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1. EXECUTIVE SUMMARY

Sample analysis may be divided to preanalytical, analytical and post analytical stages. The preanalytical
stage is of major importance as errors during this stage affect the validity of the results, even if subsequent
stages were performed correctly. The preanalytical stage includes sampling and transport of the sample
and metadata to the laboratory. Sampling and transport are described in detail in various documents
published by the ISO, or National and International Health agencies, like World Health Organization
(WHO).

Molecular Laboratories of Public Health Institutions in the context of the One Health approach, have to
cope with a variety of sample types and aims. Samples may be of environmental, food, animal, and human
origin, while the aim could be epidemiologic surveillance, outbreak investigation or diagnosis.

Environmental samples such as water, wastewater, and food, usually require the application of methods
that increase the pathogen’s concentration, and this fact defines transport conditions. Official procedures
are described in International Organization for Standardization (ISO) documents. Clinical and veterinary
samples are usually used directly for nucleic acid extraction, and freezing is considered the best method
of preservation during transport to the laboratory. In practice however less demanding alternative
methods are usually used.

Metadata are information associated with characteristics of the sample. Metadata make the sample and
the data derived from the sample useful. In the context of Public Health, metadata may be useful to the
laboratory or to the epidemiology department. Clinical specimens’ metadata may include personal data,
and in certain cases this is also true for veterinary specimens. The existence of personal data poses a
problem regarding the transfer of the information from the person collecting the specimen to the
laboratory and finally to the epidemiology department, as personal data should not become publicly
available.

To fulfil the requirements for General Data Protection Regulation (GDPR) compliance only trained and
authorised personnel should have access to personal data. This can be attained using database linked to
a web platform for data entry, and data will be accessible only to predefined competent personnel. As all
consortium partners do not currently have such a suitable infrastructure, GDPR compliance can be
achieved with trained authorized personnel and encryption for data transfer.

2. ABBREVIATIONS AND ACRONYMS

CDC Centers for Disease Control and Prevention
GDPR General Data Protection Regulation

ISO International Organization for Standardization
LIMS Laboratory Information Management Systems

SOPs Standard Operating Procedures

WHO World Health Organization



3. BACKGROUND INFORMATION

Standard Operating Procedures (SOPs) are written step-by-step instructions to perform a task. SOPs aim
to avoid ununiform performance and errors during the task execution. SOPs should be clear,
comprehensive, and well written, easy to understand and follow and finally applicable and up to date.

Public Health Laboratories, among other tasks, detect, analyse, and characterize pathogenic
microorganisms in various types of samples, originating from patients, animals, or the environment,
aiming to public health protection from infectious agents that may pose threat to people’s health.
Microbiological results are important for diagnosis and treatment of patients, surveillance, and
intervention. Nowadays, pathogenic microorganisms “travel” across large distances, with the most recent
example being the SARS-CoV-2 coronavirus that originated from China and spread all over the word
causing, in a short time, the COVID-19 pandemic. It is therefore necessary to ensure that Public Health
laboratory results are reliable, accurate, consistent, and reproducible across laboratories.

The activities of a Microbiological laboratory can be divided in three stages:

- the preanalytical step comprising sampling, transportation, and storage until analysis
- the analytical stage that includes the analytical process
- the postanalytical stage that deals with reporting and interpretation

While every stage is important for results accuracy, the preanalytical stage directly affects all subsequent
procedures. The preanalytical stage includes two parts; one is the sample collection and handling up to
introduction to the analytical stage; the other is the collection, storage, and transfer to the competent
authority, of the information that is related to the characteristics of the sample (metadata) which are
necessary for the interpretation and evaluation of the results produced during the analytical stage. Wrong
metadata or wrong sampling or even wrong type of sample lowers the validity and usefulness of the
results produced during the subsequent stages.

Public Health Laboratories performing molecular detection and NGS under the One Health approach have
to deal with several different types of samples. One crucial factor for differentiation of the sample types
is the sample's origin, that affects the sampling procedure, transport conditions, and required metadata.
Depending on the origin, samples may be environmental (water, wastewater, food, feed), animal or
human. Additionally, for all types of samples, nucleic acid isolation for NGS applications may be performed
directly on the sample or on bacterial colonies derived from culture of the sample and this is affecting the
transport and storage conditions required.

An important aspect of the preanalytical stage is the preservation of the sample. All samples are
biologically active and removal of the sample from the natural environment results in changes in the
microbial composition, as microorganisms could die or grow depending on the conditions. To avoid such
changes, the sample should ideally be processed immediately after collection, but this is seldom the case
for Public Health laboratories. To maintain the original composition of the sample, specific measures
should be taken depending on the pathogen(s) of interest. Chemical preservation, which is common in
classical clinical microbiology practices, is not usable for molecular analysis as chemicals render nucleic
acids useless.

Besides the type of samples, the analysis's purpose also adds another degree of complexity to the
information (metadata) provided with the sample. Simple surveillance population studies do not always
require personal information of the participants, while the opposite is true for outbreak investigation,
that may require detailed health status reports and communication details. Also, depending on the
pathogen, different information is necessary. For example, for STDs information on sexual behaviour is
needed, while for COVID-19 it is not.



4. ENVIRONMENTAL SAMPLES

Environmental samples usually are complex and have low numbers of pathogens per unit of mass or
volume. To facilitate detection, samples are subjected to various procedures to increase the
concentration and/or remove unwanted materials (e.g., centrifugation, filtration, pre-enrichment, etc).
The efficiency of these procedures depends on the integrity of the pathogens’ structure, consequently
such samples should be maintained until analysis in a way that preserves the structure of the microbes.
The usual way is to refrigerate the sample and keep it at a low temperature. Such samples should not be
frozen, unless they already are e.g., frozen food.

Procedures of environmental sampling are included in various ISO methods, which are official guidelines
therefore they should be considered as the best approach for sampling, transfer, storing and processing
of these types of samples. ISO 19458:2006 describes sampling of water for microbiological analysis, while
ISO/TS 17728:2015 describes sampling of food or feed for microbiological analysis. Furthermore, ISO
18593:2018 specifies horizontal methods for surface sampling.

5. HUMAN AND ANIMAL SAMPLES

Samples such as blood, urine, stool, or tissue, are usually subjected directly to nucleic acid isolation for
application of molecular methods, therefore it is recommended to be transported frozen (-20 °C or lower)
to the laboratory. Frozen samples should not melt until the extraction of DNA and/or RNA, as repeated
cycles of freezing and melting result in breaking of nucleic acid molecules.

Frozen samples, however, require dry ice and special packaging, which are not always available.
Alternative specific transport mediums may be used, and refrigeration to inhibit growth, until arrival to
the laboratory. Transport media are buffered solutions containing minimum nutrients that support
viability of the microbe of interest and does not favour growth of others. If bacterial culture before
molecular analysis is needed, samples should not be frozen. They should be refrigerated and maintained
at a low temperature.

WHO (WHO. Laboratory testing for coronavirus disease (COVID-19) in suspected human cases. Interim
guidance 19 March 2020), CDC and other Health Agencies have published guidelines for collection,
transport, and storage of human specimens, such as blood, stool, nasopharyngeal swabs etc.

6. METADATA

Metadata are information relevant to the sample that answer basic questions about the sample, like
“when, who, why,” and more, that are registered during the whole analysis procedure by all persons
dealing with the sample, such as the person who collected the sample, the person that received the
sample, the analysts, and the laboratory supervisor. Metadata in the context of Public Health authorities
can be divided into those necessary for the laboratory and those necessary for epidemiology. Table 1
presents laboratory useful metadata for different sample types.

Environmental sample’s metadata do not include information that could reveal personal data. On the
contrary, clinical sample’s metadata usually include personal information, while veterinary sample's
metadata may include personal data such as the animal owner’s name. The inclusion of personal data
could pose a problem when communicating the information to all involved stakeholders of the Institution,
as this information should not be publicly available due to restrictions imposed by the GDPR.
Consequently, specific measures should be applied. Indicative metadata for animal and human samples
are presented in Table 2.



As already mentioned, the list of metadata varies depending on the purpose of the analysis and the
pathogen.

Table 1. Necessary laboratory metadata until analysis for environmental, animal, and clinical samples.

Environmental samples Animal samples Clinical samples

1 Sample ID or Barcode Sample ID or Barcode Sample ID or Barcode

2 Date and time of sampling Date and time of sampling Date and time of sampling

3 Type of sample (e.g. Type of sample (e.g. urine, stool, | Type of sample (e.g. blood,
wastewater, milk, lake water, biopsy etc) nasopharyngeal swab, etc)
meat etc)

4 Additional sample information Additional sample information Additional sample information

5 List of parameters to analyze List of parameters to analyze List of parameters to analyze

6 Location of sample collection Location of sampling or owner or | Patient name and address

farm address

7 Date and time of arrival at the Date and time of arrival at the Date and time of arrival at the
laboratory laboratory laboratory

8 Sample Temperature Sample Temperature Sample Temperature

9 Reasons to reject the sample Reasons to reject the sample Reasons to reject the sample

10 Laboratory ID Laboratory ID Laboratory ID

11 Person that received the sample | Person that received the sample Person that received the sample

12 Date and time that laboratory Date and time that laboratory Date and time that laboratory
analysis started analysis started analysis started

Table 2. Animal and human samples’ indicative metadata.

Veterinarian sample

Human sample

Animal species

Patient name

Animal age or sex

Patient age and sex

Animal symptoms (if any)

Patient symptoms (if any)

Onset of symptoms (if applicable)

Onset of symptoms (if applicable)

Travel history

Travel history

Vaccination status (if applicable) (for serological tests)

Vaccination status (if applicable)

Co-morbidities

Medication (if applicable)

Medication (if applicable)

Additional information on the animal

Additional information on the patient




7. STATUS OF CONSORTIUM PARTNERS

Partner’s laboratories responses regarding SOPs and accreditations were as follows:

The department of molecular biology of the veterinary department in AGES Austria is accredited according
to ISO 17025 for PCR. There is a SOP regarding sample logistics within the institute in the veterinary
department.

The National Public Health Center (NCPHP) of Hungary is accredited by the National Accreditation
Authority according to the current ISO 15189 and ISO 17025 standards, regarding NGS, and only Listeria
WGS is involved in this accreditation period. There is a limited number of SOPs.

The Genotyping Department (Division for Microbiology) of Croatian Institute of Public Health is not
accredited and is currently in the process of writing SOPs.

In Greece none of the Public Health laboratories are accredited for WGS. Only the Regional Public Health
Laboratory of Thessaly is accredited according to ISO 17025 for detection of SARS-CoV-2 using real time
PCR.

Table 3. Metadata used by the consortium partners.

Austria Hungary Croatia Greece
Sample provider (name, Patient name Patient name
address)
Laboratory ID Laboratory ID Laboratory number Laboratory ID
Type of sample (tissue, Type of sample Type of sample (clinical Type of sample
blood, swab, semen) sample/bacterial

isolate/DNA or RNA

extract)
about the sample species | Host Host
(pig, chicken....) Host
Collection date Collection date Sampling date Sampling date
Sampling location (in case | Location (just country) Location (county) Location

of wild animals gps
coordinates, in case of
domestic animals the
farm ID)

Gender Gender

Patient status if possible,
travel history, animal
contact, symptoms,
vaccination status (if
applicable)

Requested analysis Requested analysis

All consortium partners reported that they use excel files for data storage, while Austria uses LIMS for
data storage. Samples are accompanied by a form filled with sample ID and metadata. Laboratory
personnel fill in spreadsheet files with samples’ metadata along with the laboratory results and send them
by mail to the epidemiology department, or through LIMS.



In Greece, for COVID-19 samples’ entry, a web platform is used, and sample barcode and metadata are
recorded on site, stored in a database and are immediately available to the Directorate of Epidemiology.
Laboratory submits the results through the same web platform, using only the barcode of the sample. In
that way the laboratory does not have any information that could infringe the GDPR. This approach
resulted in lower turnaround times from sample entry at the laboratory to results and lower laboratory
workload.

8. DISCUSSION

Ideally the laboratory should only receive metadata required for the analysis, so that analysis is objective
and GDPR is not violated. This would be possible using a database linked to a web platform accessible for
data entry to all parties involved, i.e. physicians, veterinarians, samplers, epidemiologists, and laboratory
personnel. The person collecting the sample enters all required data (including personal data), but all
other parties may access only a restricted set of data relevant to their role in the procedure. Any data that
could infringe the GDPR should be accessible only to trained and authorized personnel. The laboratory
supervisor, for example, who is responsible for the final approval for results release should have access
to the clinical condition of the patient, for evaluation of the results, as in certain cases additional analysis
or repetition of the test may be necessary. As mentioned above a similar approach was applied
successfully in Greece.

Currently all consortium partners do not have suitable databases for remote data entry but use
spreadsheets, while Austria uses additionally the Ridom SeqSphere+ Software and LIMS software for local
data management. A possible scenario for data communication among involved parties, i.e. person
performing sampling, laboratory, and department of epidemiology, with respect to GDPR would be:

The person who collects the sample, fills in the form with the necessary data (either paper or
spreadsheet).

Depending on the form, transport along with the sample, or send (encrypted and secured with a strong
password) by email to the laboratory. At the laboratory, authorised personnel, may also import the data
into LIMS software if available.

Only authorized laboratory personnel process the data, adds the results, and sends the file to the
department of epidemiology encrypted and secured as above, or data are disseminated through LIMS
software.

10



9. SOP - Clinical (and veterinary) samples

Clinical and veterinary samples’ testing is performed at Public Health Laboratories for surveillance,
outbreak investigation, and diagnosis.

Collection of clinical samples is described in various documents such as “J. Michael Miller, Ph.D. Handbook
of Specimen Collection and Handling in  Microbiology. Second Edition. 1985”,
“WHO/CDS/CSR/EDC/2000.4. Guidelines for the collection of clinical specimens during field investigation
of outbreaks (available at:
https://iris.who.int/bitstream/handle/10665/66348/WHO_CDS_CSR_EDC_2000.4.pdf), “Protocol to
investigate non-seasonal influenza and other emerging acute respiratory diseases. Geneva: World Health
Organization; 2018. (available at: https://www.who.int/publications/i/item/WHO-WHE-IHM-GIP-
2018.2)” and “Koneman's Color Atlas and Textbook of Diagnostic Microbiology 6th Edition”.

Veterinary sample collection is described in “Bildfell R. Collection and submission of laboratory samples
from animals. Merck Veterinary Manual” (available at: merckvetmanual.com/clinical-pathology-and-
procedures/collection-and-submission-of-laboratory-samples/collection-and-submission-of-laboratory-
samples-from-animals), accessed November 2023.

Clinical samples should be collected by a physician (or a veterinarian in case of animals), or other
competent and authorized personnel. Samples should be placed in suitable containers with size
proportional to the sample size. They should be identified with a properly marked strip of masking tape,
or a barcode strip.

The person responsible for sampling, should fill in the relevant data fields of the sample form (Annexes |
and Il for clinical (human) and veterinary samples respectively).

If the sample form is in a paper form, it is sealed in a plastic bag and inserted in the sample packaging. If
it is a spreadsheet it is sent, encrypted, and secured by a strong password, by email to the receiving
laboratory.

In general, specimens for virus detection should reach the laboratory as soon as possible after collection.
For most clinical samples, the recommended shipment time is maximum 2 days at 2-8 °C. If delivery will
be delayed for more than the recommended shipment time of the specific specimen type, specimen
should be frozen at -70 °C. In case the samples will be directly subjected to DNA and/or RNA extraction
without prior processing e.g., centrifugation, they should be sent to the laboratory frozen at -70 °C (dry
ice), when possible. In case bacteriological analysis (culture) is required before the application of
molecular methods, the sample must be delivered at the laboratory within 24 hours at 4 °C for stool or
lower respiratory specimens, or at room temperature for rectal swabs and upper respiratory specimens.

(WHO Laboratory testing for coronavirus disease (COVID-19) in suspected human cases: interim guidance
(https://www.who.int/publications/i/item/10665-331501).

If delivery time is expected to be less than the maximum acceptable, the sample is placed on refrigerant
gel packs, or at 2-8 °C until shipment, unless it is otherwise indicated.

The sample is packed in suitable container that maintains the recommended temperature (2-8 °C or -70
°C) and is in accordance with the local/international regulations about transportation of hazardous
material class B.

11
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Upon arrival at the laboratory, an analyst who is authorized to access personal data, records the
temperature, and notes its physical condition. Accordingly fills in the relevant fields in the sample form.

Samples are stored at appropriate conditions, as indicated, until analysis.

The sample is rejected if:

Samples are unlabelled or mislabelled.

Sample temperature is not the indicated with respect to the sample type and requested test.
Length of time between sample collection and receipt is longer than the recommended
Sample container leaks

There are visible cracks or any form of damage to the container

Sample volume is less than the recommended

Mandatory fields in the data form are not filled in

If rejected, in the “Reasons to reject the sample” field of the form the exact reason for rejection should
be mentioned.

The laboratory analyst (authorized to access personal data) completes the "Date and time that laboratory
analysis started” field when starting the analysis procedure. If LIMS software is available all metadata are
imported.

When results are ready, the form and the results report are sent by email, encrypted, and secured by a
strong password, to the epidemiology department, or data may be accessible through LIMS software.

12



ANNEX |

Metadata for clinical (human) samples

Clinical sample
1 Sample ID or Barcode*
2 Date and time of sampling*
3 Type of sample (e.g. blood, nasopharyngeal swab, etc)*
4 Sample shipment condition (frozen, refrigerated, room temperature)*
5 Location of sample collection (country only)*
6 List of parameters to analyze*
7 Patient name and address
8 Date and time of arrival at the laboratory*
9 Sample temperature*
10 Reasons to reject the sample (Yes/No, description)*
11 Laboratory ID*
12 Name of the person that received the sample*
13 Date and time that laboratory analysis started*
14 Location of sample collection (exact)
15 Patient name
16 Patient age
17 Patient sex
18 Patient symptoms (if any)
19 | Onset of symptoms (if applicable)
20 | Travel history
21 | Vaccination status (if applicable)
22 Co-morbidities
23 Medication (if applicable)
24 | Additional information on the patient

Data fields 1-7 and 14-24 are completed by the person performing the sampling, while 8-14 are completed
by the laboratory personnel (fields marked with asterisk are mandatory).

Note that patient data fields (14-24) are subjected to changes depending on the pathogen and the
purpose of the analysis. Also, fields that are not indicated as mandatory, may become mandatory if for
example “contact tracing” of the patient is required.

13



ANNEX I

Metadata for veterinary samples

Veterinary sample
1 Sample ID or Barcode*
2 Date and time of sampling*
3 Animal species*
4 Type of sample (e.g. urine, stool, biopsy etc)*
5 Additional sample information
6 List of parameters to analyze*
7 Location of sampling or farm address*
8 Date and time of arrival at the laboratory*
9 Sample temperature*
10 Reasons to reject the sample*
11 Laboratory ID*
12 Name of the person that received the sample*
13 Date and time that laboratory analysis started*
14 | Animal age or sex
15 | Animal symptoms (if any)
16 | Onset of symptoms (if applicable)
17 Medication (if applicable)
18 Additional information on the animal

Data fields 1-8 and 14-18 are completed by the person performing the sampling, while 8-13 are completed
by the laboratory personnel (fields marked with asterisk are mandatory).

Note that fields (14-24) are subjected to changes depending on the pathogen and the purpose of the
analysis.

14



10.SOP - Water samples

Water from various sources and wastewater samples are subjected to regular testing to assess quality
parameters and presence of pathogens for Public Health surveillance. They are also useful for detecting
the source of a waterborne outbreak, measuring the pathogens’ load in a community for epidemiological
reasons, or detecting antibiotic resistance markers in animal husbandry farms, etc.

Sampling should be performed according to 1SO 19458:2006 and/or ISO methods corresponding to
specific pathogens listed below (Annex I). Wastewater based SARS-CoV-2 surveillance should be
performed according to the WHO guidelines available in
https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1  (accessed
2023-12-10)

Water samples should be collected in clean sterile bottles, that may be made either from glass, being
reusable after sterilization, or from plastic material. Whatever the material, bottles intended for sampling
water for human consumption should contain sodium thiosulfate (20mg/L) to neutralize residual chlorine.

If alarge volume of water is required (e.g. for Cryptosporidium, Norovirus), larger containers may be used,
but they should always be clean and sterile. Alternatively, filtration or sedimentation may be performed
in situ, to avoid complexities related with the transport and refrigeration of large volumes of liquids.

If sampling should be performed by submerging the bottle, it should be sterile both inside and outside,
and kept in a suitable containment, e.g. in a plastic bag or in aluminum foil until used for sampling. For
submergence, the bottle should be held with a sterile glove, or a sterile tool (e.g. sterilizable poles or
forceps).

Finally, sampling can be performed using water pumps or special samplers suitable for the sampling
purpose. Regardless of the sampling method applied, contamination of the sample from the sampling
equipment or the environment must be avoided.

After sampling the bottle is sealed and the cap is wrapped with aluminum foil or parafilm to prevent
contamination.

The sample should be identified with a properly marked strip of masking tape, or a barcode strip.
The person that performed the sampling fills in the sample form in the relevant data fields (Annex Il).

If it is in a paper form, it is sealed in a plastic bag and inserted in the sample packaging. If the form is a
spreadsheet it is sent by email to the receiving laboratory.

Samples should be sent to the laboratory refrigerated, and sample temperature ideally should be
maintained at 513 °C until analysis, unless other conditions are indicated for the specific pathogen.

Upon arrival at the lab, the person who receives the sample records the temperature and notes its physical
condition. Accordingly fills in the relevant fields in the sample form. Samples are stored at appropriate
conditions, as indicated.

The sample is rejected if:
Samples are unlabelled or mislabelled.
Sample temperature is over 10 °C (unless it is differently specified in the corresponding ISO method)

Time from sampling is longer than the recommended

15
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Sample container leaks

There are visible cracks or any form of damage to the containers

Sample volume is less than the recommended

Mandatory fields in the data form are not filled in

If rejected, in the “Reasons to reject the sample” field of the form the exact reason for rejection should

be mentioned.

The laboratory analyst completes the "Date and time that laboratory analysis started” field when starting
the analysis procedure. If LIMS software is available all metadata are imported.

When results are ready, the form is sent by email to the epidemiology department along with the results
report, or data may be accessible through LIMS software.

ANNEX |
Official guidelines for pathogen detection and/or enumeration.

For bacterial colony isolation to perform WGS:

ISO 11731:2017. Water quality. Enumeration of Legionella

ISO 7899-2:2000 Water quality — Detection and enumeration of intestinal enterococci — Part 2:
Membrane filtration method

ISO 19250:2010 Water quality — Detection of Salmonella spp.

ISO 14189:2013 Water quality — Enumeration of Clostridium perfringens — Method using membrane
filtration

ISO 9308-3:1998/Cor 1:2000 Water quality — Detection and enumeration of Escherichia coli and coliform
bacteria — Part 3: Miniaturized method (Most Probable Number) for the detection and enumeration of
E. coliin surface and wastewater — Technical Corrigendum 1

ISO 9308-1:2014/Amd 1:2016 Water quality — Enumeration of Escherichia coli and coliform bacteria —
Part 1: Membrane filtration method for waters with low bacterial background flora — Amendment 1

ISO 6461-2:1986 Water quality — Detection and enumeration of the spores of sulfite-reducing anaerobes
(clostridia) — Part 2: Method by membrane filtration

For molecular detection of pathogens by gPCR:

ISO/TS 12869:2019 Water quality. Detection and quantification of Legionella spp. and/or Legionella
pneumophila by concentration and genic amplification by quantitative polymerase chain reaction (qPCR).
“Environmental surveillance for SARS-CoV-2 to complement other public health surveillance” The most
recent guidelines for SARS-CoV-2 detection and enumeration in Wastewater samples
(https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1). The
procedure may be used for surveillance of other viruses shed in feces, such as influenza viruses, RSV.

As official molecular detection methods are limited, concentration methods described in ISO documents
may be used such as ISO 15553:2006 (Water quality — Isolation and identification of Cryptosporidium
oocysts and Giardia cysts from water) and nucleic acids are isolated from the concentrate for molecular
detection.

For metagenomic analysis, and/or WGS by selective whole genome amplification, DNA and/or RNA may

be isolated from sample concentrates, or directly from the sample.
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ANNEX II
Metadata for water samples

Water or wastewater sample

Sample ID or Barcode*

Date and time of sampling*

Type of sample (e.g. wastewater, lake water, tap water, etc)*

Additional sample information (surface sampling, sampling depth, etc)

List of parameters to analyze*

Location of sample collection*

Link to outbreak (if it is applicable)

Date and time of arrival at the laboratory*

Ol N[O| 0| | WIN|F-

Sample temperature*

[
o

Reasons to reject the sample (Yes/No, description)*

=
[y

Other remarks (if any)

[N
N

Laboratory ID*

[ER
w

Name of the person that received the sample*

14 Date and time that laboratory analysis started*

Data fields 1-7 are completed by the person performing the sampling, while 8-14 are completed by the
laboratory personnel (fields marked with asterisk are mandatory).
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11.SOP - Food Samples

Food samples are tested regularly for Public Health surveillance and/or during foodborne outbreak
investigations. Sampling must be performed according to ISO/TS 17728:2015 and/or ISO methods
corresponding to specific pathogens listed below (Annex ).

Samples should be properly collected and handled and be representative of the sampled lot. Sampling
procedures must be applied uniformly. A representative sample is essential when pathogens or toxins are
sporadically distributed within the food. The number of units that comprise a representative sample from
a designated lot of a food product must be statistically significant.

Sample units should consist of at least 100gr of the sample whether alone or split in parts, e.g., four 25 g
containers could constitute a sample unit.

Sample units should be collected randomly to ensure that a sample is representative of the lot. Empty
sample containers should be used as controls when containers are used to collect samples.

Samples should be sent to the laboratory in the original unopened containers, whenever this is possible.
If not possible, representative portions should be transferred to sterile containers under aseptic
conditions with the use of sterilized stainless-steel spoons, forceps, spatulas, and scissors.

Containers should be clean, dry, leak-proof, wide-mouthed, sterile, and of a size suitable for samples of
the product. Where necessary, containers (metal boxes, cans, bags, packets, etc) should be hermetically
sealed. Glass containers should be avoided to minimize the danger of breaking and contaminating the
food product. Bags should not be overfilled to avoid puncture by wire closure.

Dry or canned foods that are not perishable and are collected at ambient temperatures need not be
refrigerated. Frozen or refrigerated products should be transferred in approved insulated containers to
maintain temperatures unchanged. Frozen samples should be collected in pre-chilled containers.

Each sample unit should be identified with a properly marked strip of masking tape or barcode strip. Be
aware that the ink of felt pen may penetrate the plastic container.

The person that performed the sampling fills in the sample form in the relevant data fields.

If it is in a paper form, it is sealed in a plastic bag and inserted in the sample packaging. If the form is a
spreadsheet it is sent by email to the receiving laboratory.

The time and date of arrival of each sample should be recorded at the laboratory. Frozen samples should
be always kept frozen. The containers should be capable of maintaining temperatures of 0-4 °C from
collection to arrival at the laboratory for all refrigerated samples, except shellfish and shell stock.
Refrigerated products should not be frozen and should be analysed within 36 hours from collection, unless
otherwise specified. Shucked shellfish should be kept above freezing but below 10 °C and examined within
6 h of collection but in no case more than 24 h after collection.

As soon as the sample arrives at the laboratory, the analyst should note its general physical condition and
record the temperature. Sampling containers should be checked for gross physical defects. Plastic bags
and bottles should be inspected for tears, pinholes, and puncture marks. If sample units were collected in
plastic bottles, bottles should be checked for fractures and loose lids. If plastic bags were used for
sampling, twist wires should not have punctured surrounding bags.
The sample is rejected if:
Sample temperature is not as specified above
Time from sampling is longer than the recommended
Sample container leaks
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There are visible cracks or any form of damage to the containers
Sample quantity is less than the recommended
Mandatory fields in the data form are not filled in

If rejected, in the “Reasons to reject the sample” field of the form the exact reason for rejection should
be mentioned.

If the sample cannot be analyzed immediately, it should be stored at -20 °C (already frozen samples) or at
0-4 °C (refrigerated unfrozen perishable samples) until examination and for no longer than 36h.
Nonperishable, canned, or low-moisture foods should be stored at room temperature until analysis.

Depending on the requested tests, samples are processed according to various ISO methods, or according
to recommendations of international or national authorities describing the processing of the sample.

The laboratory analyst completes the "Date and time that laboratory analysis started” field when starting
the analysis procedure. If LIMS software is available all metadata are imported.

When results are ready the form is sent by email to the epidemiology department along with the results
report, or data may be accessible through LIMS software.

ANNEX |
Official guidelines for pathogen detection and/or enumeration.

For bacterial colony isolation to perform WGS:

ISO 23418:2022 Microbiology of the food chain — Whole genome sequencing for typing and genomic
characterization of bacteria — General requirements and guidance

ISO 6579-1:2017/Amd 1:2020 Microbiology of the food chain — Horizontal method for the detection,
enumeration and serotyping of Salmonella — Part 1: Detection of Salmonella spp. — Amendment 1:
Broader range of incubation temperatures, amendment to the status of Annex D, and correction of the
composition of MSRV and SC

ISO 6579-1:2017. Microbiology of the food chain — Horizontal method for the detection, enumeration
and serotyping of Salmonella — Part 1: Detection of Salmonella spp.

ISO 6888-1:2021/Amd 1:2023. Microbiology of the food chain — Horizontal method for the enumeration
of coagulase-positive staphylococci (Staphylococcus aureus and other species) — Part 1: Method using
Baird-Parker agar medium — Amendment 1

ISO 6888-2:2021/Amd 1:2023. Microbiology of the food chain — Horizontal method for the enumeration
of coagulase-positive staphylococci (Staphylococcus aureus and other species) — Part 2: Method using
rabbit plasma fibrinogen agar medium — Amendment 1

ISO 7251:2005/Amd 1:2023. Microbiology of food and animal feeding stuffs — Horizontal method for the
detection and enumeration of presumptive Escherichia coli — Most probable number technique —
Amendment 1: Inclusion of performance testing of culture media and reagents

ISO 7932:2004. Microbiology of food and animal feeding stuffs — Horizontal method for the enumeration
of presumptive Bacillus cereus — Colony-count technique at 30 °C

ISO 10272-2:2017. Microbiology of the food chain — Horizontal method for detection and enumeration
of Campylobacter spp. — Part 2: Colony-count technique

ISO 10273:2017. Microbiology of the food chain — Horizontal method for the detection of pathogenic
Yersinia enterocolitica

19



ISO 11290-1:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Listeria monocytogenes and of Listeria spp. — Part 1: Detection method

ISO 11290-2:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Listeria monocytogenes and of Listeria spp. — Part 2: Enumeration method

ISO 21528-1:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Enterobacteriaceae — Part 1: Detection of Enterobacteriaceae

ISO 21528-2:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Enterobacteriaceae — Part 2: Colony-count technique

ISO 21567:2004. Microbiology of food and animal feeding stuffs — Horizontal method for the detection
of Shigella spp.

ISO 15213-2:2023. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Clostridium spp. — Part 2: Enumeration of Clostridium perfringens by colony-count
technique

ISO 10272-1:2017/Amd 1:2023. Microbiology of the food chain — Horizontal method for detection and
enumeration of Campylobacter spp. — Part 1: Detection method — Amendment 1: Inclusion of methods
for molecular confirmation and identification of thermotolerant Campylobacter spp., the use of growth
supplement in Preston broth and changes in the performance testing of culture media

ISO 11866-2:2005. Milk and milk products — Enumeration of presumptive Escherichia coli — Part 2:
Colony-count technique at 44 °C using membranes

For molecular detection of pathogens by gPCR:

ISO 22174:2005. Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for
the detection of food-borne pathogens — General requirements and definitions

ISO/TS 13136:2012. Microbiology of food and animal feed — Real-time polymerase chain reaction (PCR)-
based method for the detection of food-borne pathogens — Horizontal method for the detection of Shiga
toxin-producing Escherichia coli (STEC) and the determination of 0157, 0111, 026, 0103 and 0145
serogroups

ISO/TS 18867:2015. Microbiology of the food chain — Polymerase chain reaction (PCR) for the detection
of food-borne pathogens — Detection of pathogenic Yersinia enterocolitica and Yersinia
pseudotuberculosis

ISO 15216-2:2019. Microbiology of the food chain — Horizontal method for determination of hepatitis A
virus and norovirus using real-time RT-PCR — Part 2: Method for detection

ISO/TS 17919:2013. Microbiology of the food chain — Polymerase chain reaction (PCR) for the detection
of food-borne pathogens — Detection of botulinum type A, B, E and F neurotoxin-producing clostridia
ISO 15216-1:2017. Microbiology of the food chain — Horizontal method for determination of hepatitis A
virus and norovirus using real-time RT-PCR — Part 1: Method for quantification

As official molecular detection methods are limited, methods described in ISO documents may be used
such as ISO 18744:2016 (Microbiology of the food chain — Detection and enumeration of Cryptosporidium
and Giardia in fresh leafy green vegetables and berry fruits) and instead of microscopy, nucleic acids are

isolated from the eluate for molecular detection.

For metagenomic analysis, and/or WGS by selective whole genome amplification, DNA and/or RNA may

be isolated directly from the sample.

20



ANNEX Il
Metadata for food samples

Food sample

Sample ID or Barcode*

Date and time of sampling*

Type of sample/species (e.g. bovine meat, chicken, shells, etc)*

Sample condition (frozen, refrigerated, etc)*

Additional sample information (e.g., brand name)

List of parameters to analyze*

Location of sample collection*

Link to outbreak (if it is applicable)

O[N]V B W| N| P

Date and time of arrival at the laboratory*

[
o

Sample temperature*

=
=

Reasons to reject the sample (Yes/No, description)*

[N
N

Other remarks (if any)

[ER
w

Laboratory ID*

[y
S

Name of the person that received the sample*

[N
(2]

Date and time that laboratory analysis started*

Data fields 1-8 are completed by the person performing the sampling, while 9-15 are completed by the
laboratory personnel (fields marked with asterisk are mandatory).
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12.German Translation
12.1 SOP - Klinische (und tierarztliche) Proben

Klinische und veterindarmedizinische Proben werden in den Laboratorien des 6ffentlichen
Gesundheitswesens zur Uberwachung, Untersuchung von Krankheitsausbriichen und Diagnose
untersucht.

Die Entnahme von klinischen Proben wird in verschiedenen Dokumenten beschrieben, z. B. in "J. Michael
Miller, Ph.D. Handbook of Specimen Collection and Handling in Microbiology. Second Edition. 1985”,
“WHO/CDS/CSR/EDC/2000.4. Guidelines for the collection of clinical specimens during field investigation
of outbreaks (verfigbar unter:
https://iris.who.int/bitstream/handle/10665/66348/WHO_CDS_CSR_EDC_2000.4.pdf), "Protocol to
investigate non-seasonal influenza and other emerging acute respiratory diseases. Geneva: World Health
Organization; 2018. (verflgbar unter: https://www.who.int/publications/i/item/WHO-WHE-IHM-GIP-
2018.2)" und "Koneman's Color Atlas and Textbook of Diagnostic Microbiology 6th Edition".

Die tierarztliche Probenentnahme wird in "Bildfell R. Collection and submission of laboratory samples
from animals" beschrieben. Merck Veterinary Manual" (verfligbar unter: merckvetmanual.com/clinical-
pathology-and-procedures/collection-and-submission-of-laboratory-samples/collection-and-submission-
of-laboratories-samples-from-animals), abgerufen im November 2023.

Klinische Proben sollten von einem Arzt (oder bei Tieren von einem Tierarzt) oder anderem kompetenten
und autorisierten Personal entnommen werden. Die Proben sollten in geeigneten Behaltern aufbewahrt
werden, deren GroRe proportional zur Probengrofe ist. Sie sollten mit einem ordnungsgemaR
gekennzeichneten Streifen Klebeband oder einem Strichcode gekennzeichnet werden.

Die fur die Probenahme verantwortliche Person sollte die entsprechenden Datenfelder des
Probenahmeformulars ausfiillen (Anhange | und Il fir klinische (Human-) bzw. tierarztliche Proben).

Liegt das Probenformular in Papierform vor, wird es in einer Plastiktite versiegelt und der
Probenverpackung beigefiligt. Handelt es sich um eine Tabellenkalkulation, wird sie verschlisselt und mit
einem starken Passwort gesichert per E-Mail an das Empfangerlabor geschickt.

Im Allgemeinen sollten die Proben fiir den Virusnachweis so schnell wie moglich nach der Entnahme im
Labor eintreffen. Fir die meisten klinischen Proben betrdgt die empfohlene Versandzeit maximal 2 Tage
bei 2-8° C. Wenn sich die Lieferung um mehr als die empfohlene Versandzeit fiir den spezifischen
Probentyp verzogert, sollten die Proben bei -70 °C eingefroren werden. Falls die Proben direkt einer DNA-
und/oder RNA-Extraktion unterzogen werden, ohne dass sie vorher bearbeitet werden, z. B. durch
Zentrifugation, sollten sie nach Moglichkeit bei -70° C (Trockeneis) eingefroren an das Labor geschickt
werden. Falls vor der Anwendung molekularer Methoden eine bakteriologische Analyse (Kultur)
erforderlich ist, muss die Probe innerhalb von 24 Stunden bei 4° C fir Stuhlproben oder Proben der
unteren Atemwege bzw. bei Raumtemperatur fiir rektale Abstriche und Proben der oberen Atemwege im
Labor abgegeben werden.

(WHO-Labortests fir Coronavirus-Erkrankungen (COVID-19) bei Verdachtsfillen beim Menschen:
vorldufige Leitlinien (https://www.who.int/publications/i/item/10665-331501).

Wenn die voraussichtliche Lieferzeit unter der zuldssigen Hochstdauer liegt, wird die Probe bis zum
Versand auf Kiihlgelpacks oder bei 2-8° C gelagert, sofern nichts anderes angegeben ist.
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Die Probe wird in einem geeigneten Behalter verpackt, der die empfohlene Temperatur (2-8° C oder -70°
C) beibehilt und den lokalen/internationalen Vorschriften fur den Transport von Gefahrgut der Klasse B
entspricht.

Bei der Ankunft im Labor erfasst ein Analytiker, der zum Zugriff auf personenbezogene Daten berechtigt
ist, die Temperatur und notiert den physischen Zustand der Probe. Dementsprechend fillt er die
entsprechenden Felder im Probenformular aus.

Die Proben werden unter den angegebenen Bedingungen bis zur Analyse gelagert.
Die Probe wird zurlickgewiesen, wenn:
Die Proben nicht oder falsch etikettiert sind.

Die Probentemperatur nicht die angegebene Temperatur fir den Probentyp und den gewlinschten Test
ist.

Die Zeitspanne zwischen der Probenahme und dem Erhalt der Probe ldanger als die empfohlene ist.
Probenbehélter undicht sind.

Es sichtbare Risse oder irgendeine Form von Beschadigung des Behalters gibt.

Das Probenvolumen kleiner als das Empfohlene ist.

Pflichtfelder im Datenformular nicht ausgefiillt sind.

Im Falle einer Ablehnung sollte im Feld "Griinde fir die Ablehnung der Probe" des Formulars der genaue
Grund fir die Ablehnung angegeben werden.

Der (zum Zugriff auf personenbezogene Daten berechtigte) Laborant fillt das Feld "Datum und Uhrzeit
des Beginns der Laboranalyse" aus, wenn er den Analysevorgang startet. Wenn eine LIMS-Software
verfligbar ist, werden alle Metadaten importiert.

Wenn die Ergebnisse vorliegen, werden das Formular und der Ergebnisbericht per E-Mail verschlisselt
und durch ein sicheres Passwort geschitzt an die Epidemiologie-Abteilung gesendet, oder die Daten
kénnen Uber die LIMS-Software abgerufen werden.
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ANHANG |

Metadaten fiir klinische (menschliche) Proben

Klinische Probe
1 Proben-ID oder Barcode*
2 Datum und Uhrzeit der Probenahme*
3 Art der Probe (z. B. Blut, Nasopharyngealabstrich usw.)*
4 Versandbedingungen der Probe (gefroren, gekihlt, Raumtemperatur)*
5 Ort der Probenahme (nur Land)*
6 Liste der zu analysierenden Parameter*
7 Name und Adresse des Patienten
8 Datum und Uhrzeit der Ankunft im Labor*
9 Temperatur der Probe*
10 | Grlnde fur die Zurtickweisung der Stichprobe (Ja/Nein, Beschreibung)*
11 Labor-ID*
12 Name der Person, die die Probe erhalten hat*
13 Datum und Uhrzeit des Beginns der Laboranalyse*
14 | Ort der Probenentnahme (genau)
15 Name des Patienten
16 | Alter des Patienten
17 Geschlecht des Patienten
18 Symptome des Patienten (falls vorhanden)
19 | Auftreten der Symptome (falls zutreffend)
20 Geschichte des Reisens
21 Impfstatus (falls zutreffend)
22 Co-Morbiditaten
23 Medikation (falls zutreffend)
24 | Zusatzliche Informationen Uber den Patienten

Die Datenfelder 1-7 und 14-24 werden von der Person ausgefiillt, die die Probenahme durchfiihrt,
wahrend die Felder 8-14 vom Laborpersonal ausgefiillt werden (die mit einem Sternchen

gekennzeichneten Felder sind obligatorisch).

Beachten Sie, dass die Patientendatenfelder (14-24) je nach Erreger und Zweck der Analyse Anderungen
unterliegen. Auch Felder, die nicht als obligatorisch angegeben sind, konnen obligatorisch werden, wenn

z. B. eine "Kontaktverfolgung" des Patienten erforderlich ist.
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ANHANG I

Metadaten fiir tierdrztliche Proben

Tierarztliche Probe
1 Proben-ID oder Barcode*
2 Datum und Uhrzeit der Probenahme*
3 Tierarten*
4 Art der Probe (z. B. Urin, Stuhl, Biopsie usw.)*
5 Zusatzliche Informationen zum Beispiel
6 Liste der zu analysierenden Parameter*
7 Ort der Probenahme oder Adresse des Betriebs*
8 Datum und Uhrzeit der Ankunft im Labor*
9 Temperatur der Probe*
10 | Grinde fur die Zurlickweisung der Stichprobe*
11 Labor-ID*
12 Name der Person, die die Probe erhalten hat*
13 Datum und Uhrzeit des Beginns der Laboranalyse*
14 | Alter oder Geschlecht des Tieres
15 | Tierische Symptome (falls vorhanden)
16 | Auftreten der Symptome (falls zutreffend)
17 Medikation (falls zutreffend)
18 Zusatzliche Informationen Uber das Tier

Die Datenfelder 1-8 und 14-18 werden von der Person ausgefillt, die die Probenahme durchfihrt,

wahrend die Felder 8-13 vom Laborpersonal
gekennzeichneten Felder sind obligatorisch).

ausgefiullt werden

(die mit einem Sternchen

Beachten Sie, dass die Felder (14-24) je nach Erreger und Zweck der Analyse Anderungen unterliegen.
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12.2 SOP - Wasserproben

Wasser aus verschiedenen Quellen und Abwasserproben werden regelmaRig untersucht, um die
Qualititsparameter und das Vorhandensein von Krankheitserregern fiir die Uberwachung der
offentlichen Gesundheit zu bewerten. Sie sind auch nitzlich, um die Quelle eines wasserbedingten
Ausbruchs zu ermitteln, die Belastung einer Gemeinde mit Krankheitserregern aus epidemiologischen
Griinden zu messen oder Antibiotikaresistenzmarker in Tierhaltungsbetrieben nachzuweisen usw.

Die Probenahme sollte gemaR der ISO-Norm 19458:2006 und/oder den 1SO-Methoden fir die unten
aufgefiihrten spezifischen Erreger (Anhang I) durchgefiihrt werden. Die abwasserbasierte SARS-CoV-2-
Uberwachung sollte gemidR den  WHO-Leitlinien durchgefiihrt werden, die unter
https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1 (Zugriff am
2023-12-10) verfiigbar sind.

Wasserproben sollten in sauberen, sterilen Flaschen gesammelt werden, die entweder aus Glas, das nach
der Sterilisation wiederverwendbar ist, oder aus Kunststoff bestehen kdnnen. Unabhangig vom Material
sollten Flaschen, die fir die Entnahme von Wasser fiir den menschlichen Gebrauch bestimmt sind,
Natriumthiosulfat (20mg/L) enthalten, um Restchlor zu neutralisieren.

Wenn ein groBes Wasservolumen bendtigt wird (z. B. fiir Cryptosporidium, Norovirus), kdnnen groRere
Behilter verwendet werden, die jedoch immer sauber und steril sein sollten. Alternativ kann die Filtration
oder Sedimentation an Ort und Stelle durchgefiihrt werden, um die mit dem Transport und der Kiihlung
grofSer Fliissigkeitsmengen verbundenen Probleme zu vermeiden.

Wenn die Probenahme durch Eintauchen der Flasche erfolgt, sollte diese sowohl innen als auch auen
steril sein und bis zur Verwendung fiir die Probenahme in einem geeigneten Behaltnis aufbewahrt
werden, z. B. in einem Plastikbeutel oder in Aluminiumfolie. Zum Eintauchen sollte die Flasche mit einem
sterilen Handschuh oder einem sterilen Werkzeug (z. B. sterilisierbare Stdcke oder Pinzetten) gehalten
werden.

SchlieBlich kann die Probenahme mit Wasserpumpen oder speziellen, fiir den Zweck der Probenahme
geeigneten Probenehmern durchgefiihrt werden. Unabhadngig von der angewandten Methode der
Probenentnahme muss eine Verunreinigung der Probe durch die Probeentnahmegeréate oder die Umwelt
vermieden werden.

Nach der Probenahme wird die Flasche versiegelt und der Deckel mit Aluminiumfolie oder Parafilm
umwickelt, um eine Kontamination zu verhindern.

Die Probe sollte mit einem ordnungsgemaR gekennzeichneten Streifen Klebeband oder einem Strichcode
gekennzeichnet werden.

Die Person, die die Probenahme durchgefiihrt hat, fiillt das Probenahmeformular in den entsprechenden
Datenfeldern aus (Anhang Il).

Wenn es sich um ein Papierformular handelt, wird es in einer Plastiktiite versiegelt und der
Probenverpackung beigefiigt. Handelt es sich um ein Tabellenkalkulationsformular, wird es per E-Mail an
das Empfangerlabor geschickt.

Die Proben sollten gekihlt an das Labor geschickt werden, und die Probentemperatur sollte bis zur
Analyse idealerweise bei 5£3° C gehalten werden, es sei denn, fiir den jeweiligen Erreger sind andere
Bedingungen angezeigt.
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Bei der Ankunft im Labor erfasst die Person, die die Probe entgegennimmt, die Temperatur und notiert
den physischen Zustand der Probe. Dementsprechend fiillt sie die entsprechenden Felder im
Probenformular aus. Die Proben werden, wie angegeben, unter geeigneten Bedingungen gelagert.

Die Probe wird zurlickgewiesen, wenn:
Die Proben nicht oder falsch etikettiert sind.

Die Probentemperatur tGber 10° C (sofern in der entsprechenden I1ISO-Methode nicht anders angegeben)
liegt.

Die Zeitspanne ab der Probenahme langer als die Empfohlene ist.
Probenbehélter undicht sind.

Es sichtbare Risse oder irgendeine Form von Beschadigung des Behalters gibt.
Das Probenvolumen kleiner als das Empfohlene ist.

Pflichtfelder im Datenformular nicht ausgefillt sind.

Im Falle einer Ablehnung sollte im Feld "Griinde fir die Ablehnung der Probe" des Formulars der genaue
Grund fir die Ablehnung angegeben werden.

Der Laboranalytiker fillt das Feld "Datum und Uhrzeit des Beginns der Laboranalyse" aus, wenn er das
Analyseverfahren startet. Wenn eine LIMS-Software verfiligbar ist, werden alle Metadaten importiert.

Wenn die Ergebnisse vorliegen, wird das Formular zusammen mit dem Ergebnisbericht per E-Mail an die
epidemiologische Abteilung geschickt, oder die Daten kdnnen Uber die LIMS-Software abgerufen werden.

ANHANG |
Amtliche Leitlinien fiir den Nachweis und/oder die Auszdhlung von Krankheitserregern.

Fur die Isolierung von Bakterienkolonien zur Durchfihrung von WGS:

ISO 11731:2017. Wasserqualitat. Auszahlung von Legionellen

ISO 7899-2:2000 Wasserqualitdat - Nachweis und Zdhlung von intestinalen Enterokokken - Teil 2:
Membranfiltrationsverfahren

ISO 19250:2010 Wasserqualitat - Nachweis von Salmonella spp.

ISO 14189:2013 Wasserqualitdit - Auszdhlung von Clostridium perfringens - Verfahren mit
Membranfiltration

ISO 9308-3:1998/Cor 1:2000 Wasserqualitat - Nachweis und Auszdhlung von Escherichia coli und
coliformen Bakterien - Teil 3: Miniaturisiertes Verfahren (Most Probable Number) zum Nachweis und zur
Auszdhlung von E. coli in Oberflachen- und Abwasser - Technische Korrektur 1

ISO 9308-1:2014/Amd 1:2016 Wasserqualitat - Auszahlung von Escherichia coli und coliformen Bakterien
- Teil 1: Membranfiltrationsverfahren fiir Wasser mit geringer bakterieller Hintergrundflora - Anderung 1
ISO 6461-2: 1986 Wasserqualitdt - Nachweis und Auszahlung der Sporen von sulfitreduzierenden

Anaerobiern (Clostridien) - Teil 2: Verfahren durch Membranfiltration

Fur den molekularen Nachweis von Krankheitserregern mittels qPCR:

ISO/TS 12869:2019 Wasserqualitdt. Nachweis und Quantifizierung von Legionella spp. und/oder
Legionella pneumophila durch Konzentration und genetische Amplifikation mittels quantitativer
Polymerase-Kettenreaktion (qPCR).
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"Environmental surveillance for SARS-CoV-2 to complement other public health surveillance"
(Umweltiiberwachung fiir SARS-CoV-2 zur Ergdnzung anderer UberwachungsmaRnahmen im Bereich der
offentlichen Gesundheit). Die neuesten Leitlinien fiir den Nachweis und die Auszdhlung von SARS-CoV-2
in Abwasserproben (https://iris.who.int/bitstream/handle/10665/372995/9789240080638-
eng.pdf?sequence=1). Das Verfahren kann auch fiir die Uberwachung anderer Viren verwendet werden,
die mit dem Stuhl ausgeschieden werden, z. B. Influenzaviren und RSV.

Da die offiziellen molekularen Nachweismethoden begrenzt sind, kénnen in ISO-Dokumenten
beschriebene Konzentrationsmethoden verwendet werden, wie z. B. ISO 15553:2006 (Wasserqualitat -
Isolierung und Identifizierung von Cryptosporidium-Oozysten und Giardia-Zysten aus Wasser), und aus
dem Konzentrat werden Nukleinsduren fir den molekularen Nachweis isoliert.

Fir die metagenomische Analyse und/oder WGS durch selektive Ganzgenom-Amplifikation kénnen DNA

und/oder RNA aus Probenkonzentraten oder direkt aus der Probe isoliert werden.

ANHANG II
Metadaten fiir Wasserproben

Wasser- oder Abwasserprobe

Proben-ID oder Barcode*

Datum und Uhrzeit der Probenahme*

Art der Probe (z. B. Abwasser, Seewasser, Leitungswasser usw.)*

Zusétzliche Informationen zur Probe (Oberflichenprobenahme, Probentiefe usw.)

Liste der zu analysierenden Parameter*

Ort der Probenahme*

Link zum Ausbruch (falls zutreffend)

Datum und Uhrzeit der Ankunft im Labor*

Ol N|(|O| UV B WIN]| -

Temperatur der Probe*

[y
o

Grinde fur die Zurtickweisung der Stichprobe (Ja/Nein, Beschreibung)*

=
=

Sonstige Bemerkungen (falls zutreffend)
Labor-ID*

Name der Person, die die Probe erhalten hat*

=
N

=
w

14 Datum und Uhrzeit des Beginns der Laboranalyse*

Die Datenfelder 1-7 werden von der Person ausgefiillt, die die Probenahme vornimmt, wahrend die Felder
8-14 vom Laborpersonal ausgefiillt werden (die mit einem Sternchen gekennzeichneten Felder sind
obligatorisch).
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12.3 SOP - Lebensmittelproben

Lebensmittelproben werden regelmaRig zur Uberwachung des 6ffentlichen Gesundheitswesens und/oder
bei Untersuchungen von lebensmittelbedingten Krankheitsausbriichen untersucht. Die Probenahme
muss gemdal ISO/TS 17728:2015 und/oder ISO-Methoden erfolgen, die den unten aufgefiihrten
spezifischen Krankheitserregern entsprechen (Anhang I).

Die Proben sollten ordnungsgemall entnommen und gehandhabt werden und reprasentativ fir die
beprobte Partie sein. Die Probenentnahmeverfahren missen einheitlich angewandt werden. Eine
reprasentative Probe ist unerldsslich, wenn Krankheitserreger oder Toxine sporadisch im Lebensmittel
verteilt sind. Die Anzahl der Einheiten, aus denen eine reprasentative Probe aus einer bestimmten Partie
eines Lebensmittels besteht, muss statistisch signifikant sein.

Probeneinheiten sollten aus mindestens 100 g der Probe bestehen, unabhangig davon, ob sie einzeln oder
in Teilen entnommen wurden, z. B. kdnnten vier 25-g-Behalter eine Probeneinheit bilden.

Die Proben sollten nach dem Zufallsprinzip entnommen werden, um sicherzustellen, dass eine Probe
reprasentativ flr die gesamte Partie ist. Bei der Verwendung von Behaltern zur Probenahme sollten leere
Probenbehalter als Kontrollen verwendet werden.

Die Proben sollten, wenn moglich, in den ungeodffneten Originalbehéltern an das Labor geschickt werden.
Ist dies nicht moglich, sollten reprasentative Portionen unter aseptischen Bedingungen mit sterilisierten
Edelstahlloffeln, Pinzetten, Spateln und Scheren in sterile Behalter Gberfiihrt werden.

Die Behiltnisse sollten sauber, trocken, auslaufsicher, weithalsig und steril sein und eine fir die
Produktproben geeignete GrofRe haben. Erforderlichenfalls sollten die Behaltnisse (Metalldosen, Dosen,
Beutel, Pakete usw.) hermetisch verschlossen sein. Glasbehélter sollten vermieden werden, um die
Gefahr zu minimieren, dass sie zerbrechen und das Lebensmittel kontaminieren. Titen sollten nicht
Uberfillt werden, um ein Durchstechen durch den Drahtverschluss zu vermeiden.

Trockene oder konservierte Lebensmittel, die nicht verderblich sind und bei Raumtemperatur gesammelt
werden, missen nicht gekiihlt werden. Gefrorene oder gekiihlte Produkte sollten in zugelassenen
Isolierbehdltern transportiert werden, um die Temperatur unverandert zu halten. Gefrorene Proben
sollten in vorgekiihlten Behaltern gesammelt werden.

Jede Probeneinheit sollte mit einem ordnungsgemaR gekennzeichneten Streifen Klebeband oder einem
Barcode-Streifen versehen werden. Beachten Sie, dass die Tinte des Filzstiftes den Kunststoffbehalter
durchdringen kann.

Die Person, die die Stichprobe durchgefiihrt hat, fiillt das Stichprobenformular in den entsprechenden
Datenfeldern aus.

Wenn es sich um ein Papierformular handelt, wird es in einer Plastiktiite versiegelt und der
Probenverpackung beigefiigt. Handelt es sich um ein Tabellenkalkulationsformular, wird es per E-Mail an
das Empféangerlabor geschickt.

Uhrzeit und Datum des Eingangs jeder Probe sollten im Labor aufgezeichnet werden. Gefrorene Proben
sollten stets gefroren aufbewahrt werden. Die Behaltnisse sollten in der Lage sein, eine Temperatur von
0-4 °C von der Entnahme bis zum Eintreffen im Labor fiir alle gekiihlten Proben zu halten, ausgenommen
Muscheln und Muschelbestand. Gekihlte Produkte sollten nicht eingefroren werden und innerhalb von
36 Stunden nach der Entnahme analysiert werden, sofern nicht anders angegeben. Geschéalte Muscheln
sollten Giber dem Gefrierpunkt, aber unter 10° C aufbewahrt und innerhalb von 6 Stunden nach der
Entnahme, aber auf keinen Fall spater als 24 Stunden nach der Entnahme untersucht werden.
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Sobald die Probe im Labor eintrifft, sollte der Analytiker ihren allgemeinen physischen Zustand notieren
und die Temperatur aufzeichnen. Die Probenbehalter sollten auf grobe physische Defekte Uberprift
werden. Plastikbeutel und -flaschen sollten auf Risse, Nadellocher und Einstichstellen untersucht werden.
Wurden die Proben in Plastikflaschen entnommen, sollten die Flaschen auf Briiche und lose Deckel
untersucht werden. Wurden fiir die Probenahme Plastikbeutel verwendet, so sollten die umliegenden
Beutel nicht von Drahten durchstochen sein.

Die Probe wird zurilickgewiesen, wenn:

Die Probentemperatur nicht wie oben angegeben ist.

Die Zeit ab der Probenahme langer als die Empfohlene ist.

Probenbehdlter undicht sind.

Es sichtbare Risse oder irgendeine Form von Beschadigung an den Behéltern gibt.
Die Probenmenge geringer als empfohlene ist.

Pflichtfelder im Datenformular nicht ausgefullt sind.

Im Falle einer Ablehnung sollte im Feld "Griinde fiir die Ablehnung der Probe" des Formulars der genaue
Grund fir die Ablehnung angegeben werden.

Wenn die Probe nicht sofort analysiert werden kann, sollte sie bis zur Untersuchung bei -20 °C (bereits
gefrorene Proben) oder bei 0-4 °C (gekihlte, nicht gefrorene, verderbliche Proben) gelagert werden,
jedoch nicht langer als 36 Stunden. Nicht verderbliche, konservierte oder feuchtigkeitsarme Lebensmittel
sollten bis zur Analyse bei Raumtemperatur gelagert werden.

Je nach den geforderten Tests werden die Proben nach verschiedenen ISO-Methoden oder nach den
Empfehlungen internationaler oder nationaler Behorden, die die Verarbeitung der Proben beschreiben,
bearbeitet.

Der Laboranalytiker fiillt das Feld "Datum und Uhrzeit des Beginns der Laboranalyse" aus, wenn er das
Analyseverfahren startet. Wenn eine LIMS-Software verfiigbar ist, werden alle Metadaten importiert.

Wenn die Ergebnisse vorliegen, wird das Formular zusammen mit dem Ergebnisbericht per E-Mail an die
epidemiologische Abteilung geschickt, oder die Daten kénnen tber die LIMS-Software abgerufen werden.

ANHANG |

Amtliche Leitlinien fiir den Nachweis und/oder die Auszahlung von Krankheitserregern.

Fur die Isolierung von Bakterienkolonien zur Durchfihrung von WGS:

ISO 23418:2022 Mikrobiologie der Lebensmittelkette - Ganzgenomsequenzierung zur Typisierung und
genomischen Charakterisierung von Bakterien - Allgemeine Anforderungen und Anleitung

ISO 6579-1:2017/Amd 1:2020 Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum
Nachweis, zur Zdhlung und zur Serotypisierung von Salmonella - Teil 1: Nachweis von Salmonella spp. -
Anderung 1: Erweiterter Bereich von Inkubationstemperaturen, Anderung des Status von Anhang D und
Korrektur der Zusammensetzung von MSRV und SC

ISO 6579-1:2017. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum Nachweis, zur
Zahlung und zur Serotypisierung von Salmonellen - Teil 1: Nachweis von Salmonella spp.

ISO 6888-1:2021/Amd 1:2023. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zur
Auszahlung von koagulase-positiven Staphylokokken (Staphylococcus aureus und andere Arten) - Teil 1:
Verfahren unter Verwendung von Baird-Parker-Agar-Medium - Anderung 1

30



ISO 6888-2:2021/Amd 1:2023. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zur
Auszahlung von Koagulase-positiven Staphylokokken (Staphylococcus aureus und andere Arten) - Teil 2:
Verfahren unter Verwendung von Kaninchenplasma-Fibrinogen-Agar-Medium - Anderung 1

ISO 7251:2005/Amd 1:2023. Mikrobiologie von Lebensmitteln und Futtermitteln - Horizontales Verfahren
zum Nachweis und zur Auszahlung von prasumptiven Escherichia coli - Verfahren der wahrscheinlichsten
Anzahl - Anderung 1: Aufnahme der Leistungspriifung von Kulturmedien und Reagenzien

ISO 7932:2004. Mikrobiologie von Lebensmitteln und Futtermitteln - Horizontales Verfahren zur
Auszahlung von mutmallichem Bacillus cereus - Koloniezahlverfahren bei 30 °C

ISO 10272-2:2017. Mikrobiologie der Lebensmittelherstellungskette - Horizontales Verfahren zum
Nachweis und zur Auszahlung von Campylobacter spp - Teil 2: Koloniezahlverfahren

ISO 10273:2017. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum Nachweis von
pathogenen Yersinia enterocolitica

ISO 11290-1:2017. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum Nachweis und zur
Auszdhlung von Listeria monocytogenes und Listeria spp. - Teil 1: Nachweismethode

ISO 11290-2:2017. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum Nachweis und zur
Auszahlung von Listeria monocytogenes und von Listeria spp.

ISO 21528-1:2017. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum Nachweis und zur
Zahlung von Enterobacteriaceae - Teil 1: Nachweis von Enterobacteriaceae

ISO 21528-2:2017. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum Nachweis und zur
Zahlung von Enterobacteriaceae - Teil 2: Koloniezahlverfahren

ISO 21567:2004. Mikrobiologie von Lebensmitteln und Futtermitteln - Horizontales Verfahren zum
Nachweis von Shigella spp.

ISO 15213-2:2023. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum Nachweis und zur
Auszdhlung von Clostridium spp. - Teil 2: Auszdhlung von Clostridium perfringens mittels
Koloniezahlverfahren

ISO 10272-1:2017/Amd 1:2023. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zum
Nachweis und zur Auszdhlung von Campylobacter spp. - Teil 1: Nachweisverfahren - Anderung 1:
Aufnahme von Verfahren zur molekularen Bestatigung und ldentifizierung von thermotoleranten
Campylobacter spp., die Verwendung von Wachstumszuséatzen in Preston-Bouillon und Anderungen bei
der Leistungsprifung von Nahrmedien

ISO 11866-2:2005. Milch und Milcherzeugnisse - Auszdahlung von prasumptiven Escherichia coli - Teil 2:
Koloniezahlverfahren bei 44 °C unter Verwendung von Membranen

Fir den molekularen Nachweis von Krankheitserregern mittels gPCR:

ISO 22174:2005. Mikrobiologie von Lebensmitteln und Futtermitteln - Polymerase-Kettenreaktion (PCR)
zum Nachweis von lebensmittelbedingten Krankheitserregern - Allgemeine Anforderungen und
Definitionen

ISO/TS 13136:2012. Mikrobiologie von Lebens- und Futtermitteln - Echtzeit-Polymerase-Kettenreaktion
(PCR)-basiertes Verfahren zum Nachweis von lebensmittelbedingten Krankheitserregern - Horizontales
Verfahren zum Nachweis von Shiga-Toxin produzierenden Escherichia coli (STEC) und zur Bestimmung der
Serogruppen 0157, 0111, 026, 0103 und 0145
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ISO/TS 18867:2015. Mikrobiologie der Lebensmittelkette - Polymerase-Kettenreaktion (PCR) zum
Nachweis von lebensmittelbedingten Krankheitserregern - Nachweis von pathogenen Yersinia
enterocolitica und Yersinia pseudotuberculosis

ISO 15216-2:2019. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zur Bestimmung von
Hepatitis-A-Virus und Norovirus mittels RT-PCR in Echtzeit - Teil 2: Verfahren zum Nachweis

ISO/TS 17919:2013. Mikrobiologie der Lebensmittelkette - Polymerase-Kettenreaktion (PCR) zum
Nachweis von lebensmittelbedingten Krankheitserregern - Nachweis von Botulinum Typ A, B, E und F
Neurotoxin produzierenden Clostridien

ISO 15216-1:2017. Mikrobiologie der Lebensmittelkette - Horizontales Verfahren zur Bestimmung von
Hepatitis-A-Virus und Norovirus mittels Echtzeit-RT-PCR - Teil 1: Verfahren zur Quantifizierung

Da die offiziellen molekularen Nachweismethoden begrenzt sind, konnen in [SO-Dokumenten
beschriebene Methoden verwendet werden, wie z. B. ISO 18744:2016 (Mikrobiologie der
Lebensmittelkette - Nachweis und Auszdhlung von Cryptosporidium und Giardia in frischem Blattgemise
und Beerenfriichten), wobei anstelle der Mikroskopie Nukleinsduren aus dem Eluat fiir den molekularen
Nachweis isoliert werden.

Fir Metagenomanalysen und/oder WGS durch selektive Ganzgenom-Amplifikation kann die DNA

und/oder RNA direkt aus der Probe isoliert werden.

ANHANG I
Metadaten fiir Lebensmittelproben

Lebensmittelprobe

Proben-ID oder Barcode*

Datum und Uhrzeit der Probenahme*
Art der Probe/Arten (z. B. Rinderfleisch, Huhnerfleisch, Muscheln usw.)*

Zustand der Probe (gefroren, gekihlt, usw.)*

Zusatzliche Informationen zur Probe (z. B. Markenname)

Liste der zu analysierenden Parameter*

Ort der Probenentnahme*

Link zum Ausbruch (falls zutreffend)

Datum und Uhrzeit der Ankunft im Labor*

Ol N[O U] | W[N]

=
o

Temperatur der Probe*

=
[N

Grinde fur die Zurtickweisung der Stichprobe (Ja/Nein, Beschreibung)*

[uny
N

Sonstige Bemerkungen (falls zutreffend)
Labor-ID*

Name der Person, die die Probe erhalten hat*

[ER
w

-
S

=
(2}

Datum und Uhrzeit des Beginns der Laboranalyse*

Die Datenfelder 1-8 werden von der Person ausgefiillt, die die Probenahme vornimmt, wahrend die Felder
9-15 vom Laborpersonal ausgefiillt werden (die mit einem Sternchen gekennzeichneten Felder sind
obligatorisch).
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13. Croatian translation
13.1 SOP — humani i veterinarski (zZivotinjski) uzorci

Ispitivanje humanih i Zivotinjskih uzoraka odvija se u javnozdravstvenim laboratorijima predvidenima za
zdravstveni nadzor, istragu epidemija i dijagnostiku.

Prikupljanje klini¢kih uzoraka opisano je u brojnim dokumentima poput: “J. Michael Miller, Ph.D.
Handbook of Specimen Collection and Handling in Microbiology. Second Edition. 1985”,
“WHO/CDS/CSR/EDC/2000.4. Guidelines for the collection of clinical specimens during field investigation
of outbreaks (available at:
https://iris.who.int/bitstream/handle/10665/66348/WHO_CDS_CSR_EDC_2000.4.pdf), “Protocol to
investigate non-seasonal influenza and other emerging acute respiratory diseases. Geneva: World
Health Organization; 2018. (available at: https://www.who.int/publications/i/item/WHO-WHE-IHM-GIP-
2018.2)” and “Koneman's Color Atlas and Textbook of Diagnostic Microbiology 6th Edition”.

Prikupljanje veterinarskih uzoraka opisano je u: “Bildfell R. Collection and submission of laboratory
samples from animals. Merck Veterinary Manual” (available at: merckvetmanual.com/clinical-
pathology-and-procedures/collection-and-submission-of-laboratory-samples/collection-and-submission-
of-laboratory-samples-from-animals), pristupljeno studeni, 2023.

Osoba koja uzorkuje treba biti lijecnik (veterinar) ili pak druge struke, sposobna i ovlastena za izvrSenje
danog zadatka.

Osoba odgovorna za uzorkovanje, ispunjava relevantne podatke na obrascu uzorka. (Dodatak | za
humane i Dodatak Il za veterinarske uzorke).

Ako je obrazac uzorka u papirnatom obliku, sprema se u plasti¢nu vrecicu i potom stavlja u ambalazu
uzorka. Ako je obrazac uzorka u elektroni¢kom obliku, tada se enkriptira i osigurava snaznom zaporkom
te potom salje elektronickom postom laboratoriju.

U pravilu, uzorci za dokazivanje virusa trebaju stici u laboratorij u Sto kraéem roku nakon uzorkovanja. Za
vecinu klinickih uzoraka, preporuceno vrijeme dostave iznosi najvise 2 dana na temperaturi od 2 do 8 °C.
Ako je posiljka odgodena za vrijeme dulje od preporucenog (za specificnu vrstu uzorka), tada je
potrebito zamrznuti uzorak na temperaturi od -70 °C. U slu¢aju da bi uzorci bili podvrgnuti procesu DNA
i/ili RNA ekstrakcije bez prethodne obrade (npr. centrifugiranje), tada se takoder dostavljaju zamrznuti
na -70 °C (suhi led). U slucaju potrebe bakterioloske analize (kultivacije) prije podvrgavanja uzorka
molekularnim metodama, uzorak mora biti dostavljen laboratoriju unutar 24 sata pri temperaturi od 4
°C za stolicu i uzorke donjeg dijela diSnog sustava, ili na sobnoj temperaturi za obriske rektuma i gornjeg
diSnog sustava.

(WHO Laboratory testing for coronavirus disease (COVID-19) in suspected human cases: interim
guidance (https://www.who.int/publications/i/item/10665-331501).

Ako je ocekivano vrijeme dostave krace od najduljeg preporucenog vremena, uzorak se treba smjestiti
na ohladene pakete gela, ili Cuvati na temperaturi od 2 do 8 °C do trenutka slanja, osim ako nije
drugacije naznaceno.

Uzorak se treba smjestiti u prikladni spremnik koji odrZava preporucenu temperaturu (2-8 °Cili -70 °C) i
koji postoji u skladu s lokalnim i internacionalnim propisima transporta opasnog materijala razreda B.
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Po dolasku u laboratorij, ovlasteni analiti¢ar s dopustenjem za pristup osobnim podatcima, mjeri
temperaturu i biljezi fizicko stanje uzorka te sukladno tome popunjava relevantna polja na obrascu
uzorka.

Do trenutka analize uzorci se skladiste u primjerenim uvjetima, koji su za njih predvideni.
Uzorak se odbija ako:

- Uzorak nije oznacen ili je pogreSno oznacen

- Temperatura uzorka nije navedena u vezi s vrstom uzorka i zahtijevanim testom
- Vrijeme izmedu uzorkovanja i primitka uzorka je dulje od preporucenog

- Spremnik uzorka curi

- Postoje vidljive pukotine ili kakav oblik oStec¢enja na spremniku uzorka

- Volumen uzorka je manji od preporucenog

- Obvezna polja na obrascu nisu ispunjena

Ako se uzorak odbija, prikladni razlozi se navode u polje ,,Razlozi odbijanja uzorka“

Laboratorijski analiti¢ar (ovlasten za pristup osobnim informacijama) ispunjuje polje ,,Datum i vrijeme
pocetka laboratorijske analize” po pocetku analiticke procedure. Svi se podatci unose, ako je LIMS (engl.
Laboratory information management system) dostupan.

Kada su rezultati spremni, obrazac i rezultati Salju se kao izvjesSce putem elektronicke poste, prethodno
enkriptirani i osigurani zaporkom, epidemioloskoj sluzbi.
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DODATAK |

Podaci za humane uzorke

Klinicki uzorak

1 Identifikacijski broj uzorka ili barkod (crti¢ni kod)*
2 Datum i vrijeme uzorkovanja*

3 Vrsta uzorka (npr. krv, obrisak nazofarinksa, i sl.)*
4 Uvjeti ¢uvanja uzorka (zamrznut, ¢uvan na temperaturi hladnjaka, sobne temperature)*
5 Mijesto uzorkovanja (drzava)*

6 Popis parametara za analizu*

7 Ime i adresa pacijenta

8 Datum i vrijeme prispijeca u laboratorij*

9 Temperatura uzorka*

10 | Razlozi odbijanja uzorka (Da/Ne, objasnjenje)*

11 | Identifikacijski broj laboratorija*

12 | Ime osobe koja je primila uzorak*

13 | Datum i vrijeme pocetka laboratorijske analize*
14 | Mjesto uzorkovanja (to¢no koje)

15 |Ime pacijenta

16 | Dob pacijenta

17 | Spol pacijenta

18 | Simptomi bolesti u pacijenta (ako postoje)

19 | Pocetak pojave simptoma (ako je primjenjivo)

20 | Povijest putovanja

21 | Cijepni status (ako je primjenjivo)

22 | Komorbiditeti

23 | Farmakoterapija (ako je primjenjivo)

24 | Dodatne informacije o pacijentu

Polja 1-7 i 14-24 ispunjava osoba koja izvodi uzorkovanje, dok polja 8-13 ispunjava laboratorijsko osoblje
(polja oznacena sa zvjezdicom (*) su obvezna).
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Imajte na umu da su polja koja se odnose na pacijenta (14-24) podloZna promjenama u skladu s vrstom
patogena i svrhom analize. Takoder, polja koja nisu oznacena kao obvezna, mogu postati obvezna ako je

to potrebno (npr. pracenje kontakta oboljelih).

DODATAK I

Podatci za veterinarske uzorke

Veterinarski uzorak

1 Identifikacijski broj uzorka ili barkod (crti¢ni kod)*

2 Datum i vrijeme uzorkovanja*

3 Zivotinjska vrsta*

4 Vrsta uzorka (npr. urin, stolica, bioptat, i sl.)*

5 Dodatne informacije o uzorku

6 Popis parametara za analizu*

7 Mijesto uzorkovanja ili adresa farme*

8 Datum i vrijeme prispijeca u laboratorij*

9 Temperatura uzorka*

10 | Razlozi odbijanja uzorka (Da/Ne, objasnjenje)*

11 | Identifikacijski broj laboratorija*

12 | Ime osobe koja je primila uzorak*

13 | Datum i vrijeme pocetka laboratorijske analize*

14 | Dob ili spol Zivotinje

15 | Simptomi bolesti u Zivotinje (ako postoje)

16 | Pocetak pojave simptoma (ako je primjenjivo)

17 | Farmakoterapija

18 | Dodatne informacije o pacijentu

Polja 1-7 i 14-18 ispunjava osoba koja izvodi uzorkovanje, dok polja 8-13 ispunjava laboratorijsko osoblje

(polja oznacena sa zvjezdicom (*) su obvezna).

Imajte na umu da su polja (14-18) podloZna promjenama u skladu s vrstom patogena i svrhom analize.
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13.2 SOP — uzorci vode

U svrhu javnozdravstvenog nadzora, vode iz razliitih izvora i uzorci otpadnih voda redovito se ispituju
radi procjene parametara kvalitete i prisustva patogena. Tisu uzorci korisni za dokazivanje izvora bolesti
koje se prenose vodom, za praéenje nastanka rezistencije na antibiotike na farmamaii sl.

Uzorkovanje se provodi sukladno 1SO 19458:2006 i/ili ISO metodama odgovarajucim za specifi¢ne
patogene navedene ispod (Dodatak I). Zdravstveni nadzor nad SARS-CoV-2 putem otpadnih voda
provodi se sukladno smjernicama Svjetske zdravstvene organizacije, dostupnima na linku:
https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1
(pristupljeno 2023-12-10).

Uzorci vode prikupljaju se u (€istim) sterilnim bocama. Boce mogu biti staklene, koje se mogu ponovno
se koristiti nakon sterilizacije, ili plasti¢ne. Neovisno o materijalu, boce namijenjene za uzorkovanje vode
za pi¢e moraju sadrzavati natrijev tiosulfat (20mg/L) radi neutralizacije rezidualnog klorida.

Ako je potreban veci volumen vode (npr. za identifikaciju Cryptosporidium spp., Norovirus spp.) mogu se
koristiti i veci spremnici, koji takoder trebaju biti Cisti i sterilni. U tom sluc¢aju, mogu se izvesti filtracija i
sedimentacija in situ, kako bi se izbjegle prepreke vezane uz transport i odrzavanje niske temperature
veceg volumena tekucine.

Ako se uzorkovanje izvodi uranjanjem boce, tada ona treba biti sterilna s vanjske i s unutarnje strane i
kao takva biti skladistena u prikladnome spremniku (npr. plasti¢noj vrecici ili aluminijskoj foliji) do
trenutka uzorkovanja.

Konacno, uzorkovanje se moze izvoditi koristenjem pumpi ili posebnog pribora za uzorkovanje. Bez
obzira na metodu uzorkovanja, mora se izbjeéi kontaminacija uzorka putem pribora za uzorkovanje.

Nakon uzorkovanja i zatvaranja boce, ¢ep se omata aluminijskom folijom ili parafilmom kako bi se
izbjegla kontaminacija.

Uzorak se mora modi jasno identificirati s oznakom na samoljepljivoj traci ili s barkodom.
Osoba koja je uzorkovala ispunjava relevantna polja na obrascu uzorka (Dodatak Il).

Ako je obrazac uzorka u papirnatom obliku, sprema se u plasti¢nu vrecicu i potom stavlja u ambalazu
uzorka. Ako je obrazac uzorka u elektroni¢kom obliku, tada se Salje elektronickom poStom laboratoriju.

Uzorci se $alju laboratoriju ¢uvani na temperaturi hladnjaka. Idealna temperatura uzorka trebala bi se
odrZavati na razini od 513 °C do analize, osim ako nisu navedeni drugaciji uvjeti za specificnog patogena.

Po dolasku u laboratorij, osoba koja zaprima uzorak biljeZi njegovu temperaturu i stanje te potom
ispunjava relevantna polja u obrascu uzorka. Uzorci se skladiSte u odgovarajuéim uvjetima, kako je
naznaceno.

Uzorak se odbija ako:

- Uzorak nije oznacen ili je pogresno oznacen
- Temperatura uzorka visa je od 10 °C (osim ako nije drugacije naznaceno u odgovarajucoj ISO metodi)
- Vrijeme izmedu uzorkovanja i primitka uzorka je dulje od preporucenog
- Spremnik uzorka curi
- Postoje vidljive pukotine ili kakav oblik oSteé¢enja na spremniku uzorka
Volumen uzorka je manji od preporucenog
- Obvezna polja na obrascu nisu ispunjena
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Ako se uzorak odbija, prikladni razlozi se navode u polje , Razlozi odbijanja uzorka“.

Laboratorijski analiticar ispunjava polje ,,Datum i vrijeme pocetka laboratorijske analize” po pocetku
analiticke procedure. Svi se podatci unose, ako je LIMS dostupan.

Kada su rezultati spremni, obrazac i rezultati $alju se kao izvjeS¢e putem elektronicke poste
epidemioloskoj sluzbi

DODATAK |

Sluzbene smjernice za detekciju i/ili brojanje patogena.

Za izolaciju bakterija te izvodenje WGS-a:

ISO 11731:2017. Water quality. Enumeration of Legionella

ISO 7899-2:2000 Water quality — Detection and enumeration of intestinal enterococci — Part 2:
Membrane filtration method

ISO 19250:2010 Water quality — Detection of Salmonella spp.

ISO 14189:2013 Water quality — Enumeration of Clostridium perfringens — Method using membrane
filtration

ISO 9308-3:1998/Cor 1:2000 Water quality — Detection and enumeration of Escherichia coli and
coliform bacteria — Part 3: Miniaturized method (Most Probable Number) for the detection and
enumeration of E. coli in surface and wastewater — Technical Corrigendum 1

ISO 9308-1:2014/Amd 1:2016 Water quality - Enumeration of Escherichia coli and coliform bacteria -
Part 1: Membrane filtration method for waters with low bacterial background flora - Amendment 1

ISO 6461-2:1986 Water quality — Detection and enumeration of the spores of sulfite-reducing
anaerobes (clostridia) — Part 2: Method by membrane filtration

Za molekularno dokazivanje patogena putem gPCR:

ISO/TS 12869:2019 Water quality. Detection and quantification of Legionella spp. and/or Legionella
pneumophila by concentration and genic amplification by quantitative polymerase chain reaction
(gPCR).

“Environmental surveillance for SARS-CoV-2 to complement other public health surveillance” The most
recent guidelines for SARS-CoV-2 detection and enumeration in Wastewater samples
(https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1). Postupak
se moze koristiti i za nadzor drugih virusa koji se izlu€uju u fecesu, poput virusa influence i RSV-a.

Kako su sluzbene molekularne metode ogranic¢ene, mogu se koristiti koncentracijske metode opisane u
ISO dokumentima; poput ISO 15553:2006 (Water quality — Isolation and identification of
Cryptosporidium oocysts and Giardia cysts from water) i nukleinske su kiseline izolirane iz koncentrata
radi molekularne detekcije.

se izolirati iz koncentrata uzoraka ili direktno iz uzorka.
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DODATAK II

Podatci za uzorke vode

Uzorak vode (otpadne vode)

1 Identifikacijski broj uzorka ili barkod (crti¢ni kod)*

2 Datum i vrijeme uzorkovanja*

3 Vrsta uzorka (npr. otpadna voda, jezerska voda, vodovodna voda, i sl.)*
4 Dodatne informacije o uzorku (povrsinsko uzorkovanje, dubina uzorkovanja, i sl.)
5 Popis parametara za analizu*

6 Mijesto uzorkovanja*

7 Povezanost s izbijanjem epidemije (ako je primjenjivo)

8 Datum i vrijeme prispijeca u laboratorij*

9 Temperatura uzorka*

10 | Razlozi odbijanja uzorka (Da/Ne, objasnjenje)*

11 | Ostale napomene (ako postoje)

12 | Identifikacijski broj laboratorija*

13 | Ime osobe koja je primila uzorak*

14 | Datum i vrijeme pocetka laboratorijske analize*

Polja 1-7 ispunjava osoba koja izvodi uzorkovanje, dok polja 8-14 ispunjava laboratorijsko osoblje (polja
oznacena sa zvjezdicom (*) su obvezna).
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13.3 SOP — Uzorci hrane

Uzorci hrane redovito se ispituju u svrhu javno zdravstvenog nadzora i/ili tijekom epidemija koje se
prenose hranom. Uzorkovanje se mora izvoditi u skladu s ISO/TS 17728:2015 i/ili ISO metodama
odgovarajuéim za specificne patogene navede ispod (Dodatak 1).

Uzorkovanje i rukovanje uzorcima treba biti ispravno, a uzorak treba biti reprezentativan za cjelinu koja
se uzorkuje. Postupci uzorkovanja izvode se jednoznacno. Reprezentativni uzorak je klju¢an kada su
patogeni i toksini sporadi¢no raspodijeljeni unutar hrane. Broj jedinica koji sacinjavaju jedan
reprezentativni uzorak iz namijenjene cjeline prehrambene namirnice moraju biti statisticki znacajni.
Jedinice uzorka trebaju imati minimalno 100 grama uzorka kao jedni¢an uzorak ili podijeljeno, npr. etiri
uzorka mase 25 grama u razli¢itim spremnicima mogu sacinjavati jednu jedinicu uzorka.

Jedinice uzorka uzorkuju se nasumicno kako bi osigurali reprezentativnost uzorka. Prazni se spremnici
uzorka koriste kao kontrole kada se spremnici koriste za uzorkovanje.

Ako je to moguce, uzorci se Salju laboratoriju u originalnim neotvorenim spremnicima. Ako to nije
moguce, reprezentativni dio premjesta se u sterilne spremnike u asepti¢kim uvjetima koristedi
sterilizirane Zlice, pincete, Spatule i Skare od nehrdajuceg celika.

Spremnici trebaju biti Cisti, suhi, nepropusni, Sirokog-grla, sterilni i velicine prikladne vrsti uzorka. Po
potrebi spremnici (metalne kutije, konzerve, paketi, i sl.) trebaju biti hermeticki zatvoreni. Stakleni se
spremnici izbjegavaju kako bi se minimizirala opasnost loma i posljedi¢ne kontaminacije uzorka hrane.
Vrecice se ne smiju prepuniti kako bi se izbjeglo probijanje kod zatvaranja zicom.

Suha ili konzervirana hrana koja nije kvarljiva, i koja je uzorkovana na sobnoj temperaturi, ne treba se
Cuvati na temperaturi hladnjaka (od 3 do 8 °C). Prehrambeni proizvodi koji su zamrznuti ili koji se moraju
¢uvati u hladnjaku prenose se kao takvi u spremnike s dobrom izolacijom kako bi njihova temperatura
ostala nepromijenjena. Zamrznuti uzorci prenose se u prethodno ohladenim spremnicima.

Svaka jedinica uzorka mora se modi jasno identificirati s oznakom na samoljepljivoj traci ili s barkodom.
Imajte na umu da tinta flomastera mozZe prodrijeti kroz plasti¢ni spremnik.

Osoba koja je uzorkovala ispunjava relevantna polja na obrascu uzorka.

Ako je obrazac uzorka u papirnatom obliku, sprema se u plasti¢nu vreéicu i potom stavlja u ambalazu
uzorka. Ako je obrazac uzorka u elektroni¢ckom obliku, tada se Salje elektronickom poStom laboratoriju.

Datum i vrijeme dolaska svakog uzorka treba se zabiljeziti u laboratoriju. Zamrznuti uzorci uvijek se
cuvaju zamrznuti. Spremnici trebaju biti u stanju odrzavati temperaturu izmedu 0i 4 °C od trenutka
uzorkovanja do dospijeéa u laboratorij svim uzorcima koji se Cuvaju na temperaturi hladnjaka, osim u
sluéaju skoljki i temeljca od skoljki. Uzorci koji se ¢uvaju na temperaturi hladnjaka ne bi se smijeli
zamrznuti i analiziraju se unutar 36 sati od uzorkovanja, osim ako to nije drugacije naznaéeno. Oljustene
Skoljke ¢uvaju se iznad temperature ledista te ispod 10 °C, a pregledavaju se idealno unutar 6 satii niu
kojem slucaju nakon Sto je proslo 24 sata od uzorkovanija.

Po dolasku u laboratorij, osoba koja prima uzorak biljeZi njegovu temperaturu i stanje. Spremnici se
pregledavaju radi nekih grubljih oStecenja. Plasti¢ne vrecice i boce pregledavaju se zbog poderotina,
rupica i tragova uboda. Ako su jedinice uzorka ¢uvane u plasti¢nim bocama, boce se pregledavaju radi
lomova i labavih poklopaca. Ako su se koristile plasti¢ne vredice, Zicama kojima su zatvorene, ne bi
smjele biti probusene susjedne vrecice.

Uzorak se odbija ako:

Temperatura uzorka nije u skladu s navedenim preporukama
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Vrijeme izmedu uzorkovanja i primitka uzorka je dulje od preporucenog

Spremnik uzorka curi

Postoje vidljive pukotine ili kakav oblik oste¢enja na spremniku uzorka

Koli¢ina uzorka je manja od preporucene

Obvezna polja na obrascu nisu ispunjena

Ako se uzorak odbija, prikladni razlozi se navode u polje ,Razlozi odbijanja uzorka“.

Ako se uzorak ne moZe odmah analizirati, skladisti se na -20 °C (ako je ve¢ zamrznut) ili na temperaturi
od 0 do 4 °C (rashladeni nesmrznuti kvarljivi uzorci) do trenutka analize. Vrijeme skladistenja ne bi
smjelo biti dulje od 36 sati. Nekvarljiva, konzervirana ili suha hrana ¢uva se na sobnoj temperaturi do
analize.

Ovisno o zahtjevima testiranja, uzorci se obraduju po razli¢itim ISO metodama ili u skladu s
preporukama internacionalnih ili nacionalnih tijela koja opisuju postupak obrade uzoraka.

Laboratorijski analiti¢ar ispunjuje polje ,,Datum i vrijeme pocetka laboratorijske analize” po pocetku
analiticke procedure. Svi se metapodatci unose, ako je LIMS dostupan.

Kada su rezultati spremni, obrazac i rezultati Salju se kao izvjeS¢e putem elektronic¢ke poste
epidemioloskom zavodu, osim u slucaju da im je omogucen uvid u podatke putem LIMS-a.

DODATAK I
Sluzbene smjernice za detekciju i/ili brojanje patogena.

Za izolaciju bakterija te izvodenje WGS-a:

ISO 23418:2022 Microbiology of the food chain — Whole genome sequencing for typing and genomic
characterization of bacteria — General requirements and guidance

ISO 6579-1:2017/Amd 1:2020 Microbiology of the food chain — Horizontal method for the detection,
enumeration and serotyping of Salmonella — Part 1: Detection of Salmonella spp. — Amendment 1:
Broader range of incubation temperatures, amendment to the status of Annex D, and correction of the
composition of MSRV and SC

ISO 6579-1:2017. Microbiology of the food chain — Horizontal method for the detection, enumeration
and serotyping of Salmonella — Part 1: Detection of Salmonella spp.

ISO 6888-1:2021/Amd 1:2023. Microbiology of the food chain — Horizontal method for the
enumeration of coagulase-positive staphylococci (Staphylococcus aureus and other species) — Part 1:
Method using Baird-Parker agar medium — Amendment 1

ISO 6888-2:2021/Amd 1:2023. Microbiology of the food chain — Horizontal method for the
enumeration of coagulase-positive staphylococci (Staphylococcus aureus and other species) — Part 2:
Method using rabbit plasma fibrinogen agar medium — Amendment 1

ISO 7251:2005/Amd 1:2023. Microbiology of food and animal feeding stuffs — Horizontal method for
the detection and enumeration of presumptive Escherichia coli — Most probable number technique —
Amendment 1: Inclusion of performance testing of culture media and reagents

ISO 7932:2004. Microbiology of food and animal feeding stuffs — Horizontal method for the
enumeration of presumptive Bacillus cereus — Colony-count technique at 30 °C
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ISO 10272-2:2017. Microbiology of the food chain — Horizontal method for detection and enumeration
of Campylobacter spp. — Part 2: Colony-count technique

ISO 10273:2017. Microbiology of the food chain — Horizontal method for the detection of pathogenic
Yersinia enterocolitica

ISO 11290-1:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Listeria monocytogenes and of Listeria spp. — Part 1: Detection method

ISO 11290-2:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Listeria monocytogenes and of Listeria spp. — Part 2: Enumeration method
ISO 21528-1:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Enterobacteriaceae — Part 1: Detection of Enterobacteriaceae

ISO 21528-2:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Enterobacteriaceae — Part 2: Colony-count technique

ISO 21567:2004. Microbiology of food and animal feeding stuffs — Horizontal method for the detection
of Shigella spp.

ISO 15213-2:2023. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Clostridium spp. — Part 2: Enumeration of Clostridium perfringens by colony-count
technique

ISO 10272-1:2017/Amd 1:2023. Microbiology of the food chain — Horizontal method for detection and
enumeration of Campylobacter spp. — Part 1: Detection method — Amendment 1: Inclusion of methods
for molecular confirmation and identification of thermotolerant Campylobacter spp., the use of growth
supplement in Preston broth and changes in the performance testing of culture media

ISO 11866-2:2005. Milk and milk products — Enumeration of presumptive Escherichia coli — Part 2:
Colony-count technique at 44 °C using membranes

For molecular detection of pathogens by gPCR:

ISO 22174:2005. Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for
the detection of food-borne pathogens — General requirements and definitions

ISO/TS 13136:2012. Microbiology of food and animal feed — Real-time polymerase chain reaction (PCR)-
based method for the detection of food-borne pathogens — Horizontal method for the detection of
Shiga toxin-producing Escherichia coli (STEC) and the determination of 0157, 0111, 026, 0103 and

0145 serogroups

ISO/TS 18867:2015. Microbiology of the food chain — Polymerase chain reaction (PCR) for the detection
of food-borne pathogens — Detection of pathogenic Yersinia enterocolitica and Yersinia
pseudotuberculosis

ISO 15216-2:2019. Microbiology of the food chain — Horizontal method for determination of hepatitis A
virus and norovirus using real-time RT-PCR — Part 2: Method for detection

ISO/TS 17919:2013. Microbiology of the food chain — Polymerase chain reaction (PCR) for the detection
of food-borne pathogens — Detection of botulinum type A, B, E and F neurotoxin-producing clostridia
ISO 15216-1:2017. Microbiology of the food chain — Horizontal method for determination of hepatitis A

virus and norovirus using real-time RT-PCR — Part 1: Method for quantification

As official molecular detection methods are limited, methods described in ISO documents may be used
such as I1SO 18744:2016 (Microbiology of the food chain — Detection and enumeration of
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Cryptosporidium and Giardia in fresh leafy green vegetables and berry fruits) and instead of microscopy,

nucleic acids are isolated from the eluate for molecular detection.

Za metagenomsku analizu, i/ili WGS selektivhom cjelogenomskom amplifikacijom, DNA i/ili RNA se
mogu izolirati direktno iz uzorka.

DODATAKII
Metapodatci za uzorke hrane

Uzorak hrane

1 Identifikacijski broj uzorka ili barkod (crti¢ni kod)*

2 Datum i vrijeme uzorkovanja*

3 Vrsta uzorka (npr. govede meso, piletina, Skoljke, i sl.)*

4 Stanje uzorka (zamrznuto, ohladeno na temperaturi hladnjaka, i sl.)*

5 Dodatne informacije o uzorku (npr. naziv proizvodaca)

6 Popis parametara za analizu*

7 Mijesto uzorkovanja*

8 Povezanost s izbijanjem epidemije (ako je primjenjivo)

9 Datum i vrijeme prispijeca u laboratorij*

10 | Temperatura uzorka*

11 | Razlozi odbijanja uzorka (Da/Ne, objasnjenje)*

12 | Ostale napomene (ako postoje)

13 | Identifikacijski broj laboratorija*

14 | Ime osobe koja je primila uzorak*

15 | Datum i vrijeme pocetka laboratorijske analize*

Polja 1-8 ispunjava osoba koja izvodi uzorkovanje, dok polja 9-15 ispunjava laboratorijsko osoblje (polja

oznacena sa zvjezdicom (*) su obvezna).
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14.Hungarian translation
14.1 SOP - Klinikai (és allatgyégyaszati) mintak

A kozegészségligyi laboratériumokban klinikai és allatgydgyaszati mintak vizsgalatat végzik surveillance
tevékenység, a jarvanykitorések kivizsgalasa és a diagndzis feldllitasa céljabal.

A klinikai mintak gy(jtését kilonb6z6 dokumentumok irjak le, mint példaul a "J. Michael Miller, Ph.D.
Handbook of Specimen Collection and Handling in Microbiology". Masodik kiadds. 1985”,
“WHO/CDS/CSR/EDC/2000.4. Guidelines for the collection of clinical specimens during the field
investigation of outbreaks (elérheté:
https://iris.who.int/bitstream/handle/10665/66348/WHQO_CDS_CSR_EDC_2000.4.pdf), "Protocol to
investigate non-seasonal influenza and other emerging acute respiratory diseases. Genf: Egészségligyi
Vildgszervezet; 2018. (elérhet6: https://www.who.int/publications/i/item/WHO-WHE-IHM-GIP-2018.2)"
és "Koneman's Color Atlas and Textbook of Diagnostic Microbiology 6th Edition".

Az allatorvosi mintavételt a "Bildfell R. Az allatokbdl szdrmazd laboratéoriumi mintdk gydjtése és
benyujtasa" cim({ dokumentum ismerteti. Merck Veterinary Manual" (elérhet6 a kovetkezd cimen:
merckvetmanual.com/clinical-pathology-and-procedures/collection-and-submission-of-laboratory-
samples/collection-and-submission-of-laboratory-samples-from-animals), elérés: 2023. november.

A klinikai mintakat orvosnak (allatok esetében allatorvosnak) vagy mas illetékes és felhatalmazott
személynek kell gyGjtenie. A mintakat a minta méretével ardnyos méret(i, megfelel§ taroléedényekbe kell
helyezni. A mintdkat megfelel6en megjel6lt ragasztdszalaggal vagy vonalkddcsikkal kell azonositani.

A mintavételért felel6s személynek ki kell toltenie a mintaformanyomtatvany megfelel6 adatmezéit (1. és
II. melléklet a klinikai (human), illetve az allatgydgyaszati mintak esetében).

Ha a mintapapir formanyomtatvany papiralapu, azt mlanyag zacskdba zarjak, és a mintacsomagoldsba
helyezik. Ha ez egy tablazat, akkor titkositva és er@s jelszéval védve e-mailben elkiildik a fogadd
laboratériumnak.

Altaldban a virus kimutatdsara szant mintaknak a gydjtés utdn a lehetd leghamarabb be kell érkezniiik a
laboratériumba. A legtdbb klinikai minta esetében a javasolt szallitasi id6 legfeljebb 2 nap 2-8° C-on. Ha a
szdllitds az adott mintatipusra ajanlott szallitasi id6nél hosszabb ideig késik, a mintat -70 °C-on kell
lefagyasztani. Amennyiben a mintdkat kozvetlentil DNS és/vagy RNS extrakcidnak vetik ald el6zetes
feldolgozas, pl. centrifugalas nélkil, a mintakat lehet6ség szerint -70° C-on (szarazjégen) fagyasztva kell a
laboratériumba kiildeni. Amennyiben a molekuldris médszerek alkalmazasa el6tt bakterioldgiai elemzésre
(tenyésztésre) van szikség, a mintat széklet vagy also |éguti mintak esetén 24 6ran beldl 4° C-on, illetve
végbéltampon és felsé léguti mintak esetén szobahémérsékleten kell a laboratériumba szallitani.

(A WHO ideiglenes iranymutatasa koronavirusos megbetegedés (COVID-19) gyanus human esetek
laboratériumi vizsgalatara: (https://www.who.int/publications/i/item/10665-331501).

Ha a szallitasi id6 varhatdan révidebb lesz, mint a maximalisan elfogadhatd, a mintat a szallitasdig h(it6gél-
csomagokra vagy 2-8° C-ra kell tenni, kivéve, ha masképp nem jelzik.

A mintat megfelel6 taroldedénybe kell csomagolni, amely megtartja az ajanlott hémérsékletet (2-8° C
vagy -70° C), és megfelel a B osztalyl veszélyes anyagok szallitdsara vonatkozd helyi/nemzetkézi
elGirasoknak.

44


https://iris.who.int/bitstream/handle/10665/66348/WHO_CDS_CSR_EDC_2000.4.pdf)
https://www.who.int/publications/i/item/WHO-WHE-IHM-GIP-2018.2
https://www.who.int/publications/i/item/10665-331501

A laboratdériumba érkezéskor a személyes adatokhoz valé hozzaférésre jogosult elemz6 rogziti a
hémérsékletet, és feljegyzi annak fizikai allapotat. Ennek megfelel6en kit6lti a mintadirlap megfeleld
mezdit.

A mintakat az eredmények elemzéséig megfeleld korliimények kdzott, a jelzetteknek megfelelGen kell
tarolni.

A mintat el kell utasitani, ha:

A mintdk nem vagy tévesen vannak cimkézve.

A minta hémérséklete nem a minta tipusanak és a kért vizsgalatnak elGirt tartomanyban van.
A mintagy(jtés és a minta atvétele kozott eltelt id6 hosszabb, mint az ajanlott idGtartam.

A mintatartaly szivarog

A tartdlyon repedések vagy barmilyen sériilés lathaté.

A minta mennyisége kevesebb, mint az ajanlott

Az adatlap kotelez6 mez6i nincsenek kitoltve

Elutasitds esetén a formanyomtatvdny "A minta elutasitasanak okai" mez6jében meg kell jeldlni az
elutasitas pontos okat.

A (személyes adatokhoz val6 hozzaférésre jogosult) laboratdriumi elemz6 a vizsgélati folyamat inditasakor
kitolti a "Datum és idGpont, a a laboratériumi vizsgdlat megkezdésekor" mez6t. Ha a LIMS szoftver
rendelkezésre all, az 6sszes metaadatot importalja.

Amikor az eredmények elkésziiltek, az (irlapot és a laboratdriumi leletet titkositva és erGs jelszéval védve
e-mailben elkildik a jarvanylgyi osztalyra, vagy az adatok LIMS szoftveren keresztiil is elérhet6ek.
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I. MELLEKLET

Klinikai human mintak metaadatai

Klinikai minta
1 Mintaazonosit6 vagy vonalkdd*
2 A mintavétel datuma és idépontja*
3 A minta tipusa (pl. vér, orrgarati tampon stb.)*
4 A minta szallitasi dllapota (fagyasztva, hiitve, szobah6mérsékleten)*
5 A mintavétel helye (csak orszag)*
6 Az elemzendG paraméterek listaja*
7 A beteg neve és cime
8 A laboratériumba érkezés datuma és idépontja*
9 A minta h6mérséklete*
10 | A minta elutasitdsanak okai (igen/nem, leirds)*
11 Laboratériumi azonosité*
12 | A mintat atvevé személy neve*
13 | Alaboratdriumi elemzés megkezdésének datuma és id6pontja*
14 | A mintavétel helye (pontos)
15 Paciens neve
16 | A beteg életkora
17 A beteg neme
18 | A beteg tiinetei (ha vannak)
19 | Atlnetek kezdete (adott esetben)
20 Utazasi anamnézis
21 Oltasi statusz (adott esetben)
22 | Tarsbetegségek
23 Gyogyszerek (ha van ilyen)
24 | Tovabbiinformacidk a betegrél

Az 1-7. és 14-24. adatmez6t a mintavételt végz6 személy tolti ki, mig a 8-14. adatmez6t a laboratdriumi

személyzet (a csillaggal jelolt mezdk kitoltése kotelezd).

Vegye figyelembe, hogy a betegadat-mez6k (14-24) a kérokozotdl és az elemzés céljatdl fuggben
maddosulhatnak. A nem koételez6nek feltlintetett mezék is kotelez6vé valhatnak, ha példaul a beteg

"kontaktuskovetésére" van sziikség.
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Il. MELLEKLET

Allatorvosi mintak metaadatai

Allatorvosi minta
1 Mintaazonosit6 vagy vonalkdd*
2 A mintavétel datuma és id6pontja*
3 Allatfaj*
4 A minta tipusa (pl. vizelet, széklet, biopszia stb.)*
5 Tovabbi mintainformacidk
6 Az elemzendG paraméterek listaja*
7 A mintavétel helye vagy a gazdasag cime*
8 A laboratériumba érkezés datuma és idépontja*
9 A minta h6mérséklete*
10 | A minta elutasitasanak okai*
11 Laboratériumi azonosité*
12 | A mintat atvevé személy neve*
13 | Alaboratériumi elemzés megkezdésének datuma és id6pontja*
14 Az allat kora vagy neme
15 | Allati tiinetek (ha vannak)
16 | Atlnetek kezdete (adott esetben)
17 Gyogyszerek (ha van ilyen)
18 Tovabbi informacidk az allatrol

Az 1-8. és 14-18. adatmezsSt a mintavételt végz6 személy tolti ki, mig a 8-13. adatmez6t a laboratériumi
személyzet (a csillaggal jelolt mezdk kitoltése kotelezd).

Megjegyzendd, hogy a (14-24) mezbk a kdrokozétol és az elemzés céljatdl figgben valtozhatnak.
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14.2 SOP - Vizmintak

A kozegészséglgyi surveillance-ok keretében a kiilonb6z6 forrdsokbdl szdrmazé viz- és a
szennyvizmintdkat rendszeres vizsgdlatoknak vetik ald a minGségi paraméterek és a kdrokozdk
jelenlétének felmérése céljabdl. Tovabbd hasznalhatéak a vizzel terjedd jarvanyok forrasanak
felderitésére, jarvanylgyi okokbdl végzettkdrokozod-terhelés mérésére a kozosségben, vagy antibiotikum-
rezisztencia markerek kimutatasara allattenyészt6 gazdasagokban stb.

A mintavételt az 1ISO 19458:2006 és/vagy az alabbiakban felsorolt specifikus kdrokozéknak megfeleld ISO-
modszereknek megfelelGen kell elvégezni (1. melléklet). A szennyvizalapu SARS-CoV-2 felligyeletet a WHO
iranymutatasai szerint kell végezni, amelyek a
https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1 oldalon
talalhatok (hozzaférés: 2023-12-10).

A vizmintakat tiszta, steril palackokba kell gy(jteni, amelyek késziilhetnek Givegbdl, mivel sterilizalas utan
Ujra felhasznalhatdk, vagy miianyagbdl. Az emberi fogyasztasra szant viz mintavételére szant palackoknak
az anyagtdl fuggetlentl natrium-tioszulfatot (20 mg/l) kell tartalmazniuk a maradék klér semlegesitésére.

Ha nagy mennyiségli vizre van sziikség (pl. Cryptosporidium, Norovirus), nagyobb tartdlyok is
hasznalhatdk, de ezeknek mindig tisztanak és sterilnek kell lennitik. Alternativ megoldasként a sz(irés vagy
Ulepités helyben is elvégezhetd, hogy elkeriilhetéek legyenek a nagy mennyiség( folyadék szallitasaval és
hitésével kapcsolatos nehézségek.

Ha a mintavételt a palack aldmeritésével kell végezni, akkor azt kivil és belil sterilnek kell lennie, és a
mintavételig megfelel6 taroléeszkdzben, pl. mianyag zacskdban vagy aluminiumfdlidban kell tartani. A
meritéshez a palackot steril kesztylvel vagy steril eszkdzzel (pl. sterilizdlhatd rud vagy csipesz) kell
megfogni.

Végs6 soron a mintavétel vizszivattyukkal vagy a mintavétel céljara alkalmas specidlis mintavevékkel is
végezhet6. Az alkalmazott mintavételi mdodszertél figgetlendl el kell kerllni a minta a mintavételi
berendezésbdl vagy a kdrnyezetbdl adddd szennyezddését.

A szennyez6dések megel6zése érdekében a mintavétel utan a palackot le kell zarni, és a kupakot
aluminiumfdlidval vagy parafilmmel kell becsomagolni.

A mintat egy megfelel6en jelolt maszkoldszalaggal vagy vonalkddcsikkal kell azonositani.
A mintavételt végzs6 személy kitolti a mintavételi tGrlapon a megfelel§ adatmezéket (Il. melléklet).

Ha papiralapul az (Grlap, akkor mianyag zacskéba kell zarni, és a mintacsomagoldsba helyezni. Ha a
nyomtatvany egy elektronikus tablazat, akkor azt e-mailben elkiildik a fogadd laboratériumnak.

A mintakat htve kell a laboratériumba kildeni, és a mintak h6mérsékletét idealis esetben 5+3° C-on kell
tartani a vizsgalatig, kivéve, ha az adott kérokozo esetében mas feltételek sziikségesek.

A laboratériumba érkezéskor a mintat atvevs személy rogziti a hGmérsékletet és feljegyzi a minta fizikai
allapotat. Ennek megfelel6en kitolti a minta formanyomtatvany megfelel6 rovatait. A mintdkat a
jelzetteknek megfelel6en megfelel§ korilmények kdzott kell tarolni.

A mintat elutasitjak, ha:
A mintak nem vagy tévesen vannak cimkézve.

A minta hémérséklete meghaladja a 10° C-ot (kivéve, ha a megfelel6 1ISO-mddszerben masként van
meghatdarozva).
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A mintavételtdl szamitott id6 hosszabb, mint az ajanlott
A mintatartaly szivarog

A tartdlyokon repedések vagy barmilyen sériilés lathato.
A minta mennyisége kisebb, mint az ajanlott

Az adatlap kotelez6 mez6i nincsenek kitoltve

Elutasitds esetén a formanyomtatvdny "A minta elutasitdsanak okai" mezdjében meg kell jelélni az
elutasitas pontos okat.

A laboratdriumi elemz6 a vizsgdlat inditdsakor kitolti a "" Datum és id6pont, a a laboratériumi vizsgalat
megkezdésekor " mez6t. Ha a LIMS szoftver rendelkezésre dll, az 6sszes metaadat importalasra kerdl.

Amikor az eredmények elkésziilnek, a nyomtatvanyt az eredményjelentéssel egyiitt e-mailben elkiildik a
jarvanylgyi osztalyra, vagy az adatok a LIMS szoftveren keresztil is elérhet6k.

I. MELLEKLET
Hivatalos iranymutatasok a kdrokozdk kimutatasara és/vagy mennyiségi meghatarozasara.

Baktériumtelepek izolaldasa a WGS elvégzéséhez:

ISO 11731:2017. Vizmin6ség. A Legionella mennyiségi meghatarozasa

ISO 7899-2:2000 Vizmin&ség. A bél-eredetl enterococcusok kimutatdsa és mennyiségi meghatdrozasa. 2.
rész: MembranszUrési modszer.

ISO 19250:2010 Vizminéség - A Salmonella spp. kimutatasa.

ISO 14189:2013 VizmindGség - A Clostridium perfringens mennyiségi meghatarozdsa - Membransz(réssel
végzett modszer

ISO 9308-3:1998/Cor 1:2000 Vizmindség - Escherichia coli és coliform baktériumok kimutatasa és
mennyiségi meghatdrozdsa - 3. rész: Miniatirizalt mddszer (legvaldszinlbb szam) az E. coli kimutatasara
és mennyiségi meghatarozasara felszini és szennyvizben - 1. médositas.

ISO 9308-1:2014/Amd 1:2016 VizminGség. Escherichia coli és coliform baktériumok mennyiségi
meghatdrozasa. 1. rész: Membransz(irési modszer kis baktériumszamu vizekhez. 1. mdédositas.

ISO 6461-2:1986 VizminGség - A szulfitredukalé anaerobok (clostridiumok) spérainak kimutatasa és
mennyiségi meghatarozasa - 2. rész: Membransz(iréses mddszer.

A kérokozdok molekularis kimutatasara gPCR segitségével:

ISO/TS 12869:2019 VizminGség. A Legionella spp. és/vagy Legionella pneumophila kimutatasa és
mennyiségi meghatdrozdsa bekoncentrdldssal és kvantitativ polimerdz lancreakcié (gPCR) alapu
génamplifikacidval.

"A SARS-CoV-2 kornyezeti surveillance mas kozegészségligyi surveillance rendszerek kiegészitésére" A
legljabb  iranymutatdsok a  SARS-CoV-2 kimutatdsdra és mennyiségi meghatdrozasara
szennyvizmintdkban (https://iris.who.int/bitstream/handle/10665/372995/9789240080638-
eng.pdf?sequence=1). Az eljards alkalmazhaté mas, széklettel tirtil6 virusok, példaul influenzavirusok, RSV

surveillance-ara.

Mivel a hivatalos molekularis kimutatasi mddszerek korlatozottak, az 1SO-dokumentumokban leirt
koncentracids mddszerek alkalmazhatdk, mint példaul az ISO 15553:2006 (Vizmingség - Cryptosporidium
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oocisztdk és Giardia cisztak izolalasa és azonositasa vizbél), és molekuldris kimutatds céljabdl a

koncentratumbadl nukleinsavat lehet izolalni.

Metagenomikai elemzéshez és/vagy szelektiv teljes genom-amplifikdcidval végzett WGS-hez a DNS

és/vagy RNS izolalhaté a koncentrdlt vagy a direkt mintabal.

Il. MELLEKLET
A vizmintadk metaadatai

Viz- vagy szennyvizminta

Mintaazonosité vagy vonalkéd*

A mintavétel datuma és idépontja*

A minta tipusa (pl. szennyviz, toviz, csapviz stb.)*

Tovabbi mintainformacidk (felszini mintavétel, mintavételi mélység stb.)

Az elemzends paraméterek listaja*

A mintavétel helye*

Link a jarvanyhoz (ha alkalmazhatd)

A laboratériumba érkezés datuma és idépontja*

Ol N|O|UV| Bl WIN]| -

A minta h6mérséklete*

=
o

A minta elutasitasanak okai (igen/nem, leiras)*

=
=

Egyéb megjegyzések (ha vannak)

=
N

Laboratdriumi azonosito*

[N
w

A mintat atvevs személy neve*

14 | Alaboratériumi elemzés megkezdésének datuma és idépontja*

Az 1-7. adatmez6t a mintavételt végz6 személy tolti ki, mig a 8-14. adatmez6t a laboratdriumi személyzet

(a csillaggal jelolt mezG6k kitoltése kotelez6).
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14.3 SOP - Elelmiszermintak

Az élelmiszermintdkat rendszeresen vizsgaljdk a kozegészségligyi surveillance keretében és/vagy az
élelmiszerrel 6sszefliggd jarvanykitorések kivizsgalasakor. A mintavételt az ISO/TS 17728:2015 és/vagy az
alabbiakban felsorolt specifikus kdrokozéknak megfelel§ ISO-médszereknek megfeleléen kell elvégezni (I.
melléklet).

A mintakat megfelel6en kell gy(ijteni és kezelni, és a mintazott tételre nézve reprezentativnak kell lenniik.
A mintavételi eljarasokat egységesen kell alkalmazni. A reprezentativ minta elengedhetetlen, ha a
kérokozdk vagy toxinok szorvanyosan oszlanak el az élelmiszerben. Az élelmiszertermék egy kijeldlt
tételébdl vett reprezentativ mintat alkoté egységek szamanak statisztikailag szignifikdnsnak kell lennie.

A mintaegységeknek legalabb 100 gramm mintabdl kell alIniuk, akdr 6nmagukban, akar részekre bontva,
pl. négy 25 grammos tartdly is alkothat egy mintaegységet.

A mintaegységeket véletlenszer(ien kell gyUjteni annak biztositasa érdekében, hogy a minta reprezentativ
legyen a tételre nézve. A mintagy(ijtéshez haszndlt konténereknél lres mintatartalyokat kell hasznalni
kontrollként.

A mintdkat lehetGség szerint az eredeti, bontatlan csomagolasban kell elkiildeni a laboratdriumba. Ha ez
nem lehetséges, a reprezentativ adagokat steril tartalyokba kell atvinni aszeptikus kérilmények kdzott,
sterilizalt rozsdamentes acélkanal, csipesz, spatula és ollé haszndlataval.

A tartdlyoknak tisztanak, szaraznak, szivargdsmentesnek, széles szdjunak, sterilnek és a termékmintak
szamara megfelel6 méretlinek kell lennitk. Ahol szikséges, a taroléedényeket (fémdobozok,
konzervdobozok, zacskék, csomagok stb.) hermetikusan le kell zarni. Az livegedényeket keriilni kell, hogy
minimalisra csokkentsék a torés és az élelmiszertermék szennyez6désének veszélyét. A zsdkokat nem
szabad tultolteni, igy elkerlilhets a drétzaras megoldasnal, hogy a drét felsértse a zsakot.

A nem romlandd és kornyezeti hGmérsékleten gydijtott szaraz vagy konzervalt élelmiszereket nem kell
hiteni. A fagyasztott vagy h(itott termékeket jovdhagyott, szigetelt taroléedényekben kell szallitani, hogy
a h6mérséklet véaltozatlan maradjon. A fagyasztott mintdkat el6h(itott tartalyokban kell gydjteni.

Minden mintaegységet megfelel6en megjeldlt maszkoldszalaggal vagy vonalkddcsikkal kell azonositani.
Vegye figyelembe, hogy a filctoll tintdja athatolhat a mianyag tartalyon.

A mintavételt végz6 személy kitolti a mintalirlapon a megfelel6 adatmezéket.

Ha papiralapu az Grlap, akkor mianyag zacskéba kell zarni, és a mintacsomagolasba helyezni. Ha a
nyomtatvany egy elektronikus tablazat, akkor azt e-mailben elkiildik a fogadd laboratériumnak.

A laboratériumban fel kell jegyezni az egyes mintak beérkezésének id6pontjat és datumat. A fagyasztott
mintakat mindig fagyasztva kell tartani. A taroldedényeknek alkalmasnak kell lennitk a 0-4 °C-os
hémérséklet fenntartasara a gy(ijtéstdl a laboratériumba érkezésig minden h(itott minta esetében, kivéve
a kagylo- és kagylédllomanyt. A h(tott termékeket nem szabad lefagyasztani, és vizsgdlatukat a
mintavételtdl szamitott 36 6ran belll el kell kezdeni, hacsak nincs mas elGiras. A héj nélkili kagyldkat
fagypont felett, de 10° C alatt kell tartani, és a gy(jtést6l szamitott 6 6ran belil, de legfeljebb 24 6ran
belil meg kell vizsgalni.

Amint a minta megérkezik a laboratériumba, az elemzdének fel kell jegyeznie a minta altalanos fizikai
allapotat és fel kell jegyeznie a hGmérsékletet. A mintavételi tartalyokat ellenérizni kell a durva fizikai
sérilések miatt. A muianyag zacskokat és palackokat meg kell vizsgdlni szakaddsok, lyukak és
szurasnyomok szempontjabél. Ha a mintaegységeket mlanyag palackokba gydjtotték, a palackokat
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ellendrizni kell torések és laza fedelek tekintetében. Ha a mintavételhez mlanyag zacskdkat hasznaltak, a
csavarodo drétok nem lyukaszthatjak ki a kornyezé zacskdkat.

A mintat elutasitjak, ha:

A minta hémérséklete nem a fent megadottak szerint alakul

A mintavételtdl szamitott id6 hosszabb, mint az ajanlott

A mintatartaly szivarog

A tartalyokon lathatd repedések vagy barmilyen sériilés lathaté.
A minta mennyisége kevesebb, mint az ajanlott

Az adatlap kotelez6 mezéi nincsenek kitoltve

Elutasitds esetén a formanyomtatvdny "A minta elutasitasanak okai" mezdjében meg kell jeldlni az
elutasitds pontos okat.

Ha a mintdt nem lehet azonnal elemezni, akkor a vizsgalatig -20 °C-on (mar fagyasztott mintak) vagy 0-4
°C-on (fagyasztatlan, hdtve tarolt, romlandé mintak) kell tarolni, de legfeljebb 36 6ran keresztiil. A nem
romlandd, konzervalt vagy alacsony nedvességtartalmu élelmiszereket a vizsgalatig szobahGmérsékleten
kell tarolni.

A kért vizsgalatoktdl figgden a mintdk feldolgozasa kilonb6z6 1ISO-mébdszerekkel, illetve a nemzetkozi
vagy nemzeti hatdsdgok altal a minta feldolgozasara vonatkozdan kiadott ajanlasok szerint torténik.

A laboratériumi elemzd az elemzési eljards inditasakor kitolti a " Datum és id6pont, a a laboratériumi
vizsgalat megkezdésekor " mez6t. Ha a LIMS szoftver rendelkezésre all, az 6sszes metaadat importdlasra
kerdl.

Amikor az eredmények elkésziilnek, a nyomtatvdnyt az eredményjelentéssel egyiitt e-mailben elkiildik a
jarvanylgyi osztalyra, vagy az adatok a LIMS szoftveren keresztiil is elérhet6k.

I. MELLEKLET
Hivatalos iranymutatasok a kdérokozdk kimutatédsara és/vagy szambavételére.

Baktériumtelepek izoldldsdhoz a WGS elvégzéséhez:

ISO 23418:2022 Az élelmiszerlanc mikrobioldgidja - Teljes genomszekvenalads a baktériumok tipizalasara
és genomikai jellemzésére - Altalanos kdvetelmények és Gtmutatd

ISO 6579-1:2017/Amd 1:2020 Az élelmiszerlanc mikrobioldgidja. Horizontalis modszer a szalmonella
kimutatasara, mennyiségi meghatdrozdsdra és szerotipizalasara. 1. rész: Salmonella spp. kimutatasa. 1.
madositas: Az inkubacios hémérsékletek szélesebb tartomdnya, a D. melléklet statuszanak mddositasa,
valamint az MSRV és az SC dsszetételének korrekcidja.

ISO 6579-1:2017. Az élelmiszerlanc mikrobioldgidja. Horizontalis mddszer a szalmonella kimutatdsara,
mennyiségi meghatarozasdra és szerotipizalasdra. 1. rész: A Salmonella spp. kimutatasa.

ISO 6888-1:2021/Amd 1:2023. Az élelmiszerlanc mikrobiolégidja. Horizontalis mddszer a koagulaz-pozitiv
staphylococcusok (Staphylococcus aureus és mas fajok) mennyiségi meghatarozasara. 1. rész: Baird-

Parker agar taptalajon végzett modszer. 1. mddositas.

ISO 6888-2:2021/Amd 1:2023. Az élelmiszerlanc mikrobioldgidja. Horizontalis médszer a koagulaz-pozitiv
staphylococcusok (Staphylococcus aureus és mas fajok) mennyiségi meghatarozasara. 2. rész:
Nyulplazma-fibrinogén agar tdptalajon végzett mddszer. 1. médositas.
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ISO 7251:2005/Amd 1:2023. Elelmiszerek és &llati takarmanyok mikrobioldgiaja - Horizontélis médszer a
feltételezett Escherichia coli kimutatasara és mennyiségi meghatdrozdsara - Legvaldszinlbb szam technika
- 1. mddositas: A taptalajok és reagensek teljesitményvizsgalatanak felvétele.

ISO 7932:2004. Elelmiszerek és allati takarmanyok mikrobiolégidja. Horizontalis médszer a feltételezett
Bacillus cereus mennyiségi meghatarozasara. 30 °C-on végzett koldniaszdmlalasos mddszer.

ISO 10272-2:2017. Az élelmiszerlanc mikrobioldgidja. Horizontdlis mddszer a Campylobacter spp.
kimutatasara és mennyiségi meghatdrozasara. 2. rész: Telepszamlalasi technika.

ISO 10273:2017. Az élelmiszerlanc mikrobioldgidja. Horizontalis médszer a patogén Yersinia enterocolitica
kimutatasara.

ISO 11290-1:2017. Az élelmiszerlanc mikrobioldgiaja. Horizontalis médszer a Listeria monocytogenes és a
Listeria spp. kimutatdsara és mennyiségi meghatarozdsdra. 1. rész: Kimutatdsi mddszer

ISO 11290-2:2017. Az élelmiszerlanc mikrobioldgiaja. Horizontalis médszer a Listeria monocytogenes és a
Listeria spp. kimutatdasara és mennyiségi meghatarozasara. 2. rész: mennyiségi meghatarozds mddszere.

ISO 21528-1:2017. Az élelmiszerlanc mikrobiolégidja. Horizontdlis mddszer az Enterobacteriaceae
kimutatasara és mennyiségi meghatdrozasara. 1. rész: Enterobacteriaceae kimutatdsa

ISO 21528-2:2017. Az élelmiszerlanc mikrobiolégidja. Horizontdlis médszer az Enterobacteriaceae
kimutatasara és mennyiségi meghatdrozasara. 2. rész: Telepszamldlasi technika.

ISO 21567:2004. Elelmiszerek és 4llati takarmanyok mikrobiolégidja - Horizontalis modszer a Shigella spp.
kimutatdsara.

ISO 15213-2:2023. Az élelmiszerlanc mikrobiolégidja. Horizontdlis moddszer a Clostridium spp.
kimutatasara és mennyiségi meghatdrozasdra. 2. rész: A Clostridium perfringens megszamldlasa
telepszamlalasi technikaval.

ISO 10272-1:2017/Amd 1:2023. Az élelmiszerlanc mikrobioldgidja. Horizontélis médszer a Campylobacter
spp. kimutatdsdra és mennyiségi meghatdrozdsdra. 1. rész: Kimutatasi mddszer. 1. mddositas: A
termotolerans Campylobacter spp. molekuldris megerdsitésére és azonositdsdra szolgdldé mddszerek
felvétele, a Preston-lében l1év6 ndvekedési kiegészits hasznalata és a taptalajok teljesitményvizsgalatanak
valtozasai.

ISO 11866-2:2005. Tej és tejtermékek. A feltételezett Escherichia coli mennyiségi meghatarozasa. 2. rész:
Telepszamlalasi technika 44 °C-on, membrdanok hasznélataval.

A kérokozok molekularis kimutatasa qPCR segitségével:

ISO 22174:2005. Elelmiszerek és &llati takarmanyok mikrobioldgidja - Polimeraz lancreakcié (PCR) az
élelmiszerrel terjed6 kérokozék kimutatasara - Altalanos kdvetelmények és fogalommeghatarozasok.
ISO/TS 13136:2012. Elelmiszerek és allati takarmanyok mikrobioldgidja. Valés ideji polimeraz
l[ancreakcion (PCR) alapuld médszer az élelmiszer eredet(i kérokozok kimutatasara. Horizontalis médszer
a Shiga toxint termel8 Escherichia coli (STEC) kimutatasara és az 0157, 0111, 026, 0103 és 0145
szerocsoportok meghatarozasara.

ISO/TS 18867:2015. Az élelmiszerldanc mikrobioldgidja. Polimeraz lancreakcié (PCR) az élelmiszerrel
terjedé koérokozdék kimutatdsdra. A patogén Yersinia enterocolitica és Yersinia pseudotuberculosis
kimutatdsa.

ISO 15216-2:2019. Az élelmiszerlanc mikrobioldgidja. Horizontalis mdodszer a hepatitis A virus és a
norovirus meghatdrozasara valds idejl RT-PCR segitségével. 2. rész: Kimutatasi mddszer.
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ISO/TS 17919:2013. Az élelmiszerlanc mikrobioldgiaja. Polimeraz lancreakcid (PCR) az élelmiszerrel
terjed6 kérokozok kimutatdsara. A, B, E és F tipusd botulinum neurotoxint termel6 clostridiumok
kimutatdsa.

ISO 15216-1:2017. Az élelmiszerlanc mikrobioldgidja. Horizontalis mddszer a hepatitis A virus és a
norovirus meghatdrozasara valds idejd RT-PCR segitségével. 1. rész: Kvantitativ mddszer

Mivel a hivatalos molekularis kimutatasi modszerek korlatozottak, az 1SO-dokumentumokban leirt
modszerek alkalmazhatdk, mint példaul az ISO 18744:2016 (Az élelmiszerlanc mikrobioldgidja - A
Cryptosporidium és a Giardia kimutatasa és mennyiségi meghatdrozasa friss zold leveles z6ldségekben és
bogyds gylimolcsékben), és mikroszkdpia helyett az eludtumbdl nukleinsavakat izolalnak a molekuldris
kimutatashoz.

A metagenomikai elemzéshez és/vagy a szelektiv teljes genom-amplifikacidval végzett WGS-hez a DNS

és/vagy RNS kozvetlenil a mintabdl izolalhatd.
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Il. MELLEKLET

Elelmiszer-mintak metaadatai

Elelmiszer-minta

Mintaazonosit6 vagy vonalkdd*

A mintavétel datuma és id6pontja*

A minta tipusa/faj (pl. szarvasmarhahus, csirke, kagylé stb.)*

A minta éllapota (fagyasztva, hiitve stb.)*

Tovabbi mintainformacidk (pl. markanév)

Az elemzend§ paraméterek listdja*

A mintavétel helye*

Link a jarvanyhoz (ha alkalmazhato)

O[N]V B W| N| P

A laboratériumba érkezés datuma és id6pontja*

[
o

A minta h6mérséklete*

=
=

A minta elutasitasanak okai (igen/nem, leiras)*

[N
N

Egyéb megjegyzések (ha vannak)

Laboratdriumi azonosito*

[ER
w

[y
S

A mintat atvevs személy neve*

[N
(2]

A laboratériumi elemzés megkezdésének datuma és id6pontja*

Az 1-8. adatmez6t a mintavételt végz6 személy tolti ki, mig a 9-15. adatmez6t a laboratdriumi személyzet
(a csillaggal jelolt mezGk kitoltése kotelez6).
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15.Greek translation
15.1 SOP — KAwvika (Kot Ktnviatpika) deiyporta

H epyaotnplakn €E€taon KAWLKWY Kal KTNVIATPLKWY Selypdtwy mpayuatonoleital ota Epyaotrpla
Anuooia Yyeiag e oKomo TNy MLTPNoN, TV Slepelivnon EMONULWV Kal yia SLayvwoTlkoug AOYouc.

H AN twv KAwikwy dstypdatwy meplypadetal oe Stadopa syxelpidla onwe “J. Michael Miller, Ph.D.
Handbook of Specimen Collection and Handling in Microbiology. Second Edition. 1985”,
“WHO/CDS/CSR/EDC/2000.4. Guidelines for the collection of clinical specimens during field investigation
of outbreaks (6ltaBéouo otnv StadikTuakn SlevBuvon:
https://iris.who.int/bitstream/handle/10665/66348/WHQO_CDS_CSR_EDC_2000.4.pdf), “Protocol to
investigate non-seasonal influenza and other emerging acute respiratory diseases. Geneva: World Health
Organization; 2018. (6LaBéatpo otnv SladikTuakn SlevBuvon:
https://www.who.int/publications/i/item/WHO-WHE-IHM-GIP-2018.2)” and “Koneman's Color Atlas and
Textbook of Diagnostic Microbiology 6th Edition”.

H AN ktnviatpikwy Setypatwv neplypadetal oto “Bildfell R. Collection and submission of laboratory
samples from animals. Merck Veterinary Manual”“ (dwaBéowo otnv Swadiktuakn &levBuvon:
merckvetmanual.com/clinical-pathology-and-procedures/collection-and-submission-of-laboratory-
samples/collection-and-submission-of-laboratory-samples-from-animals), T(POOTIEAQOTNKE Tov
November 2023.

Ta kKAwvika Seiypata Ba mpenel va Aapfdavovtal ano va Latpo (n ktnviatpo otnv nepintwon {wikol
Selyparog), | kamolo GAAo Lkavo Kol e€0UCLOSOTNUEVO TIPOCWTTIKO. Ta Selypota mpemnel va tiBevtal oe
KOTAAANAOUG TIEPLEKTEG e PEYyEBOC avaAoyo Tou peyEBoug Tou Seiypatog. Oa mpémel € va onuaivovral
LE KATAAANAQ ONUOCUEVN ETIKETO 1} ETIKETA paBSOKWSLIKAL.

To MPOoWTILKO Tou elval uteUBUVO yLa TNV SelypatoAnia Ba MPEMEL VAL CUUTTANPWOEL TA OXETIKA media
Sebopévwy yla to delypa otnv popua SetypotoAniag (Mapaptripata | kat Il yla KAWVIKA KAl KTAVIATPLKA
Selypata avtiotolya).

Eav n ¢popua detypotoAniog eival og évtumn popdn, obpayiletal os MAAOTLIK) COKOUAQ KOl ELOAYETOL
OTNV CUCKEUOOLO TIOU TtepLEXeL To Selypa. Eav n ¢poppa Sewypatodnyiag sival oe Pnolakr popdn,
amooTéAeTAL KpuTttoypadnUéVn Kol OoPAAOUEVN HE LOXUPO KWOIKO HE HUAVUMO NAEKTPOVLKAG
aAAnAoypadiag oto epyactrplo mou Ba amootolel Kat To Selyua.

Mevikd, Ta Selypota yia aviyveuon wv Ba mpénel va ¢Tdvouv oTo €pYaoTrpLo 600 To duvatdv Tayxutepa
HETA TNV SeypatoAnyio. Ma tv TMAEOVOTNTA TWV KAWIKWY OSEWYUATWY O OCUVIOTWHEVOSG XPOVOC
HeTadopdag eival To MOAU 2 nuépeg o Bepuokpaocia 2-8 °C. Edv n mapddoon oto gpyactriplo Ba
KaBuotepnoel yla HeYaAUTEPO XPOVO QMO TOV CUVIOTWHEVO, To Seiypa Ba mpémel katauyxBel oe
Beppokpacia -70 °C. Itnv nepintwon mou to deiypa Ba xpnowwomnotnBei dpeoa yia ekxOALon DNA r/kat
RNA ywplig va mponynOsel kamota GAAn katepyacia, 1. PpuyoKkEVIpnaON, Ba TPETEL VA AMOCTEAAETAL OTO
£pyaOTHpLO MOYwHEVO ot Beppokpacia -70 °C (og Enpo mayo), 6mote eival Suvato. ITnv nMeplmtwaon mou
oto belypa Ba mpémel va mponynBesl pikpoPlodoyik avaiuon (KoAAEpyela), pwv TNV €dopuoyn
poplakwv HeBodwy, To Selypa mpnel va mapadidetal oto epyaotnplo evidg 24 wpwv o Bepuokpaocia 4
°C yLa Selypato Tou KAaTtwTePOU avarnveuaTtikol f Ssiypata Kompavwy, f os Beppokpaocia meptBaAAovtog
yla Selypata opBikoU emiypiopatog Kal Selypota amno To avVwWTEPO OVATIVEUGTLKO.

(WHO Laboratory testing for coronavirus disease (COVID-19) in suspected human cases: interim guidance
(https://www.who.int/publications/i/item/10665-331501).
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EGv o xpovog mopadoong OVAUEVETOL va €lval HIKPOTEPOG TOU HEYLOTOU amodektol, To Seilypa
ouokevaletal pe Puxpa gel packs, n oe Bepuokpacio 2-8 °C £wg TNV AMOOTOAN, EKTOC av evOeikvuTal
S0 pOPETIKA YLO TO CUYKEKPLUEVO Selypa.

To delypa ouokevaletal oe KOTAANAOUG TIEPLEKTEG TTOU SLATNPOUV TNV CUVLIOTWEVN Bepuokpacia (2-8
°C or -70 °C) kot givatl cUpudwva pe Tou SleBveic Kal TomkoUG KavoviopoUg iou adopouv Thv petadopd
erukivéuvwy UAkwv class B.

Me tnv adLén oto epyaoTrplo £vog avaluTrg Tou lval e€0UcLoS0TNUEVOC va eMetepyAlETAL IPOCWTTILKA
bebopéva, kataypadel tnv Bepuokpacia Tou delyparog, onuelwVeL TNV GUOLKN TOU KATACTACHN KoL Ta
Kataypddel ota oXeTIKA edia tng popuag detypatoAnyioc.

Ta Selypata amoBnkevovral o KATAANAEG ouvlnKkeg, Omwe svdeikvutal, HEXPL TNV avaluon oto
gpyaotnplo.

To delypa anoppintetal kat Sev e€etaletal eqv:
Ta Seilypata Sev d€pouv anpavon A n ocrnuaven dev sivat opon).

H Beppokpaocia tou Selypatog Sev eival n ev8elkvuOEVN YLa TO €160¢ TOU SelypaTog Kal TV aLToUEVN
e€étaon.

O xpovog petafl tng AnPng Tou Selypatog Kal tng mapaAofAG oTo EpyaoTrplo gival peyaAUTEPOC TOU
OUVIOTWHUEVOU

O mepLEKTNG Tou Seilypatog €xeL Slappon

YIApYoUV OpaTEC PWYHEC 1 AAANC Lop PG INILEC OTOV TIEPLEKTN

O 6ykog Tou Selypatog sival HIKPOTEPOC TOU GUVIOTWLEVOU

To tedlo UTIOXPEWTLKAG CUUTTANPWONG otV doOpua Selypatog dev £xouv oUUMANPWOEL

Eav to Seiypa anoppldBel oto medio «Adyol andppudng Tou delypotog» tng dopuoag Setypatolnyiag Ba
pENEL va avaypadel o akplpng Adyog anoppupng tou deiyparoc.

O avalutng tou gpyactnpiou (mou Ba mpemel va elvat eE0VCLOS0TNUEVOC VO eeEPYALETAL TIPOCWTILKA
debopéva) oupmAnpwvel To medlo «Huepopnvia Kot wpa mou Eekivnoe n avaAuon Tou Selyatog», HOALS
Ba EekwvnoeL n Stadikacio avaluong tou deiypatoc. Edv eival SLaBécLpo oTo epyaotrpLo AoyLoULKO LIMS,
gloayayel OAa ta dedopéva Tou delypatog anod tnv popua detypatoAngiag.

Otav €youv mapayBel ta anoteAéopata, n dopua SewypatoAniag kot To amotéAsopa amootéAlovtal
HEow nAekTpoviknG alnAoypadiog kpuntoypadpnuéva kot aodaAloUEVA LE LOXUPO KWOLKO oTo TUAMA
Erudnuodoyiag, n dAwe ta Ssdopéva pmopet va eival Sltabéoipa HEcw tou AoylopikoU LIMS.
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Napadaptnpa

Metadedopéva yia KAvika (avBpwrniva) dsiyparta

KAwiko Seiypa
1 AplBuog Selypatog i papdokwdikag*
2 Huepounvia kat wpa detypotoAniag*
3 Eldog Selypatog (m.x. aipa, pivodopuyylkod enixplopo KAm)*
4 JuvOnkeg petadopag Selypatog (maywuevo, anin Yoén, Beppokpaacia neptpaiiovtog)*
5 TomoBeoia AqPng deiypartog (Lovo xwpa)*
6 AwtoUpeveg €etdoelg*
7 Ovopatenwvupo Kat StevBuveon acbevoug
8 Huepopnvia kot wpa adiéng oto epyaotiplo*
9 Oeppokpaocia deiypatoc*
10 | Adyor amoppung tou deiypartog (Nat/Oxt, atttohdynon)*
11 | AplBuog epyaoctnpiou*
12 | OVOMATEMWVUO TOU OTOUOU TIOU Tipaypatomnoinoe tnv dstypatoAnia*
13 Huepopnvia kot wpa mou Eekivnoe n avaluon tou deiypatog*
14 | TomoBeoia AnPng tou deiypatog (akppng)
15 | Ovopatenwvupo aobevoug
16 | HAia aoBevoug
17 DUAo Tou acBevolg
18 | Zupmtwparta tou acBevoulg (Eav mapouoLalel)
19 | ‘Evapén Twv CUPMTWUATWY (EAV UTIAPYXOUV)
20 | Ta&lSLwTIKO LOTOPLKO
21 Katdotaon eppoAlacuou (edv untapyet)
22 | Zuvvoonpotnta
23 | AN pappdakwv (edv umapyet)
24 | Np6oBeteg MAnpodopieg yla tov acbevn

Ta nedia 1-7 kat 14-24 cupmAnpwvovtal and tov SEYUATOANTTN, evw Ta Ttedia 8-14 cuumAnpwvovtat
artd TO MPOCWTILKO ToU epyootnpiou (ta media pe aotepioko eival UTTOXPEWTLKA).

YnUeLwveTaL OtL Ta tedia mou adopolv Sedopéva tou acBevr) (14-24) untdkettal os PeTABOALG avaloya
HE To mpog avalntnon moaboydvo Kal Tov okomo tng avaAuong. Emiong media ta omoia Sev eival

UTIOXPEWTLKA UTOPEL VA KATOOTOUV UTIOXPEWTIKA €AV YlA TIUPASELYUO QTOLTETAL «LXVNAATNON TWV

enadwv» Tou aoBevouc.
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Napadaptnpa ll

Metadedopéva yLa KTNVLATPLKA Selypata

Ktnviatpiko deiypa
1 AplBuog Selypatog i papdokwdikag *
2 Huepopnvia kat wpa detypatoAndiog *
3 Ei6oc¢ lwou*
4 Eidog delyparog (m.x. oupa, kOmpava, Boia kAm.)*
5 MpooBeteg mAnpodopieg yla to Seiypa
6 AwtoUpeveg e€etdoelg *
7 TomoBeoia AnPng deiypartog ) StevlBuveon Tou aypoKTAUATOC*
8 Huepopnvia kot wpa adiéng oto epyaotiplo*
9 Oeppokpaocia deiypatoc*
10 | AdyoLamoppupng tou delypartog *
11 | AplBuodg epyactnpiou *
12 | OVOUATEMWVUMO TOU aTOHOU Ttou tapéAae to Seiypa*
13 Huepopnvia kot wpa mou Eekivnoe n avaluon tou deiypatog*
14 | HAia Zwou kat ¢pulo
15 | Zupmtwpata tou {wou (EAv mapoucLalel)
16 | Evapén Twv CUPMTWHATWY (EAV UTIAPXOUV)
17 | AqPn dopuakwy (€av umapyet)
18 MpooBeteg mAnpodopieg yLa to {wo

Ta nedia 1-8 kat 14-18 cupmAnpwvovtal arnd Tov SelyOTOANTTN, eVw Ta 8-13 cupmAnpwvovtal and to
TIPOOWTILKO TOU €pyacTnpiou (ta media e AOTEPIOKO ELVAL UTIOXPEWTIKA).

InUelwveTal OtL Ta nedia (14-24) umokewvtal oe aAayEG avaloya e To moBoyovo Kal ToV OKOTO TNG
avaAuong.
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15.2 SOP — Asiypata vdatog

Asiypota 06atog and Sladopeg mNyEG Kal delypota amofAntwy (AUpOTa) UTOKELVTOL O TOKTKOUG
€AEYXOUG yla va eKTLUNBOUV MOLOTIKOL TIAPAETPOL KAl N Ttapousia maboyovwy yla TV €MLTAPNoN TG
Anuooiag Yyeiag. Emiong deiypota 0dATog eival XpAoLUA ylo TNV QVIXVEUCOH TNG TINYNG TIPOEAEUONG
vdatoyevwy EMONULWY, R YLA TNV AViXVeEUON SEIKTWVY AVOEKTLKOTNTAG CE AVTLRLOTIKA, TNV KETPNON TOU
doptiouv mabBoyovwy oTnV KOWoTNTA KA.

H SewypatoAnyia mpémet va mpaypotomnoleital Baocsl tng pebodou 1SO 19458:2006 kat N Twv HEBOSWV
ISO mou avtiotolouv oto UTd efétaon maboyovo, onwg avadepovral katwbu (Mapdptnua 1). H
ETUTAPNON YLo TOV L0 SARS-CoV-2 Baoel peTtprioewy o AUpata Ba mpéneL va ipaypatonoleitol cupudwva
HE TIG 00nyieg Tou Naykdoulou Opyaviopou Yyeiag, ot onoieg StatiBevtal otnv Stadiktuakn Stéubuvon
https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1
(npoomehaoBnke tnv 2023-12-10)

Ta Selypota USatog Ba mpenel va cUAAEyovTal 0 KABAPES ATTOOTELPWHEVEG PLAAEG, OL OTtoleC Pmopel va
£lval KATAOKEUAOUEVEC OO YUOAL, OTOTE Kal WmopolV va XpnoLonolnBouy PETA oo amooTeipwon, N
oo TMAOOTLKO UALKO. AvefapTrTwe Tou UALKOU, ol GLaAeg tou mtpoopilovtal yia SetypotoAnyia 0datog
avBpwrivng Katavailwong Ba mpénel va nepléxouv BeloBeukod vatplo (20mg/L) yia thv e€oudetépwon
TOU UTIOAAELHATIKOU XAwpiou.

Eav amatteital peydhog oykog USatog (Omwg ylo mapadslypa ylwa aviyveuon Kpumotomoptbiou n
Nopoiou), urmopouv va xpnoLuonolnBolv HeyAAoL TIEPLEKTEC, TIOU O KABE TMepinmTwon MPEMeL va eival
KaBapol kot amootelpwpévol. EvaAlokTika dhtpdplopa f kataBuBion pnopolv va npaypatonotnfolv
€M TOMOU yia va anopeuxBolv ol SUGKOALEC TTou axeTi{ovTal pe TNV petadopd kal PuEn LEYAAWY OyKwV
uypwv.

Eav n SewypatoAnyia mpemel va mpaypotonotnBei pe BuUBLon tng dLaing, n ¢LaAn Ba mpenel va gival
oTelpa Kal o0To €EWTEPIKO KAl VO TIEPLEXETAL O KOUTAAANAO TEPLEKTN, OMWG O TMAOOCTIKI cakoUAA N
OAOUHLVOXAPTO, UEXPL TNV Xpnolpomoinon tng. Kotda tnv PUBon n ¢Ldhn mpemel va Kpateltol pe
QTTOCTELPWHEVA YAVTLA 1 OIMOCTELPWHEVO gpyaAeio (m.x. paBdoug n Aapidec).

Tedlkwg, n SewypatoAnyia pmopel va mpayupatomolnBel pe xprion avtAiwv 08atog f eldkolg
SelypatoAnmreg katdAAnAoug ya tnv Swadikacio tng SewypatoAnyiag. Avefoptitwg tng pebodou
SdelypatoAniog mou Ba edpapuootel, Ba mpémnel va amodevyxbel n poAuvon tou Selypatog amd Tov
e€omALopo SelypatoAnyiac.

Meta tnv SetypatoAndia n dbLaAn obpayiletal kot to mwpa TUAlyeTal pe oAoupvoxapto ) parafilm ya
va anodeuyBeil n emuoAuvon,.

To Seiypa Ba mpemel va onUalveTal Le KATAAANAC CNUOCHUEVN ETIKETA N ETIKETO paBSOKWSIKA.

To MPOCWTILKO TOU Tipaypatonoinoe tnv delypoatoAnia Oa mMPEMEL va GUUTIANPWOEL TOL OXETLKA Tiebia
dedopévwy yla to Selypa otnv popua SetypatoAnyiag (Mapdptnua ll).

Eav n ¢popua detypotoAniog eivol og evtumn popdn, obpayiletal os MAAOTIKA COKOUAQ KOl ELOAYETOL
OTNV CUCKEUOOLA TIoU TtepléXel To Selypa. Eav n ¢popua SewypatoAnyiag eival oe Ynoakr popdn,
QIOOTEANETAL LE P VU LA NAEKTPOVLKNG aAAnAoypadiag oTo epyactriplo ou Ba anootalei kat to deiyua.

Ta Selypata Ba mpénel va amootéAAovtal oto gpyaotnplo Puxpd, Katl n Beppokpacia tou Seiyparog
avika mpémel va Statnpeital otoug 513 °C £wg TRV avaAuon, EKTOG KL AV CUVLOTWVTOL GAAEG CUVONKEC
YLaL TO GUYKEKPLUEVO TtaBoyovo yLa To omoio atteital e€€taon.
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Me tnv adLEn oto epyaotrplo o epyaldpevog mou mapalapBdavel To delypa Hetpd tnv Beppokpaacia tou
Selypatog, mapatnpel TNV GUOIKN TOU KOTACTOON KOl KATAypAdEL TIG TOPATNPNOELG TOU otnv dopua
SelypatoAniog. Ta Selypota anobnkevovtal 0To EpyacTtplo ONwE cuvioTaTal.

To delypa anoppintetal kat Sev e€etaletal eqv:
Ta Setypata Sev d€pouv onpavon A n cnuaven dev eival opon).

H Beppokpacia tou Seiypartog sival peyaAitepn twv 10 °C (ektdg av kabopiletal Stadopetikd otnv
avtiotown uEBobdo 1SO).

O xpovog petalV tng AnPng tou Selypatog kat Tng mapalaPng oto epyaotrplo eival PeyoAUTEPOG TOU
OUVIOTWHUEVOU

O mepLEKTNG Tou Selypatog €xeL Slappon

YIAPXOUV OpATEC PWYHEC 1 AAANG Lop PG INILEC OTOV TIEPLEKTN

O 6ykog Tou Selypatog ival HIKpOTEPOC TOU CUVIOTWLEVOU

To tedlo UTIOXPEWTLKAG CUUTTANPWONG otV doOpua Selypatog dev £xouv oUUTANPWOEL

Eav To Seiypa anoppldpBel oto medio «Adyol andppudng Tou delypotog» tng doppoac Setypatolnyiag Ba
npémneL va avaypadel o akpprg Adyog anoppudng touv deiyparoc.

O avaAUTAC TOU €pyaoTnpiou cUUTANPWVEL To tedio «Hugpopnvia kot wpa mou £gkivnos n avaluon tou
Selypatogy, 0tav ekKVRoeL Thv avaAuon. Eav sivat StaBéaipo Aoyioptkd LIMS software elodyovtot 6Aa
Ta petadedopéva tou Selypatod.

Otav £youv mapayBel ta anoteAéopata, n Gopua SetypatoAniag Kot To amotéAsopa amootéAAovtal
pHEow nAektpovikng alnAoypadiag oto Tunua Emdnuioloyiag, i dAwe ta Sedopéva pnopel va givatl
SlaBéoipa pEow tou Aoyloptkol LIMS.

Napaptnpa
Enionueg odnyleg yla tnv aviyveuon kat/n katapétpnon noboyovwy

0. TTOOVWOoN ATTOLKLWY TIDOKELUEVOU Va. Tipaypatonownsit WGS:

ISO 11731:2017. Water quality. Enumeration of Legionella

ISO 7899-2:2000 Water quality — Detection and enumeration of intestinal enterococci — Part 2:
Membrane filtration method

ISO 19250:2010 Water quality — Detection of Salmonella spp.

ISO 14189:2013 Water quality — Enumeration of Clostridium perfringens — Method using membrane
filtration

ISO 9308-3:1998/Cor 1:2000 Water quality — Detection and enumeration of Escherichia coli and coliform
bacteria — Part 3: Miniaturized method (Most Probable Number) for the detection and enumeration of
E. coliin surface and wastewater — Technical Corrigendum 1

ISO 9308-1:2014/Amd 1:2016 Water quality — Enumeration of Escherichia coli and coliform bacteria —
Part 1: Membrane filtration method for waters with low bacterial background flora — Amendment 1

ISO 6461-2:1986 Water quality — Detection and enumeration of the spores of sulfite-reducing anaerobes
(clostridia) — Part 2: Method by membrane filtration
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Mo poplokr oviyvevuon naboyovwy pe gPCR:

ISO/TS 12869:2019 Water quality. Detection and quantification of Legionella spp. and/or Legionella
pneumophila by concentration and genic amplification by quantitative polymerase chain reaction (qPCR).
“Environmental surveillance for SARS-CoV-2 to complement other public health surveillance” The most
recent guidelines for SARS-CoV-2 detection and enumeration in Wastewater samples
(https://iris.who.int/bitstream/handle/10665/372995/9789240080638-eng.pdf?sequence=1). The
procedure may be used for surveillance of other viruses shed in feces, such as influenza viruses, RSV.

KaBwg emionpec pébodol yla TNV poplakn avixveuon maboyovwv eival meploplopéveg, ol péBodol
OUVKEVTpWON Twv maboyovwy oL omnoleg meplypadovrtal os apyeia ISO pmopouv va xpnotluonoindouv,
omw¢ n odnyia 1ISO 15553:2006 (Water quality — Isolation and identification of Cryptosporidium oocysts
and Giardia cysts from water) kal ano To cUYKEVIpWHEVO Selypa amopovwvovtol VOUKAEIKA offa yla va
npaypatonolnBel poplakn avixveuaon.

Mo PETayEVWULKA avaAuon Kat/f ETUAEKTIKI avioxuon OAOU TOU YOVISWUOTOG, UMopsi va amopovwBel

DNA kat/r) RNA arnd ouykevipwpéva Ssiypata i dpeoa oo to deiypa.

Napdaptnpa ll
Metadedopéva yia Seiypata vdatog

Agiypa 08atog | AUpartog

AplBudg Selypatog i papdokwdikag *

Huepopnvia kat wpa detypatoAnyiag *

Eidog deiypartog (rm.x. Apa, vepo Alpuvng, vepod Siktuou USpeuong KA. )*

MpooBeteg MAnpodopieg yia to Seiypa (detypatoAnia enidpavetag, Babog detypatoAniag KAT.)

AwtoUpeveg e€etdoelg *

TomoBeoia detypatoAnpiag*

YUvbeon pe embnuia (edv umdpyel)

Huepounvia kat wpa adiéng oto epyaotrplo *

O[N] B W N| P

Oeppokpaocia deiypatog*

[y
o

Noyol andppung tou delypatoc (Nat/OyxL, meptypadni)*

[y
[y

AMN\EG TapaTNPROELS (EAV UTIAPXOUV)

[uny
N

AplBuo¢ epyaotnpiov*

[ER
w

OVOUATEMWVUHO TOU aTOHoU Ttou tapéAape to Selypo*

14 Huepounvia kal wpa mou £ekivnoe n avaluon tou deiypatoc*

Ta nedla 1-7 cupmAnpwvovtal anod tov SelypatoAnmtn, evw ta nedla 8-14 cupmAnpwvovtal and To
TPOCWTILKO TOU epyactnplou (Ta media pe aoteploko elval UTIOXPEWTLKA).
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15.3 SOP — Aciypata tpodng

Asgiypota tpodng eAéyyovral TOKTIKA yla emitnpnon tng Anpooiag Yyeiag kai/n kotd tnv dlepevvnon
tpodpoysvwv erubnuiwv. H SswypatoAnpio mpemel va mpoypatonoleitol cVpdwva pe to ISO/TS
17728:2015 «kot/r) pebBodwv ISO oL omoieg avilotolyoUV Ot OUYKEKPLUEVA TtaBoyova, oL Ormoleg
avadépovral KatwdL (Mapdptnua l).

Ta Selypata Ba mpémnel va cuMEyovTal 0pBA KAl 0 XELPLOUOC TOUG va eival o eveeSelypévog Kal va givat
OVTUTPOOWIEUTIKA TOU CUVOAOU TNG moptidag tou TpddLuou. OL Stadikaoieg deypatoAniog npemnel va
edpapudlovral opoloyevwe. Eival onpavtikd to delypa va eivol ovTUTPOCWIEUTIKO OTav maboyova I
tofiveg elval Sleomapuéveg oto TpodLUo. To péyeBog Tou Selypatog WoTe va eival avIUTPOOWITEUTLKO
TIPETIEL VA EKTLLATOL OTATLOTIKA ONLAVTLKO.

To Seiypa mpémel va eivat touldylotov 100gr site wg éva delypa gite wg oUVOAO EMUEPOUC SELYUATWY,
VLo TP A ELY O TEOOEPELG TEPLEKTEC e Selypata 25 g Oa mpémel va anotelovv éva deiyua.

Ta emi pépoug delyparta Ba mpémetl va cuAAEyovTal Tuxaia, wote va eaodaliletal OtL To Seiypa eivat
OVTUTPOCWIEVUTIKO TOU ouVOAou. Kevol meplékteg Ba MpEMEL va XpNOLOTOLOUVTAL WG LAPTUPES, OTOV
XPNOLLOTIOLOUVTAL TIEPLEKTEC YLA CUAAOYT] TWV SELYUATWV.

Ta Selypato Ba pEMEeL va amooTEAAOVTOL OTO EPYAOTHPLO OTOUG OPXLKOUC KAELOTOUC TIEPLEKTEC, EPOCOV
elval autod duvatov. Eav Sev eival Suvatov, avIUTPOCWITEVTIKESG Hepideg Ba Tpémel va petadépovtal o
OTELPOUC TIEPLEKTEG UTIO GUVONKEG a.oniog XPNOLLLOTIOLWVTOG OTMOCTELPWHEVA KL KOTOLOKEUACHEVA QTO
avogeidwto xahuPa koyAtapia, Aapideg, omatouAsg Kot PaAidia.

OL TeplékTeg TpeEnel va eival kabapol, oteyvol, va pnv mapouctdlouv SLappog, e gupl Avolyua,
QITOOTELPWHEVOL KaL e péyeBog kataAnAo yla to Selypa tng tpodng. Omou sival avayKkaio, oL TTEPLEKTEG
(neTtaAAika Soxela, KavioTtpa, cOKOUAEG KATL.) Ba TipEMeL va kKAeivovtal epunTikd. Ot uGALVOL TIEPLEKTEG Bal
npEnel va anodelyovtal ya va pelwBel o kivbuvog Bpaliong kat emipoluvong tou Seiypotog. Ot
O0KOUAEG emiong Sev MpEMEeL va UTtepTAnpoUVTaL yla va anodeuxBel to TpuTnUa.

Znpég N kovoepPormolnpévee tpodEC, oL omoieg Sev umdkewtal oe alloiwon kol cuAAéyovtal o€
Bepuokpacia meptBariovtog, dev xpelaletat va Ppuyxovral. O Yuxbeioeg | katePpuypéveg tpodég Ba
TPETEL VAL LETADEPOVTAL OE EYKEKPLUMEVOUC TIEPLEKTEG WOTE VA SLATNPOoUV apeTABANTN TV Bepokpacia
Toug. I8laitepa ta katePpuypéva tpodLpa Ba mpémel va cUNEYOVTAL O TIPOKATEP UYUEVOUC TIEPLEKTEC.

To Seiypa Ba mpenel va onualvetal pe KATAAANAC CNUOOUEVN ETIKETA N €TIKETA paBdokwdika. Mpocoxn
OTLC TTAOLOTIKEG CUOKEUAOLEG SLOTL Umopel va tpumnBolv amoé oTtulo f Hapkadopo.

To MPOCWTILKO TOU Tipaypatomnoinos tnv detypotoAnyia Ba MPEMEL Vo CUUTIANPWOEL TOL OXETLKA Tebia
dedopévwy yla to Seiypa otnv popua SetypatoAnyiag (Mapdptnua ll).

Eav n ¢popua detypotoAniog eival og évtumn popodn, obpayiletal os MAAOTLIK) COKOUAQ KOl ELOAYETOL
OTNV CUCKEUOOLA TIoU Ttepléxel To Selypa. Edav n dopua SewypatoAnyiag sivat oe Ynolakr popdn,
armooTEANETAL Pe VU e NAeKTpoVIKAG aAAnAoypadiag oto epyactrplo ou Oa anootalei kat to Ssiyua.
H nuepounvia kat wpa adLeng tou Selypatog oto epyactiplo Ba mpeneL va kataypadet.

Ta katePpuypéva Seiypata Ba mpenel va Statnpouvtal kateuypéva. Ma ta Puypéva deiypata ot
niepLéxtec Ba pémeL va Statnpouyv Beppokpacia 0-4 °C arnd tnv cuAloyn HEXPL TNV AdLEn oTo epyacTrplo,
pe e€aipeon ta ootpakodepua. Ta Puyuéva deiypata dev mpenel va katapuxBolv kot Ba mpénel va
avaAlotval evtog 36 wpwv amnod tnv cuAoyn, ektog av kabopiletal StadopeTikd. Ta 00TPAKOSEPUQA TIOU
Toug éxeL adalpebei to kEAudog Ba mpénel va Statnpolvrtal os Oeppokpacio kKatw twv 10 °C aAG va punv
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katapuyovtal kot va e€etalovral Wavikd eviog 6 wpwv amd TNV cuAloyr Toug, aAAd ot Kappia
nepimTwon népav Twv 24 wpwv amo thv cUAAoyn.

Me tnv adLén Tou SelyaTOG OTO EPYACTAPLO O AVAAUTHG LETPA TNV BEpOKPAGLA KOL TIOPATNPEL TNV YELKN
duaoikn toug Kataotacon. OL MEPLEKTEG TWV SELYUATWY TIPEMEL va eAeyxBolv yla adpd ehattwpata. Ot
TIAOLOTIKEG OOKOUAEC Kal oL pLAAeg eAéyxovtal SlappoEg kat Tpumnuata. Eav ta deiypata culAéxbBnoav
oc TAOOTIKEG PLAAEG, QUTEG eA€yyovial yia BOpavoelg 1 xoAapd KAEWOpEvo Twpota. Edv
XpNoLHomolnOnkav TAAOTIKEG CaKOUAEG eAéyyovtal Slaitepa yla TpumApaTa amd to cUPHUATA TIOU
XPNolLomolovvTaL yLa to KAEioLuo.

To Selyua anoppintetal kal dgv e€etaletal eAv:
Ta Setypata Sev d€pouv onpavon A n cnuaven dev eival opon).
H Beppokpacia tou Seiypartog Sev elvat Omwg mepleypadnke avwbev.

O xpovog petalt tng AnPng tou Selypatog kat Tng mapalaPng oto epyaotrplo eival PeyaAUTEPOG TOU
OUVIOTWHUEVOU

O meplEKTng Tou Selypotog £xel Slappon

YIApYoUV OpaTEC PWYHEC 1 AAANC Lop PG INILEC OTOV TIEPLEKTN

H moootnta Tou Selypatog eival PKPOTEPN TOU GUVICTWUEVOU

To tedlo UTIOXPEWTLKAG CUUTTANPWONG otV doOpUa Selypatog Sev £xouv oUUANPWOEL

Eav To Seiypa anoppldpBel oto medio «Adyol andppudng Tou delypotog» tng dopuoag Setypatolnyiag Ba
npémneL va avaypadel o akpprc Adyog anoppudng touv deiyparoc.

O avaAuTA¢ Tou gpyaotnpiou cuMANPWVEL To Tedio « Huepounvia kot wpoa tou £gkivnoe n avdAuon tou
Selypatogy, Otav ekKVRoeL Thv avaAuon. Eav sivat StaBéapo Aoyloptkd LIMS software elodyovtot 6Aa
Ta petadedopéva tou Selypatod.

Edv to Selypa dev unopei va avaAuBel aueoa, Ba mpénet va dtatnpnBei otoug -20 °C (yia ta katepuypéva
Selyparta) A otoug 0-4 °C (Puxpd — pn maywpéva, Seiypota mou pmopel va alowwbolv) péxpl va
avaAuBoUv kal og kapio meplntwon 6ev MPEMEL val LEIVOUV yLA TIEPLOCOTEPO amod 36 wpec. TpodLUa TTou
6ev aMowwvovrtal, kovogpBormotnpéva, ) xapnAng vypaociog Ba npemnet va Statnpouvtal og Bgpuokpacia
nepLlBAaAlovtog UEXpL TNV avaAuon.

Avdloya pe TG attoUpeveg avaluoelg ta Seiypata eneepydlovtal cupdwva pe Stadopeg peBodoug ISO,
A cUUPWVA LE TG CUCTACELG SLEBVWV N €BVIKWV apxwv, TTou Tteptlypadouv tnv Stadikacia emefepyaciog
Tou Selyparoc.

O avaAutic Tou epyaotnplou cupmAnpwvel To medio « Huegpopnvia Kat wpa mou Eekivnoe n avaluon Tou
Selypartogy, otav ekkLvnosL TV avaluon. Eav eivol Stabéopo Aoyloptkd LIMS software slocdyovtal 6Aa
Ta petadedopéva tou Selypatod.

Otav éyouv mapaydel ta anoteAéopata, n dopua SetypatoAniag kot To amotéAsopa amootéAAovtal
péow nAektpovikng alnioypadioac oto Tunua Emdnutoloyiag, A dMwe ta Sedopéva pmopel va givat
SlaBéoipa péow Tou AoyLlopikou LIMS.

ANNEX |

Enionueg odnyiec yla tnv avixveuon kat/f katapétpnon naboyovwv

64



[0 opOVWOoN AToLKLWY TIPOKELUEVOU va. Tipayuatononst WGS:

ISO 23418:2022 Microbiology of the food chain — Whole genome sequencing for typing and genomic
characterization of bacteria — General requirements and guidance

ISO 6579-1:2017/Amd 1:2020 Microbiology of the food chain — Horizontal method for the detection,
enumeration and serotyping of Salmonella — Part 1: Detection of Salmonella spp. — Amendment 1:
Broader range of incubation temperatures, amendment to the status of Annex D, and correction of the
composition of MSRV and SC

ISO 6579-1:2017. Microbiology of the food chain — Horizontal method for the detection, enumeration
and serotyping of Salmonella — Part 1: Detection of Salmonella spp.

ISO 6888-1:2021/Amd 1:2023. Microbiology of the food chain — Horizontal method for the enumeration
of coagulase-positive staphylococci (Staphylococcus aureus and other species) — Part 1: Method using
Baird-Parker agar medium — Amendment 1

ISO 6888-2:2021/Amd 1:2023. Microbiology of the food chain — Horizontal method for the enumeration
of coagulase-positive staphylococci (Staphylococcus aureus and other species) — Part 2: Method using
rabbit plasma fibrinogen agar medium — Amendment 1

ISO 7251:2005/Amd 1:2023. Microbiology of food and animal feeding stuffs — Horizontal method for the
detection and enumeration of presumptive Escherichia coli — Most probable number technique —
Amendment 1: Inclusion of performance testing of culture media and reagents

ISO 7932:2004. Microbiology of food and animal feeding stuffs — Horizontal method for the enumeration
of presumptive Bacillus cereus — Colony-count technique at 30 °C

ISO 10272-2:2017. Microbiology of the food chain — Horizontal method for detection and enumeration
of Campylobacter spp. — Part 2: Colony-count technique

ISO 10273:2017. Microbiology of the food chain — Horizontal method for the detection of pathogenic
Yersinia enterocolitica

ISO 11290-1:2017. Microbiology of the food chain — Horizontal method for the detection and

enumeration of Listeria monocytogenes and of Listeria spp. — Part 1: Detection method

ISO 11290-2:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Listeria monocytogenes and of Listeria spp. — Part 2: Enumeration method

ISO 21528-1:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Enterobacteriaceae — Part 1: Detection of Enterobacteriaceae

ISO 21528-2:2017. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Enterobacteriaceae — Part 2: Colony-count technique

ISO 21567:2004. Microbiology of food and animal feeding stuffs — Horizontal method for the detection
of Shigella spp.

ISO 15213-2:2023. Microbiology of the food chain — Horizontal method for the detection and
enumeration of Clostridium spp. — Part 2: Enumeration of Clostridium perfringens by colony-count
technique

ISO 10272-1:2017/Amd 1:2023. Microbiology of the food chain — Horizontal method for detection and
enumeration of Campylobacter spp. — Part 1: Detection method — Amendment 1: Inclusion of methods
for molecular confirmation and identification of thermotolerant Campylobacter spp., the use of growth
supplement in Preston broth and changes in the performance testing of culture media

65



ISO 11866-2:2005. Milk and milk products — Enumeration of presumptive Escherichia coli — Part 2:
Colony-count technique at 44 °C using membranes

Mo poplokn aviyvevon maBoyovwv pe gPCR:

ISO 22174:2005. Microbiology of food and animal feeding stuffs — Polymerase chain reaction (PCR) for
the detection of food-borne pathogens — General requirements and definitions

ISO/TS 13136:2012. Microbiology of food and animal feed — Real-time polymerase chain reaction (PCR)-
based method for the detection of food-borne pathogens — Horizontal method for the detection of Shiga
toxin-producing Escherichia coli (STEC) and the determination of 0157, 0111, 026, 0103 and 0145
serogroups

ISO/TS 18867:2015. Microbiology of the food chain — Polymerase chain reaction (PCR) for the detection
of food-borne pathogens — Detection of pathogenic VYersinia enterocolitica and Yersinia
pseudotuberculosis

ISO 15216-2:2019. Microbiology of the food chain — Horizontal method for determination of hepatitis A
virus and norovirus using real-time RT-PCR — Part 2: Method for detection

ISO/TS 17919:2013. Microbiology of the food chain — Polymerase chain reaction (PCR) for the detection
of food-borne pathogens — Detection of botulinum type A, B, E and F neurotoxin-producing clostridia
ISO 15216-1:2017. Microbiology of the food chain — Horizontal method for determination of hepatitis A
virus and norovirus using real-time RT-PCR — Part 1: Method for quantification

KaBwc emionueg péBodol yla TNV HopLaKh avixveuon maboyovwv eival TEPLOPLOUEVEG, oL HéBobdol
OUVKEVTpWON Twv maboyovwy oL omnoleg meplypadovrtal os apyeia ISO pmopouv va xpnotluonoindouyv,
omw¢ n odnyia 1SO 18744:2016 (Microbiology of the food chain — Detection and enumeration of
Cryptosporidium and Giardia in fresh leafy green vegetables and berry fruits) avtl yla pLKpOOGKOTILKN
£€€TO0ON AMOUOVWVOVTAL VOUKAEIKA 0E£a YL LOpLOKN avixveuaon.

o LETOYEVWILKY avaAuaon Kot/r) ETUAEKTLIKA avioxuon OAou Tou yovidwuaTtocg, UIopel va armopovwOsi
DNA kat/r) RNA arnd ouykevipwpéva Ssiypata i dpeoa oo to diypa.
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Napadaptnpa ll
Metadedopéva yia Ssiypata tpodpng

Agiypa tpodng

AplBuog Selypatog i papdokwdikag *

Huepopnvia kat wpa detypatoAnyiag *

Eidog Seiypartog/eibog opyaviopou (m.x. KpEag HoOoXou, KoTOmouAo, pudia, KAT.)*

Katdaotaon Selypatog (katePuypévo, amhn Yogn, kKAT.)*

MpooBeteg mAnpodopieg yla to Seiypa (m.x., EUmopLkn ovopacia)

AwtoUpeveg e€etaoelg*

TomoBeoia cuhhoyncg deiypatoc*

uvbeon pe emdnuia (edv umdpyet)

O[N]V B W| N| P

Huepounvia kat wpa adiéng oto epyaotriplo*

[
o

Oeppokpaocia deiyparoc*

=
=

Adyou andppudng tou Seiypoatog (Na/Oxt, mepiypacn)*

[N
N

AN\ apatnpioeLc (edv umdpyouv)

[ER
w

AplOuog epyaotnpiov*

[y
S

OVOUATEMWVULO TOU 0TOHOU Ttou mapéAape to Seiypa*

[N
(2]

Huepopnvia kol wpa mou Eekivnoe n avaluon tou deiypatog*

Ta nedia 1-8 cupmAnpwvovtal armd Tov SEYUATOANTTN, evw Ta Tedia 9-15 cupmAnpwvovtal ano To
TIPOOWTILKO TOU €pyaoTnpiou (ta media e AoTEPIOKO ELVAL UTIOXPEWTIKA).
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