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PRODUCT IDENTIFICATION DATA

Type and designation: Analyzer immunojluorescent
Model: FIC-QIOON

Serial number:

Manufacturing date:

Name and address
- manufacturer "Shandong Diano Bio-tech Co., Ltd."
Building C6, Chang’an Industrial Park, Cuishan West Street,

Xin’an Street, Angiu City, Weifang City, Shandong Prov-

ince, China.
- seller (supplier) "BIO FOCUS" LLC

109387, Russia, Moscow, Tikhaya str., 28, office 216
Phone fax: +7 (916) 900-65-84, +7 (925) 682-12-42, + 86 10 400-053-

69-17/+86 10 010-828-160-22
Website, e-mail:
general issues: www.biofocus.ru
technical issues:

service centre; info@biofocus.ru

Analyzer complies with the current

regulatory and technical documenta-

tion and is recognized as fit for use
GOST R 15.013-2016, GOST ISO 13485-2017, GOST
R 50444-2020, GOST IEC 61010-2-101-2013, GOSTR
IEC 62366-2013, GOST R 50267.0-92, GOST 20010-
93, GOST R IEC 61326 -1-2014, GOST R IEC 61326-

Analyzer meets the requirements ofregu-  2.6-2014, GOST R IEC 62304-2013, GOST R ISO

latory documents: 14644-4-2002, GOST R I1SO 14644-5-2005, GOST R
52539-2006, GOST R 53079.4 -2008, GOST 27025-86,
GOST R 52905-2007, GOST 31891-2012, GOST IEC
61010-1-2014, GOST R I1SO 18113-1-2015, GOST R
ISO 18113-3-2015
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ATTENTION OF CONSUMERS!

Thank you for purchasing an Analyzer manufactured by our company!

We ask you to carefully study this Operation Manual, check the correctness and quality
of assembly of the Analyzer and its components, ensuring the operation in accordance with
the established requirements.

Do not trust the production of these works to random people, avoid independent un-
skilled actions!

Remember that if you violate the rules ofwork, you may lose the right to free warranty

repair!

ATTENTION!

Only personnel who have studied this Manual and have experience in operating medical

equipment are allowed to service the Analyzer.

The manufacturer reserves the right to make design changes that do not lead to deterioration

in the technical characteristics, presentation and usability ofthe Analyzer.

Please sendyour comments on the improvement o fthe design and usability to the address of

the manufacturer or supplier.
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1 GENERAL INFORMATION

1.1 This Operation Manual (OM) contains a technical description ofthe Analyzer Im-
munofluorescence FIC-QIOON (hereinafter referred to as the Analyzer), rules and instructions for
its safe operation and other information that users and personnel who carry out transportation, ad-
justment, maintenance and repairs need to know.

1.2 The purpose of this manual is to provide all pertinent information required for the trans-
port, commissioning, operation and routine maintenance ofthe Analyzer.

1.3 This manual has been prepared in accordance with GOST R 2.610-2019, GOST R 2.601-
2019, GOST IEC 82079-1-2014, GOST R 56018-2014 / 1SO / IEC Guide 37: 2012, GOST R 2.105-
2019, Order ofthe Ministry of Health of the Russian Federation dated January 19,2017 No. 1In
"On approval ofthe requirements for the content of technical and operational documentation ofthe
manufacturer (manufacturer) of a medical device."

1.4 Terms and definitions - according to GOST RIEC / TO 60788-2009,GOST 31508-2012,
GOST R 52002-2003. GOST 18996-80, GOST 18322-2016, GOST 27.002-2015, GOST 25866-83,
GOST R 55991.7-2014.GOST R 50267.0-92 and GOST R 2.610-2019.

1.5 This Manual should be considered as an integral part of the Analyzer and should always be

available and at the disposal of the installer, user (s) and operator (s) for repair and maintenance.

I  r ATTENTION!
In accordance to the Maintenance file “Quantitative detection Kit of SARS-CoV-2 nu-
cleocapsid antigen in human nasal swabs by fluorescence Immunochromatography” “SARS-

CoV-2 N Ag”.

2 PURPOSE AND SCOPE

2.1. Purpose: The analyzer is designed to process the “Quantitative detection Kit of SARS-

CoV-2 nucleocapsid antigen in human nasal swabs by fluorescence Immunochromatography”

5
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“SARS-CoV-2 N Ag” in medical institutions, as well as in medical and research laboratories for in
vitro diagnostics in order to detect the SARS-CoV-2 coronavirus and assess the viral load as a test
for a new coronavirus infection (COVID-19).

Functional purpose: auxiliary tool in diagnostics. The use of the product has no population and
demographic aspects.

Potential consumers, as well as their professional level: In a medical facility of any proiile. Clini-
cal laboratory diagnostics doctor, medical laboratory technician.

2.2 The design ofthe Analyzer complies with the design documentation and meets the speci-
fied requirements in accordance with its intended purpose.

By the type ofplacement, the Analyzer is classified as desktop, closed.

2.3 Operating mode - automatic, repeated-continuous.

2.4 Analyzer according to the classification of GOST 31508-2012, Order of the Ministry of
Health ofthe Russian Federation No. 4n dated June 06, 2012 "On approval ofthe nomenclature clas-
sification of medical devices" (as amended on September 25,2014) refers to medical devices of po-
tential risk degree 2a, subgroups 5.1, and according to the possible consequences of failure - to prod-
ucts of class B.

Type of medical device in accordance with the nomenclature classification: 325350.

2.5 The analyzer features high test accuracy and speed, excellent stability and low maintenance

costs.

3 COMPOSITION AND DESCRIPTION OF THE ANALYZER

3.1 The main functional parts ofthe Analyzer are shown in Figures 1 and 2.

The analyzer can operate both independently and as part of a complex with an external per-
sonal computer.

3.2 The Analyzer includes slots for ID-cards and test-cassettes (ID-card and test-cassette are
not included in the set of the medical device "Analyzer immunofluorescent FIC -QIOON ", it is
included in the set of the medical device" Kit of reagents "SARS-CoV-2 N Ag",

Control is carried out by means of a touch screen; the output of the results is provided both on

the screen and by printing on the built-in thermal printer.
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CeHCOpHbIi
3KpaH
Cnort gna
KO'KapThbl
Figure 1- Analyzer
1 Analyzer - inside view after removing the top cover, Figure 2.

Figure 2

2. Description of the main functional elements and components of the Analyzer.

Built-in printer
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Front view
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Back view

Back side view
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Touch screen

Front top view
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Bottom view: Analyzer main board, touch screen, touch screen cable to the main board.

ID-card slot

Front view
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View from above

Test-cassette reader

12
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Front view

Side view
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I/ O board

View from above

power supply unit

Name DJ-U48S-12
Description Power Supply
Appointment Analyzer power supply

Sp'égiJIiQtwns
Color Black
Material Fire retardant material
No greasy stains.

No visible contaminants such as clothing fibers,
Purity . . .
dust, ash, wood tires, chipboard, metal contamina-

tion. No marbling / white or black markings /

14
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Input voltage

Output constant voltage, maximum output

current
Dimensions (edit)
Weight
Manufacturer data

Appearance

network cable

Name
Description

Appointment
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inclusions.

230 + 10% (207-253) V AC, 50 Hz.

12V DC, 4 A

110+ 5mm *60 = 5mm * 34 = 5mm.
270+13gr.

Hengyang Dimension Electronic Co., Ltd.

P24 HO5VV-F 3x0.75 1.5 m
Network cable

Connecting the power supply to the network

15



Color

Material

Purity

Length
Weight
Manufacturer data

Appearance

USB connection cable

Name
Description

Appointment

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

26.60.12.004.15580960 P3

Black

PVC, copper

No greasy stains.

No visible contaminants such as clothing Ifibers,
dust, ash, wood tires, chipboard, metal contamina-
tion. No marbling / white or black markings /

inclusions.
1.5+£0.05 m

190+9G.

Zhejiang Jinting Nuclear Cable Co., Ltd.

USB - cable UNITEK USB2.0-RS232
Connection cable ,

Data transfer

16
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Specifications
A u
Color Brown
Material PVC, copper, steel
No greasy stains.
No visible contaminants such as clothing fibers,

Purity dust, ash, wood tires, chipboard, metal contamina-

tion. No marbling / white or black markings /

inclusions.
Length one.5m
Weight 74 g

Beijing Senyuan Chuangda Technology Co., LTD.,
Manufacturer data

China
Appearance
printing paper y
0
Name Printing paper

17

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



26.60.12.004.15580960 P3

Description Roll of paper for printing, 57mm wide

Appointment Print Test Report

Specifications
Color White
Material Thermal paper
No greasy stains.
No visible contaminants such as clothing fibers,
Purity dust, ash, wood tires, chipboard, metal contamina-

tion. No marbling / white or black markings /

inclusions.
Dimensions (edit) 57+ 5mm * 40+ 5mm
Weight 57+3G.
Manufacturer data Shenzhen Weihuang Printer Co., LTD

Appearance

18
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3.3 Description of the principle ofthe analytical method or the principle of operation of

the instrument

The principle oftesting is photoelectric, using special fluorescent immunoreagents (test cassettes).
Studies are usually carried out in the UV region of the spectrum at the wavelength of maximum
absorption for a given group of substances, and the radiation is recorded through a filter that does

not transmit excitation rays.

The rectangular principle o ffluorescence measurement is commonly used:

Light from a radiation source is passed through filters and focused in a flow cell with rectangular
light input and output channels. The emission radiation passes through filters and is measured with
a photo detector.

NOTE The mobile phase (solvent) should not absorb light either at the absorption wavelength or

at the emission wavelength.

Control is carried out by means of a touch screen; the output of the results is provided both on the

screen and by printing on the built-in thermal printer.

Description of the target analyte, scientific validity, principle of action

The new coronaviruses are of the P genus. COVID-19 is an acute respiratory infection. People are
susceptible to it. Infection with the SARS-CoV-2 antigen is currently the leading cause of
COVID-19; asymptomatic infected people can also be a source of infection. According to the cur-
rent epidemiological study, the incubation period is 1to 14 days, mostly 3 to 7 days. The main
manifestations include loss of smell, fatigue, fever, and dry cough. In some cases, nasal conges-
tion, runny nose, sore throat, myalgia, and diarrhea are found.

At an early stage ofthe disease, the total number of leukocytes in the peripheral blood is normal or
reduced, and the number of lymphocytes is reduced. In some patients, there was an increase in the
level of liver enzymes, muscle enzymes and myoglobin. CRP and erythrocyte sedimentation rate
are increased in most patients, while procalcitonin is normal. In severe cases, the amount of D-
dimer increases, and peripheral blood lymphocytes gradually decrease. The nucleic acid of the

new coronavirus can be found in throat swabs, sputum, lower respiratoiy secretions, blood and
19
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other samples.

The purpose of the Analyzer Immunofluorescence FIC-QIOON is to determine the amount of the
nucleocapsid antigen of the SARS-CoV-2 coronavirus (N-protein) in swabs from the human nose
using the classical mechanism : sandwich immunoassay. On the test line (T) there are antibodies
"1" to the N-protein of the SARS-CoV-2 virus, antibodies "2 to the N-protein of the SARS-CoV-
2 virus, conjugated to fluorescent microspheres fixed on the test line by the sandwich method.
Fluorescent microspheres on the test line can be detected by fluorescence immunoassay. The reac-
tion with the sample will also occur on the control line (C), which is coated with goat anti-mouse
antibody (GAM).

These products provide quantitative in vitro diagnostics and are applicable to nasal swab speci-

mens.
3.4 The operational and technical characteristics of the Analyzer are shown in Table 3.1.
Table 3.1
Parameter name Value, norm
1 2
in accordance with the wiring diagrams,
Appearance, installation quality electrical circuit diagrams and reference
samples; defects are not allowed
Analyzer supply voltage, V DC: 12

Maximum current, consumed by the Analyzer
from the DJ-U48S-12 power supply unit, A:
Input voltage ofpower supply unit DJ-U48S-

3

230 + 10% (207-253)

12, VAC:

Output voltage of power supply unit DJ-U48S- 12

12,VvDC:

Rated power supply frequency, Hz: 50
Maximum power consumption together 36

with power supply unit, VA:

Maximum current consumption ofthe Analyzer 0.16

with a power supply unit, A:

Weight, kg 1.90+£20%
Overall dimensions (length, width, height), mm (270 X270 X120) £5%
Touch screen size (diagonal), inches 7

Time of continuous work, h: 8 (followed by a bg/?ak 0f0.5h)

Maximum time of readiness for work after
switching on, min:

20
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Number of tests identified
Number of tested samples
Interface for communication with a computer
Supported data transfer
Minimum sample volume for research
units of measurement
Measuring ranges
Criteria for the interpretation ofthe results ob-
tained
Time from loading a sample into the analyzer
until the first lab result is obtained
Performance (the number of laboratory analysis
results ready for validation, obtained in one
hour of analyzer operation)
Runtime without calibration

Repeatability of results (by coefficient ofvaria-
tion CV),%, no more

Signal-to-noise ratio,%

Memory capacity by number of measurements
The volume ofthe characteristic curves (cali-
bration curves) of sets of different series simul-
taneously stored in the analyzer's memory

A substance used as a fluorescent label

Requirements for constructive compatibility
with the computer

Radio channel and information transmission
modes

Protection degree ofelectrical equipment

I.Notes:

26.60.12.004.15580960 P3

not limited
singles, series
RS232, USB, network
LAN, GPRS, COM

according to the characteristics of the test
cassettes

12 + 2 sec.

180+ 10

Not limited

8

0.01 (1: 10000)
10000

europium (Eu)

Computers running Windows XP, Win-

dows 7, Windows 10 that support IEEE

802.3 Ethernet data transmission and re-
ception

GPRS

IP20

1 Permissible dimensional deviations - according to working drawings, GOST 24643-8J.
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GOST 25346-2013 and GOST 25347-2033 (not worse than grade 14).

2 Radiofrequencies comply with the "Regulations on the procedurefor considering materials,
conducting an examination and making a decision on the assignment (designation) o fradiofre-
quencies or radiofrequency channelsfor radio electronic equipment within the allocated radiofre-
quency bands" dated February 26, 2008 No. 08-23-02-001 (as amended, as o fDecember 20,
2011).

3.5 The analyzer is equipped with the software "DENUO-PEOPLE-v1.3.488", version
"DENUO-PEOPLE-vI.3.488" ensuring its operation in the stated modes, compatible with operating
systems Windows XP, Windows 7 and Windows 10.

The software performs the functions:

- control of the set operating modes;

- display of status and parameters ofwork;

- execution ofthe specified algorithms;

- diagnostics ofequipment operability with the issuance of messages;

- operational management;

- registration of emergency events;

- formation of a database;

- generating reports;

- changes in control parameters, equipment configuration.

To display information, pop-up windows, trends, graphs of changes in measured technologi-
cal parameters are used.

3.6 Requirements for the degree of automation of testing and optimization ofthe laboratory
process are met in accordance with GOST R 55991.2-2014.

3.7 Operating Environment ofthe Analyzer

3.7.1 The analyzer is suitable for operation in a UHL climate, location category 4.2 in accor-
dance with GOST 15150-69 and GOST 15543.1-89.

Permissible ambient temperature during operation; from plus 10 to plus
35 ®C relative humidity: not lower than 10% and not higher than 80% at plus 25 ° C, atmospheric
pressure: from 84.0 to 106.7 kPa.

3.7.2 Altitude above sea level: no more than 2000 m.

3.7.3 Type of atmosphere -1 according to GOST 15150-69.

22
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Characteristics of the environment and aerosols contained in it: non-toxic, non-explosive ac-
cording to GOST 31610.0-2019, GOST 30852.19-2002, 4th hazard class according to GOST
12.1.007-76, not radioactive according to SanPiN2.6.1.2523-09.

3.7.4 The analyzer is resistant to impacts caused by falling from a height of 50 mm onto a
hard surface in accordance with GOST R 50267.0-92.

3.7.5 The admissible angle of inclination to any side during use is no more than 5°.

3.7.6 The analyzer, when transported in the manufacturer’s packaging, retains its properties
after exposure to transport shock with a vibration frequency of 2 ... 3 Hz, an acceleration of 30 m
s-1

3.7.7 The temperature in the room during the operation ofthe Analyzer should not change

by more than 2~C per hour.

1 T ATTENTION! The use ofthe Analyzer in other conditions is considered to be

improper use.

3.8 Ergonomic and aesthetic characteristics ofthe Analyzer are generally consistent with
GOST 30.001-83, GOST 20.39.108-85, GOST R 56274-2014, GOST R EN 614-1-2003. Switches
and switches meet the standards of GOST 23000-78.

3.9 The electrical equipment is installed in accordance with the requirements ofthe design
documentation and the electrical schematic diagram according to RDT 25 106.

3.10 Controls ofthe Analyzer are supplied with inscriptions (symbols) in accordance with GOST
24505-80, GOST RMEK 60073-2000 and GOST R IEC 878-95. indicating the control area.

Coloring and selection of signal colors are made taking into account the instructions of GOST

12.4.026-2015, GOST R 50267.0-92 and Figure 3.

Symbol Meaning Symbol Meaning
Carefully! Refer to instruc- i ]
) |a Refer to instructions for use
tions for use
A Biological risk IVD In vitro diagnostic medical device

23
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Manufacturer

Figure 3 - Symbols available on the Analyzer

3.11 The Analyzer has an indication

- power connections;

- indication of the position of the main switch "ON";

- the occurrence of a malfunction;

- data reception;

- readiness to perform operations;

- the end of operations.

The equipment contains instructions in Russian regarding:

- to the main connections or related aspects;

- to the presence of high voltage;

3.12 The design of the Analyzer is made controllable and maintainable in accordance with
GOST 23660-79, GOST R 27.605-2013, GOST 26656-85, accessible to inspection and removal of
components to be replaced, and (as necessary) their sanitization.

Repairs are carried out in specialized organizations.

3.13 The analyzer is designed so that its electronic part is maximally adapted to the use of
automatic assembly.

The analyzer contains a minimum number of elements for setting the electronic part, but not
to the detriment of its technical parameters.

3.14 Analyzer surfaces made of non-corrosion-resistant materials are coated in accordance
with GOST 9.032-74, GOST 9.031-74, GOST 9.301-86 (class not lower than 111) and GOST 9.104-
2018 (condition group 4). Metallic and non-metallic inorganic coatings comply with GOST 9.301-
86 and GOST 9.303-84.

3.15. Analyzer reliability indicators

3.15.1 The Analyzer's MTBF is 3000 hours.

Failure of the Analyzer is a violation of its operational state associated with the failure of any
component, which entailed deviation ofthe parameters beyond the declared limits, if at the same

time, in order to restore the operational state, it is necessary to replace or repair any component.

24

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



26.60.12.004.15580960 P3

3.15.2 The average time to restore the working condition when re)glacing a faulty part (ele-
ment) with a serviceable one should be 2 hours.

Duration of daily maintenance - 1 hour, monthly - 5 hours, annual -10 hours.

3.15.3 Average service life ofthe Analyzer is 5 years.

The criterion of the limiting state is considered to be technical and economic inexpediency
restoration of characteristics.

3.15.4 The coefficient of technical utilization of the Analyzer is 0.90.

The degree of readiness is 0.99 in accordance with GOST 27.002-2015.

3.15.5 The components, devices, apparatus and instruments used in the design have at the
time of installation in the Analyzer a residual service life not less than its warranty period.

3.15.6 The Analyzer software has:

- noise immunity, that is, it excludes the possibility of looping and getting into deadlock situa-
tions, the ability to function correctly in the event of failures, failures of part ofthe computing fa-
cilities, personnel errors, and also provides an automatic restart when the power supply is restored
after a shutdown without issuing false signals and control actions;

- speed, that is, the minimum restart time, reactions to external events, the minimum loss of
time for data protection;

- adaptability and development prospects, that is, the simplicity of adapting programs to
changes or extensions ofthe user's tasks without impairing other indicators.

3.15.7 Test cassettes - single use.

3.16 The design ofthe Analyzer is suitable for disinfection, ensures the drainage ofwashing
liquids; the number of grooves and protrusions that facilitate the accumulation of dirt or body fluids
is minimal.

3.17 The analyzer remains operational and electrical safety when biological fluids get on its
surface.

The materials are compatible with them.

3.18 The design ofthe analyzer’s components prevents the possibility of their incorrect
assembly.

3.19 Patent clearance for manufacturing methods and design solutions is ensured in relation to
the Russian Federation and countries where the Analyzer can be supplied, as well as the transfer of
technical, information and other documentation.

Joint intellectual property with commercial potential obtained in the course of work must be

protected in accordance with Russian and international legislation.
25
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3.20 The Analyzer case has a smooth, uniform, two-tone outer surfaqc)e, free from burrs,
cracks, stains, dirt, scratches, traces of corrosion, pits, dents and chips, in accordance with approved

reference standards.

3.21 The materials used are approved for use in medical equipment by the bodies and insti-

tutions of Roszdravnadzor.
Test cassettes meet the general standards of GOST R 51088-2013.

I r ATTENTION!
It is not allowed to remove identification plates from the Analyzer: they bear the serial
number and other useful information.
Changes and rebuilding of the Analyzer by the user, not agreed with the manufacturer,

are unacceptable.

4 BASIC SAFETY MEASURES

4.1 The analyzer meets the safety requirements when used for the purposes specified in this
Manual.

The design ensures the reliability and safety ofits operation during the established service life
and provides for the possibility of maintenance, sanitary cleaning, repair and operational control.

4.2 During the preparation for operation and operation ofthe Analyzer, the safety, occupa-
tional safety and environmental protection measures specified in this Manual and the Operating In-
structions of “Quantitative detection Kit of SARS-CoV-2 nucleocapsid antigen in human nasal
swabs by fluorescence Immunochromatography” “SARS-CoV-2 N Ag”.

4.3 Safety instructions.

431 The analyzer meets the standards of constructive and electrical safety in accordance with
GOST IEC60065-2013, GOST R ISO/ TO 16142-2008, GOST R 50267.0-92 (for class I, type
B), GOST R 52770-2016, GOST IEC 61010-1-2014, GOST IEC 61010-2-081-2013, GOST IEC
61010-2-101-2013, GOST IEC 60950-1-2014, GOST 12.2.091- 2012 (Class I, Pollution Degree I,
Installation Category I1).

4.3.2. Mains cable length : 1+ 0.05 m.

26
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4.3.3 The temperature of the parts ofthe Analyzer, accessible for touching without using a
tool, during normal operation and at an ambient temperature from plus 10 to plus 35 does not

exceed plus 41 °C.
4.3.4 Sanitary and hygienic requirements for the Analyzer are provided in accordance vnth the

"Unified Sanitary and Epidemiological and Hygienic Requirements for Goods Subject to Sanitary
and Epidemiological Supervision (Control)" dated May 28,2010 No. 299, chapter 11, section 18.
The Analyzer’s materials do not provide irritating, toxic and sensitizing effects; no potentially haz-
ardous radiation.

4.3.5 The design ofthe Analyzer eliminates the possibility of contact with waste and the

possibility of operator infection, and also prevents biological contamination.

XX . Note - During use, there is no contact o freagents and biological material with human

skin or other organs, so there is no need to carry out toxicological and sanitary tests.

4.3.6 The analyzer meets the requirements of electromagnetic compatibility in accordance with
GOST R IEC 61326-1-2014, GOST R IEC 61326-2-6-2014, GOST R ffiC 60601-1-2-2014.

The amount of conducted or radiated radio interference generated by the Analyzer does not
exceed the values specified GOST 12.1.006-84.

Electromagnetic environment

« Before starting work, it is necessary to assess the risks associated with the influence of elec-
tromagnetic fields on the operation ofthe product.

« Do not use the Analyzer near strong electromagnetic fields (for example, shielded intentional
sources of radio frequency radiation), as they may interfere with its normal functioning.

* Application in the vicinity of mobile RF environments. When the test is switched on and
when the test is carried out, communication may affect the device, and hence the result itself.

Electromagnetic compatibility

* The analyzer complies with the requirements for immunity and electromagnetic emission
given in GOST R IEC 61326-1-2014 and GOST R IEC 61326-2-6-2014.

* The analyzer was designed and tested in accordance with CISPR 11 (class A). In residential
areas, it can cause radio interference, in which case you may need to take measures to reduce the in-
terference, such as reorienting, relocating or shielding the location.

« When using external connected devices (test, remote control or monitoring), electromagnetic

emission may occur, exceeding the level specified in this standard.
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4.3.7 The design of the analyzer's components excludes the possibility of cuts and injuries
during its use and repair.

The Analyzer has no accessible metal parts galvanically connected to the power supply.

4.3.8 The design of control electronic devices excludes:

- not envisaged change of operating modes;

- the presence of errors during work;

- the presence of systematic failures.

The electrical equipment of the Analyzer is short-circuit and idle-proof

4.3.9 Requirements for electrical safety (resistance, insulation strength, grounding and imped-
ance) are provided in accordance with GOST R 50444-2020.

Supply voltage tolerance: + 23V.

4.3.10 The equivalent sound level during the operation of the Analyzer does not exceed 60 dB
in accordance with GOST 12.1.003-2014. Calculation methods - according to GOST 30530-97.

The vibration level during the operation of the Analyzer does not exceed the standards of
GOST 12.1.012-2004.

4.3.11 The degree of protection of electrical equipment is IP20 in accordance with GOST
14254-2015.

4.3.12 The Analyzer software has protection against unauthorized configuration by third
parties (password protection, encryption, access control) in accordance with GOST R 50739-95 and
GOST R 52069.0-2013, anti-virus protection, as well as protection against incorrect use of
functions and the input of unacceptable data.

A situation has been eliminated in which it is possible to gain access to the Analyzer's func-
tions bypassing authorization.

4.3.13 Requirements for fire safety ofthe Analyzer are complied with "Technical Regulations
on Fire Safety Requirements" TR RF 005/2008 (Federal Law ofthe Russian Federation No. 123-FZ
0f22.07.2008).

The probability ofa fire in (from) the Analyzer is 10“*per unit per year.

4.3.14 The electrical circuit excludes the possibility of spontaneous switching on, offand
changing the Analyzer operation modes; complete or partial interruption of power supply and sub-
sequent restoration does not lead to hazardous situations, including spontaneous start-up.

4.4 When using the Analyzer, the following should be provided,;

- periodic control over it;

- timely implementation of the regulations for prevention and repair;
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- compliance with the requirements for safe placement.

Avoid moisture penetration, as well as shock and strong vibrations by the Analyzer during
its transportation.

4.5 In addition to the requirements ofthis Manual, during the operation ofthe Analyzer, it is
necessary to comply with the requirements of scientific and technical documents of factories -
manufacturers of electrical equipment and devices included in it.

4.6 The Analyzer must be repaired by the manufacturer or an authorized organization. Self-
elimination of malfunctions (except those regulated in this Manual) and performance of repair and
adjustment work is not allowed. Modification ofthe Analyzer outside the factory is prohibited.

4.7 It is prohibited to use the Analyzer if it does not comply with the requirements of regula-
tory and technical documentation.

4.8 Do not use third-party reagent Kits.

A

In case ofviolation of the norms and rules of operation, the requirements of safety measures estab-
lished in this Manual, even if the violation was single and related only to one of the established

WARNING!

requirements, rules and regulations, the manufacturer and seller, regardless of the terms of pur-
chase and the duration of operation of the Analyzer, did not bear any responsibility for its quality
and technical condition, as well as for any consequences that occurred during installation and / or
during preparation for operation and / or during the operation ofthe Analyzer, including those that
caused damage to the health and life of people, damage environment and human habitat. In case of
violation of the manufacturer's rules for using the equipment, the protection applied in this equip-

ment may deteriorate.

A

DO NOT use the Analyzer:

- upon detection ofmechanical and other damage to components, electrical wiring and

switching devices; %
- in case ofdamage to structural elements o fthe equipment.

ITIS FORBIDDENto carry out adjustment, repair and similar work when the electrical
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equipmentis on.

A

ATTENTION! Failure to comply with these and other safety measures andprecautions

specified in this Manual may endanger the life and health ofthe user, and cause accidents.

5 TRANSPORTATION

5.1 Requirements for transportation - according to GOST 23216-78 and GOST R 51908-
2002.

Before transporting the Analyzer, make sure that the package is complete and that there are
no irregularities in the packaging.

5.2 Component parts of the Analyzer should be protected from movement by gaskets and
shock absorbers made of corrugated cardboard.

Replaceable, spare parts and parts are packed in plastic bags.

5.3 The Analyzer must be transported by carriers who specialize in the transportation ofthe
relevant goods and have the proper licenses (permits) and experience in transportation.

5.4 The Analyzer is shipped in a shipping container by any covered vehicle with protection
against the effects of atmospheric precipitation and fog, including the following:

- direct transportation by road for a distance of up to 1,000 km on roads with asphalt or con-
crete surfaces (roads of the first category) without speed limits or at a speed ofup to 40 km/ h for a
distance of up to 250 km on cobblestone or unpaved roads (roads ofthe second and third categories
);

- multimodal transport by rail, air (in heated pressurized compartments), river transport, in
combination with each other, and road transport, as well as sea transport.

5.5 The conditions of transportation ofthe Analyzer in terms of the impact of climatic fac-
tors must correspond to group 5 (O>K4) in accordance with GOST 15150-69, in terms ofthe im-
pact of mechanical factors - to group X in accordance with GOST 23216-78.

5.6 Loading and unloading ofthe Analyzer should be carried out in accordance with GOST
12.3.009-76.

The placement and fastening of containers in vehicles should ensure its stable position, ex-

clude the possibility of displacement and impacts against each other, against the walls of the ship-
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pmg container and vehicles.
*

5.7 It is forbidden to stack boxes during transportation or place foreign cargo on them.

5.8 The Analyzer should be dispatched to the Far North and equivalent areas in accordance

with GOST 15846-2002.

6 PLACEMENT REQUIREMENTS

6.1 Placement of the Analyzer should be carried out taking into account the technical data
and safety parameters specified in the technical documentation.

Storage conditions - in group 2 (C) according to GOST 15150-69.

6.2 Storage of the Analyzer is carried out in closed, well-ventilated rooms in conditions exclud-
ing moisture condensation, exposure to direct sunlight and corrosive environments (dust, acid and
alkali vapours, as well as corrosive gases).

Storage temperature should be within the range from -10 °C to 40 °C, relative humidity: from
20 to 90%, atmospheric pressure: 86... 106 kPa.

Transportation can be performed by any kind of covered transport without moisture, shock and
strong vibration at temperatures from -10 °C to 40 °C.

6.3 The distance from the packaging placed on the racks to any object (including the walls
and floor ofthe store) should be at least 0.1 m, the distance to the nearest heater should be at least

1.0 m.

7 ASSEMBLY AND PREPARATION FOR OPERATION

7.1 After unpacking the Analyzer should be placed on the desktop.

1 . Note - It is recommended not to discard an empty transport box that may be required

forfuture transportation, storage, etc.

7.2 Next, you should make sure that the Analyzer is complete.
The delivery should include:
- analyzer, model FIC-QIOON (Shandong Diano Bio-tech Co. Ltd., China) -1 PC;

- power supply unit, model DJ-U48S-12 (Hengyang Dimension Electronic Com. Ltd.,
China) -1 pc;

- network cable, model P24 HO5VV-F, Zhejiang Jinting Nuclear Cable Co., Ltd., China- 1
3
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pc.;

- paper for printing, Shenzhen Weihuang Printer Co., LTD., China- 1pc .;

- cable for USB connection, model UNITEK USB2.0-RS232, Beijing Senyuan Chuangda
Technology Co., LTD., China-1 pc .

- operation manual - 1pc.

7.3 The list ofreagents and consumables required for measurements is determined by the
delivery specification.
7.4 Marking on the package must comply with GOST R ISO 18113-1-2015, GOST R ISO
18113-3-2015, GOST R ISO 15223-1-2020.
7.5 When assembling the Analyzer in order to ensure safety measures, it is prohibited to:
- get down to work without studying the operational documentation;
- start working without checking the technical condition of the Analyzer’s elements, its electri-
cal cables and control devices;
- use elements, components, tools and devices not provided for in the design.
7.6 The Analyzer should be installed in winter only after keeping it unpaeked in a closed
heated room for at least 4 hours.
7.7 The Analyzer is wired according to the electrical schematic diagram.
The safety ofthe installation of electrical equipment and components must be ensured by
meeting the requirements of GOST 12.3.019-80.
7.8 The following requirements are imposed on the placement of the Analyzer:
- itis prohibited to install it at an inclination of more than 5§
- the mains socket used to connect the mains plug must be in an accessible place to be able
to quickly disconnect the Analyzer from the mains;
- the device must be located at a distance of at least 1 m from heating devices;
- it is prohibited to turn on the Analyzer without protective grounding;
- itis not recommended to place or throw heavy objects on the power cable and damage it in
any way;
- it is not recommended to place the Analyzer in the following places:
with mechanical vibration;
with humidity below 20% or above 80% at plus 25 °C;
with direct exposure to sunlight;

with temperatures below plus 10 or above plus 35 ®C,

32

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



26.60.12.004.15580960 P3

- do not use the Analyzer in the immediate vicinity of flammable materials;

7.9 The room should be free from aggressive environments, the mass concentration of dust in
the air should not exceed 0.75 mg/ m”, the electric component ofthe electromagnetic field should
not exceed 3 V / m in the frequency range from 150 kHz to 300 MHz.

There should be no strong sources of vibration and electromagnetic field around.

7.10 The analyzer should be located on a stable and level surface, free from heavy dust, direct
sunlight and corrosive gases.

The surface must be able to support at least 2.5 kg.

7.11 The analyzer should be located in a well-ventilated area with 10 cm of free space around
it to ensure trouble-free operation and maintenance.

7.12 When turning on for the first time, connect the power supply to the power connector on

the back ofthe Analyzer, then press the button on the left side of the Analyzer (Figure 3).

I Pa3bem

n nuntTaHunsa

Figure 3

I  r WARNING:
The analyzer is grounded via the power supply!
To ensure correct operation of the instrument, the desktop must bg connected to the

laboratory's grounding system.
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7.13 The analyzer must be fully assembled, installed and connected to the mains in accor-
dance with GOST 32144-2013 and GOST R 50571.28-2006 in the following order:

mcheck the integrity of electrical elements and installation of control devices, the absence of
twists in the cables; mount electrical equipment;

- connect all units ofelectrical equipmentto the ground loop;

- check the absence of violations ofthe insulation ofthe electrical wiring;

- connect the equipment to the AC mains; when connecting, check the correspondence of the
voltage of the network and electrical equipment;

- check the equipment by turning it on.

L \ ATTENTION!

Incorrect or carelessly performed assembly, adjustment, preparation ofsamples and reagents

can lead to complete destruction ofthe Analyzer or to thefact that it becomes unsafefor the user!

8 INSTRUCTIONS FOR USE

8.1. Before starting operation, control of the correct assembly of individual equipment and in-
stallation of test cassettes in accordance with the documentation for them should be ensured.

Make sure by visual inspection that the Analyzer is in good working order,
condition.

8.2 Operation should be carried out in accordance with SP 2.1.3678-20 and GOST ISO/ IEC
17025-2019 in clean rooms in accordance with GOST R ISO 14644-4-2002, GOST R 1SO 14644-5-
2005 and GOST R 52539-2006.

When working with the Analyzer, one should follow the instructions of GOST R 53079.4-
2008, GOST 27025-86, GOST R 52905-2007, GOST 31891-2012 and "Rules for the device, safety
precautions, industrial sanitation, anti-epidemic regime and personal hygiene when working in labo-
ratories (departments , departments) of sanitary and epidemiological institutions ofthe system ofthe
Ministry of Health ofthe USSR ", Moscow, 1981

8.3 During laboratory work, use rubber gloves in accordance with GOST 20010-93, goggles
and special laboratory clothing (gown, suit or overalls).

8.4 The analyzer is suitable for operation only with “Quantitative detection Kit of SARS-

CoV-2 nucleocapsid antigen in human nasal swabs by fluorescence Immunochromatography”
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“SARS-CoV-2 N Ag”, manufactured by Shandong Diano Bio-tech Co. Ltd., China.

8.5 Control of biocontamination in the laboratory should be carried out in accordance with

GOST ISO 14698-1-2005 and GOST ISO 14698-2-2005.

A ATTENTIONJ
The analyzer uses chemicals and other hazardous (caustic, irritating and haz-

ardous) chemicals that can be hazardous to health.

The device is designed to handlepotentially infectious samples (nasal secretions) that

may cause infection /contamination!

8.6 Connecting the analyzer to the electrical network and preparing for operation must be carried
out in accordance with the operating manual 26.60.12.004.15580960 OM (section 7).

8.7 Analysis must be carried out on a flat surface with sufficient space around the instrument.

Itis not allowed to move it during the analysis.

Exposure to dust during analysis is not allowed.

8.8 After turning on the power, the Analyzer goes through initialization and loading.

Upon completion of a successful download, it displays its interface (Figure 6).

To enter the service menu, use the password: 123456.

‘K » 2021-03-22 12:16;09

Homep o6pasta Ananut Tun obpasua PesynbTar
SARS-Cpy*2 O’ 2020090 "N Lns?
— A i nonifwm, il;....A
[npoune”, " om
Figure 6

8.9 The Analyzer is operated by pressing the fingers on the touch screen.
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8.10 Configuration

8.10.1 Adjustment is carried out in accordance with practical needs before starting work with the
Analyzer. After that, you can start testing individual samples, group testing, project management,
working with archive records.

8.10.2 To enter the settings mode, press the "System settings" button to display the second-level
menu after entering the interface; setting functions, tools, setting the time, information about the
device, resetting the settings to factory defaults.

8.10.3 Function setting

You can enter this interface by clicking "Function Settings". The selection of a setting item (Fig-

ure 7) is made by means ofthe icon behind the corresponding item:

HacTpoliku

BKNIOUMTL aBTOMATUYECKYH NeyaThb
TCMueMC TeHepayns MAeHTUDUKALNMOHHOTO HOMepa
napnmi

BHyTpeHHU Kopf,

GPRS >aBTOMATMYECKMN 3arpyxaTb Ha cepsep

Figure 7
8.10.4 Settings
To enter the next interface, you need to click "Settings".

The main tools are: software update, backlight adjustment, quality control, administration, network

configuration, port configuration and network connection (Figure 8).
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Figure 8

8.10.5 Software update
To go to the next interface, click "Refresh” to enter the next interface (Figure 9).

It is possible to choose to update from the network or USB disk.

When you click Update, you will be given the option to copy the software update package to a
USB drive and insert it into the USB port on the back ofthe analyzer. The analyzer will receive
the new version of the program from the USB disk and update the system.

After the update, the Analyzer will reboot.

Bpemsa ];d WHpp ;° K 320fcK

OGHOBJIEHVE NPOTPAMMBbI

O6HOBUTL 4 »» W B W B $

Figure 9
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8.10.6 Adjusting the backlight
To enter the indicated adjustment, press the "Backlight Adjustment" button (Figure 10).

5X21 2021-03*22 12 20:15

n 1© BpEMHJ NHpo j B> Copocks-am>/1Lik;
B6p«*ua
mry
Tedatc ApKOCTb: YpOBEHb 6
Teereen 1 M ApkocTb TeMHee
3afaHuA
n Haszapg,
WcTopus
UuJc
Figure 10

Next - press "Brightness" or "Darker" to adjust the brightness of the backlight.
Then click "Back" to complete the setting and close the dialog box.
8.10.7 Administrator

The Administrator function for commissioning the Analyzer (Figure 11) is available only to profes-

sional users.

After entering the password, you can set up auto test, auto test interval, cloud upload and upload
sheet, calibration tool, gain adjustment.
8.10.8 Time setting

To enter this interface, you must Press "Time™ (Figure 12).
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tK!! 2021'03'22 12:20:15

$3E|TKF|)4?4M Coépcr K 3craoooc
"B
Tgown
TecToBble
3aaHKa
WcTopus

Figure 11

Figure 12

To set the time, click on the field that you want to change, and then the signs "+" or  to adjust
(Figure 12).

After making changes - click "Save" to confirm the change. Clicking "Cancel™ will help cancel the
time change.

8.10.9 Analyzer Information
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To enter and display the model number and version information of the Analyzer, press "Info" (Fig-

ure 13).

Figure 13
8.10.10 Resetto factory settings
When you click "Factory Reset", a dialog box will appear with which you can clear all data and
restore factory settings (Figure 14).

After restoring factory settings, the Analyzer automatically restarts.

X 1 2021-03.22 12:21:43

Tecumsra
06pakKM
TCCTManaMMe Cbpoc K
3aBOACKUM
HacTpolikam?
Tacrpams
nnaHuw
LU mw51B20a
. BonbHMUA:
VicTopus t-. VrI 4 NT m-
A9 ¥V
nraTtT?w  ;wn”™ ?
Figure 14

8.11 Project management
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To enter this interface, press "Test tasks". By clicking on the appropriate item, select the informa-

tion about the study that is suitable for the current check (Figure 15).

WM<l 2021-03-22 12:22:54

ID sanemeHTa Homep naptun AHanut Kog napTum
] 2 5 acav Ay 202607l" ©
T«ct ogHOro
obpanua
S 2" 2 41 1 -SARSCOV'2 i/ '202009U
Figure 15

1 Click Previous Page, Next Page to view the sample test results saved by the analyzer.
2 Click "Delete" to delete information about the selected object o f verification.
example ofan ID-card import method:

Step 1: Insert the ID-card into the ID-card slot of the analyzer.

Step 2: In the interface for managing the scanned object, click the "Import ID card" button to
complete the import of the scan information.

Additional notes on importing an ID card:

1) Each item number and lot number has unique corresponding inspection information data. Re-
setting will overwrite the original setting.

2) When inserting an ID card into the Analyzer to scan the corresponding barcode and complete one
test, it will add the current ID card check item to the list.

8.12Single sample testing

Step 1: Install the Analyzer correctly and turn it on (Figure 16).

M
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X 1 2021-03-22 12:23:31
Homep o6pasua AHanut Tun obpasua Pesynbtar

Figure 16

Step 2: Click “Single Sample Test” to switch to the next interface.

Step 3: Select the type of sample to be checked.

Step 4: Confirm the information about the tested sample and the lot number.

The current test item and lot number information are configured in the Project Management sec-
tion 14.11, which should be consulted when the test item and lot number information need to be
changed.

Step 5: After receiving confirmation information - start testing.

Press “Quick Test” on the Analyzer to start testing the test cassette with the sample.

If you press "Standard Test", the countdown will start. The test cassette test will be automatically

performed after the countdown ends (Figure 17).
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Figure 17

After testing is complete, the result will be displayed (Figure 18).

Figure 18

Step 6: Result of testing.
When the test is completed, the result will be displayed in a list on the screen (Figiue 18). By
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clicking on the "Curve" it will be possible to display a detailed test result (Figure 19).
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Figure 19

8.13 Testmg a batch of samples
Batch testing should be performed in the following sequence;

Start incubating -) incubation in progress -) insert the reagent test cassette

> testing is in progress - ) pull out the test cassette
To get started, you need to click "Batch testing" to switch to the desired interface (Figure 20).

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

P3

44



26.60.12.004.15580960 P3

*X 1 2021-03 22 12:27:01
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Figure 20

Step 1. Add samples.
Click "Add sample” to add data on all samples for testing (Figure 21).

olSa-" |[HI&H255527"*~

M yXcKoW XX eHuWw nH
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Onepartop; I-

OuncTuUThH OTMmeHa
MeT&T

Figure 21
Step 2: start incubation
Add samples to test cassettes. As soon as the application of each ofthe samples is completed, -

press "START INCUBAT." (Figure 22). The current state will change on the screen and the in-
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cubation time will begin (Figure 23).
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Figure 22
202103-22 12:32:
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2 202103220004 SARS-CoV-2
AHanut KoHueHTpauus Pesynbtart
Figure 23

Step3: start testing

P3

When the incubation time is over, you must insert the test cassette with the sample into the slot of

the Analyzer.
Then click "Start test" to start testing (Figure 24).
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Figure 24

At the end of the test, the test result is displayed (Figure 25).

A1 202103-22 12:45:2(
Ml Homep o6pa3ua AHanut O6paTHbIli 0oTCcUeT CoctoAHMNe

1Tect ogHoro , 202103220004 SARS-CoV-2 130 NHKy6aLumns
2 m 202103220005 . SARS-CoV-2 - NHKyb6aumns

Figure 25
When the test is complete, the test result is displayed.
Step 4: Repeat the above steps to test the next sample cassette.

8.14 Measurement records

To initialize this function, press the "History" button on the main menu page (Figure 26).
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To navigate through the list, press the up / down arrows.

Click "Print" to print the selected test result via the built-in printer.

Click "Print" to delete the selected entry.

Click "Delete" to clear the selected entries.

Click "Search" to search for conditions (Figure 27).
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Set time, sample number, analyte. By pressing the "Search™ button, findéthe corresponding entry in

the device memory.

8.14 After repair (replacement) or installation, the Analyzer undergoes a partial technical ex-
amination in order to establish that the replaced, newly installed or repaired equipment is in good
condition, ensuring safe operation.

8.15 Analyzer retrofitted in service, is subject to technical examination in the scope of peri-
odic control with verification of a set of documentation for modernization, visual and measuring
control.

8.16 To finish working with the Analyzer, you need to exit the program settings and move the
switch to the " O ff position.

8.17 The analyzer, which has worked out its service life, is subjected to examination in order
to determine the possibility of extending its safe service life, including:

- visual and measuring control,

- control check ofwork in all modes;

- determination ofthe state with the identification of defects, malfiinctions, the degree of wear
and tear and corrosion;

- testing of safety devices;

- testing of protective grounding (grounding), insulation resistance of electrical networks and
electrical equipment, checking the operation of protection in networks with a solidly grounded neu-
tral.

Based on the results of the examination and analysis of the operating conditions, work is be-
ing carried out to determine the residual resource of the device and the possibility of extending its
safe operation period.

8.18 The owner of the Analyzer must ensure that it is maintained in good condition and safe
for operation by arranging proper maintenance. For this purpose, personnel must be appointed who
are responsible for organizing and carrying out maintenance and repair work.

The maintenance persormel must know the structure and operation rules ofthe Analyzer, pass
the safety knowledge test and be admitted to independent work in accordance with the established

procedure.

A ATTENTION!

- disconnect the power cable if the Analyzer is not used for a long period of time;
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- when disconnecting the power cable, hold on to the plug and not pull on the cable itself;
- under no circumstances should you disassemble the Analyzer yourself!
- it is necessary to avoid getting water or any other liquid inside the Analyzer case.

8.20 After each working session, it is necessary to check the purity of the analyzer and, if
necessary, thoroughly clean it and the corresponding parts with gauze soaked in 0.5% sodium hy-
pochlorous acid solution.

8.21 Taking the Analyzer out of service:

1 Pull out the appliance plug.

2 Thoroughly clean and disinfect the device following the disinfection instructions in Section
9 ofthis Manual.

3 Pack for planned transportation, for which:

- place the device in the original packing box;

- affix appropriate labels to the outside of the packaging box with sufficient warnings to in-
dicate that
""The product is out of service'";

""The product has been in contact with potentially infectious biological substances."

4 Manual transportation ofthe Analyzer without packing it into its shipping box should be
confined to the work area and care should be taken not to damage the instrument.

8.22 Contraindications to the use ofthe Analyzer are not regulated and are determined by the
characteristics ofthe used reagents (reagents) and test cassettes.

They also impose restrictions on the use.
8.23 The characteristics ofthe Analyzer are stable under the stated operating conditions under 3.7.
Information on the traceability ofthe values specified for calibrators or control materials,
which is provided by means of available reference methods (methods) of measurement and (or)
standards, is determined from the results of clinical trials.
8.24 Conditions necessary for the collection, processing and preparation of samples, data on
the stability of the analyzed samples, including the conditions and duration of storage, transporta-
tion conditions, as well as imposed restrictions are determined by the characteristics of reagents (re-
agents) and test cassettes according to 8.23.
8.25 Taking medical decisions based on the results of testing without prior consultation with
the attending physician is unacceptable! *

In this case, the Code of Medical Ethics ofthe Russian Federation must be observed.

8.26 Under no circumstances should you disassemble the analyzer yourself!
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8.27 The operating time before prophylaxis is from 3 to 6 months, depending on the intensity
and conditions of use.

The technical condition is monitored as part of laboratory equipment within the time frame
established in a medical and prophylactic institution.

8.28 Disinfectants are used as needed and must be verified to be free of abrasives prior to ap-
plication.
Instructions for sanitizing (disinfecting) equipment and laboratory premises - SanPiN 1.2.3685-21
"Hygienic standards and requirements for ensuring the safety and (or) harmlessness of environ-
mental factors for humans"
NOTE - Do not use bleach reagents (>0.5% solution) on any analyzer surface, as oxidizing agents
andsolvents can damage the analyzer case and touch screen.

Disinfection requirements.
1 Frequency of disinfection.
The FIC-QIOON immunofluorescence analyzer must be disinfected before and after use.
2 Disinfection method.
2.1 Before cleaning and disinfecting the instrument, turn offthe power to make sure the power plug
is unplugged.
2.2 Wipe the outside ofthe instrument with a clean, damp cloth. Be carefiil not to rub the interior or
interior surfaces.
2.3 Wipe the surface ofthe device twice with a clean cloth moistened with 70% (v / v) alcohol solu-
tion.
3 List of disinfectants and requirements:
List: 70% ethanol solution.
Requirements: prepare a solution with a concentration of 70% (by volume).
4 Matters requiring attention
4.1 The operator must wear gloves when cleaning and disinfecting.
4.2 In the process of use, it should be borne in mind that alcohol is highly flammable and there
should be no open flames.
4.3 People who are allergic to alcohol should be used with caution.

8.29 Specially trained personnel who have been instructed in accordance with GOST
12.0.004-2015, tested for knowledge of the analyzer's design and have ele(%trical safety qualifica-

tions of at least 11l are allowed for maintenance and repairs.
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8.30 For providing protection against overcurrent of the mains supply in the event of a failure,
the analyzer power supply is equipped with overcurrent protection.
8.31 Itis not allowed to make any changes to the device.

The user is responsible for any modifications or changes, as well as for the consequences aris-

ing from this.
8.32 During maintenance and repair work, do not smoke and use open fire, leave contami-

nated rags and other cleaning materials near and on the analyzer equipment.

8.33. There are no conductive circuits and parts in the product that can be exposed to water
and other liquids.

8.34. There are no switches on the power supply. The switch is located on the analyzer itself.
The switch has an ON / OFF position latching. In the ON position, the switch key is illuminated.

8.35. Ifthe Analyzer is used outside the manufacturer's specifications, the protection level of

the equipment may be impaired.

I [ IMPORTANT POINTS when using the Analyzer:

1. Do not place it in places where it is difficult to operate or it is inconvenient to disconnect
the device.

2. Do not insert anything into the test cassette slot other than the test cassettes from the
SARS-CoV-2 Coronavirus Nucleocapsid Antigen Quantification Kit in Human Nasal Swabs by
Fluorescence Immunochromatography SARS-CoV-2 N A g, manufactured by Shandong Diano
Bio-tech Co. Ltd., China

3. Ifany ofthe test specimens may become contaminated, protective gloves or other protec-

tive measures should be used to avoid skin contact with the opening of the sample addition cas-

sette.
4. Dispose ofused test cassettes in accordance with medical waste management regulations

to avoid any biohazard.
5. The Analyzer can store the calibration curves related to the product, the batch imported by

the manufacturer, and the user test records. When the manufacturer imports via ID-card or transmits
via the upper computer any calibration curve directly, the analyzer will automatically save the data.
The analyzer can store calibration data for 5 lots ofkits at the same time? Test results during

normal user work will be automatically saved in it as a record.
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The analyzer can store a maximmn of 10,000 records. Saved data can resume automatically
after power off without loss. When users select "Factory Reset", the data is deleted.

6. Users using PC software when working with the Analyzer must have the appropriate
knowledge: be familiar with such operating systems as Windows XP, Windows?, Windows 10

and with installation, unloading the software installation package into these operating systems.

9 MAINTENANCE AND REPAIR

9.1 Maintenance ofthe Analyzer as a whole consists in regular inspection of all working units
for serviceability and integrity, special attention should be paid to finding faults in electrical con-
nections, damage to protective coatings, housing integrity, electrical wiring insulation, and ground-
ing devices.

Service ofthe Analyzer is carried out only after it is de-energized.

9.2 The operating time before prophylaxis is from 3 to 6 months, depending on the intensity
and conditions of use.

The technical condition is monitored as part of laboratory equipment within the time frame
established in a medical and prophylactic institution.

9.3 When using the Analyzer, the external surfaces should be cleaned regularly, but at least
once a month.

For cleaning all external parts should use a cloth moistened with 70% ethanol solution. Do not

use solvents of any kind (eg.: acetone or gasoline).

List of disinfectants and requirements:
List: 70% ethanol solution.

Requirements: prepare a solution with a concentration of 70% (by volume).

JL n OTE -During cleaning, do not wet electrical parts (connectors, etc.). I felectrical parts

become accidentally wet, dry them thoroughly before turning on the appliance again....

9.4 Replace paper as it runs out.

9.5. Disinfectants are used as needed and must be verified to be free of abrasives prior to ap-

plication.
%
9.6. The external surface is cleaned with a cloth moistened with 70% ethanol solution (see

above).
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X.blole - Do not use bleach reagents (>0.5% solution) on any surfaces o fthe Analyzer, as

oxidizing agents and solvents can damage the Analyzer's case and touch screen.

9.7 Parts that are subject to wear or are defective and need to be replaced are requested as
indicated:

- customer order numbers;

‘type and / or version ofthe Analyzer;

- its serial number;

- component code numbers;

- component descriptions;

- quantity;

- the name and address of the medical institution, and the delivery address.

I r ATTENTION!
Replacement of parts with original spare parts guarantees an efficient and long life of
the Analyzer.
9.8 Specially trained personnel who have been instructed in accordance with GOST 12.0.004-
2015, tested for knowledge ofthe analyzer's design and have electrical safety qualifications of at

least 111 are allowed for maintenance and repairs.

ATTENTION!

Users can only perform simple routine maintenance operations. In the event of
any malfunctions or breakdowns caused by the use of the device, corrective maintenance must
be performed by a qualified technician!

The manufacturer accepts no responsibility for unprofessional repair attempts and the

resulting consequences!
9.9 During maintenance and repair work, do not smoke and use open fire, leave contaminated

rags and other cleaning materials near and on the Analyzer's equipment. y
0

10 SPECIFIC TROUBLESHOOTING AND CORRECTIVE ACTIONS
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10.1 Absence ofresult when pressing the buttons ofthe Analyzer Interface or pressing the
buttons ofthe analyzer indicates a malfunction. It is necessary to restart the instrument by follow-
ing these steps:

- turn offthe power;

- remove the power plug from the socket and plug it in again;

- turn on the power supply.

10.2 Before contacting the service center, it is recommended that you study this section for
the subject of determining the possible cause of the problem. A few simple checks and adjustments
can eliminate it and lead to normal operation.

10.3 Possible malfunctions and methods of their elimination are shown in Table 10.1.

A ATTENTIONI

U the above troubleshooting solutions do not help, you need to contact the service

department!
Unqualified actions can lead to injury, damage to the Analyzer and void the warranty!
Performing any operation that is expressly prohibited in this Manual, as well as any ad-

justments, assembly steps not recommended or prohibited in this Manual, will void the warranty!

Table 10.1

Malfunction Elimination method Notes (edit)

Make sure that the power supply is
connected to the analyzer and to the
mains, the power button on the ana-
lyzer body is pressed.

If all these conditions are met, but
the analyzer does not turn on, con-
tact the service department.

The thermal paper roller is not in-
serted correctly into the thermal
printer. Take out the thermal paper,
turn it upside down to the feed roller
on the printer cover, put the paper in %
the slot, close the cover.

Printer does not print Make sure the green light on the

The analyzer does not turn
on

Printed information is
missing on the printed
measurement report
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measurement results

The analyzer issues a
measurement error mes-
sage

The touch panel does not

respond to finger touches.

The Analyzer is unstable.

The LED on the power
supply is off.

26.60.12.004.15580960 P3

top right comer of the thermal
printer is on. Ifit does, make sure
there is paper in the printer tray. In-
stall a new roll.

If the indicator does not light up,
call for service.

The sample cassette is inserted up-
side down into the analyzer slot.
Remove the cassette, insert in the
direction ofthe arrow marked on it,
repeat the measurement.

Turn offthe Analyzer, wait 10 sec-
onds, turn it on. Ifthe problem per-
sists, make sure the analyzer is not
near high power equipment. Ifso,
move it a few meters away from this
equipment, turn on the power.

If the problem persists, call for ser-
vice.

Replace the power supply. Call for
service.

-M-Notes on common errors:

1 A user interface error may result in the Analyzer being unable to perform the "test"func-

tion. It will not affect the backup and data transferJunction. At this stage, you can

download the records stored in the analyzer's memory to an external computer, and then

transfer the instrument to a representative companyfor repair.

2. The application logic itselfisflawed. This error is very unlikely to occur. I fthis happens,

the datafrom the testperformed will be lost. However, the data saved in the Analyzer will

not be lost. At this point, turn offthe analyzer and restart itfor permanent use.

3. System or network resources cannot be used, but the testfunction and data backupfunc-

tion ofthe analyzer itselfare working.

This may affect the uploading ofrecords to an external computer. When the system or net-

work resources stabilize, thisfunction will automatically resume.

11 DISPOSAL

56

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



26.60.12.004.15580960 P3

11.1 Inthe event ofthe occurrence of limiting states and a decision that the Analyzer is un-
suitable for repair and further operation or the inexpediency of further operation, its equipment
must be dismantled and disposed of.

11.2 Prior to disposal, individual devices must be sorted out in order to assess the possibility
of further use outside the Analyzer.

11.3 After the end ofthe service life, if further operation is impossible, the components of
the Analyzer after dismantling must be used or disposed of in the prescribed manner in specialized
organizations.

The body and other metal parts of the Analyzer are recyclable as secondary resources of fer-
rous and non-ferrous metals.

11.4 At the end of its service life in medical institutions, the Analyzer is disposed of in accor-
dance with SanPiN 2.1.3684-21 (waste class B), SP 2.1.7.1386-03 and Federal Law “On the Sani-
tary and Epidemiological Welfare of the Population” No. M 52-FZ dated 30.03. 1999 year

11.5 Waste materials that remain after analysis and cleaning are hazardous, carrying arisk of
infection / contamination, therefore, their handling and disposal must comply with the requirements
ofthe current regulatory legal acts.

11.6 The personnel carrying out the disposal must comply with the safety rules for carrying

out one or another method of disposal.

12 WARRANTY OBLIGATIONS

12.1 The manufacturer guarantees the compliance ofthe Analyzer with the requirements of
technical and design documentation, subject to the rules of installation, operation, transportation
and storage.

12.2 The warranty period of operation is 18 months, calculated from the date of commission-
ing, but not later than 6 months from the date of shipment to the consumer.

The guaranteed shelf life is 2 years from the date of manufacture.

12.3 During the warranty period, the manufacturer carries out warranty repairs ofthe Ana-
lyzer or out-of-order equipment.

Following repair and / or warranty service, the Analyzer will be returned to the owner in its
original condition at the time of shipment.

12.4 The warranty period for components and spare parts is set equal to'the warranty period

for the Analyzer and expires simultaneously with the expiration of its service life.
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12.5 Complaints are submitted during the warranty period, provided that the consumer ob-
serves the requirements of the Instructions for use ofthe Analyzer, with the preparation ofa com-
plaint report.

12.6 The warranty does not apply to:

- for scratches, normal wear and tear, wilful damage or damage due to rough handling or
non-observance of the operating instructions, improper installation or use of inappropriate voltage;

- damage due to a chemical or electrochemical reaction, rust, corrosion or exposure to water;
for damage due to being in an unusual (inappropriate) environment;

- for accidental damage caused by foreign objects or substances, as well as due to cleaning,
for repairs carried out by unauthorized service organizations or unauthorized service partners; or
repair using non-original spare parts;

- for cables, clamps and electrical connectors;

- at self-repair experiments without the manufacturer's permission;

- in case of damage caused as a result of force majeure (typhoon, fire, flood, hostilities, etc.);

- in cases where the Analyzer is used by unauthorized persons.

12.7 Submission of requests to the Service Center to eliminate the Analyzer's deficiencies is
possible only with the simultaneous presentation ofa correctly completed warranty card. At the
same time, it must clearly indicate information about the Analyzer, the defects in which are to be
eliminated (name, serial number), as well as information about the sale ofthe Analyzer (date of
transfer to the buyer, name and address ofthe seller), certified by the signature and seal (stamp) of
the seller, and also buyer's signature.

12.8 The manufacturer reserves the right to make minor changes (modifications) to the Ana-

lyzer's design without notice that do not affect the performance of the product as a whole.
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APPENDIX A
Analyzer decontamination
A.1 Decontamination (disinfection)

The use ofthe Analyzer implies the processing of potentially infectious samples (nasal secretion)

and positive control samples that may cause contamination.

WARNING!

) \
For the above reason, all parts ofthe device and its accessories must be considered potentially

contaminated.

A.2 Decontamination procedure

For decontamination, use a broad spectrum disinfectant (or an equivalent):

70% ethanol solution.

Requirements: prepare a solution with a concentration of 70% (by volume).

ft
1 rATTENTION!

It is allowed to use disinfectants only on the surfaces of the Analyzer!
When disinfecting, follow these steps:

1. Wear disposable gloves, safety goggles and suitable clothing...

2. Prepare an autoclave bag for all disposable items to be disinfected and label it with auto-

clave tape.
3. Disconnect the plug to disconnectthe appliance from the mains and prevent short circuits....
4. Remove all accessories. All accessories that come with the device must also be disinfected.

5. Gently spray the surface disinfectant. Alternatively, you can vsdpe the entire instrument with

gauze or soft paper soaked in disinfectant solution....
6. After a contact period of at least 10 minutes, repeat the previous steps (1-5) again.

7. After five hours of contact, clean the surfaces ofthe instrument with a mild detergent or distilled

water to remove any disinfectant residue or dirt. ,

8. Thoroughly dry the Analyzer.
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9. Pack the Analyzer and all accessories in the original packaging.
10. Disinfect your hands and wash them with axi Sent solution.

11. Fill out the disinfection protocol and at

A.3 Declaration o fdecontamination

The declaration must be completed and attacl before storage or before being

taken to a service center for maintenance or repair.'

The declaration must be affixed to the packaging of the device in a conspicuous place.
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FOR NOTE
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NOTARIAL CERTIFICATE

(Translation)

(2022) JJ.C.WJ.Z.Zi.No. 234

Applicant; Shandong Diano Bio-tech Co.» Ltd., residence: Building
C6, Chang’an Industrial Park, Cuishan West Street, Xin’an Stieet, Angiu
City, Weifang City, Shandong Province, unify the social credit code:
91370784MA3BY89A9U.

Legal Representative; Shengming Yang, male, bom on Sept. 2, 1948,
the holder of Identity Card No. 110107194809020019.

Item of Notarization: Signature and Seal

This is to certify that Shengming Yang, Legal Representative of
Shandong Diano Bio-tech Co., Ltd. came to my office on June 22, 2022
and in front of me affixed his signature and seal of Shandong Diano

Bio-tech Co., iTd. on the Statement in Chinese and English attached

hereto.
Notary: Yan Mei
Beijing Jingcheng Notaiy Public Office
The People’s Republic of China
June 22, 2022 *
V50533819
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NOTARIAL CERTIFICATE
(Translation)

(2022) J.J.C.W.J.Z.Zi.No. 235

Applicant; Shandong Oiaiio Bio-lcch Cox» Ltd., residence; Building
C6, Chang’an Industrial Park, Cuishan West Street, Xin’an Street, Angiu
City, Weifang City, Shandong Province, unify the social credit code;
91370784MA3BY89A9U.

Legal Representative: Shengming Yang, male, bom on Sept. 2, 1948,
the holder of Identity Card No. 110107194809020019.

Item of Notarization: Conformity between the translation and the
original.

Tins is to certify that the English version attached hereto is in
conformity with the original Chinese version of the Notaiial Certificate

numbered (2022) J.J.C.W.J.Z.Zi.No. 234

Notary: Yan Mei
Beijing Jingcheiig Notary Public Office
The People’s Republic of China

June 22, 2022
Bl 5

11'1V50533822
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[TNepesoa ¢ anrnniickoro u KUTalCKOro A3LIKOB Ha PYCCKHR A3biK]

HOTAPHAJIbHOE CBUJETEJILCTBO

ITexuHcKas HoTapuanbHas KoHTOpa L[3unusn Kutaiickoit
Haponanoii Pecrry6miku

TTeuvamy Iexunckoii nomapuanvrod koumope: Lsunuan Kumaiicxoit Hapoonoii PecnyGuxy
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3asiBneHune

KomnaHusa LWaHbayH AunaHo Bruo-Tex Ko. JItg. (Shandong Diano Bio-tech Co. Ltd.) 3a98nser,
4TO MpefcTaBua HacTosALLee PyKOBOACTBO MO 3KCMyaTauum, KOTOPOe npunaraercs.

3aasutenb: AH LWaHmuH (Yang Shengming)
Moanucs oT pyKu

JomkHocTts: Mpe3ngeHt

Jata: 22 noHa 2022 ropa.

KomnaHus LWaHbayH AunaHo brno-Tex Ko. J1Ta.
(Shandong Diano Bio-tech Co. Ltd.)

Kpyrnas neyaTb KomnaHuu LLaHbayH [inaHo
Buo-Tex Ko. 1Ta. (Shandong Diano Bio-tech Co.
Ltd.)

MeyaTb MNeKMHCKOW HOTapuanbHOM KOHTOpPbI Li3nHusH KuTaiickoih HapogHoi Pecny6nnku
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OAHHBIE ANA WAEHTU®UKAULUNUW N3AENNA

Tun v 0603HaAYEHME:

Mogens:

CepuiiHblii HOMep:
[lata n3rotoBneHunsa:
HanmeHoBaHuMe 1 agpec

- n3rotoeuTend

e npogasua (nMocTaBLuKa)

TenethoH/ akc:

Calit, e>T1all:
06LLme BOMpPOCHI:
TEXHWYECKME BONPOChI:

CEPBUCHbIV LIEHTP:

AHann3aTop COOTBETCTBYET AeicT-

BYIOLLLE HOPMATWUBHOMN W TEXHUYE-

CKOI JOKyMeHTaLUuu 1 NpU3HaH roj-

HbIM K 3KCnyaTaunn

AHann3aTop COOTBETCTBYET TPEGOBAHMAM

HOPMAaTUBHbIX JOKYMEHTOB:
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AHannzaTop aBTOMaTUYECKN i UMMYHO(NYOPECLEHT -
HbI ANs AMArHOCT UKW UH BUTPO Ha Habope «SARS-
CoV-2 N Ag»

FIC-Q100N

KomnaHusa «Shandong Diano Bio-tech Co., Ltd.»

3paHue C6, NpOMbILLNEHHbIA napK YaHra, 3anagHas ynuua
LlyiwaHb, ynnua CuHaHb, ropog AHbLto, ropog BalidaH, npo
BMHUMA LLaHbayH, KuTait

000 «BO ®OKYC»

109387, Poccus, 1. Mocksa, yn. Tuxas, a. 28, opuc 216

+7 (916) 900-65-84, +7 (925) 682-12-42, + 86 10 400-053-
69-17/+ 86 10 010-828-160-22

www.biofocus.ru

info@biofocus.ru
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BHUMAHWIO MOTPEBUTENEW!

Bnarogapum Bac 3a npuobpeteHne AHanu3atopa, U3roTOBIEHHOMO HAaLIUM NpeanpuaTnem!

MpocuM Bac BHUMaTEIbHO U3Y4YnUTb HacToslee PyKOBOACTBO MO 3KcnyaTayum, npo-
BEPUTb MPaBUNbHOCTb Y Ka4eCcTBO COOPKM AHann3atopa M ero CoCTaBHbIX YacTei, obecne-
4YMB 3KCMyaTaLuo B COOTBETCTBUM CYCTAHOB/IEHHbIMUN TPe60BaHUAMM.

He poBepsiiTe Npon3BOACTBO 3TUX paboT cnyyalHbIM N0 4AM, n3beraite camocTos-
Te/IbHbIX HEKBANU(PULNPOBAHHbIX AeACTBMIA!

MoMHWTE, YTO NPU HapyLleHUn NpaBua NPoBefeHNsA paboT Bbl MOXeTe MW UTHLCA Npa-

Ba Ha 6ecnnaTtHbI rapaHTUNHbIA PEMOHT!

m

BHUMAHWE!

K o6cnyxuaHuio AHanmnsaTopa JonycKaeTcs nepcoHan, 3yumBlunii HacToswee Pyko-

BOACTBO, MMEIOLLMIA ONbIT B 3KCMyaTalyuy MeguLUHCKOTro 060pyJ0BaHNS.

MpeanpusTe-U3roTOBUTE b OCTABASIET 3@ COGOV MPaBO BHOCUTb KOHCTPYKTUBHbIE M3MEHE-
HUSI, HE MPUBOAALLNE K YXYALLIEHNIO TEXHUYECKNX XapaKTePMCTUK, TOBApHOTO BMAa v ya06CcTBa

MCcnosib3oBaHNsA AHanumsaTtopa.

Baluu 3ameyaHust No ynyULeHno KOHCTPYKLMM Mya06CTBY 3KCnayaTauuy NpocuM Npuchl-

naTb Ha agpec NPeAnpPUATUA-U3rOTOBUTENS UK NOCTAaBLUMKA.
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10BLNE CBELEHWA

11 HacTtosuwee PykoBOACTBO Mo akcnayatauumn (P3) cofep>XnUT TeXHUYECKOoe onncaHne AHa-
m3aTopa aBTOMaTUYECKOrO MMMYHOM/IYOPECLEHTHOrO ANA AUarHoCTUKN UH BUTPO Ha Habope
«SARS-CoV-2 N Ag», mogenb FIC-Q100N(ganee no TekcTy —AHanu3aTop), npasuia u ykasaHus
ANs ero 6e3onacHoii akcniyarauum n apyrue cBefeHus, Kotopble He06X04MMO 3HaTb MoJib3oBare-
NSM 1 NepcoHany, BbINOMHAKLLEMY TPaHCNOPTMPOBaHUe, Hanaaky, TEXHUYeCKoe 06CnyXnBaHue U
PEMOHT.

1.2 Llenb HacTosALlero PykoBoACTBa 3aK/1t04aeTCs B MPeA0CTaBeHNN BCE Haanexall el
MH(opMaLnmM, Heo6X0AMMON ANS TPAHCMOPTUPOBaHUA, BBOAA B IKCNyaTaLuto, aKCnayaTaLmum un
TeKyLlero o6cnyxxmBaHns AHanmsaropa.

1.3 Hacrtosuwee PykoBoACTBO BbINofiHeHO B cooTBeTcTBUM ¢ TOCT P 2.610-2019, TOCT P
2.601-2019, TOCT IEC 82079-1-2014, TOCT P 56018-2014/ISO/IEC Guide 37:2012, TOCT P
2.105-2019, Mpukasom MuHnCTepcTBa 3ApaBOOXpaHeHUst Poccuitickoin degepaumm ot 19 aHeaps
2017 r. Ne 11H «O6 yTBEpXAeHMUM TpeboBaHWI K COLEPXaHMIO TEXHUYECKOW M 3KCNyaTalMOHHOM
LOKYMEHTauMm NponssoanTens (M3rotToBuTeNs) MeAULMHCKOTO N3LeNns».

1.4 TepmuHbl v onpegenenus - no FOCT P M3KAO 60788-2009, TOCT 31508-2012, TOCT
P 52002-2003, NOCT 18996-80, NOCT 18322-2016, FOCT 27.002-2015, T'OCT 25866-83, TOCT P
55991.7-2014, TOCT P 50267.0-92 n'OCT P 2.610-2019.

1.5 HacTtoswee PykoBoACTBO A0O/HKHO paccMaTpmBaThCs Kak HeoTbeMeMas YacTb AHanun3aro-
pa 1 LO/MKHO 6biTh BCErAa AOCTYMHO U HAXOAWUTLCA B PACMOPSHXKEHNM YCTaHOBLLMKA, NO/b30BaTeNs

(monb3oBaTenei) 1 onepatopa (0NepaTopoB) MO PEMOHTY M 06CAYXMBAHWIO.

m

1 I BHUMAHWE!

COBMECTHO C HacToAW MM PyKOBOACTBOM A0/IKHA TaKXe MCNO0MNb30BaTbCS UHCTPYKL NS

Ha Habopbl peareHToB «SARS-CoV-2 N Ag»

2 HASHAYEHWE U OBNACTb NMPUMEHEHP14

2.1. HazHauyeHune: AHanusatop npefHasHaveH ans obpaboTku Habopa pereHToB «SARS-
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CoV-2 N Ag» MeTo4OoM (hlyOpecLeHTHON MMMYHOXpomMaTorpamm C KONMYECTBEHHbIM Oonpeje-
NEHVEM HYK/eOKancuaHoro aHTureHa KopoHasmpyca SARS-CoV-2 B o6pasyax Ma3KoB M3 Hoca
yenoseka B 1eYEOHO-MPOPUNIAKTUYECKUX YUPEXKAEHMUAX, & TaKXKe B MELULMHCKUX U Hay4HO-
nccnegoBatenbCKuUx nabopaTopmax Npu ANarHOCTUKE in Vitro ¢ Lesiblo BbISBIEHUS KOpPOHaBupyca
SARS-CoV-2 1 OLUEHKN BUPYCHOIN Harpy3kKu B Ka4yecTse 06Cnef0BaHMSA NPy HOBO KOPOHaBUpPYC-
HOW MH(ekymm (COVID-19).
PyYHKLNOHANbHOE HAa3HaYeHNe: BCNOMOraTenbHOe CPeCTBO B AMarHOCTUKe. [puMeHeHne n3ge-
NNA He UMeeT MONYNALMOHHbIX U AeMOorpamyecknx acrnekTos.
MoTeHUManbHble MOTPe6UTENN, a TaKXKe UX NpodecCnoHanbHbIin ypoBeHb: B JIMY nw6oro
npoguns. Bpay KNMHMYeCKoV nabopaTOPHOW AMArHOCTUKMN, MeANLUHCKUIA NabopaTopHbI TEXHNUK.

2.2 KOHCTPYKTMBHOE UCNOJSIHEHNe AHanm3aTtopa COOTBETCTBYET KOHCTPYKTOPCKOW AOKYMEH-
Taumn (KA) v oTBeyaeT 3aaHHbIM TPebOBaHMUAM COMNAcHO LeneBOMY MNpefHasHauyeHuo.

Mo Tuny pasmeLteHns AHann3aTop OTHOCUTCA K HACTOJ/IbHbIM, 3aKPbITbIM.

2.3 Pexxum paboTbl —aBTOMATUYECKWIA, MOBTOPHO-MPOAO/IKUTENbHbIN.

2.4 AHannzartop no knaccugmkauum MOCT 31508-2012, Mpukasa M3 P® Ne4dH o1 06 utoHA
2012 r. «O6 yTBepXXAEeHNN HOMEHKNATYPHOW Knaccuukaymm meanuuHCKNX n3genuii» (C n3MeHe-
HuAMK 0T 25.09.2014 1.) OTHOCUTCA K MEAULMHCKUM U3LeNUAM CTerneHN NoTeHLMabHOro prucka 2a,
noarpynnbl 5.1, a N0 BO3MOXHbIM NOCNEACTBMAM OTKasa - K U3fenuam knacca B.

Bug MefuLMHCKOro 13genns B COOTBETCTBUM C HOMEHKNATYPHOM Knaccuukaumeid: 325350.

2.5 AHann3aTop 0T/IMYaeTCs BbICOKOV TOUHOCTbIO U CKOPOCTbIO TECTUPOBaHUSA, NMPEBOCXOLHOM

CTabUNbHOCTHH N HU3KUMMK 3aTpatamMn Ha ero 06Cﬂy)KVIBaHVIe.

3 COCTAB N ONMNCAHWNE AHATTN3ATOPA

3.1 OCHOBHble (DYHKLMOHA/bHbIE YacT AHanu3aTopa npeacTasieHbl Ha pUCyHKax 1u 2.

AHannsatop MoXeT paboTaTb Kak CaMOCTOATE/IbHO, TaK U B COCTaBe KOMIM/EKCa C BHELLUHUM
nepcoHanbHbIM KOMMbIOTEPOM.

3.2 B coctaB AHanu3aTtopa BK/O4YeHbl CnoThl Ans ID-KapTel U TecT-KacceT (ID-kapTta u
TecT-KacceTa He BXOAAT B KOMIMIEKT MeAULMHCKOr0 n3genus «AHanm3aTop aBTOMaTu4yeckuii um-
MYHOMNYOPECLEHTHbIN ANS ANArHOCTUKN MH BMTPO Ha Habope «SARS-CoV-2 N Ag», Mogenb
F1C-QIOON», oHVM nayT B KOMMNJIEKTe MeAULUHCKOro nsgenuns «Habop peareHToB «SARS-CoV-2
N Ag».

YnpaBneHne oCcyLLecTBASETCA NMOCPeACTBOM CEHCOPHOIO 3KpaHa; BbIBOJ Pe3y/bTaToB npeay-

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



26.60.12.004.15580960

CMaTpMBaeTCA KaK Ha 3KpaHe, Tak 1 MyTEM pacrneyaTbliBaHUS Ha BCTPOEHHOM TEPMOMNPUHTEpE.

BcTpoeHHbI
NPUHTEP

PucyHoK 1 -AHanusaTop

1 AHanun3atop - BUA U3HYTPW NOC/E CHATUS BEPXHEN KPbIWKK, PUCYHOK 2.
K
nil'l It
‘y
m 1-T
PucyHoK 2

2. OnncaHne OCHOBHbIX beHKLI.I/IOHaI'IbeIX 9N1EMEHTOB N KOMIMOHEHTOB AHanvlsaTopa.

BCTPOEHHbIA NpUHTEp
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TauckpuH (ceHCOpHHI 3KpaH)

Buza caaam

Bun c3aau cboxy
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Cnor naa ID-xapTa

Bua cnepean caepxy

Ha OCHOBHYIO IINATY.
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Brn CHH3Y: OCHOBHAA NIATA AHANH3ATOPA, TAYCKPUH (CeHCOpHRIN skpan), wnelid or TauckpHHa

10
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Pusep recr-kaccer

Bua cnepean

Bua ceepxy
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IlnaTa BBOAA-BLIBOSE

Bun cnepen

Bup cGoxy
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Bupa ceepxy
CeTeBOV 670K NMUTaHUA
HanmeHoBaHue DJ-U48S-12
OnuncaHune Bnok nutaHus
Ha3HaueHune AnekTponuTaHne aHannsaropa

TexHnyeckne xapakTepucT UKy
LiBeT UepHbIit
MaTtepuan OrHecToMKniA matepuan
Be3 KMPHbIX NATEH.
OTCyTCTBME BUAMMbIX 3arpsi3HEHWIA, TaKMX Kak BO-
YucrtoTa NOKHA OeXAbl, Mbl/ib, 3013, AePeBAHHbIE LUNHbI,
OCT1, metannnyeckoe 3arpasHeHune. OTcyTcTBUE

MPaMOPHOCTYK / BENbIX NN YEPHbIX OTMETUH /
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BxofHoe HanpsXeHue
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BK/THOYEHUN.

230 + 10% (207-253) B, 50 I'y,

BbIX04HO€e MOCTOSAHHOE HanpsiXXeHue, Mak-

CUMasbHbI BbIXOAHON TOK

Pasmepsbl

Macca

[aHHble NPOM3BOAUTENS

BHewHuii Bug

CeTeBON Kabenb

HanmeHoBaHUe
OnuncaHune

Ha3HayeHue

LiBet

Matepunan
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12 B, 4A

11045 Mm *60+£5 mm * 34£5MM.

270+£13 rp.
KomnaHus Hengyang Dimension Electronic Co.,

Ltd.

P24HO5VV-F 3x0,75 15m
CeTeBoli Kabenb

MNogknoyeHne 6/10Ka NUTaHUA K CeTH

TexHnyecKne xapakTepucT KM
UepHbiii

MBX, megb

14



UnctoTta

OnvHa
Macca
[aHHble Npon3BOANTENS

BHewHun Bug

Kabenb ana USB-nogkntoyeHmns

HanmeHoBaHUe
OnucaHune

Ha3HauyeHue
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Be3 XXMPHbIX NATEH.

OTCcyTCTBUE BUAMMbIX 3arpsA3HEHNI, TaKUX Kak BO-
NOKHa OfieXAbl, Mbl/b, 3018, AePEBAHHbIE LWUVHBI,
[OCT1, meTannuuyeckoe 3arpssHeHune. OTCyTCTBUE
MpPaMOpHOCTK / BefbIX UK YEPHbIX OTMETUH /

BKJ/THOUEHWIA.
1,5+0,05 m
19049 .

Zhejiang Jinting Nuclear Cable Co.,Ltd.

USB - kabenb UNITEK USB2.0-RS232
CoeanHUTENbHbI Kabenb

Mepenaya faHHbIX

TexHU4YecKune xapakTepucTrku

15



Liset

Martepunan

UnctoTta

OnvHa

Macca

[aHHble nponsBoauTens

BHewHwnin Bug

bymara ons neyatu

HanmeHoBaHue
OnucaHue

Ha3HauyeHue
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KopunyHeBblIii

MBX, megb, cTanb

Be3 XWpPHbIX NATEH.

OTcyTCTBME BUAMMbIX 3arpA3HEHMNIA, TaKUX Kak BO*
NOKHa 04exAbl, Mblb, 3014, AePEBAHHbIE LUWHBbI,
AOCT, metanninyeckoe 3arpsasHeHne. OTcyTcTBume
MPamMOpHOCTK / 6eNbIX UM YEePHbIX OTMETUH /

BKJ/THOUEHUA.
15m

74 r

Beijing Senyuan Chuangda Technology Co., LTD.,

KuTait

bymara ang nevatu
PynoH 6ymaru gns neyvaTtu, LWMPUHON 57Mm

lNeyatb oT4eTa O TECTUPOBAHUM
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LiBeT

Martepuan

YucroTta

Pa3mepsbl
Macca
JaHHble nponssoauTens

BHewHnn Bug
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TexHnyeckmne xapak TepucT KK

Benbiin

Tepmobymara

Be3 XXMpHbIX NATEH.

OTCcyTCTBME BUANMBIX 3arpPA3HEHWNIA, TaKUX Kak BO-
NOKHA OfeX[bl, Mbl/b, 3013, EPEBAHHbIE LUNHBI,
ACI1, meTannnyeckoe 3arpsasHeHne. OTcyTcTBue
MPaMOPHOCTM / 6eNlbIX NN YePHbIX OTMETUH /

BKJ/THOUEHUA.

57+5MM*40+5MMm
57+3 T.

Shenzhen Weihuang Printer Co., LTD

17
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3.3 OnucaHue NpuMHLUMNA aHANUTMYECKOTo MeToja Uan NnpuHumnna gencreus npuobopa
MpYHUMN TECTUPOBAHUA —(OTOINEKTPUYECKINIA, C MOMOLLbIO CreLnanbHbIX (yopecLeHTHbIX
NMMYHOpeareHToB (TecT-Kaccer).

WccnepoBaHus 06bI4HO NPOBOAAT B Y ®-06/1aCTU CNeKTpa npuv AANUHe BO/IHbI MaKCUMasIbHOro Mno-
rNOWeHNs AN LaHHOW rpynnbl BELLECTB, a U3yYeHre (UKCUPYIOT Yyepes (GuabTp, He nponyc-

KaloLLWiA NIyun BO3BYXAEHNS.

OG6bIYHO KCNONb3YETCS NPSMOYTONbHbIA NPUHLMN U3MEPEHUSI (hyOPECLIEHLN:

CBeT OT UCTOYHMKA U3yUYeHMs MPOMYCKAeTCs yepes uabTPbl U POKYCUPYETCS B NPOTOYUHOI
AYeiike ¢ NPSAMOYTO/bHbLIM PACMONOXEHNEM KaHa/oB BBOJA U BblBOAA CBETA. IMUCCUOHHOE M3NY-
YeHVe NPOXOANT Yepe3 PUNLTPbI U UMEPAETCA C MOMOLLLIO POTOMPUEMHMKA.

Mpumeyanue - MoapudkHas hasa (pacTBOPUTENb) He JONMYKHA NOrNOLWATh CBET HU Ha [/IMHE

BOMHbI NMOrNOLWeHNA, HX Ha AINHE BOMHbI NU3TyYEHWUA.

YnpaB/eHne 0CyLLeCTBSETCS NMOCPeACTBOM CEHCOPHOIO 3KpaHa; BbIBOJ Pe3y/bTaToB npeay-

CMaTPMBAeTCA Kak Ha 3KpaHe, Tak v MyTéM pacneyaTbiBaHUS Ha BCTPOEHHOM TEPMOMPUHTEPE.

OnucaHune LeNneBoro aHanMTa, HayyHas 060CHOBaHHOCTb, NPUHLKN AeACTBUA

HoBble KopoHaBupychl 0THOCATCA K pody p. COVID-19 - ocTpoe pecnupatopHoe UHDEKLMOHHOe
3aboneBaHue. Jltogm emy nojsepkeHbl. B HacTosLee BpeMs 3apaxeHne aHTUreHom SARS-CoV-2
SIBNSIETCA OCHOBHOM NpuuynHoit COVID-19; 6eccMMnTOMHbIE UH(DULMPOBaHHbIE NIOAN TaKXe MO-
ryT 6bITb UCTOYHUKOM MHMEKUMKN. M0 faHHBIM TeKyLero anugemMmnonornyeckoro UccnesoBaHus,
MHKY6aLUMOHHbIN nepuog coctasnseT oT 140 14 aHeil, B OCHOBHOM OT 3 A0 7 AHeil. OCHOBHble
MPOSB/IEHUS BK/IOYAKOT NOTEPIO 0OOHAHMSA, YTOMIAEMOCTb, XXap U CyXOoi Kallefb. B HeKoTopbIX
clyyasx 06Hapy»XusatoTCs 3a/10)KEHHOCTb HOCa, HACMOpPK, 60/1b B ropne, M1anrusa v guapes.

Ha paHHel cTagumn 3aboneBaHus 06LLee KOAMYECTBO NIEMKOUUTOB B Nepuepuyeckoli KpoBu B
HOPME W/ CHUXKEHO, a KO/IMYECTBO NMM{OLMTOB YMEHbLLIEHO. Y HEKOTOPbIX NaLWeHTOB OTMeYa-
NOCb MNOBbILLEHNE YPOBHA (DEPMEHTOB MeYeHW, MbIlLeYHbIX PepMeHTOB U MuoriobuHa. CPB u
CKOPOCTb OCeflaHWs 3pUTPOLMTOB MNOBbIWEHbI Y 60MbLINHCTBA NALWEHTOB, & MPOKa/bLUUTOHWH B
TO Xe BpeMsi B HOpMe. B TsXesnbIX cnyyasax KonmyecTso D-Anmepa yBennunsaeTcs, a MMMQOLNTBI
nepudeprmyecKoin KpoBM NOCTENEHHO YMeHbLIaoTCA. HYKNIEeMHOBYIO KUC/IOTY HOBOr0 KOPOHaBU-
pyca MOXHO 06HapY>XXWTb B Ma3kax U3 ropna, MOKpOTe, CeKpeTax HWKHUX AbIXaTe/lbHbIX NyTeMn,
KpOBW W Apyrnx obpasuax.

AHanu3atop aBTOMaTUYeCKUin UMMYHOMTYOPECLEHTHBIN /19 AWAarHOCTUKM WH BUTPO Ha Habope

«SARS-CoV-2 N Ag», mogens FIC-Q100N - 3to onpegefneHne KoM4yecTsa HyK/IeoKarcugHoro
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aHTureHa KopoHaesupyca SARS-CoV-2 (N-6enka) B MasKax M3 Hoca 4efioBeka C UCMOMb30BaHMEM
KN1acCMYecKoro mMexaHumsma: CaHABUY-MMMYHOaHanm3a. Ha tectoBoit inHum (T) HaxogsaTca aHTu-
Tena «I» k N-6enky Bupyca SARS-CoV-2, aHTuTena «2» K N-6enky Bupyca SARS-CoV-2,
KOHBIOTMPOBaHHbIE C (PIYOPECLEHTHBIMU MUKpOCKepaMu, 3aKpenjeHHbIMU Ha TeCTOBOM NIMHUM
COH/ABMY-MeTOA0M. PyopecLeHTHbIE MUKPOCHepbl Ha TECTOBON NMHUN MOTYT ObiTb O6HapyXe-
Hbl C MOMOLLbIO (hSIyOPECLEHTHOIO MMMYHOaHanm3a. Peakuus ¢ o6pasuom Tak e OyfeT npowuc-
XO4UTb Ha KOHTPOAbHOW nnMHMKM (C), KOTOpas MOKpbiTa KO3bUM aHTUMBbILLIWHBIM aHTUTENOM
(GAM).

[aHHble n3genns obecneynBatdT KONMYECTBEHHYIO AMArHOCTUKY in Vitro U nNpuMeHsieTca K 06-

pasyamMm Ma3KoB U3 HOCa.

3.4 JKcnnyaTaunMoHHO-TEXHMYECKME XapaKTePUCTMK AHannsaTopa npusedeHbl B Tabnmue3.1
Tabnuua 3.1
HanmeHoBaHMe napameTpa 3HaueHue, HopMa
1 2

B COOTBETCTBMM CO CXEMaMW MOHTaXXHOW,

3NEeKTPUYECKO NPUHLUUNNANBLHONW 1 06-

pasyamMmn-aTanoHamu; Hanmume feteKToB
He fonycKaeTca

BHeLHWi BN, Ka4eCTBO MOHTaXKa

HanpsxeHne nutaHua AHanusaropa, - B: 12
MakcuMmasbHbIl NoTpebnsemMblin AHaIN3aTOPOM 3

oT 6/10ka nuTaHmsa DJ-U48S-12 Tok, A:

BxogHoe Hanps)eHne 6/10Ka nuTaHna DJ-U48S- 230 + 10% (207-253)
12,~B:

BbixogHoe HanpshkeHne 610ka nuTaHua DJ- 12
U48S-12,-B:

HomunHanbHas yacTtoTa nuTaroLLen cetn, 'u; 50
MakcumanbHasa notpebnsemas MOLHOCTb OT 36
nuTaroLwen cetn ¢ 610KoM nNuTaHus, B-A:

MakcuMmanbHbIV TOK NOTpebaeHns AHanusaTopa 0,16

C 6/10KOM MUTAHUS OT NUTalOLLEN ceTu. A:

Macca, Kr 1,90 +20%
“:;6apVITHbIe pasmMepbl (4NMHa, WKUPKHA, BbICOTA), (270x270x120) +5%
Pa3mMep CEHCOPHOTrO0 3KpaHa (AuaroHanb), Atoi- 7

MOB

Bpemsi HenpepbIBHOW paboThbl, u: 8 (c nocnefyrowum nepepbiBom Ha 0,5 u)
MakcumanbHOe Bpemsi FOTOBHOCTU K paboTe no- 1
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efie BK/IIOYEHWNS, MUH.:
Konnyectso MAeHTU(MULMPYEMbIX TECTOB
Konnyectso TecTupyembix 06pasuos
WHTepdeinc ana cBsasm ¢ KOMNbIOTEPOM
MoasepxunBaemas nepegava faHHbIX
MuHUManbHbIN 06BEM 06pasLa ana nccnemosa-
HWi1
EanHMLbI n3MepeHnii
[vana3oHbl ©3mepeHuii
KpuTtepuu nHTepnpeTaumnm NoayyYeHHbIX pe-
3yNbTaToB
BpeMmsi 0T 3arpy3ku npobbl B aHann3aTop 40
Mnosly4yeHuns nepBoro pesynbtara naboparop-
HOro aHann3a
Mpoun3BoanTENIbHOCTL (KOMIMYECTBO pe3ybTa-
TOB N1abopaTOpPHOro aHanmn3a roToBbIX K Baiun-
Jauun, nonyyaeMmoe 3a OAuH Yac paboTbl aHa-
nunsartopa)
Bpems paboTbl 6€3 KannbpoBKu
lMoBTOPAEMOCTb pe3yibTatos (Mo KO3PULn-
eHTy Bapuauumn CV), %, He 6onee
CooTHoLleHMe «curHan / wym», %

OO6bEM MaMATU NO KONUYECTBY M3MepPeHWI
O6bEM 0JHOBPEMEHHO XPaHSALLMXCA B NaMATK
aHanmsaTopa KpMBbIX XapaKTepucTuk (kanuo-
POBOYHbIX KPUBbIX) HAOOPOB PasHbIX CEpUit

BellecTBo, 1CNONb3yeMOe B KayecTBe (/yo-
PECLIEHTHOW MeTKU

TpeboBaHNA KOHCTPYKTUBHON COBMECTUMOCTM
C KOMMbIOTEPOM
PaguokaHan v pexuMbl nepefayn nHpopmalum

CreneHb 3alNTbl 31eKTPO06OpYA0BaHMSA
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He orpaHnMyeHo
OfIMHOYHbIE, Cepus
RS232, USB, ceTb
LAN, GPRS, COM

COr/laCHO XapakKTepucTtnKam TeCT-KacceTt

12 £ 2 cek.

180+ 10

He orpaHunueHo

8

0,01 (1 : 10000)

10 000

esponuii (Ei)

KomnetoTepbl ¢ OC Windows XP,
Windows 7, Windows 10, noafepxu-
BaloLLMe Npuem 1 nepegadvy LaHHbIX Mo
cetn Ethernet no ctaHgapty IEEE 802.3

GPRS

1P20
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TpumeyaHuns:

1jonycTuMble OTKNOHEHNS pa3MepoB - coriacHo paboumm yepTedkam, TOCT 24643-81,
FOCT25346-2013 nTTOCT 25347-2013 (He xy>Kke 14-ro kKsamTeTa).

2 PafnoyacToThbl COOTBETCTBYIOT «[M0NI0>KEHNIO O NOPSAKE paCCMOT PEeHNUs MaTepruanos,
NPOBeLEeHNs IKCNEPTU3bl U NPUHATUSA PELLIEHNS O NPUCBOEHWM (HA3HAYEHWN) paanoyacToT Uim
paanoyvacTOTHBIX KAHAN0B 4715 PaAN03NEK T POHHBIX CPeACTB B Npefenax BblAeNeHHbIX Nofoc pa-
anovacToT» 0T 26 doeBpans 2008 r. N° 08-23-02-001 (c n3m. Ha 20 gekabpsa 2011 r.).

3.5AHann3aTop ocHallaeTcsa nporpaMmHbiM obecneveHnem «DENUO-PEOPLE-v 1.3.488»,
Bepcun «DENUO-PEOPLE-vI.3.488», o6ecrneunBaroLLiM ero paboTy B 3asB/IEHHbIX peXumax,
COBMECTUMbIM C onepaumoHHbiMK cucTtemammn Windows XP, Windows 7 n Windows 10.

MporpammHoe 06ecneyeHmne BbIMOMHSAET (YHKLNK:

- KOHTPONSA 3a8JaHHbIX PEXXMMOB PaboThl;

- 0TO6PaXXeHMA COCTOSHUS 1 NapaMeTpoB paboThl;

- BbINOJIHEHNS 3aflaHHbIX aNrOPUTMOB;

- MarHoCTMKM paboTocnocobHOCTM 060pYA0BaHNSA C BbLLaueli COOBLLEHNIA;

- ONepaTVMBHOIO YNpaBneHus;

- perncTpauumn aBapuiiHbiX COBbLITWIA;

- (hopMMpOBaHUA 6asbl AaHHbIX;

- (hOPMUPOBAHUS OTYETOB;

- N3MEHeHNs NapaMeTpOB yMnpaBneHUs, KOH(UIypUpoBaHUS 060pyL0BaHNS.

[na oTobpaxeHna MHGpOpMaLMM UCNONL3YIOTCSA BCM/bIBAOLWME OKHA, TPEHAbI, rpadnkm ns-
MEHEHWS N3MePSIEMbIX TEXHOMOTMYECKUX NapamMeTpoB.

3.6 TpeboBaHMA K CTENEHN aBTOMATM3aLUM TECTUPOBaHMS U ONTUMM3aLMK N1abopaToOPHOro
npouecca cobntoaeHsl cornacHo FOCT P 55991.2-2014.

3.7 Ycnosus akcnnyataummn AHanusaTopa

3.7.1 AHanusaTop npurofeH ans paboTtbl B yCnoBuaAX ¥ XJ1 KnumaTa KaTeropmm pasmeLLeHus
4.2 noFOCT 15150-69 n TOCT 15543.1-89.

Jonyckaemble TemnepaTypa OKpYy>KatoLlein cpeapl npu akcnayataumm: oT natoc 10 go nnatoc
35 °C, oTHOCUTE/IbHAA BMaXXHOCTb: He HMXe 10% v He Bbiwe 80% npwm nuoc 25 ®C, aTMOChepHoe
JasneHue: ot 84,0 go 106,7 KlMa.

3.7.2 BbicoTa Haj ypoBHeM mops: He 60nee 2 000 m.

3.7.3 Tun atmocgepsbl -1 no FTOCT 15150-69.
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XapaKTepuCTUKM OKPY>XKaKoLLER cpedbl U COAePXKaLLMXCs B Hell aap030/ieid: HeTOKCUYHaS, He
B3pbIBONoXapoonacHas no MOCT 31610.0-2019, TOCT 30852.19-2002, 4-ro kfacca onacHOCTK Mo
FOCT 12.1.007-76, He pagnoakTusHas cornacHo CaHlNMunH2.6.1.2523-09.

3.7.4 AHanuns3aTop yCTONYMB K BO3LENCTBUAM, BbI3BAHHbIM MajeHnem ¢ BbiCOTbl 50 MM Ha
TBEpPAY MoBepxHocTb cornacHo MOCT P 50267.0-92.

3.7.5 jonycTuMbIA Yron Hak/oHa B Il00Y0 CTOPOHY BO BPeMS UCMONb30BaHUA - He 6onee SR

3.7.6 AHanusaTop npu nepeBo3ke B yNakoBKe M3roTOBUTENS COXPaHAeT CBOM CBOMCTBA nocne
BO3AENCTBMA TPAHCMOPTHOW TPSACKM YacToTOW konebaHuii 2...3 'y, yckopeHuem 30 m c*M

3.7.7 Temnepatypa B NOMELLEHMN MNpU 3KcnayaTtaumm AHanmsaTopa He LO/KHA U3MEHSTLCS

6onee yem Ha 2 °C B TeYEHME Yaca.

N
KBHUMAHWE! Vicnonb3osaue AHanusaTtopa B MHbIX YCOBUAX CUMTAETCH

€ro ncnosb3oBaHMEM He NO Ha3Ha4YeHUIO.

3.8 OproHoMmyecKune v acTeTUYecKme XxapaKTepucTuk AHannsaTopa B LefIOM COOTBETCTBYIOT
FOCT 30.001-83, TOCT 20.39.108-85, TOCT P 56274-2014, TOCT P EH 614-1-2003. Bbikntoua-
Tenn n nepekntoyarenun oteeyaroT Hopmam MOCT 23000-78.

3.9 3nekTpoobopyaoBaHMe YCTaHOB/EHO B COOTBETCTBUM C TPEOOBAHUAMMN KOHCTPYKTOPCKOM
AOKYMEHTaL MM 1 CXeMOl 31eKTPUYECKON NpuHumMnuansHoit no PAT 25 106.

3.10 OpraHbl ynpasneHns AHannsaTopa cHabxeHbl Hagnucamu (cumeonamn) no FOCT 24505-
80, FOCT PM3K 60073-2000 n FOCT P M3K 878-95, yKa3blBatoLWMUMKN 061aCTb YNpaBieHus.

OkKpacka 1 BbI60p CUTHA/IbHbIX LBETOB BbIMNOJIHEHbI C Y4eTOM yka3aHuii TOCT 12.4.026-2015,

FOCT P 50267.0-92 n PucyHky 3.

CunmBon 3Ha4yeHune CumBon 3HauyeHune

OcTopoxHo! ObpaTuTtech

O6paTUTech K MHCTPYKLMUMN MO NpUMe-
K MHCTPYKLWW NO npume- |a
HeHU o
HEHUIO

MeguunHCcKOe nsgenne ANs AuarHo-
Buonornyecknini puck
CTUKMW in vitro

MN3rotoeutens
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PucyHok 3 - CuMBO/bI, MMetoLmecs Ha AHanunsarope

3.11 ¥ AHannsaTtopa npegycMoTpeHa UHAnKauus
- NOAK/HOYEHUA NUTAHUSA;
- K MHAWKALWKN NOMOXEHUA OCHOBHOIO BbIK/HOYATENS «BK/IHOUYEHO»;

- BOSBHMKHOBEHNA HEUCNPABHOCTHU;

Npuéma AaHHbIX;

FOTOBHOCTU K BbINO/IHEHNIO 0I'I€p&LI,I/II7I;

OKOHYaHMs onepaymii.

Ha o6opyaoBaHUM faHbl Ha PYCCKOM f3blKe yKa3aHus, OTHOCALLUEeCH:

- K OCHOBHbIM COELMHEHUAM WM CBA3AHHbIM C 3TUM acrnekTam;

- K Ha/IMYMI0 BbICOKOrO HanpsKeHus;

3.12 KoHCTpyKumMs AHanmnsaTopa BbiNO/HEHa KOHTPO/1e- U PEMOHTONPUIOAHOW COrNacHo
FOCT 23660-79, TOCT P 27.605-2013, TOCT 26656-85, 4OCTYNHON OCMOTPY ¥ CHATUIO COCTaB-
HbIX YacTel, noAnexawnx 3ameHe, 1 (N0 Mepe HEOOGXOLMMOCTM) UX CAHUTAPHON 06paboTKe.

PemMOHT OCyLLeCTB/IAETCA B CMELManM3npoBaHHbIX OpraHm3aLmsx.

3.13 AHanusartop pa3paboTaH Tak, YTo ero 3/1eKTPOHHaa YacTb MakCHMasibHO NPUCnocob-
NeHa K MCNo/ib30BaHMI0 aBTOMaTUYECKON COOPKN.

AHann3atop COAEPXUT MUHUMa/IbHOE YMCO 31EMEHTOB HACTPOMKM 3NEKTPOHHOI YacTuh, HO
He B yLepb ero TeEXHNYECKUM napameTpam.

3.14 MoBepxHOCTN AHann3aTopa, BbINOMHEHHbIE 13 HE KOPPO3MOHHO-CTONKMX MaTepuanos,
nmetoT NokpbiTUa no MOCT 9.032-74, TOCT 9.031-74, TOCT 9.301-86 (knacc He Hke 111) n
FOCT 9.104-2018 (rpynna ycnoswuii 4). MeTannimyeckne n HeMeTanMyeckme HeopraHM4eckune no-
KpbITHa cootBeTcTBYHOT TOCT 9.301-86 1 TOCT 9.303-84.

3.15. lMokasartenu HagéxHocTn AHanmsaTopa

3.15.1 CpepHsas HapaboTka AHanm3aTopa Ha 0TKa3 coctasnseT 3000 u.

OTKa3om AHanusartopa fB/IFETCA HapyLLUeHWe ero paboTocnocobHOro CoOCTOAHUSA, CBA3aHHOE
C 0TKa30M N060I COCTaBHOM YacTu, MOB/EKLLEE 3a COO0I OTK/IOHEHWe NapaMeTpOB 3a 3asiB/IeHHble
npegensl, eciv Npu 3TOM A4/ BOCCTaHOB/IEHMS paboTOCNOCOOHOr0 COCTOAHMSA HEOOXOANMO 3ame-
HWUTb UM OTPEMOHTMPOBATb KaKyto-11Mbo COCTaBHYH YacTb.

3.15.2 CpefiHee BpeMs BOCCTAHOB/IEHMSA paboTOCNOCOOHOr0 COCTOAHMSA MPU 3aMeHe Heuc-

npaBHOW feTann (3NeMeHTa) Ha UCrpaBHOE AO/MKHO ObITb 2 Yaca.
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MpoLOMKNTENBHOCTD €XKeAHEBHOTO TEXHNYECKOr0 06CNY)KMBaHNA - 14, eXXeMecAa4yHoro -5 y,
rogosoro —10 u.

3.15.3 CpefHuin cpok cnyx6bl AHanusatopa- 5 ner.

Kputepvem npefenbHOro COCTOAHMSA CUMTAETCA TEXHUKO-3KOHOMUYECKas HelenecoobpasHoCTb
BOCCTAHOB/IEHME XapaKTePUCTUK.

3.15.4 KoathhnuMeHT TeXHNYECKOro Mcnonb3osaHna AHanusatopa - 0,90.

CteneHb rotoBHocTn - 0,99 no FOCT 27.002-2015.

3.15.5 MpumMeHsAeMble B KOHCTPYKLMM COCTaBHble YacTu, YCTPOMCTBa, annapartbl U npubopsl
MMEeKT Ha MOMEHT YCTAHOBKM B AHA/IM3aToOp OCTATOUHbIA CPOK CNYyXObl HE MEHee ero rapaHTui-
HOro CpoKa aKcnyaTauum.

3.15.6 MporpammHoe obecneveHne AHanmnsatopa 061agaet:

- MOMEX0YCTONYMNBOCTbIO, T. €. UCK/TKOYAeT BO3MOXHOCTY 3aLMKINBAHWUA 1 NonajaHus B Ty-
MWKOBbIE CUTYaUun, CMOCOBHOCTLIO NPaBUIbHO (DYHKLMOHUPOBATL NPKU CO60AX, OTKa3ax 4yacTu Bbl-
YMCNIUTENbHbIX CPEeACTB, OLIMOKaX MepcoHana, a Takxke obecneyvBaeT aBTOMaTUYECKNIA Mepe3anyck
NpyY BOCCTAHOB/IEHNW 3/1IEKTPUYECKOr0 NUTaHWA Nocse OTKIYeHNS 6e3 Bblgaun NOXKHbIX CUTHAN0B
M YNPaBNSOLNX BO3AECTBUIA;

- BbICTPOAENCTBMEM, T. €. MMHMMA/IbHBIM BPEMEHEM Mepe3anycka, peakuuii Ha BHeLHNe Co-
ObITUSA, MUHUMaNbHON NOTepeil BPEMEHW Ha 3aLUTY AaHHbIX;

- alanTUBHOCTLIO M NepPCrneKTUBOIN pasBuUTUA, T. €. MPOCTOTOW NPMCNOCo6IeHNs NporpaMmM K
M3MEHEHUAM UK pacLLIMPeHMAM 3afay Mnosib3oBartens 6e3 yxyAlweHus pyrux nokasartenen.

3.15.7 TecT-KacceTbl - O4HOKPATHOI0 NMPUMeHeHus.

3.16 KoHcTpyKumna AHanusatopa NpurogHa K aesnHgexummn, obecrneymnsaet CTOK 06MbIBOY-
HbIX XXUKOCTEN; KONNMYeCTBO Ma30B U BbICTYMNOB, CMOCOBGCTBYOWMX CKOMEHUIO 3arpsA3HeHUA Unm
OV0/I0rMYECKNX XUAKOCTEN, MUHUMAIBHO.

3.17 AHanusartop coxpaHseT paboToCNOCO6HOCTL M 3/1eKTP06e30MacHOCTb NpW nonagaHum
Ha ero NoBepXHOCTb BMOMOTNYECKNX XXMNAKOCTEN.

Martepuanbl 061a4at0T COBMECTUMOCTHIO C HAMMU.

3.18 KOHCTpYKUWMA cOCTaBHbIX YacTeil AHanm3aTopa npefoTBpalaeT BO3MOXHOCTb MX
HenpaBwUbHOW COOPKMN.

3.19 MNaTteHTHaa YMCTOTa HA METOAbI U3rOTOB/IEHNSA N KOHCTPYKTUBHbIE pPeLleHns obecrneyeHa
B OTHOLWeHUN Poccuinickoin defepaumv 1 CTpaH, KyAa BO3MOXHa NocTaBka AHaim3aropa, a Takxe
nepejava TEXHUYECKON, NHPOPMALMOHHOW 1 APYroi JOKYMEHTaLNN.

Ob6nagatolias KOMMeEPYECKMM MOTEHLMAN0M COBMECTHASA MHTeN/EKTYya/lbHas CO6CTBEHHOCTD,

MonyuyeHHas B XoAe paboThl, AO/KHA GbITh 3all1leHa B COOTBETCTBUM C POCCUICKMM 1
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MeXAYHapO4HbIM 3aKOHOLATeIbCTBOM.

3.20 Kopnyc AHannsaTtopa UMeeT rnagKyt O4HOPOAHYH ABYXLUBETHYH Hapy>KHYHO
MOBEPXHOCTb, 6€3 3ayCeHLeB, TPELWNH, NATEH, 3arpsA3HeHnI, LapanuH, cnefoB KOppo3nmn, pakoByH,
BMATVH U CKOJIOB, COOTBETCTBYIOLLYIO YTBEPXAEHHbIM 06pa3Lam-3TasoHam.

3.21 Ncnonb3yeMble MaTepuanbl 4ONYLWeHbl K NPUMEHEHUIO B U34eNAX MEAULNHCKON Tex-
HVKM opraHamu 1 yupexgaeHusamun Poc3gpaBHagsopa.

TecT-KacceTbl 0TBeYalT 06w MM Hopmam TOCT P 51088-2013.

| [ BHUMAHMUE!
He gonyckaeTcs yaaneHme naeHTUPUKaLMOHHbIX Tabnnmyek ¢ AHanm3aTopa: Ha HUX
HaHecéH 3aBO/ICKOI HOMep v Apyras nofesHas UHpopmMaLms.
N3MeHeHUs 1 nepecTpoeHUs AHanmsaTtopa co CTOPOHbI MN0ONb30BaTENS, He

cornacoBaHHbIE C Npon3BoOAUTENEM, HEAONYCTUMBI.

4 OCHOBHbIE MEPblI BE3OINMACHOCTWU

4.1 AHanu3aTop oTBeYaeT TpeboBaHNsM 6e30MacHOCTY NPY NPUMEHEHUI B LIENSX, ONpeje-

JIEHHbIX HACTOALWMM PYyKOBOACTBOM.

KoHcTpykuus obecneumBaeT HafeXXHOCTb 1 6€30MacHOCTb ero 3KCM/yaTalunm B TeUeHNe yC
TaHOB/IEHHOTO CPOKa CNyX6bl 1 NpefycMaTpuBaeT BO3MOXHOCTb NPOBEAEHNS TEXHUYECKOro 06-
CNY>XXV1BaHWs, CAHNTAPHOW OYMNCTKM, PEMOHTA M 3KCM/yaTaLMOHHOr0 KOHTPONS.

4.2 Mpu noaroToBke K paboTe W aKcnayaTauuym AHanm3atopa O/MKHbI cobaaThes Mepbl
6e30MacHOCTU, OXpaHbl TPyAa M OXpaHbl OKPYXXatoLLeli cpedbl, yKasaHHble B HacTosem PykoBo-
AcTBe M MHCTpyKuMmM no akcnnyaTauum «Habop peareHTOB ANs KONMYECTBEHHOTO onpesenieHuns
HYK/IleoKancugHoro aHTureHa kopoHaempyca SARS-CoV-2 B 06pasLiax MaskoB M3 HOoca YefioBeka
MeToA0M (P/lyopecLeHTHOW nMMyHoxpomMaTorpagumn» «SARS-CoV-2 N Ag».

4.3 YKaszaHus Mep 6e30MacHOCTMW.

431 AHanm3atop oTBevaeT HOpMam KOHCTPYKTMBHON ¥ 3M1EKTPUYECKOl 6e30macHoCTH Nno
FOCT IEC60065-2013, TOCT P MCO/TO 16142-2008, TOCT P 50267.0-92 (no knaccy |, Tuny
B), TOCT P 52770-2016, TOCT IEC 61010-1-2014, F'OCT IEC 61010-2-081-2013, TOCT IEC
61010-2-101-2013, TOCT IEC 60950-1-2014, TOCT 12.2.091-2012 (no knaccy |, cteneHu 3a-

rpsisHeHMs |, KaTeropmm moHTaxa W).
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4.3.2. nnHa ceTeBoro Kabens -1+0,05 wm.

4.3.3 Temnepatypa Yacteil AHanu3aTopa, LOCTYMNHbIX 418 NpuKacaHWs 6e3 Ucnosb30BaHUA
WHCTPYMEHTa, NPy HOPMasbHOM 3KCnayaTauum 1 Npu TeMnepaType OKpY>XatoLLei cpefbl OT NAC
10 no nntoc 35  He npesbiwaet natoc 41 °C.

4.3.4 CaHuTapHO-rurneHn4Yeckune TpeboeaHmsa K AHanmsaropy obecrneyeHbl coriacHo «Egm-
HbIM CaHUTapPHO-3MUAEMMNONIOTMYECKUM W TUTUEHUYECKMM TPpebOoBaHNAM K ToBapam, nogsexatimm
CaHUTapPHO-3NUAEMMNONOrNYECKOMY Haa30py (KOHTPOAo)» oT 28 mas 2010 r. Ne 299, rnaga Il, pas-
fen 18. MaTepuanbl AHanm3aTopa He 0OKa3sblBalOT pa3fpaXkaroLLlero, TOKCUYHOI0o Y CEHCUOUIN3N-
pYHOLLEro AeCTBWIA; NOTEHLMaNbHO ONacHbIe U3/TyYeHNUs OTCYTCTBYIOT.

4.3.5 KoHCTpyKLMa AHanu3aTopa UCK/IHYaeT BEPOATHOCTL KOHTAKTa C 0TX04amMu U BO3-

MOXHOCTb MH(MLIMPOBaHNA oMepaTopa, a TakXKe NpeaoTBpallaeT 6MONOrMYECKoe 3arps3HeHNe.

MpumeyaHne —Bo Bpems 1CMNOb30BaHUS OTCYTCTBYET KOHTAKT peareHTOoB 1 61ono-
TMYECKOro MaTepuana ¢ Ko>Keli YenoBeKa 1am Apyrumi opraHamm, No3ToMy HeT HEOBX0ANMOCTM

MPOBOANTb TOKCUKOMOINM4Yeckne n CaHNTapHbIE UCMbITaHUA.

4.3.6 AHanusaTop oTBe4vaeT Tpe6oBaHMAM 3M1EKTPOMarHUTHON coBmecTumocty no MOCT P
M3K 61326-1-2014, FOCT P M3K 61326-2-6-2014, TOCT P M3K 60601-1-2-2014.

BennuymHa co3gaBaeMbix AHaIM3aTOPOM MPOBOAMMbBIX UK U3/yYaeMblX pagMonoMex He npe-
BbILLAET 3Ha4YeHWU, ycTaHoBNeHHbIX TOCT 12.1.006-84.

AneKTpomarHnTHas o6CTaHOBKa

* Mepes Hayanom paboTbl HALO OLEHUTbL PUCKU, CBA3AHHbIE C BAUAHUEM 3/1EKTPOMArHUTHbIX
nonew Ha paboTy nsgenuns

» He ncnonb3yiite AHann3atop B6/IM3M CU/bHBLIX 31EKTPOMArHUTHbIX Moei (Hanpumep, Heak-
paHMpPOBaHHbIX NpegHaMepeHHbIX UCTOYHUKOB PagnMoyacTOTHOrO U3yYeHns), MOCKO/IbKY OHWU MOTyT
HapyLINTb ero HopmasbHoe (PYHKUMOHMPOBaHMeE.

* MpuMeHeHMe B HENOCPEeACTBEHHOM 61M30CTU MOBUIBHBIX PafMO4aCTOTHLIX CPEACTB CBSA3M
NPy BK/IKOYEHUMN N NPOBELEHMMN TeCcTa MOXEeT OKasblBaTb BO3ZeECTBME HA NPUOOP, a 3HAYUT 1 Ha caM
pe3ynbrarT.

ANeKTpOMarH1MTHasa COBMeCTUMOCTb

* AHanu3aTop COOTBETCTBYeT TPebOBaHUAM K MOMEXOYCTONYMBOCTU U 3N1EKTPOMarHUTHOM
amuccum, npusefeHHbIM B FTOCT P M3OK 61326-1-2014 n TOCT P M3K 61326-2-6-2014.

» AHanmsatop 6bln paspaboTaH M ucnbiTaH B cooTBeTcTBUM ¢ CISPR 11 (Knacc A). B Xunbix

30HaX OH MOXET BbI3bIBaTb pagnonomMmexun, 1 B 3TOM Ciy4dae Bam moxeT I'IOTpe6OBaTbCFI npuHAaTNe
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Mep 419 YMeHbLUEHNA NOMeX, TaKMe KaK U3MEHEHWE OpUeHTaunu, CMeHa MecTa MoIoXeHUs Un aK-
paHupoBaHVe MecTa pasMeLLeHus.

* [1pn NCMNONb30BaHNN BHELUHNX MOAK/IOYAEMbIX YCTPOMCTB (TECTOBOE, ANCTaHLMOHHOE
ynpas/ieHNe AN KOHTPO/b) BO3MOXHO BO3SHUKHOBEHMWE 3/1EKTPOMArHUTHOW SMUCCUY, NPeBbILLato-
LLei YPOBEHb, YKa3aHHbI B HACTOSAILLIEM CTaHAPTE.

4.3.7 KOHCTPYKLMSA COCTaBHbIX YacTeil AHanm3aTopa UCKKYaeT BEpOATHOCTb NMOPE30B 1
TpaBM Mpu ero ncnanb3oBaHUN U PEMOHTE.

B AHann3atope He MMeeTCs LOCTYMHbIX METaIIMYECKNX YacTel, raibBaHNYECKN CBA3aHHbIX
C UICTOYHUKOM MUTaHUSA.

4.3.8 KOHCTPYKUMA YNPaBASIOLWNUX 3NEKTPOHHbIX YCTPOWCTB UCKNOYAET:

- HE NpefyCMOTPEHHOE U3MEHEHME PaboUnX PEXMMOB;

- Ha/Inume oWKn6oK Npu paboTe;

- Ha/IMune cncTemMaTUyeckmx cooes.

AnekTpoobopyaoBaHMe AHanm3aTopa yCTONYMBO K KOPOTKOMY 3aMbIKaHUIO U XONOCTOMY XOAYy.

4.3.9 TpeboBaHMA K 3n1eKTpo6e30onacHOCTN (CONPOTUB/IEHMIO, MPOYHOCTY U30M1AL MK, 3a3emie-
HUIO 1 MOJIHOMY COMNPOTUB/EHNIO) 06ecrieyeHbl cornacHo FOCT P 50444-2020.

JonycTnuMble OTKNOHEHNA NUTAIOLLEro HanpsXeHusa: £23B.

431 0 OKBMBaNeHTHbI YPOBEHb 3BYKa Nnpu pabote AHanusaTopa He npesbiwaeT 60 Ab B co-
oTBeTcTBUM ¢ TOCT 12.1.003-2014. MeTogbl pacyeta-no NOCT 30530-97.

YpoBeHb BMbGpauumn npu pabote AHanmsatopa He npesbiwaet Hopm TOCT 12.1.012-2004.

4.3.11 CreneHb 3aWMTbl 3neKTpoobopyaoBaHus - 1P20 no FOCT 14254-2015.

4.3.12 MNporpaMmmHoe obecneveHne AHanMsaTopa MMeeT 3alnTy OT HECAHKLNOHUPOBAHHOIO
KOH(UIypnpoBaHua TpeTbMMM Nnuamn (3awmra naposiemM, KoAMpoBaHue, pa3rpaHUyeHmne 4OoCTyna)
no FOCT P 50739-95 n FOCT P 52069.0-2013, aHTUBMPYCHYIO 3aLMTY, a TaKXKe 3alunTy OT He-
KOPPEKTHOr0 UCMOMb30BaHNS PYHKLUMIA 1 BBOAA HEAOMYCTUMbIX AaHHbIX.

NckntoyeHO BO3HMKHOBEHWE CUTYyaLMK, NPU KOTOPOM CYLLeCTBYET BO3MOXHOCTb MOMYyUYnTb
[OCTYN K OyHKUMAM AHanm3aTopa, MUHYS aBTOpU3aLuio.

4.3.13 TpeboBaHMA K NoXKapHoi 6e3onacHocT AHanm3aropa co6/oeHbl «TeXHUYEeCKOMY
pernameHTy 0 TpeboBaHMAX MOXapHON 6e3onacHocTU» TP P® 005/2008 (PeaepasbHbliA 3aKOH
Poccuiickoin depepaymm Ne 123-d3 ot 22.07.2008).

BepoATHOCTb BOSHUKHOBEHUS NoXkapa B (0T) AHanu3zaTope coctaBnseT 10" B pacyeTe Ha 0fHO
n3genue B rog.

4.3.14 DneKTpuyeckas cxema UCKNYaeT BO3MOXHOCTb CaMONpon3BO/IbHOT0 BK/IKOYEHNS,

OTK/TIOYEHUA N NSMEHEHUA PEXXNMOB pa6OTbI AHanusatopa; rnosHoe MM YaCTUYHOE NpekpaLleHne
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3HEProcHabXXeHns 1 nocnefytoliee BOCCTaHOB/IEHME He NPUBOAUT K BOSHUKHOBEHMIO OMAaCHbIX CU-
Tyayuii, BT. 4. K CAMOMNPOM3BO/IbHOMY MYCKY.

4.4 Mpwn skcnnyaTaumm AHanmsatopa 40/MKHbI ObiTb 06ecneyeHsl:

- NEPUOAMNYECKUNIA KOHTPO/Ib 3a HUM;

- CBOEBPEMEHHOE BbIMOJIHEHVE pernamMmeHTa NpoPUIakTUK 1 PEMOHTA,;

- BbINONHeHVe TpeboBaHMn No 6e30MacHOMY pa3MeLLeHMHO.

Henb3a gonyckaTtb nonajaHus Bnaru, a Takxxe nonyyeHns yaapos M CUAbHbIX BMOpaLmil
AHanNN3aTopoM Mpwv ero TPaHCMopTMPOBKE.

4.5 Kpome TpeboBaHMin HacToALWEro PykoBoACTBa BO BpeMs aKcnayataumm AHanmsaropa
HeobxoMMo cobntogaTb TpeboBaHMSA HayHYHO-TEXHNUYECKNX LOKYMEHTOB 3aBOA0B —
M3roToBUTENEN BXOAALLMNX B HETO 3/1EKTPOTEXHUYECKOro 060py0BaHMS U YCTPOMCTB.

4.6 PeMOHT AHanunsaTtopa A0/HKeH NPON3BOAUTLCSA MPeAnpUATUEM-U3TOTOBUTENIEM UMW YON-
HOMOYEHHOI UM opraHusauunein. CaMocToATeNbHOE YCTPaHeHe HeMcnpaBHOCTeR (KpoMe pernameH-
TMPOBaHHbIX B HACTOSALLEM PYyKOBOLCTBE) WU UCMONHEHNE PEMOHTHbIX W PEryMPOBOYHbIX paboT He
Jonyckaetca. 3anpeLtaeTca U3MeHATb KOHCTPYKLUMIO AHanm3aTopa BHe 3aBOACKUX YCNOBUIA.

4.7 3anpellaeTca Mcnonib3oBaHne AHannsaTopa B c/lyvae ero HeCOOTBETCTBUA TpeboBaHNAM
HOPMaTMBHOW N TEXHUYECKOW LOKYMEHTaumnK.

4.8 3anpellaeTcs UCMONb30BaTb HA6OPbI PeareHToB OT MOCTOPOHHUX MPOV3BOANTENENA.

MPEAYNMPEXAEHUE!

Mpy HapyLLEeHUM HOPM W MPaBWA 3KCMAyaTaluu, TPe6oBaHuMiAi Mep 6e30MacHOCTY, YCTaHOBEHHbIX
B HacToslLeM PYyKOBOACTBE, AaXe €CNN HapylleHue 6blNo efMHUYHBbIM U OTHOCWUIOCH TONbKO K
O[IHOMY U3 YCTaHOBNEHHbIX TPEGOBaHUIA, NMPaBUA U HOPM, MPeanpUITUe-U3roToBUTENb 1 NPoja-
BeLl, HE3aBMCUMO OT CPOKOB NMPUOGPETEHUS U ANUTENBHOCTY KCMyaTaumum AHanmnsatopa, He He-
CYT KaKoli 6bl TO HU 6bl/10 OTBETCTBEHHOCTU 3a €r0 KauyecTBO M TEXHUYECKOE COCTOSHME, a Takxke
3a No6ble MOCNeACTBUSA, HACTYMUBLUME MPU MOHTXE W/WAM MPU MOATOTOBKE K 3KCMJyaTauuu
ninu B Nnpouecce aKcnayaTauun AHanmnsatopa, B TOM YMC/ie MOBNEKLME HaHECEHME ylep6a 340-
POBLIO M XU3HW Ntoaeld, yulepba OKpy>Katollel cpeae v cpeae o6uTaHns yenoseka. B cnydae Ha-
PYLUEHWs MpaBW/ 3KCMyaTauuy 060pyAoBaHNUs, YCTaHOBMEHHbIX W3rOTOBUTENEM, MOXET yXy[-

LIaTbCS 3aWMTa, MPUMEHEHHas B JaHHOM 060pYA0BaHUN.

28

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



26.60.12.004.15580960 P3

SATIPELWLAETCHA akcnnyaTauma AHanmsaTopa:
- pU 06HapPY>KeHNN MeXaHNYeCKMUX N UHbIX NOBPEXKAEHWNA KOMMNEK T YIOLWLNX U3LeNUiA,
3/IEKT PONpPOBOLKMN UYCTPOACTB KOMMYy Tauuu;

* MPY NOBPEXKAEHMAX KOHCTPYKTUBHbIX 3/1eMEHT 0B 060pYyA0BaHUS.

SAMPELLAETCH BbINoNHEHNE Ha3a[04YHbIX, PEMOHTHbIX U TOMY NOA0OHbLIX paboT npwu

BK3HOUEHHOM 3/1eKTPO060PYA0BAHUN.

A

BHVUMAHWE! HecobntofeHne 3TUX 1 gpyrux Mmep 6e30nacHoCcT 1 NpesocT OPO>KHO-
CTW, yKasaHHbIX B HACT0ALLEM PYyKOBOACTBE MOXKET CO3aThb OMAaCHOCTb ANA XKU3HU U 3[0-

POBbS MOMb30BATENSA, CTaTh NPUUNHON BOSHUKHOBEHMS aBapuiiHbIX CUTYaLuid.

5 TPAHCIMOPTUPOBAHWE

5.1 TpeboBaHus K TpaHcnopTMpoBaHuMio - no FOCT 23216-78 n TOCT P 51908-2002.

Mepefn TpaHcnopTUpoBaHMeM AHanu3artopa cnefyet yo6eanTsca B MOMHOTE KOMMNIeKTauuy un
B OTCYTCTBUWN HapyLUEHWI B yNaKoBKe.

5.2 CocTaBHble YacTu AHann3aTopa fO/KHbl 6bITb NMPeAoXpaHeHbl 0T NepeMeLLeHns npo-
Knagkamu v amopTtm3aTopammn U3 ropprpoBaHHOr0 KapToHa.

CMeHHbIe, 3anacHble feTann 1 4acTu (pacyroTcs B NOIMITUIEHOBbIE MaKeThbI.

5.3 TpaHcnopTupoBaHue AHann3aropa LO/HKHbI OCYLLECTB/ATL NMepeBO3YNKHN, CrieLnanmsu-
pytoLLMecs Ha nepeBO3Ke COOTBETCTBYHOLLMX FPY30B U UMEIOLWMe Hag/iexalyme nnueHsnm (paspeLle-
HUS) M ONbIT MEPEBO3OK.

5.4 OTnpaBka AHanu3aTopa NPOM3BOANTCA B TPAHCMOPTHOW Tape N06bIM KPbITbIM TPaHC-
MOPTHbLIM CPEACTBOM C 06ecrnevyeHMeM 3alnTbl OT BO3LENCTBUA aTMOC(EPHbIX 0CaflKOB M TyMaHa, B
TOM ymnC/ie NpesycMaTpuBaroTCa:

- NPAAMbIE NEPEBO3KN aBTOMOOUIbHBIM TPAHCMOPTOM Ha paccTosiHue o 1000 Km no goporam
C achanbToBbIM MM 6ETOHHbIM MNOKPbLITUEM (JOPOrK NEPBO KaTeropuu) 6e3 orpaHNUYeHUin CKopo-
CTW WA CO CKOPOCTbIO A0 40 KM/4 Ha paccTosiHme Ao 250 KM Mo 6YNbIXXHbIM UM FTPYHTOBLIM J0PO-
ram (4Oporu BTOPOI U TPeTbeil KaTeropum);

- CMeLUaHHble NepeBO3KM XeNe3HOLOPOXHbIM, BO3AYLUHbIM (B OTan/IMBaeMbiX repMeTu3mn-

POBaHHbIX OTCEKAX), PEYHbIMMW BUAAMU TPAHCMOPTA, B COYETAHUM UX MEXAY CO6OI, N aBTOMO-
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OGVNbHBIM TPAHCMOPTOM, a TaKXe NepeBo3KN MOPCKUM TPAHCMOPTOM.

5.5 YcnoBus nepeBo3ky AHann3atopa B 4acTW BO3AENCTBMS KIMMaTUYECKMUX PaKTOpOB
JIO/MKHbI cooTBeTCcTBOBaThL rpynmne 5 (0XX4) no FOCT 15150-69, B yacTu BO3AENCTBMSA MeXaHUYe-
CKMX (pakTopoB - rpynne XX no FOCT 23216-78.

5.6 lMorpyska 1 pasrpyska AHanmnsaropa go/ikHa npoussoanteca no NOCT 12.3.009-76.

Pa3melleHVe 1 KpenieHne Tapbl B TPAHCMOPTHBIX CPeAcTBax J0/MHKHO obecrneymBatb e€ yc-
TOUMBOE NONOXEHWE, NCKNOYATb BO3MOXHOCTb CMELLEHNS 1 YAapOB X APYT 0 ApYra, O CTEHKM
TPaHCNOPTHON Tapbl ¥ TPAHCNOPTHbIX CPEACTB.

5.7 3anpewaeTca WwWTabennpoBaHne ALLMKOB MPU TPAHCMOPTUPOBAHNM UK PACMOMOXEHUE Ha
HMX NOCTOPOHHUX FPYy30B.

5.8 OTnpaBka AHanusaTopa B palioHbl KpaiiHero Cesepa 1 NpupaBHEHHbIE K HUM MECTHOCTY

LlomkHa ocyuwectenatbcs cornacHo NOCT 15846-2002.

6 TPEBOBAHNA K PASMELWEHWIO

6.1 PasmeleHne AHanm3aropa AO/MKHO OCYLLECTBAATLCA C YYETOM TEXHUYECKUX LaHHbIX U
napaMeTpoB 6€30MacHOCTM, YKa3aHHbIX B TEXHUYECKOM LOKYMEHTaLMK.

Ycnosusi xpaHeHus - no rpynne 2 (C) cornacHo FOCT 15150-69.

6.2 XpaHeHve AHann3aTopa OCYLLECTBAAOT B 3aKPbITbIX XOPOLLIO BEHTUINPYEMbIX MOMeLLe-
HUSX B YCNOBMAX, UCKOYAIOLWMNX KOHAEHCALUMIO BNarn, BO34eincTBmMe NPSMbIX CONHEYHbIX fyyeid v
arpeccuBHbIX cpef (MNblv, NapoB KUCAOT U WeNoYel, a TakKe rasoB, Bbl3bIBaOLLUX KOPPO3UIO).

TemnepaTtypa npu XpaHeHUN AonxHa 6bITb B Npegenax oT -10 °C go 40 °C, oTHOCUTENbHaAs
BNaXHOCTb: 0T 20 fo 90%, atmMocgepHoe faBneHue: 86...106 kla.

TpaHCnopTUPOBKA MOXET BbINOMHATLCA /I06bIMY BUAAMU KPbITOro TpaHcnopTta 6e3 nonaja-
HWA BNarun, yaapos v CUbHOM BUOpauuy npu temnepatype ot -10 ®C o 40 @C

6.3 PaccTosiHMe OT yNakoBKW, pa3mMeLL,eHHON Ha cTennaxax, 4o ntoboro npegmera (BKAoyas
CTEHbI 1 NON XpPaHUANLA) AO/MKHO ObITb He MeHee 0,1 M, pacCTOsiHUE f0 6/vKailiero oTonuTe b-

HOro npuéopa Jo/HKHO ObITb He MeHee 1,0 m.

7 CBOPKA N NMOANOTOBKA K SKCIMNYATALUWN

7.1 Mocne pacnakoBKX AHanm3aTop Heo6Xo4yMo MOCTaBUTb Ha paboumnii CTos.

JL npumevaHne —PeKOMeH/yeTCs He BblbpachiBaTb NyCTON TPAHCMOPTHbIN ALK, KO-
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TOpbIA MOXKET NoTpeboBaThCA Ans GyayLeil TPaHCNOPTUPOBKN, XPaHeHNs U T. A

12 [fanee cnefyet y6eanTbca B NOMHOTE KOMIMJIEKTALUN AHanu3saropa.
B cocTaB nocTaBKM JO/MKHbI BXOAUTD:

- aHanm3atop, mogenb FIC-Q100N (Shandong Diano Bio-tech Co. Ltd., Kutain) - 1 wT;
- CeTeBOI 610K nuTaHms, mogens DJ-U48S-12 (Hengyang Dimension Electronic Com.

Ltd., Kutaid) - 1wrt,;

- CeTeBOW Kabenb, mofenb P24 HO5VV-F, Zhejiang Jinting Nuclear Cable Co.,Ltd., Ku-
Tan- 1wr.;

- bymara ana neyatu, Shenzhen Weihuang Printer Co., LTD., Knutai- 1wrt,;

- Kabenb ana USB-nogkntoyeHus, mogens UNITEK USB2.0-RS232, Beijing Senyuan-
Chuangda Technology Co., LTD., Kutai- 1 wr.;

- PYKOBOACTBO MO 3Kcnayataumm - 1 wr.

7.3 MNepeyeHb HEO6XOAUMbIX 415 NPOBefEeHUS U3MEPEHUIA PeaKTUBOB U PAaCXOLHbIX
maTepmanoB onpegenserca cneyugpukaumneidi Ha NOcTasky.

7.4 MapkupoBKa Ha ynakoBKe go/ikHa coorsetctsoBaTs [OCT P MCO 18113-1-2015, FOCT
P MCO 18113-3-2015, TOCT P NCO 15223-1-2020.

7.5 Mpu cbopke AHanuszaTopa c Lenblo obecrneveHns mep 6€30MacHOCTY 3anpeLLaeTcs:

- npucTynatb K paboTe, He N3y4nB 3KCNyaTaLMOHHYIO LOKYMEHTALMIO;

- NpUcTynathb K paboTe 6e3 NPOBEPKN TEXHUYECKOTO COCTOSHUA 3IeMEHTOB AHanmnsatopa, ero
3N1eKTpoKabenein 1 ycTponCcTB ynpaBieHus;

- UCMNO/Ib30BaTb He NMPeAyCMOTPEHHbIE B KOHCTPYKL MU 3/1EMEHTbI, COCTaBHbIe YacTU, UHCT-
PYMEHT 1 yCTPOWCTBA.

7.6 YcTaHOBKY AHanu3aTopa B 3MMHee BpeMs C/ieflyeT Npou3BO4MTbL TO/IbKO MOC/E BblAEPK-
K1 B HepacrnakoBaHHOM BU/e B 3aKPbITOM OTarn/JiMBaeMoM MOMELLLEHUN HE MEHee 4 4acos.

7.7 NeKTPOMOHTaX AHann3aTopa NPoM3BOLMTCA COMIAaCHO 3/IEKTPUYECKOWA NPUHLUNUANb-
HOW cxeme.

Be3onacHOCTb MOHTaXa 3/1eKTPO060PYA0BAHNSA U KOMIIEKTYIOLWMUX U3AeNNil foNXHa obec-
neumBaTbCA BbiNONHEHMEM Tpe6oBaHuin TOCT 12.3.019-80.

7.8 K pasmelteHnto AHanm3aTopa npeabasnsaoTcs cnegytowme TpeboBaHuUs:

- 3anpeLLaeTcsa ycrtaHaBMBaTb €ro rnoj HakfioHOM CBbiLle 5°;

- CeTeBasn PO3eTKa, UCMob3yemas 411 NOAKIHYEHUS CETEBON BUMKW, JO/KHA HAXOAUTHLCA B

[OOCTYNMHOM MeCTe And BO3MOXXHOCTU 6bICTp0FO OTKNOYEeHMA AHanun3aTopa OT CeTu;
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- Npn6OoP JOSHKEH pacnonaraTbCa Ha PacCTOAHUN He MeHee 1M OT OTONUTENbHBIX MPUGOPOB;

- 3anpellaeTcsd BKNOYaTb AHaim3atop 6e3 3aWMTHOrO 3a3eM/IeHNS;

- He peKOMeHAYeTCa KnacTb Unu 6pocatb TsXKeNble 00bEKTbI Ha Kabe/ib MUTaHWA U BCAYECKUM
o6pa3om nospexpaaTtb ero;

- He peKOMeHyeTcs pacrnonaratb AHanu3aTop B Mectax;

C MexaHW4ecKoi Bnbpauueit;

C BIaXXHOCTbIO HKe 20% wunn Boeiwe 80% npu natoc 25 G,
C NPSIMbIM BO3€MCTBMEM COSTHEUHbIX NyYeil;

c Temnepatypoii Hke natoc 10 nam Bbiwe natoc 35 °C;

- He cneflyeT MCNosb3oBaTb AHaNN3aTop B HEMOCPEACTBEHHON 6/1M30CTU OT /IerKoBOCMN1aMe-
HAIOLLMXCA MaTepuanos;

7.9 B nomeLeHnn 4OMKHbI OTCYTCTBOBATb arpeCCUBHbIE CPefbl, MaccoBas KOHLEeHTpauus
Mblav B BO3L4YXe He fO/MKHA npeBbiwath 0,75 Mr/M?, afnekTpuyeckas CoOCTaBnsAOLWLasA 3/leKTpomMar-
HUTHOrO MONSA He JO/KHa NpeBblwaTs 3 B/M B gnanasoHe yactot oT 150 kI'y go 300 MI'y,.

He 8O/MKHO 6bITb CUNBHBIX UCTOYHMKOB BMOpaLMM 1N 3N1IEKTPOMArHUTHOTO MOSA BOKPYT.

7.10AHann3artop J0/HKEH ObITb PacrosioXXeH Ha YCTONYMBOM Y POBHOW NOBEPXHOCTU, CBO-
6OAHOM OT TSHKENON MblN, NPSAMbIX COTHEYHbIX NyYel 1 arpecCUBHbIX ras3os.

IMoBEPXHOCTb A0MXHA BbIAEPXMNBATb BEC HE MeHee 2,5 Kr.

7.11 AHanu3atop A0/KeH ObiTb PACNONOXEH B XOPOLLO BEHTU/IMPYEMOM MeCTe, CO cBo60j-
HbIM MPOCTPAHCTBOM BOKPYT Hero paBHbIM 10 cm, UTOObI 06ecneunTb 6ecnepeboiiHyo sKcnyaTa-
LMI0 N TEXHUYECKOE 06CyXMBaHWMe.

7.12 MNMpwn NepBoM BKAHOYEHMMN CneayeT NOACOEANHUTL 60K NUTAHUS K Pa3beMy NUTaHMs Cc3a-

AN AHanm3atopa, 3aTeM HaXaTb KnaBULLY Ha N1eBOI 60KOBON cTeHKe AHann3atopa (PUCyHOK 3).
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PucyHok 3

NPEAYIIPEXJAEHHUE:
AHanH3aTop 3a3emisercs uepes 6,10k NHTaHHS!
Yrobbl 06ecneunBanach npaBuabHas pabora npubopa, nonxkHo 6bITH 06ecneueno

noaACOCAHHECHHE paﬁo'ler 0 CT0/1a K CHCTEME JJICKTPO3a3eMJ/ICHHSA .uaGopaTopuu.

7.13 AHanu3atop A0/mKeH 6bITh MONHOCTHIO CMOHTHPOBAH, YCTAHOB/IEH M MOAKJIIOUEH K
anextpocetd no 'OCT 32144-2013 u TOCT P 50571.28-2006 B cneaytouiem nopaake:

= MPOBEPHUTH UEOCTHOCTD IJICKTPHUYCCKHX JJIECMCHTOB U MOHTAaXKa yCTpOﬁCTB yrnpaBJi€HHA,

OTCYTCTBHE NEPEKPYTOK y Kabene#t; CMOHTHpPOBATH 3/1eKTpoobopyaoBaHue;

- BCE y3Jbl 3JIEKTPOO6OPYAOBaHHA COEAHHHTD C KOHTYPOM 3a3eMJIEHHS;

- NPOBEPHUTb OTCYTCTBHE HApYLUEHHI U30JALMH NEKTPONPOBOAKH;

- NOAKIIOYHUTL 060pYROBaHHE K CETH NEPEMEHHOrO TOKA; MPH NOJKIOYEHHH NPOBEPHTH CO-
OTBETCTBHE HaNPAXKEHHUA CETH H 3NneKTpoobopyaoBaHHs;

- NpoBepHTHL 060pyROBaHHE MYTEM €ro BKIIIOYEHHA.

A BHHMAHHE!
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HenpaBunbHble UM HeGPEXKHO BbINOMHEHHbIE C60PKa, HanagKka, NoAroToBKa 06pasLoB 1
peareHTOB MOFYyT MpPMBECTU K MNO/IHOMY BbIBOAY AHanM3aTopa U3 CTPOst UK K TOMY, Y4TO OH

CTaHeT Hebe3onacHbIM ANna nonb3oBaTena!

8 YKA3AHNA MO SKCMNAYATALNU

8.1. lMepeps HavanoM 3KcnyaTaumu JO/MHKeH ObITb 06ecneyeH KOHTPO/b NpaBUILHOCTU cHop-
KNOTAEeNbHOro 060py0BaHNSA N YCTaHOBKM TECT-KAcCeT B COOTBETCTBUM C AOKYMEHTAaLMEN Ha HIX.

CnepyeT ybeamTbCA MyTEM BHELLHEr0 OCMOTPA, YTO AHanM3aTop Haxo4WTCA B UCNPaBHOM
COCTOSIHUMN.

8.2 3Kcnnyartaums AonkHa ocywWecTenATbCA cornacHo CI 2.1.3678-20 nu FOCT ISO/IEC
17025-2019 B uncTbix nomeweHnsax no FOCT P NCO 14644-4-2002, TOCT P CO 14644-5-2005
nFOCT P 52539-2006.

Mpwn paboTax ¢ AHann3aTopom cnegyeT cobnogatb ykasaHms FOCT P 53079.4-2008, FTOCT
27025-86, TOCT P 52905-2007, TOCT 31891-2012 un «[lMpaBun yCTPONCTBA, TEXHUKN 6e30NacHO-
CTU, NPOV3BOACTBEHHOM CaHUTapUK, NPOTUBO3NUAEMUYECKOTO PEXMMA U IMYHOW TUTUEHBI NPU
paboTe B nabopatopusx (0TAeNeHMNX, OTAeNaxX) CAaHUTAPHO-3NUAEMMNONOTMUECKUX YUPEXAEHNI
cmucteMbl MuHKcTepcTBa 3apasooxpaHeHns CCCP», Mocksa, 1981 .

8.3 Bo Bpemsi nabopaTtopHbIX paboT credyeT Nonb30BaTbCs PE3VHOBLIMUM MepyaTkamu no
FOCT 20010-93, 3aWMNTHBIMM OYKaMK K creLmanbHON NabopaTopHOW 04X 0 (Xanat, KOCTIOM
NN KOMOGUHE30H).

8.4AHannsatop NpuroAeH Ans paboTbl TONbKO ¢ Habopom peareHToB A/ KONMYECTBEHHOTO
onpefeneHns HyKneoKancuaHoro aHTureHa kopoHasupyca SARS-CoV-2 B o6pasLiax MaskoB 13
Hoca YenoBeka MeToLoM (h/1yopecLeHTHON nMMyHOoXpomaTorpagumn» «SARS-CoV-2 N Ag»,
npounssoacTea Shandong Diano Bio-tech Co. Ltd., KuTaii.

8.5 KoHTponb 6uosarpsisHeHuid B nabopatopum Ao/mkeH ocyuiectsnaTtees no FOCT NCO
14698-1-2005 n TOCT NCO 14698-2-2005.

A BHVUMAHUE!
AHaﬂl/I3aTOp npegycMmaTpuBaeT MUCNONb30BaHNE XUMNYECKNXpeareHTOoB 1
JOpYrux onacHbIX (efKUX, pasgpa>karoLLimx N onacHbIX) XMMUYECKMX BeLLeCTB, KOTOpble MO-

ryT GblTb ONacHbl ANS 340POBbS.

Mpu6op npegycmaTpuBaeT o6pa6omt”™ NOTeHUMaIbHO NHPULMPOBAHHBIX NPO6 (Ha-

3a/IbHbIl CEKPET), KOTOpble MOTyT BbI3BATb UH(MLMPOBaNue/3apa>keHue!
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8.6 MofKnoYeHNe aHaM3aTopa K aNeKTPUYECKOR CeT U NOAroTOBKa K paboTe [AOMKHbI OCYyLe-
CTBNATLCA COrnacHO PyKOBOACTBY Mo akcnayaraumn 26.60.12.004.15580960 P3 (pasgen 7).

8.7 AHanu3 [oMKeH BbIMOHATLCA Ha M/I0CKOW MOBEPXHOCTU C AOCTATOYHbIM NPOCTPAHCTBOM BO-
Kpyr npubopa.

MepemeLLaTb ero BO Bpems NpoBefeHNs aHanm3a He 40nyCcKaeTcs.

Bo3geiicTBMe NbINN Ha HEr0 BO BPEMS aHa/n3a He ONYyCKaeTcs.

8.8 lMocne BKKOYEHNA NUTaHNA AHaNN3aTop MPOXOAUT MHULMANU3ALUIO U 3arpys3Ky.

Mo 3aBepLUEHNM YCMELLIHOW 3arpy3Kn OH 0TO6BpaxaeT CBO UHTepdeic (PMcyHoK 6).

[ns BXofa B CEPBMCHOE MEHIO MCMONb3YinTe Naponb: 123456.

‘X 1 2021 03 22 12:16:09
AHanut Tun obpasua Pesynbtar

PucyHok 6

8.9 ¥YnpasneHve AHann3aTtopom NpPOM3BOAMTCA NYTEM HaXaTus NasbLammy Ha CEHCOPHbIA 3KpaH.

8.10 HacTpolika

8.10.1 HacTpoiiKy oCyLLeCcTBAT B COOTBETCTBUM C NPAKTUYECKMMMN NOTPeBHOCTAMU nepej Hava-
nom paboTbl ¢ AHanM3aTopom. Mocne 3TOro MOXHO MPUCTYNaTb K TECTUPOBAHUIO OTAe/IbHbIX 06-
pasLoB, rpynnoBoMy TeCTUPOBaHMWIO, YPaB/IEHNIO NPOEKTaMu, paboTe C apXUBHBIMU 3aNUCAMU.

8.10.2 ins BX0OAa B PEXXMM HACTPOEK CnefyeT HaaTb KHOMKY «CUCTEMHbIE HAaCTPOMKU» Ans
0TOOpaXXEeHUs MEHIO BTOPOro YPOBHS MOC/E BXOAa B MHTePElC: HaCTpoiKa MYHKLMNIA, MHCTPY-
MEHTbI, HaCTpOKa BpeMeHu, cBefeHns 0 npubope, cOPOC HACTPOEK K 3aBOACKUM.

8.10.3 HacTpolika hyHKLMiA

Bxof B faHHbIN MHTep(elic OCyLLeCTBAAETCA NPU HaXaTUWN «HacTpokun yHKLMn». Bbibop ane-
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MeHTa HaCTPoiikn (PUCYHOK 7) Npou3BOANTCS NMOCPEACTBOM 3HaUYKa M03afM COOTBETCTBYHOLLENO

3NeMeHTa:

*X 1 202103-22 12:17

n AN Hactpoiikmu ¢ Bpemsi | © WHpo !® Cépoc Kk i/mo/u

TecT ofiMOro
cbpawa

BKOUMTL aBTOMATMYECKYIO NevaTb
FeHepaumsa MAEHTU(HMNKALMOHHOTO HOMepa
BHYTpeHHU Kog

GPRS eaBTOMaTUYECKKN 3arpy»xaTtb Ha cepsep

PUCYHOK 7

8.10.4 HacTpoliku
UT06bI BOWTK B CNefytowWwmnii UHTEPQec, HYXXHO HaXxaTb «HacTpoinkms.

OCHOBHbIMW MHCTPYMEHTaMu SBNAKOTCA: 06HOBMEHME NPOrpaMMbl, perynnmpoBka NoAcBeTKM, Npo-

BEpKa KauyecTBa, aAMUHUCTPaLNS, KOH(UIypaLms CETU, KOHBUIypaLus nopTta 1 CETEBOE COeaU-

HeHue (PUCYHOK 8).

PucyHok 8
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8.10.5 OO6HOBNEHME NPOrpaMmbl

[na nepexopa B cneayowmii UHTepgenc cnegyet Haxatb «OOGHOBUTL», YTOObI BOMTU B CNefyto-
wmin nutepdeic (PucyHok 9).

B03mMO0XHO BbIGpaTh 06HOBMEHME € ceT uin USB-aucka.

Mpn Haxxatun «O6HOBUTL» MPeLOCTaB/AETCA BO3MOXHOCTb CKONUPOBaTh NakeT 06HOB/IEHMS
nporpammbl Ha USB-Anck 1 BcTasbTe ero B USB-nopT c3agm aHanusaTopa. AHanmsartop nosy-
YUT HOBYHO BEPCUIO Nporpammbl ¢ USB-AMcKa n 06HOBUT CUCTEMY.

Mocne 06HOBNEHUA AHaNN3aTop nepesarpysnTcs.

n 1 ' HacTpoiknu © Bpems | © WHMoOo | ¢ Copoc
O6HoBNEHME NpOrpamMmbl

O6HOBUTH Nna Hasapg

PucyHok 9

8.10.6 PerynmpoBKa NOACBETKA
[nsa BXoAa B 03HaYEHHYHO PerynMpoBKy HEO6XOAMMO HaXaTb KHOMKY «PerynnpoBKa noAcBeTKn»

(PucyHok 10).
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2021-03-22 12:20:15

n Sy *N A Hactpo*m« ' © Bpemsa © WHGpo ¢+ C6pOC K 33BITK»
T«CT 0fjHOTO

obpaana
TATHpoc.i-" H . 6

napTn PKOCTb: YPOBEHb

TacToRbE IpMVIHVI<1 SAPKOCTb TemHee

Maammsa

Hasag
VcTopus
PucyHok 10

Nanee —HaxaTb «APKOCTb» UM «TeMHEe», UTOGbI HACTPOUTbL APKOCTb MOACBETKM.
MoTom HaxaTb «Hasaf», YToObl 3aBEPLUNTb HACTPOIAKY, M 3aKPbITh 41aN0roBoe OKHO.

8.10.7 AgMUHMCTpaTop

PyHKUMA agMUHUCTpaTopa 418 BBOAa AHanmn3saTopa B akcnyatauuio (PucyHok 11) gocTtynHa
TOJIbKO NPOECCHOHabHbIM M0/b30BATENAM.

Mocne BBOAA Napo/id MOXHO HAaCTPOUTb aBTOMATUYECKOE TECTUPOBaHWE, NHTEPBa/l aBTOMaTnye-
CKOro TECTMPOBaHMA, 3arpy3Ky B 06/1aK0 M INCT 3arpy3Kun, MHCTPYMEHT KannbpoBKK, perynnpos-
Ky YCUneHus.

8.10.8 HacTpolika BpemMeHwU

UT06bI BONTY B AaHHbI MHTepdelic, cneayeT HaxaTb «Bpems» (PucyHok 12).
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PucyHok 11

X 1 20214>3-22 12 204)

A N «CTPOWMKMN 0 WHdo | ¢ Cbpoc k 3aBoje

T KT ofHOTO

2021.03-22 12:20:39

2021 03 22
12 12 46
CoxpaHuTb
PucyHok 12

[na ycTaHOBKWM BpeMeHM CefyeT HaxaTb Ha Nnosie, KOTOPOe HYXXHO U3MEHUTb, a 3aTEM 3HaKM «+»
NN «—» N9 KOPPeKTUpoBKK (PucyHok 12).

Mocne BHECEHUS M3MEHEHWI —HaxaTb «COXpaHUTb», YTO6bI NOATBEPAMTL M3MeHeHMe. HaxaTue
«OTMeHa» NOMOXET OTMEHUTbL U3MEHEHWE BPEMEHU.

8.10.9 CsepfeHusa 06 AHanunsatope

UT06bI BOWTV 0TOGPa3UTb HOMEP MOAENN U UH(OPMALLMIO O BEPCUM AHanuaaTopa, CneayeT HaxaTb
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«MHGo» (PucyHok 13).

Bepcusa nporpaMmmHoOro
obecrneyeHus: DENUO-PEOPLE-vI .3.488

6292022f0c8fh20a

HacTpoliika Ha3BaHus
60/1bHUNBI

PucyHok 13

8.10.10 C6poc K 3aBOACKMM HacTpolikam
Mpn HaxaTnm «COPOC K 3aBOACKUM» MOABUTCH [MaNoroBoe OKHO, C MOMOLL b KOTOPOro MOXHO
OUYUCTUTb BCE flaHHble ¥ BO30OHOBUTL 3aBOACKME HACTPOMKK (PUCyHOK 14).

Mocne BO306HOB/EHMS 3aBOACKMX HACTPOEK AHaNN3aTOP aBTOMATMYECKU Nepe3anycKaeTcs

PucyHok 14
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8.11 ¥ npaB/ieHNe NpoeKToMm
[ns BXxofa B AaHHbI UHTepenc cneqyet HaxaTb «TecToBble 3agaHns». LLLenkHyB no cooTBeTCT-
BYIOLLEMY MYHKTY - Bbl6paTb MH(OpMaLM0 06 nccnefoBaHUM, NOAXOAALLYIO AN TeKyLlel npo-

Bepkun (PrucyHok 15).

2021-03-22 12:22:54

Ni IDsnemeHTa Homep napTtum AHanut Kopa napTtun
1 2 S nCoVA« 20200918
T«CTOAHOTO
o6po3na
1 2 4 SARS-CoV-2 20200911
T«cTuC
PucyHok 15

1 Haxatb «[peablaylas cTpaHuLa», «CneaytoLlas cTpaHuLa», YTobbl NPOCMOTPETh Pesy/bTaTbl
TECTUPOBaHMS 06pa3LLoB, COXPaHEHHbIE aHaIM3aTOPOM.

2 HaxaTb «YganuTb», YTo6bl YAanUTb MH(POPMALIMIO O BbIGPAHHOM 06bEKTE MPOBEPKMU.

1 a lpuvep meTofa umnopTa KO-KapThl:
Lar 1: Bctasutb ID-KapTy B rHe3go ID-kapTbl aHanm3aropa.

LLar 2: B nHTepdelice ynpasneHns npoBepsemMbiM 06bEKTOM HaXKaTb KHOMKY «/IMNOpTMpPOBaTh
NOEHTU(PMKALNOHHYIO KapTy», 4TOObI 3aBEPLUNTL UMMOPT MH(OPMALMU O NPOBEpPKE.

JlononHutensHble NpyMeyaHusa K umnopty ID-kapTbl:

1) Kaxapblil HomMep 13genvs v HoMep NapTuy UMEKT YHUKa/lbHble COOTBETCTBYIOLLME JaHHbIE WH-
(hopmarmm o nposepke. MoOBTOpPHas HaCTPOiiKa nepe3anmnLleT UCXOAHYH0 HACTPOMKY.

2) MNpn BCTaBKe MAEHTUPUKALMOHHON KapTbl B AHaNN3aTop A1 CKaHMPOBaHMS COOTBETCTBYIOLLErO
LW TPUX-KOAA W 3aBePLUEHNA OAHOTO TecTa OH [06aBUT TEKYLLNIA 3NEMEHT NPOBEPKU UAEHTU(NKA-
LIMOHHOM KapTbl B CMUCOK.

8.12 TecTupoBaHMe OAMHOYHOr0 06pasLa
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LLlar 1: ¥YcTaHOBMTb AHanmM3aTop npaBuabHO U BKAKOYUTL ero (PUcyHoK 16).

1 '2021-03-22 12:23:31

AHanut Tun o6pssuna

PucyHok 16

LWar 2: HaxaTb «TecT 04HOro 06pasya», 4ToObl NepekNtoUNTLCA Ha Cnefy oW mnini HTepdec.

LWar 3: Bbi6bpaTb TN 06pasua, KOTopbIA 6yaeT NpOBepPATLCA.

LWar 4: MoaTBepAnTL MHGOPMALMIO 0 NPOBEpPAeMOM 06pasLe 1 HoMepe NapTun.

Tekywas TecTupyemas no3uumna 1 MHpopmawuma 0 HoMepe NapTMn HacTpanBatoTCa B pasgene
«YnpaeneHun npoektom» 14.11, K KOTOPOMY cnefyeT 06paTuTbCs, Korga Heo6Xoanumo mname-
HWUTb TECTUPYEMYIO NMO3ULUI0 U MHPOPMALMIO O HOMepe NapTUu.

LLar 5: Mocne nonyyeHns nHMoOpMaLny o NOATBEPXKAEHUN —HaYaTb TECTUPOBaHNE.

HaxaTb «bBbICTpbIin TeCT» Ha AHann3atope, YToObl 3aNyCTUTb TECTUPOBAHUE TeCT-KacceTbl C 00-
pasLom.

B cnyuyae Haxatna «CTaHLaPTHbIW TECT» HAYHeTCA 06paTHbIA OTCYET BPpeMeHU. TecTupoBaHue
TecT-KacceTbl 6yfieT aBTOMaTUYeCKMN BbIMOJIHEHO MOCNe OKOHYaHWUsA 06paTHOro otcyéTa (PMcyHOK
17).
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PucyHok 17

Mocne 3aBepLIEHNs TECTMPOBaHWS 0T06pasnTCs pesynbTat (PUCyHoK 18).

*X 1 2021 03-22 12:25;-4b

Homep o6pasua Ananut Tun obpasua PesynbTar
<tlIT QilHOro 202103220001 SARSCoV?2 Mpouwne MoNoXUTeNbHbI A
PucyHok 18

LLar 6: PesynbTaT NpoBepKu
Korpa TecT BbINO/IHEH, pe3ynbTaT 6yfeT 0TobpaxaTbes B Cnuncke Ha akpaHe (PucyHok 18). Mpwu
HaXxaTun Ha «KpuBas» MOXHO 6yAeT BbIBECTW Ha 3KpaH NoApo6HbLIN pe3ynbTaT TecTa (PUCYHOK
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19).
Howep 202103220001
o6pasua y
omegEmEA  esans
Hoﬂgggsg"'“ 2020091
OTH.?IL}JSH”G 0.0634539
KoHueHTpauus 0.163
PesynbTat MoNoXMTE NbHBbI
EES'T"'; 22-03-2021 12:25:39
S
C m 3ar|;;T3Km Peﬁl/leapl'?:fOHHbM 0.00.02S
Hr?(‘;fmm“g” 147 240 MaumeHt
-ll:lgg)mlﬂ'tﬁ: 143 238 Na6opaHT
Psggﬂg? 7076 449

PucyHok 19

8.13 TecTupoBaHue cepun 06pasLoB

MakeTHOe TeCTUPOBaHME [O/MKHO MPOBOAUTLCS B CleAyHOLLEA nocneAoBaTeNbHOCTH:
HauHnTe MHKY6MpoBaTh > WHKy6aums B MpoLecce -) BCTaBbTe TECT-KAcCeTy C peareHToM
*) MPOBOAMTCH TECTMPOBAHWE -) BbITALLUTE TECT-KAaCCETY

[na Hayana paboTbl HEOBXOANMMO HaXaTb «TeCTUPOBaHUE MapTUK», YTOObI MEePEKTIOYNTLCA Ha
HY)XXHbIA nHTepdenc (PucyHok 20).

*X1 202103-22 12:27:01

Nt Homep ob6pasua AHanut O6paTHbIi OTCYET CocTtoaHue
n u
TecT ogHOro m |_|_|| W
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PucyHok 20

LWar I: Jo6asnTb o6pasybl.
HaxaTtb «/[l06aBuTb 06pa3el», 4TOObI BbIMOMAHUTL J06aBAEHUE AaHHbIX O BCEX 00pasLax

Ana tectupoBaHus (PucyHok 21).

MyxXcKoe XKeHuw nk

TecToBble BospacT: o
XafAHUA
O OnepaTop: |
Victopus OuuncTuThb OTMeHa
%
CuctemMHble

HacTpoukun

PrcyHok 21
LWar 2: Hayatb nHkybuposaHue
BHecTun 06pasLbl B TeCT-KacCeTbl. Kak TO/IbKO BHECEHME KaXKA0ro u3 o6pasyoB 6yAeT BbIMOMHEHO,
- Haxkatb «HAYATb MHKYBAT.» (PUCYHOK 22). TeKylLlee COCTOAHNE U3MEHUTCA Ha 3KpaHe u

HayHEeTCS OTCYET BPeMeHMN NHKybaumm (PucyHok 23).
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*X 12021 03-22 12:29:2°

Homep o6pasya AHanut O6paTHbIli oTcUeT CocTofiHue
TecT oHOrO 202103220003 SARS-CoV-2 MHI_'?};‘I)',A‘BTAIDT
PucyHok 22
*X1 2021-03-22 12:32 (Ki
Nt Homep o6pasua AHanut O6paTHbI 0TCcYeT CocTosiHue
n ]
TeCTOlﬂ,HOFO L, 1 202103220003 SARSCoV-2 784 MHKkybGauuns
202103220004 SARS-CoV-2 .
VHKYE-,
PucyHok 23

LWar 3: Hayano TectMpoBaHus
Korpa Bpemsi MHKy6aLmmn 3aKOHYMTCS, HEO6X0AMMO BCTaBUTb TECT-KAacceTy ¢ NpPo6oli B CNOT
AHanusaropa.

[Janee - Haxatb «HauaTb TecT», UTOObl HayaTb TecTUpoBaHue (PUCYHOK 24).
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*X (202103 22 12:45:1.

Nt Homep o6pasya AHanut O6paTHbIli oTCcUeT CocTosiHME

1 202103220003 SARS-CoV-2 HAYATb TECT

2 202103220004 SARS-CoV-2 141 MHKybaunsa

3 202103220005 SARS-CoV-2 207 NWHKy6Gauunsa
PucyHok 24

Mo 3aBepLUeHUN TecTa 0TOBpPa3nTCa pesynbTaT Tecta (PUCYHOK 25).

1 2021-03-22 12:45:2f

Ni Homep o6pasua AHanut O6paTHbIi 0oTCcHeT CocTosHUE
TecT oaHoOro 1 202103220004 SARS-CoV-2 130 MHukybayns
oCp.nul
2 202103220005 SARS-CoV-2 196 NMHkKyb6aumns
202103220003 SARS-CoV-2 0.162 MonoXxuTenbHbl it
PucyHok 25

Mo 3aBeplLUeHN TecTa 0TO6PA3NTCA pe3ynbTaT TecTa.

LWlar 4: ,U.I'I‘r'l TeECTMPOBaHUA cne,qyrou_\eﬁ TECT-KacCCETbl C r|po6a|v||/| CnefyeT NoBTOPATL BblLLIEyKa-

3aHHbIE LWarn.

8.14 3anucy BbIMONHEHHbIX U3MEPEHNIA

ONs MHMUManu3aLnm aHHoM (YHKLMKM HE06X0AMMO HaXaTb KHOMKY «/cTopusi» Ha CTpaHuLe
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rnasHoro MeHw (PUCyHOK 26).

Tect ogHoro
06p*>La

T « THf- Afn--
napTumn

TecToBbIE
MAaHNA

Howmep o6pasua
202103220005

202103220004

202103220003

202103220001

202103190001

202103180005

202103180004

AHanut KoHueHTpayusa
SARS-CoV-2 0.162
SARS-CoV-2 0.162
SARS-CoV2 0.162
SARS-CoV-2 0.163
SARS-CoV-2 0.006
SARS-CoV-2 0.000
SARS-CoV-2 0.000

PucyHok 26

26.60.12.004.15580960

*X !

PesynbTat

=c

MonoXunTenbHbI

=c

MonoXunTtenbHbl

=c

MoNnoXmnTenbHbl

MonoXunTenbHbI

=

OTpuuyaTenbHbl

=

OTpuuaTtenbHbl

OTpuuaTenbHbliA

[Ons nepexofa no CNuCKy —HaXaTb CTPENKU «BBEPX» / «BHU3»,

2021-03-22 12:49:1*~

Bpems TecTa

22-03-2021
12:48:52
22-03-2021
12:48:52
22-03-2021
12:48:52
22-03-2021
12:48:52
22-03-2021
12:48:52
22-03-2021
12:48:52
22-03-2021
12:48:52

@

© Vv

P3

Haxatb «PacneyartaTb», 4To6bl pacneyataTb BblGPaHHbIV pe3ybTaT UCMbITaHUIA Yepe3 BCTPOEH-

HbIA NPUHTEP.

HaxaTb «PacnevataTb», 4T06bl YAannTb BbiGPaHHYO 3aMuCh.

HaxaTb «¥Y fanunTb», 4TOObl OUMCTUTL BbIOPaHHbIE 3amnucy.

HaxaTtb «IMoncK», 4T06bI BbINOMHUTL NOWUCK MO YCoBusAM (PUCYHOK 27).

s F

BpeMS
2021

2021 1

F.

Homep o6pasya

AHanut
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3afaTb Bpems, HoMep 06pasua, aHaMT. HaxaB KHOMKY «MOUCK», HANTN COOTBETCTBYIOLLYHO 3a-

M1cb B NaMsaTK npuéopa.

8.14 Tocne peMOHTa (3aMeHbl) UKW YCTaHOBKM AHanm3aTtop nojsepraercs 4aCTUYHOMY Tex-
HWYECKOMY OCBWU/ETE/NIbCTBOBAHUIO C LIENbI0 YCTAHOBUTb, YTO 3aMEHEHHOE, BHOBb YCTaHOB/IEHHOE
WY OTPEMOHTMPOBAHHOE 060pYyA0BaHME HAXOAMUTCA B UCMPABHOM COCTOSHUW, 06eCcneYmBaroLLeM
6e3onacHyto paboTy.

8.15 AHanusaTop, MOAepHN3NPOBaHHbIV B NpoLecce aKCnyataLum, nofsepraeTcs TexHuye-
CKOMY OCBMW/eTeNIbCTBOBaHWIO B 06bEME MePUOANYECKOro KOHTPONSA C NPOBEPKON KOMMeKTa fo-
KyMeHTaLuMn no MofepHu3auum, nposeLeHneM B13yasbHOro 1 U3MepUTENIbHOr0 KOHTPONS.

8.16 AnAa 3aBeplueHns paboTbl C AHAIM3aTOPOM HEO6XOAMMO BbIATM U3 NPOrPaMMHbIX YCTaHo-
BOK 1 MepeMecTUTb BbIK/KOYaTe b B MNONOXeHUe «BbIKN.».

8.17 AHanusatop, oTpaboTaBLINiA CPOK CYXO6bl, NOABEPraeTcs 06CNe40BaHUIO C LieNbio On-
pesieneHns BO3MOXHOCTY NPOAJ/IEHUA CPOKa ero 6e30MacHOl aKcnayaTauny, BKIKYatoLeMy:

- BU3Yya/lbHbIli U U3MEepPUTENbHbI KOHTPO/b;

- KOHTPO/IbHYO NPOBEPKY paboTbl BO BCEX PEXMMAX;

- onpejenieHne COCTOAHUSA C BbiSIBIEHWEM Led)eKTOB, HEMCMNPaBHOCTEN, CTENEHN U3HOCA W
Koppo3suu;

- UCMbITaHWe YCTPOWCTB 6e30NacHOCTY;

- UCMbITaHWe 3aLLUTHOrO0 3aHyNeHns (3a3emMeHns), CONPOTUBNEHUSA U30NALUN ANEKTpUYe-
CKUX ceTel M 3neKTpoobopyLoBaHNA, NpoBepke cpabaTbiBaHWA 3alWUTbl B CETAX C rNyX03a3eM/eH-
HOI HelTpanbto.

Ha ocHoBaHWW pe3ynbTaToB 06CNe0BaHUA M aHa/IM3a YCI0BMIA 3KCNyaTalumMm NpoBoaaTCs
paboTbl NO OnpeseneHno 0CTaTOYHOro pecypca Nprubopa 1 BO3MOXHOCTW NMPOAJ/IEHNA CpoKa 6e30-
MacHOM ero aKcnayaTauuu.

8.18 Bnapgeney, AHann3aropa fo/KeH 06ecnevnTb ero CoAep>kaHue B NCNpaBHOM COCTOAHUM
1 6e30NacHyto aKCNyaTauuio NyTemM opraHu3aLny Hagsexalero o6cnyxxmsanus. C aToin Lenbio
[O/MKeH 6bITb HA3HAYeH MepcoHa, OTBETCTBEHHbIW 3a OpraHu3aLmio 1 nposefeHne paboT no Tex-
HWYEeCKOMY 06CNYXXMBAHUIO N PEMOHTY.

O6cnyxuBatoLwmMini NepcoHan LOMXeH 3HaTb YCTPOMCTBO M NpaBuia aKcnayaraumn AHanmsa-
TOpa, NMPOMTU NPOBEPKY 3HaHWIA N0 TeXHMKe 6e30MacHOCTU U ObITb LONYLWEHHbIM K CAaMOCTOATE b-

HOI paboTe B YCTaHOB/IEHHOM MOPSAKE.
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BHUMAHUWE!
- CNefyeT OTCOeANHATL Kabeslb NUTaHMA NpPU HEMCNOMb30BaHUN AHasn3a-
Topa Ha MNPOTSHXKEHUWN AINTENBHOIO NPOMEXYTKa BPEMEHM;
- NP O0TCOEANHEHMN Kabens NUTaHNS HeobX0AMMO AEPXKaTbCs 3a BUMKY, a He TAHYTb
3a cam Kabesb;
- HX B KOEM C/ly4ae He creflyeT pasbmpaTb AHaM3aTop CaMoCTOATe/TbHO!
- HeO6X0ANMO M3beraTb nonagaHns Bofbl WM KaKoi-nmMo0 ApYro XXNAKOCTU BHYTPb
Koprnyca AHanm3aTopa.

8.20 Mocne Kaxgoro paboyero ceaHca He0OXOAMMO MPOBEPATL YNCTOTY aHanmM3aTopa v no
Mepe HeobX04MMOCTH TLLATe/IbHO OYMLLATbL er0 U COOTBETCTBYHOLLME YACTN C MOMOLLbLIO Map/u,
CMOYeHHoi B 0,5% pacTBOpe X/I0PHOBATUCTOKUC/IONO HaTpUs.

8.21 BbIBOg AHanusaTopa 13 akcnayartaunu:

1 BbITaWwnTh WTEMCENbHYIO BUAKY Npubopa.

2 TwaTeNbHO OUYNCTUTL N MPOLE3NH(MLMPOBATL NPUBOP, Crefys NHCTPYKLMAM MO Le3nH-
(bekummn pasgena 9 HacToAwero PyKoBOACTBA.

3 YnakoBaTb Mpv NiaHMpyemon nepeBo3ke, A5 Yero:

- MOMeCTUTb NPUBOP B OPUTNHASbHbIV YNAKOBOYHbIV ALLWK;

- NPUKPeNUTb COOTBETCTBYIOLLME 3TUKETKM Ha BHELLIHEN CTOPOHE YNaKOBOYHOI0 fLMKa C
AOCTaTOYHbIM KOMYECTBOM MpeaynpexaeHni, yKasblBaloLWmx Ha To, 4To
«M3penve BbIBEAEHO U3 IKCITyaTauum»;

«13genne Haxoannocb B KOHTaKTe C NOTEHLUMANIbHO UHMLMPOBAHHLIMM BUOMOrMYECKMIN
BeLLecTBamMm».

4 PyyHas TpaHCNOpPTMPOBKa AHanu3atopa 6e3 yKnagku B ynakoOBOUHbIA ALMK JOMKHA ObITb
orpaHuyeHa paboyeit 30HOI, U NpU 3TOM ClefyeT coO6NAaTb OCTOPOXKHOCTb, YTOObI HE NOBPEAUTb
npunéop.

8.22 MNpoTrBONOKa3aHMA K NPUMEHEHNIO AHann3aTopa He perfameHTUpYTCa U onpeaens-
HOTCA XapaKTepuCcTMKaMn UCMosb3yemMblX PeakTBOB (peareHToB) U TECT-KacceT.

M e HanaratoTca 1M OrpaHNYeHns K NPUMEHEHNIO.

8.23 Xapaktepuctukm AHanunsatopa cTabusibHbl B 3a8B/EHHbIX M03.7 YCNOBUAX 3KCMAyaTauuu.

WHhopmaLms o npocnexmnsBaeMocT 3HaYeHU, 3afaHHbIX AN KannbpaTopoB UM KOHTPO/b-
HbIX MaTepuanos, KoTopas obecneyrBaeTcs NMOCPEACTBOM AOCTYMHbIX PEEPEHTHbLIX METOAMK (Me-
TOLO0B) M3MepeHUs 1 (MK) 3TaNIOHOB, OMpPeaenseTcsa no pesynbratamMm KAMHUYECKUX UCTbITaHWUIA.

8.24 Ycnosua, Heobxoaumble ans cbopa, 06paboTKM 1M NMOArOTOBKM 06pasyoB, AaHHbIE N0
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CTabuIbHOCTN aHaNn3npyemblX 06pasLoB, B TOM YUC/IE YCNI0BUA U A/INTENbHOCTb XPaHeHUs, yCo-
BUSA TPAHCMOPTUPOBKM, a TaKXXe Hanaraemble OrpaHuyeHns OnpeaenstoTCca XapakTepucTukamu pe-
aKTMBOB (peareHToB) 1 TeCT-KacceT no 8.23.

8.25 MpuHATWE NO pe3y/nbTaTaM TECTUPOBAHWS PeLLeHN A MeAULIMHCKOro XapakTepa 6e3
npesBapuTe/IbHOM KOHCY/bTalWK C flevallmm BpayoM HefonycTumo!

Mpun aTom fonxeH cobnogatbes Kogekc BpauebHO aTukn Poccuiickol degepauuu.
5.26 Hu B KOeM cryyae He cnegyeT pa3bupaTb aHaun3aTop camoCcTOoATeNbHO!
8.27 Bpemsa HapaboTKun A0 NpodunakTUKyn —OT 3 40 6 MecsLeB B 3aBUCMMOCTM OT MHTEHCUBHOCTU
¥ YCNIOBWIA UCMO/b30BaHMSA.
KOHTpPONb TEXHWYECKOro COCTOSHUA MPOM3BOAMTCA B COCTaBe nabopaTtopHOro obopynoBaHus B
CPOKW, YCTaHOB/IEHHbIE B /Ie4eOHO-NPOPUNIAKTUYECKOM YUPEXAEHNN.
8.28 Mo mepe HEOH6XOAUMOCTUN MPUMEHSAIOTCA AE3VHMULMUPYIOLLME CPeACTBa, Mepes HaHeCeHWeM
KOTOPbIX HYXXHO YOCTOBEPUTBLCA, YTO OHU He cofepxar abpas3vBoB.
YKasaHus K pabotaM Mo caHMTapHON 06paboTke (fe3nHdeKunn) 060pya0BaHNS U NOMELLEHNS Na-
6opatopmmn - CaHlMunH 1.2.3685-21 «[MrneHnyeckme HopmaTuBbl M TpeboBaHMA K 06ecrneyeHuto
6e3-onacHOCTU U (M1K) 6e3BpeHOCTU A5 YefioBeKa (haKTOPOB cpefbl 06UTaHUS»
MpumeyvaHune - [na o6paboTkM NO6LIX MOBEPXHOCTEN aHauM3aTopa He cnefyeT WUCMO/b30-
BaTb 0TObenmBaoLye peareHTbl (>0,5%pacTBop), Tak Kak OKUCIMTENN U pacTBOPUTENN MOTYT
NCNOPTUTb KOPMYC 1 CEHCOPHbI 3KpaH aHanm3aTopa.
TpeboBaHMA K Ae3NHGEKLUN
1YacToTa ge3nHgpekumm
NmmyHognyopecLeHTHbIR aHanusaTop FIC-QL100N Heo6xoauMo npofesnH(puMLmMpoBaTb 40 U MNO-
C/le UCMNOo/b30BaHUSA.
2 MeTopg Le3nH(peKLmm
2.1 TMepep OYMCTKOWN W [e3MH(EKLMEN UHCTPYMEHTA BbIK/IIOUMTE NUTaHWe, YToObl y6eanTbCs, YTo
BU/IKA LUHYPa NUTaHNA OTKNHOYEHA.
2.2 TIpoTpMTe BHELLHIOK MOBEPXHOCTb NPMOOpa YMCTON BIAXHONW TKaHbi. ByabTe OCTOPOXHbI,
4TOObI He NMPOTEPETb BHYTPEHHME YACTU UM BHYTPEHHWE MOBEPXHOCTW.
2.3 [ABax/bl NpOTpPMUTE MOBEPXHOCTb NPMOOpPa YNCTON TKaHbt, CMOYEeHHON B 70% (06bEMHOM CO-
OTHOLLEHMWN) CMINPTOBOM PacTBOpeE.
3 CnNuncokK gesvHpuunpyowmx cpeacTs n TpeboBaHuUs
Cnncok: 70% pacTBop aTtaHona
TpeboBaHMSA: NPUTOTOBUTL PacTBOP C KOHUeHTpauuei 70% (no o6bvemy).

4 Bonpocsl, TpebytoLie BHUMaHNA

51

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



26.60.12.004.15580960 P3

4.1 Tpy 04MCTKe 1 Ae3MHpeKLN onepaTop J0/MKEH HOCUTL NepyaTKu.

4.2 B npotecce WUCMosfib30BaHUA CMeAyeT yYuTbiBaTh, YTO anKOro/fib JIErKO BOCM/IAMEHSAETCA U He
[0/MKHO 6bITb OTKPLITOIO OrHS.

4.3 Jliogam ¢ anneprmeit Ha CnupTbl cnefyeT UCnosb30BaTh C OCTOPOXXHOCTHIO.

8.29 K 06CnyXunBaHNIO U PEMOHTY [0MYCKaeTca crneuunanbHo 00yYeHHbI MepcoHasn, NnpoLuesLmnia
MHCTPYKTaXX no MTOCT 12.0.004-2015, npoBepeHHbIA Ha 3HaHWE KOHCTPYKLMM aHanusaTopa M
MMeELWMn KBanuKaLmnio anekTpobesonacHocTy He Huxke 111

8.30 [insd obecneyeHmns 3awwmnTbl OT MPEBbLILLEHNA TOKA CETEBOr0 NUTaHWUA B Cnyvae 0TKasa 610K nu-
TaHWA aHanM3aTopa CHabXeH 3almMToN Mo TOKY.

8.31 He pa3peLyaeTca BHOCUTb Kakue-nmbo n3MeHeHus B npuoop.

Monb3oBaTeNb HECET OTBETCTBEHHOCTDL 3a /1t00ble MOANMUKALUY UNN N3MEHEHNS, & TaKXKe 3a BbiTe-
KatoLme 13 3TOro NocnesCcTBus.

8.32 Bo Bpems paboT Mo 06CMY>XVMBAHUIO N PEMOHTY Hefb3f KYpWUTb W MO/Ib30BATLCA OTKPbITHIM
OrHEM, OCTaBNIATb 3arpsA3HEHHYIO BETOLWb M Apyrne 06TMPOYHbIe mMaTepuanbl B6/M3N U Ha 060py-
[0BaHUN aHanmn3aTopa.

8.33. B m3fenuu oTCyTCTBYHOT TOKOMPOBOAALLME Leny K 4acTW, KOTOPble MOTYT ObITb MOABEPTHY-
Tbl BO3AENCTBUIO BOAbI M NMPOYUX XKUAKOCTEN.

8.34. Ha nCTOYHMKe nuUTaHWs OTCYTCTBYIOT BbiKAlo4vatenu. BbikiwouaTenb MMeeTcs Ha caMoM
aHanuaaTope. BoblkntovaTens uMeeT gmkcaumio nonoxeHns BK/1/BbIK/1. Mpu nonoxeHun BKJI
KnaBuLla BbIK/KOYaTeNs CBETUTCH.

8.35. Mpun ncnonb3oBaHMM AHanmsaTopa C HapyLeHUsIMW TPeboBaHWIA, YCTaHOBMIEHHbIX U3r0TO-

BUTENEM, MOXET CHU3UTHLCA YPOBEHb 3aLUThbl 060PYL0BaHMS.

1 [ BAXHbIE MOMEHTBI npu akcnnyaTaunu AHanmsatopa:

1 He fonyckaeTtcs pa3mellatb ero B Mectax, rae TpyAHo pabotatb uim HeyfobHO oTcoeaun-
HATb YCTPOIACTBO.

2 He cnepyeT HMYero BCTaBNSATbL B CNOT A1 TECT-KAcCeT, KPOMe TecT-KacceT U3 «Habopa
peareHTOB A/19 KOIMYECTBEHHOTO OrnpeeneHns HyKIeoKancuaHoro aHTureHa KopoHasmpyca
SARS-CoV-2 B 06pa3ljax Ma3KoB 13 HOCa Ye/loBeKa MeTO40M (IyOpPECLEHTHOW MMMYHOXpOMa-
Torpagumn» «SARS-CoV-2 N Ag», nponssogctea Shandong Diano Bio-tech Co. Ltd., Kutait

3 Ecnmn Kakoi-nn6o 13 06pasLoB 415 TECTUPOBAHMS MOXET OblTb 3apaXKeH, He06X0AMMO

NCMNoNb30BaTh 3allMTHbIE NEPYATKN UMK APYyTrmne 3alinTHbIE MEPDI, 4TOObI N36eXaTb KOHTaKTa Ko-
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XU C OTBEPCTUEM TeCT-KacceTbl AN Aob6aBneHns o6pasLoB.

4 YTUNN3NPYIOT UCNOJb30BaHHbIE TECT-KACCeTbl B COOTBETCTBMM MpaBunamun obpalleHuns ¢
MeAULUHCKUMW OTXO0AaMK, UTOObl 136eXaTb MO0 6ONOTrMUYECKOn 0NacHOCTMW.

5 B AHanm3atope MOryT 6bITb COXpaHeHbl KaiMbpoBOYHbIE KPUBbIE, OTHOCALLMECS K TOBapy,
napTuu, UMMOPTMPOBAHHbIE MPOU3BOAMTENEM, U 3aNUCK UCNbITaHUI nonb3oBaTenieil. Korga npo-
13BOAMTENb UMNOPTUPYET Yepe3 LLI-kKapTy unu nepefaeTt yepe3 BepXHUIA KOMMNbIOTEP NOBYHO Ka-
NMBPOBOYHYIO KPVBYHO HAMpsMYHO, aHann3aTop aBTOMaTUYeCKU COXPaHAET AaHHble.

AHann3aTtop MOXeT COXPaHATb faHHble KannMbpoBKN Ans 5 napTuii HA60POB OJHOBPEMEHHO.
Pe3ynbTaTbl TECTUPOBAHUA NPU HOPMasIbHOW paboTe nonb3oBaTeneil 6yayT aBTOMaTUYECKMN COXpa-
HATLCA B HEM B BUE 3anucu.

AHanm3atop MOXeT coxpaHnTb Makcumym 10 000 3anwuceli. CoxpaHeHHble faHHble MOTyT BO-
300HOBMUTLCA aBTOMATMYECKWN NOC/E OTK/KOYeHUs NuTaHus 6e3 notepb. Korja nosib3osaTenu Bbl-
6upatoT «COpoC K 3aBOACKMM HACTPOViKaM», faHHbIe YAanaTCS.

6 Mosb3oBaTenun, NCnonb3yloLne nporpaMmHoe obecneveHune ans MK npu pabote ¢ AHa-
NN3aTOPOM, AO/DKHbI 06/1a4aTh COOTBETCTBYOLWMUMUN 3HAHUAMU: ObITb 3HAKOMbIMW C TAKUMK One-
paunoHHbIMK cuctemamu, kak Windows XP, Windows?, Windows 10 wC ycTaHOBKOW, BbIFPy3KOii

nakeTa YCTaHOBKW NMporpaMmmMmHoOro obecreyeHns B 3TK onepauynoHHbIE CUCTEMBDI.

9 TEXHNYECKOE OBCNYXWNBAHWE N PEMOHT

9.1 TexHnyeckoe 06cnyXunsaHve AHann3aTopa B Lie/IOM 3aK/104aeTca B perynspHoOM 0CMOT-
pe BCcex paboumnx y3noB Ha NpesMeT UCMPaBHOCTU U LIENOCTHOCTU, 0COO60e BHUMaHWe cnefyeT yae-
NATb NOUCKY HapYyLLEHWI B 3N1EKTPOCOEANHEHMNAX, MOBPEXAEHNI 3aLNTHBIX NOKPbITUA, LLEeNOCTHO-
CTW Kopryca, U3015L11 31eKTPONPOBOAKM, YCTPOWCTBA 3a3eM/IEHNS.

O6cnyxnBaHne AHanmsaTopa OCYyLLeCTBASAETCA TOMbKO MOC/e ero 06ecTouMBaHus.

9.2 Bpemsa HapaboTKu Ao NpouiakTUkK - oT 3 0 6 MecALeB B 3aBUCUMOCTU OT UHTEHCUB-
HOCTW 1 YC/I0BMIN NCMOMNb30BaHMSA.

KOHTpPO/Ib TEXHNYECKOT0 COCTOSAHUA MPOM3BOANTCA B COCTaBe nabopaTopHOro obopyaosa-
HUS B CPOKW, YCTAHOB/IEHHbIE B /1e4EOHO-NPOPNNAKTUYECKOM YUPEXLEHUN.

9.3 Mpu 3kcnnyataumm AHannsaropa c/ieflyet perynsapHo, HO He pexke O4HOro pasa B Me-
CAL, NPOU3BOANTb OUNCTKY HAPY>XXHbIX NMOBEPXHOCTEN.

[Na YNCTKM BCEX BHELLUHMX YacTei cnefyeTt UCNoAb30BaTh TKaHb, CMOYEHHY 70% pacTBo-
poM 3TaHoMa. He gonyckaeTca MCMo/ib30BaTh Pa3HOro poja pacTBopuUTeNn (Hanpumep, aLeToH unm

OEH3MH).
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Cnncok fe3nHpULMPYIOLWNX CPeacTB 1 TpeboBaHUA
Cnucok: 70% pacTBop 3sTaHona

TpeboBaHUS: MPUrOTOBUTL PAcTBOP C KOHUeHTpaumen 70% (no obbemy).

N.M pumMmeyaHune —BoBpeMs YUCTKN He AONYCKAETCA MOUYUTb 3NEKTPUYECKME YacTK
(pasvembl U T. 4.). Ecan anekTpryeckne eTanm cnyyaiiHo HaMoKM, cnefyeT TLATeNbHO Bbl-

CYLUIMTb WX, NpeXK/e YeM CHOBA BKNOUYATb Npuéop.

9.4 bBymary 3aMeHs0T Mo Mepe TOro, Kak OHa 3aKaH4/BaeTCs.

9.5. Mo Mepe HEOOGXOANMOCTU MPUMEHSIOTCS Ae3NHPULMPYIOLLME CPeACTBa, Nepes HaHece-
HUEM KOTOPbIX HY>KHO Y/J0CTOBEPUTLCS, UYTO OHM He cofepyaT abpasnBoB.

9.6. OUNCTKY BHELLHel NOBEPXHOCTM OCYLUECTBASIOT TKaHb, CMOYeHHO 70% pacTBOPOM

3TaHona (CM. BbiLLUe).

AN MpumedvaHne —ns 06paboTKM NOOLIX NOBEPXHOCT e AHanM3aTopa He crefyeT uC-
nonb30BaTh 0T 6enuBatoLive peareHTbl (>0,5%pacTBop), TakK Kak OKUCIMTEeNN npacTBopuTe-

N MOTYT UCMOPTMWTb KOPNYC ¥ CEHCOPHBII 3KpaH AHanuzaTopa.

9.7 fetanu, NoABepXXeHHbIe U3HOCY, UK AeeKTHbIE U NOANeXalLMe 3aMeHe, 3anpallvBa-
tOTCA B COOTBETCTBUM C YKa3aHMeM:

- HOMepa 3aKasa KNNeHTa;

- TMna n/unu Bepcun AHanmsatopa;

- ero CepuitHOro Homepa;

- HOMepa Koja KOMMOHEHTa;

- ONMNCaHNs KOMMNOHEHTA;

- KO/IMYeCTBa;

- Ha3BaHWA N agpeca MeULUMNHCKOIo yypexaeHus, n agpeca 40CTaBKU.

1 [ BHUMAHVE!
3ameHa fleTasieil Ha OpUIrMHasIbHbIE 3anacHble rapaHTUPYeT aheKTUBHBINA N 4/INTeSb-

HbIli CPOK Cy6bl AHaNM3aTopa.
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9.8 K 06Cny>KMBaHUIO U PEMOHTY [ONYCKaeTCA crneymnasbHO 06yYeHHbI nepcoHan, npoles-
WKnin nHcTpykTax no FOCT 12.0.004-2015, npoBepeHHbI Ha 3HaHWE KOHCTPYKL MW aHann3atopa u

MMEOLWM KBANNPUKALMIO 31eKTPo6e30nacHOCTN He Hike IIL

BHVMAHWE!
Monb3oBaTeM MOryT BbIMNO/HATbL TO/IbKO MPOCTbIE 06bIYHbIE OrepaLumn 06-

Cny>kuBaHus. B cnyyae Kaknx-mbo HemcnpaBHOCTE WM MOSTIOMOK, BbI3BaHHbLIX UCM0/1b30Ba-
HVeM Npubopa, KOPPEKTUPYHoLLEee 06CNyXKMBaHVE AO/MKEH BbIMOMHATL KBAIMPULMPOBaHHbIi
cneymanuct!

M3roTtoBuTenb He BepeT Ha cebsi OTBETCTBEHHOCTM 3a HEMPOMECCMOHA/IbHbIE MOMbITKU

PEMOHTA U BbI3BaHHbIE 3TUM nocneacTeus!

9.9 Bo Bpems paboT Mo 06CNY>KMBAHUIO 1 PEMOHTY Henb3s KypuTb U NOMb30BaTbCS OTKPbI-
TbIM OFHEM, OCTaBNATb 3arps3HEHHYIO BETOLLb U APYTMe 06TUPOYHbIE MaTepuabl B6IU3N 1 Ha

obopypoBaHMn AHanmsartopa.

10 XAPAKTEPHBIE HEMONAOKN N METOAbl X YCTPAHEHUNA

10.1 OTcyTCcTBMe pe3ynbTata Mpu HaXaTUM KHOMOK MHTepdeiica AHanu3aTopa UM Haxa-
TUW KNaBULL aHanmn3aTopa CBMAETeNbCTBYET 0 c60oe B paboTe. Heobxoanmo nepesanycTuTb Npu-
60p, BbINOMHMB CeaytoLumne encTBUS:

- BbIKNHOYUTL MUTaHKeE;

- BbIHYTb BUJIKY LUHYpa NUTaHWsA 13 PO3ETKN U BOTKHUTE €€ CHOBA,;

- BK/IIOYUTb MUTAHWE.

10.2 Mepep ob6palleHNEM B CEPBUCHbIN LEHTP PEKOMEHAYETCH U3YUNUTb HACTOALLMIA pasgen Ha
npesMeT YCTaHOBNEHUSA BO3MOXHOW NPUYMHbI BOSHUKHOBEHWSA NPo6/ieMbl. HECKONbKO NPOCTEMLLINX
MPOBEPOK U HaNafoK MOryT YCTPaHUTb eé 1 NPUBECTU K HOPMaibHOMY (DYHKLMOHUPOBaHUIO.

10.3 B03MOXHble HEMCMPABHOCTM N METOAbI UX YCTPaHEHMS YKa3aHbl B Tabnuue 10.1.

BHVUMAHWNE!
Ecnn npnBeaeHHbIe BblLLe CNOCOObI PELLEHNS BO3HWUKLLMX HEUCMPABHOCTEN He

nomoralnT, He06X04MMO 06PaTUTbLCA B CEPBUCHYIO CNy>KOY!
HekBanuuympoBaHHble AeACTBUA MOTYT NMPUBECTU K TpaBMe, NOBPEXKAeHNI0 AHaN-
3aTopa W aHHYNMPOBaHUIO rapaHTUiHbIX 0653aTeNbCTB!

BbinonHeHuWe N060I onepauum, IBHO 3anpeLLeHHol B JaHHOM PyKoBOoACTBE, a Tak»Ke
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nooble HaCTpOMKM, AGMCTBMH no c6op|<e, HEPEKOMEHAOBaHHbIE NN 3alpelieHHble B JaHHOM

PyKoBOACTBe, aHHY/IMPYOT rapaHTUiiHble 06s3aTenbcTBa!

Ta6nnya 101

HewncnpaBHOCTb

AHann3aTop He BK/HOYa-
eTcs

Ha pacneyaTaHHOM oTuye-
Te pe3ynbTaToB U3Mepe-
HUS OTCYTCTBYET Harneya-
TaHHast MHopMaLms

IMpuHTep He BLIBOAMT Ha
neyatb pe3ynbTarbl U3Me-
peHnii

AHanusaTop BblfaeT Co-
o6LLeHNe 06 OLINOKe U3-
MepeHuns

CeHcopHas naHenb He
pearvpyet Ha NPUKOCHO-
BEHMA NabLeM.

Pabota AHanusaTopa He-
CcTabusnbHa.

MeTog ycTpaHeHus

Yb6eantecb, 4YTO 610K MMTaHUA
NMOAKNIOYEH K aHanuMsatopy u K
3N1EKTPUYECKO ceTtu, KHOMKa
BK/IFOYEHWS Ha KOpryce aHanu3aTo-
pa Haxara.

Ecnn Bce [aHHble YCNoBUA Bbl-
MOJIHEHbI, HO aHa/M3aTop He BKI/LO-
yaeTcs, 06paTUTECb B CEPBUCHYHO
Cnyxoy.

Ponuk Tepmobymarun BCTaB/eH B
TEPMOMPUHTEP HENPaBUI/IbHO.
BblHbTe TepMobyMary, pa3sepHuTe
ee pYroi CTOPOHON K nojaroLemy
POIMKY Ha KpbILWKe NpuHTEpa, yc-
TaHOBUTe ByMary B OTCeK, 3aKpoiTe
KPbILLKY.

Y6enuTechb, Y4TO B NPaBOM BepX-
HEM YTy TEPMOMPUHTEPa CBETUTCS
3eneHblii nHankatop. Ecnm ceeve-
HWe ecTb, yOeanTeCh, YTO B JIOTKE
NMPUHTEpa ecTb 6ymara. Y cTaHOBUTE
HOBbIV PYNOH.

Ecnu nHgukaTop He cBetuTcH, 06-
paTuUTeCb B CEPBUCHYIO CNYXOY.

KacceTa ¢ 06pa3Lom BCTaB/eHa B
CNOT aHanm3artopa ApYroi cTopo-
HOI. BbIHbTE KacceTy, BCTaBbTe MO
HanpaBNeHW0 HaHeCEHHON Ha Hee
CTpesiku, NOBTOPUTE U3MEPEHME.
Bbikntounte AHanmsaTop, NoLoX-
aute 10 cekyHf, BKntounTe ero. Ec-
nn npobnema nosrTopsieTcs, yoean-
TEeCb, YTO aHaIN3aTOP He HaxoauTCs
PSAOM C BbICOKOMOLLHbIM 060pyA0-
BaHMeM. Ecnu Tak, TO OTHECKTE ero
Ha HECKONIbKO METPOB OT AaHHOro
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060pyf0BaHNA, BK/IKOUMTE NUTaHMeE.

Ecnn npobnema octanacs, 06patu-

TeCb B CEPBUCHYIO CMYXOY.
CBeTOANOAHBIN NHAMKA-

3ameHuTe 610K nuTaHua. ObpaTu-
TOp Ha 6/10Ke NUTaHUA He

Tecb B CEPBUCHYIO CNYXOY.
CBETUTCA. P y y#oy

YK nlpymedaHus K pacnpocTpaHEHHbIM OLLNGKaM:

1 OwwmbKa nHTepdeiica Nnonb3oBaTeNs MOXKET NPUBECTU K TOMY, YTO AHanM3aTop He
CMOXKET BbINOMHUTb (DYHKLMIO « TECTUPOBaHUS». STO He NOBNAET Ha (PYHKLIMIO PE3EPBHOTO KO-
NMPOBaHMs 1 Nepefadun AaHHbIX. Ha 3TOM 3Tane Bbl MOXKETE BbIrpy3uTb 3annck, COXpaHeHHble B
namsaTy aHaNM3aTopa Ha BHELUHWI KOMNboTep, a3aTeM nepeaaTb NPMOOP KOMNaHWK-NpeacTa-
BUTENO AN peMOHTA.

2 Cama noruka npuno>keHus olmboyHa. Bo3MOXKHOCTb NOSIBNEHUs AaHHO OLLIMGKM OYeHb
Mato. Ecnv 3T0 Npous3oinaeT, TO AaHHble BbINONHEHHOTO TeCTUpoBaHUs ByayT noTepsiHbl. OfHa-
KO AlaHHble, COXpaHeHHble B AHann3aTope, He OyAyT NoTepsiHbl. B 3TOT MOMEHT OTKIUMTE
aHanM3aTop 1 nepe3anycTuUTe ero A8 NOCTOSAHHOrO UCMOMb30BaHUS.

3 CnCTEMHbIe UK CeTeBbIE PECYPChI HE MOTYT ObITb 1CMONb30BaHbI, HO (PYHKI IS TeCTUPO-
BaHMSA U YHKLMS pe3epBHOr0 KOMMPOBAHMA laHHbIX CAMOro aHann3aTopapaboTatT.

9TOMO>KET NMOBNMATD Ha BbIFPY3KY 3anuceil BO BHELLHWI KOMMNbioTep. Korga cucTe.uHble

UMW CETEBbIE PECYPChl CTAOUIMINPYIOTCSH, AaHHasA (PYHKLMA aBT0.MaTMWNYeCKN BO3OOHOBUTCA.

11 YTUNN3AUNA

11.1 Mpwn HacTynaeHUN NpegesnbHbIX COCTOSHUA U PeLleHn 0 HeNPUrogHocTM AHanmsarto-
pa K PeMOHTY W [lafibHeNLLen aKcnayarTauuym Uin HeLenecoobpasHocT fanbHeliweld akcniyara-
LMK, ero 060pyAoBaHne LO/HKHO 6bITb JEMOHTUPOBAHO U YTUIN3NMPOBAHO.

11.2 Mepep, yTunu3sauueii oTaeNbHble YCTPOWCTBA AO/MKHBI 6bITh pa3bpakoBaHbl Ha NpeaMeT
OLLEHKM BO3MOXHOCTY Aa/ibHEMLLEro NCNob30BaHNUs BHe AHanm3artopa.

11.3 Mocne 0KOHYaHWA CpoKa CNyX6bl, eCn fanbHelLLas aKcnayaTalms HeBO3MOXHa, CO-
CTaBHble YacTW AHanu3aTopa nocse LeMOHTaXa MoAnexar UCnonb30BaHW0 UNN YTUIN3ALNUN B
YCTaHOB/IEHHOM MOPALKE B CeLnann3npoBaHHbIX OpraHu3aLmax.

Kopnyc v gpyrue meTannvyeckue yactm AHanmsaTopa nognexar nepepaboTke Kak BTOpUY-
Hble pecypcbl YEPHbIX U LLBETHbIX MeTasI/I0B.

11.4 B KoHLE cpoKa CnyX6bl B MEAULMHCKUX YUpeXAeHNAX AHann3aTtop yTUnnmsnpyeTcs B
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cooTBeTcTBUM ¢ CaHlMunH 2.1.3684-21 (no knaccy otxogos B), CIM 2.1.7.1386-03n defepanbHbIM
3aKOHOM «O CaHWTapHO-3NMAEeMUON0rMyeckom 6arononyynu HaceneHus» Ne M 52-d3 ot
30.03.1999 .

11.5 OTpaboTaHHble MaTepuabl, KOTOPble OCTA/IUChb MOC/E aHANN3a N OYUCTKK, ABNAKOTCS
OMacHbIMU, HECYLLMMU PUCK MH(ULMPOBAHUS/3apaXXeH s, MO3TOMY 06paLleHne ¢ HUMU 1 YTUAK-
3auma AO/MKHbI COOTBETCTBOBATbL TPe6OBaHMAM AENCTBYIOLUX HOPMATUBHO-NPaBOBbIX aKTOB.

11.6 MepcoHan, oCyLeCcTBAAIOLNIA YTUAN3ALNIO, fOHKEH coboaaTh npaBuia 6e30nNacHOCTU

npoeefeHnsa Toro UM NHOro cnocoba yTnnmsauun.

12 TAPAHTUNHBIE OBA3ATE/IbCTBA

12.1 MpeanpusaTUe-n3roToBMTENb rapaHTUPYET COOTBETCTBME AHanm3aTopa TpeboBaHUAM
TEXHUYECKOW N KOHCTPYKTOPCKOW LOKYMeHTaL MM Npu cob6/04eHNM NpaBua MOHTaXa, sKcnayara-
LMK, TPAHCNOPTUPOBAHMUSA W XPaHEHUS.

12.2 apaHTWIiHbIA CPOK 3KCMyaTaumm - 18 Mec., UCHMCNSEMbI CO HA BBOAA B aKCMayara-
LMIO, HO He Nno3aHee 6 MeCALEB CO AHS OTrPy3KM MNOTPeOUTENtO.

apaHTWIAHbIA CPOK XpaHeHWs - 2 roja C MOMeHTa U3roTOB/EHMUS.

12.3 B nepuop rapaHTUIAHOIO CPOKa M3roToBUTE b OCYLLECTBAET rapaHTUIAHbIA PEMOHT
AHanusaTopa uam BblleLero n3 cTpos 060pynoBaHus.

lMocne peMoHTa U/MNK rapaHTURHOIO 06CNyXMBaHNA AHanu3aTop O6yaeT Bo3BpaléH Ba-
fenbly B UCXOAHOM COCTOSHUM HA MOMEHT NOCTaBKMK.

12.4 TapaHTUAHBIWA CPOK 3KCMNIyaTaumny Ha KOMMEKTYOLWMe U3Lensa 1 3anacHble 4acTu
yCTaHaB/IMBAETCA PaBHbIM rapaHTUIHOMY CPOKY 3KcrayaTaumm AHanm3atopa U UcTekaeT 04HO-
BPEMEHHO C UCTEYEHMEM CPOKa ero akcnayaTauuu.

12.5 Peknamaumm npeabaBasoTCA B TeHeHMe rapaHTUIAHOTO CpoKa Mnpw ycnoBmm cobntoge-
HUA noTpebuTeneM TpebOBaHMA MHCTPYKL MM NO 3KCNyaTauny AHanmsaropa, C COCTaB/IEHNEM
peKiaMaLMOHHOr0 aKTa.

12.6 MapaHTUiiHbIe 0653aTeNbCTBA HE PacnpPOCTPaHAKTCS:

- Ha LapanuHbl, HOPMasibHbIA U3HOC, YMbILLIIEHHOE NOBPEXAeHUe UNN NOBPeXAeHWe BCnes-
CTBUE HeOPEeXHOro obpalleHns NMM60 HecobMAEHNA UHCTPYKLMIA MO 3KCnayaTaumm, Henpasuib-
HOW YCTAHOBKM NGO MCNONb30BaHNA HECOOTBETCTBYIOLLEIO HANPAXEHUS;

- Ha NOBPEXJEeHNA BCMEACTBME XMMUYECKOWN NN 3NEKTPOXNMUYECKON peakLmm, pXXaBUnHbI,
KOppOo3uu Uan BO3AeNCTBUA BOAbI; HA MOBPEXAEHUS BCeACTBMe nNpebbiBaHWsA B HEOObIYHON (He-

Hagexallei) okpyxarowel cpege;
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- Ha CnyyaiiHble NOBPEXAEHWS, Bbl3BaHHbIE MHOPOAHLIMW NpeaMeTamMmy WX BeLlecTBamu, a
TaKXXe BCNeACTBME YNCTKMN, HA PEMOHT, BbINO/HEHHbIN HE YMOJTHOMOYEHHbBIMI 06C/TYXXNBAIOLLMMU
opraHusauusamm nnMbo He aBTOPU30BaAHHBLIMWN CepBUC-NApTHEPaMu; MO0 PEMOHT C UCMO/Ib30BaHVEM
HEOPUTMHA/bHBIX 3aMacHbIX YacTeln;

- Ha Kabenu, 3aXMMbl 1 INEKTPUYECKMNE Pa3bEMbI;

- NPV NOMbITKaX CaMOCTOATENbHOr0 PeMOHTa 6e3 pa3peLLeHns N3roTOBUTENS;

- Npu yuwep6e, NPUYNHEHHOM BCeACTBUE (hopc-Maxopa (TaindyH, noxap, HaBOAHEHWE, BO-
EHHble JeCTBMA UT. 4.);

- Ha c/lyyau ucnosnb3oBaHua AHanm3atopa HeynoSIHOMOYEeHHbIMU INLAMU.

12.7 MpepbssneHne CepBUCHOMY LEHTPY TpeboBaHWiA 06 yCTpaHEHUN HeAO0CTaTKOB AHanu-
3aTopa BO3MOXHO TO/ILKO MNPy OAHOBPEMEHHOM NMPeAbABNEHUN NPaBUILHO 3aM0/IHEHHOTO rapaH-
TUIAHOTrO TanoHa. Mpwn 3TOM B HEM JOMXKHbI 6bITb Pa360PUYMBO YKa3aHbl CBeAeHUs 06AHaNIM3aTope,
HeJoCTaTKM B KOTOPOM NOJJ/1eXaT yCTpaHeHWto (HaMMeHOBaHWe, CEPUHbIA HOMEP), a TaKXe CBe-
AeHus o npofaxe AHanusaTopa (fata nepegayu nokynaTento, HauMeHOBaHWe 1 afpec NpojasLa),
3aBepeHHble NMOAMNMCHI0 1 NeYaTtblo (LUTamMmrnom) NposasLa, a Takxke NoANUCh NoKynarens.

12.8 MpeanpusaTMe-nN3roToBMTEIb OCTaBNSET 3a COO0I NpaBo 6e3 M13BeLLEeHNS BHOCUTb B KOH-
CTPYKUMIO AHanu3aropa He3HauyuTesbHble U3MeHeHns (OopaboTKu), He BAMSAOLWMe Ha paboTocno-

COOHOCTb M3JeNnNa B LENOM.
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MNPUNOXEHUE A
JekoHTaMnHauna AHanmsaTopa
A. |l ekoHTamuHauusa (LesnHgekums)
VMcnonb3oBaHne AHanmnsatopa nogpasymesaeT 06paboTKy B HEM NOTeHUWaNbHO MHULMPOBAH-
HbIX NP06 {Ha3a/bHbI CEKPET) 1 MONOXUTENbHBIX KOHTPO/IbHLIX MPO6, KOTOPbIE MOTYT CTaTb

MPUUKHOI 3apaxkeHus.

MPEAYTIPEXXAEHUE!

Mo yKa3aHH0i/JI BbILLE MPUNYMNHE BCE HaCTU npl/|6opa M ero scrnomMoraresibHble NPUHaa/1IeEXXHOCTU

OO/DKHbI pacCMaTpunBaTbCA KaK MOTEHLMa/IbHO 3apadKeEHHbIE

A.2 lMpouenypa AeKOHTaMuHaLmnm
[ns [eKoHTaMMHauuy cnefyeTt MCMOb30BaTh Ae3NHAULMPYOLLME CPEACTBA LLMPOKOro

cnekTpa aeiicTBus (MM 3KBUMBaNEHTHOE CPEACTBO):

70% pacTBOp 3TaHoONa

TpeboBaHNA: NPUrOTOBMTbL PacTBOP C KOHLUEeHTpaunen 70% (no o6bemy).

ft
1 rBHUMAHME!

IMpUMEHSATB Ae3VHPULMPYIOLLIYE CPeACTBA Pa3pPeLLIaeTCA TOMIbKO Ha MOBEPXHOCTAX AHau-
3aTopal
Mpu fe3nHdekunn cneayeT BbINOMHUTL CReaytoLLve Laru:

1 HafileHbTe 0[JHOPA30BbIE MepyaTKM, 3alUTHbIE OYKU 1 MOAXOASLLYH0 OAEXAY.

2 MoaroToBbTe NAKeT NS aBTOK/ABA [/151 BCEX M3[eNNIA 0O[HOPA30BOro MUCMO/b30BaHNS,
KOTOpble HEOBX0ANMO AE3UH(ULMPOBATbL, U NPOMaPKMUPYIATE ero MHAMKATOPHOI NeHTON Ans

adBTOK/1aBOB.

3 OTCOeAMHUTE LLTEMNCEbHYIO BU/IKY, YTOObI OTKNHOUUTL MPUGOP OT 3/IEKTPOCETU U

npeaoTBpaTnTb KOPOTKOE 3aMblKaHME.

4 CHMMUTE BCe aKceccyapbl. Bce akceccyapbl, KOTOpPble NpuUiaraloTes K Npuéopy, Takke

LOO/MKHBI ObITb TAKXE NPOAE3VH(ULMPOBAHDI.

5 OCTOPOXHO pacnblinnTe Ae3NHQULMPYIOLLEE CPEACTBO Ha NOBEPXHOCTH. B KauyecTBe

aNbTepHaTVBbl MOXHO MPOTEPETb BECb MHCTPYMEHT Map/ei Ui MArkoit 6ymaroi, CMo4eHHo
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B 1€3MHMULMPYIOLLEM pacTBOpe.
6 Mocne neprofa KOHTaKTa, COCTaBNAOLEr0 He MeHee 10 MUHYT, CHOBa NOBTOpPUTE
npeablaywme warm (1-5).

7 MNocne NATMYACOBOro KOHTaKTa OUUCTUTE MOBEPXHOCTU NPUBOPa MArKMM MOKOLLMM CPeACcTBOM
WA ANCTUNNPOBAHHOM BOAOM, UTOGLI YAaNNTb OCTaTKM A€3MHMULMPYIOLLETO CPEACTBA UMK

rpssb.
8 TwaTtensHo BbICYLWLINTe AHanmsartop.

9 Ynakyiite AHanM3aToOp ¥ BCe aKCeccyapbl B OPUTMHAIbHYHO YMaKOBKY.

10 Mpoge3vHpULMpYTE PYKU U BbIMOWTE UX MATKAM MOIOLLMM CPELCTBOM.

11 3anonHnUTe NPOTOKO/ 06e33apaXKMBaHNA U NPUNOXUTE ero K npuoopy

A.3[leknapauusa o AeKoHTaMuHaumm
[Jeknapaums fLo/mKHa ObITb 3aN0MHEHA W MPUNOXEHA K KaXA0MY Npubopy nepes xpaHeHem

nnn nepen AOCTaBKOI\/lI B CepBI/ICHbII7I LUEHTP ANnA TEXHNYECKOro o6cny)|<|/|Bava N peEMOHTa.

[eknapaums omkHa 6biTb NPUKPEneHa K ynakoBke Npubéopa Ha BUAHOM MecTe.

MEKNAPJ/IMNA ONEKOHTAMUWHANNI
npubop:*

COpwiimblii MobIOp:

HacToawmm Mbl 3aABn1seM, 4To;

O npMbop W OTHOGALLMEC K HAMY  JIVKGINIMOKOCT
cop(»pﬂama«*cg * VMAKOBM. MMOIIA T COMPUKACAICH C
KaK/M/H-1b160 OraCH MV G1I0NTONHACTMI BALLIKTBAMM;

o nnn
a COOMATCTA

npribop yiolpia  plmveAlictoc Gxin
n a»bimplpoeavbl - Wir o bl C LErm
L2 Ob pl € (o I0esRpaIGH Lierm)

obroMpuMbIMAN W yaansHAA bIX _61oronmMacea
8ALLBCTa. KOTOpble MOTYT ObiTb OMacHb! 1A
MepcoHara.

®NO.:
KomnaHus:

Appec_

[arta. Mognucek.
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HOTAPHUAJIBHOE CBUAETEJIBCTBO
(IlepeBon)
(2022) J.J.C.W.J.Z.Zi.No. 234

3assurens: lllanbayn uano buo-Tex Ko. JIta. (Shandong Diano Bio-tech Co.
Ltd.), MecTo HaxoxneHus: 3aanue C6, npoMuluieHHbIH napk YaHra, 3anagHas
yiuua Ly#mans, ynuna CHHaHb, ropoa AHbLIO, ropoa BaiidaH, npoBuHuMs
lanpayH, yHuHLHPOBaHHBIA KOA COLMAILHOrO KpeanTa:
91370784MA3BY89A9U.

3akoHHbIN npeactaBuTenb: LIsHMuH SH, MyxunHa, poauics 2 ceHTa6ps 1948 r.,
Blajenel yaocropepeHus au4HocTH Ne 110107194809020019.

ITIpeamer HoTapHanbHOrO 3aBepeHHA: Iloanuch U neyarthb.

Hacrosmum ynocroBepsercs, yto LII>HMHH SIH, 3aKOHHBIA NpecTaBUTEND
IlaneayH [inaHo buo-Tex Ko. JIta. (Shandong Diano Bio-tech Co. Ltd.)
npuuien B Mol oduc 22 uioHs 2022 r. ¥ MOCTaBHJI CBOIO MOANHKCH H 1eyaTh
IlaneayH JInaHo buo-Tex Ko. JIta. (Shandong Diano Bio-tech Co. Ltd.)
B MOEM TPHCYTCTBHH Ha MPHJIaraéMOM K HAacCTOSLIEMY 3asABJICHHH Ha KHTAlCKOM M

aHITIMUCKOM A3BIKaX.

Hotapuyc: A1 Meu (Yan Mei)
IMexuHckas HoTapHanbHas KOHTOpa
L3uH4sH Kuraiickoit HaponHoit
PecrmyOnuku

IV 50533819 22 vioHs 2022 T.

Tleyamo Ilexuncxoti vomapuansnoti kowmopel Ljsunysn Kumatickoti Hapoonoii Pecny6auxu
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HOTAPWANBbHOE CBUAETE/NIbCTBO
(Mepesop)
(2022) JJ.C.W.J.Z.Zi.No. 235

3assutens: LWaHbayH AuaHo Buo-Tex Ko. Jita. (Shandong Diano Bio-tech Co.
Ltd.), mecTo HaxoxaeHus: 3aaHune C6, NPOMbILW/IEHHbIN Napk YaHra, 3anagHas
ymvua LyiwaHb, ynnya CuHaHb, ropog AHbLO, ropog BavdaH, npoBuHUMA
LLIaHbAayH, YHU(ULMPOBAHHBIN Kop coupanbHoro KpeauTa:
91370784MA3BY89A9U.

3aKoHHbIN npeacTaBuTeNb: LLIBHMUH AH, My>XUMHa, poausca 2 ceHTabps 1948
r., Bnageneu ygoctosepeHns nmyHocT Ne 1101071948090200109.

MpeaMeT HOTapUasIbHOrO 3aBepeHst: COOTBETCTBIME MepPeBOsa OpUruHasy.
HacToAwmm y[oCcToBepsieTCs, UTO npuiaraemas K HacToAWeMYy [LOKYMEHTY
aHrNACKas  BEpPCMS  COOTBETCTBYET  OPUTMHAIBHOM — KUTANCKOM  Bepcun

HOTapunanbHOro ceptugmkata ¢ Homepom (2022) JJ.C.W.J.Z.Zi. No. 234.

Hotapuyc: AH Men (Yan Mei)
MeKMHCKast HoTapuaibHast KOHTopa
Li3suHuaH KuTarickort HapogHoiw

Pecny6nuku
IV 50533822 22 nioHs 2022 .

MeyaTb MeKNHCKON HOTapuabHO KOHTOpLI LI3nHYaH KuTaiickoit HapogHoi Pecny6inku
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[NepeBoj A4aHHOT0 TeKCTa BbIMOMHEH NepesoguYMKoM KoTnaposbiM AHTOHOM Vropesnyem.
nosinnmcb
Poccuiickaa ®epepayus
"opog Mockea
BocemHaguaToro asrycTa [ige ThicA4/ ABajLaTb BTOPOro roja
[l PognHa YnbsHa AnekceesHa, BpeMeHHO UCMONHSOLLAA 06513aHHOCT M HOTapuyca ropoaa Mockssl Kopcnka
Bnagumunpa KOHCTaHTMHOBMYA, CBUAETENLCTBYI NOANMHHOCTbL NoAgnucK nepesoguvika KoTnaposa AHTOHa
Wropesunya.
Moanuce caenaHa B MOEM NMPUCY TCTBUN.

JInyHoCTb NnognucasLUero JOKYMEeHT yCTaHOB/EHa.

3aperucTpupoBaHo BpeecTpe: M 77/2138-H/77-2022- ~ A
YnnayeHo 3a coBeplLUeHMe HOTapuanbHoro geiicTeua: 400py6. 00 kon.

Mep6boBas neyatb

HoTapuyca ropoza Mockabl
Kopcuka B.K. noanmcb Y.A. PognHa

WNHH 770474847174

Bcero npowWwHYpoBaHo, TTOOHYMEPOBAaHO
M CKPenneHo nevyaTbio nunct(a)(os)

BPWO HoTapuyca noannce

Poccuiickas ®egepaymns
u . ropog Mocksa iy
BofceM “gLuatoro aBrycta utons Ase TbiCAYM ABaALaTb BTOPO}” roga

A /FI , P6[l laYnbaHa AnekceeBHa. BDEMEHHO UCNONHAOLWAA 0 aH N o CTM
)Aa Mocksbl Kopcuka Bnagummnpa KoHcTaHTMHOB, a,
KaBHOMEeNCTBLW BEPHOCTb KOMUW C NPEACTAaBNEHHOTO MHe M Ky X MK w
5 a< n ® peecTpe: X» 77/2138-H/77-2022- 3/ — n f

YnnayeHo 3a”peeplueHne HOT ManbHOro gencteunsa: A y6.'t0 4-4*

Bcero npowHypoBaHO, MPOHYMEPOBAHO
M cKpenneHo neyatbto <™ nuct(aKos)

BPWO HoTapuyca
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