelikvidujte chemicky odpad jeho vyhozenim do dfezu, splachnutim na zachodé nebo vyhozenim do
béZnych nadob na odpadky, pokud to neni povoleno organizaci. Kontaktujte odpovédné pracovniky vnitfni spravy VETUNI
ohledné nadob na odpad, stitkd, manifest(, sbéru odpadu a jakychkoliv otazek tykajicich se spravné likvidace odpadu.
Dalsi informace naleznete take v Biosafety Manualu.

Waste Disposal

Upon completion of a procedure involving use of needle equipment, immediately discard the items, including syringes
connected to the needle, tubing, etc., into a clearly and properly labeled or color-coded rigid, closable, leakproof, puncture-
resistant, disposable sharps container located in the work area at the point of use. All used needle equipment waste must
be discarded as infectious waste and in compliance with OSEH requirements. NEVER reach into the sharps container. Never
empty the contents into another container. Do not overfill the sharps container.

Because most spent, unused, and expired chemicals/materials are considered hazardous wastes, they must be properly
disposed of. Do not dispose of chemical wastes by dumping them down a sink, flushing in a toilet or discarding in regular
trash containers. Contact qualified personnel of VETUNI for waste containers, labels, manifests, waste collection and for
any questions regarding proper waste disposal. Also, refer to the Biosafety Manual.

Nahodné pichnuti jehlou/expozice/neumysiny kontakt/ Accidental Needle Stick/Exposures/Unintended Contact

Pokud dojde k poranéni jehlou, omyjte misto vpichu mydlem a vodou, nahlaste incident nadfizenému a vedoucimu
kliniky/laboratofe a co nejdfive vyhledejte Iékafskou pomoc. Jakékoli pichnuti jehlou s rekombinantni DNA a/nebo
infekénim agens musi byt co nejdfive hlaseno bezpecnostnimu pracovnikovi VETUNI a ten urci, zda je nutné
institucionalni ozndmeni podle platnych predpistd. Nenahldaseni mizZe mit za nasledek prisné sankce pro vyzkumnika,
laboratof, kliniku, oddéleni nebo instituci.

VSechna pichnuti jehly nahlaste zaméstnavateli do 24 hodin, vyplite a odeslete prislusné formulare hlaseni nemoci a
zranéni. Uvedte (1) typ a znacku zafizeni, kterého se incident tyka. (2) Pracovni jednotka nebo pracovni prostor, kde doslo
k ozareni. (3) Vysvétleni, jak k incidentu doslo. Postupujte podle pokyn( VETUNI, abyste ziskali fadné lékarské osetieni a
naslednou kontrolu.

If a needle stick injury should occur, wash the puncture area with soap and water, report the incident to the supervisor
and laboratory director, and seek medical attention as soon as possible. Any needle stick with recombinant DNA and/or
an infectious agent must be reported to the Biological Safety Officer (BSO) as soon as possible. The U-M BSO will
determine if institutional notification to Federal Agencies is required within 24 hours per applicable regulations. Failure to
report may result in severe penalties to the researcher, laboratory, department or institution.

Report all needle sticks to Work Connections within 24 hours by completing and submitting the Iliness and Injury Report
Form. Please include (1) the type and brand of device involved in the incident. (2) The work unit or work area where the
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exposure incident occurred. (3) An explanation of how the incident occurred. Follow the directions on the Work
Connections website Forms Instructions to obtain proper medical treatment and follow-up.

Figure 1 Proper sharps handling practices
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Appendix 03 Waste management (in Czech)

Rizeni odpadového hospodaistvi/ Waste management

Méla by byt zavedena dokumentovana politika fizeni odpadového hospodarstvi popisujici opatfeni pro prevenci,
minimalizaci, tfidéni, manipulaci, skladovani, Upravu, pfepravu a kone¢né zneskodnéni biologicky nebezpeéného odpadu
pochdézejiciho z laboratorni ¢innosti. Tato politika mé zavazovat laboratore k minimalizaci produkce odpadt, a kdykoli je
to mozZné, i k regeneraci materiald. Systém fizeni odpadového hospodarstvi by mél byt soucasti celkového posouzeni
rizika ¢innosti laboratore a mél by zajistit, Ze je vhodny pro vykonavané prace a vznikajici odpad.

V planu fizeni odpadového hospodarstvi ba mél byt specifikovan zplsob fizeni a systém odpovédnosti a povinnosti
laboratornich manazer(, vyzkumnych pracovnik(i a technického persondl. Opatreni pro efektivni kontrolu biologicky
nebezpecného odpadu by méla byt zapracovana do celkového systému fizeni a struktury dozoru organizace.

Je tfeba stanovit dokumentované operacni postupy, popisujici pouzivané metody efektivniho Ffizeni odpadového
hospodarstvi. Tyto dokumenty je tieba, je-li to nutné, v pravidelnych intervalech prfezkoumavat a aktualizovat.

Popisi se metody a postupy manipulace, inaktivace a Upravy biologicky nebezpeénych odpadu jak pro normalni podminky,
tak pro odchylky. Rovnéz by mély byt popsany postupy pro uvadéni do provozu, udrzbu a pouZivani zafizeni pro
zpracovani odpadu v souladu s pfislusnymi evropskymi normami a pokyny.

Maji byt poskytnuty obsahlé informace o rizikach pro lidské zdravi a bezpecnost a pro Zivotni prosttedi, vyplyvajicich
z odpadd, které obsahuji organismy, spolu s podrobnostmi o Upravé odpadu a o preventivnich a dozorovych opattenich,
ktera se poutziji za normalniho provozu a v pfipadech nouze. Tyto informace maji byt srozumitelné pro odborniky i pro
neodborné zaméstnance.

Kvalita systému fizeni odpadového hospodarstvi ma byt ovérovana periodickym monitorovanim rdznych opatreni a
postupl. To zahrnuje prezkoumavani provoznich podminek a kontrolnich pfistrojd laboratore a zafizeni, slozeni odpadu
a charakterizaci zatéze zplsobené odpadem a dodrZovani stanovenych standardnich operacnich postupt. Vysledky
zkousek a inspekci maji byt dokumentovany spolu a podrobnostmi o kazdém opatreni, prijatém ke korekci odchylek
stanovenych provoznich podminek.

1. Tridéni odpad(/ Waste sorting

V pribéhu posuzovani rizik spojenych s ¢innosti laboratore by se mély zvazit, shrnout a zdokumentovat tyto zakladni
prvky vztahujici se k tfidéni odpada:

a) identifikace odpadd, které vyzaduji rizné zplsoby Upravy;

b) metody tfidéni biologicky nebezpecného od jinak nebezpecného odpadu, pokud mozno jiz v misté jeho vzniku;

c¢) metody tfidéni jinych druh(i odpadu (jako jsou nebezpecné chemické a radioaktivni produkty), které neobsahuji
organismy, v pripadech neslucitelnosti s metodami Upravy biologicky nebezpecného odpadu.

POZNAMKA 1 Spojovani odpad@ obsahujicich biologické a jiné nebezpeéné materialy (napt. jedovaté chemikalie a
radioaktivni latky) vyZaduje zvlastni pozornost. Napftiklad, u biologického a soucasné radioaktivniho odpadu by mélo
byt posouzenim rizika uréeno, kterému aspektu bude dana pfi zpracovani prednost.

POZNAMKA 2 V ptipadech malych mnoZstvi odpadu a u laboratofi s Urovni technického zabezpeéeni 3 a 4 nemusi
mit tfidéni smysl.

ZpUsoby nebo postupy tfidéni zahrnujici oznacené kontejnery na odpad maji usnadnit rozliseni a identifikaci toku
odpadu a zabranit smichani riznych druhd z nedopatreni.

POZNAMKA 3 Nebezpecné i ostatni odpady, které neobsahuji organismy, podléhaji obecné jinym evropskym nebo
narodnim zakonnym dozorovym opatfenim a v souladu s nimi je tfeba s nimi nakladat.

POZNAMKA 4 T¥idéni odpadd v misté jejich vzniku maze sniZit riziko expozice vidi organismim u pracovnik, ktefi

s odpady nakladaji, a zabranénim kontaminace jinych odpadd takovymi latkami se sniZuje celkové mnoZstvi
biologicky nebezpecného odpadu vznikajiciho v laboratofi.
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2. Nadoby na odpad/ Waste containers

Nadoby pouzivané pro shromazdovani biologicky nebezpecného odpadu v laboratofi se vybiraji po zvazeni nasledujicich
faktorl a je-li to vhodné, po specifikaci validovanych metod jejich dekontaminace:

a) odpad je svou povahou kapalny, polotuhy, pevny nebo se jedna o ostré predméty;
b) metody a postupy nakladani s odpadem a jeho preprava

c¢) metody Upravy odpadu

d) dekontaminace nadob pro jejich opétovné pouziti;

e) zpuUsoby identifikace riznych odpad(;

f)  schopnost realizovat nezbytnou uroven technického zabezpeceni.

Maiji byt zajistény odpovidajici dodavky nadob, aby odpad mohl byt odloZzen ihned do vhodné nadoby a tim se vyloucilo
nasledné tridéni, prebalovani a jiné pracovni operace.

POZNAMKA 1 Doporuéeni pro nadoby na ostré predméty, kapalny a pevny odpad jsou uvedeny v pfiloze A.

Pro oznadovani nadob na rizné druhy odpadu maji byt k dispozici vhodné prostfedky, napt. barevné kédovani, trvalé a
citelné popisy nebo bezpecéné pfipevnéné a jasné popsané nalepky.

V ptipadé nadob na opakované pouziti nesmi byt barevné znaceni a nalepky poskozeny pfi jakémkoli zplsobu
dekontaminace.

Nadoba nebo jeji ndlepka ma byt oznacena mezinarodnimi znackami pro biologické nebezpeci, pokud neni pouZivana
pouze pro odpad z laboratore Urovné 1 technického zabezpeceni.

Nadoby maji mit spolehlivé uzaviraci zafizeni nebo takovy zplsob tésnéni, aby vydrZzely uzaviené béhem nasledujici
manipulace.

POZNAMKA 2 Mezi uzaviraci zafizeni patii napf. s nddobami spojené uzavéry, plastové nebo draténé spony a zafizeni na
svareni teplem.

Nadoby maji byt vyrobeny z materialu, ktery je prostupny pro sterilizacni prostfedek, ma-li byt obsah sterilizovan parou
nebo plynem, nebo konstruovany tak, aby sterilizac¢ni prostfedek mohl proniknout do obsahu nadoby.

Nadoby na biologicky nebezpecny odpad by se nemély pouZivat na jiné druhy odpadnich predmétli, materialt nebo latek.

POZNAMKA 3 Nadoby na laboratorni odpad maji vyhovovat narodnim piedpisiim tykajicich se barevnému kédovani,
konstrukénich materidlQ, tvaru a velikosti. Zejména odpadni nadoby, které jsou pouZivany pro transport po verejnych
cestach, maji byt vyrobeny a oznacovany v souladu s Evropskou dohodou o mezinarodni dopravé nebezpecného zboZi po
silnici (ADR).

3. Shromazdovani odpadu/ Waste collection
a. Obecné pozadavky

Odpad se ma inaktivovat nebo ucinit bezpeénym pred kone¢nym zneskodnénim nebo vypusténim. Jestlize neni odpad
oSetfen v rdmci laboratore, dopravuje se v utésnénych robustnich kontejnerech k Upravé ve vyhrazeném prostoru, a to
v souladu s pozadavky na baleni a pfepravu mimo objekt laboratore.

Odpadni nadoby se odstranuji z laboratore, jakmile jsou naplnény na bezpecnou kapacitu nebo v pravidelnych intervalech
a transportovany do odkladniho prostoru aZz do Upravy odpadu nebo jeho zneskodnéni. Podle Urovné rizika se provadi
vnéjsi dekontaminace nadob.

b. Preprava odpadu

Pro shromazdovani a mistni prepravu nadob s odpady maji byt pouzivana kolova vozidla konstruovana a vybavena tak,
aby:

a) umoznovala snadné nakladani, zajisténi a vykladani nadob;
b) zabranovala poskozeni nadob hrubymi nebo ostrymi povrchy nebo ostrymi vyénélky, které by mohly nadoby
prorazit;
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c) byla snadno Cistitelnd a dekontaminovatelng;
d) snadno se pfemistovala a manévrovala

4. Skladovani odpadu/ Storage of waste

Skladovani se ma vztahovat jen na odpad pochazejici z Urovné zabezpeceni 1 a 2 a pfipraveny pro pfepravu na externi
misto Upravy a zneSkodnéni. Odpad z Urovné zabezpeceni 3 mizZe byt vyjimecné skladovan po kratkou dobu, neni-li
autoklav bezprostredné pritomny. Navrh konstrukce a pozadavky na zfizeni skladu biologicky nebezpecného odpadu
v zavislosti na mife rizika maji byt nasledujici:

a) sklad je zietelné oznaceny prostor oddéleny od pracovniho prostoru;

b) sklad je oddélen od prostor pro dodavky a skladovani prichazejiciho zboZi a od prostor pro skladovani, pfipravu
a konzumaci potravin;

c) kde je to vhodné, je pfistup do skladu uzplsoben tak, aby vozidla s odpadem mohla vjizdét dovnitf za icelem
vykladky a vozidla odvaZejici odpad na misto Upravy a zneSkodnéni mohla bezpeéné a pohodIné pfijizdét;

d) postupy a materidly pouZité pfi stavbé umoznuji, aby se sklad mohl snadno Cistit a dekontaminovat;

e) kde je to vhodné, ma byt sklad stavebné zabezpecen tak, aby bylo zabranéno pfistupu nepovolanym osobam a
zvitatim a zamoreni hmyzem nebo hlodavci;

f)  pfidrovnitechnického zabezpeceni 2 a vyssich je sklad pro biologicky nebezpecny odpad oznacen mezinarodnimi
znackami biologického nebezpeci a oznaceni je jasné vytisténé a trvalym zplsobem umisténé u vchodu.

POZNAMKA Pokud v laboratofi vznikaji jen mald mnozstvi odpadu, miiZze byt netcelné vyélefiovat zvlastni sklad nebo
skladovy prostor. V takovych pfipadech by se ve vhodném a jasné vymezeném prostoru laboratofe mélo urcit misto pro
skladovani odpadu a odolnych a pevnych nadob pro umisténi odpadu. Alternativné mohou byt v laboratofi pro skladovani
odpadu vyhrazeny chladnicky nebo mraznicky.

5. Vybér metod Upravy odpadt/ Selection of waste treatment methods
Metody Upravy

a) Sterilizace pdarou

Sterilizace péarou nebo autoklavovani je vystaveni odpadu pUsobeni nasycené pary pod tlakem v tlakové nddobé nebo
autoklavu. Autoklavy maji splfiovat pozadavky EN 285 a EN 61010-2-041 jakoz i EN 12347 a maji byt umistény podle EN
12128.

Autoklavovatelné nadoby na odpad maji byt z takového materidlu a takové konstrukce, aby para mohla proniknout
k jejich obsahu. Maji mit dostate¢nou stélost a odolnost k maximalni operacni teploté a tlaku.

Kromé zafizeni jako jsou ventily nebo sondy, které méfi a zaznamenavaji zakladni provozni parametry (napf. teplotu,
vakuum, tlak), se do odpadu umistuje biologicky nebo chemicky indikator pro indikaci dosazeni potfebnych steriliza¢nich
podminek.

Operacni parametry, napf. ¢as, tlak a teplota, se maji béhem steriliza¢niho cyklu udrZovat a kontrolovat.

Teplota a Cas zavisi na celkovém objemu sterilizovaného materidlu, mnozstvi a druhu organismu a jejich rezistenci vaci
pare. Nejprve je vSak nezbytné odstranit veskery vzduch z autoklavu, odpadu a odpadnich nadob, aby se zajistilo, Ze bude
udrZena pozadovana sterilizacni teplota.

POZNAMKA 1 Je-li odpadni material v uzavienych nadobéch, provede se validace uvnitf sterilizovaného materialu.
Sterilizace ma zapocit az tehdy, kdyz byl z autoklavu odstranén vzduch a bylo dosazeno provozni teploty.

MoZnost Uplného odstranéni vzduchu je ovlivnéna takovymi faktory, jako jsou druh odpadu, jeho mnozZstvi zplsob baleni,
obsah vody v odpadu a tvar a material odpadni nadoby. Cely postup osetreni véetné vkladani sterilizovaného materialu,
vhodnosti baleni a nadob, odstrafiovani vzduchu a filtrace a vypusténi odpadni kapaliny se ma validovat.

O veskerém sledovani, adrzbé a zkouskach vykonnosti autoklavu je treba udrZovat zaznamy spolu s provozni knihou nebo
obdobnymi zaznamy o rutinnim pribéhu, véetné zaznamu o teploté a podrobnosti o sterilizovaném materialu.
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Je-li to potfebné, je vzduch odstrafiovany z autokldvu odvadén do okolniho prostredi pfes mikrobiologicky validovany
filtr.

Podrobnosti o postupech sterilizace, véetné provoznich parametrl a podminek, se sepisi jako standardni operaéni postup
nebo provozni prirucka, které jsou vyuzivany vesSkerou obsluhou. Dokumentace se udrzuje v aktudlnim stavu.

POZNAMKA 2 Vhodnym biologickym indikdtorem pro sterilizaci parou jsou spory Bacillus stearothermophilus (viz EN 866-
1).

POZNAMKA 3 Autoklavovéni nemusi zménit vzhled odpadu a m@Ze tak byt potiebné rozlisit oetifeny a neosetieny odpad
peclivym odstranénim nalepek biologického nebezpeli z oSetfenych nddob nebo oznacenim takovych ndadob jako
,autokldvovano” nebo ,sterilizovano”. Alternativné mohou byt ke sterilizovanému materialu pfidany chemické indikatory
indikujici provedené autoklavovani.

POZNAMKA 4 Z estetickych dlvodd miZe byt potfebné, aby autokldvovany odpad byl dale upraven a uéinén tak
prijatelnym pro koneéné odstranéni, napf. tehdy, obsahuje-li odpad lidsky nebo zvifeci material nebo tkané.

POZNAMKA 5 Autokldvovéni nemusi odstranit nebo sniZit jind ne? biologickd nebezpedi, vyvstavajici z pfitomnosti
chemickych latek nebo fyzikalnich slozek nebo jinych materidl( v odpadu.

b) Sterilizace suchym teplem
Sterilizace suchym teplem je vystaveni odpadu teplu i teploté a po dobu dostacujici ke sterilizaci celého objemu odpadu.

Proces sterilizace se ma monitorovat vioZzenim vhodného indikdtoru nebo méficiho zafizeni do sterilizovaného odpadu, a
je-li to vhodné, i kontrolou pfitomnosti organismu(-u) v odpadu.

Steriliza¢ni jednotka nebo zafizeni ma obsahovat vhodnou tepelnou pojistku nezavislou na zafizeni, které indikuje nebo
monitoruje teplotu.

c) Chemicka dezinfekce/sterilizace

Tato metoda znamena expozici odpadu chemickym prostfedkiim, které vykazuji antimikrobialni aktivitu. Obecné
dezinfekéni prostfedky nemusi inaktivovat organismy, jako jsou spory, nékteré plisné a viry a nemaji byt uzivany jako
hlavni metoda, s vyjimkou pfipadl, kdy tepelné osetfeni je nevhodné pro povahu odpadu nebo kontaminovaného
materidlu.

POZNAMKA 1 Sterilizaci teplem se dava prednost pied chemickou dezinfekci z diivodd Géinnosti a s ohledem na Zivotni
prostredi.

Vybér vhodného chemického prostfedku a podminek jeho pouZiti se uréi z posouzeni rizika berouciho v dvahu druh
organismu(-u), povahu odpadu a pfitomnost organickych latek, bilkovin nebo ¢astic, povahu povrchd, pfedmétli nebo
zafizeni, které maji byt vystaveny plsobeni chemickych dezinfekénich prostredk.

Chemické prostfedky maji byt pouzivdny v koncentracich a po expozi¢ni doby doporucené vyrobcem v souladu
s pozadavky a podminkami pouZziti.

Zvoleny chemicky prostfedek ma byt slucitelny s ostatnimi l[atkami nebo materialy, které mohou byt v odpadu pfitomny,
tak aby jeho uUcinnost nebyla snizena a aby bylo zajisténo, Ze pfitom nevznikaji nebo se neuvoliuji toxické nebo
nebezpecné produkty.

POZNAMKA 2 Pfiklady chemickych dezinfekénich prostiedkd a jejich aplikace jsou uvedeny v pfiloze B [6] a [7].

POZNAMKA 3 Ucinnost jakéhokoli chemického prostiedku proti uréitému organismu, nebo druhu organismu, maze byt
potvrzena odkazem na Udaje vyrobce a dodrzenim jeho instrukci.

POZNAMKA 4 Ethylenoxid, formaldehyd (samotny nebo s parou o nizké teploté) a nékteré dal$i prostfedky mohou byt
pouzivany jako plynné fumiganty, zejména pro zafizeni a predméty, které maji byt oSetreny in situ.

6. ZpUsoby zneskodrnovani/ Methods of disposal

Vseobecné

MozZnosti pro zneskodnovani odpadu a odpadnich kapalin, které nemohou byt po Upravé recyklovany nebo znovu vyuzity,
jsou nasleduijici:
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a) spalovani;
b) uloZeni na skladku;
c¢) odvedenido kanalizace.

Vybér pfimérené moznosti by mél byt zaloZen na nékolika Gvahach, véetné:

— povaha samotného odpadu a jeho vnitfni potencial nebezpedi;

—  byl-li odpad inaktivovan spolehlivym a validovanym zplsobem;

— estetickd pfijatelnost zneSkodrovaného odpadu;

— mozné skodlivé plisobeni zneskodriovaného odpadu na prostredi;

— snadnost a spolehlivost zplsobu zneskodriovani;

— naklady na zneskodnéni a ostatni naklady;

— obecné ohroZeni hygieny prace a rizika pro osoby, které odpad vytvareji, nakladaji s nim a prepravuji ho;
— celkovy vliv zavodu nebo zafizeni na zneSkodnovani na mistni a obecné prostredi.

Spalovani
Spalovani mlze byt pouzivano jako zplsob Upravy a zneskodriovani biologicky nebezpeéného odpadu.

Odpad, ktery nebyl nejprve zneskodnén nebo ucinén bezpetnym, ma byt spalovan v zafizeni, které je vhodné
konstruovano a provozovano tak, aby znicilo nebezpecny klinicky nebo speciadlni odpad (viz priloha B [4]).

Biologicky nebezpecny odpad, ktery nebyl inaktivovan nebo upraven, se prepravuje do spalovny ve vhodnych
kontejnerech v souladu s Evropskou dohodou o mezinarodni prepravé nebezpecného zbozi po silnici (ADR).

Priloha A

Vlastnosti nadob na odpady
A.1 Nadoby na ostré predméty
Nadoby na vyhozené ostré predméty maji byt:

— odolné k propichnuti, tak aby pfi normalnim pouZzivani a zachazeni nemohly v nich obsazené ostré predméty
proniknout sténou;

— nepropustné, tak aby pfi normalnim pouzivani a zachazeni zadrzovaly zbylé kapaliny;

— dostatecné pevné, aby pfi normalnim pouZivani a zachazeni udrZovaly tvar, odolnost proti prorazeni a
nepropustnost;

— opatfené pevné pfipojenym uzavérem nebo poklopem, které pfi uzavfeni zajistuji pozadovanou soudrznost a
zabranuji vyjmuti obsahu;

— opatfené drzadlem, které umoznuje bezpecné zvedani a prenaseni;

— jasné oznacené slovy ,Jen pro kontaminované ostré predmeéty”.

A.2 Nadoby na pevny odpad
Nadoby pro pevny biologicky nebezpecny odpad maji byt:

— nepropustné, tak aby pfi normalnim pouzivani a zachazeni z nich neunikaly zbylé kapaliny;

— natolik pevné, aby udrzovaly predpokladany obsah bez poruseni;

— opatfené vhodnymi uzavéry nebo ucinné utésnitelné, aby byla zachovdna poZadovand soudrinost a
nepropustnost;

— vyrobené z material(, které jsou slucitelné s pfedpokladanym zplsobem Upravy.

V ptipadé laboratofi s Urovni zabezpeceni 3 a 4 se pro pevny odpad maji pouzivat pouze pevné nadoby.
A.3 Nadoby na kapalny odpad
Nadoby na kapalny odpad maji byt:

— nepropustné, tak aby kapalina z nddoby neunikala pfi normalnim pouzivani a zachazeni;
— dostatecné pevné a neohebné, aby udrzovaly predpokladany obsah;
— vyrobené z materiall, které jsou sluditelné s pfedpokladanym zplsobem Upravy;
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— opatfené vhodnymi uzadvéry nebo ucinné utésnitelné, aby byla zachovdna poZadovana soudrinost a

nepropustnost;
— schopné vydrZet predpokladany zpUsob Upravy bez jakékoliv ztraty tésnosti, pevnosti nebo odolnosti

v pripadech, kdy jsou opakované pouzivany;
Nadoby urcené k autoklavovani maji mit uzavéry nebo zafizeni pro utésnéni takové, které je mozno pred autoklavovanim
bezpecné uvolnit nebo odstranit.
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Appendix 04: PRAVIDLA PRVNi POMOCI/ first aid rules

) ~ PRVNiPOMOC o
PRI ZASAZENI| LATKAMI KLASIFIKOVANYMI JAKO DRAZDIVE

PFi stawech chrodujicich Evot nejdfive providijie resuscitaci postibeniho a
zajistén likafskou pomoc.

zastawa dechu- ckamEis provadése umée dychani

rhstawa srdee- chame b provAdiie nepfimow mesa? srdoe
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W pflped®, 2o plipravek ulpi na kG2 a nelze jej odatranil vodou & mycimi
proatfadky nebo jadism akjam (napfikiad vafnow lBpoic), nepoLRiveie
k postraredn| ndsll a ponechis o odbarmémi odatfen

PFi zasakeni ot

Inned wyplachufte proudem tmouel vy, oeeiass nenl vitha |

tfaba I naslim)

pokud ma pmh!rnykn'nalﬂnlmrkp. rhnrndlrrﬂ_pwrrﬁn

vimlach privachfie negménd 10 min

ZAjishatn lakarais, pakud maznn DUDOW‘Q nsatrani

W pfipadd, fe phipravak uipl na kG3 vitek & nelzs je| odstrant

wodou, nepoucvats k odstrandnl nasil @ ponechte (& oobamiému asettend
Pfi pozit

Mevprolireie rvaceni = | samotng vyvaldvini zvracend mide zpasobit
komplikace {wdechnut i3ty do dychacich cest a plc napfilkdad w saponat)
a dalsich lilek vytvalejicich pénu, nebo mechanicke poskozeni siznice
hHare)

u csoby bex pfiznakl telefanicky kantaktute Toxkologick® mormaéni
sifediskn vl rozhodnuti o rainost Iekafsikd ho asetiend, sdéie Odaje

o latkach neba skaZeni pfipraviu z angindiniho abalu neko z bezpaZnost-
niha listu Litky neba pfipraviu u osoby, kera ma zdravatni potide,

zajsbile lekarskd cietfeni

PRVNi POMOC PRI POLEPTANI ZIRAVINOU

PFi zasaZzeni oka:

. Innad vyplachujte oéi proudem tek i vy, oéni vigka.
Pnku:l ma postifeny kantaktni Entky, neprodiend jo vyjméte.
2.V adndm pfipadd neprovadijie neutralizacil
3 l-'-i'nlach provaddite 10-30 minutl od vnilfnile kouthu k zevaimu,
zasafenso druhé oko.
I..zajlnlih co nejrychieji iékafské, pokud moino odborné odetfeni.
k wySetfeni musi byt cdeslan kazdy i v plipadé malého zasazeni.

PFi zasazeni kize:
1. Ihned svietin patfisnénd Satstvao.
2. Pfed mytim nebo v jeho pribéhu sundejte pretyniy, hodinky,
naramky, jsou-li v mistech rasafeni kide.
. Zasakend mista oplachujte proudem pokud moino viaing vody po
dobu 10-30 minul; nepoulivejte karthe, mydic ani neulralizaci,
. Poloptand &dst| ki®e pfekryjte sterinim obvazem, na ki
nepoutivejie mast and jind l&&iva
. Podhozentho prikryjle, aby neprochladl

. Zajistéte co nejrychleji [ékaieke, pokud moeino cdbormé ofetfeni.
k vydatfeni musi byl odeslan kakdy | v pfipadd malbho zasabeni.

PFi pokiti:
1. NEVYVOLAVEJTE ZVRAGENI - hrozi nebezpeti daldine potikozen
zaivaciho traktull! Hroezl perforace [ienu | Ealudkul
. OKAMZITE VYPLACHNETE USTHI DUTINU VODOU A DEJTE VYPFIT
2-5 dl chladné vody ke zmirnéni tepelnéhe udinku Ziraviny
Mejzou vhodné sodavky ani eralk:
Watsi mnodsivi podith tekuting neni vhodné, mohle by vyvolal
zvracani a pfipadng vdechnutl 2iravin do plic),
K plel 5o pastiEang nesmi nutit, W tom pHpadd pouze vyplachngts
ustni dutinu vodouw.
. NEPODAVEJTE AKTIVHI UHLI
. Nepodavejte nic Osty, pokud je postizeny v bezvédomi, nebo
mal ket
. Zajistdte co najrychia)l lkafska, pokud maino odbanmd obatfanl,
k wyfatfeni musi byt odeslin kagdy | v pfipndé maléhe zasageni.
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PRVNi POMOC PRI URAZU POPALENIM A OPARENIM

Pfi poskytovani prvni pomoci postupujeme
nasledovné :

A) Uhasime ohef, vyprostime poranéného a pfivelame
lékafe.

Polohu pfi oSetfovani volime podle lokalizace a
rozsahu popdleniny.

Zachovavame co nejvitsi cistotu - vyvarujeme se
sahani na popalenyny rukama.

Nikdy nestrhdvame pfiskvafeny odév a nepropi-
chujeme puchyfe - co nejdiive sejmeme zagkrocujici
&asti odévu a pfedméty (hodinky, prateny ...).

U balestivyeh popalenin 1. a Il. stupné mensiho
rozsahu poranénou pokoiku chladime €istou
pitnou vedou do 15 € max. po debu 20 min,

F} Popalenou cast prekryjeme cistou tkaninou
G) Pozor na ok - protisokova opafeni.

H} Po poskytnuti prvni pemoci ihned postizenéheo
transportujte do nemocnice za trvalého dozoru,

Popaleni je velmi zavaZné poranéni.
Nepodcenuj ho |

PRVNI POMOC PRI SOKU

Sok mide vest, nelédi-li se, | k smrti.

PFiginou byvaji zpravidia;
zaviena poranéni, velkd zirdta krve a tekutin pii
rvraceni nebe prijmech, prudka alergicks reakce, infarkt
myokardu, popéleni, olrava apod.
Priznaky bavaji zpravidia:
subjektivni - dzkost, neklid, zavraté, neostré vidéni,
netaénost af ospalost, nevolnost aE zvraceni
ohjektivni - bledd ai promodrald studend kiZe pokryta
potem, rychly a $patné hmatatelny tep, zrychlend
dychani, poruchy védomi

Protigokova opatfeni

Pfi bezvédomi:

- &0 nejménd & postitenym poehybovat - poloha vieke naznak
- adetiit porandni (zastavit krvdceni, znehybnit zlemeniny)

- ulokit do stabilizevans protisokave polehy se Tvednutyrmi

a podioengmi dolnimi kongetinami asi 30 nad horlizantdlni
rovino

- zabriinit podchlazeni nebo nacpak pfehfati

= staly dehled

- okamzité pfivalani lékafe nebo pfever do nemocnice v
popsand poloze za stélého dozoru

Pri vadomi;

- pfi odettovani poloha naznak vliefe - co nejmiénd & postite-
nym pohyboval & adstranit bolestivé padnéty edetfenim

- po odetfeni ulodit postizenéhe v Klidném a dobie
vitraném prostiedi

= uvalnit tisnici odév a ponechat v poloze, kiera je pro
postitandho nejptijemnd)si

= psychicky uklidhovat - zabranit zbytednym pohybim

- zabrinit podehlazen| | pFehfatl

= stile kontrolovat stav postiZeného
nedavat jist ani pit, Zized tisit otiranim 0st vihkou tkaninouw

= zajistit pfevoz do nemocnice
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PRVNI POMOC PRI BEZVEDOMI

Friginy: mozkolebetni pofkezeni, akuini otrava, cévni mozkova
prihoda.
Priznahky:
a) hiuboké bezvédomi
- postideny vibec nereaguje na podndty (osloveni ...}
- postifeny reaguje jen na bolestive podnéty
b lehéi stupeh bezvédomi
- reaguje na akusiicky spodnét
= dd s alespod na kratkou dobu probudit
&) paruchy dychani, obéhu, kfede, zmény v postaveni bulbl, reaksi
zomie na svitlo

Prvni pomoc

- peslifendho ulokit vieke naznak s zaklondnou hlavau

= nepodkladat nic ped hiava

- plednosing ofetfit smrielnd kemplikace (velkd krvdcanl ...}

- zpriochodnit dychaci cesty - povytahnout jazyk, pfedsuncut dolni
Ealist a zahd)it umald dychani

= okamzite zavo ebo pfevoz do nemocnice ve stabilizo-
wand poloze za stilého dehladu

Zpiesoby uméltho dychani

a) & ast deo asl

Ukazovakem a palcem sevieme pastilendmu nos & dlani stlatuje -
ma éolo na podlogku. Druhou rukou uvelnime dolni Eelist, aby byla
pooteviend usta. Rozevienymi usty plekryjome dsta pastifeného a
vdechujeme co nejvice vzduchu, aby se hrudnik postitendho zved-
nul. Pfi odddleni Gst postizeny sam vydechne. PP hmatném tepu
takio opakujeme 12x do minuty. Pfi nehmatném tepu zahajime
goudasnd nepfimou masak srdce - plilelime dlaf v dpésti na
hrudni kost a 5 pomoci druhé ruky providime energické stlaky.
Stlatujeme citlivé (nebezpedi plomeni hrudni Kesli) a max o 5 em,
Pokud & na mistd jaden rachrince, pravidelnd sifidd dva vdechy s
patnacti stlaéenimi. Pokud jsouw zachranci dva, provadi jeden umés
l& dichani a druhy nepfimou masad srdee - jedna vdechnuli na
kaidé paté stladeni hrudni Kosti. Tele provadime do abnovani nor-
malniho tepu nebo do phichodu Iékafe.

a) I (st do nosu

Stajnd jako v pledchozim plipadé s tim rozdilam, 2o uzaviama
uska a vdechy provadime do nosu postifenéha.

PRVNI POMOC PRI

Jedname rychle a klidné. V oZivovani vytrvame co
nejdéle, nebot’ vétiina postizenych nejevi zndmky
Zivota jen zdanlivé !

Postupujeme nasledovné :

A} Vypneme elektricky proud a postiiendého ryprostime z
dosahu ekejtrického proudu takovgm zpdsobem, abychom pii
tom nechrozill jak postiZeného, fak | scbe a zajistime
pRivolani lekafe
- glekiricky proud wypneme vypinadem, vylaktenim kabelu re
ehsiuvky, plipadnd vydroubavanim pajlstak

- nevadivym materidlem, jako je dieve, provaz, odéy
odsuneme vodié, pfipadné postifeného

- w Eadném plipadé se nedolykame holou rukeou téla ani odéy
postifeného

- pracujeme, pokud moEng, jednou rukou

- nesmime zapomenout, 2z s pastiZeny sam mize pustit
pladmétu, kiery svird a proto je) zajistime tak, aby sl po
piarudani alaktrickéhs proudu neplivedil padem dali
xranini

Zacafeného, pokud je v bezvidomi, ihned uloZime na zida.
Medychi:li, zprichodnime dychaci cesty. Zakionime mu
hlawu, phedsuneme dolnl Sellst a povytdhneme mu [azyk.

Hezaéne-li postibeny dychat, ihned zahajime umElé dychini.
Soufasné zjistime tep u postifengho, nejsnadné|
nahmatanim tepny na krku vedle pridusnice.

D) Muni-li tep hmatny, zahdjime masik erdoe.

E} V ofivovwdni pokragujeme a do cbnoweni tepu, nebo do
piichodu Ekafe
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PRVNI POMOC PRI KRVACENI

Nezapominej, Ze krvaceni je nebezpecné a hlavné
tepenné krvaceni pfimo ohrozuje zivot |

Rozeznavame tfi druhy krvaceni:

Tepenné - krev je jasné Servend a vystiikuje z
rany

Zilni - krev je tmavé cervena a jen vytéka
z rany

Vldsetnicové - krev jen prosakuje z rdny

Zplasob zastaveni krvaceni, které je nejne-
bezpecnéjsi:

- nad krvacejici ranou stlaéme tepnu tak, aby
krev piestala vystiikowvat

- ma stlaéenou tepnu nad krvacejici ranou
prilozime zaskrcovadlo (gumovy pruh, opasek,
pfip. provaz), kteréd utdhneme, pokud je porané-
nd konéetina, zdvihneme ji do vysky

= na ranu pevné pfiloZime sterilni cbvaz, zavaie
ho, aby neprosakoval - pokud krev prosakuje
zasilime obvaz

- je-li poranéna hlava, tepenndé kKrvaceni nikdy
nezastavujeme tlakovym cbvazem, ale pouze
béinym zesilenym obvazem

- ¢o nejryckle]i pfevezeme postizeného do
nemocnice

Fliznaky:
a) Zaviend glomeniny

= Bilnd bolest « misth zlomening - rvdifuje so | mirngm poahyBem.

= Poruchy hybnosti postizend Sasil iéla.

= Zména tvaru (zkraceni, pokfiveni ...]

- Otok 8 krewni wyron nad ziomesngm mistem

- Pii slomenindch akeleiu hlavy - Casté bezvédami,

« PH zlomenindch spodiny lebolnl - modnost krvdcenl z uoha,
nosu a ust,

- PFi zlomenindch pitefe & poran@nim michy - peruchy hybnosti
poplipadd dichini.

- PH zlemenindch Eebaor - belest na hrudl, dudnost paph, zmdndnd
dychaci pohyby hrudniku.

b) DMevfend Flomening
- Misto lomu jo oteviens navenas ranou, 2o kbard mohou vyénivat
dlomky kostl. Zevni krvdcenl rdzného rozsahu.

Prvnl pomoo:

1. Postizensho odetfujeme, pokud modno, pfimo na misté nehody.
Palaha;
w lade naznak-zlomaniny dolnich kanCetin, panve, kosti hlavy, padtaia
w polosedé s podiofenim zad - zlomeniny deber
w soddé - Zliomeniny hornich kondetin

2. Zakladem e widy znehybnéni kondetin, Zaviend zlomeniny
znehybhiujeme pfes odév. U otewienyoh zlomenin Siroce obnazime
postizend miste a odetfime ranw (stavéni krvdceni - philogeni
krycihe abvazu)

3, Znohybhujeme sisadni vo Tunkini polese;
Harni kandating - chnutl v 1okt do pravéhe dhlu, mirmé natadend
zapésii a ohnutl v kloubech ruky, ravésime na Satek a pfividZeme
'lc:::ﬂ?:bnnmnu = mirné ohnuta v kyell {10 = 15 |, znehybfiujems
dlahau, kierow pfiklddama tak. aby pfekryly kioub nad | pod
Zlameninou. Pokud send diaha, pastadi provizorns hal, a1, Klacek ap.)
Hostl hlavy a pitete - phesuncut na tvrdou podiodku, nepodkladat
nic pod zddal PH pfosunu - hlava ve stejné roving = thlom - pozor
na kredceni hlavy! Zdsadnd nozvedime postifendho za ruce a nohy.
Kréni pat anemainime pahyb hlavy obloienim z obou siran
Fanew - na tvrdé pevné podiad postii . nadrved maky
a ghnema jo v kolenou a pe wiakame siehna k sobd.

4, Zajlstimo plevoz do nemocnice.
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