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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
unskilled actions!

Remember that if you violate the rules of work, you may lose the right to free warranty
repair!

D

r ATTENTION!

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

equipment are allowed to service the Analyzer.

The manufacturer reserves the right to jmake desjfgn changes that do not lead to a

deterioration in the technical characteristics, pr&sent&tion and usability of the Analyzer.

Please sendyour comments on the improvement o fthe design and usability to the address of
the manufacturer or supplier.
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1GENERAL

1.1 This Operation Manual (OM) contains a technical description of the Analyzer of
automatic immunological photometric "Q-STATION ELITE" for in vitro diagnostics on panels
"PROTIA", model Al (hereinafter referred to as the Analyzer), rules and instructions for its safe
operation and other information that users and personnel need to know when transporting, adjusting,
calibrating, maintaining and repairing.

1.2 This Manual applies to all modifications of the Analyzer.

Ifnecessary, a Supplement to the Operation Manual is issued for each modification, which is
included in the list of operational documents.

1.3 The purpose ofthis manual is to provide all information required for the transport,
commissioning, operation and routine maintenance of the Analyzer.

1.4 This Manual has been executed in accordance with GOST R 2.610-2019, GOST R 2.601 -
2019, GOST IEC 82079-1-2014, GOST R 56018-2014 / ISO / IEC Guide 37: 2012, GOST R
54329-2011, GOST R 2.105-2019, Order of the Ministry of Health ofthe Russian Federation dated
January 19,2017 No. 11n "On approval of the requirements for the content of technical and
operational documentation of the manufacturer (manufacturer) ofa medical device" and Decision of
the Council ofthe Eurasian Economic Commission dated November 10, 2017 No. 106 "On
Requirements for the Implementation, Maiitoajmj~-~d Evaluation ofthe Quality Management
System of Medical Devices, Depending on tNepotwuial Risk of Their Use."

1.5 Terms and definitions - according to GOST R IEC / TO 60788-2009"tjOST 31508-2012,
GOST R 52002-2003, 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.

1.6 This Manual is to be regarded as an integral part of the Analyzer and must be readily

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

1 r ATTENTION!
Operating documents and instructions on the panel "PROTIA ™.

2 PURPOSE AND SCOPE

2.1 The analyzer is intended for processing PROTIA panels by immunoblot method with

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



ProteomeTecb Inc. 26.60.12.001.15580960 RE

quantitative determination of the concentration of allergen-specific IgE antibodies in human serum

or plasma by photometry in medical institutions, as well as in medical and research laboratories for
the purpose of diagnosing allergies.

Functional purpose: diagnostic aid. The use of the product has no population and demographic
aspects.

Indications and Contraindications for use, Restrictions on use. Precautions

The analyzer is not regulated and is determined by the characteristics ofthe PROTIA panels, (see
Appendix B).

Potential consumers, as well as their professional level

Medical facilities ofany profile. Clinical laboratory diagnostics doctor, medical laboratory technician.

2.2 The analyzer is a non-invasive medical device for long-term use, full factory readiness,
including all the monitoring and control devices necessary to ensure reliable operation.

2.3 The design ofthe Analyzer complies with the design documentation (CD) and meets the
specified requirements in accordance with the intended purpose.

By the type of placement, the Analyzer is classified as desktop, closed.

2.4Mode of operation - automatic, repeated-continuous.

2.5 Analyzer according to the classification of GOST 31508-2012,"Rules for the classification
of medical devices depending on the potential risk of use” (approved by the Decision ofthe Eurasian
Economic Commission dated December 22""15?blo. 173) and Order of the Ministry of Health of
the Russian Federation No. 4n dated June 06, W\2 "On approval of the nomenclature classification
of medical devices" (with changes from 25.09.2014) refers to medical devices of potential risk degree
2a, subgroup 5.1, and according to the possible consequences of failure - (o devices of class B GOST

R 50444-2020. '

3 COMPOSITION AND DESCRIPTION OF THE MEDICAL DEVICE

3.1 Q-STATION ELITE automatic analyzer (main unit) includes the main parts and

assemblies shown in Table 3.1.

Table 3.1

Name of

. Purpose, characteristics
equipment
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Dilutor unit

Pumping block

Power and PC
connectors

Outer tube panel

Shaker drive
mechanism

26.60.12.001.15580960 RE

The dilutor unit performs aspiration and dispensing of samples,

reagents used, cleaning solution, deionized water. Performs an

internal flush of the probes.

Characteristics:

1 Dosing: CV <0.1%, 1% error at 100 pL.

2. Aspiration: CV <0.3%, 1% error at 100 pi; Minimum volume 5
pL, resolution 1 pL.

The pump unit includes a peristaltic pump consisting of:

- impeller;

- stand;

- tubes of the peristaltic pump.

The pump unit flushes the dosing probe inside and outside and
provides the required amount of cleaning solution during the panel
flushing phase.

Connectors that provide the necessary connections to the power

supply and an external computer using the appropriate cables.
Vj,'

It is a set of fittingS™wr connecting external pipes to three external

tanks:

- for deionized water;

- for the cleaning solution;

- to collect waste fluids.

This mechanism imparts a rocking motion to the shaker with the
allergen panel holder mounted on it. This allows to ensure
complete and uniform wetting of the panel membrane for allergens
by the introduced liquid and constant uniform mixing of this liquid.
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Built-in barcode reader

Sample tube rack
holder

Probe bath

Movement mechanism
along the Z1and Z2
axes

Lid

Protective cover

Panel heating system
(optional) *

L
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The analyzer has a built-in barcode reader that reads barcodes from
sample tubes, verifies their position during installation in the rack
holders in the work area. Allows sequential reading of barcodes
from 12 tubes in each of 4 holders, Allows simultaneous use of up
to 48 test tubes for samples 013 mm or 016 mm; both types of
tubes can be used simultaneously.

The LED & SEN Positioning System verifies that the sample tube
racks are installed correctly and indicates the positions they should
occupy with LEDs.

The bath for probes is designed for flushing the probes both from
the inside and outside, as well as for dumping the spent aspirated
liquid with the probes.

Designed for independent vertical movement oftwo probes and a
high-resolution video camera over the working area for aspiration
and introduction of samples, reagents, washing solution in panels
for allergens, as well as for taking high-resolution images of panel
membranes for subsequent processing and analysis.

The analyzer lid with LUe Protective Cover installed on it opens or
closes access to the Analyzer's working area. Its position, Open or
Closed, is monitored by a corresponding sensor.

Installed on the analyzer cover. When the lid is closed, it acts as a

light filter, preventing light from entering the processed panels and
applied reagents.

Reduces waiting time for reading results

-A-NOTE - * Purchasedfor afee.

3.2 The scope ofdelivery of a medical device is shown in Figure 2.

- Q-STATION ELITE automatic analyzer, main unit ("Das srl", Italy) - 1piece;

- rack for test tubes with samples ("Das srl", Italy) - 4 pcs
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- tray for reagents ("Das srl". Italy) - 1 piece;

- adapter for panels (PROTIA Allergy-Q Atopic panel. PROTIA Allergy-Q 64 Respiratory
panel, PROTIA Allergy-Q 64 Food panel) ("Das srl". Italy) - 1piece;

- adapter for panels (PROTIA Allergy-Q 96M panel) ("Das srl", ltaly) - 1 piece;

- set of external tubes ("Das srl”, Italy) - 1 set;

- external tanks with level sensors ("Das srl*, Italy) - 4 units;

- CD with software ("Das srl". Italy) - 1 piece;

- USB cable ("Das srl". Italy) - 1 piece;

- RS-232 cable ("Das srl™, Italy) - 1 piece;

- power cable ("Das srl", Italy) -1 piece;

- wrench ("Das srl", Italy) - 1 piece;

- operation manual (ProteomeTech Inc., Korea) - 1 piece.

the wrench is designed for mounting / dismounting the main unit from a wooden shipping

pallet.

3.3 The main provided operating modes of the equipment:

- management of 10 methods during one work""lg session;

- determination of incubation periods and volume for dosing samples and reagents;
- different incubation periods for each method;

- simple and quick settings for new protocols;

- setting the type of processed panels;

- image processing;

- automatic evaluation of blotting results and reporting.

3.4 Description of the Analyzer compartments is presented in Appendix A.

3.5 The operational and technical characteristics ofthe Analyzer are shown in Table 3.2.

Table 3.2
Parameter name Value, norm
1 2
in accordance with the wiring
Appearance, quality of installation diagram and reference samples;

defects are not allowed
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Supplying voltage, ~ V:

Current type

Power supply frequency, Hz

Maximum current consumption. A, not more

Power consumption, V ¢«A, no more

Time of readiness for work after switching on, min.. No more
Weight, kg, no more

Overall dimensions (length, width, height), mm

Group depending on mechanical stress

Climatic version

Time of continuous work, h, not more

Number of simultaneously identified panels

Sound ix)wer level, dBa, no more:

Interface for communication with a computer

Minimum sample volume for research, pi

Units of measurement

Number of detectable allergen-specific IgE antibodies, ME /
ml

End of Table 3.2

Criteria for the interpretation of the results obtained -

Time from loading a sample into the Analyzer to receiving
the first result of laboratory analysis, min.. No more
Performance (the number of laboratory analysis results ready
for validation, obtained in one hour ofanalyzer operation)
Runtime without calibration

Permissible error at a dose of 100 pL,%, no more
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220 £ 10%
variable single phase
50 £ 5%

0.7
160
5
81
800 630 X720, =5%
2
UHL 4.2
8 (followed by a break of at
least 0.5 h)

48
60
USB2.0, RS232
50 or 100
IU/ml

0 ... 2000

2
Allergen-s )ecific IgE

ME/mIl Class Number

<0.15- 0  Not found

0.35- 1 Small

0.70- 2 Moderate

3.50- 3 Moderately large
17.49

17.50- 4  Large

50.00 - 5 Very large

99.99

> 100 6

Extremely large

150

19

6 months
1
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Repeatability of results (by coefficient of variation CV).%,

no more
- when dispensing; 0.1
- when taking 0.3
Determined by the amount of
Memory capacity by the number of measurements, no more memory on the external
computer

according to GOST 22315-77

Requirements for constructive compatibility with the computer and GOST 22316-77

i-Notes:

1 Permissible dimensional deviations - according to working drawings, GOST 24643-81,
GOST 25346-2013 and GOST 25347-2013 (not worse than grade 14).

2 The manufacturer reserves the right to change and clarify the characteristics given in Table
3.2 in accordance with the requirements o fthe design documentationfor a specific modification of

the Analyzer.

3.6 The analyzer is equipped with software APEXSuite-A2.34.14-X 1.37.01, safety class A,
version 2.34 according to GOST R IEC 62304-2013, GOST R 55544-2013 and GOST ISO 14971-
2011, ensuring its operation in the declared modes, compatible with operating systems Windows XP,
Windows 7, Windows 10.

The software performs the functions:

- control ofthe set operating modes;

- display of status and parameters of work;

- execution ofthe specified algorithms;

- diagnostics of equipment operability with the issuance of messages;

- operational management; j

- registration of emergency events;

- formation of a database;

- generating reports;

- changes in control parameters, equipment configuration.

Pop-up windows, trends, graphs of changes in the measured technological parameters are
used to display information.

3.7 Operating Environment of the Analyzer

3.7.1 The analyzer is suitable for operation ina UHL climate, location category 4.2 in
accordance with GOST 15150-69 and GOST 15543.1-89.
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Permissible ambient temp>erature during operation: from plus 4 to plus 35 °C. relative
humidity: not lower than 20% and not higher than 80% at plus 25 ° C, atmospheric pressure: from
86 to 106.7 kPa.

3.7.2 Altitude above sea level: no more than 2,000 m.

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

Characteristics of the environment and aerosols contained in it: non-toxic, non-explosive in
accordance with GOST 30852.0-2002, GOST 30852.19-2002, 4th hazard class in accordance with
GOST 12.1.007-76.

3.7.4 Rack analyzer under the influence of mechanical factors for product group 2 in
accordance with GOST R 50444-2020.

3.7.5 The analyzer retains its characteristics when exposed to constant magnetic fields or
alternating fields of mains frequency with an intensity of up to 400 A/ m.

3.7.6 The analyzer is allowed to be used only with chemical reagents and accessories
compatible with its design.

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

3.7.8 The analyzer, when transported in the manufacturer's packaging, retains its properties

after exposure to transport shock with a vibration frequency of2 ... 3 Hz. acceleration 0of30 m s

I | ATTENTION! The use of the Analyzer in other conditions is considered to be

improper use. j

3.8 Ergonomic and aesthetic characteristics ofthe Anhty2eTgWI6rally correspond to GOST
30.001-83. GOST 20.39.108-85, GOST R 56274-2014 and GOST R EN 614-1-2003.

Switches and switches meet the standards of GOST 23000-78.

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

Coloring and selection of signal colors are made taking into account the instructions of GOST
12.4.026-2015 and GOST R 50267.0-92.

3.10 The analyzer has an indication

- power connections;

- the occurrence of a malfunction;

- data reception;
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- readiness to perform operations;

- the end of operations.

The equipment contains instructions in Russian regarding:

- to the main connections or related aspects;

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

- to the presence of high voltage:

- to the data of the rated current and characteristics of the fuses;

- to the conditions for opening the case.

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

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 for 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-corrosipriresistant materials are coated in accordance
with GOST 9.032-74. GOST 9.031-74, GOSATA" -86 (class not lower than 111) and GOST 9.104-
2018 (group of conditions 4). coatings comply with GOST 9.301-86 and GOST 9.303-84.

3.15 Analyzer Reliability Indicators

3.15.1 The Analyzer's mean time between failures is at least 800 hours.

Failure of the Analyzer is a violation of its operational state associated with the failure ofany
component, which entailed deviation ofthe parameters beyond the declared limits, if at the same
time, to restore the operational state, it is necessary to replace or repair any component.

3.15.2 The average recovery time when replacing a defective part (element) with a
serviceable one should be no more than 2 hours.

Duration of daily maintenance - no more than 1 hour, monthly - no more than 5 hours, annual -
no more than 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 not less than 0.90.
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The degree of readiness is not less than 0.99 in accordance with GOST 27.002-2015.

3.15.5 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
situations, the ability to function correctly in the event of failures, failures of a part of computing
facilities, personnel errors, and also provides an automatic restart when the power supply is restored
after a shutdown without giving 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 of the user's tasks without impairing other indicators.

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 ofdirt or body fluids
(sweat) is minimal.

The Analyzer has no waterproof spots, partitions, sharp cross-sectional contractions and
other inaccessible places.

3.17 Patent clearance for manufacturing methods and design solutions is ensured in relation to
the Russian Federation and countries where the Ai*vzer can be supplied, as well as the transfer of
technical, information and other documentaHc”s »

Joint intellectual property with commercial potential obtained in the course of work must be
protected in accordance with Russian and international legislation.

3.18 The Analyzer case has a smooth, uniform and uniform outer surface, free of burrs, cracks,
stains, dirt, scratches, traces of corrosion, pits, dents and chips, in accordance with approved
reference standards.

3.19 The materials used are approved for use in medical equipment by the bodies and
institutions o f Roszdravnadzor.

The materials are compatible with biological fluids.

3.20 By agreement with the customer, it is allowed to manufacture the Analyzer with
additional technical requirements for the composition, configuration and operating parameters,
which should be indicated in the order.

- 3.21 The analyzer has passed the tests (test report in the appendix) and complies with the
requirements of GOST R LUC 61326-2-6-2014 to noise immunity and electromagnetic emission

given in this standard.
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- The analyzer is designed and tested in accordance with CISPR 11 (class A) requirements.
In residential areas, it can cause radio interference, in which case the user should take measures to

reduce the level of interference "if the electromagnetic emission complies with class A.
- The user should assess the electromagnetic environment before using the analyzer.

- Do not use the analyzer near sources of strong electromagnetic radiation (for example,
unshielded intentional sources of radio frequency radiation), as they may interfere with its normal
operation.

- If you need to operate the analyzer near strong sources of electromagnetic emission, or

with equipment that has extremely low noise immunity, take the following possible measures:

- time protection;

- distance protection;

- reduction of radiation parameters in the radiation source itself;

- - rational placement of equipment in the laboratory with an account of the individual
characteristics of each piece of equipment in terms of noise immunity and electromagnetic
emission;

- - rational modes of operation of installations and work of laboratory personnel;

- allocation of radiation zones.

I | 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 PRECAUTIONS

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

Manual.

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

4.2 During the preparation for operation and operation of the Analyzer, the measures of safety,
labor protection and environmental protection specified in this Manual and the Operation Manual of
the PROTIA panels must be observed.

4.3 Safety instructions

4.3.1 The analyzer meets the standards of structural and electrical safety in accordance with
GOST IEC 60065-2013, GOST R ISO/ TO 16142-2008, GOST R 50267.0-92 (class I, type B).
GOST R 52770-2016. GOST R IEC 60601 -1-6-2014. GOST R IEC 60601-1-2010, GOST IEC
61010-1-2014, GOST IEC 61010-2-081-2013, GOST IEC 61010-2-101-2013, GOST IEC 60950-1-
2014 and GOST IEC 60601-1-1-2011.

4.3.2 The network cable in terms of electrical safety complies with GOST R 50267.0-92.

The length of the network cable is at least 0.5 m.

4.3.3 The temperature of the parts of the Analyzer, accessible for touching without using a
tool, during normal operation and at an ambient temperature from plus 4 to plus 35 OC does not
exceed plus 41 ®Cin accordance with GOST R 50444-2020.

4.3.4 Sanitary and hygienic requirements for the Analyzer are provided in accordance with the
"Uniform Sanitary and Epidemiological and Hygienic Requirements for Goods Subject to Sanitary
and Epidemiological Supervision (Control)" dated May 28, 2010 No. 299, Chapter Il, Section 18.
The Analyzer's materials do not provide irrit«f*40>xfc and sensitizing effects; no potentially
hazardous radiation.

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

possibility of operator infection, and also prevents biological contamination.

Nw Note - During use, there is no contact ofreagents and biological material with human

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

4.3.5 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 IEC 60601-1-2-2014 and
GOST R 51318.11-2006 (class A, group 1), as well as GOST IEC 61000-3-2-2017 (class A) and
GOST IEC 61000-3-3-2015.

4.3.6 The design ofthe 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.

4.3.7 The design of control electronic devices excludes:

- not envisaged change of operating modes;
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- the presence of errors during work;

- the presence of systematic failures.

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

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

Permissible deviations of the supply voltage: +22 V in accordance with GOST R 50444-
2020.

4.3.9 The equivalent sound level during the Analyzer operation 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...

4.3.10 Degree of protection of electrical equipment - not less than IP21 in accordance with
GOST 14254-2015.

4.3.11 The Analyzer software is protected against unauthorized configuration by third parties
(password protection, encryption, access control) in accordance with GOST R 50739-95 and GOST
R 52069.0-2013, as well as protection against incorrect use o f functions and invalid data entry.

A situation has been eliminated when it is possible to gain access to the Analyzer's functions
bypassing authorization...

4.3.12 Requirements for fire safety ofthe.;Atiais"zer - according to GOST IEC 60065-2013
and "Technical Regulations on Fire Safety R*uireirienls” TR RF 005/2008 (Federal Law ofthe
Russian Federation No. 123-FZ 0f 22.07.2008).

The probability of a fire in (from) the Analyzer is more than 10-6 per unit per year.

4.3.13 The electrical circuit excludes the possibility of spontaneous switching on, off and
changing the Analyzer operating modes; complete or partial cessation of power supply and
subsequent restoration does not lead to dangerous 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;

- compliance with the requirements for safe placement.

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

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

J7
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adjustment work is not allowed. Modification of the Analyzer outside the factory is prohibited.
4.7 It is prohibited to use the Analyzer if it does not comply with the manufacturer's passports,
as well as the requirements of regulatory and technical documentation.

4.8 It is forbidden to use panels other than "PROTIA".

A

In case of violation of the norms and rules of operation, the requirements of safety measures

WARNING!

established in this Manual, even ifthe violation was single and related only to one ofthe
established requirements, rules and regulations, the manufacturer and seller, regardless of the
terms of purchase 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 of the Analyzer,

including those that caused damage to the health and life of people, damage environment and

A

DO NOT use the Analyzer:
- upon detection of mechanical and other damage to components, electrical wiring and

human habitat

switching devices; >

- in case of damage to structural elements of the equipment.

IT IS FORBIDDEN to carry out adjustment, repair and similar work when the

electrical equipment is on.

A

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

specified in this manual may endanger the life and health of the user, and cause accidents.

5 TRANSPORTATION
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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 (Figure 2).

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

5.3 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
concrete pavement (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 of the second and third
categories);

- multimodal transportation by rail, air (in heated pressurized compartments), river modes of

transport, in combination with each other, and by road, as well as transportation by sea.

Picture 2
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5.4 The conditions of transportation of the Analyzer in terms of the impact of climatic
factors must correspond to group 2 (C) in accordance with GOST 15150-69, in terms of the impact
of mechanical factors - group G in accordance with GOST 23216-78.

5.5 Loading and unloading of the Analyzer shall be carried out in accordance with GOST
12.3.009-76.

Placement and fastening of containers in vehicles should ensure its stable position, exclude
the possibility of displacement and impacts ofthem against each other, against the walls of the
shipping container and vehicles.

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

5.7. The temperature during transportation should be within the range from plus 4 to plus 60 °C,

relative humidity: from 20 to 80%, atmospheric pressure: 86... 106 kPa.

6 SPACING REQUIREMENTS

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

Storage conditions - in group 1 (L) according to GOST 15150-69.

6.2 Storage of the Analyzer is carrietj*outui”lilosed well-ventilated rooms in conditions
excluding moisture condensation, exposure to direct sunlight and corrosive environments (dust, acid
and alkali vapours, as well as gases that cause corrosion). e y o d

Storage temperature should be within the range from plus 4 to plus 60 °C, relative humidity:
from 20 to 80%, atmospheric pressure: 86... 106 kPa.

6.3 The distance from the packaging placed on the racks to any object (including the walls
and floor of the store) should be at least 0.1 m, the distance to the nearest heater should be at least
1.0m.

6.4. The analyzer, transportation, use and repair of which is not planned within 3-30 days,
should be put into short-term storage, and if it lasts more than 30 days. - for long-term storage
(Appendix E).

6.5 Information about the storage of the Analyzers should be recorded by the operating
organizations in the form (passport) included in the operating documents, in which the inventory

number, completeness, date of commencement and removal from storage are indicated.
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6.6 Control of the technical condition and safety of the Analyzers should be carried out at

least once a month during short-term storage and once every 3 months with long-term storage.

7 ASSEMBLY AND PREPARATION FOR OPERATION
7.1 When unpacking the Analyzer, remove the 4 fixing screws pos. 1and 2 shown in Figure 3
(two on each side), with which it is attached to the base ofthe wooden box. Then place the device

on a work table.

Figure 3

Next, remove the screws pos. 3 and 4 (Figure 4) and the corresponding anchor brackets.

Remove the Z-block holder Pos. 5.

Figure 4

Ifthe lens is covered with a cap Pos. 6 - remove it (Figure 5).
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I'igure 5
7.2 After the Analyzer has been correctly installed in place, it is necessary to remove the 4
transport handles and insert 4 transparent plastic plugs (pos. 8, 9 of Figure 6) into the openings for

the transport handles, two on each side of the device.

8 . 9

Picture 6

1 r ATTENTION!
If the Analyzer has already been used, it is necessary to check that the
decontamination declaration is attached to it in accordance with Appendix B.
t 'miiJ
JL Note - Recommended not to discafd'Swempty transport box that may be requiredfor

future transportation, storage, etc.

7.3 Next, you should make sure that the Analyzer is complete. \ - >m

The delivery should include:

- Q-STATION ELITE automatic analyzer, main unit - 1pc .

- rack for test tubes with samples - 4 pcs ;

- reagent tray - 1pc .

- adapter for PROTIA Allergy-Q panels Atopic panel, PROTIA Allergy-Q 64 Respiratory
panel, PROTIA Allergy-Q 64 Food panel - 1pc ;

- adapter for PROTIA Allergy-Q 96M panels - 1pc .;

- set of external tubes - 1 set;

- external tanks with level sensors - 4 pcs ;

- CD with software - 1 pc .;

- USB cable - 1pc

- RS-232 cable - 1pc .;
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- network cable - 1 pc
-wrench - 1pc
- operation manual - 1pc.
7.4 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
electrical cables and control devices;
- use elements, accessories, tools and devices not provided for in the design.
7.5 The Analyzer should be installed in winter only after keeping it unpacked in a closed heated
room for at least 4 hours.
7.6 The Analyzer is wired according to the electrical schematic diagram.
The safety of the installation of electrical equipment and components must be ensured by
meeting the requirements of GOST 12.3.019-80.
7.7 The following requirements are imposed on the placement of the Analyzer:
- it is prohibited to install it at an angle;
- 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 healing devices;
- itis prohibited to turn on the Analyzer withput protective grounding;
- it is not recommended to place or tklI'*Kidavy objects on the power cable and damage it in
any way;
- itis not recommended to place the Analyzer in the following places:
with mechanical vibration;
with high humidity;
with direct exposure to sunlight;
with a very low or high temperature;
- do not use the Analyzer in the immediate vicinity of flammable materials;
- if it is necessary to move the Analyzer to another place, at least two people should do this.
7.8 The room should be free from aggressive environments, the mass concentration of dust in
the air should not exceed 0.75 mg / m2, the electric component of the electromagnetic field should
not exceed 3 V/ m in the frequency range from 150 kHz to 300 MHz.
7.9 After the Analyzer is installed in a predetermined position, it must be connected to a 220
V AC power supply using the supplied cable.

(To ensure correct operation of the instrument, the desktop must be cormected to the
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laboratory’s grounding system.)

| [ AWARNING:
The installed fuses must correspond to the values indicated on the side of the device:
~ 220V, 2 pcs. 5 A fast acting fuses.

7.10 Connecting the rinsing and waste circuits

7.11 Working area layout

1 - bath for probes; 2 - holder of racks for test tubes with samples;
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3 - tray for reagents; 4 - shaker with adapter for panels

Figure 7

7.12 The analyzer is equipped with an RS232 serial port for connecting a personal computer

(Figure 8). The serial cable has two 9-pin connectors for direct connection.

* i H 2 Rx
y*riicj 3 Tx
5 €3EM/H|
Figure 8
7.13 Information on the labeling of the IVD medical device and its packaging

The identification plate (Nameplate) of the analyzer contains information about the
manufacturer (name ofthe manufacturer, address, trademark of the manufacturer), the official
representative in the Russian Federation, abbreviated name of the product, serial number ofthe
analyzer, model, date of issue (year and month), requirements for the power supply network, data

on the maximum power consumption, (symbols), data on operating conditions.

Picture 9.

The size of the marking plate is 90 x 40 mm.

There is a label next to the power button with the inscription: "ON / OFF"
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IVD

NAME Q-STATON ELITE MADEINEC a

SN x000000K @ P

Ve ProteomeTech Inc

XK

MODEL A1 yYYY
220 A 0,7
Hz 50
ld» »ri Manufactured for; ProteomeTech Inc.
IMULO Tivoli 102 A 702. 401 Yangcheon Ro. Gangteo Gu.

PMombara Sabina (Roma) Italy Seoul 07528, Republic of Korea
Mvm proteometech.com

Picture 9

13.2. The marking of the analyzer's consumer packaging is presented as a Label and
contains information about the manufacturer (manufacturer's name, address, manufacturer's
trademark), the official representative on the territory of the Russian Federation, the
abbreviated name of the product, the serial number of the analyzer, the model, the date of its
release (year and month), power supply reql*iffpmgj4, maximum power consumption data,
transportation data, storage conditions data, warning signs (symbols). Picture 10.

Label size: 205 x 80 mm.

Proteome Tech Inc

IVD C
M
NAME Q-STATION ELITE
SN XXXXXXX W )I(

MODEL A1 vyYYY
220 A 0,7
Hz O
Id» trl Manufactured for; ProteomeTech Inc.
IviM* Tivoli 102 A 702. 401 Yangchcon Ro. Gangteo Gu.

PMombara Sabina (Roma) Italy Seoul 07528, Republic of Korea
WWVrprOteOmeteCh.COm
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Picture 10

13.3 The label on the transport box ofthe analyzer contains information about the
manufacturer, the official representative in the Russian Federation, abbreviated name of the
product, serial number of the analyzer, model, date of issue (year and month), requirements
for the power supply network, data on the maximum power consumption , transportation
data, storage conditions data, warning signs (symbols). Figure 11.

Label size: 205 x 80 mm.

The Biohazard hazard label is affixed to packaging and labels because the Q-

STATIONELITE Analyzer works with panels for allergens that may contain biohazardous

samples.

With the exception of markings on internal parts, markings must be visible from the outside
or after removing the cover or opening the door without the use ofa tool, if the cover or door

is to be removed or opened by the operator.

7.14 The analyzer must be fully assembled, installed and connected to the mains in
accordance with GOST 32144-2013 and GOST R 50571.28-2006 in the following order:

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

- position the camera so that it is not directed at a source of bright light;

- connect all units of electrical equipment to the ground loop;
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- check the absence of violations of the insulation of the electrical wiring;

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

- install and configure software;

- check the equipment by sequential switching on in the setup mode.

7.15 Before using the Analyzer for the first time, you must:

- make sure that the tanks for the detergent solution and deionized water are connected and
correctly filled with liquids in accordance with the established requirements;

- connect an empty tank for liquid waste;

- connect the piping system to the appropriate tanks, as shown in table 7.1;

- check that the piping system is connected correctly and is not clogged;

- insert the connector of the level sensor into the connector on the panel labeled “Level

sensors”.

1 I ATTENTION!
A flush cycle should be included at the end of each work session and after maintenance

work.

7.16 Verification of operating conditions (characteristics) is carried out while monitoring the
functioning ofthe Analyzer.
Visually certify:
- indicator of inclusion "RUN" (yellow light);
- location of the probe (it should be in the area of the reagent rack and adapter for panels);
- supply of washing solution to the flushing part of the probe;
- collection of waste in a waste bin;
- dehumidifier of membranes (panels);
- printouts of the report;
- concentration values and histograms for each allergen;
- correct class change.
7.17. Installation and configuration of the APEXSuite-A2.34.14-X1.37.01 software is carried out
in accordance with the "Instructions for installing and configuring the APEXSuite-A2.34.14-

X1.37.01 software for PC and working with the software during work™ of the manufacturer

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



ProteomeTech Inc. 26.60.12.001.15580960 RE

(Appendix D to the Operator's Manual).

7.18 Minimum requirements for a personal computer and monitor: 250 MB of free hard disk
space; CD-ROM reader; 2GB RAM; Intel Pentium Dual Core processes or equivalent; VGA 1024 x
768, 16 million colors, 2 free USB 2.0 ports.

Recommended specifications: 4GB RAM; Intel Core 2 Duo E6500 series processor or

equivalent.

A

Incorrect or carelessly executed assembly and adjustment can lead to complete destruction of

ATTENTION!

the Analyzer or to thefact that it becomes unsafefor the user!

8 INSTRUCTIONS FOR USE

8.1Before starting operation, control of the correct assembly of individual equipment and
PROTIA panels in accordance with their documentation must be ensured.

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

8.2 Operation should be carried out in accordance with SanPiN 2.1.3.2630-10 and GOST ISO
/ IEC 17025-2019 in clean rooms in accordance with GOST ISO 14644-1-2002, GOST R ISO
14644-4-2002, GOST R ISO 14644-5-20d'S™ d OpST R 52539-2006.

When working with the Analyzer, you 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
measures, industrial sanitation, anti-epidemic regime and personal hygiene when working in
laboratories (departments , departments) of sanitary and epidemiological institutions of the system
of the 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 work with panels "PROTIA Allergy-Q Atopic panel”,
"PROTIA Allergy-Q 64 Respiratory panel”, "PROTIA Allergy-Q 64 Food panel”, "PROTIA
Allergy-Q 96M panel” (Figure 12).

The concentration of total IgE (tIgE) is expressed in IU / ml and can be quantified in the
range of 0 ~ 2000 IU / ml.

8.5 Panel reference PROTIA Allergy-Q is presented in Appendix B of this manual.
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8.6 Control of biocontamination in the laboratory should be carried out in accordance with

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

Figure 12

A ATTENTION!
The analyzer uses chemicals and other hazardous (caustic, irritating and
hazardous) chemicals that can be hazardous to health.
The device provides for the processing of potentially infectious samples (urine, human
serum, etc.) that may cause infection / contamination!

8.7 Algorithm for working with the Analyzer

1. PROTIA Auergy-Q allergen panel(s) and reagents should be stored at room temperature before 30
minutes of use.

2. Load the sample tube into Sample Tube Rack' The barcodes on sample tube should be shown.
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3. Insertthe PROTIA Allergy-Q panels into ‘Shaking Plane’.

e ltis recommended to align with same kinds of panels.

4 PROTIAN*~ Allergy-Q reagents put Into Reagent Tray’ properly.

5. Turn on the power switch of the Q-STATION ELITE.

6. Run the ‘APEX program' by clicking the llpllowing icon wrth the right button of mouse. Itshould be selected
‘Run as administrator’ instead of‘Open’.

Click the 'YES".
Open

N 'Run as administrator

7. Type your login and password and select 'enter’.

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



ProteomeTech Inc. 26.60.12.001.15580960 RE

8. Click the WORK LIST of Session’tab.

9. The warning pop-up window will be appeared.
If you click ‘Yes (Y)’,the previously used wort™ list will be deleted.

If you click ‘No (N)'. the previous list was reloaded automatically.

10. Click the ‘LOAD SAMPLE (
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11. Load the ‘Samples Tube Rack’ to ‘Sample Tray Allotment’. The sample information will be inserted
automatically by barcode reader Then, click the “DONE".

e Ifrtfail to read barcode, try loading process again.

e The sample information can be input manually by clicking the ‘SAMPLE CODE". Inputthe ‘PATIENT NAME’
and ‘NUMBER OF"' at the pop-up window

12. Click'‘ADD ASSAY {«' )'and selectthe'METHOD' that you want.

13. Click check boxes in‘ADD ASSAY'.The boxe”STbe displayed as yellow check J )’
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14. Click the ‘BUILD SESSION (. The checked box will be changed from YELLOW to GREEN ( )

15. Click the NEXT { n The ‘FULL SESSION’ Is now built properly.

16. WORK AREA will be displayed. It shows not only hardware layout but the trays and bottle required in the

test. Ifthere are no changes, click the ‘NEXT ( Mbl

17. TEST will be started by clicking the ‘START r A \%
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18. After the end of the test, a pop-up window will be appeared along with warning sounds for 5 seconds. Click
the CONFIRMATION".

19. The Result processing’' window will be open. The results are analyzed automatically.

20. The ‘Results’window will be opened after completion of toe analysis

21. TEST will be completed by clicking the CLOSE { ).

22. The test results are displayed by clicking ‘Result archives’ and then ‘Medical reports’ on ‘Database’ Tab.

8.8 Work with the software in the course of work is given in Appendix D of this Manual.
8.9 Used panels "PROTIA" cannot be reused.

8.10 During the entire period of operation, the Analyzer's equipment must undergo a periodic
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technical survey at least once every 12 months.

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

8.11 Analyzer retrofitted in service, undergoes a technical examination in the amount ofa
periodic check of a set of documentation for modernization, visual and measuring control.

8.12 Calibration frequency of the Analyzer - at least once every 6 months.

8.13 The analyzer, which has served its service life, is subjected to examination in order to
determine the possibility of extending its safe operation, including:

- visual and measuring control,

- control check ofwork in all modes;

- determination of the state with the identification of defects, malfunctions, wear 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
neutral.

Based on the results of the survey and analysis of the operating conditions, work is being
carried out to determine the residual resource of the device and the possibility of extending its safe
operation period. y

8.14 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 personnel must know the structure and operation rules of the Analyzer, pass
the safety knowledge test and be admitted to independent work in accord”ge rwith the established
procedure.

8.15 During the entire period of operation, it is obligatory to keep records of all work performed,

to timely fill in the relevant sections of the form (passport) of the device.

A ATTENTION!
disconnect the power cable if the Analyzer is not used for a long period of
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time;

- 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.

8.16 After each working session, it is necessary to check the cleanliness of the work table and.
if necessary, thoroughly clean it and the corresponding accessories using gauze soaked in 0.5%
sodium hypochlorous acid solution.

8.17 Taking the Analyzer out of service:

1 E4ill out the plug of the device and the PC.

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

3 Attach a completed Decontamination Declaration dated and signed by a qualified
technician.

4 Pack for planned transportation, for which:

- place the device in the original packing box;

- affix appropriate labels to the outside ofthe packaging box with sufficient warnings to
indicate that
"The product has been taken out of service™;

"The product has been in contact with p<ileBtially infectious biological substances."

5 Manual transportation of the 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.

8.18 During any shipment, the device must be accompanied by a Decontamination
Declaration (Appendix B), preferably affixed to the packaging box.

8.19 Contraindications to the use of the Analyzer are not regulated and are determined by
the characteristics ofthe PROTIA panels.

Application restrictions are also imposed by the characteristics of the panels.

8.20 The characteristics ofthe Analyzer are stable under the operating conditions stated in clause
3.7.

The information on the traceability of 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.

8.21 Conditions necessary for collection, processing and preparation of samples, data on the

stability of the analyzed samples, including conditions and duration of storage, transportation
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conditions, as well as imposed restrictions are determined by the characteristics of the PROTIA

panels.

8.22 Taking medical decisions based on the results of testing without prior consultation with

the attending physician is unacceptable!

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
connections, damage to protective coatings, housing integrity, electrical wiring insulation, and
grounding devices.

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

9.2 The operating time before prophylaxis is fi-om 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 iwne
established in a medical and preventive institution.

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

For cleaning all external parts should use a cloth dampened with water and a mild detergent...

| L] Y-T,

Do not use solvents of any kind (for exainpleyfdllbohol or gasoline).

J-N O TE -Do not wet electrical parts (connectors, etc.) during cleaning. Ifelectrical parts

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

9.4 It is necessary to regularly inspect and check all parts of the device:

- correct operation ofthe dosing circuit (if necessary, replace thexonnlsrtingiubes;

- power cables with replacement in case of damage.

Checking moving parts should be carried out at least | time per month.

Functional and line tests should be performed regularly.

9.5 Use disinfectants as needed, before applying
which you need to make sure that they do not contain alcohol or abrasives.

Instructions for sanitaiy treatment (disinfection) of equipment and laboratory premises - in
accordance with Appendix B ofthis Manual, OST 42-21-2-85, "Methodological instructions for

disinfection, pre-prilization cleaning and sterilization of medical devices" (Department of State
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Sanitary and Epidemiological Supervision ofthe Ministry of Health of Russia, 30 December 1998
MU 287-113) and SanPiN 3.5.2528-09.

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

- customer order numbers;

- the type and / or version of the Analyzer;

- its serial number;

- component code numbers;

- component descriptions;

- quantity;

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

O

1 [ ATTENTION!
Replacement of parts with original spare parts guarantees an efficient and long life of the

Analyzer.

9.7 Specially trained personnel who have been instructed in accordance with GOST
12.0.004-2015. tested for knowledge oftlre-An~~r's design and have electrical safety

qualifications of at least Il are allowed for r*tenance and repairs.

- - |*

A

Users can only perform simple routine maintenance operations. In the event of any

ATTENTION!

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!
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9.8 During maintenance and repair work, do not smoke or use open fire, leave contaminated

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

10 SPECIFIC TROUBLESHOOTING AND CORRECTIVE ACTIONS

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

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

L A ATTENTION!

If the above troubleshooting solutions do not help, contact the service department!

Unqualified actions can lead to injury, damage to the Analyzer and void the warranty!

Performing any operation explicitly prohibited in this Manual, as well as any
adjustments, assembly steps not recommended or prohibited in this Manual, void the

warranty!

Table 10.1
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ProteomeTech Inc.

DILUTOR UNIT

PROBLEM

Incorrect dispensing inside
microplate stnp wells.

L

The liquid is not dispensed inside
wells

r _
The liquid is dispensed inside the
wells but only in first positions

F 7 N
The probe leaks drops of liquid

1 am
Liquid leaks from bottom of syringe

Presence of air bubbles inside tube
connected to probe.

Dispensing not repeatable (CV
>3%)

N

False alarm for shortage of liquid

The probe stops before arriving in
contact with liquid

The syhnge fails to aspirate liquid

Probe washing basin full of water

PROBABLE CAUSE
Incorrect position of X axis opto sensor

Belt too loose

Probe not perpendicular to working
area

The syringe fails to move

The probe moves into position, but
aspirates air

Incorrect diameter of vials used

The probe stops before reaching the
liquid

7 N
Air enters inside probe

The tip" ofthe plunger is worn

Tube or probe valve dirty or worn

26.60.12.001.15580960 RE

CORRECTIVEACVON
Call the service assistance

Call the service assistance

Call the service assistance

Call the service assistance

Check hjbes, connections, syringe and if

necessary call the service assistance

Use vials with correct diameter

Call the service assistance

Check tubes, connections, syringe and if

necessary call the service assistance

Call the service assistance

Check tubes, connections, syringe and if

necessary call the service assistance

Tube or probe valve dirty or worn

The 'tip' of piston is worn

Sensitivity™of liquid sensor rrat optimal

False detectiorT*resence of liquid
due to excessive sensitivity of liquid
sensor

Call the service assistance

Call the service assistance

Call the service assistance

Call the service assistance

The circuit takes in air
\ . N

Hydraulic circuit blockek'-A*'A"

Aspiration pump obstructed or
malfunctioning

Check tubes, connections, syringe and if

.necessary call the service assistance

r
Call the service assistance

Call the service assistance

The aspiration probe Z2 fails to
aspirate

Aspiration pump malfunctioning

Tubes disconnected

Tubes blocked
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Call the service assistance

Check and reconnect tubes

Call the service assistance
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X -Y AXES -Z

PROBLEM

X-Y axrs arm continues nx)ving along
without stopping

The X-Y arm fails to stop in the
correct position

The X-Y arm fails to move snx)othly
along X -Y axis

The X-Y arm fails to move

The Z1 or 22 axes don't stop, hits
against bottom of vial

The motor ZZ fails to move

SHAKER
PROBLEM

The plane does not move

Position error

CAMERA

PROBLEM

Camera is not found

Camera images too dark

Camera Images too light

PROBABLE CAUSE

Optical sensor malfunctioning

Flat cable damaged

Optical sensor not regulated property

X/Y Belt too loose

Lack of lubrication on send-back
wheels or presence of dirt in guides

Motor or control circuit faulty

Maximum Z values not set correctly
(too high)

Motor or control circuit faulty

PROBABLE CAUSE
Cables are not connected
Motor is”ot functioning

SHAKER”a"p#U\P21 board are
not working

SHAKER board not working

W-
N Vi

PROBABLE CAUSE

Cable not connected
Driver installed incorrectly

Incorrect calibration
Computer not compatible

Incorrect calibration
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CORRECTIVE ACTION

Call the service assistance

Call the service assistance

Call the service assistance

Call the service assistance

Verify by hand its movement with the
instrument OFF and, if necessary, call the
service assistance

Verify by hand its movement vrth the
instrument OFF and, if necessary, call the
service assistance

Call the service assistance

Verify by hand its movement with the
instrument OFF and, if necessary, call the
service assistance

CORRECTIVE ACTION
Call the service assistance
Call the service assistance

Call the service assistance

Call the service assistance

CORRECTIVE ACTION
Check that USB 2.0 connection is correct
Re-install driver

Call the service assistance
Call the service assistance

Call the service assistance
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INTEGRATED BCR

PROBLEM PROBABLE CAUSE CORRECTIVE ACTION
The laser is switched off Call the service assistance

Sample test tubes with barcode not

~ Turn sarrrple test tubes around
cing reader

The codes are not read
The barcodes on racks/trays are

Call the service assistance
damaged

The type of code on samples is not
enabled on the BCR

Entering of sample slides too quickly Observe the maximum reading speed

Call the service assistance

The laser is switched off Incorrect connection Call the service assistance

11 DISPOSAL

11.1 In the event of the occurrence of limit states and a decision that the Analyzer is
unsuitable for repair and further operation or inappropriate further operation, its equipment must
be dismantled and disposed of

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

11.3 After the end of the service operation is impossible, the components of
the Analyzer after dismantling must be used or disposed of in accordance with the established
procedure in specialized organizations.

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

11.4 At the end ofthe service life in medical institutions, dispose of in accordance with class
A and B SanPiN 2.1.7.3684-21. Dispose of this product in accordance with local, regional and
national regulations.

11.5 Reagents and test media should be removed (discarded).

Waste materials that remain after analysis and cleaning are hazardous, carrying a risk of
infection / contamination, therefore, their handling and disposal must comply with the requirements
of the current regulations.

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

out a particular method of disposal.
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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 Warranty period of operation -12 months, from the date of receipt by the consumer
(customer). The guaranteed shelf life is 1.5 years from the date of manufacture.

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

After 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.

12.5 Complaints are submitted during the warranty period, provided that the consumer
observes the requirements of the Instructions for use ofthe Analyzer, with the preparation of a
complaint report.

12.6 The warranty does not apply to:

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

- for damage due to a chemical or electroCT”mical 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;

- on cables, fuses, clamps and electrical connectors;

- at nself-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 of a correctly completed warranty card. At the
same time, it must clearly indicate information about the Analyzer, the deficiencies in which are to
be eliminated (name, serial number), as well as information about the sale of the Analyzer (date of

transfer to the buyer, name and address of the seller), certified by the signature and seal (stamp) of
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the seller, as well as the buyer's signature.
12.8 The manufacturer reserves the right to make minor changes (modifications) to the

Analyzer's design without notice that do not affect the performance of the product as a whole.
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APPENDIX A

Description of the main parts and assemblies

1. Dilutor Unit

Dimensions: 32 x 14 x 10 cm.

Weight: 2 kg.
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2. Pump unit

The pump unit Is made up of 1 peristaltic pump
composed of:

rotating wheel

stand

peristaltic pump tubing
step motor

It washes dispensation probe internally and
externally and regulates WASH liquid Aow during
STRIP WASH phase.

Material: Aisi 304, Delrin, PVC, Anticorodal,
Silicone, Polypropylene.

Code: ASS-AP-22-161-0A

ASS-AP-22-1913

Dimensions: 18x13x9 cm.
Weight: 1Kkg.
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3. Power supply and PC connectors
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After placing instrument in desired position,
connect instrument to 230VAC or 115VAC
electricity mains.

The Instrument Is equipped with one USB port to
connect a camera to PC and one RS232 Port to
connect the instrumentto PC.

Material: Aisi 304, PVC, Brass, ABS.

Code: ASS-AP-22-117

Dimensions: 7x5x6 cm.

Weight: 0.300 kg
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4. External Tubing pannel

Dimensions; 7x9x3 cm.
Weight: 0.100 kg
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5. Shaking plane movement mechanism

The shaking plane moves (shakes) the slides with
the strips to be processed. The slides are placed on
the 'hinged' shaking plane and the movement is
driven by a worm screw on a ball-bearing which
moves along a wedge mounted under the shaking
plane.

The ball-bearing moves back and forth on the

wedge generating the up and down movement of
the plane.

The minimum and maximum shaking excursion is
controlled by 3 opto positioning sensors.

Material: Peraluman, Anticorodal, AlSI 304.

Cpd”: ASS-AP-68-1822-00

Dimensions: 52 x 16x8 cm

Weight: 2 kg.
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6. Built-in barcode reader

Dimensions: 9 x 7 x 3 cm;.;W”eig™: 00 kg

A

ATTENTION! This device contains a laser source!
Maximum output (peak) power: 1.8 mW.
Pulse duration: 120 ps.
Wavelength: 405 nm.
The device belongs to hazard class 2 according to the classification of GOST R IEC 60825-1-2009.
The device bears the warning sign "LASER RADIATION"
The device has warning labels:
"LASER RADIATION", "DO NOT LOOK INTO THE BEAM™,
"CLASS 2 LASER EQUIPMENT"™
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7.Sample rack holder area

Dimensions: 74 x 23 x 10.5 cm

Weight: 4.5 kg.
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8. Probe washing basin

Dimensions: 8 x3x3 cm.

Weight: 0.100 kg
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9. Movement mechanism ofaxis Z1 and Z2

The Z1 and 22 axis movement mechanism moves
probes vertically over working area. The
movement is generated by a motor with a serrated
pulley which moves the guide.

The optical sensor on the INTEROPV3 board and
the guide bar control the position and signal when
probe has reached the home position.

The camera acquires digital images of single slides
for specific single blot analysis which is
automatically carried out by our specrfically
designed software.

The camera is mounted on a stand on the probe
unit.

The Optical Unit Is made up of the camera and
lens.

The lens is screwed on the camera with a 5mm
mount.

There are two rings with screw threads: one can be
turned to focus and the other regulates the
aperture.

Material: Aisi 304, Delrin, PVC, Anticorodal,
Silicone, Polypropylene.

186e: ASS-AP-68-121-00
ASS54-01-71
ASS-AP-26-12A-00

ASS-AP-26-12121

Dimensions: 33 x 11 x 12 cm

Weight: 0.600 kg
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10.Cover

Material: Peraluman.

Code: PAM-27059

W

Dimensions: 75 x 59 x 20 cm

Weight: 5 kg.
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11. Lid

Material: Lexan, Polyurethane, Anticorodal.

Code; ASS-AP-26-13-D1

Dimensions: 82 x 62 x 50 cm

Weight: 5 kg.
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APPENDIX B

Analyzer decontamination

B.1 Decontamination (disinfection)

Use ofthe Analyzer involves processing potentially infectious samples (urine, human serum,

etc.) and positive control samples that may cause contamination.

A A WARNING!

For the above reason, all parts of the device and its accessories must be considered as

potentially contaminated.

B.2 Decontamination procedure

For decontamination, use one of the following broad spectrum disinfectants (or an equivalent):
- Lyseptol (Lisetol)

- Aseplisol (Aseptisol)

- Germocid Plus (Germanicide Plus),

or similar, approved for use in medical institutions.

ATTENTION!

It is allowed to use disinfectants only on the surfaces of the Analyzer!

fhe following steps should be followed during disinfection:

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 autoclave

tape... o
3 Disconnect the plug to disconnect the 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. As

alternatively, wipe the entire instrument with gauze or soft paper dipped 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.
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8 Thoroughly dry the Analyzer.

9 Pack the Analyzer and all accessories in the original packaging.
10 Disinfect your hands and wash them with a mild detergent.

11 Fill out the disinfection protocol and attach it to the device

B.3 Declaration o fdecontamination

The declaration must be completed and attached to each instrument before storage or before
being delivered to a service center for maintenance or repair....

The declaration must be affixed to the packaging ofthe device in a conspicuous place....

Appendix C
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Instructions for use

Panels PROTIA

PROTIA Allergy-Q Atopic panel

In vitro diagnostic kit for the quantitative determination of allergen-specific IgE
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antibodies in human serum or plasma using the immunoblotting method

[Appointment]
The reagent kit is intended for the quantitative determination of allergen-specific IgE
antibodies in human serum or plasma using the immunoblotting method.

[Functional purpose]
Diagnostic aid. The use of the product has no population and demographic aspects.

[Application area]
Clinical laboratory diagnostics.
Medical device for in vitro diagnostic use only.

[Potential consumers of the product]
Medical facilities of any profile.

[Professional level of potential users)
Clinical laboratory diagnostics doctor, medical laboratory technician.

[Possible side effects]
Side effects have not been identified.

[Indications for use]
Allergy diagnostics.

[Contraindications for use]
Severe hemophilia.

The product contains no materials that come into direct or indirect contact with the patient’s
body and the personnel using the producV”*heQj/(ieeting the requirements of the operational
documentation (instructions for use).

The product contains no medicines and pharmaceutical substances.

The allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation of the company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY-0081
(bovine serum), according to the documentation of ProteomeTech Inc. (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatin Cat. No. G6650 (source of origin: bull flank - Type B, according to the
documentation of SIGMA ALDRICH (USA)).

The antibody solution contains components of animal origin:

- biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source of origin:
mouse hybridomas, according to the documentation of Medix Biochemica (Finland));

- bovine serum albumin. Cat. No. LY-0081 (origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- Bovine serum albumin. Cat. No. V5591 (source of origin: bovine serum), according to the
documentation of the company Promega (USA));

- bovine serum albumin. Cat. No. LY-0081 (source of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).
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The components included in the kit are non-toxic and safe in the stated concentrations.
Materials of animal origin are well fixed on the membranes of the test strip, placed in a plastic
container with holes, which excludes contact with the human body when the medical device is
used as intended.

Solutions, which include materials of animal origin, are well sealed with lids, when using
solutions, a pipette and gloves are used, which exclude contact with the human body when using a
medical device for its intended purpose.

Thus, there are no components in the medical device that are toxic, aggressive and dangerous
when using the medical device for its intended purpose and subject to basic safety measures.

Sampling, processing, storage and handling of these materials in accordance with the
documentation of the supplier / manufacturer of these materials, as well as general safety rules for
working with biological materials.

(Description of the target analyte, information about its scientific validity, principle of
action]

Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based on the principle
of enzyme immunoassay, which includes nitrocellulose membranes with different allergens
adsorbed on regular interval lines, which allows you to test dozens of specific allergens in one test.
PROTIA Allergy-Q uses a new parallel membrane technique and allows a wider variety of
allergens to be assessed in a single test than other products using only one membrane. Allergen-
specific IgE antibodies present in patient samples bind to antigens and are immobilized on the
membrane even after the washing step.

Immobilized IgE antibodies bind to biotin antibodies to human IgE, and then biotin binds to
alkaline phosphatase-conjugated lennavidin. The color develops after the addition of the substrate
in the last incubation with the enzyme, and the color intensity is analyzed with a color measuring
device.

Description of the target analyte, scMiNfSAMIidity

Immunoblotting - a highly sensitive m Iti*a for detecting d on a combination
ofelectrophoresis and enzyme-linked immunosorbent assay (ELISA).

The pathogen antigens are separated by electrophoresis in polyacrylamide gel, then transferred
fi-om the gel to activated paper or nitrocellulose membrane and developed using ELISA. On these
strips ("blots™) the patient’s serum is applied. Then, after incubation, the unbound antibodies of the
patient are washed off and the serum against human immunoglobulins labeled with the enzyme is
applied. The complex formed on the strip [antigen + patient's antibody + antibody against human
lg] is detected by adding a chromogenic substrate that changes color under the action of an
enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E
(IgE) antibodies. Lymphocytic B cells, stimulated by a specific allergen, produce IgE antibodies to
the antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic leukocytes
through the Fc region. Subsequent binding of the allergen to cell-bound specific IgE causes cell
degranulation and the release of vasoactive amines, resulting in smooth muscle contraction, itching,
edema and trans-mucosal extracellular fluids. The most common clinical manifestations of this
biological process are hay fever, asthma, dermatitis, urticaria, and anaphylactic shock.

(Kit Components]

Name

Characteristic Number
component
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1 2

Plastic cassette, with a plastic frame,
containing a nitrocellulose membrane with

Allergen panel
adsorbed allergens (S-1, S-2, S-3, S-4, S-5 -

° - 20 panels
standard lines; C - control line; from 1to 44 -
lines allergens)
Sample diluent A 20 ml polymer bottle with a blue screw 10ml x 1

cap containing 10 ml of blue-violet liquid

A 20 ml polymer bottle with a yellow
screw cap, containing 10 ml ofa yellowish or 10ml X 1
light yellow liquid

A 20 ml polymer bottle with a red screw

Antibody solution

Enzyme solution

cap containing 10 ml ofa colorless or 10ml X1
yellowish liquid

Substrate solution A 20 ml polymer bottle with a black screw
cap, containing 10 ml ofyellow or yellowish 10ml X 1
liquid

A 20 ml polymer bottle with a white screw
cap, containing 10 ml of concentrated colorless  10ml X 1
liquid

Washing solution 20x

Instructions for use 1

» Additional equipment required

1. Manual method; IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
IN VITRO DIAGNOSTICS ON "PROTIA” PANELS.

2. Semi-automatic method: "Q-PROCES”R™ AUTOMATED DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO

3. Automatic method: AUTOMATIC 1KLW LWOEO01ICAE PHOTOMETRIC ANALYZER
"Q-STATION ELITE" FOR IN VITRO DIAGNOSTICS ON PROTIA PANELS.

[Appearance]

Panel for allergens: a plastic panel in which a membrane is fixed in a plastikova frame.
Sample diluent: blue-violet liquid.

Antibody solution: yellow or light yellow liguid.

Enzyme solution: colorless or light yellow liquid.

Substrate solution: light yellow liquid.

Washing solution 20x: colorless liquid.

Instructions for use.

NOoO A WDN R

[Analysis methods]

1. Preparation of reagents and samples

(1) Preparation of the cleaning solution.

Dilute the detergent solution 20x with deionized water 20 times before use.

(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin. EDTA).
Before testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-3000
rpm. Hemolyzed or contaminated samples may lead to incorrect results; therefore, it is not allowed

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



to use samples with a high lipid content and (or) with signs of hemolysis, and (or) with visible
microbial growth. Store serum or plasma samples at 2 ~ 8 ° C when used for a short period (within
2 weeks), and at -15 ° C or lower for longer storage. Thawed samples must be thoroughly mixed
before testing. When working with thawed samples, it should be borne in mind that each thawing-
freezing cycle leads to the destruction of detected antibodies, reducing the quality of the test
material. In order to obtain reliable results of the study, it is recommended to use only a single
freeze-thaw o f the samples.

2. Analysis procedure

Manual method

1) Optimal conditions for the laboratory - conducting the experiment at + 25 + 2 °C and at 50
*+ 20% humidity.

2) All reagents should be brought to room temperature 30 minutes prior to use and mix
thoroughly immediately before use. Open the packaging of the allergen panel after adjusting it to
room temperature.

3) Fully moisten the test membrane by adding 300 pi of diluted detergent solution to the
allergen panel, shake the panel for 5 minutes, and then remove any remaining detergent solution
(100 rpm recommended).

4) Pipette 250 pL of Sample Diluent into the Allergen Plate.

5) Pipette 50 pL of patient sample into the panel and incubate with shaking at room
temperature for 45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted
detergent solution. With each wash, add 300 pi of diluted wash solution, incubate with shaking for
5 minutes and drain. The solution should not remain in the panel.

7) Dispense 250 pi of antibody solution to the panel and incubate with shaking at room
temperature for 30 minutes.

8) Flush the membrane according to method (6).

9) Pipette 250 pL of enzyme solution into the panel and incubate with shaking until for 30
minutes. . V'i

10) Flush the membrane according to meftfit’VIffe).

11) Dispense 250 pi of substrate solution and incubate with shaking at room temperature in a
dark room for 20 minutes.

12) Remove the substrate solution from the panel and rinse it with 250 pi deionized water.

13) Leave the panel on the table to dry naturally (make sure the membrane

completely dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART"
ANALYZER FOR IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the
results. For more details, see the Manual for IMMUNOLOGICAL PHOTOMETRIC ANALYZER
"Q-SMART" FOR DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

* to incubate and shake the panel, use any orbital shaker with a rotation speed (oscillation
frequency) of 100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR" FOR PROCESSING PANELS "PROTIA"
FOR DIAGNOSTICS IN VITRO is equipped with panels and reagents for allergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions progress.

3) Insert the panels into the Q-SMART analyzer and evaluate the results. For more details, see
the Manual for the IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA™.
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Automatic method

1) ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-STATION
ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA" is equipped with panels and
reagents for allergens.

2) Refer to the operation manual. AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-STATION ELITE" FOR DIAGNOSTICS IN VITRO ON THE PANELS
"PROTIA" and give the reactions progress to eat.

3. Evaluation and interpretation of results

1) The amount of allergen-specific IgE antibodies is determined in IU / ml using the Q-
SMART Analyzer or the Q-STATION ELITE Analyzer, the class is determined from the table
below.

2) Total IgE (tIgE) is expressed in IU / ml and can be quantified in the range of 1to 2000 IU /

ml.

Allergen-specific IgE
ME / ml IgE Class Number
<0.15-0.34 0 Not found
0.35-0.69 1 Small
0.70-3.49 2 Moderate
3.50-17.49 3 Moderately large
17.50-49.99 4 Large
50.00 - 99.99 5 Very large
> 100 6 Extremely large

4. Quality control

The reference line (C) must be clearly visible. If the reference line is faintly visible, it cannot
be read with optical measuring instruments. Retesting is recommended.

\

5. Characteristics

1) Analytical sensitivity (IgE detection threshold): 0.15 ME / ml.

2) Analytical specificity (interference and cross-reactions): None Interference and cross-
reactivity of the kit with the following materials were found: bilirubin, albumin, immunoglobulins
(IgA, IgM. 1gG or IgD), 3 times higher than normal physiological levels.

3) Diagnostic sensitivity: 99.40% - 100% (95% confidence level).

4) Diagnostic specificity: 98.77% - 100% (with a confidence level of 95%).

5) Reproducibility: 100%.

6) Coefficient of Variation (CV): less than s%

fsj -k X1 .11

I'T

Aco K n—xo DBESHOAnAMUINSR LK BODNGAE, K1 KKK/

No. Allergen Code Group
1 Total IgE tigE IgE

2 Egg white fl

3 Egg yolk 75 Food
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4 Milk f2

5 Alpha lactoalbumin 76
6 Beta lactoglobulin 77
7 Casein f78
8 Peanut Mn3
9 Green pea flz2
10 Soya beans fl4
11 Walnut f256
12 Pork f26
13 Beef f27
14 Chicken meat 83
15 Cod fl
16 Mackerel f206
17 Crabs 23
18 Shrimp f24
19 Sea clam 207
20 Silkworm pupa -

21 Wheat f4
22 Baker’s yeast 45
23 Rice f9
24 Potatoes 35
25 Peach f95
26 Apple 49
27 House dust hi
28 D. pteronyssinus dl
29 D. farinae d2 Indoors
30 Cockroach i
31 Cat epithelium and dandruff el
32 Dog dandruff y .J e5
33 Candida albicans m5
34 Tricophyton rubrum m205
35 Aspergillus fumigatus m3 Microorganisms
36 Penicillium notatum ml
37 Alternaria alternata me
38 Staphylococcal enterotoxin B m81
39 Birch-alder mixture tx
40 Oak Xl
41 A mixture of cereal herbs ] Pollen
42 Ambrosia wormwood high wl
43 Common wormwood (Chernobyl) We
44 Hop W22

{Precautions for Users]

1) For in vitro diagnostic use only.

2) PROTIA Alergy-Q can be used to aid in clinical diagnosis, the result is preliminary. The
obtained analysis result should be correlated with the clinical picture. To clarify the diagnosis, a
doctor's consultation is required.

3) False positive results can be obtained due to cross-reaction the activity of antigens tested
with other antigens.

4) Do not smoke, eat or drink in areas where samples or tester are used new reagents.
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5) Optimal conditions for a laboratory are to conduct an experiment at + 25 + 2 °C and at 50 £
20% humidity.

6) All specimens may include unknown infectious materials. When addressing. When
handling samples, wear disposable gloves and wash your hands after testing.

7) To avoid accidents, do not place needles, knives, or any other object that could cause harm
when handling specimens and reagents.

g) All patient samples and components used in the kit must be considered. Treated as sources
of biohazards. They should be disposed of in accordance with the relevant guidelines.

9) Do not use Kits after the expiration date.

10) Allergen panels are packed with desiccant and must be sealed after each use.

11) Some reagents included in the kit contain sodium azide as a preservative. Sodium azide
has been reported to react with lead or copper plumbing to form potentially explosive metal azide,
so always pour it along with a sufficient volume of water to prevent metal azide from forming in
plumbing systems.

12) Substrate solution may contain black deposits. This is not abnormal and does not affect
the test results.

13) Be careful to avoid the formation of bubbles. Especially when automatic devices are used,
bubbles should be removed before starting the test, as bubbles can affect the distribution of
solutions.

14) 1f the membranes are not completely dry after the final reaction, the test results analyzed
by Q-SMART may be incorrect.

15) A product in a damaged package is not suitable for analysis.

IPackaging] Kit components, instructions for use.

(Storage instructions] Store at temperatures between 20C and s° C.

(Shelf life] Expiration date 18 months.

After op>ening, it is allowed to store at temperatures from 2 to s ®C for no more than 3 months.

fransportation at temperatures from -15 °C to 30 °C for 5 days, by all types of transport in
covered vehicles in accordance with the rul®s of transportation in force for this type of transport.

(Disposal and disposal]
When used in medical institutions, dispose of in accordance with class A and B SanPiN
2.1.7.3684-21. Dispose of this product in accordance with local, regional and national regulations.

(Manufacturer]

ProteomeTech Inc.

A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea.

Jil

[Authorized person]

On the territory of the Russian Federation, on issues related to the quality and circulation of a
medical device, please contact:

109387, Moscow, Tikhaya str., 28, office 216; Limited Liability Company "BIO FOCUS"
(LLC "BIO FOCUS"), biofocus@vandex.ru

[Symbols used on packaging and labels]

Symbol Value Symbol Value

Use up Refer to instructions for use
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[ 1 Batch code

Temperature Range
from 2°C to 8°C

Caution! Referto
A instructions for use

Not re-use

Manufacturing date

PROTIA Allergy-Q 64 Food panel

REP

In vitro diagnostic medical device

Manufacturer

Authorised representative

Number of panels / tests

Biological risk

In vitro diagnostic kit for the quantitative determination of allergen-specific IgE
antibodies in human serum or plasma using the immunoblotting method

(Appointment)

Sof

The reagent kit is intended for the quantitative determination of allergen-specific IgE
antibodies in human serum or plasma using the immunoblotting method.

(Functional purpose]

Diagnostic aid. The use of the product has no population and demographic aspects.

(Application area]
Clinical laboratory diagnostics.

Medical device for in vitro diagnostic use only.

(Potential consumers of the product)

Medical facilities ofany profile.
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(Professional level of potential users]
Clinical laboratory diagnostics doctor, medical laboratory technician.

(Possible side effects]
Side effects have not been identified.

(Indications for use]
Allergy diagnostics.

(Contraindications for use]
Severe hemophilia.

ibe allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation of the company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY-0081
(bovine serum), according to the documentation of ProteomeTech Inc. (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatin Cat. No. G6650 (source of origin: bull flank - Type B. according to the
documentation of SIGMA ALDRICH (USA)).

The antibody solution contains components of animal origin:

- biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source oforigin:
mouse hybridomas, according to the documentation of Medix Biochemica (Finland));

- bovine serum albumin. Cat. No. LY-0081 (origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- Bovine serum albumin. Cat. No. V5591 (source of origin: bovine serum), according to the
documentation ofthe company Promega (USA));

- bovine serum albumin. Cat. No. LY-Olfc (*pfce of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USX))r?

The components included in the kit are non-toxic and safe in the stated concentrations.
Materials of animal origin are well fixed on the membranes of the test strip, placed in a plastic
container with holes, which excludes contact with the human body when the medical device is
used as intended.

Solutions, which include materials of animal origin, are well sealed with lids, when using
solutions, a pipette and gloves are used, which exclude contact with the human body when using a
medical device for its intended purpose.

Thus, there are no components in the medical device that are toxic, aggressive and dangerous
when using the medical device for its intended purpose and subject to basic safety measures.

Sampling, processing, storage and handling of these materials in accordance with the
documentation of the supplier / manufacturer of these materials, as well as general safety rules for
working with biological materials.

(Description of the target analyte, information about its scientific validity, principle of
action]

Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based on the principle
of enzyme immunoassay, which includes nitrocellulose membranes with different allergens
adsorbed on regular interval lines, which allows you to test dozens of specific allergens in one test.
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PROTIA Aliergy-Q uses a new parallel membrane technique and allows a wider variety of
allergens to be assessed in a single test than other products using only one membrane. Allergen-
specific IgE antibodies present in patient samples bind to antigens and are immobilized on the
membrane even after the washing step.

Immobilized IgE antibodies bind to biotin antibodies to human IgE, and then biotin binds to
alkaline phosphatase-conjugated lennavidin. The color develops after the addition of the substrate
in the last incubation with the enzyme, and the color intensity is analyzed with a color measuring
device.

Description of the target analyte, scientific validity

ImmuDoblotting - a highly sensitive method for detecting proteins, based on a combination
ofelectrophoresis and enzyme-linked immunosorbent assay (ELISA).

The pathogen antigens are separated by electrophoresis in polyacrylamide gel, then transferred
from the gel to activated paper or nitrocellulose membrane and developed using ELISA. On these
strips ("blots") the patient's serum is applied. Then, after incubation, the unbound antibodies of the
patient are washed off and the serum against human immunoglobulins labeled with the enzyme is
applied. The complex formed on the strip [antigen + patient's antibody + antibody against human
Ig] is detected by adding a chromogenic substrate that changes color under the action of an
enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E
(IgE) antibodies. Lymphocytic B cells, stimulated by a specific allergen, produce IgE antibodies to
the antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic leukocytes
through the Fc region. Subsequent binding of the allergen to cell-bound specific IgE causes cell
degranulation and the release of vasoactive amines, resulting in smooth muscle contraction, itching,
edema and trans-mucosal extracellular fluids. The most common clinical manifestations of this
biological process are hay fever, asthma, dermatitis, urticaria, and anaphylactic shock.

[Kit Components!

Name of \ Cl)hracteristic Number
component
1 2
Plastic cassette, with a plastic frame,

Allergen panel containing a nitrocellulose membrane with
adsorbed allergens (S-1, S-2, S-3 - standard 20 panels
lines; C - control line; from 1to 60 - allergen
lines)

Sample diluent A 20 ml polymer bottle with a blue screw

. . L ml X
cap containing 10 ml of blue-violet liquid 10 !

A 20 ml polymer bottle with a yellow
screw cap. containing 10 ml of a yellowish or 10ml x 1
light yellow liquid

A 20 mi polymer bottle with a red screw
cap containing 10 ml ofa colorless or 10ml x 1
yellowish liquid

A 20 ml polymer bottle with a black screw
cap, containing 10 ml of yellow or yellowish 1oml X1
liquid

A 20 ml polymer bottle with a white screw
cap, containing 10 ml of concentrated colorless 1oml X1
liquid

Antibody solution

Enzyme solution

Substrate solution

Washing solution 20x
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Instructions for use

« Additional equipment required

1. Manual method: IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
IN VITRO DIAGNOSTICS ON "PROTIA" PANELS.

2. Semi-automatic method: "Q-PROCESSOR" AUTOMATED DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS.

3. Automatic method: AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC ANALYZER
"Q-STATION ELITE" FOR IN VITRO DIAGNOSTICS ON PROTIA PANELS.

[Appearance]
. Panel for allergens: a plastic panel in which a membrane is fixed in a plastic frame.
Sample diluent: blue-violet liquid.
Antibody solution: yellow or light yellow liquid.
Enzyme solution: colorless or light yellow liquid.
Substrate solution: light yellow liquid.
. Washing solution 20x: colorless liquid.
Instructions for use.

N gk WD R

[Analysis methods)

1. Preparation of reagents and samples

(1) Preparation of the cleaning solution.

Dilute the detergent solution 20x with deionized water 20 times before use.

(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin, EDTA).
Before testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-3000
rom. Hemolyzed or contaminated samples may lea(" to incorrect results; therefore, it is not allowed
to use samples with a high lipid contented with signs of hemolysis, and (or) with visible
microbial growth. Store serum or plasma sampl” at 2 ~ s ° C when used for a short period (within
2 weeks), and at -15 ° C or lower for longer stor*e. Thawed samples must be thoroughly mixed
before testing. When working with thawed samples, it should be borne in mind that each thawing-
freezing cycle leads to the destruction of detected antibodies, reducing the quality of the test
material. In order to obtain reliable results of the study, it is recommended to use only a single
ffeeze-thaw of the samples.

2. Analysis procedure

Manual method

1) Optimal conditions for the laboratory - conducting the experiment at + 25 + 2 °C and at 50
* 20% humidity.

2) All reagents should be brought to room temperature 30 minutes prior to use and mix
thoroughly immediately before use. Open the packaging of the allergen panel after adjusting it to
room temperature.

3) Fully moisten the test membrane by adding 300 uyl of diluted detergent solution to the
allergen panel, shake the panel for 5 minutes, and then remove any remaining detergent solution
(100 rpm recommended).

4) Pipette 250 pL of Sample Diluent into the Allergen Plate.

5) Pipette 50 pL of patient sample into the panel and incubate with shaking at room
temperature for 45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted
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detergent solution. With each wash, add 300 ul of diluted wash solution, incubate with shaking for
5 minutes and drain. The solution should not remain in the panel.

7) Dispense 250 pl of antibody solution to the panel and incubate with shaking at room
temperature for 30 minutes.

8) Flush the membrane according to method (s).

9) Pipette 250 pL of enzyme solution into the panel and incubate with shaking until for 30
minutes.

10) Flush the membrane according to method (s).

11) Dispense 250 pi of substrate solution and incubate with shaking at room temperature in a
dark room for 20 minutes.

12) Remove the substrate solution from the panel and rinse it with 250 pi deionized water.

13) Leave the panel on the table to dry naturally (make sure the membrane

completely dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART"
ANALYZER FOR IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the
results. For more details, see the Manual for IMMUNOLOGICAL PHOTOMETRIC ANALYZER
"Q-SMART" FOR DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA™.

* to incubate and shake the panel, use any orbital shaker with a rotation speed (oscillation
frequency) of 100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR" FOR PROCESSING PANELS "PROTIA"
FOR DIAGNOSTICS IN VITRO is equipped with panels and reagents for allergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions progress.

3) Insert the panels into the Q-SMART analyzer and evaluate the results. For more details, see
the Manual for the IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

Automatic method

1) ANALYZER AUTOMATIC IMIMNMgKIGICAL PHOTOMETRIC "Q-STATION
ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA" is equipped with panels and
reagents for allergens.

2) Refer to the operation manual. AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-STATION ELITE" FOR DIAGNOSTICS IN VITRO ON THE PANELS
"PROTIA" and give the reactions progressto eat.

3. Evaluation and interpretation of results I

1) The amount of allergen-specific IgE antibodies is determined in IU / ml using the Q-
SMART Analyzer or the Q-STATION ELITE Analyzer, the class is determined from the table
below.

2) The amount of total IgE (tIgE) is expressed in IU / ml and can be quantified in the range
from | to 2000 LU / ml.

Allergen-specific IgE

ME / ml IgE Class Number
<0.15-0.34 0 Not found
0.35-0.69 1 Small
0.70-3.49 2 Moderate
3.50-17.49 3 Moderately large
17.50-49.99 4 Large
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50.00-99.99 5 Very large
> 100 6 Extremely large

4. Quality control
The reference line (C) must be clearly visible. If the reference line is faintly visible, it cannot
be read with optical measuring instruments. Retesting is recommended.

5. Characteristics

1) Analytical sensitivity (IgE detection threshold): 0.15 ME / ml.

2) Analytical specificity (interference and cross-reactions): None Interference and cross-
reactivity ofthe kit with the following materials were found: bilirubin, albumin, immunoglobulins
(IgA, IgM, IgG or IgD), 3 times higher than normal physiological levels.

3) Diagnostic sensitivity: 99.40% - 100% (with confidence probability 95%).

4) Diagnostic specificity: 98.77% - 100% (with a confidence level of 95%).

5) Reproducibility: 100%.

6) Coefficient of Variation (CV): less than s%.

\OOO-Va .15, 00009 < < Wji->OV0000aNLY,  me !

No Allergen The code Group
1 Total IgE tigE IgE
2 House dust hi

3 O. pteronyssinus u. . . dl '

4 O. farinae d2

6 Cat epithelium and dandrufi'*'A" el

6 Dog dandruff e5 General
7 Egg white fl

8 Milk a

9 Cockroach ie

10 Peanut I3

11 Soya beans fl4 »

12 Wheat flour f4 1

13 Alder t2 J

14 White birch 3 ~

15 Oak a

16 Ambrosia wormwood high wl

17 Hop W22

18 Common wormwood (Chernobyl) We

19 Altermria alternata Mme

20 Cladosporlum herbarum m2

21 Aspergillus fumisatus m3

22 Crabs 23

23 Shrimp f24

24 Mackerel A f206 "

25 Cultured rye gl2
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#
26.60.12.001.15580960 RE

26 Ccd 0214

27 Peach f95

28 Apple 49

29 Sesame no

30 Cod f3

31 Tuna/ Salmon f40 / f41

32 Flounder / Anchovy (Hamsa) / Pollock f254/f313/ Seafood
413

33 Lobster (lobster) / Pacific squid f80/f258

34 Acne f264

35 Mussels / Oysters / f37/f290/

Clam / Scallop f207/f338

36 Silkworm pupa ,

37 Pork 26

38 Beef f27 Meal

39 Chicken meat 83

40 Mutton fas

41 Cheddar cheese Nel

42 Barley flour fe

43 Rice f9

44 Buckwheat flour ni Grains

45 Baker's yeast f45

46 Com fs

47 Carrot L

48 Potatoes D5

49 Garlic / Onion f47 | 148 Vegetables

50 Celery A 085

51 Cucumber d'v-u f244

52 Tomatoes 25

53 Orange M3

54 Strawberry f44 Fruits

55 Kiwi / Mango / Banana f84/f91 /
92

56 Chestnut 299

57 Walnut 256

58 Hazelnut n7

59 Almond / Pine nut/ Sunflower L 70253/

60 Cocoa o3 Other

(Precautions for Users]

1) For in vitro diagnostic use only.

2) PROTIA Alergy-Q can be used to aid in clinical diagnosis, the result is preliminary. The
obtained analysis result should be correlated with the clinical picture. To clarify the diagnosis, a
doctor's consultation is required.

3) False positive results can be obtained due to cross-reactivity of antigens tested with other
antigens.

4) Do not smoke, eat or drink in areas where samples or tester are used new reagents.

5) Optimal conditions for a laboratory are to conduct an experiment at + 25 + 2 ®and at 50 +
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20% humidity.

6) AH specimens may include unknown infectious materials. When handling samples, wear
disposable gloves and wash your hands after testing.

7) To avoid accidents, do not place needles, knives, or any other object that could cause harm
when handling specimens and reagents.

8) All patient samples and components used in the kit must be considered as sources of
biological hazard. They should be disposed of in accordance with the relevant guidelines.

9) Do not use Kits after the expiration date.

10) Allergen panels are packed with desiccant and must be sealed after each use.

11) Some reagents included in the kit contain sodium azide as a preservative. Sodium azide
has been reported to react with lead or copper plumbing to form potentially explosive metal azide,
so always pour it along with a sufficient volume of water to prevent metal azide from forming in
plumbing systems.

12) Substrate solution may contain black deposits. This is not abnormal and does not affect
the test results.

13) Be carefiil to avoid the formation of bubbles. Especially when automatic devices are used,
bubbles should be removed before starting the test, as bubbles can affect the distribution of
solutions.

14) If the membranes are not completely dry after the final reaction, the test results analyzed
by Q-SMART may be incorrect.

15) A product in a damaged package is not suitable for analysis.

|Packaging| Kit components, instructions for use.

[Storage instructions) Store at temperatures between 2°C and s°C.

[Shelf life) Expiration date 18 months.

After opening, it is allowed to store at temperatures from 2 to s °C for no more than 3 months.

Transportation at temperatures from -15 °C to 30 °C for 5 days, by all types of transport in
covered vehicles in accordance with the rules of transportation in force for this type of transport.

[Disposal] y
When used in medical institutions, ol*pbee”of in accordance with class A and B SanPiN
2.1.7.3684-21. Dispose of this product in accordance with local, regional and national regulations.

[Manufacturer)
ProteomeTech Inc. (A-702, 401 Yangcheon-ro. Gangseo-gu, Seoul 07528, Korea.

[Authorized person] fade I I

On the territory of the Russian Federation, on issues related to the quality and circulation of a
medical device, please contact:

109387, Moscow, Tikhaya str., 28, office 216; Limited Liability Company "BIO FOCUS"
(LLC "BIO FOCUS"), biofocus@vandex.ru

ISvmbols used on packaging and abeis)

Symbol Value Symbol Value
Use up p Refer to instructions for use
2
In vitro diagnostic medical
1 n\D .
. L Batch code device
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Temperature Manufacturer

Range from 2°C to

2" C A N _ .
8°C REP Authorised representative

Caution! Refer to
. . Number of panels / tests
instructions for use

No re-use A Biological risk

Manufacturing
date

PROTIA Auergy-Q 64 Respiratory panel

1a Vitro diagnostic kit for the quantitative determination of allergen-specific IgE
antibodies in human serum or plasma using the immunoblotting method

[Appointment]
The reagent kit is intended for the quantitative determination of allergen-specific IgE
antibodies in human serum or plasma using the immunoblotting method.

[Functional purpose]
Diagnostic aid. The use of the product has'no’population and demographic aspects.

[Application area]
Clinical laboratory diagnostics.
Medical device for in vitro diagnostic use only.

[Potential consumers of the product] ulU
Medical facilities of any profile.
yP 10w

[Professional level of potential users]
Clinical laboratory diagnostics doctor, medical laboratory technician.

[Possible side effects]
Side effects have not been identified.

[Indications for use]
Allergy diagnostics.

[Contraindications for use]
Severe hemophilia.
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The allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation ofthe company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY-0081
(bovine serum), according to the documentation of ProteomeTech Inc. (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatin Cat. No. G6650 (source of origin: bull flank - Type B, according to the
documentation of SIGMA ALDRICH (USA)).

The antibody solution contains components of animal origin:

- biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source of origin:
mouse hybridomas, according to the documentation of Medix Biochemica (Finland));

- bovine serum albumin. Cat. No. LY-0081 (origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- Bovine serum albumin. Cat. No. V5591 (source of origin: bovine serum), according to the
documentation of the company Promega (USA));

- bovine serum albumin. Cat. No. LY-0081 (source of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The components included in the kit are non-toxic and safe in the stated concentrations.
Materials of animal origin are well fixed on the membranes of the test strip, placed in a plastic
container with holes, which excludes contact with the human body when the medical device is
used as intended.

Solutions, which include materials of animal origin, are well sealed with lids, when using
solutions, a pipette and gloves are used, which exclude contact with the human body when using a
medical device for its intended purpose.

Thus, there are no components in the medical device that are toxic, aggressive and dangerous
when using the medical device for its intended purpose and subject to basic safety measures.

Sampling, processing, storage and handling of these materials in accordance with the
documentation of the supplier / manufactur*s”*gf~se materials, as well as general safety rules for
working with biological materials.

(Description of the target analyte, information about its scientific validity, principle of
action)

Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based on the principle
of enzyme immunoassay, which includes nitrocellulose membranes with different allergens
adsorbed on regular interval lines, which allows you to test dozens of specific allergens in one test.
PROTIA Allergy-Q uses a new parallel membrane technique and allows a wider variety of
allergens to be assessed in a single test than other products using only one membrane. Allergen-
specific IgE antibodies present in patient samples bind to antigens and are immobilized on the
membrane even after the washing step.

Immobilized IgE antibodies bind to biotin antibodies to human IgE, and then biotin binds to
alkaline phosphatase-conjugated lennavidin. The color develops after the addition of the substrate
in the last incubation with the enzyme, and the color intensity is analyzed with a color measuring
device.

Description of the target analyte, scientific validity

Immunoblotting - a highly sensitive method for detecting proteins, based on a combination
of electrophoresis and enzyme-linked immunosorbent assay (ELISA).
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The pathogen antigens are separated by electrophoresis in polyacrylamide gel, then transferred
from the gel to activated paper or nitrocellulose membrane and developed using ELISA. On these
strips ("blots™) the patient's serum is applied. Then, after incubation, the unbound antibodies of the
patient are washed off and the serum against human immunoglobulins labeled with the enzyme is
applied. The complex formed on the strip [antigen + patient's antibody + antibody against human
Ig] is detected by adding a chromogenic substrate that changes color under the action of an
enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E
(IgE) antibodies. Lymphocytic B cells, stimulated by a specific allergen, produce IgE antibodies to
the antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic leukocytes
through the Fc region. Subsequent binding of the allergen to cell-bound specific IgE causes cell
degranulation and the release of vasoactive amines, resulting in smooth muscle contraction, itching,
edema and trans-mucosal extracellular fluids. The most common clinical manifestations of this
biological process are hay fever, asthma, dermatitis, urticaria, and anaphylactic shock.e

(Kit Components]

Name Characteristic Number
component
1 2

Plastic cassette, with a plastic frame,
containing a nitrocellulose membrane with

Allergen panel
adsorbed allergens (S-1, S-2, S-3 - standard

- ) 20 panels
lines; C - control line; from 1to 60 - allergen
lines)
Sample diluent A 20 ml polymer bottle with a blue screw
. ) . . zoml X1
cap containing ljOml of blue-violet liquid
A 20 bottle with a yellow

Antibody solution screw cap, confining 10 ml ofa yellowish or 1oml X1

light yellow liquid

A 20 ml polymer bottle with a red screw
cap containing 10 ml ofa colorless or 10ml x 1
yellowish liquid

A 20 ml polymer bottle with a black screw
cap, containing 10 ml ofyellow or yellowish IOml x 1
liquid

A 20 ml polymer bottle with a white screw
cap. containing 10 mi of concentrated colorless 1oml X1
liquid

Enzyme solution

Substrate solution

Washing solution 20x

Instructions for use 1

» Additional equipment required

1. Manual method: IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
IN VITRO DIAGNOSTICS ON "PROTIA" PANELS.

2. Semi-automatic method: "Q-PROCESSOR" AUTOMATED DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS.

3. Automatic method: ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
"Q-STATION ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA"™.
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(Appearance)

. Panel for allergens: a plastic panel in which a membrane is fixed in a plastikova frame.
Sample diluent: blue-violet liquid.

Antibody solution: yellow or light yellow liguid.

Enzyme solution: colorless or light yellow liquid.

Substrate solution: light yellow liquid.

. Washing solution 20x: colorless liquid.

. instructions for use.

N oo

(Analysis methods]

1. Preparation of reagents and samples

(1) Preparation ofthe cleaning solution.

Dilute the detergent solution 20x with deionized water 20 times before use.

(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin. EDTA).
Before testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-3000
rpm. Hemolyzed or contaminated samples may lead to incorrect results; therefore, it is not allowed
to use samples with a high lipid content and (or) with signs of hemolysis, and (or) with visible
microbial growth. Store serum or plasma samples at 2 ~ s °C when used for a short period (within
2 weeks), and at -15 °C or lower for longer storage. Thawed samples must be thoroughly mixed
before testing. When working with thawed samples, it should be borne in mind that each thawing-
freezing cycle leads to the destruction of detected antibodies, reducing the quality of the test
material. In order to obtain reliable results of the study, it is recommended to use only a single
freeze-thaw of the samples.

2. Analysis procedure

Manual method N

1) Optimal conditions for the laborato™\Sx>ridiiC the experiment at + 25 £ 2 °C and at 50
* 20% humidity.

2) All reagents should be brought to room temperature 30 minutes prior to use and mix
thoroughly immediately before use. Open the packaging of the allergen panel after adjusting it to
room temperature.

3) Fully moisten the test membrane by adding 300 pi of diluted detergent solution to the
allergen panel, shake the panel for 5 minutes, and then remove any remaining detergent solution
(100 rpm recommended).

4) Pipette 250 pL of Sample Diluent into the Allergen Plate.

5) Pipette 50 pL of patient sample into the panel and incubate with shaking at room
temperature for 45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted
detergent solution. With each wash, add 300 pi of diluted wash solution, incubate with shaking for
5 minutes and drain. The solution should not remain in the panel.

7) Dispense 250 pi of antibody solution to the panel and incubate with shaking at room
temperature for 30 minutes.

8) Flush the membrane according to method (s).

9) Pipette 250 pL of enzyme solution into the panel and incubate with shaking until for 30
minutes.

10) Flush the membrane according to method (s).

11) Dispense 250 pi of substrate solution and incubate with shaking at room temperature in a
dark room for 20 minutes.
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12) Remove the substrate solution from the panel and rinse it with 250 pi deionized water.

13) Leave the panel on the table to dry naturally (meike sure the membrane

completely dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART"
ANALYZER FOR IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the
results. For more details, see the Manual for IMMUNOLOGICAL PHOTOMETRIC ANALYZER
"Q-SMART" FOR DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

* to incubate and shake the panel, use any orbital shaker with a rotation speed (oscillation
frequency) of 100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR" FOR PROCESSING PANELS "PROTIA"
FOR DIAGNOSTICS IN VITRO is equipped with panels and reagents for allergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions progress.

3) Insert the panels into the Q-SMART analyzer and evaluate the results. For more details, see
the Manual for IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

Automatic method

1) ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-STATION
ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA" is equipped with panels and
reagents for allergens.

2) Refer to the operation manual. AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-STATION ELITE" FOR DIAGNOSTICS IN VITRO ON THE PANELS
"PROTIA" and give the reactions progress to eat.

3. Evaluation and interpretation of results

1) The amount of allergen-specific IgE antibodies is determined in IU / ml using the Q-
SMART Analyzer or the Q-STATION ~ITE; alyzer, the class is determined from the table
below.

2) Total IgE (tIgE) is expressed in U / ml and can be quantified in the range of 1to 2000 IU /
ml.

Allergen-specific IgE

ME / ml leE Class Number
<0.15-0.34 0 Not found
0.35-0.69 1 Small

0.70 ~ 3.49 2 Moderate
3.50-17.49 3 Moderately large
17.50-49.99 4 Large
50.00-99.99 5 Very large

> 100 6 Extremely large

4. Quality control
The reference line (C) must be clearly visible. If the reference line is faintly visible, it cannot
be read with optical measuring instruments. Retesting is recommended.

5. Characteristics
1) Analytical sensitivity (IgE detection threshold): 0.15 ME / ml.
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2) Analytical specificity (interference and cross-reactions): None Interference and cross-
reactivity ofthe kit with the following materials were found: bilirubin, albumin, immunoglobulins
(IgA, 1gM, IgG or IgD), 3 times higher than normal physiological levels.

3) Diagnostic sensitivity: 99.40% - 100% (95% confidence level).

4) Diagnostic specificity: 98.77% - 100% (with a confidence level of95%).

5) Reproducibility: 100%.

6) Coefficient of Variation (CV): less than & %.

S0 03-JO' V11 LUNj (-*0 WCP «g0! — w Q 0j.jO.y,- A vf@n
O'snsnsnsnsnylsnsnsnsn™nnn” x, «
No. Allergen Code
1 Total IgE
2 House dust tlr?iE L. IC(:(l:neral
3 0. pteronyssinus dl
4 D. farinae do
5 Cat epithelium and dandruff el
6 Dog dandruff e5
7 Egg white £l
8 Milk ~ f2
9 Cockroach ic
10 Peanut f13
11 Soya beans fla v
12 Wheat f4 v
13 Alder ts
14 Birch \ g
15 Oak ' 7
16 Ambrosia wormwood high wi - -
18 Common wormwood (Chernobyl) ' We
19 Alternaria alternata Mme
20 Cladosporium herbarum ms2
21 Asperg;illus fumi®atus m3
22 Crabs 23
23 Shrimp £24
24 Mackerel £206
25 Cultured rye gl2
26 Ccd 0214
27 Peach f95
28 Apple £49
29 Sesame no
30 Acarus siro d70 In room
31 Tyropha”s putrescentiae d72
32 Fragrant spikelet / Heglgehog combined gl /g3/ Pollen
Common reed / Polevitsa
. . 97/99
33 Fingered pig ) 0z
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34 Timofeevka

35 PeniciUium notatum mil

36 Candida albicans m5

37 Common hazel t4

38 European olive t9

39 Sycamore tl 1

40 White willow tlz

41 Poplar tl4

42 Ash white t15

43 White pine tle

44 Japanese cedar t17

45 Acacia t19

46 Nivyanik (popovnik) w7

47 Dandelion Ws

48 Plantain w9

49 Ash pan (potash pot, stone) w

50 Goldenrod w2

51 Amaranth (thrown back) wl4

52 Latex k82 Other

53 Bee venom il Insects

54 Wasp poison i3

55 Mouse / Rat e7l/ Animals
e73

56 Rabbit e82

57 The guinea pig ee6

58 Sheep epithelium e8l

59 Hamster e84

60 Horse e3

Precautions for Users]
1) For in vitro diagnostic use only.
2) PROTIA Alergy-Q can be used to aid in clinical diagnosis, the result is preliminary. The
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obtained analysis result should be correlated with the clinical picture. To clarify the diagnosis, a
doctor's consultation is required.

3) False positive results can be obtained due to cross-reactivity of antigens tested with other
antigens.

4) Do not smoke, eat or drink in areas where samples or tester are used new reagents.

5) Optimal conditions for a laboratory are to conduct an experiment at + 25 £ 2 °C and at 50 +
20% humidity.

6) All specimens may include unknown infectious materials. When handling samples, wear
disposable gloves and wash your hands after testing.

7) To avoid accidents, do not place needles, knives, or any other object that could cause harm
when handling specimens and reagents.

g) All patient samples and components used in the kit must be considered as sources of
biohazards. They should be disposed of in accordance with the relevant guidelines.

9) Do not use kits after the expiration date.

10) Allergen panels are packed with desiccant and must be sealed after each use.

11) Some reagents included in the kit contain sodium azide as a preservative. Sodium azide
has been reported to react with lead or copper plumbing to form potentially explosive metal azide,
so always pour it along with a sufficient volume of water to prevent metal azide from forming in
plumbing systems.

12) Substrate solution may contain black deposits. This is not abnormal and does not affect
the test results.

13) Be careful to avoid the formation of bubbles. Especially when automatic devices are used,
bubbles should be removed before starting the test, as bubbles can affect the distribution of
solutions.

14) 1f the membranes are not completely dry after the final reaction, the test results analyzed
by Q-SMART may be incorrect.

15) A product in a damaged package is not suitable for analysis.

[Packaging! components, instructions for use.

[Storage instructions! Store at temperatures between 2°C and s°C.

[Shelf life! Expiration date 18 monthsN

After opening, it is allowed to store at tem”-atures from 2 to s °C for no more than 3 months.

Transportation at temperatures from -15 °C to 30 °C for 5 days, by all t5"pes of transport in
covered vehicles in accordance with the rules of transportation in force for this type of transport.

[Disposal and disposal!
When used in medical institutions, dispose of in accordance with class A and B SanPiN
2.1.7.3684-21. Dispose of this product in accordance with local, regional and national regulations.

[Manufacturer!
ProteomeTech Inc.
A-702. 401 Yangcheon-ro, Gangseo-gu. Seoul 07528, Korea.

[Authorized person!
On the territory of the Russian Federation, on issues related to the quality and circulation of a

medical device, please contact:
109387, Moscow, Tikhaya str., 28, office 216; Limited Liability Company "BIO FOCUS"
(LLC "BIO FOCUS™), biofocus@,vandex.ru

[Symbols used on packaging and labels!
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Symbol Value Symbol Value

Use up I I l Refer to instructions for use
In vitro diagnostic medical
f 1 Batch code 1 NMD device g
Range Ii*oT 2°C to
8°C REP Authorised representative
ion!
. CaL_mon. Refer to Number of panels / tests
instructions for use

No re-use Biological risk

Manufacturing
date

VKOTIAAllergy-Q 96M panel

In vitro diagnostic kit for the gii~fitath™ determination of allergen-specific Ig£
antibodies in human serum or plasma usiii|*4”~iinmunoblotting method

Appointment]
The reagent kit is intended for the quantitative determination of allergen-specific IgE
antibodies in human serum or plasma using the immunoblotting method, r

[Functional purpose]
Diagnostic aid. The use of the product has no population and demographic aspects.

[Application area]
Clinical laboratory diagnostics.
Medical device for in vitro diagnostic use only.

[Potential consumers of the product]
Medical facilities of any profile.

[Professional level of potential users]
Clinical laboratory diagnostics doctor, medical laboratory technician.

[Possible side effects]
Side effects have not been identified.

[Indications for use]
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Allergy diagnostics.

[Contraindications for use]
Severe hemophilia.

The allergen panel contains components of animal origin:

- monoclonal antibodies against immunoglobulin E, Cat. No. 100105 (source of origin: mouse
hybridomas, according to the documentation of the company Medix Biochemica (Finland));

- biotin-bovine serum albumin (source of origin: bovine serum albumin Cat. No. LY-0081
(bovine serum), according to the documentation of ProteomeTech Inc. (Republic of Korea)).

The sample diluent contains components of animal origin:

- gelatin Cat. No. G6650 (source of origin: bull flank - Type B, according to the
documentation of SIGMA ALDRICH (USA)).

The antibody solution contains components o fanimal origin:

- biotin-conjugated mouse antibodies to human IgE, Cat. No. 100429/100106 (source of origin:
mouse hybridomas, according to the documentation of Medix Biochemica (Finland));

- bovine serum albumin, Cat. No. LY-0081 (origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The enzyme solution contains components of animal origin:

- Bovine serum albumin. Cat. No. V5591 (source of origin: bovine serum), according to the
documentation ofthe company Promega (USA));

- bovine serum albumin. Cat. No. LY-0081 (source of origin: bovine serum, according to the
documentation of Boval Biosolutions LLC (USA)).

The components included in the kit are non-toxic and safe in the stated concentrations.
Materials of animal origin are well fixed on the membranes of the test strip, placed in a plastic
container with holes, which excludes contact with the human body when the medical device is
used as intended. i

Solutions, which include materials of anmgliOTi%in, are well sealed with lids, when using
solutions, a pipette and gloves are used, which e?”LL e contact with the human body when using a
medical device for its intended purpose.

Thus, there are no components in the medical device that are toxic, aggressive and dangerous
when using the medical device for its intended purpose and subject to basic safety measures.

Sampling, processing, storage and handling of these materials in accordance with the
documentation of the supplier / manufacturer of these materialKi*i“eUips general safety rules for
working with biological materials.

[Description of the target analyte, information about its scientific validity, principle of
action]

Operating principle

PROTIA Allergy-Q is a multiplex diagnostic kit for allergy diagnostics based on the principle
of enzyme immunoassay, which includes nitrocellulose membranes with difTerent allergens
adsorbed on regular interval lines, which allows you to test dozens of specific allergens in one test.
PROTIA Allergy-Q uses a new parallel membrane technique and allows a wider variety of
allergens to be assessed in a single test than other products using only one membrane. Allergen-
specific IgE antibodies present in patient samples bind to antigens and are immobilized on the
membrane even after the washing step.

Immobilized IgE antibodies bind to biotin antibodies to human IgE, and then biotin binds to
alkaline phosphatase-conjugated lennavidin. The color develops after the addition of the substrate
in the last incubation with the enzyme, and the color intensity is analyzed with a color measuring
device.
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Description of the target analyte, scientific validity

Immunoblotting - a highly sensitive method for detecting proteins, based on a combination
ofelectrophoresis and enzyme-linked immunosorbent assay (ELISA).

The pathogen antigens are separated by electrophoresis in polyacrylamide gel, then transferred
from the gel to activated paper or nitrocellulose membrane and developed using ELISA. On these
strips ("blots™) the patient's serum is applied. Then, after incubation, the unbound antibodies of the
patient are washed off and the serum against human immunoglobulins labeled with the enzyme is
applied. The complex formed on the strip [antigen + patient's antibody + antibody against human
Ig] is detected by adding a chromogenic substrate that changes color under the action of an
enzyme.

Atopic allergy is a hypersensitive immunological condition mediated by immunoglobulin E
(IgE) antibodies. Lymphocytic B cells, stimulated by a specific allergen, produce IgE antibodies to
the antigen. IgE antibodies bind to receptors on the surface of mast cells or basophilic leukocytes
through the Fc region. Subsequent binding of the allergen to cell-bound specific IgE causes cell
degranulation and the release of vasoactive amines, resulting in smooth muscle contraction, itching,
edema and trans-mucosal extracellular fluids. The most common clinical manifestations of this
biological process are hay fever, asthma, dermatitis, urticaria, and anaphylactic shock.s

[Kit Components]

Name .
Characteristic number
component
1 2

Plastic cassette, with a plastic frame,
containing a nitrocellulose membrane with

Allergen panel
adsorbed allergens (S-1. S-2, S-3 - standard

. . 20 panels
lines; Cl1, C2 - control lines; from 1to 91 -
allergen linp” A

Sample diluent A 20 ml polymer bottle with a blue screw 1Omi x 1

cap containing 10 ml of blue-violet liquid

A 20 ml polymer bottle with a yellow
screw cap, containing 10 ml ofa yellowish or 1oml X1
light yellow liquid

Antibody solution

. A 20 ml polymer bottle screw
Enzyme solution .
cap containing 10 ml ofa colorless or 1oml X1
yellowish liquid
. A 20 ml polymer bottle with a black screw
Substrate solution - .
cap, containing 10 ml of yellow or yellowish IOml x 1
liquid

A 20 ml polymer bottle with a white screw
cap, containing 10 ml of concentrated colorless  10ml x 1
liquid

Washing solution 20x

Instructions for use 1

< Additional equipment required

1. Manual method: IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
IN VITRO DIAGNOSTICS ON "PROTIA" PANELS.

2. Semi-automatic method: "Q-PROCESSOR" AUTOMATED DEVICE FOR PROTIA
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PANEL PROCESSING FOR IN VITRO DIAGNOSTICS.
3. Automatic method: ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
"Q-STATION ELITE" FOR IN VITRO DIAGNOSTICS ON PROTIA PANELS.

[Appearance]
Panel for allergens: a plastic panel in which a membrane is fixed in a plastikova frame.
Sample diluent: blue-violet liquid.
Antibody solution: yellow or light yellow liquid.
Enzyme solution: colorless or light yellow liquid.
Substrate solution: light yellow liquid.
. Washing solution 20x: colorless liquid.
Instructions for use.

NO TR WN

[Analysis methods]

1. Preparation of reagents and samples

(1) Preparation of the cleaning solution.

Dilute the detergent solution 20x with deionized water 20 times before use.

(2) Sample preparation

The test uses human serum or plasma (with anticoagulants sodium citrate, heparin, EDTA).
Before testing, remove blood cells or any solids by centrifugation for 10-15 minutes at 2500-3000
rpom. Hemolyzed or contaminated samples may lead to incorrect results; therefore, it is not allowed
to use samples with a high lipid content and (or) with signs of hemolysis, and (or) with visible
microbial growth. Store serum or plasma samples at 2 s ®C when used for a short period (within
2 weeks), and at -15 ° C or lower for longer storage. Thawed samples must be thoroughly mixed
before testing. When working with thawed samples, it should be borne in mind that each thawing-
freezing cycle leads to the destruction of detected antibodies, reducing the quality of the test
material. In order to obtain reliable results of the study, it is recommended to use only a single
fi'eeze-thaw of the samples.

2. Analysis procedure

Manual method

1) Optimal conditions for the laboratory - conducting the experiment at + 25 £ 2 °C and at 50
* 20% humidity.

2) All reagents should be brought to room temperature 30 minutes prior to use and mix
thoroughly immediately before use. Open the packaging of the allergen panel after adjusting it to
room temperature.

3) Fully moisten the test membrane by adding 500 pi of diluted detergent solution to the
allergen panel, shake the panel for 5 minutes, and then remove any remaining detergent solution
(100 rpm recommended).

4) Pipette 300 pL Sample Diluent into the Allergen Plate.

5) Pipette 100 pL of patient sample into the panel and incubate with shaking at room
temperature for 45 minutes.

6) Remove residual solutions from the panel and flush the membrane twice with diluted
detergent solution. With each wash, add 400 pi of diluted wash solution, incubate with shaking for
5 minutes and drain. The solution should not remain in the panel.

7) Dispense 400 pi of antibody solution to the panel and incubate with shaking at room
temperature for 30 minutes.

8) Flush the membrane according to method (s).

9) Pipette 400 pL of enzyme solution into the panel and incubate with shaking until for 30
minutes.
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10) Flush the membrane according to method (s).

11) Dispense 400 pi of substrate solution and incubate with shaking at room
temperature in a dark room for 20 minutes.

12) Remove the substrate solution from the panel and rinse it with 400 pL deionized
water.

13) Leave the panel on the table to dry naturally (make sure membrane is completely

dry).

14) Insert the panels into the IMMUNOLOGICAL PHOTOMETRIC "Q-SMART"
ANALYZER FOR IN VITRO DIAGNOSTICS ON THE "PROTIA" PANELS and evaluate the
results. For more details, see the Manual for IMMUNOLOGICAL PHOTOMETRIC ANALYZER
"Q-SMART" FOR DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

* to incubate and shake the panel, use any orbital shaker with a rotation speed (oscillation
frequency) of 100 rpm. There are no restrictions on the choice of the device model.

Semi-automatic method

1) AUTOMATED DEVICE "Q-PROCESSOR" FOR PROCESSING PANELS "PROTIA"
FOR DIAGNOSTICS IN VITRO is equipped with panels and reagents for allergens.

2) Refer to the operation manual AUTOMATED "Q-PROCESSOR" DEVICE FOR PROTIA
PANEL PROCESSING FOR IN VITRO DIAGNOSTICS and let the reactions progress.

3) Insert the panels into the Q-SMART analyzer and evaluate the results. For more details, see
the Manual for the IMMUNOLOGICAL PHOTOMETRIC ANALYZER "Q-SMART" FOR
DIAGNOSTICS IN VITRO ON THE PANELS "PROTIA".

Automatic method

1) ANALYZER AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC "Q-STATION
ELITE" FOR DIAGNOSTICS IN VITRO ON PANEL "PROTIA" is equipped with panels and
reagents for allergens.

2) Refer to the operation manual. AUTOMATIC IMMUNOLOGICAL PHOTOMETRIC
ANALYZER "Q-STATION ELITE" FOR DIAGNOSTICS IN VITRO ON THE PANELS
"PROTIA" and give the reactions progress to eat.

3. Evaluation and interpretation of results

1) The amount of allergen-specific IgE antibodies is determined in IU / ml using the Q-
SMART Analyzer or the Q-STATION ELITE Analyzer, the class is determined from the table
below.

2) Total IgE (tIgE) is expressed in IU / ml and can be quantified in the range of 1 to 2000 IU /
ml.

Allergen-specific IgE

ME / ml IgE Class Number
<0.15-0.34 0 Not found
0.35-0.69 1 Small
0.70-3.49 2 Moderate

3.50- 17.49 3 Moderately large
17.50-49.99 4 Large
50.00-99.99 5 Very large

> 100 6 Extremely large

4. Quality control
The reference line (C) must be clearly visible. If the reference line is faintly visible, it cannot
be read with optical measuring instruments. Retesting is recommended.
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5. Characteristics

1) Analytical sensitivity (IgE detection threshold): 0.15 ME / ml.

2) Analytical specificity (interference and cross-reactions): None Interference and cross-
reactivity ofthe kit with the following materials were found: bilirubin, albumin, immunoglobulins
(IgA, IgM, 1gG or IgD). 3 times higher than normal physiological levels.

3) Diagnostic sensitivity: 99.40% - 100% (95% confidence level).

4) Diagnostic specificity: 98.77% - 100% (with aconfidence level of 95%).

5) Reproducibility: 100%.

6) Coefficient of Variation (CV): less than s%.

SISSASSSiGHAS,  GEE
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Allergen The code Group
1 Total IgE L tigE IgF.
2 House dust hi T
3 D. pteronyssinus dl
4 D. farinae da
5 Cat epithelium and dandruff el
6 Dog dandruff e5
7 Egg white fl
8 Milk fo
9 Cockroach is
10 Peanut ns
11 Soya beans na
12 Wheat V w f4
13 Alder to
14 Birch i3 IT-Q” nigdi®I
15 Oak t7
16 Ambrosia high wi General
17 Hop W22
18 Common wormwood (Chernobyl) We
19 Alternaria alternata me
20 Cladosporium herbarum ma
21 Aspergillus fumigatus m3
22 Crabs 23
23 Shrimp 24
24 Mackerel 1206
25 Cultured rye glz
26 Ccd 0214
27 Peach o5
28 Apple 49
29 Sesame no
30 Acarus siro d70
31 Tvrophagus putrescentiae d72 Indoors
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32

33
34
35
36
37
38
39
40
4
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62

63

64
65

66

67
68
69
70
71
72
73
74
75
76
77
78

Sweet spikelet / Hedgehog combined /
Common reed / Polevitsa

Fingered oig
Timofeevka
Penicillium notatum
Candida albicans
Common hazel
European olive
Sycamore

White willow

Poplar

Ash white

White pine

Japanese cedar
Acacia

Niwanik (popovnik)
Dandelion

Plantain

Ash pan (potash pot, stone)
Goldenrod
Amaranth (thrown back)
Latex

Bee venom

Wasp poison
Mouse / Rat

Rabbit

The guinea pig

Sheep epithelium AVARN

Hamster

Horse

Cod

Tuna/ Salmon
Flounder / Anchovy (hamsa) /
Saida

Lobster (lobster) / Pacific squid
Acne

Mussels / Oysters /
Clam / Scallop
Silkworm pupa
Pork

Beef

Chicken meat
Mutton

Cheddar cheese
Barley flour

Rice

Buckwheat flour
Baker's yeast

Com

Carrot
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gl/g3/g7
/99
g2
g6
ml
m5
t4
t9
til
tl2
tl4
t15
tle
tl7
t19
w7
ws
w9
wll
wl2
wl4
k82
il
i3
e71 /e73
e82
e6
e8l
e84
e3
3
f40/f41
f254/f313
/f413
f80/f258
264
f37/f290/
f207/038
26
f27
83
fss
81
fe

Pollen

Other

Insects

Animals

Seafood

Meat

Grains

Vegetables



79 Potatoes 05

80 Garlic / Onion f47 | 148

81 Celery 85

82 Cucumber f244

83 Tomatoes 05

84 Orange 03

85 Strawberry f44 Fruits
86 Kiwi / Mango / Banana f84/91 /

87 Chestnut f299

88 Walnut 256 Nuts

89 Hazelnut fl7

90 Almond / Pine nut/ Sunflower 00/f253 /

91 Cocoa 93 Other

[Precautions for Users]

1) For in vitro diagnostic use only.

2) PROTIA Alergy-Q can be used to aid in clinical diagnosis, the result is preliminary. The
obtained analysis result should be correlated with the clinical picture. To clarify the diagnosis, a
doctor's consultation is required.

3) False positive results can be obtained due to cross-reactivity of antigens tested with other
antigens.

4) Do not smoke, eat or drink in areas where samples or tester are used new reagents.

5) Optimal conditions for a laboratory are to conduct an experiment at + 25 + 2 ®and at 50 +
20% humidity.

6) All specimens may include unknown infectious materials. When handling samples, wear
disposable gloves and wash your hands after testing.

7) To avoid accidents, do not place needles, knives, or any other object that could cause harm
when handling specimens and reagents.

8) All patient samples and compon”fijs use”~in the kit must be considered as sources of
biohazards. They should be disposed of in abs!"A&ce with the relevant guidelines.

9) Do not use kits after the expiration date.

10) Allergen panels are packed with desiccant and must be sealed aSu 'iidLIiTIS?"

11) Some reagents included in the kit contain sodium azide as a preservative. Sodium azide
has been reported to react with lead or copper plumbing to form potentially explosive metal azide,
so always pour it along with a sufficient volume of water to prevent metal azide from forming in
plumbing systems.

12) Substrate solution may contain black deposits. This is not abnormal and does not affect
the test results.

13) Be careful to avoid the formation of bubbles. Especially when automatic devices are used,
bubbles should be removed before starting the test, as bubbles can affect the distribution of
solutions.

14) If the membranes are not completely dry after the final reaction, the test results analyzed
by Q-SMART may be incorrect.

15) A product in a damaged package is not suitable for analysis.

[Packaging] Kit components, instructions for use.

[Storage instructions] Store at temperatures between 20C and soC.

[Shelf life] Expiration date 18 months.

After opening, it is allowed to store at temperatures from 2 to s °C for no more than 3 months.

Transportation at temperatures fi-om -15 °C to 30 °C for 5 days, by all types of transport in
covered vehicles in accordance with the rules of transportation in force for this type of transport.
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[Disposal)
When used in medical institutions, dispose of in accordance with class A and B SanPiN

2.1.7.3684-21. Dispose of this product in accordance with local, regional and national regulations.

[Manufacturer]
ProteomeTech Inc.
A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea.

[Authorized person]
On the territory of the Russian Federation, on issues related to the quality and circulation of a

medical device, please contact:
109387, Moscow, Tikhaya str., 28, office 216; Limited Liability Company "BIO FOCUS"

(LLC "BIO FOCUS™), biofocus@vandex.ru
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APPENDIX D
Analyzer packaging
The analyzer and accessories are packed together in a single-turn shipping container, which
is a wooden box, with the subsequent installation of the shipping container on a pallet with

interception with tape and protective film (P18we D.I).

Figure D.I
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APPENDIX D

Instructions for installmg and configuring $oftwareAPEXSuite-A2.34.14-X1.37.01 for PC and

work with software in the course of work.

CONTENT
INSTALLING PC SOFTW ARE ...ttt sttt eenens 101
11 MinimUM FEOUITEIMEINTS ..ueiiiiteteeiie sttt sttt ettt e e e stesteeseeseeseeeteeneeseesseeseenteseesreeneeneneenns 101
1.2 Recommended SPeCITICATIONS. ....oii ittt nee s 102
1.3 Driver INStallation U SB ..o bbb s 102
1.3.1 Window 0perating SYSTEMS X P ...o.ciiiiiiiieieisisie et 102
1.3.2 Window Operating Systems 7, WindOWS 10.......c.cccevvvviiiiieiiniiiiieie e e 105
R B AT o (o ot U g o e Y o[- SR 108
1.5 Configuring Power Saving Options for Window XP OS........ccccciiiiiiiiiie e 111
1.6 Configuring power saving options for Windows 7, Windows 10.........ccccccvievinviniiennnnns 114
1.7 Disabling processor SIEEP STATES.....ciiii ettt 117
1.8 SOFtWAre INSTAIATION . ....c.oiiieiiect e e 119
1.8.1 Windows XP and Windows 7, W D A ™ 10t seee e see e see e s siraeee e 119
OPERATING INSTRUCTIONS ..ottt 120
2.1 INTRODUCTION oot ettt 120
2.1.1 SWItChing 0N the devViCe. ... 120
2.1.2 DOWNI0ad the firsSt HCENSE....eiiiiceee e 120
2.1.3 Program @XECULION.....cviie ettt sttt te e be s te e e et e tesae et e saesteenaentenreenes 126
2.1.4 How the program works (sequence 0f 0perations).....c..cccccvvvevieiieniniieevese s 127
2.1 5 MAIN WINTOW ..ttt ste et esbeste e st e saesbeeseeneesbeeteaneeneeseeeneas 128
2.2 SESSION MENU oottt sttt b ettt 129
A YL o G T SRS 129
2.2.1.1 How to enter individual codes manually.......ccccoooriiiiiini i 130
2.2.1.2 How to enter multiple assigned codes manually.........c.cccooviiiiniiiiiiieicee 132
2.2.1.3 How to Load Samples Using a Barcode Reader (BCR)....ccccvvvvininvniieiiienns 134
2.2.1.4 Howto add ANALYSIS t0o the WOrKIiSt......ccouvoviiiiiiiiiicseeeee e 137
2.2.1.5 Overview 0T the WOrKIISt. ... 139
2.2.1.6 Assigning ANalysis t0 SAMPIES.....c.oiiiiiiiiii e 140
2.2.1.7 Importing Assay Assignments for Samples from the HOSt.......cccccovveiiviiiiienens 144
2.2.2 SESSION CTBATION ...ttt bbbt bbbttt b bt ns 146
2.2.3 Example of visualization of the WOrkplace........cccvcveieiiii e 147
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2.2.3.1 Adapter With Pan@lS. ... e 148

2.2.3.2 REAGENT LTAY ettt ittt b e bt bt bt e sb e e nb e e eb e e sbe e sbe e sbeesbeesbeesbeenaeenes 149
2.2.3.3 SAMPIE TUDE TACKS.....iiieiicieie e 150
2.2.3.4 SeSSION INTO BULLON ....ciiiiiicie ettt 151
2.2.3.5 BUTFEr iNfO DUTTON ...cuiiiiiicie s 152
2.2.3.6 OPLION R PO et e e renre e 152
2.2.4 SESSION EXECULION ...etiieiietiiti ittt ettt a ettt b e bbbttt b bt e b e b b 153
2.2.5 Viewing the results 0T the SESSION ... s 154
2.2.5.1 SESSION RESUILS. ..ottt ne e e 154
2.2.6 Performing the 1ast SESSION. ......ii it 156
2,27 E Xttt b e R E bRt bttt b e et 156
2.3 DATABASE MENU ..ottt sttt ne et neenes 157
B0 O R ST U L SR U ol 1 Y- SRR 157
N O A V=T o | T o £ SRS 157
2.4 SETTING MENU .ottt bbbt abe s 158
o -V Lo LU= Vo TSP POPROPRPTIN 158
2.4.2 Configuring the WOIKING Gr8a....cccuieieiiiiiiieiieiees et 159
24,3 U SBIS ittt bbb R e Rt R R Rt h e bRt e b bt e nreenes 160
2.4.3.1 INBW LSBT ittt ettt ettt ettt h e e bt e e bt e bt e sbe e sbe e sbe e sbe e sbe e beesbeesbeesbeesbeesbeenbeans 162
2.4.4 HOW 0 CNANGE USET ...iiiiiiiieieiieiestest ettt ettt b nn et nnenne e 166
2.4.5 HOW t0 ChanQe PASSWOIG......iciueeiieeiieeiieeie e cie e erteesee e steebeebeeteeste e te e sre e be e beeeeeeeeseeeneeeneenn 167
2.4.6 HOW t0 iMPOIt an arChiVe......cooiieiece et 169
2.4.7 HOW t0 €XPOIt N ArChIVE....oiiiiiiie ettt s 169
2.4.8 HOW t0 delete an @rChiVe.....oociiiiiieeies e 170
2.4.9 Communication POrt.........cccccovevviveennnnne 171
2.5 TOOLS MENU ..ot 173
2.5.1 Checking the movementalong the ... e N 173
2.5.2 FIHING it 174
2.6 MENU "INFORMATION ™ ottt ettt 175
2.6.1 ANAIYZET oot 175
Y I o oo ] Uy o PO PR TP PRP PP 175
2.6.3 SOTtWArE COMPONENES...cciiiiiiie et e s e st e st e sr e e s reesreesneesreesneesreesreeas 176
2.6.4 LICBINSBS .ttt ettt ettt ettt b bbb bR R bt Rt bbbttt b e bt 176
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1. INSTALLING THE SOFTWARE ON THE PC

1.1 Minimum requirements

e 250 MB free hard disk space

e CD reader

+ 2GB RAM

* Inte processor! Pentium Dual Core or equivalent
« VGA 1024 X768 16M colors

e USB 2.0 for instrument

e US portB 2.0 for camcorder, if installed

1.2 Recommended specifications

« 4GB RAM

« Inte series processorsli (i5, i7) with Hyper Threading 2/4 for the processor core

13 Installing the USB driver

Data exchange between the device and the PC takes place thanks to the USB to RS232, which is

installed in the device.

Two drivers need to be installed, the first to communicate with the electronic component, and the

second to simulate a standard Type-C serial COM port of PC.

After the correct installation of the drivers, a new serial port (for example, COM7) is added to the

PC peripherals.

1.3.1 Windows XP operating system

a) Connectthe device to the USB-port of your PC. The "Guided insUlbilion of new hardware"

wizard will automatically start;

(astdlld/to ne goiddtd nuovo hardware

Inslalazione guidata nuovo

hardware
x4 t’\eS.llJ XK ;*s e
soreuer [eec) K =< \e9
"\/r40xs
4 <« MM ke XK > 9
0s < Hd&

0 ~ ' nory*'

Sc*g»«-.an oar

L ]fzr

b) Inthe installation wizard window you will see a question: "Do you allow connection to
Windows Update for the software search?" (Do you allow connecting to Windows Update to

search for software?). Select “No, not now” and then click “Next”;
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¢) Then select “Install from a specific list or path "and click* Next

(mullazione giiiddtd nuovo herdwere.

-.9js8:;:v

*) S*la perilartca & dolala d ia>COow daco
Aoy}T dIMdUaone. inaeflrio nciappoMa

St* scso®
js™.-va» th*l\ ..ﬁt
ro«rtt [[ alat : 1 |

d) Click “Scroll "(Scroll) and find the USB driver file, click* OK "and* Next

e) If using an operating systemWindows XP may display warning messages when installing non-
WHQL certified drivers, click “Continue anyway” if this message appears on the screen;

f) Upon completion of installation, Windows will infonn you that the installation procedure is
complete; press "END" to finish.

After this part of the installation is complete, the procedure for configuring the driver for the serial
port emulator program will automatically start. Complete this procedure in the same way;

g) After installing both drivers, open the "Hardware Devices (System Control Panel. Hardware tab,
then Hardware Devices);

h) USB / Serial Emulator should appear as an additional serial port labeled “USB Serial Port "(the
figure below shows COM? as an example! -

Gestione peiiferiche
«V* WA .
L £:.
n & 3 S W % B «
T"3|7I=vEo
J
9 Co”?0Se'*jdo. ..«eo«9o0cr>
COTMJie' A'AAT A?:
" Ccrtroi*' w?e Cirr.e'i» St'* 3k5;
n i'»x”~Bce Dr-<e '0";
sAtt«  3@VC4o0
~ N Voe S
- J 972» (COe.sr
J 'A-YT PCS«-»py; (COT,
J >Mo$ PCif* Port(COw«:
A p®MOvrir<xz<rt:CO:;
J Pyastjrcarte 8P(p'i'
YBAMUMH W
¢ ¢ Poosssa
* LPicrtota'ea
« \y Scaoe
* 5 Scaoe -deo

* 5
L4
* j"a 0&»

i) The instrument application software is now ready for start-up and the correct communication port
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1.3.2 Operating system Windows 7, Windows 10

a) Connect the analyzer to the USB-port on your PC;

b) Go to the "Control Panel "and select’ System “and then* Devices Manager ”. To quickly open
the "Manage devices" window, you can also use the keyboard shortcut "Pause";

c¢) Find the “USB Serial Converter” node marked with a yellow exclamation mark;

(«+ faon* gimifcgi |

™ B

A Coanputf
4 CoMrcMfMdK .1«COC/K
~ Conem»DC AtA AT1N

LU GuinLd Sh. iyt
Co«tM»CoAMt»»Hoe 1548C IWO01C-««n»».YN7 -NCC
CoogMof Kesa IfiSWi0O* UW10 KH7i «[7CA
9 Con»M>» I>wvwei Kest USSWeK* 00 IC ICH7i ?7Cf

f Co.AnHl»un.»nlKcAlNam«l<* UHIOrt»Kick.ICH7>-7TCS
y Ce»ﬂ'rn<» Linr.ek» Kosa USSWeH*. 121010'teKigh. KK7f 27C0
L KsMKT D

= KubtedKOUCt
f Kt‘tMKoUCa
f H.JiMk*T0
* Kub>*<cl1>

« -ja ied3xen
N Mot eeitt> id
Pc”-CCMfiPb
No<«d SO
Shekire«

A S<h4CviddC

MMT» iW c»

d) Select this node and right-click. The following window will appear.

f* o — 1
n H o <
, oMUOPC
* Qe
A CmeoO»»>*0 ..dM.*echi
A Cenma» DC AFA'AIAPI
1 Cenbe*» IAS-LWw>»!» S»iil Bull
f CeAt>eArIMi»>4MHeaUSB2ko*K«B2t01C<lacii9k.ICH7 «2TCC
f Ceamounr»1iMoal2$em*1»|B2a01C<1y1}1uKHT| 2TCA
| CenCre®» una.»%s Mesi USB 12801G tlemiflbe kT 27CB
- Cont.ewUAr»MIHedl;SBIntMRj| 20161f»niAiikMT|
« Co<olb Inn»lkHoalehpPlIMICkmnbKkur.
f Kubr.dKtCKB
f Hu»>celAB
* HM»BK«l/la
f KMtedKccna
f Wubre*«1/1B
d >

P0<[<<(CQMCLP1 nﬁjﬂﬁ
ES %@g
b %nu'

AV964 T *vr pat Nl

e) Select “Update software driver”;

f) The following window will appear, in which you must specify the driver search mode. Select
"Search for driver software in computer";
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Sp«c>r>care U mod«frtA di ricerca d«) driver

Cerc™ dulorraticamente ur®drixrer agalrrmTo
aotcnat'cam”irta ftric«tca nH jr* « N<«ra«<

na K
Wﬁ%t* VIAfR.c ;ﬁtp &Zb cg« M «C <*o" t>t Ttata

| $"#twa<a da* vto*a a iftt*Hato ma»iMArtian(t

g) Specify path(or where to look) to find a driver. Make sure the "Include sub-directories™ option is
checked:;
h) Click the Next button.

_simmiiwiS»<Actvwaedivar useseid Port (oM7)

Cercadriver riel computer

Sp«<i<>c*re ri perco‘te in cm <«rc«rci dnver
»o9ba.

/" Jncludi ronoorteMc

Sceglimanualmente da un elervco didriver didispositive net

computer
NHtBecko venewto visuafesMi i dnver mstjKati comp*tiba> con Neftevtivo e turR>i
driver dc4U neem cMce “na de dnpowtivo.i

| Awfdn Aobih”

i) After the installation is complete, the following confirmation window will appear;
Jj) Press “END”.

WSMTIm =

0 driver e itato as QiO"ia(o corretiamente
Hiske A/ |me* ol o]

UfA WtJf

k) The STATUS ofthe USB Serial Converter will be changed from the “Manage devices” window
and a different port will be displayed and can be configured. The USB serial port (COM?) is shown
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-
!

QuH frer i< De4(

i 7[\%1;; R ?kg[qmw«

7 cOm "«ib»4«COMI;

com’

i) Repeat the steps in points d) - k) previous installation.
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1.4 Driver for camcorder
a) Check the availability and version ofthe driver for the video camera;

b) Ifan old version ofthe driver is installed, remove it from your PC before updating as

instructed in the following procedure:
€) In case of Windows Vista, 7 or newer operating system, run CameraDriverSetup-XX.exe with

Run as administrator;

Ncne Ultima modifica Tipo Dimensions

% CameraDrivaS”p-43.ece
Open

"H'  Run as administrator

d)  When the following window appears, click Next;

e) Check the box for "Driver Uninstall”, and then click" Install "to start the installation;
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jwant
nctal. QidcInstalto start the retalatian

. Desoptnn
Selectcomponents to mstal: O Driver Iret*Oon P
|/ Driver Ur«Btd

Space requred: 100.8W

<Back IncM Cancri

Wait for the installation to complete as shown in the figure below (according to the progress
bar), then click CLOSE;

| uEye Camera driver installation ver. 4.3 Setup

In~dI™ton Coaghlele
SetLf) was completed successfily.

Completed

Delete fie: C;UsersVILESSI~.LCW)DOatalocalrenp\PASV::anKraDnverNe ver fl
Delete fife: C:U5ersVUBSI~L.LCVfeipOata|.oca\TempipAS¥:aneraOnverV Kkiver fil
Remove folder: ¢ 4INMLESS3H.LQApdCataicarfiTempipASICankraDr Tveridnv
Remove folder: C ViippOataiPcaf\ TerTt)ipASICalKraDiverv*
Remove folder: C AC\AppOatalo calVTemp\PAS\CameraOriveryfev
Delete fife; C:IMser5\ALESSI~I.LCVAppOataiocalrempipASV:*meraDnvenQ (" Fr.
Delete fife: C:Users\ALESSI~I.LCV4)pOatalocal\Tene)lpA5VCameraDrtver\Gi” Fir.
Remove folder: C:U5er3W"SI~|.LCV4vOatalocal\remp\pASi:ameraOrrverV3ig.

Delete ffe: C:VJ5ersW SSI~I.LCV4>dOatalocalTempipASi:ameraOnverV£ye6at
Completed

Qoae Cr-i«

g0 Now that the cameradriver is completely removed, proceed to install the new camera driver.

h)  For Windows Vista, 7 or newer operating system, run CameraDriverSetup-XX.exe with Run
as administrator as shown below:

Nome Ultima modifiica Tipo Dirnensicne

'f, CameraOnverS~p-43.e(e \PR eV e-

Op«n
Run as administrator

JE ~IC.

i)  When the following window appears, press “Next "(Next);
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j)  Check the box for "Driver Installation ”and then click* Install
% uEye Cameradriver installation ver. 4,3 Setup
Choose Cbnponere»

Choose which feabxesofuEye Cameradriver retalationver. 4.3 you wantto instal.

Check the comporwnts you wantto instaland inched;the comporwnts you don't want to
nstal. QdcInstal to startthe nstalation.

DescTption
Selectcomponents to r6 bl : O rfrinstalaoor

; [~1 Drivef Urwistal

Spaa requred: H03.2MB

<Badi | |Instal Cancel

K} Wait for the installation to complete as shown in the Ii§we below (according to the progress
bar), then click CLOSE:
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t UEye Camera driver installation ver. 4.3 Setup 1g |

InsildMion C(wp<ete

Setup was compteted successfily.

Completed

Delete fie: C:\|LJsers\ALESSI~I.LCV4)pData”oc2\T’einp~AS\CameraDrtverVilver fi...
Remove folder: C:4Jsers\ALESSI~I.LC\AppOata)|.ocal\remppASy;:afneraDnverV-..
Remove folder: C:4JsersVU .ESSI~I.LCVVppOataV~cal\Tefnp\pAS\CafneraOriverVinv...
Remove folder: C:VJsers\ALESSI~I.LCppOata\U)cai\Temp\pAS\CefneraOrTverVIrTv...
Delete fie: C:4Jsers\ALESSI~I.LC\AppOataioca\Temp\pAS\CafneraOriver\G(" Rr...
Delete fie: C:\Dsers\ALESSI~UCV/PpOataiocal*empyDASyCameraDriverV3gE F ...
Remove folder: C:VJsersVAI.ESSI~I.LC\AppOetad.ocd\Temp\PAS\CameraDnverV[jig...
Delete fie: C:4JsersVU.E5SI~I.LC\AppOetaV.ocal\Temp\PASVC:ameraOriverVjEyeeat...
Remove folder: C:4”ers\ALESSI~I.LCV~ppOata4.ocal\T'empVAS\CameraOnver\
Completed

Bar- dose Cartcei

1.5 Configuring Power Saving Options for Window XP OS

a) Click the Start ”(Start) and open Control Panel. Click the Power Options icon. In the Power
Schemes tab. click the System standby down arrow button and select Never.
by Ifyou are using an earlier version of Windows, disable the Hard Disk and Monitor options
by clicking the down arrow and selecting Never under the Settings for Minimal Power
Management power scheme, power management schemes "Minimum Power Management")
|- ®e-y\V7i-cr/
Power Options P* eT-0rm.

Power Schemes Wv»wed Hbetnele UPS

Selectthe power scheme wth the most acproprute eettnps for
the cotT~er Notethatchangrg the seCngtbelow w4 modTy
the selected scheme

Pjiwerschemes

1 gL Delte |

Settiogs for Mritnal P3'\-er f*aragerpert pewer scheme

Tunoffmontor ~VlerlSfTws v

T<jn off hard dtsks Never v

System staneiyy Never v

System hfboemates Mver v
1 ok 11 csxel ]

c) Click the OK button.
d) Some USB devices do not work properly with power management unlocked on USB hubs
under Windows.
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Disabling power management can help resolve this issue.

e) To turn off power management for the USB Hubs in Windows: Open the Start menu, open
the Control Panel, then click System.

f)  Now click "Device Manager Root "40 open* Windows Device Manager ”.

I'. Geslione pertferiche
Rte Aaone Mauaizza *?

m & 3 3 % a a

Oxrvuter
CortTolw audo, video e 90d«
Ccntrder host bus LLEE 1394
N1 Controkf KOEATA/ATAPI
£ Controfcf USB(LNversalserd bus)
h.: ptecsie LEE
prtkpale USB
"tijb prindpale USB
Hub pmcpale USB
Hub princpale USB
Intet(R) 82801G (1CK7 Faniy) USB Uvversd Host Controler - 27C8
IntelCR) 82801G OCH7 Far#/) USB Umersal Host Controler - 27C9
Intd(R) 8Z801G (1017 Faff«v) USB Lkwasd Host Ccntrokr - 27CA
Intel(R) 82801G (ICH7 F arty) USB Universal Host Controkr « 27CB
If*el(R) BZBOIG (KH 7 Faidy) USB2 Eri*tfked HostC otnto «27CC
Hunan Interface Device (HID)
j Mouse e atre perferidie d puntamento
Pa fa d ie d sistenta
Processori
W Schededrete

g0 Open "Uuniversal Serial Bus controllers ”and then right-click each® USB Root Hub ".

[ Device Manager

File  Action View

CSl and RAID controlers fO irnmon

Sound, Video arxJ game controlers

Storage v-olumes

System devices

- 4 Universal Serial Bus controlers

BT-183 Bkjetooth 2.0
Intel(R) NIO~CH? Family USB Universal Host Controller «27C8
Intel(R) NKOACH7 Famly USB Universal Host Controler - 27C9
Intel(R) N104CH7 Famly USB Urwersal Host Controler - 27CA
Intelff*) HIOACH7 Famlv USB Universal Host Controler «27CB
Intei(R) NIOACM7 Fairly USB2 Enhanced Most Controller - 27CC
USB Mass Storage Device

USBRootHii  Update Driver,
USBRootHut ~ OBable
U”~RootHtl  UninstBI

USB Root Hut
Scan for hardware changes

Opens property sheetfor the  Properties

h)  Go to the popup menu and select "Properties ’(Properties), then click the* Power
Management “tab. Now uncheck “Allow the computer to turn off this device to save power”.
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USB Root Hub Properties 51V’
General Power Dover Det® PowerManagemert

USB Root H /1

D i~w tI~ cofiputertotjn offths device to aave power

OK Caned

In this way, you turn off power management for all USB Root Hub devices in Device
Manager.
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1.6 Configuring power saving options for Windows 7, Windows 10

a) Click the Start ”(Start) and open the Control Panel. Select the Power Options icon.
b) In the section "Additional plans "select” High Performance "and then" Change plan settings ",
as shown in the figure below:

Control Pand Home
Select a power plan

Power plans can help you maximize your computer's performance or
conserve energy. Make a plan active by selecting it or choose a plan
Choose whatthe power and customize it by changing rts power setbngs. Tell me mere about
buttons do power plans

Require a password on wakeup

Choose what closing the lid

does Plans shown on the battery meter

Create a power plan Balartced (recommended) Change plan setttngs
Automatically balances performance with energy

Choose when to turn off the .
consumption on capable hardware.

display
% Change when the computer Power saver Change plan settings
sleeps Saves energy by reducing your computer’s performance
where possible.
Hide additional plans
mee 3lrc

a High performance

Personalization
Favors performance, but may use more energy

Windows Mobility Center

User Accounts

c) Change all parameters to Never’and press’ Save changes ™
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d) Some USB devices do not work properly with power management unlocked on USB hubs
under Windows. Disabling power management can help resolve this issue.
e) To turn off power management for the USB Hubs in Windows: Open the Start menu, open
the Control Panel, then click System and Security and then System.
« System end Security » System w  Liej'i- n3"e:

£de |d’< loo*» b ®

Control P, I H . . .
entrol Panel Home View basic information about your computer

Device Manager Windows eddion
~ Remote iMevgt Windows 7 Ultimate
~  System protection Copyright C 2009 Microsoft Corporation. Ail

A AdvarKed "Stcm setings lights reserved.

System
Manufacturer
Modet Studio XPS1340
W\ Windows ixperiencr
Index
“ )
-er |ZC Processor bitcI(R) CoreETMEZ_Duo CcPU
P9600 O GHz

Action Center
. trwtaHed memory (RAM): 800 GB a.7S G6 usable)
Windows Update
System type 64-bit Operating System
PerformarKe Information and

f)  Click “Advanced System settings (left) to open the System Properties dialog box. Click the
Hardware tab.

g0 Now press Device Manager to open the Windows Device Manager.
h)  Open "Universal Serial Bus controllers and then right-click each* USB Root Hub
i)  Go to the popup menu and select "Properties ”’(Properties), then click the* Power
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Management “tab. Now uncheck “Allow the computer to turn offthis device to save
power".

Rk AakA V«w Hkp

% Mcfiitofs
MiffAortc «(kpten
Othei d«vkes

A i Seurtd. b-kko Mvl *m«cont/oll«<i
L, High (Mvwtion Audio Dr.-K«
L, Scsiion *0 WDM Audio
A Stor»g« contToSen
;B System devices
* W Univers«l Scnel Sus controlten
AMD PQ to USB Open Host Contidlet
AMO PC to USB Open Host Controller
Genetic USB Hub
Session 1/0
ULiPCto USBOpen HostControRet
Uli PCto USB Open KostControRer
ULi PC to USB Open Host ControQet
Ui USB 2/1 Enhenced Host ContioUer
USB Composite Oewce
USB Mess Storage Device

USBRoc- -
USB Roc Updetc Driver Softwere.--
USBRoc Oisable
use Roc Urunsteii
(ISA A<v
Opens property sheetft Scan fot hardware changes
Properties
Click OK to close Device Manager, wer management for all USB Root Hub devices

in Device Manager.

Ur
1.7 Disabling processor sleep states

Most modern processors have POWER SAVE options that can affect the bandwidth of a connection
for USB devices. These SAVE energy settings can put your computer into "sleep” or "inactive"
mode when there is no activity. Disable these options to ensure the fastest data transfer rate with
any USB device.

Please note thatunambiguously, this action will lead to increasedproductivity, hutalso to

increased energy consumption.

Program 1D s_sleepstates_Tool was designed specifically to make it easy to turn on or off sleep or
inactivity states. "Sleep or Idle States "on Windows systems without having to restart the PC.

a) Insert the installation CD with the program and double click to run IDS_Sleepstates_Tool.exe
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iS iDS Processor Idle Stale Configurator

You can m ~}ie or dsaUe the Processor Ide States wth the chectboxes
below. The settings can be done separately for the system rurvtg on mans
oron battery poM«er.

Oranges have imraedate effect and are stored persBtendy to the system
conhguabon. The changesonly affectthe oarent power scheme.

Please Note:

Dtsabbig Processor Ide Statesn id t raease the power cortsufifition of the
system. This can reduce the operatng tine when the system is rurw ig on
battery.

Settngs

Processorld e Cnable (Mans power)
PeadSetings

("Processorlde Enable (Battery power)

b) To disable the 'Processor Idle State, UNSELECT all Processor Idle Enable (Mains power)
and Processor Idle Enable (Battery Power) options. Battery powered)).

IS IDS Processor Idle Stale Configurator

You can enable or dsable the Processor Ide States wrth the d a cKboxes
below. The settngs can be dene sepvately for the system runnng on nans
oron battery power.

Changes have immedate effect and are stored persistently to the system
corflguradon. The changes only affect the cirrent power scheme.

PteaseNote:

Disabk” Processor Ide States rnd< ncrease the power consunpbon of Che
system. This can reduce the operatng tine when the system e rmnhg on
battery.

Settings

Q Processor Id e Enable (Mairts pexer) .
Read Settings

CIProcess Ide Ertabtei*B N tery power)

OK

¢) Click "OK "to save the tinctures.

Please note thefollowing: To return to the original settings, use the sameprogram and re-
selectall the options that were disabled here.
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1.8 Software Installation

1.8.1 Windows XP, Windows 7 and Windows 10

1) Turn offall applications and insert the CD into the CD-ROM drive.
2) Run the file setup.exe on CD.

Note: To install on Windows 7 and above, right-click on the setup.exefile and select ‘Run
as administrator ”

3) Choose language (English, Italian) and click Next.

4) Enter your username and company name, then click Next.

5) Select the Program installation folder (by default, the installation folder is C: \ Programs
\APEXSuite for Windows XP and C: \ ProgramData \APEXSuitefor Windows 7), and click

"Next".

6) Select the program to install and deselect the ones you don*t need to check (remove the check
marks / check boxes in the boxes):

a. SUITE: device control program

b. xcavLiB: instrument calibration
program

"W
7) Press "Nfix/ "(Next),and then "Install "to~”j~he installation...

8) Click "end " a message will appear informing you that the installation has completed
successfully.

Note: User can access allprograms o fthe SUITE packagefrow*AStart"> all programs ">
SUITE ”
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2. OPERATING INSTRUCTIONS
2.1 INTRODUCTION

The device provides for the use of chemicals and other hazardous (corrosive,
irritating and hazardous) CHEMICALS that may be hazardous to health. Strict
adherence to all safety instructions ofthe substance manufacturer is required.

The device provides processing of potentially infectious samples (urine, human
serum, etc....) that may cause INFECTION / INFECTION. Always follow the
general safety warnings associated with the presence of these biological

substances. Use protective clothing, gloves and goggles.

In particular,

- wear a protective gown, gloves and goggles;

- after each working session, check the cleanliness of the work table and, if

necessary, thoroughly clean the table and related accessories with gauze soaked
in0.5% sodium hypochlorous acid solution.

- waste materials that remain after analysis and cleaning are hazardous materials
that carry the risk of infection / contamination, therefore, their handling and
disposal must comply with the requirements of current regulations.

2.1.1 Switching on the device

Press the “ON” button on the right side of the device. There are three LED indicators on the front
panel of the device:

POWER Green LED (POWER) indicates that the instrument is on
RUN Yellow LED (RUNNING) indicates that the tool is running

ALARM Red LED Indicates that at least one fluid error has occurred: the dipstick has signaled
that there is j

no liquid (thfeein~ftimple holder, test tube in reagent holder) on
the workbench.

(Note: A dialog box with error messages in the program execution
window will alert you to the location ofthe error related to fluids)

2.1.2 Download the first license "

The program starts automatically immediately after installation... The initial launch of the
program will be in English. A window will open warning that no licenses have been loaded
and asking if you would like to download a new license.

Warning! No loaded licence”™ do you want to load a new license?

No

For Windows 7, Windows 10:
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Select "NO " to answer the question about downloading the license to complete the program access
phase. Place the Zenit Up access file on your desktop. Right click once on the access icon and click
the Ownership button. The Software Ownership window will open. Click the Next button.

Select the access right by checking the box “execute as administrator” (Run with administrator
rights). Click the OK button.
Click the Apply" "(Apply), and then the Next button to get Administrator rights to make changes.
Click the "OK\
Double click the program icon Zenit UP.
A window will open warning that no licenses have been loaded and asking if you would like to
download a new license.
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Click the button “YES” and the “Licenses” window will open. In this window, you can download
the required license. Click Load new license, then open the Licenses file from the installation CD.

Select XML-file containing the license (for example, license_ APEX_100_01.xml), or click the
“Demo mode” button and check the box indicating the type of device for which you want to
demonstrate the program in demo mode without connecting the device to a PC.

Note 2: The license is validfor one device only.
Note 3: Downloading the demo license will remove the device-specific license, which means that

you will have to download the license againfor future use.
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Click "OK to download the license, or click “Deselect all” to deselect the license and prevent it from
downloading.

After you click "Ok ",in the window "Licenses "a license will appear.

Close the window "Licenses "and the program will start automatically.
The following window will appear to enter your account name and password.
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Biter your account name and password, and then press “ENTER "(ENTER).
The following window will appear warning that the instrument may be turned off or not connected

via USB port.

Press "SI "(" YES ") to change / enter the number of the communication port (COM); Press "NO"

to run the program without entering the communication port number.
Clicking on "SI" ("YES") will display the following "Communication port settings" window. Here

you can specify the port for connecting the LLlaly2ér.

Click *Set>yJo save the port setting, a message appears. (When you press "Cancel “access to the

program will be canceled).
If the settings are successful, a message will appear (as shown in the picture below), click "OK".
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V CornmunicatiDn parameters successFutly set

Ifthe selected port is correct and the instrument is ON, the main program window will open.

Ifthe selected port is incorrect and the instrument is OFF, a message will appear again asking you

to change the communication port and / or turn on the instrument.

Ifthe device is OFF, turn on the device and select "NO "or press "YES "and select a new serial port.
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As soon as all operations are performed correctly, the main program window will be automatically
displayed.

2.1.3 Program execution

To start the program again, double-click the icon on the desktop.

Apex. Ink 1Fo"
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2.1.4 How the program works (sequence of operations)

The following block diagram shows the general operating sequence ofthe instrument.
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2.1.5 Main window

The main window will look like this:

Software functions:

Menu:

Session
WeHklist
Run last session
Load fiom host
Exit

Database

Resultarchives

Assays
Layouts
Allergens

DiluticHis
Settinss
Language
Instrument
W «k area cexifiguratkHi

Usas
Qiar*usCT
Change passvwrd
LaboratCHy data

Doctordata

Import settings

EboxiVk settings

Importardiives

ExpCKtarchives

Delete ardiives
Communication port
Lid control

OpticHis

Tools

APCX

Session Database Settings Tools Information

APAUUBBw AasaAW v W W WA W W W AAAsW B

Description:

Setting up a new worklisL

Launchesthe last session with the previous settings
ImpcHting a Job List fiom a Host CoxnputCT
Exitthe program.

Di~lays the resuhs ofall archived sessions (sessicmrepexts) and patient test results
perfonued during each session (patienttest reports)

Manag”nentofall analy”related fliiKtions

Chbntrol ofall functions related to profile and glass layouts

Management ofall functions related to the creation/ modification ofan allergerc
complexes and panels

Entering, changing and deleting breeding reports.

Settingthedi™laylanguape for menus, windows, etc....

Allows you td"Sfe&onebr more fixtures. A

Shows the seledSgjSikmg areaofthe iiistrupilgi®j~i~dra various girtions for
setting the woridng area

Entering/ changing/ddeting U s” passwords

Charge software user

Changing the passwcxd o fthe current use*

Entering the name ofthe laboratory in which the work session (s) is conducted
(which can be included in the report)

TOenter fiiluname the ckxtor who isto conduct the work session (which can be
included in the reports)

Import ofwork sesaon settings (fiom software) and information about a doctor,
laboratory, etc.

Export ofweak session sitings (fiom software) and information about a doctor,
laboratory, etc.

Importing sessicxis fiom a jndb file, deleting saved sessions

Exportsessions fixwl a Jiidb file, deleting saved sessions

Deleting sesaons fiom the archive

Setting up a communication peat forccxinectingthe instmmartto aPC

Setting cover security levels

Accessto a discieticaiary ftnxhon related to any cxie or all devices: type oferror
tracking, sessicxi setup forni, temporary allocation algorithm, etc.

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



Movementtest
Prime

Lampon
Shaker (Vibrator)

Information
Instrument

Program

SW compaients
Li(»ises

SW custcmization

Load manual
Guide

2.2 SESSION MENU

2.2.1 Worklist

XYZ Travel, Reader/ Flushing Test, Hydraulic Circuit Prime and Opdcs Test
Adding diluent or buffer fluid to the hydraulic circuit and selecting the source and
duration ofthe filling

Cheddng theoperaticmofwarning lamps

Using the instrument as a simple strip vitrator (only for BLOT models with
blotting fiincti(M)

Display ofserial number, code, finnware version and basic filters o fthe device (if
connected and enabled)

Software verson and manu&cturer contact mfcwmation

Dist*ayinga list o f software veracms with indicaficHi o fversicMis

Displaying/ Loading/ Deleting Instrument Licenses

Modernization of program gr*Aics, functicHis. initializatioa work arealout and
access authorization

Download the User's Guide inthe selected langu”e

Download the Use's Guide in the selected langu”e

On the menu Session on the main toolbar, click Work list to open the window and set up a new

work session.

Note: Beforeyou can set up a worklist, you need to make an analysis setup related to

assigning analyzes to the loaded samples. For information on creating analyzes, see section

2.3.2.

\i ? APFX

Session Database S

Work list
Run last session

Load from Host

Exit

The session setup window “WKXA list 'fw orklistfand in this window you can assign one or
several analyzes to one or several patients...

To set up a session =work list * first enter samples from patients and then analyzes. Then
schedule analyzes for the samples.
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In the column "Sample code enter the patient codes to be added to the worklist. Codes can be

entered in the following ways:

manually (editing them manually), individually or in groups (by assigning a set);

e using a barcode reader (BCR);
* by importing from the Host computer.

In any case, ifthe BCR is not used to read patient sample codes, the “Load samples” function must
be used to enter empty sample trays.

2.2711 How to enter individual codes manually
To enter the code, left-click the cell inthe S~ple C<”e column (item A), enter the code, then press

Enter. The cursor will move to the next cell row and blink until the next oneis entered,
the eode:

An icon will appear to the left of the entered patient card (point B).

Sesaon Detebese Settggs Tools Irformatnn

~  SomoleCode

N\ J
B Samplel -4
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Click the Patient card iconCo the left of the patient sample code) to enter the appropriate data.

The Patient card window will display the previous patient ID (in the example Sample 1) and fields
for entering the patient's personal data (first name, last name, etc.).

The required fields are the Patient-1D, Name, Surname, and Birthdate. The patient record can
also be completed while the program is running. Session settings are only saved after the session
ends. After saving the patient records and ending the session, the patient IDs can be listed on the
screen and used for another session. Go to the "Open/ search™ icon H .

The entered incorrect information can be deleted using the "Delete il.

Important! When downloadedfrom the Host computer, patient sample cards will be downloaded
automatically ifavailable on the Host computer.

2.2.1.2 How to enter multiple assigned codes manually
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To enter agroup of patient records, press "Sample code

i 0 APEX

Session Database Settings Toots Information

AT < B

t.jenefainto----------

— Samote------------- j—Requests-----------
Associated I To be pfocessed 0
Not associated Suspended 0

A window for entering a group of codes will open, as shown in the figure below.
Enter prefix in the “Patient name” field and specify the number of patient codes to generate
in “Number of patients”.

Multiple

Patient name.

Number of

Example: Enter the prefix Patient for “Patient name” and the number 5 for “Number of
patients”. Click OK.
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Multiple insert

Patient name:

Number of

After that for "Patien/ will be generated at the same time 5 codes for patient samples with
sequential sequential numbers, starting with 1.

Session Oetobase Settigs Tools Ifonnaban

Il a X s m

—Gi=r»"nfo---------
—Sample------------ fiequest;-—--------
AssoctaJed  '](5. Tobefnocessed
Not associated'0 Susper»ded
* | Sample Code **
¥
o
W j s nm=na Sanpiel >
Sampie2 > LLI LU M
Sar«ie3 >
Smf3le4 >
05 San(Jle5 >

2.2.1.3 How to Load Samples Using a Barcode Reader (BCR)

To enter the patient code by reading the barcodes, press the "'Load samples '“from the Work List
windows.

A window for entering sample trays will appear (as shown in the figure below) and a flashing red
LED will show where to place the insertion rack in the holder.
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Introduce the stance as smoothly as possible. The codes read by the BCR will be displayed on the
screen, showing the location ofthe inserted rack.
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Ifthe rack has empty slots (nests without test tubes), such a nest (s) will be indicated on the
diagram in gray, not red.

KKX m ‘ack pUnt] «P-1bl B » W
n )
3
B Uitk Sv.'rLU6.riB; 1L
RO, rASTT
i1 (0)002
Ir (0)003
13 (0)ow
1 (©00s
1s (0)006
. (0007
1 (0)000

(0)001

If all slots on the rack are occupied but no barcodes are assigned or the barcodes have not been read
correctly, the instrument will beep to alert the User of the error.

N "?" Sign will appear in place of the slot, which will indicate in which slot of the rack the read
error has occurred.

In field "Information " a message will app” warning that some codes were not recognized, or
were read incorrectly, as shown in the figure o”low...
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The code can be entered manually. To do this, in the Rack Detail field, click on the Sample Code
list at the location indicated by the question mark “?”. The "MODE" column will display the
"Manual” mode designation, indicating that the code is being entered manually.

After loading sample codes with the BCR, click the Exit button. On the worklist screen, assign
analyzes to the samples.

Follow the similar steps to change already loaded codes (by selecting a code or position in the
list) if necessary.

Enter and change the patient sample code in the "Editpatient c<?<fe"(Edit patient code) or in
the" Sample code "field. Then click the Save button (icon)

or press the "Enter" button on your keyboard. The word “Manual” appears in the “Mode”
column. Click “Exit” to exit and save your changes.
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2.2.1.4 How to add ANALYSIS to the worklist

After uploading the sample codes to the Work List section of the worklist, click the icon * to
add the corresponding analysis to the list...

Now the window for selecting the analysis "Assaj” Selection Window ", in which you can
select analyzes from the list and assign a specific device to perform them...

In the section "As5<i>' Detail» (Analysis Parameters) You can also configure various parameters
depending on the type of Analysis selected....

To add analyzes, click the Assay "(Analysis) in the" Assays "section on the left; use the "ctrl" or
"shift" buttons to select specific analyzes, then press the "INSERT" button (bottom right).

Perform a positive control setup, by clicking the box in the Default column in the Control section
of the controls: the slide with the first available well for the specified control will automatically be
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shown in the Layout window, as shown in the figure below;
Entering analyzes:

This window displays information only about the specific assay and which instrument is
assigned to the test. Only the previously selected analysis instrument can be changed. All
other parameters are fixed.

eI

w |IM
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2.2.1.5 Overview of the Worklist

In the section below the main menu bar, fields with general information about all analyzes are

displayed.
SaMin M Uiv WeiMbon

Tamr
~  Sample Cotto ApekCMi

4 v

*4 Swpiel N 17

Y S««le3 » 17
Y tht r

(7

1. Samplefield: This field displays information about samples associated with at least one

method and unrelated samples.

2. Thefield MRequests This field displays information about the requests to be
processed (marked with a yellow checkmark) and suspended requests (hourglass

symbol).

Analysis details

The following specific information about stand”d blotting methods is displayed as shown in the

picture below: r

3. field ReactionArea The number of strips used and free strips refers to the total

number of strips to be processed.
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2.2.1.6 Assigning Analysis to Samples

The worklist now contains samples and analyzes, but the creation of the list has not yet been
completed, as the status of each request has not been determined... Possible status "Status" of the
analysis:

Notprocessed: matches the iconl

To be processed: matches the icon with a yellow check mark 17
The request in this status is readyfor verification and execution

To be processed with Allergens: corresponds to the icon with a yellow check mark and the

symbol "A*
A request with at least one allergen is readyfor inspection and processing

Suspended: matches the hourglass icon
The request has been smpendedfor exclusionfrom verification and execution

Validated (Validated) : matches the icon with a green check mark 1'A
Request confirmed, readyfor execution

Request not assigned to an instrument: matches the icon with the red padlock symbol [s
For a query related to multiple instruments (possibly to run on multiple

instruments), the user must give precise instructions describing which instrument
should be used to execute tne queries....
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To define a request and assign analyzes to sample codes, click each check box.

A yellow checkmark appears, indicating that a request to process or execute in a session has been
entered.

4
N 7
> 7
X v Zwwm
* R 173 >
Click the icon again__— (in the analysis line) to enter the next analysis; this icon will move to
the right, making room for a short name for the new analysis.
iU B Ittliiltiu |
100 >I 1;; 1
4 v I - ! el Ve 1 (N
r FI¥ \Vim
1/ r
ZE | T
-t > r
W5 r

Assigning a request group (assignment of analyzes for samples) is possible with the help
of certain arrows in the following ways:

- Scheduling one testfor multiple patients-. Click the downward pointing arrow (downward
pointing triangle) under the analysis short name to highlight the entire column 1 highlighted in
blue (the figure shows the column highlighting using the downward pointing arrow under the

heading "Test 3 APE IF ELITE 100" to select this test for ALL samples in the sample code
column)
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Session Database Setbngs Tools Information

» © X

-General ir>fo —

Associated;

Not associated:

55

X»C

To assign analysis to all samples in a

checkboxes to confirm the assignment.

-Requests----------

To be processed:

Susper>ded
Testl Tests
APE IF EVe APE IF Elite
Sample Code 100 100
4 v v

S«Tvlel >
Saniple2 >
>
Sample4 >
Samples >

column, simply click inside any of the

Session DAdMse SeBnp To* hfin*n

Twi le«3
/nnsk iIMIFEBe
= SempleCode ubD 100
4 e T

17
S«wie2 17
S«de3 17
SavM > B
S«Me5 > r

selected

Note: you can unassign an analysisfor specific samples by unchecking the checkbox®
To remove all queries related to the analysis (the entire column), select the analysis

column and cancel the queries by clicking on any checkbox.
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-Assigning multiple tests to one patient SAMPLE code: Press the arrow to the right of the
patient sample code to highlight the entire line (in the example shown in the figure below, the
line for Sample 5 is highlighted).

liMrion Mebase SeRiigs Toob Information

Toll TmO
APEIFEBe  APEFERe
* 1Sample Code 100 1o
Sanplel [7 [7
S/ 17 17
'Y S8 [7 [7
r 7

Soivle5

Now just click any selected checkbox (for example, on line sample5) to assign all tests on the line
for the patient sample under this code.

Smkii Tod( li<a»eiui

D .
A oincoda AffEEte  APEFELe i
4 v
[7 17
“I Sowle2 17 17
SmcM > |7 7
Sm(0tod I 7

‘ot Soivhis * n7 LU

-Assign all analyzesfo r allsamples included in the worklist: Click the arrow in the upper left

comer of the grid (for example, in the “Sample Code Title” checkbox) and click the checkbox.
To select a group of checkbox fields, use the mouse with the left mouse button pressed and
drag the cursor over the checkbox fields to be selected. The sequence of requests will
correspond to the order in which requests are entered into the worklist.

If you need to change the sequence of queries, use the arrow buttons (or the order oftheir execution
after assigning analyzes for sample codes)
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hi "moveu p~
M "move down
bl  ‘move to first V (first position )"

A "
Id ‘move to last”~ (last position )"

2.2.1.7 Importing Assay Assignments for Samples from the Host

In the falling From the Session tab menu on the main toolbar, click Load from Host to
import the session from the Host.

i - APEX
Session Database 5t
Work list

Run last session
I N Load from Host
Exit

And to download requests from the Host computer after the worklist is opened and after entering
some requests manually. To load sessions from the Host computer, first create a file called
Hostin.xml.

Save new Hostinjcml "In" in the file Injthe installation file"APEXSuite "(C: \
Program \4PE X Suite\APEX\ Host \ In"). Ple®i*~~c/~Mat the analyzes in the Hostln.xinl file
MUST also be present in the analysis archive. ''#

Click the "Loadfrom Host “for displaying a window with a worklist - these be loaded
into the worklist with the status “5tfS/7e«</e<f’(Suspended).

Session Database 5etNegs Tools Information

lia X
Geneial nfo-------
L Sarrete--------- ﬁa:]lm'"“
Atsociated; Tobe processed
Not assoctaied Suspended

Test!

APCIFEile
A Sample Code 100
A \Y
Paaenie 1 @« >
Paaente2 Vi > [5

File Hostin.xml file (previously saved in the folder APEX\ Host \ In) will be automatically
moved to a subfile named according to the import path: C: \ Programmi \ Zenit Up Suite \APEX\
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Host \ In \ Imported.

To conduct a working session in normal mode with imported requests, you need to
change the status "Suspended (Suspended) for the status "To be processed (Should be
processed).

Then run the session normally.

After the session is over, a file named HostOut.xml will be created and saved in the folder ... path
APEX\ Host\ OUT:

C: \Programmi \APEXSuite\APEX\ Host \ Out.

When multiple instruments are running analyzes downloaded from the Host, they will be

downloaded with the status “Blocked”, as indicated by the red padlock icon.f* , which means
that the task for the device has not been assigned (pending assignment)...
Such an assignment can be made in the window "As"a™*selection».

Sewcn O«t«base Settings Tools Infcrmetion

o) KK
When queries are already assigned to the instruments, the name of the assays assigned to each

instrument will be displayed in the Instruments section with the status changed fiom Blocked to
Suspended.
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Now you can change the status from "Suspended” on the’T o be processed" and racks can
be loaded for each instrument using the button on the BCR _s_I. after which the session is
validated / executed.

2.2.2 Session creation

After setting up the worklist, you can create a session.

Click the "A7i/l</fl/*>(Validate) to ensure that all requests have been validated. For all requests that
have been confirmed, the checkmark (or "flag") color will change from yellow to green.
Ifthe request has not been confirmed, a Warniné;_ message will aEpear and the checkmark will

istri S

remain yellow... At this stage, all reagents are buted to racks in accordance with the sequence
(order) established in the worklist.

All requests will be confirmed based on the hardware layout configuration and the number of sample
racks loaded into the instrument...

For all confirmed requests, you can set the execution type ofthe current session: full session,
taking readings only, or one step. In particular, the display of all possible steps is determined by
the steps required for each analysis performed during the session.

If a specific analysis has an additional step that is not available in other analyzes, only those steps
that are common to all analyzes will be displayed.
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After selecting the session execution mode (full session, taking readings only or one step), press the
Next button to:

Y Performing elementary operations (separate stages of the session are meant);

y rime settings (which means that time segments are searched among analyzes, depending
on incubation requests);

Y Determination of the volumes required to perform the analyzes.

When all ofthe above actions are completed, the work area will be displayed.

2.2.3 Example ofvisualization ofthe workiar~~n

After setting up the worklist, select the session execution mode, and after the configuration
and processing of all steps, the screen displays "Work Area". This displays the hardware
layout setting and which racks / vials are required in the instrument:

The following is an example ofa work area diagram showing the following positions:
- reagent tray;
- adapter with installed panels;

- racks for sample tubes.
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WORK AREA (Conii9uratofiAH*f0y-O*Z3*4et»ips)

M m »
Mu MI*MN ........... M
Wb /1
iiitiiiiiiiimitimiiiiiiiiiiiiiiHiliK

Note: the working area shows the diagram, defined in the "Work area layout™ menu.

2.23.1 Adapter with panels
The capacity of the adapter is up to 48 panels.
Information about any of the panels can be displayed on the screen by simply clicking the selected
panel with the mouse. Sample and Control Panels are color coded: green - control panel, red - panel

with breakdown.
Information about a specific panel or position can also be displayed on the screen by clicking with

the mouse at the location of the strip ((see thA D ~.,~tion under the Position list).

PN M

i IM M emmy " w I111e «:1"1m;

The following information is displayed at the bottom of the window:

li POSITION
Y TYPE

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



U IDENTIFIER
U ASSAY

Both adapters can use different panels at the same time to perform different tests.

Click "Report ” to view all entered information and then “Print” if necessary.

2.2.3.2 Reagent tray

The general reagent tray consists of 10 positions for common reagents that are used during any

session.
Any position that is highlighted in a specific color (except GRAY) indicates the presence ofa
reagent. Each slot in the tray corresponds to a specific row in the table (at the bottom of the
window), so selecting one means automatically selecting the others and vice versa.

4 Layoutdatti

STToo
00 0O0O
00000

«.

Information specific to each frame includes the following:

u POSITION
UTYPE

bIIDENTIFIER

n ASSAY (ANALYSIS)
bIREQUIRED VOLUME

Click "Report ” to view all entered information and then “Print” if necessary.

Note: Please note: ifthe diameter o fthe vial is smaller than the diameter o fthe hole in the tray, a

gray ring will be displayed; to show that this position requires an adapter.

2.2.33 Sample tube rack
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The rack has 13 selectable sample tube compartments.

Any color-coded item (not GRAY) indicates that there is a sample tube in it.

There is a correspondence between each tray compartment and a row in the table (bottom), so
choosing one means automatically selecting the other and vice versa.

J

AT«
Ate>9FOMipy4(

XefqytiNop>-K
AHeti

Information specific to each compartment includes the following information:

U POSITION

u IDENTIFIER
MREQUIRED VOLUME tivy?:":'»

Click "Report ” to view all entered information, then “Print” if necessary.

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



At the bottom of the screen "IVork area "the Next button is displayed (to go to the next page) and
the "Back" button (to return to the previous page).

There are also three other buttons: Session info, Buffer info and Report.

2.23.4 Button ""Session Info

Click the Data "(Data) for displaying the window "Session Info ” and entering data about each
set used, and to name the session to make it easier to find test results in the archive.

To select Kit information for one assay or for all assays for one Kit ID or all Kit IDs, and finally
enter information related to the kit: ID, lot number / name, manufacturer and expiration date.
Click the Cancel button to close the window without saving the data.

Click the "Save to save the data, which will then be included in the results...

The kit is physically a box containing reagents for a specific assay. If the contents ofthe kit are not
sufficient to meet the needs of the session, it can be doubled, tripled ... and so on, depending on the
number of vials on the common tray. Finally, you can assign an Analysis Kit from the "Kit index"
item, and you can also link different Analysis Sets to the information in the "Data" field.
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2.2.3.5 Button Buffer info

When you click on the "Buffer info "window "Report "will display the name of each buffer and
associated tests.

Bffe o 3 s

Buffer report

AP-Blot Elite (teriel number137)

Used Buffers

Tartk Buffer name Assays

Buffer 1 Buffer PROTIA AHerg™-O Alopy

2.2.3.6 Option "Report"

When choosing the option "Report ",the window will display preview of the printout of all
information related to the panels used:

Qt«

4 Rack conffQ uration

APBkst EM* CMflaliwoibvrDr)

&W R”c»aito.1

Aowiian mp* YolmnoMAany
1 ! 240 PROTIA*»*f9v-0 AW
r 240 PROTIFAP tIrQ AOPT
3 Pamn| 3 240 PROTIAAaofiy-QAIW
r P«WM i 240 PROTU AScryr-O *ton
i PXIHY 4 240 PROTU Aa*rgy-0 A49P»
6 P « 240 PROTU AJkfiy-O
7 PmMT 7 240 PROTU ASoiyy 0 AtOW
t P«tM« g 240 PROTU A**By-0 As»py
9 p**flc 9 240 PROTU A»*J»(O Alow
10 P«wn( 10 240 PROTU A**»9yO Aiepy
n Prox< It 240 PROTU A»«<9yO AloPV
2 Padr>ii 2 240 PROTU AJK"y-O
13 Pa«n 13 240 PROTU A»*r9yO Aiepy

S«mpt« c*ck Ho. 2

Po«Mon IdoHIIS»» VotMnoU Amr
1 PXWM 14 240 PROTU Ai*<yr-Q Areev
2 Puwn. . 14 240 0O0ATLN Alm W O1ALMNe

2.2.4 Session execution
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When you click on the "Next »on the display "Work area "the Running session window opens,
allowing you to run a work session and display the results when the session ends.

Click on the "Start "to start a testing session.

During a session, you can go to the previous window and return to the current window by clicking
on the "Back" buttons and “Next” or return to the work area by clicking “Work area” in the
“Settings” menu.

The top part of the window displays a list of *alyzes that need to be performed during a working
session. For each ofthem, you can display status using the scroll bar during the work
step; the name ofthe current step isdisplayeo”:A*~ght side ofthe screen, and you can check
the time remaining until it ends (in hh: mm; ss). -

In the center of the screen is a horizontal bar that describes the "progress 3LLIENoTwe entire
session as a percentage. There are four fields under the panel, the first of which relates to
information about the operation in progress, the second is reserved for displaying any Errors that
may be detected during the session, the third is for Thermoregulation, and the fourth - to indicate
the duration of the session (Session time).

The "Clean list" button clears the list of all detected errors, which will be recorded in the
final report.

During operation, you can pause the session briefly by pressing the Pause button. You can also
restart your session by clicking the Start button. Clicking the Stop button will stop the work session
permanently...

During a session, using the Back button, you can return to the session setup window if, for
example, you want to fill out patient cards. Queries that are being executed will be marked with
a red check mark, since they cannot be changed (when you try to delete a row / column / check
mark, a message will appear stating that the operation is not allowed)... In the Session Settings
window, new requests for samples and analyzes can be entered manually or by downloading
from the Host computer, which will be processed later.

After processing previously loaded barcodes, new barcodes for samples can also be retrieved from
the built-in BCR (Barcode Scanner) device. Once the samples have been processed, a message
appears on the video indicating which sample tube racks can be removed. This message is described
in the Error section.
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Therefore, new barcodes for samples can be obtained using the first rack accessible after the
corresponding flashing indicator lights have turned off.

The Session Progress window can be closed by clicking the Exit button, which is never activated
while a session is in progress, but is available from the Session menu.

2.2.5 Viewing Session Results

2.2.5.1 Session Results
At the end ofeach session, the test results are displayed automatically to provide immediate advice.

To close this window without displaying the results, click the "Cancel ".
To display the results for each panel tested, click the "Detail "as shown in the picture below:
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Click the Icon'S” at the top of the screen to display detailed information for each panel.
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2.2.6 Performing the last session

To restart the last session, which was performed on the device, with the same settings, press

the "Kun lastsession in the drop-down menu "Session

Database 5(

Work list

Run last session
Load from Host

Exit

This will open the session progress window.

2.2.7 Exit

Select the option "EXit " in the Session menu. This button allows you to exit the program, except
when you are trying to exit while the session is running, in which case a dialog box will appear

asking you to confirm whether you really want to terminate the session that is currently running or
not.

Database St

Work list

Run last session

Load from Host
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23 DATABASE MENU
23.1 Results archive

Select Result archives » in the database menu.

Database Settings

Result archives

Assays

Layouts

To search medical reports or session reports {Session reports) using the filters in the Search
window, enter the date and / or identifier to find the Patient's test results and only the date in the

case of Session Results.

2.3.1.1 Medical reports

Patient search can be performed by date. This is a time search for patients whose analyzes have
been previously tested. This search is done by entering the date or time interval in which you want
to find the patient's test results. After filling in the fields "From **C) and / or "To "(Before)" click
the "Searc/t»(Search) and the screen displays a list of patients matching this selection criterion.
You can further refine your search results by entering the patient sample code that was previously
tested.
The search can also be performed by entering only the patient code and / or the last name and first
name by pressing the button after entering "Search ”.
The search results are displayed in the table below and contain information related to the following:
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PATIENT ID
DATE (DATE)

TIME
SESSION ID

SURNAME (SURNAME)
NAME (NAME

cccccc

2.4 SETTINGS MENU
2.4.1 Language

The software allows you to select the language in the appropriate dialog box.
On the menu "Settings ” select the "Language" option where you can select the desired language.

Settings Tocte Information

Language n

Instrument ’

Work area configuration

Users
Change user

Change password

Laboratory data

‘Doctor data

t Settir™
Export Settings

Import Archives
Export Archives

Delete ArcNves

Communication port
Lid Control

Options
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2.4.2 Configuring the working area

Select "Work Area configuration™ from the "Settings" menu.

Toots  Informabon

Language >

Instrument >
C> Work area configuration

Users
Change user
Change passvrord

Laboratory data
Doctcr data

Import Settings
Export Settings

Import Archives
Export Archives
Detete Archives

CommuTK"ion port
Lid Control

Optiocs

This will open a window that allows Users to configure the configuration of the working area of
the device, as shown in the figure below:

Before starting any work session, the program automatically checks the number and types of vial
settings to check their compatibility with the selected work area configuration.
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2.43 Users

From the Settings menu, select the Users option. The "User list" window opens, where you can
create a list of users with different access profiles.

Took Information
Ltfiguage >

Instrument >
Work area configuration

> Users
Change user
Change passvwd

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Detete Archives

Communicatton port
Lid Control

optterk
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The default window contains the Admin user, since the administrator has the right to access all
software functions without any restrictions.

The following buttons are provided:

M "New" (New), which makes it possible to define a new user (paragraph 2.4.3.1);

bl "Modify", which allows you to modify the account of an existing user;

ki “Delete”, which allows you to delete users from the list;

bl Change password, allowing you to change the password associated with the selected user. A
message in the dialog box will confirm successful password change.
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2.4.3.1, New user

To enter a new user, fill in the information in the New User settings menu.

The following data is stored:

LOGINSETTINGS

User login * (login username)

User password

Repeat user password

Password expiry (duration in days; alert days) (duration in days; how many days before
expiration the alert should be displayed)

USER CARD

User registration number

User name (Username)
User last name

User role
Other data

AUTHORISATIONS *
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Simple user

Service

Specialist
Advanced specialist

"Required fields

The program can manage four different profiles: "SIMPLE USER", "SPECIALIST", "SERVICE"
and "ADVANCED SPECIALIST", which comprise four predefined user categories. Each of these
profiles has access to different operations:

Users Simple user Advanced

Specialist e
specialist

Service

Operations

Worklist setup \

Performing the last session

q

Uploading a file from a host
computer

Exiting the program

N N NN N

Viewing the archive of results
Protected analysis

Create Analysis

Review Analysis

Analysis changes

N N NN

Deleting an Analysis
Copy analysis
Analysis Print

Import analysis

ﬂ

Export Analysis
Open analysis
Create Analysis
Review Analysis

Analysis changes

~ N NN

Deleting an Analysis

Copy analysis

N NN N NN

N N

Analysis Print
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Import analysis
Export Analysis

Closed circuit

View schema

Creating a new schema
Change in schema
Deleting a schema
Copying a schema
Renaming a schema
Scheme printing
Circuit protection
Importing a schema
Export schema

Open circuit

View schema

Creating a new schema
Change in schema
Deleting a schema
Copying a schema
Renaming a schema
Scheme printing
Circuit protection
Importing a schema

Export schema
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n — Users

Simple user Specialist Asg\;i?aclg Service
Operations
Language \Y 7 N T 7
Appliance \Y Ve
Work zone \Y V4
Users Ve
Change user \%
Change Password 4
Laboratory data 7 7 7
Doctor's data V4 V'
Import archive Ve 7 7 7
Export archive Ve \Y 7
Communication port 4 Ve
Options 7
Checking Axis Movements V4 \Y V4
Fill operations \Y% Ve 7
User's manual \Y Ve
License -/ 7
Instrument information y- Y 7
Software components V4 ’ V4 e
Self-tuning software \Y 7 7
Information 4 V4
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Select from the menu "Settings *the "Change user" option... This option allows you to change the
user after entering the program without restarting the program.

Language

Instrurrent >
Work area configuration

Users

>C har” user

Change passutord

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Delete Archives

Communication port
Lid Control

Options

Authentication window will open. Enter the login and password ofthe new user:

When you press the "Enter ” a dialog box will appear asking you to confirm the user change. 1fyou

press "YES", the user will be changed, if you press "No", the cabinet of the previous user will be
loaded.
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Warning! SvAch from the user admin to the user User?

No

When you press the "Cancel "or "No ", user change operation will not be performed.

2.4.5 How to change password

Select the option "Change password "on the menu "5eff//f~s»(Settings)... This option allows you to
change your personal password for accessing the software.

Therefore, the user who has been authenticated has access to the function related to the profile
through which he is registered.

Settings Tools Information
Language >

Instriment >
Work area configuration

Users
Chan"UM

Change password

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Delete Archives

Communication port
Lid Control

Options

A window for setting a password will open. To change an existing password, you must first enter
the old password and then the new one, which must then be re-entered as confirmation. If an
incorrect password is entered, the program will inform the user about it using the appropriate dialog
box.
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The password is saved using the "Se/” or vice versa, if you click Cancel, the operation will be
canceled and the old password will remain valid.
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Select the option "Import archives " on the menu "Settings ". This option provides the ability to
import previously exported sessions using only the .mdb file. A window will open informing you
that the import entails deleting the previously saved session and asking if you want to continue. If
you select "YES", a dialog box will open where you can select the desired file. After importing the
file, a confirmation message appears.

Settings Tools Information

Language >

Instrument >
Work area configuration

Users
Change user
Change password

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export ArcNves
Delete Archives

Comnxr™t

OpUons

2.4.7 How to export an archive

Select the option "Export archives"{ExpGri Archive) in the "Settings ". This.<"t|* makes it
possible to export completed sessions only using a .mdb file.

A dialog box will open where you can select the path to save the file.
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Tools Information
Language

Instritthent >
Work area conliguration

Users
Change user
Change password

Laboratory data
Doctor data

IffAort Settings
Export S e ttir®

Import Archives
Export Archives
Delete Archives

Communication port
Lid Control

Options

2.4.8 How to delete an archive

Select the option "Delete archives ” from the Settings menu. This option makes it possible
to delete the session contained in the archive.

Tools  Information

language >

Instrunent >
Work area configixation

Users
Change user
Change password

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Delete Archives

Communication port
Lid Control

Options
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Please select the "Communication port" option in the "Settings" menu to configure the serial
port for communication with the instrument.

Settings Tools Information

Language n
Instrument >
Work area configuration
Users

Change user

Change password

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Delete Archives

> Communicabon port
Lid Control

Options

The Communication port Settings window opens.
In this window, you can select the number of the communication port (COM) to which the analyzer

is connected. Press the “Set” button to confirm the selected settings; to cancel the operation, click
the "Cancel™ button. - ‘
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25TOOLS MENU
2.5.1 Checking the movement along the axes

Select the Movement tests option from the Tools menu:

I~ H i InPormation

1 ' ~ Movement tests

Prime

This function allows you to perform the following checks:

Checking the movement along the axes
Priming the flushing circuit Checking the chamber

In the Movement tests window, you can select the analyzer to test.
To test, click the "Starr ™. Once the test is complete, the results will be displayed in the Movement
tests window along with the test step.

Movement Tests

(1311070’ S

AAAAALL AP -eiot Elte (sn 137)

MOVEMENT CHECK
WASH PRIME

CAMERATEST
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2.51 Filling
Select the "Prime" option from the "Tools" menu. This function allows the filling of the

hydraulic circuit.

Tools Information

Movement tests

Prime

Window "Prime "(FU!)di\\ded into 3 sections:

Instrument
Dilutor

Washer
In the section "Instrument "you can select the analyzer in which you wantto fill. In

the section "Dilutor "can choose:

li a source from which you can take a liquid for a diluent, which can be a tank for a
washing solution, a tank for a buffer solution 5 or a tank for a buffer solution 6, all

items being selected from adr*dow n menu;
kl the duration of the fill is specified ir*e-Duration text box and is expressed in seconds.

In the section "Washer "can choose:
Ii a source from which you can take the filling liquid for the flushing device, which can be
a tank for a detergent solution, a tank for a buffer solution 1, a buffer solution 2, a
buffer solution 3, or a buffer solution 4, all items being selected-from the drop-down

menu;
li the duration ofthe fill is specified in the Duration text box and is expressed in seconds.

Diluent fill or flush can be selected separately by pressing the "Prime "located in the respective

sections.
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26 INFORMATION MEND
2.6.1 Analyzer

Select the option “Instrument ’(Analyzer).

Instrument
Program

SW components

Licenses
'SW customization

Load manual

Guide

A window will open in which general information about the analyzers that are connected and
turned on will be listed:

e analyzer name and serial number;

e analyzer code;

» firmware version, map link, dilutor, base, sensor code, BCR device (barcode scanner);
o filters.

2.6.2 Program

Select the 'Program’ option from the information menu. A window will op>en with information
about the software and its developer, in particular the software version and developer's contact
information.

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



2.6 INFORMATION MENU
2.6.1 Analyzer

Select the option “Instrument "(Analyzer).

Instrument
Program

5W components

Licenses
SW customization

Load manual

Guide

A window will open in which general information about the analyzers that are connected and
turned on will be listed:
« analyzer name and serial number; -,

* analyzer code;
» firmware version, map link, dilutor. base, sensor code, BCR device (barcode scanner);

« filters.

2.6.2 Program

Select the 'Program’ option from the information menu. A window will open with information
about the software and its developer, in particular the software version and developer's contact
information.
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Information

Instrument
Program

SW components

Licenses
SW customization

Load manual

Guide

2.6.3 Software components

Select the "SW components” option from the information menu. A window will open with
information about the installed components and the corresponding version.

Information

Instrument
Program

components

Licenses
SW customization

Load manual

Guide

2.6.4 Licenses

Select the "Licenses" option from the information menu.
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Information

Instrument
Program

SW components

0 Licenses
SW customization

Load manual

Guide

The "Licewc”s ”(Licenses), with which you can download / remove licenses and view active
licenses.

To download a new license, see the section. To delete a license, right-click the license and click
the Delete button. You can also display information about the expiration ofthe selected license..
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APPENDIX E
Short-term and long-term storage

Short term storage

Ifthe appliance is stopped for more than 3 days, but less than 30 days, it is recommended to
flush after using the cleaning solution supply line with distilled water, following the procedure
below:

- fill the tanks for the cleaning solution with distilled water;

- start the APEX software application and open the Tools> Prime menu;

- perform a 120-second rinsing of the solution supply line (Buffer 1tank and / or Buffer 2 tank).e

SI f

- drain the hydraulic lines by removing the outer tubes from the supply tanks, except for the
discharge tube of the liquid waste tank, which must remain connected and flush for 40 seconds
for each hydraulic line.

- Store the device at a temperature of4-60 ®C and a humidity of 20-80%.

Long term storage

Ifthe instrument is shut down for 30 days or longer, it is recommended to prime all hydraulic
lines with Contrad 2000 or Decon 90 solution at a concentration of 1.5 ml per liter of deionized
water by following the procedure below:
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- pour the solution into the deionized water tank;

- start the APEX software application and open the Tools> Prime menu;
- perform a 60-second flush of each hydraulic line (Wash tank, Buffer 1, Buffer 2) by alternately

connecting the deionized water tank to the corresponding line and selecting the corresponding
line in the Menu;

- clean the deionized water tank and fill it with deionized water;

- open the Tools> Prime menu ipd xepeWthe flushing operation for all hydraulic lines one by
one with deionized water for 180 sece«d8ior each hydraulic line;

Finally, remove the tubes of the peristaltic pump and store the instrument at a temperature of 4-
60 ° C and a humidity of 20-80%.

- drain the hydraulic lines by removing the outer tubes from the supply tanks, except for the
discharge tube of the liquid waste tank, which must remain connected and flush for 40 seconds
for each hydraulic line.
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3assneHue

NporeomeTex UHk. \ ProteomeTech Inc.\ 3asBnseT, UTo Mbi BHINYCTWNK HacToRWee PykoBOACTBO

A0 KCANYaTAUMN AHANNIATOPA ABTOMATUYECKOND UMMYHOSMOTMMECKOTro hoTomMeTpuueckoro Q-
STATION ELITE ana avarHocTvkia WH BUTpO Ha nanenax «PROTIA», mogens A1, oro
NPUAAraeTCA.

imamn: HomapuansHan u iopududeckas komnanus YAHI COM

8 wions 2021 2.

Mevams Komnanuu FNpomeome Tex Uux. \ ProteomeTech inc. \

[lodnucsk om pyxu
Nma: Kyx [Dxus Jlum

Homxrocme: F'enepansHsill Qupexmop
lpomeomeTex. Hnk.
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«bno ®okyc»

ProteomeTech Inc.

AHANI3ATOP ABTOMATUYECKUI MMYHOIOMMYECKINI
POTOMETPUYECKUI «Q-STATION ELITE» A5
OUNATHOCTUKW UH BUTPO HA MAHENAX «PROTIAY,
MOZE/b Al

PyKOBOACTBO MO 3KCMNayaTauum

26.60/12.001 /15580960 P3
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@\ ProteomeTech inc. 26.60.12.001.15580960 P

BHUMAHMIO MTOTPEBHUTEJERN!

Baaroaapum sac 3a nprofperenne AHAINIATOPA, HITOTOBJICHHOTD HAIIHM DPeINpHATHeM!

IIpocuM BaC BHEMATEILAO H3YUHTL HacToamee PyxkoBoicTB8o NO JKCILTYATALINN,
NPOBEPUTDH NPABRILHOCTD H KATeCTBO cHOPKH AHANHIATOPA H €10 COCTABHLIX “acTelt,
0fecneHB IKCIVIYATAHIO B COOTBETCTBUN ¢ YCTAROBJICHHLIME TPpeGoBannSMH.

He nosepsiiTe npon3poacTBo 3THX pabot cayasitnbiv Joaam, niberaiive
CAMOCTOATENLHLIX HeKBATHOHIHPOBAHMLIX AclicTenii!

TlomBuTe, 9T0 BPH HAPYIICHHH NPABHA APoBeAcHES PaboT BLt MOXKeTe THIMIHTLCS
npasa €3 SecnaaTusiii rapanTaitusiii pemont!

BHUMAHMHE!

K 06c1y:xnBRlNI0 AHAIHIATOPA ACHYCKAETCH MEPCOHAN, H3yuHBmBl HacTonmee
PyxoBoacTB0, HMEIOMHI ONLIT B IKCMAUTYATALWH MEAHUMHCKOro obopyaosanns,

[NpeaAnpHATHE-HITOTOBUTEE OCTABARCT 3a COGO NMpaBo BHOCHTH KOHCTPYKTHBHBIE
W3MEHEHHS, He NIPHBOAAIHE K YXYAWCHHIO TEXHHYCCKHX XapaKTEPHCTHK, TOBAPHONO BHAA H

yA006¢TBa HCMONB3OBAHHA AHAIH3ATOPA,

Bawu 3ameuanus no yaysuenuio KoRcmpyxyuy u yoobemaey sxcriyamayuu npocum

npucLLIGMb HG GOPEC NPEONPUSMUR-UI20MOGUMER UU NOCMASUURA.
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1 OGIHE CBEJAEHMSA

1.1 Hacroamee PyxoBoacTso no skcnayarauni (P2) COACPKUT TEXHHYCCKOE ONMHCAHHE
Anaruzamopa asmoMamuuecxo20 UMMyHOI02uYecKk020 pomomempuvecxkozo «Q-STATION
ELITE» 01s ouaenocmunu un eumpo na naneasx « PROTIA», monenbAl (aanee no Tekcty —
AHanu3aTop), Npasunia H yKasaHua AN ero 6e30nacHol IKCIIyaTaluMH 4 APYrHe CBeacHNA,
KOTOpbIe HEOOXOANMO 3HATH NONL30BATENAM ¥ NEPCOHATY, BLINOJHAIOLICMY TPAHCNOPTHPOBAHHE,
Hanaaky, KanHOpPOBKY, TEXHHYECKOE 00CNYKHBAHHE H PEMONT,

1.2 Hacrosutee PyxoBoacTBO pacnpocTpaHAeTCA Ha Bee Moauduxanyu AHaIH3aTopa.

[Tpu neoGxoanmocTH, Ana xaxao# Moawdpuxauun suinyckaerca Jlononsenue X Pyxoeoactey
NO IKXCNIyaTalRH, BKRIOYAEMOC B BEAOMOCTb IKCIUIYaTaUHONHBIX IOKYMEHTOB,

1.3 Lens nactosuero PyxoBoACTBa 3aKMOYaETCA B NPEAOCTARNCHHH Beelt nHdOpMaUuH,
HeoOxomMMOil VTR TPAHCNOPTHPOBAHHKA, BBOAA B IKCIITYATAUMIO, IKCTUIYATALIHHM M TEKYIICro
obcyxuBaHus AHaMm3aTopa.

1.4 Hacroamee PykosoacTeo Banoanero B coorserctein ¢ 'OCT P 2.610-2019, TOCT P
2.601-2019, 'OCT IEC 82079-1-2014, 'OCT P 56018-2014/1SO/IEC Guide 37:2012,'OCT P
54329-2011, TOCT P 2.105-2019, Iprukazom MuuucTepeTsa 3apaBooxpateHus Poccsiickoi
O®enepanun ot 19 aupapa 2017 r. Ne 111 «O0 yTeepxaeHrn TpeboBaHui K CONCPXKAHHIO
TEeXHHUECKOR ¥ IKCMAYRTAUHOHHOM ROKYMEHTAUHH NPOH3BOANTENA (H3MOTOBHTCINA) MEARLIHHCKOIO
uzaenua» ¥ Peenuem Cosera EBpasuiickoli axoHoMuvecko# komuccun ot 10.11.2017 Ne 106 «O
TpeGoBatuax K BHEAPEHHKIO, NOAACPKAHUIO H OLEHKE CHCTEMBI MCHEDKMEHTA KauecTsa
MEAHUMHCKHX H3AENHH B 3aBHCHMOCTH OT NOTEHIHATLHOTO PHCKA UX TIPHMEHECHHAY.

1.5 Tepmunnt u onpeaencuus — no F'OCT P M3K/TO 60788-2009, FOCT 31508-2012, F'OCT
P 52002-2003, T'OCT 18322-2016, 'OCT 27.002-2015, 'OCT 25866-83, TOCT P 55991.7-2014,
r'OCT P 50267.0-92 u 'OCT P 2.610-2019.

1.6 Hacrostuee PykoBOACTBO A0IKHO pacCMaTPHBATLCA KK HEOTBEM/IEMas HacTh
AHanu3aTopa ¥ JOMKHO GbITb BCEraa AOCTYNHO H HAXOAUTECR B PACMIOPAXKEHUH YCTaHOBILNKA,
noab3osatena (Nosb3osaresneif) u oneparopa (ONEPATOPOB) NO PEMOHTY H 06CYKUBAHUIO.

BHHMAHME!
CosmecTHO ¢ nacToumum PykoBoACTBOM A0/DKHDI TAKKE HCMOAL3OBATHCA
IKCIVIYATAUHONHBIC JOKYMEHTH! B HHCTPYKIHE HA nanean «PROTIA».
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2 HASBHAMEHHME H OBJIACTD fIPHMEHEHHUA

2.1 Ananuzarop npeaHasnaycH ans oGpaborku nanenet «<PROTIA» meronom ummyHobnora ¢
KOJIHYESCTBEHHEIM ONpPEeACIeHHEM KOHUCHTPAKH annepred-cneunduyecknx IgE-anturen B
ChIBOPOTKE WJIH IJIA3ME UCM0BEKA METOIOM (POTOMETPHAH B ACUCOBO-NPOPHNAKTUICCKHX
YUPERKACHHAX, 2 TAKKCE B MEAHUNMHCKNX H HAYYHO-HCCNEAOBATELCKHX abopaTopHAX ¢ UeNbio
AMATHOCTUKH ALICPTHH.

DyHKUHOHATbHOE RA3HAYCHHE: BCIIOMOTATENLHOE CPECTBO B inarnocTuke. [IpuMeHeHne uiaenus
HE HMeeT NONYJINUHOHHBIX H ACNOTPAQHICCKHX acCneKToB.

INokazanna u [Iporusonokazanus k npuMeneninio, Orpanuaennn no npuMmenenn:o, Mepn
NPeacCcTOPOXHOCTH AHAIH3ATOPA HE PErNaMeHTHPYIOTCA M ONPEAENIOTCA XapaKTePHCTHKAMH
naHene#t «PROTIA». (cM. Ilpunoxenne B)

[loTeRumanbabie NoTpebRTEAN, 2 TAIOKE UX NpodeccHONANLHDIH ypoBens

JIITY moGoro npoduns. Bpau knuHAYecKoi 1a60paTopHOR AHAIHOCTHKH, MEAMIHHCKHHK
nabGopaTOPHBIN TEXHHK.

2.2 AHanu3aTOp NpeacTaBnaeT coboi MEARUMHCKOS HEHHBA3HBHOC H3ACTHE JUTHTENLHOTO
TIPHMEHCHHA, NONHOH 3aBOACKOl rOTOBHOCTH, BIIIIOUalolliee B ce6a Bee Heobxommble Ans
obecneueHu HAASKHOIO QYHKHOHKPOBAHHA YCTPOHCTBA KOHTPO/IA H YNPaBNCHUS,

2.3 KoHCTpYXTHBHOE HCIOHEHHE AHAIN3ATOPA COOTBETCTBYET KOHCTPYKTOPCKOft
noxymerTaumi (K1) 1 oTBevaeT 3aaRHEIM TPeGOBAHHAM COTNIACHO LIENICBOMY NPEAHA3HAYECHUIO,

o Tany pasMelneHHS AHATH3ATOP OTHOCHTCA K HACTOJIBHBIM, 3aKPLITHIM.

2.4PexnmM paGoThl — ABTOMATHYECKHH, MOBTOPHO-NPOACIKATEILHBIA.

2.5 Anamizatop no knaccnukaunn 'OCT 31508-2012,«I[Tpasus xnaccHprkaumn
MEAMLKHCKHX H3AeNui B 3aBHCHMOCTH OT NOTEHIMANBHOrO PHCKA MPHMCHEHKA» (YTB. PeweHuem
Espasuitckoii 3koHOMHYecKol KoMuecuH ot 22 nexabpa 2015 1. Ne 173) u Ipukasa M3 PO Ne 4 o7
06 uions 2012 r. «O6 yTeepkIeHHE HOMEHKIATYPHON KIACCHPHKALNYE MEAKUMHCKHX K3aenui» (c
H3MEHEHNAMH OT 25.09.2014 r.) OTHOCHTCA K METHI{HHCKMM H3OCNHAM CTENEHH NOTCHUHANBHOTO
PHCKa 2a, NOATpYNNE 5.1, a 110 BO3MOXHLIM NTOCNEACTBEIM 0TKA3a — K M3aenHaM Knacca B T'OCT P
50444-2020.
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3 COCTAB M OMNCAHVNE MEONLUMNHCKOIO N3AENNA

3.1 Q-STATION ELITE aBTOMaTM4eCcKmnini aHannsatop (OCHOBHOM 610K) BKAOYaeT

OCHOBHbI€ 4aCTu W y3/bl, NpeAcTaBneHHble B Tabnuue 3.1.

Ta6bnunua3ll

HanmeHoBaHue
060pyaoBaHus

1

Bnok gunotopa

Bnok Hacoca

Pa3zbeMbl NUTaHUS ”
MK

lMaHes b BHELWHNX
Tpy6OK

HasHauyeHue, xapakTepncTmnka

2

Bnok guntoTopa BbINOMHAET acnupaunio 1 4o3mpoBaHue 06pasLos,
NPUMEHAEMbIX peareHTos, MOIOLLLETO pacTsopa,
AEVNOHN3NPOBAHHOW BOAbl. BbIMOMNHAET BHYTPEHHIOK MNPOMbLUKY
30H[0B.
XapaKTepucTuKku:
1. [osuposaHue: CV <0,1%, norpewHocTb 1% npun 100 MK,
2. Acnupaunsa: CV <0,3%, norpewHocTb 1% npwu

100 mKn ; MUHMManbHbIR 06beM 5 MK/, paspelleHue 1 Mk

Bnok Hacoca BK/OYaeT B ceba nepucTanbTUHECKUIA Hacoc,
COCTOSILLNIA WU3:

- pabouero Kosneca,

- CTeHAa;

- Tpy6KM NepnucTanbTUUeCcKOro Hacoca.

Bnok Hacoca NpoMbIBaeT J03UPYHOLWUIA 30HA BHYTPU U CHAPYXU ©
obecneynBaeT HEOOXOANMbIV 06BEM MOIOLLLEr0 pacTBOPa BO BPEMS
(hasbl NPOMbIBKIN MaHenw.

Pasbembl, 06ecrneumBatoLine He06X0AMMbIe NOAKNOUYEHNS K CETU
3N1EKTPONMTAHUS U BHELLHEMY KOMMbIOTEPY NOCPEACTBOM
COOTBETCTBYHOLMX KaGenei.

MpeacTaBnseT co60it HaBop LWTYLEPOB 418 NOAKIOYEHMS NpU
MOMOLLY BHELHNX TPYBOK BHELIHUX TPeX BHELIHWUX GaKOB:

- NS 1eNOHN3NPOBAHHOI BOfbI;

- NS MOIOLLLETO PacTBOpa;

- ns c6opa 0TpaboTaHHbIX XUAKOCTEN,
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MexaHun3m npusoja
Lwerikepa

BCTpOEHHbIN CKaHep
LWTPUX-KOL0B

Jep>xaTtenb cToek ans
NpPo6upoK ¢ npobamm

BaHHa ans 30HA0B

MexaHu3m
nepemMeLLeHuns no ocam
Z1lh Z2

KpbllwKa

3alWMTHbIN KOXYX

Cucrtema nogorpesa
naHenen (onuma)*

26.60.12.001.15580960 P3

[aHHbI MexaHU3M co06LLaeT ABKEHNE MOKaYNBaHMA LWeliKepy ¢
YyCTaHOB/IEHHbIM Ha HEM [epXaTefieM naHenei Ans annepreHos.
370 no3BonseT 06ecneynTb NOMHOE U paBHOMEPHOE CMayvnBaHue
MeMOpaHbl NaHenn Ans annepreHoB BHECEHHOM XUAKOCTbIO 1
NOCTOSAHHOE paBHOMEpPHOE nepemeLllnBaHne JaHHON XUAKOCTMW.

B aHanu3atope ycTaHOB/IEH BCTPOEHHbIN CKaHep WTPUX-KOAO0B,
KOTOPbI CYNTLIBAET LUITPUX-KOAbI C NPO6GUPOK C 06pasuamu,
NPoBePSIET UX NOMIOXKEHME BO BPEMSA YCTaHOBKM B fepXKaTenun ans
CTOeK B paboyeii 30He. [M03BONSAET NOC/E0BATENIbHO CYUMNTATb
WTPUX-KOAbI C 12-T NPO6UPOK B KaXKAOM U3 4-X fepxaTenen,
Mo3BonseT 04HOBPEMEHHO MCMNO/b30BaTh A0 48 NPobUpoK 4TA
npo6 013 mm mam 016 mm; oba Tna NPOBUPOK MOXKHO
MCMoNb30BaTh OLHOBPEMEHHO.

Cuctema nosunymoHunposaHus LED & SEN  nposepseTt
NpaBW/IbHOCTb YCTAHOBKW CTOEK  A/19 NPo6UpoK ¢ obpasuamu un
YKa3blBaeT MO/IOXKEHNS, KOTOPble OHW LO/MKHbI 3aHUMAaTb,

CBETOAMOAA.MU.

BaHHa AN 30HA0B nNpegHasHayeHa 415 NPOMbIBKM 30HA0B Kak
N3HYTPW, TaK U CHapYXW, a Tak Xe Ansa cbpoca oTpaboTaHHO
acnMpMpPOBaHHOM XNAKOCTW 30H4AMU.

MpeAHa3HayeH 419 He3aBUCMMOTO BEPTUKANbHOMO NepeMeLLeHus
ABYX 30HA0B 1 BMAEOKaMepPbl BbICOKOT0O paspelleHns Haf paboueit
30HOI ANa acnupaumm 1 BHECEHUS Npob, peakT!BOB, MOKOLLErO
pacTBopa B NaHenu AN afNepreHoB, a Tak Xe A4a1s CHATUA
n306paxkeHnii membpaH naHesen ¢ BbICOKMM paspelleHnem ans
nocneaytoueli 06paboTKM 1 aHanmsa.

Kpbiwka aHann3aTopa c yCTaHOB/IEHHbIM Ha Heil 3alnTHbIM
KOXXYXOM OTKpbIBaeT UM 3aKpbiBaeT A0CTYN K paboyeid 30He
AHanunsartopa. E& nonoxeHue OTKpPLITO UK 3aKpbITO
OTCNEeXWBaeTCA COOTBETCTBYIOLW UM [aTYNKOM.

YcTaHoB/EH Ha KpbllwKe aHanusatopa. Mpu 3aKpbITON KpbILLIKe
BbIMO/IHAET PO/b CBETO(MALTPA, NPefoTBpaLLas nonajaHme ceeTa
Ha 06pabaTbiBaEMble MaHENN U NPUMEHSEMbIE PEAKTUBDI.

CoKpalllaeT BpeMs 0XWAaHUS 418 YTEHNUs pe3ynbTaToB
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ll'l p MM e YaHHe - *puobpemaemcs 3a omoerbryl0 niamy.

3.2 KoMnaeKTalHusa NOCTaBKH MEAHIMHCKOIO HICNA NPeACTaBlIcHa Ha PucyHke 2.

- Q-STATION ELITE aproMarHucckuit aHann3arop, ocHOBHOH 6nox(«Das srl», Utanus) —
| wr.;

- cTo#ika ana npoGupok ¢ obpasuamu («Das srl», Hranua)- 4 mr.;

- noToK anx pearcHToB («Das srl», Hranus) — 1 mr.;

- apanTep s naxeneii (PROTIA Allergy-Q Artonnueckan nasens, PROTIA Allergy-Q 64
Pecniuparopnas nanens, PROTIA Allergy-Q 64 [Inmesas natens)(«Das srl», Hranua) - 1 wr.;

- ananrep ana naHenel (PROTIA Allergy-Q 96M nasens)(«Das srl», Hranna)- | m.;

- KOMALNEKT BHemHUX Tpy6ok («Das sri», Hranus)- | kommnexr;

- BHelRNe GaKK ¢ AaruMkaMH yposHs («Das sri», Hranusa)- 4 mr.;

- CD ¢ nporpaMMHEBIM oGecneucHneM(«Das srl», Uranua)- | wr.;

- USB- xa6ens {«Das srl», Htanan)- | wr.;

- xabenb RS-232 («Das srl», Uranna)- 1 mr.;

- cetesoii kaGens («Das srl», Hranus)- 1 wr.;

- racunpiit xmoy («Das srl», Hranua) - 1 mr.;

- pyKosoacTeo no akcnnyatauun(ProteomeTech Inc., Kopes)— 1 wr.

* raeyHbIH KTIOY NpeAHAa3Ha4eH U1 MOHTAXKA/ IeMOHTaXa OCHOBHOTO O/I0Ka OT

AEPeBIHHOrO TPAHCMIOPTHOTO NOAROHA,

3.30cHoBHBIe obecneunBacMble paboyune pexkBMbL 060py J0BaHHS:

- ynpasnenne 10 MeronaMe B Xofie 0aHOTO paboyero ceasca;

- onpeeneHNHe AepHOAOB HHKYyOaluu U o6beMa I 103WPORaHAS NPo6 H PEareHTOR;
- pasHbIC NEPHOAB HHRYOALMH IR KaXAOro METOAA;

- MPOCTHIE H OBICTPbIE HACTPOHKK AN HOBLIX NMPOTOKOJIOB;

- HacTpotika THIa 0OpabaThiBacMEIX MaHeNeH;

- 00paboTky H300pakeHusn;

- aBTOMATHYECKAA OLIeHKa pe3ybTaToB OOTTHHIA U COCTABICHME OTYETA.

3.4 Onucanue oTcek0s AHanmu3aTopa npeacrasieHo B [Ipunoxennu A.
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3.5 JKcnnyaTauMoOHHO-TEXHUYECKME XapaKTepnucTuku AHanmnsartopa npueegeHbl B Tabnuue 3.2.

Tabnunuyald2

HanmeHoBaHMe napameTtpa 3HayeHune, HopMa

1 2
B COOTBETCTBUW C MOHTaXHOI
CXeMoii 1 o6pasuamm-
3TafloHaMu; Hanmume fedeKToB
He AonyckaeTcs

BHELWHNIA BN, KAYECTBO MOHTaXa

HanpsxeHune nutaHus, ~ B: 220 + 10%

Pop Toka nepeMeHHbI 04HO(a3HbIN
UacToTa nutatoulen cetn, Iy 50 + 5%
MakcuManbHbIi TOK NoTpebneHuns, A, He 6onee 0,7
MoTpebnsiemas MOLWHOCTb, B*A, He 6onee 160

Bpems rotoBHOCTM K paboTe Nocne BKNOYEHUSA, MUH., He 5

6onee

Macca, Kr, He 6onee 81
FabapuTHble pasmepbl (4UHA, LWNMPUHA, BbICOTA), MM 800x630x720,£5%
Mpynna B 3aBUCMMOCTU OT MeXaHWYECKUX BO3L4ENCTBUIA 2

Bua KnMmaTtnyeckoro UCnosHeHns YXN 4.2

8 (c nocneayoWmnm

Bpemsi HenpepbIBHOI paboThl, 4, He 6onee
nepepbiBOM He MeHee 0,5 u)

KonnyecTBo 04HOBPEMEHHO UAEHTUPULUPYEMBIX NaHenei 48
YpoBeHb 3BYKOBOM MOLLHOCTU, ABa, He 6onee: 60
WNHTepdelic Ans CBA3M C KOMMbIOTEPOM USB2.0, RS232
MwuHUManbHbIA 06bEM 06pasLa 415 UccneoBaHWi, MK 50 nnm 100
EAvHULbI n3MepeHni ME/mn

KonnuectBo onpegensemMbix annepreH-cneympuyecknx Ige-
aHTuTen, ME/mn

0...2000

OkKoHuaHue Tabnuupl 3.2

2
AnnepreH-cneuyun( xuyeckui IgE
ME/mn IgE Knacc Konuuyectso
<0,15-0,34 0 He HaWpgeHo

KpuTepuu nHTepnpeTaLun nonyyeHHbIX pesynbTaTos 0,35-0,69 1 Manoe
0,70-3,49 2 YMmepeHHOe
3,50- 17,49 3 YMepeHHO

6onbwoe
17,50-49,99 4 Bonbwoe
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Bpems 0T 3arpy3ku npobbl B AHanM3atop 40 NoJiyyeHus
nepBoro pesynbTaTta 1a60paToOpHOro aHann3sa, MuH., He
6onee

Mpon3BoANTENbHOCTL (KONIMYECTBO PE3y/ibTaToB
nabopaTtopHOro aHann3a rotToBbIX K BannAaLnun, noayyaemoe
3a 0fMH Yac paboTbl aHanu3aTopa)

Bpemsa paboTbl 6e3 KannmbpoBKu

Jonyctumas norpewHocTsb npu gose 100 mkn, %, He 60nee
MMoBTOPAEMOCTb pe3ynbTaTos (N0 KO3MPUUNEHTY Bapualuu
CV), %, He 6onee

- NPV LO3UPOBAHWNN;

- npu 3abope

O6bEM MamsATM N0 KONNYECTBY U3MeEPEHUIA, He 6onee
Tpe60BaHNA KOHCTPYKTUBHOI COBMECTUMOCTU C

KOMMbIOTEPOM

AlMpuMmeyaHuns:

26.60.12.001.15580960 P3

50,00-99,99 5 OueHb
60nbLLOE

>100 6
OKCTpemasibHO

60/bLUOE

150

19

6 mecaues
1

01
0,3
Onpegenserca 06LeMOM
namaTN BHELLHEro
KOMMbtoTepa
no FOCT 22315-77
n rOCT 22316-77

| JonyCTuUMbIe OTKIOHEHUS pa3MepoB - cornacHo pabounm yepTedkam, FTOCT 24643-81,
FOCT 25346-2013 T OCT25347-2013 (He xy>ke 14-ro KBaunTeTa).

213roToBMTENb OCTaBNsieT 3a CO60I NPaBO M3MEHEHNS Ny T OYHEHMS MPUBEAEHHbIX B

Tabnue 3.2 xapakTepucTUK B COOTBETCTBUN C TPeboBaHNAMU KOHCTPYKTOPCKOIA

JOKYMEHT auni Ha KOHKPETHYIO MO,D.I/IdJI/IK&LI'I/IIO AHaqusaTopa.

3.6AHanun3aTtop ocHalaeTcsd nporpaMmmHblM obecnedyeHnem APEXSuite-A2.34.14-X1.37.01,
Knacc 6esonacHocTn A, Bepcus 2.34no FOCT P M3K 62304-2013, TOCT P 55544-2013 n FOCT
ISO 14971-2011, o6ecneymBaroLmmM ero paboTy B 3afB/IEHHbIX PEXMMax, COBMECTU.MbIM C
onepaunoHHbiMm cuctemamm Windows XP, Windows 7, Windows 10.

MporpammHoe obecneyveHne BbIMOAHAET PYHKLUN:

- KOHTPO/IS 3a/laHHbIX PEXXUMOB PabOThl;

- 0TOGpaXKeHUs COCTOAHMSA 1 MapameTpoB paboThl;

- BbIMONMHEHNA 3aaHHbIX aNnroOpuUTMOB;
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- AMarHOCTHKH paGoTocnocobHoCTH 06opyaoBaHna ¢ BulakcH coobluenuli;

- ONEPATHBHOTO YAPABJICHHA;

- PETHCTPAllUN aBAPHITHLIX COOLITHIA;

- popmupopanns 6a3pl JaHHBIX;

- popMHPOBAHHSA OTHETOB;

- H3MEHEHHA NapaMeTpoB yNpaBneHus, KoHGMrypruposaHua oGopyaoBaHHA.

Jna oroGpaxeHus nHGOPMaLHA HCMONL3YIOTCS BCIUIBIBAIOUIHE OKHA, TPCHAR!, IpadHKH
W3IMCHCHHA H3MEPASMBIX TEXHONOIHYECKHX [apaMeTPoB.

3.7 YcnoBua 3kcuTyaTalMi AHaIH3aTopa

3.7.1 Ananu3zarop npurosies ans pabothl B ycaoBHax Y XJI KIMMaTa KaTeropHH pasMemcHHA
42 no T'OCT 15150-69 n T'OCT 15543.1-89.

HonyckaeMbie TeMnepaTypa okpyxalomtef cpeaibl IPH KCNNYATAUHH: OT IMOC 4 no mwnoc 35
°C, OTHOCHTEALHAA BAAXHOCTD: He HIke 20% K ne ssnue 80% npu nmoc 25 °C, arochepHoe
aasnenue: ot 86 mo 106,7 «Ila.

3.7.2 Buicora naa yposHem mops: He Gonee 2 000 m.

3.7.3 Tun armocdeptl -1 no 'OCT 15150-69.

XapakTepHCTHKH OKpyxatoieli CpeASI B COACPXKAIMMKXCA B Helt adpozonelt: HETOKCHYHAA, HE
B3pHiBonokapoonacHad mo ['OCT 30852.0-2002, F'OCT 30852.19-2002, 4-ro kitacca OacCHOCTH 1O
rocCT 12.1.007-76.

3.7.4 AHaNH3ATOP CTOEK MPH BO3ACHCTBHH MeXaHHUECKHX $aKTopoB No rpynne A3Aenui 2 no
T'OCT P 50444-2020.

3.7.5ABaIH3aTOP COXPAHACT CBOH XapaKTSPHCTHKHA NPH BO3MEHCTBHY NOCTOAHHBIX
MATHHTHBIX DoneH WK NepeMEHHBIX Ionel ceTeBoll 4acToThl ¢ HANPMKCHHOCTHIO A0 400 A/M.

3.7.6 Ananu3aTop AONYCKAeTCA MPUMCHATD TONBKO ¢ XHMHUYECKHMH PEarcHTaMH H
BCTIOMOTATENHHBIMH NPHHALNEKHOCTIMHA, COBMECTHMEIMH ¢ €10 KOHCTpYKUHEHH.

3.7.7 HonycTHMBIH YTO HAKAOHA B MIOOYIO CTOPOHY BO BpeMA HCIONBL30BaHKA — He Gounee 5°,

3.7.8 AHaIM3aTOp NpH NISPEBO3KE B YIIAKOBKE H3NOTOBHTENA COXPaHACT CBOH CBOHCTBA nocne
BO3ACHCTBHA TPAHCTIOPTHOR TPACKH YacToTOM KomeGannit 2...3 T'i, yckopennem 30 M2

BHHMAHHE! Hcnoas3ogaine AHAIHIATOPS B WHMLIX YCTOBHAX CIHTACTCH

ero HCNWIL30BAHHCM He N0 HAIHAYCHHIO,

12
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3.8 DprosoMuyecKkHe ¥ ICTETHYCCKHE XAPAKTCPHCTHKH AHATH3ATOPA B LUEIOM COOTBETCTBYIOT
I'OCT 30.001-83, 'OCT 20.39.108-85, 'OCT P 56274-2014 n TOCT P EH 614-1-2003.

Bukmovarenn un nepekmosareny orseqaot Hopmam N'OCT 23000-78.

3.9 Oprann ynpasnienus Ananusaropa cHaGxkennl Haanucamu (cumsonamu) no M'OCT 24505-
80,’OCT PM3IK 60073-2000u"OCT P M3K 878-95,yxa3niBalotinMROOIaCTLYTIPABNEHNS.

Okpacka # BbGOp CHIHATBHBIX LIBETOB BHIOMHEHBI ¢ yueToM yKasanuii 'OCT 12.4.026-2015
u FOCT P 50267.0-92.

3.10 Y ananu3aTopa BpeAyCMOTPEHA HHANKALHA

- NONAKNIOYEHNS NKTAHNUS;

- BO3HHKHOBEHHA HEHCNIPABHOCTH;

- npnéMa JaHHbIX,

- FOTOBHOCTR K BBIMONHCHHUIO Onepauuii;

- OKOHYAaHHA ouepauui.

Ha o6opynoBaHny JaHb! Ha PYCCKOM A3bIKE YKa3aHHA, OTHOCAIIHECS:

« K OCHOBHGLIM COSANHEHHAM HJIN CBA3AHHBIM C 3THM acneKTam;

- K KHHAHKaUWH NOJO0XKEHHA OCHOBHOTO BHIKTIOYATENS «BKMOYCHO;

« X HATHYHIO BHICOKOTO HANPAMEHUS;

- X JaHHBIM HOMHHATBHOTO TOKA H XApaKTepPHCTHKAM NpEAOXpaHHTeNcH;

- K YCIOBHSIM OTKpLIBAHHA KOpRYyca.

3.11 OnexTpooGOpyI0BAHAE YCTAHOBNEHO B COOTBETCTBRY C TpeOOBAHHAMH
KOHCTPYKTOPCKOH JOKYMEHTALIHA ¥ CXeMOH 3nexTpuueckofl npuHuunuansioit no PAT 25 106.

3.12 KoHCTpyKUHA AHAIH3ATOPA BLINOAHEHA KOKTPO/iC- H PEMOHTONPHIOAHOR COTNacHo
I'OCT 23660-79, TOCT P 27.605-2013, TOCT 26656-8S, noctynnolt 0cCMOTPY H CHATHIO
COCTABHBIX YacTel, NOMLICKAIMUX 3aMEHe, H (IO Mepe HeoOXoAUMOCTH) UX caHHTapHo# ofpaboTxe.

PeMOHT OCYLIECTBARETCR B CEUHANAIHPOBAHHLIX OpraHH3alHAaX.

3.13Ananu3arop paspaGoTaH TaK, YTO €10 WEKTPOHHAR YaCTh MAKCHMANLHO
npucnocobnena K HCMoONL3IOBAHHIO aBTOMaTHYECKOR cOopKH.

AHanu3aTop COACPKHT MHHUMANLHOE YHCNIO YIEMEHTOB HacCTPOHKH 31EKTPORHON HacTH, HO
HE B yleps ero TeXHHYSCKHM NapaMeTpam.

3.14 [osepxHOCTH AHAMTH3ATOPA, BHITONHCHHBIC H3 HE KOPPO3HOHHO-CTORKHMX MaTepHANoB,
umeiot nokpsiTia no F'OCT 9.032-74, T'OCT 9.031-74, 'OCT 9.301-86 (xnacc ne uuxe I11) 1
I'OCT 9.104-2018 (rpynna ycnosnit 4). Metannnueckne H HEMETAUTHYECKHE HEOPraHHYECKHE
noxpbiTHaA cooTBercTBYIOT FOCT 9.301-86 B I'OCT 9.303-84.

3.15 MokasatenH HaaEKHOCTH AHAMH3IaTOpa
13
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3.15.1 Cpennsas napaGoTka AHanIH3aTOpa Ha OTKA3 COCTaBARET He MeHee 800 u.

OTKa3oM AHATH3aTOpa ABAACTCA HapymieHHe ero paboTocnocobHOro COCTOARMUA, CBA3AHHOE
¢ oTka3oM Mmobo# cocTaBHO# yacTH, nosaeKIiee 3a cobol OTKAOHEHHE NIapaMEeTPOB 32 3asBICHHEIE
NpeAenbl, €CNH NPH STOM IS BOCCTaHOBNIEHNA paboTOCNOCOGHOrO COCTOSHHA HEODXOAHMO
3aMEHHTD KK OTPEMOHTHPOBATH KaKy10-TH60 COCTaBHYIO 4acTh.

3.15.2 Cpeanee BpeMa BOCCTaHOBACHHA paboTOCIOCOOHOTO COCTOAHHA NPH 3ametHe
HeHcnpasHOH NeTanH (3NeMeHTa) Ha UCTIPABHOE NOMKHO ObiTh He Gonee 2 yacos.

TTpoROAXHTENLHOCTD €XEAHEBHOrO TEXHHYECKOro obcnyxnsanua ~ He Gonee 1 4,
exeMeca4Horo — ve 6onee 5 4, roaosoro — He Goaee 10 u.

3.15.3 Cpeannit cpok ciyx6ui AHann3aTopa — S ner.

Kputepuem npeaenbnoro coCTOARNA CUHTARETCS TEXHHKO-3XOHOMHYECKas Hellenecoo0pasHOCTD
BOCCTAHOBJICHHR XapPAKTEPHCTHK.

3.15.4 KoadpuumeHT TeXHNUECKOTO HCNONB30BaHRA AHanu3aTopa — He MeHee 0,90.

Crenenb rotosHOCTH — He Huxe 0,99 no M'OCT 27.002-2015.

3.15.5 MNMpuMenseMbic B KOHCTPYKIIHH COCTABHBIC UaCTH, YCTpO#icTBa, annapathl 1 npubopnl
MMEIOT HA MOMEHT YCTaHOBKH B AHAIH3ATOP OCTATOMHMN Cpok cnyxObl He MeHee ero
rapaHTHHHONO CPOKa IKCNAYATALHH.

3.15.6 ITporpammHoe obecneyenne AHanuzatopa o61anaeT:

« TOMEXOYCTOHUHBOCTBIO, T. €. HCKIIOYAET BO3MOXKHOCTH 3aUMKIHBAHHA W NONAJAHHA B
TYNHKOBbIE CHTYAUHH, CNOCOOHOCTHIO NpaBHABHO GYHKLIHOHHPOBATD NpH c00AX, OTKA3aX HacTH
BLIMHCIIHTENBHBIX CPEACTB, OKUOKAX MepcoHaa, a Taioke obecne4ynBacT aBTOMATHYCCKIMH
nepe3anyck NpH BOCCTAHOBNCHHH CKTPHYUCCKOTO THTAHHA MOCe OTKMo4YeRNuA 6¢3 BhiAauH
NOXHBIX CHTHANOB Y YNPaBIMIOWHX BO3ACHCTBHA;

- OpicTpoaeiicrauem, T. €. MHHHMANLHEIM BpeMEHEM Niepe3anycka, peakiuii Ha BHEIIHNE
cOOBITHA, MHHHMARLHOM NOTepe#t BpEMEHH Ha 3AIMUTY AaHHbIX;

- JaNTHBHOCTBIO H NMEPCNEKTHBON Pa3BUTHA, T. €. NPOCTOTOR NPHCNOCOOACHHUA NPOrpaMM K
M3MEHEHHAM UMY PacIIHPEHHAM 3aJ1a4 Nnob3oBaTens §e3 yxyaeHna ApyriHx noxasarenei.

3.16 Koncrpykuns Ananuzaropa npuroaHa k aesuHexuns, obecneynpaer cTox
OOMBIBOMHBIX XKUAKOCTER; XONNHECTBO Na30B H BLICTYNOB, CNOCOOCTBYIOIMHX CKOMLACHHIO
3arpasHenuit IR GHONOTHYECKUX KKAKOCTEH (TT0Ta), MUHKMANBHO.

B xoHCTpYKUHH AHaNH33TOPa OTCYTCTBYIOT HENPOMBIBAEMbIE MECTa, IEPETOPOIKH, Pe3KHe
CYXEHHS NONCPEYHOTO CEYCHHA U APYTHE HEROCTYNHBIE MECTA.

3.17 MNareRTHAA YHCTOTA HA METOAB HITOTOBICHUR H KOHCTPYKTHBHBIC pelleHMA obectieueHa

8 otHoweHuu Poceulickoit Gemepauny 1 cTpaH, KyAa BOIMOXKHA NMOCTaBKa AHANNW3ATOPA, a TaKKe
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nepeaa4a TexHnueckoit, HHGOPMALKOHHON | APYTON NOKYMECHTaLINK.

Ob6nagalolias KOMMEPUYCCKHM NOTEHLIMANIOM COBMECTHAN HHTENNEKTYATbHAA COGCTBEHHOCTD,
NOJyMeHHas B X0A¢e pabotbl, Z0MKHA OBITH 3AUHIICHA B COOTBETCTBHH € POCCHECKHM H
MEXIAYHAPOMHLIM 3aKOHOAATEALCTBOM.

3.18 Kopnyc Axans3aropa HMeeT rI1agKyio OAHOPOARYIO H OAHOIBETHYIO HaPYKHYIO
NOBEPXHOCTD, 6¢3 3ayceHIeB, TPeLMH, NATEH, 3arPA3HEHAN, HapaniH, CCIOB KOPPO3HH, PAKOBHHN,
BMATHH K CKOJIOB, COOTBETCTBYIOMYIO YTBEPAACHHRIM 00pa3iiaM-3TaIOHaM.

3.19 Hcnons3yembie MaTepHANK AONYLICHB K MPUMEHEHHIO B H3AENHAX MEAHLINHCKOH
TEXHHKH OpraHaMH u yupexacHHaMu Pocinpasnansopa.

Marepuanl 061a2a10T COBMECTHMOCTBIO € GHONOTHYECKHMH KHAKOCTAMH,

3.20 IMo cornacoBannio ¢ 3aKa34YHKOM AONYCKACTCA H3IrOTaBINBATh AHANH3ATOP ¢ 1ONOAHH-
TENbHBIMH TPeOOBAHUAMH PEABABIAEMBIMH K COCTAaBY, KOMIUIEKTALMH H paboyuuM napaMeTpam, o
4&M JOJDKHO OBITh YKA3aHO B 3aKa3e.

- 3.21.AHanm3arop MpoIleA HCNBITAHMA (TPOTOKON HCNBLITAHHA B UPHIOKCHHH) M
cootsercTyeT TpeGopanmam T'OCT P MOIK 61326-2-6-2014 x nomexoycTofiunBocTH H

NEKTPOMArHUTHOHA IMHCCHH, NPHBEACHHLIM B HACTOAUICM CTaHAApTe.

- AHanu3aTop CKOHCTPYHPOBaH H HCIIKTaH B cOOTBCTCTBHM ¢ TpeSopanwsamu CUCIIP 11
(xnacc A). B Xuneix 30H2X OH MOXET CO3AaBaTh PAAHONOMEXH, H B 3ToM cayyace [lonb3osaremo
cneayeT NPHHATL MEPHl MO CHHKEHHIO YPOBHA MOMeX", €CH 3NCKTPOMArHHTHAA IMHCCHN
COOTBETCTBYET K/accy A.

- Tonp3oBatenio cneayeT NPOBECTH OLUCHKY IMEKTpoMarHHTHON o6cTanoBkn nepen

HavyajJoM UCnoNe30BaHHA aHANH3ATOpA.

- He mncnonw3ylite ananu3atop BOJN3M HCTOMHHKOB CHABHOCO 3NEKTPOMArHATHOIO
H3nydeHus (HanpHUMeEp, HEIKPAHHPOBAHHBIX MPECAHAMEPEHHBIX HCTOUHHKOB PaAMOYaCTOTHOrO
H3NYUCHKA), TOCKOALKY OHH MOT'YT HapyLIHTH €10 HOPMAaNbHOES QYHKIIHOHHPOBaHHE.

— B cayuae HeoGxoaumoctu paGoThl aHanu3aTopa pPRAOM ¢ MOIIHBIMH HCTOYHHKAMM
INEeXTPOMArHHTHOR dImHccHH, aubo ¢ obopynosanneM, HMelOmMHM KpaliHe Mmanyio
NIOMEXO0YCTONYHBOCT, MPHMEHARTE CAEAYIOLINE BOIMOXKHLIC MEPRL:

— - 3aLIUTY BPEMEHEM;
- =« 33LIATY PACCTOARNEM;

— = YMCHbLIUICHHC MApPaMCTPOB HINYUCHHA B CAMOM HCTOYHHKE HIRYUCHHA;
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- - pauMoHanbHOE paMelleHne obopyaoBans B JaGOpaToOpHH ¢ YETOM HHAMBAZYANBHBIX
XaPaKTEPHCTHK  KaKA0H eadnuusl  o0OpyZOBaHH® B 4acTH NOMEXOYCTOHYMBOCTH H
INEKTPOMATHHTHOH IMHCCHH,

~ - pallHOHANbHbIE PEXHMB] IKCIINyaTaUNH YCTAaHOBOK H paloTht nepconana nabopaTtopum;

= BBIACICHHE 30H H3NYYCHHA.

BHHUMAHHE!
He aomycxaerca yasneHne RACHTHOHKAMNOHHLIX TACIHYEK ¢ AHAIHIATOPA: HR HUX
saHecéH 3aBOACKOH HOMED | APYras NOACIHAR HHPOPMALINS,
HiMeticHNS H NEPeCTPOCHEN AHATHIATOPA CO CTOPOHDLI TONbIOBATENSN, He

COTAACOBAANHBIC ¢ NPONIBOARTONCM, HCAOTTYCTHMbBI.

4 OCHOBHBIE MEPHI BE3OITACHOCTH

4.1 Anann3arop oteeuaeT TpeGopanuaM 6e30MaCHOCTH NPU NPHMEHEHHH B LCAX,
ONpeAcNCHHBIX HACTORWRM PyKOBOACTBOM.

Konctpyxuus ofecneunBact HaaexKHOCTL H 6€30NaCHOCTD €10 IKCIUTYaTallni B TEUEHKE
YCTAHOBJICHHOTO CPOKa CAYAOM H NPeAyCMATPHBACT BOIMOXKHOCTD NMPOBEACHHA TEXHHYCCKOTO
o0cayXHBaAHNA, CARHTAPHOR OYHCTKH, PEMOHTA H KCILTYaTAllHOHHOTO KOHTPONA.

4.2 [1pn noaroToBke K paboTe U IKCILTyaTalWH AHATH3IATOPA JOMKHE! COOMOAATLCR MEPhI
6€30NaCHOCTH, OXpanbl TPy B OXPaHB! OXpYXalotiieil Cpe/ibl, YKa3aHHLIE B HaCTOAIICM
PyxopoacTse 1 PyxosoacTee no sxcnunyatanuu naneneli «<PROTIA».

4.3 YkasaHHa Mep GesonacHocTi

4.3.]1 Aranu3aTop OTBE4ACT HOPMaM KOHCTPYKTHBHOHK K dneKTpHueckoit GezonacHocTi no
IOCT IEC 60065-2013, TOCT P UCO/TO 16142-2008, 'OCT P 50267.0-92 (no wiaccy I, Tany
B), FOCT P 52770-2016, T'OCT IEC 61010-1-2014, T'OCT 1IEC 61010-2-081-2013, T'OCT [EC
61010-2-101-2013, FOCT IEC 60950-1-2014.

4.3.2 Cerepoit xabenn B yacTu 2neKkTpoGesonacHoctH coorsercrayer 'OCT P 50267.0-92.

Jnuna cereBoro kabens — ne Menee 0,5 M,

16

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




@ ProteomeTech Inc. 26.60.12.001.15580960 P

4.3.3 Temneparypa vactelt AHanH3aTOpa, AOCTYNHBIX ANA NPHKAcaHHA 6e3 HCMONL3IOBAHHSA
HHCTPYMCHTA, NPH HOPMAILHON IKCNAYATAUHK | NPH TEMICPATYPE OXpYkalowiel cpeabl OT MIIoC
4 no nmoc 35 °C ne npessimaer natoc 41 °C s coorsercreun ¢ N'OCT P 50444-2020.

4.3.4 CaHNTapHO-TUIrHEHHYECKHE TPCOOBAHHS K AHANK3ATOPY 06SCNCUCHK COrIacHO
«EAMHBIM CRHHTAPHO-INHACMHONOTHYECKHM H THIHCHHYECKHM TPeGOBAHKAM K TOBApaAM,
NOIJICHKAIUHM CAHUTAPHO-INHACMHONOTHUCCKOMY HAZ30pPY (KOHTpOMO)» oT 28 Man 2010 r. Ne 299,
rnasa 11, pasgen 18.Marepranss Anann3aropa He OKa3bIBAIOT pa3apakaloLIero, TOKCHYHOTO K
ceHcHOUAN3HpYtomero AeHcTBui; NOTCHUHANBHO ONACHBIE HITYIEHAR OTCYTCTBYIOT,

4.3.5 KoHcTpyKillia AHanH3aTOpa HCKNIOYAET BEPOSTHOCTE KOHTAKTA ¢ OTXOJaMH K
BO3MOXHOCTS HHOHIIHPOBAHKHSA ONEPATOPA, a TaAKXKe NpenoTspaiiiaetT Guonoruyeckoe
3arpA3HCHHE.

@

l Tpumevanue — Bo epeums ucnonviosanus omcymemseyem KOHMaKkm peazenmos u

6uonozuvecro20 Mamepuana ¢ KOXNCel 4e106exa Ut Opy2uvu Op2aRaMu, nosmomy Hem

HeobxoouMocmu nposoduma MOKCUKOR02UNECKUE U CaRumMaprbie ucnbimarun.

4.3.5Anann3arop orsedaer TpeGOBAHHAM EKTPOMarHUTHON copMecTiMocTH no TOCT P
M3K 61326-1-2014, TOCT P M3K 61326-2-6-2014, T'OCT P M3K 60601-1-2-2014 u TOCT P
51318.11-2006 (no xknaccy A, rpynne 1), a Taioke F'OCT IEC 61000-3-2-2017 (no knaccy A) H
I'OCT IEC 61000-3-3-2015,

4.3.6 KoHCTpYKIUMA COCTABHLIX 4acTeH AHANNM3ATOPa HCKITIOYAET BEPOATHOCTD NOPE308B H
TPaBM NPH €r0 HCNONbL30BAHHK H PEMOHTE.

B Ananu3sarope He HMCETCA AOCTYNHEIX METAUIMHECKHX vacTel, raTbBARHYECKH CBA3AHHbBIX
€ UCTOYHHUKOM NUTAHHA.

4.3.7 KoHcTpyKuMs yNpapAsiOWMX dMEKTPOHHBIX YCTPOHCTB HCKIOMaeT:

= HE NPEAYCMOTPEHHOE H3IMEHEHHE PabouHX PeXAMOB;

- HanKuHe ownGok npn pabote;

« HATHYHE CHCTEMATHYECKHX cloeB.

AnexTpoobopyaoBaHne AHAIH3ATOPa YCTOHUHBO XK KOPOTKOMY 3aMbIKAHHIO H X0N0OCTOMY XORY.

4.3.8 Tpeboeanns K 3nexTpoGe3onacHoCTH (CONPOTHBICHHIO, IPOYHOCTH HIONALMH,
3a3EMJICHHIO W MTOJTHOMY CONPOTHBNEHHUIO) oGecneveHn cornacko FOCT P 50444-2020.

JonycTHMBIC OTKIOHCHHA NHTaloero Hanpaxedus: 322 B no FOCT P 50444-2020.

4.3.9 DxBuBaneHTHLIN ypoBeHb 3ByKa MpH pabore AHann3atTopa He npesbiiaet 60 nb B
coorsercreul ¢ FOCT 12.1.003-2014. Meroast pacyera —- no I'OCT 30530-97.
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VYposeHs sBubpanuu npu pabore AHannsaTopa He npesbimaet HopM 'OCT 12.1.012-2004.

4,3.10CTenens 3ammMTH anekTpoobopyaoBaus — He Huxke 1P21 no FOCT 14254-2015.

4.3.11 lNporpaMmHoe obecneyenne AHAIH3ATOPa HMEET 3allIMTY OT HECAHKLHOBHPOBAHHOID
KOHGUIyprpOBaHHA TPETHHMH JIHLAMH (33ILUTA NaposieM, KOAMPOBAHHE, pa3rpaHH4EHHE A0CTYNA)
no FOCT P 50739-95 u FTOCT P 52069.0-2013, a Taoxe 3ali4TY OT HEKOPPEKTHOTO
HCHONMb30BaHUA GyHKUMi U BBOAA HEAOMYCTHMBIX AAHHBIX.

HexmoueHo BOSHHKHOBEHHE CHTYALHH, IPH KOTOPO#H CYILECTBYET BO3MOXHOCTD MONYYHTH
AOCTYN K PYHKUAAM AHATH3ATOPA, MHHYS ABTOPH3ALMIO.

4.3.12 TpeGosanua k noxapHoii GezonacHocTd AHann3aropa — cornacHo 'OCT IEC 60065-
2013 u «TexnuueckoMy pernaMeHTy o TpeboBanrax noxapHoit 6ezonacioctu» TP P® 005/2008
(®enepansuniit 3axon Poccuitckolt ®enepauun Ne 123-03 ot 22.07.2008).

BepoATHOCTb BOIHHKHOBEHHS noxapa B (0T) Ananulatopa cocrannser Gonee 107° B pacuere
Ha OJIHO H3MCJHE B MOA1.

4.3.13 DnexkTprueckan cXxeMa HCKIIOYACT BOZMOKHOCTD CAMONIPOH3BONBHONO BKAIOYCHHA,
OTKMOYEHUA B H3IMEHEHUA PCHKHMOB PaboThl AHANIH3ATOPA; NOTHOEC HIH YaCTHYHOC MPEKPAlliCHHE
IHEProcHabXkeHHs U nocaeylomee BOCCTAHOBICHHE He NPHBOANT K BO3HHKHOBEHHIO OTIACHBIX
CHTYaUH#, B T. 9. K CAMONPOH3BONBHOMY NYCKY.

4.4 Ipu 3kcnnyaTaiui AHANH3aTOpa ACMKHEI OBITH obecnevucH

- NEPROAHUCCKRH KOHTPOMDL 38 HHM;

- CBOEBPEMCHHOE BHINONHEHHE perlaMeHTa MPOPHIAKTHKH H PEMOHTA;

- BHTIONIHEHHE TpeOoBaHKH N0 6€30NMaCHOMY PAIMEUICHHUIO.

4.5 KpoMe tpeGoBannit Hacrosmiero PykoBoacTsa Bo BpeMs IKCILTYaTallii AHanH3aTopa
HeoGxoauMo cobmoaaTs TpeboBaHHE HAYYHO-TEXHHUCCKHX AOKYMCHTOB 3aBOJIOB —
M3roToBHTENEH ero anexTpoTexHH4eckoro obopyaoRanHa H yCTpoHCTB.

4.6 PeMOHT AHANH3ATOPA JOIKCH NPON3BOANTECA MPEANPHATHEM~-HITOTOBHTEIEM HITH
ynonHoMoyenHo# uM oprann3auueil. CaMOCTOSTENEHOS YCTPaHEHHE HeHcnpasHoctel (Kpome
pernaMeHTHpPOBAHHBIX B HacTOAIeM PyKOBOACTBE) H HCTIOMHEHHE PEMOHTHEIX H PeryTHPOBOMHBIX
paboT He AomycKaeTca, JanpellaeTcs HIMEHATh KOHCTPYKIHIO AHAMU3ATOPA BHE 3aBORCKUX
YCIIOBHHA.

4.7 3anpeiaeTcs HCNONB30BAHAC AHAIU3ATOPA B C/IyYae ero HeCOOTBETCTBUA NMACNOPTaM
NpeANpPHATHA-HITOTOBHTENS, @ TAKXKE TPeOOBaHHAM HOPMATHBHOH K TEXHRIECKOR AOKYMCHTAUWH.

4.8 3anpeiaercs HCNONB30BATL HHEIE NaHeNH, HexeTH «PROTIA».

A\ ,

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




@ ProteomeTech inc. 26.60.12.001.15580960 P>

NPEAYNPEXAEHHE!

Ipyu HapyweHHH HOPM H NPaBUA SKCIyaTaltui, Tpebosanuit Mep 6¢30NaCHOCTH, YCTAHOBIEHHBIX
B HacTosuem PyxoBoacTee, faxe ecnn HapylieHHe ObUtO €AMHHYHBIM H OTHOCHIIOCH TONLKO K
ORHOMY 43 YCTAHORNECHHBIX TPeGOBAHNH, IPABAN H HOPM, NPEANPHATHE-HITOTOBHTENb H
npoAaBell, He3aBUCHMO OT CPOXOB NPHOOPETCHUR M UTHTENILHOCTH IKCIUTYaTaUWK AHanH3aTopa.
He HecyT Kako# Obl TO HH GbLNO OTBETCTBEHHOCTH 33 €70 Ka4ecTBO H TEXHHYECKOE COCTOANKE, a
TaKxe 3a Mobble NOCACACTBAA, HACTYNHBIINE NPH MOHTAXE H/HAH NPH NOAroTOBKE K
IKCINyaTaluy W/HIH B poOLIecce 3XCILTyaTallui AHANH3aTOpa, B TOM HHC/C NOBACKWINE
HaHecerue yuepGa 320poBbIO H KH3HH NtoelH, yuiepba okpyxatomie#i cpeae u cpelie OOHTaHHS

4eJ0BCKa

SATIPEHIAETCH >xcnayaTauing AHRIHIATOpA:

- npi oOHAPYKEHHH MEXAHNYCCKHX H HHLIX MOBpeXAcHUN KoMILIeKTYIOmNX Hixeanil,
ICKTPONPOBOAKH H YCTPOHCTB KOMMYTAUNH;
- NIPH NOBPERACHHIX KOHCTPYKTHBHBLIX VieMeHTOB ofopyaosanus.

SAMNPEMIAETCA suinoanenne RaJAL0THLIX, PCMOHTHBIX # ToMY nonobnupix pabor
NPH BRADICHROM MekTpoolopyaosaurn,

A\

BHHMAHHE! Hecobmonenne yTHX H ApYTHX Mep 6e30BaCHOCTH H NPEAOCTOPORHOCTH,
YKAa3aHHLIX B HacTonmeM PyxoBoAcTBe MOXET CO3AATH ONIACHOCTS AN KH3HH U 320POBLS
noAbIOBATENAR, CTATL NPHIRHON BOIANKROBCHHA ABAPHIEHLIX CHTYaLNH,

5 TPAHCTIOPTHPOBAHHE

5.1 TpeGosanus k rpancnopthposatuio — no 'OCT 23216-78 u 'OCT P 51908-2002.

{lepea TpaHcOpTHPOBAHHEM ARAIH3ATOPA CCAYET YOSAHTLCH B NONHOTE KOMIJICKTALHN H B
OTCYTCTBHH Hapyuiexnit B ynakoske (Pucynok 2).

5.2 TpancnopTupoBaHHC AHANTH3ATOPA AOMIKHL! OCYIIECTBIATH NEPEBOIUHKY,
CNCHHANIMIHPYIOLIMECA HA IEPEBO3KE COOTBETCTBYIOIHX IPY30B W HMCIOWHE HaLICKaLHE
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SHNEH3NH (pPa3penICHHA) B ONBIT NEPEBO3OK.

5.3 OtnpaBka AHANH3aTOPA NMPOH3IBOAUTCA B TPAHCIIOPTHON Tape MOOBIM KPbITHIM
TPAHCTIOPTHBIM CPEACTBOM ¢ ofecneyeHHEM 3alIHTE! OT BO3ACHCTBHA aTMOCGEPHEIX OCATKOB H
TyMaHa, B TOM YHCJIE IpeyCMaTPHBAIOTCA:

- NpsAIMBIE NEPEBO3KH ABTOMOGHNBLHBIM TPAHCTIOPTOM Ha paccrosnue 1o 1 000 kM no aoporam
¢ acansTOBLIM HAH GETOHHBIM NOKPEITHEM (IOPOTH NeppoH kaTerophu) 63 orpanyenuii
CKOPOCTH HJIH CO CKOPOCTBIO A0 40 KM/ Ha paccToaHue 10 250 KM N SYABDKHEIM HAH [PYHTOBBIM
AoporaM (IoporH BTOPOii H TpeTbeit KaTeropHH);

- CMEIIAHHBIE NEPEBOIKH KENEIHOROPOKHEIM, BOIAYIIHLIM (B OTANIHBAEMEIX
repMETH3HPOBaKHBIX OTCEKAX ), pe4HBIMH BHAAMH TPAHCTIOPTa, B COMECTAHHH HX MEXay coboii,
aBTOMOCH/IBHBIM TPAHCTIOPTOM, 8 TAKXKE NEPEROIKH MOPCKHM TPAHCTIOPTOM.

e ms  pas s 108

"

e D

Pucynok 2

5.4 Ycnosua nepepo3kyn AHANH3aTOPa B 4aCTH BO3ACHCTBHA KIMMaTHUYCCKHX HaKTOPOB
AomxHb coorsercTBoBarh rpymne 2 (C) no 'OCT 15150-69, B uacTé Bo3aeHCTBHA MEXBHHYECKHX
¢axropos — rpynne X no 'OCT 23216-78.

5.5 Morpyska u pasrpy3ka AHanIH3aTOpa AONAKHA pou3BomuTrea no F'OCT 12,3.009-76.

Paimeutenne H kpenaeHKE TapHl B TPAHCIOPTHBIX CPEACTBAX JOKHO ofecneunsarn e&
20

& 000 LHPMM (& INFO@CIRMI.RU @WWW.GUSZI]RAVNADZUT!]!U



@ ProteomeTech inc. 26.60.12.001.15580960 P2

YCTOHYHBOE MONOKEHHE, HCKIOYATh BO3MOXKHOCTD CMEILICHHA H YAapOB HX APYT O RPYra, O CTCHKH
TPaHCNOPTHOH Taphl M TPAHCMOPTHLIX CPCACTB.

5.6 3anpemaerca wrabenHpoBaHHe SMKKOB NPH TPAHCNIOPTHPOBAHWH KM PaCNIONOKEHHE Ha
HHX IOCTOPOHHUX TPY30B.

5.7 TemnepaTypa NpH TPAHCIOPTHPOBKE NOMKHA ObITh B npeaenax ot muoc 4 a0 mitoc 60 °C,
OTHOCHTENLHAA BNAKHOCTD: 0T 20 a0 80%, atMocdeproe sanenue: 86...106 xIla.

6 TPEBOBAHHA K PASMEILIEHHIO

6.1 PaamemeHye AHATH3aTOPa A0IKHO OCYIIESCTBAATHCA € YUETOM TEXHHYECKHX NAHHEIX H
napaMeTpoB 6e30nNacHOCTH, YKa3aHHEIX B TEXHHYECKOH AOKYMCHTALIHH.

Ycnosna xpaneHus — no rpynne 1 (JI) cornacio 'OCT 15150-69.

6.2 XpaHeHHe AHANH3ATOPA OCYIIECTRAIOT B 3aKPHITHIX XOPOIIO BEHTHIMPYEMBIX
MOMEWEHHAX B YCNOBUAX, HCKIIOYAIOUMX KOHACHCALMIO Bari, BO3ACHCTBHE NMPAMBIX COMHEUHLIX
ny4e#i B arpecCHBHBIX Cpel (MBUIH, NIAPOB KHCIOT M LIENOYei, a TaKKe ra3’oB, BhI3LIBAIOIHX
KOPPO3HIO).

Temneparypa npH XpaHeHHH A0MKHA OMTh B Npeaenax ot mmoc 4 a0 iwmoc 60 °C,
OTHOCHTENbHAA BAAKHOCTD: 0T 20 10 80%, atMocdepHoe aaBnenne: 86...106 klla.

6.3 PaccTrosHue OT YNaKoBKH, PasMElICHHONH Ha cTennakax, A0 moboro npeaMera (Bsnovas
CTeHB! H MO XPaHH/KLIA) ACDKHO OhITh He MeHee (0,1 M, paccTosHue 10 Gmmxalimero
OTOMHTENLHOIO NpHOOpa KOMKHO OBITH He MeHee 1,0 M.

6.4. AHaNU3aTOp, TPAHCROPTHPOBAHHE, KCMONL3OBAHKE H PEMOHT KOTOPOTO HE NIAHAPYETCH
B TeyeHHe 3—30 cyT., AomkeH ObITL NOCTABNCH HA KPAaTKOBPEMEHHOE XPaHEHHKE, 8 TIPH
npooNkuTeNsHOCTH Gonee 30 cyT. — Ha noaroBpeMenHoe xpancHue ([Tpunoxenne E).

6.5 Ceenenus 0 XpaHeHHH AHANM3ATOPOB 3XCILTYATHPYIOIHE OPraHH3alMH JOMKHbI
dukcuposath B opMynspe (Nacnopre), HAXOAKINEMCA B COCTaBE AOKYMEHTOB NO 3KCILTYaTalMH, B
KOTOPOM YKa3blBalOT HHBEHTApHBI HOMEP, KOMIUICKTHOCTR, ATy Hayana H CHATHA ¢ XpaHeHHS.

6.6 KoHTpOAH TEXHHYECKOro COCTOSHHA H COXPAHHOCTH AHANH33TOPOB AONKEH
OCYLIECTBATLCA HE PeXe OHOTO pa3a B Mecsll NPH KPaTKOBPEMEHHOM XPaHCHHH H OJHOrO pasa B
3 Mec. NpH AOJITOBPEMEHHOM XPAHCHRH.
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7 CBOPKA H IIOAT'OTOBKA K SKCIUIYATALIHH

7.1 Ipu pacnakopke AHanu3aTopa Heo6xomuMo H3Beus 4PUKCUpYIOIMEX BHHTa Mo3. | ¥ 2,
nokasaHHex Ha Pucysxe 3 (o nBa Ha Kaxa0# cTOpOHE), ¢ MOMOLIBIO KOTOPHIX OH KPETIHTCRK K
OCHOBAHHIO fICPEBAHHOTO AUIHKA. 3aTeM NMOCTaBHTL NMpubop Ha paGounii cron.

Prcyuox 3

Jlanee caenyer n3sneds BAHTH N03. 3 H 4 (PHCYHOK 4) H COOTBETCTBYIOIHE aHKEPHLIE
kpormrreifasl. Chare Z-o6pasnutt Gnounsii aepxarens nos. 5.

Pucynox 4
Ecnu nuH3a 3aKphbiTa KOAMAaYKoM no3. 6 — cHATh ero (PucyHok 5).
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Pucynok 5
7.2 INocne npaBunbHOIM YCTAHOBKH AHATH3ATOPA HA MECTE, HEOOXOANMO H3BNEYDL 4pYUKH ANA

TPAHCNOPTHPOBKH H BCTABHTL B OTBEPCTHA JUIA Py4ek ANA TPAHCMIOPTHPOBKH 4 TIPO3PaUHBIX
TUIACTHKOBBIX 3arTyiku (n03.8,9 PucyHka 6),no ase ¢ kaxao# croponss npnGopa.

8. 9

Pucyuok 6

BHHUMAHHE!
B cayqae ecan AHRAHIATOP yxke 6uia B ynoTpebaennu, ueobxoanmo nposeputs,
410611 Ha HEM 6bisIa NPRKPeNIeHa AeKIAPALHS O ASKOHTAMHHANNH COIVIACHO

Mpuaoxennio b.

@
l Ilpumeuanne - Pexomendyemca ne antbpacuieams nycmoti mpancnopmmbutii RUUK,
Komopbili Modcem nompebogantbcf 0an 6yOyuieii mpancnopmuposKu, XpaHenus u m. 0.

7.3 Jlanee cneayer yGeauThea B NONHOTE KOMIUICKTAUMH AHaNIH3aTOpa.

B cocras BOCTaBKM AOKHEL BXOJUTS!

- Q-STATION ELITE aBroMaTHuecKkui aHanu3aTop, OCHOBHOM 610X — 1 wT.;

- cToliKa uig npobupok ¢ obpasnamu — 4 wit.;

- NOTOK 1A peareHTos ~ 1 mIr.;

- anantep anst nauenelt PROTIA Allergy-Q Aronuueckas nanens, PROTIA Allergy-Q 64
PecnuparopHas narens, PROTIA Allergy-Q 64 [Tunzesas naxvens — 1 mr.;

- ananrep ang nanencit PROTIA Allergy-Q 96M nawens - 1 wr.;

- KOMIUICKT BHCIIHHX TPYGOK — | KOMIUIEKT;

- BHCIINHE 6aK® ¢ AaTYAKAMHA YPOBHA - 4 WIT.;

- CD ¢ nporpaMMubiM ofecrieuensieM~ | mT.;
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- USB- xabent— 1 wit.;
- xabenp RS-232~ | mit.;
- cerepoii xabeab ~ 1 wr.;
- racyHbil xmoy- ] IsT.;
- PYXOBOACTBO NO 3KCNNyaTaluK— 1 wWrT.
7.4 Tpu cGopke ABanusatopa ¢ uensio obecnetieHna Mep 6e30NacHOCTH 3anpeuaeTcs:
- MPHCTYNATD K paboTe, HE H3YUHB ICITYATAUHOHHYIO NOKYMEHTALIHIO;
- IPHCTYNaTh K paboTte 6e3 NpoBepKH TEXHHYECKOTO COCTOAHHUS YIEMEHTOB AHATH3ATOPA, o
anexTpokabenedl M ycTpoicTs ynpasieHuns;
- HCTIONB30BATH HE MPEAYCMOTPEHHBIE B KOHCTPYKUHH IEMEHTHI, TPHHALICKHOCTH,
HHCTPYMEHRT H YCTPOHCTBa.
7.5 YcTaHoBKY ARAIH3ATOPa B 3HMHEE BPEeMA CEAYET NPOM3BOAHTL TONBKO NOC/E BHACPKKH
B HEpacnakoOBaHHOM BH/IE B 3aKPHITOM OTASUTHBAEMOM MOMCIICHKH He MCHee 4 4acoB.
7.6 2neKTPOMOHTAX AHANH3ATOPA NPOH3IBOAHTCA COTJIACHO CKTPHUCCKOM
NPHHUKNHATLHOK CXeMe.
Be3onacHOCTL MOHTaXA MCKTPOOCOPYAOBAHHSA H KOMILIEKTYIOUMX H3ACAUNA AomKHa
obecneunBatbes BuinonHeRueM Tpebosanuii F'OCT 12.3.019-80.
7.7 K pasmeineHuio ARaNU3aTOpa NPEALABAKIOTCS caeaytomme TpeboBaRHA:
- 3aNpeulaeTca YCTAHABAHBATD €r0 110/ HAKIOHOM;
- CETEBan PO3ETKA, HCMONb3YeMan INA MOAKMOYCHHS CeTeBol BRIKH, AOMKHA HAXOAMTHCS B
AOCTYIHOM MECTe 1S BO3MOXKHOCTH OLICTPOTro OTITIOYCHUA AHATH3ATOPA OT CETH;
- npubop AOMKEH pacTionaraTbca Ha pacCToAHHH He MeHee 1 M 0T oTonHTENbHbIX NpHGOpOR;
- 3aMpelacTCa BKIONATh AHAMH3ATOP 663 3aIMMTHOTO 3a3eMNCHHUS;
- HC PCKOMEHAYETCA KIAacTh HNH 6pocaTsh TAXENbIe 00BEKTH! Ha Kabeslb NUTAHHS K BCAYCCKHM
ofpa3oM nospexaats €ro;
- HE PCKOMCHAYSTCA PacnonaraTh AHARH3IATOP B MecTax:
¢ Mexannveckoi BGpauneit;
€ BbiCOKOH BIAXHOCTBIO;
¢ MPAMBIM BO3ACHCTBHEM CONHEYHBIX Nydeh;
¢ CHABHO HH3IKOH WM BHICOKOH TeMnepaTypoil;
- HE CrieAyeT HCTIONB30BATh AHANM3ATOP B HENOCPEACTBEHHON 6aH30CTH OT JerKoBOCTNA-
MEHAIOUMXCA MaTCPHANIOB;
- IpH HeOOXOAUMOCTH NeperHoca ARATHIATOPA B APYTr0C MECTO ITHM BOMKHE! 3AHMMATLCA KAk

MHUHRAMYM Z1Ba UCNOBLKA,
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7.8 B noMeleHHE ACNKHB OTCYTCTROBATEH arpeCCHBHBIC CPEAbl, MACCOBAA KOHLUEHTpALIHA
MbiAY B BO3AYXE He AOJDKHA NpeBuiwath 0,75 Mrh«lz, MEKTPHYECKAR COCTABNAIOWIAN
IMEXTPOMArHHTHOTO MOMA He A0KHa npepbiiaTh 3 B/M B aanasone uactoT ot 150 xI'u a0 300
Ml

7.9 INocne Toro Kak AHATH3ATOP YCTAHOBNICH B 321aHHOM MTONOKCHHH, €0 creayeT
MOACOSARHMTD K MIEXTpHUCCKOH ceTH HanpmkerneM 220 B nepemennoro Toka ¢ noMomeio kaGens,
KOTOPhIH BXOAHT B 00BEM MOCTABKH.

(UTobn obecneunBanacs fipasuaLHas pabora npubopa, nonkuo 6uITs obecneveno
noacoeaHHeHHe paGoyero cTona K CHCTEME MEKTPo3aseMneHus naboparopumu).

NPEAYIIPEXAEHHE:
Ycerangsaupaembie IUIABKHE (IPEAOXPAHHTE/IH ANIKHBI COOTBETCTBOBATD JHAUCHHAM,
yKa3aHHbIM Ba Gokosoil cropone npnbopa:
~220 B, 2 wT. 6bicTpolelicTBYIOMMUX IUIABKUX HPEAOXPABNTEAS Ha S A,

7.10 INoacoeanHenne KOHTYPa NPOMBIBKH H KOHTYPa VI OTXOA0B

Ta6nanua.l

Onucanne sHewnux 6axkos ¢
AaTYHKAMH YPOBHA

Cxema

Wash (TIpomeiaka): 6ak ¢
ACHOHH3UpOBaHHON BOAOH Ak
3aNHBKH ¥ IPOMBIBKH 30H10B

Waste (Omxoaw): 6ax anus cGopa
WHAKHX OTXOA0B

Wash Buffer 1: 6ak ¢ Molowmm

PacTBOPOM ANA NaHencH,
ncnonszyembix B BJIOTTHHIE

7.11 Cxema paboueit 30Hb
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1 — BaHHa ANK 30M708; 2 — AepRKaTeNb CTOCK A NPoGHPOK ¢ npoGamu;

3 - notok ans pearenToB; 4 — Wieikep ¢ ananTepoM ang naveneH

Pucynox 7

7.12 Avannuiatop ocCHamEH nocnaeaoBaTeNbHLIM noproM RS232 ana noaxintouenus

nepcoHanbROro koMmnbiotepa (Pucynok 8). lMocnexoparenbhuiit kabens nmeet asa 9-i
KOHTAKTHBIX pa3beMa ANA NPAMOro NOAKMOYEHHA.

2 Rx
ot n
- § «IEMM

Pucynok 8

7.13 lanHbie 0 MapKHpOBKe MEAHUMKCKOTO H3AENHA ANK AMArHOCTHKA in vitro 1 ero

YNaKOBKH.
Pacudposka cumBONOS:
Cumson 3nauenue Cumson Iuauenne
N OGpatuTech X HHCTPYKLSH MO
s " Cepuiinuil HoMep 1
NPAMEHEHKIO
s, ' He aonycxaerca .
ez e MeauummcKoe H3AEaHE ANR
‘l\ 803acHiCTRHA CONHEYNHOTO VO .
) AHATHOCTHKH in vitro
. CBETA
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/l, TemnepaTypHhiii Auanazon ‘ Hiroroputens
¢ ‘. ..
Bepeut oT RAarH @ AnanaoH BAAKHOCTH
Seuglhper®
(Mr Jlata HIrOTORMEHUR A Buonoruyecku#i puck

Mapkuposounas Tabnuuka (LLIrnbank) aHamuzaTopa coaepxuT andopMauuio o

KOMNTAaHHM-H3TOTOBHTENE (HAHMEHOBAHHE NPOM3BOIHTENA, afipec, TOBAPHBIA 3HAK

NpPOH3BOANTENA), 06 odHIIHATEHOM NpeACTaBHTENE Ha TeppuTopuH Pocchiickolt Penepaunn,

COKpallleHHOe HAHMCHOBAHHE H3ACINA, CepUitHBI HOMEp aHanu3aTOpa, MOACIb, AaTY €ro

BRIMYCKa (TOA H Mecal), TpeGOBaKHa K CETH NEKTPONHTAHNSA, JaHHBIE O MAKCHMANBHON
noTpeGnaeMoit MOUWIHOCTH, NPEAYNIPEXAAIONME 3HAKH (CAMBONbI), AAHHBIE O YCIIOBHAX

3KCIUTyaTaunH. PucyHok 9.

Pa3Mep MapkupoBOuHOH TabAHukH — 90%40 MM.

PaaoM ¢ KHOMKO# BKIIOUEHHMA HARECCECHA 3TAKETKA ¢ Hamnchio: « BKJI/BBIKI»
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Mapxuposka noTpeOHuTensCkoil Taphl aHANKH3ATOPA NPEACTABICHA B XauecTse Spabika
H CONEPXKHT HHPOPMAUMIO O KOMIIAHKH-H3rOTOBHTENE (HAKMEHOBAHHE NPOH3BOAUTENA,
aapec, ToBapHbIHi 3HaK npon3soauTens), 06 ohNUHANLHOM NPERCTABHTENE HA TCPPHTOPHH
Poccniickoit Penepauns, coxpalieHHOe HAMMEHOBAHNE HIACNHS, CepHIHEIR HOMEp
aHanu3aTopa, MoZAeJb, AaTy €ro Bhimycka (rofl H Mecsu), TpeGoBaHNA K CCTH
INEKTPONHTAHKA, AAHHBIC 0 MAKCHMANLHON NoTpebAfeMolt MOIIHOCTH, AAHHLIC O
TPaHCNOPTHPOBKE, AAHHBIE 00 YCAOBHAX XPaHEHHA, NPEAYNPEXNAIONIHE 3HAKH (CHMBOLI).

Pucynox 10.
Pa3mep atnkerkn: 205%80 MM,
b 4
Y B oaagy IVD
NAME | Q-STATION ELITE MADE W Ec

€
SN | 227 CBAE

MODEL | A1 myﬂ ﬁ%f

~ |
220|A 0,7 Mz 60 m‘rw:o-@ao

das sl [Manutactured for: ProteomeTech inc.
Visle Tivali 102 A-702, 401 Yangcheon-Ro, Gangseo-Gu,
Pslombara Sabina (Roma) ltaly] Seoul 07528, Republic of Kores

www.proteometech.com

Pucynok 10

JTHKETKA Ha TPAHCNIOPTHOM SIIHKES aHANK3ATOPA COACPKHT HHPOPMALHIO O
KOMTIAHHH-H3rOTOBHTENE, 00 oPpHuIHaATEHOM NpeacTaBHTENC HA TeppuTopuy Poccufickoit
Denepannn, COKPaUICHHOC HAHMCHOBAHKE HIACANA, CepuitHbli HOMEp aHanu3aTopa,
MOZIENIb, JATY €10 BHNYCKa (F0A 1 Mecal), TpeOOBaHHA K CETH INEKTPONHTAHKA, AAHNEIE O
MakcHManbiHoH noTpebasemMoit MOIHOCTH, NAHHBIE O TPAHCNOPTHPOBKE, AaHHBIE 06
YCNOBHAX XpaHenud, Npeaynpexnalole sHaku (cumsonnl). Pucynke 11.
Paamep stHkeTxkn: 205%80 MM.
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QYR oaasn IVD ‘ c €
NAME | Q-STATION ELITE MADE I\ EC

- (0 &\
i v ’&'ﬁfﬁ

H2 60
-

das st Manwfactured for: ProteomeTech inc.
Visle Tivoll 102 A-T02, 401 Yangcheon-Ra, Gangseo-Gu,
Palombara Sabina (Roma) italy] Seoul 07528, Republic of Kores
S o
Pucynok 11

3Hax onacHocTH «Bronoruyeckuif pHCK» HAHOCHTCA HA YNIAKOBKY H ITHKETKH B CBA3H C
TeM, uTo AHanusatop «Q-STATIONELITE» paGotaet ¢ nanensMi 1A auieprexos,
KOTOpPBIE MOTYT COAepX&aTh GHoNoruuecky onacHie obpasubl.

3a HCKMIOYeHHeM MaPKHPOBKH BHYTPEHHHX vacTel, MAPKHPOBKH I0MKHE! ObITL BHAHK C
BHEIUHEH! CTOPOHBI WK NOCAE CHATHA KPHIUKH KIH OTKPHITHA ABepH 63 NPAMCHEHHS
HHCTPYMCHTA, €CJIH KPHILIKA WK J1BEPh AOMKHEE ObITH CHATH WIH OTKPLITH ONEPATOPOM.

7.14 AHanu3aTop A0MKEH ObITh NONHOCTHIO CMOHTHPOBAH, YCTAHOBACH M MOAKMOUCH K
anextpocer no FOCT 32144-2013 u FOCT P 50571.28-2006 8 cneayioumeM nopraxe:

- NPOBEPUTH LIEAOCTHOCTD NEKTPHYECKHX JEMEHTOB H MOHTaka YCTPOACTB YNpas/)CHHS,
OTCYTCTBHE NEPeKPYTOK y Kabenell; CMOHTHPOBATL INEKTPOOOOPYAOBARKE;

- PACTIONOXHTD KAMEPY TaK, 4To0H OHA He ObUla HaNpaBAcHa HA HCTOYHHK APKOTO CBeTa;

- BCE Y3NH 31eKTpoobOpyAOBAKHA COCAHHATH C KOHTYPOM 383CMJICHHNA;

- NPOBEPHTH OTCYTCTBHE HapyIeHUA H3OALUUK SNCKTPONIPOBOAKH;

- NOAKMOYHTH 000PYAOBAHHE K COTH NMEPEMCHHOTO TOKA; NPH NOAKMOUYCHHR NPOBEPRTH
COOTBETCTBHE HANPAKEHHA CCTH H 3MEKTPoobOpyAOBaHNUS;

- YCTAHOBHTb H HaCTPOHTL NIPOTPaMMHOE o0ecneuerHe;

- NpoBepUTH 0GOpyNOBaKHKe NYTEM NOCASA0BATENLHOTO BKNIOYCHHS B PEXKHME Hanaaxu.

7.15 IMepen nepebiM BKINMOYCHHEN AHATH3ATOPa Heobx0aUMO:

- YAOCTOBEPHTLCA, YTO HaKK JUIA MOIOLIETO PacTBOpa H ACHORHIKPOBAHHOMA BOAK
NOACOCANHEHB! H NMPABMIILHO 3ANOMHEHB XKHAKOCTAMHE B COOTBETCTBHH € YCTAHOBACHHBIMH

TpeboBaHHAMY;
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- NOACOCANHUTD NYCTOH 6ak ANA KUAKHUX OTXOO0B;

- NOACOSAMHATH CHCTEMY TPYGOK K COOTBETCTBYIOMM (akaM, Kak nokasaHo B Tabmuue 7.1;

- NPOBEPHTH, YTOOH cicTeMa Tpy6oK Gblna noacoearHena NPaBKILHO K He OGbUta 3aCopeHa;

- BCTAaBUTH COCAMHHTEND JATYMKA YPOBHS B pasheM Ha NaHenx, oGosnaueHnbiit «Level
sensors» (Jlaruuxu ypoBus).

BHHMAHHE!

Heolx0anM0 BKAIOYATD UMK/ NPOMBIBKE B KOHIE KARIOTO ceanca paboTss 1 nocne
pabot no obcayxHBanmO.

7.16 TNpoBepKy 3KCITYATALHMORHBIX PEXHMOB (XApaKTePHCTHK) OCYIUECTBIAIOT NPH
KOHTpONne QYHKUHOHHPOBAHHA AHANN3ATOpA.

Bu3yanbHo yAOCTOBEpPAIOTCA:

- uHAHKaTop BKmodeHHs «RUN» (wentuill cet);

- MECTOMONOXKEHHE 30HAA (OH NONKEH HAXOAMTHCA B 30HE CTOHKH C peareHTaMH 1 ananrepa
ans naneneit),

- IOJA%A MOIOIIIETO PacTBOPa B MPOMBIBOYHYIO YACTh 30HMA;

- ¢Gop oTx0a0B B 6ake AAS OTXOAOB;

- ocyminTens MeMOpaH (naneaeh);

- pacnedaTKi OTHETa;

- BEJTHYHHBI KOHUCHTPALIHH W FHCTOTPAMMBI JU1A KAXIOT0 AJICpreya;

- KOPPEKTHOE H3MCHEHHE KIacca.

7.17. Ycranonxa # RacTpoiika nporpaMmuoro obecnevenns APEXSuite-A2.34.14-X1.37.01
ocyumecTeaserca cornacHo «MHCTpykuWM no ycTaMoBKe H HacTpoiike NpPOrpaMMHOIO
oGecneuenns APEXSuite-A2.34.14-X1.37.01 ans 1K n pabote ¢ nporpaMmubiM ofecnieuenieM B
npouecce BeaeHna pabor» npeanpusThs-wiroropurena (Ilpunoxenne J1 k Pykosoactey no
IKCNyaTallHy),

7.18 Munumanbibie TpeGOBaHNS K NEPCOHANLHOMY KOMNBIOTEPY H MOHUTOPY:250 MB
c800OAHOTO NPOCTPAHCTBA Ha XKECTKOM AHCKE; YCTPOHCTBO CUHTHIBAHHA KOMNAKT-AucKkos; 2I'b
RAM; npoueccos Intel Pentium Dual Core wm ananornuneiii; VGA 1024%768, 16 man. useros, 2
ceoSoanpix USB 2.0 nopra.

Pexomenayemuie xapaktepucTiki: 4T'b RAM; npoueccop cepun Intel Core 2 Duo E6500 nnn
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IKBUBATCHTHLIMH,

A BHHMAHHAE!

Henpasuronwe wru nebpexcno emnoanennune c60pKa u HaraoKa Mozym npueecms K
RORHOMY 6ME00Y ARGAUIAMOPA U3 CIMPOR UNYU K MOMY, ¥MO O CMAREM HebEIONACHMM ONR
noasosamenn!

8 YKA3AHMHA N0 3KCIVIYATALLAH

8.1Tepen HavaNoOM IKCNAYATALHH AOMKEH ObITh 06ecneyicH KONTPOIbL NPaBHABHOCTH COOPKK
otaensHoro o6opynosanns # nasene#t «PROTIA» B COOTBETCTBHH ¢ AOKyMeHTaLHel Ha HUX.

Cnenyer yGeaAuTbCA NYTEM BHEIIHErO OCMOTPA, YTO AHANH3ATOP HAXOAUTCA B HCMPABHOM
COCTOAHHH.

8.2 DxcnyaTauns A0MKHA ocymecTRAATECA cornacho CanlTuH 2.1.3.2630-10 u FOCT
ISO/IEC 17025-2019 B uncteix nomemennsx no FOCT UCO 14644-1-2002, TOCT P UCO 14644-
4-2002, T'OCT P UCO 14644-5-2005 u TOCT P 52539-2006.

Mpu paGotax ¢ Axanu3zaropoM cneayet coGmonats ykasanua FOCT P 53079.4-2008, TOCT
27025-86, TOCT P 52905-2007, TOCT 31891-2012 u «[Tpasun ycTpoiicTBa, TEXHHKH
6e30nacHOCTH, NPOUIBOACTBEHHON CAHHTAPUH, MPOTHBOIMHACMHYECKOTO PEXHMA H THUHONA
THTHEHBI Ipn pabote B nabopatoprax (OTACACHHAX, OTACAAX) CAHHTAPHO-INUACMHONOTHHECKHX
yupexacHut cicreMst MunncrepcTsa 3apasooxpanenus CCCP», Mocksa, 1981 r.

8.3 Bo Bpema naGoparopHbix pabot ciielyer noNb30BaThCeR PEIKHOBLIMH NEPYATKAMMU MO
F'OCT 20010-93, 3amuTHBIMI OYKaMH H cieLHanbHOR fabopatopro#t oaexiaol (xanar, KOCTIOM
HIH KOMOHHEI0H).

8.4 Ananuzatop npuroaeH ans paboru ¢ nanenamMn «<PROTIA Allergy-Q Atonuueckas
naxens», «PROTIA Allergy-Q 64 Pecnupatopuan nanens», «PROTIA Allergy-Q 64 IMnmesan
naneab», «PROTIA Allergy-Q 96M nanens» (PY Na P3H 2021/14464 o 28.05.2021) (Pucynox
12).

Konutentpauna oSuiero /gE (t/gE) suipaxaerca B ME / Mt 1 MOXeT ObiTh KONHYECTBEHHO
onpeaeneHa B aHanasone 0 ~ 2000 ME / mn.

8.5 Cnpasounoe onscasne nasenc «PROTIA Allergy-Q» npeacrasneno s [Ipunoxesnn B
Hacroamero Pyxosoacrsa.
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8.6 KoHTponb 6rnosarpsasHeHunii B nabopatopum fomKeH ocywectsnateca no FOCT NCO

14698-1-2005 n TOCT NCO 14698-2-2005.

PucyHok 12

A BHVUMAHUE!

AHanusatop npegycMaTpuBaeT UCMO/Ib30BaHNE XMMUYECKNX pPeareHToB n
APYrnx onacHbIX (e4KNX, pasgparkalolmx 1 onacHbIX) XMMUYECKNX BELLLECTB, KOTOpbIe
MOTYT 6bITb OMacHbl 415 340POBbA.

Mpnbop npegycmatTpmBaeT 06paboTKy NOTEHLMANbHO MHPULMPOBaHHbLIX NPo6 (Moya,

CbIBOPOTKA KPOBM Ye/i0BeKa U T.4.), KOTOpble MOTYT Bbi3BaTb MH(QULMpPOBaHNe/3apaXKeHe!

8.7 Anroputm paboTbl ¢ AHaNN3aTOpPOM

1 MaHenb(v) annepreHoB 1 peareHTbI PROTIA - ATETay-O crieflyeT XpaHTb Mo KOVHATHON
Temreparype He MeHee 30 MVHyT Nepe, Cro/b30BaHVEM

2. YcTaHoBWTE NPO600TOOPHbIE NPOBMPKN «CTONKY AN MPOO00TOOPHbLIX MPOBUPOK*  Pa3smellante ux Tak.
YTO6bI LUTPUX-KOABI HA HUX BblN BUAHbI
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3 Bcraebte naHenm PROTIA  Altergy-Q B «llefikep»

° PekomeHayeTca pasmellats OAHOTUMHBLIE NaHes I BMECTE.

4  PROTIA Allergy-Q peareHTbl NpaBu/ibHO pasMmecTuTe B «PeareHTHOM J/1IoTke»

5. Bkmounte anektponutaHne Q-STAT10N ELITE

6. 3anyctute nporpammy «APEX», LLenKHYB 3Ha40K C MOMOLLbIO MPaBoii KHOMKU Mbiun BmecTto «Open /
OTKpbITb» criefyeT BblbpaTh «Run as administrator / 3anyck oT UMeHV aiMMHUCTpaTopa»

Haxmute 'YES / OA”.

A as administrator».

7 BepgyTe CBOV NOMMH U Naposb 1 BbibepuTe «Enter/ Beectn»
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8. Haxmnre «WORK LIST / CNUCOK PABOTbI» Ha sxnapke «Session / Ceccuns

9. MOABMTCA BCNNLIBAIOWOS OKHO € NPOAYNPEXASHNEM.
Ecnm Bt HaxmeTe «fla (Y)», paxee ncnonbioBaHHuin crmucox padot Gyaet yaanes.
Ecnn 8ol HaxmeTe «Het (N)», npeasiaywmii cnucoxk GyaeT Nepe3arpyxer 8BTOMATHMECKN.

— i iy B Sy — N o ous .- —

10. Haxmute “LOAD SAMPLE (  Lndusgh |) 1 3ATPY3UTL OBPA3EL".
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11. YctaHoBuTe «CTOIKY ¢ NPO600TO0PHBIMK TpyBKaMu» B «Sample Lotte Allotment». VHdopmauums
06 06pasue 6yaeT aBTOMaTUYECKM CKAHUPOBAaHA CUMTLIBATEIEM LUTPUX-KOAa.
3arem Haxxmute «DONE».

e Ecnv oH He cMOXeT npoynTaTb WTPUX-KOA. monpobyiiTe cCHOBa 3arpy3uTb npouecc
¢ UHdopmaumno 06 obpasLe MOXHO BBECTU BPYUYHYIO, WenkHyB «SAMPLE CODE / KO OBPA3LA».
BBegute Bo BcnabiBatwem okHe «PATIENT NAME / UMA NMAUVMEHTA» n «<NUMBER OF / HOMEP»

12 Haxmute «ADD ASSAY / OBABUTb TECT» (
A )uBblbepute «<METHOD / METO/», KOTOPbI Bbl XOTK

13 YcrtaHoBuTe hnaxkum B none «ADD ASSAY / JOBABUTb TECT».
Awmnkn 6yayT OTMeUeHbl XenTeiMmu ranoykamm (|"p” )
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14. Haxxmmte «BUILD SESSION BbIGpaHHbIi quiaxok 6yaeT namereH ¢ XXETbI Ha SENEHBI{"

15. Haxkmute “NEXT i «FULL SESSION / MOMHAA CECCUS» Tenepb OTKpbITa 0/MKHbIM 06pase

16 PABOUYAA 30HA 6ygeT nokasbiBarbCs [ucrieid nokasbiBaeT He TOSIbKO MakeT 060pyAoBaHNs, HO 1
JIO0TKN 1 BYTbIIKK, HEOBXOAMMbIE B TECTE.

Ecrv n3meHeHuit HeT, HaxkmmTe «NEXT / CNEOYIOLLA» (| L iid) -

17. TECT HauHeTCs Noc/ne Haxkatust KHOMkn «START» ( am )
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3. Mo 0OKOHYaHWKN TecTa MOABMTCA BCN/AblBalOW,ee OKHO C Nnpeaynpexgalnuwmmm 3sykammn B TeyeHne 5
cekyHg. Haxmunte €CONFIRMATION / MOATBEPX OEHUWE*.

2. OTKkpoeTcs OKHO «Result processing/ O6paboTka pe3ynbTatoB». Pe3ynbTaTbl aHanmM3umpytTcs
BTOMAaTUYECKM

O. OkHO «Pe3ynbTaTthl / Results* 6yaeT oTKpbITO NOCNe 3aBepllieHna aHanmnsa

1 TECT 6ypaeT 3aBepweH nocne Haxatma «CLOSE / 3AKPbITb* oT

2 Pes3ynbTaThl TecTa oTo6paxalTca HaxaTnem «Resultarchives/ApxnBbl pe3ynbTatoB», a 3atem «Medical
)Dorts / MegnuunHckme otyeTbl» Ha Bknagke «Database / Ba3a gaHHbIX».

8.8 PaboTa c nporpamMmHbIM 06ecrnevyeHMeM B NPOLLECCE BeeHMS paboT NpUBEEHbI B
MpunoxeHunun [ HacToawero PyKoBOACTBa.
8.9 Mcnonb3oBaHHble NaHenn «PROTIA» MOBTOPHOMY MPUMEHEHNIO HE MOA/EXar.

8.10B TeueHuMn BCero cpoka akcnayaTauum ob6opyaoBaHne AHanmnsatopa A0MKHO
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NOABEPraTLCA NEPHOAHUCCKOMY TEXHHYECKOMY OCBHACTEIIBCTBOBAHRIO HE peXe OAHOrO pa3a B 12
Mec.

Mocne pemonTa (3aMeibl) WM YCTAHOBKH AHATH3ATOP NOABEPracTCA YACTHIHOMY
TEXHHYECKOMY OCBHACTENLCTBOBAHHIO € UENLIO YCTAHOBUTD, YTO 3aMeHERHOE, BHOBL
YCTAHOBNCHHOE HIIH OTPEMOHTHPOBAHHOS 00OPYAOBaHHE HAXOMMTCA B HCTIPABHOM COCTOAHHM,
obecneunnalomem He3onacuylo pabory.

8.11 Ananuzarop, MOACpHH3IHpOBaHHLIH B MpoleEcce IKCNNYaATAUUH, MOABEPracTCa
TEXHHHECCKOMY OCBHICTERLCTBOBARMIO B 00bEME NEPHOANUECKOTO C NPOBEPKOI KoMIeKTa
AOKYMEHTAtHH N0 MOACPHU3ALNM, NTPOBEACHHEM BH3YANTLHOTO W H3IMEPHTEILHOIO KOHTPONS.

8.12 Mepuoanunocts kanHGpoBKH AHANM3ATOPa — e pexke | pasa B 6 Mecaues.

8.13 Anami3zarop, otpaboTaBmnii cpok cryx6u, nonsepraerca 06CACAOBAHHIO ¢ LUENBIO
ONpeACNeHHA BOIMOXHOCTH MPOIEHH CPOKa ero 6e30nacHo KCILTYaTallHi, BIUTIOYAIOUIEMY:

- BU3yanbHLl ¥ H3MEPUTENLHEI KOHTPOND;

- KOHTPONBLHYIO NPOBEPKY paboThl BO BCEX PEXHMAX;

- onpelieiCHHE COCTORHNA ¢ BLIABNEHNEM Ae(EKTOB, HEHCNIPABHOCTEH, CTENEHH HIHOCE U
KOppO3uH,

- HenBTaHue yerpofcrs 6e30nacHOCTH;

- HCOILITAHHE 3AIMTHONO 3aHYJICHHA (3a36MIICHAR), COMPOTHBICHNUR H30NALHYK
INEKTPHYECKUX CETeH M INEKTPOOGOPYAOBaHHSA, MPOBEPKE CPAGATHIBAHNA 3ALUTES B CETAX C
rayxosaseMiaeHHoli Helitpanbio.

Ha ocHoBaHHN pe3y/abTaToB 00C/ICI0BaHUA W aHATH3A YCIIOBRIE IKCILTYaTALNHE NPOBOANTCA
paboTH No onpeAcNCHHIO OCTATOYHONO pecypca NpHbopa B BO3IMOKHOCTH NPOVICHRA CPOKa
GezonacHo# ero sxcnyatauH.

8.14 Bnaneneu AHann3aTopa J0MkeR 00eCneuHTh ero CoacpXaHne 8 HCNPABHOM COCTORHUH
1 6e30NacHYIO 3KCINYATALIHIO TYTEM OpraHH3allul Hapiexamero obcnyxusanua. C aroft uensio
A0mkeH ObITh HasHa%eH NEPCOHAN, OTBETCTBCHHBIN 32 OPraHH3alNIO ¥ NpoBeacHHe pabor no
TEXHHYCCKOMY OOCHYKHBAHHIO # PEMOHTY.

OGcayxwBatomuii nepcoHan AOMKEH 3HATH YCTPOHCTBO M NipaBuiIa JKCIUTYaTalluH
AHann3aTopa, Npo#iTH NpoBepKy 3HaHuit N0 TexHuke 6e30NacHOCTH H 6HTH AONMYLIEHHBIM K
camMocToaTensHol paboTe B YCTaHOBCHHOM NOPIAKeE,

8.15 B Teuenue Bcero cpoka IKCNAyaTalnH 06A3aTeNbHO BEACHHE YHETA BCEX BhIMIONHACMBIX
paboT, cBoeBpeMEHNOE 3ANONHEHKE COOTBETCTBYIOIMMX pasaenos popMyaspa (nacnopra) npubopa.
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A BHUMAHHE!
- ¢JIeAyeT OTCOLAHHATD Kabens nATANNS HPpA HECACTIVJIbLIOBAHRA

AHANMIATOPA HA MPOTIKECHAN JTHTEILHOC NPOMEKYTKA BPEMEHH;

- RPH oTcoeANHEHHR Kalead NHTAHES HEOGX0ARMO ACPKATLCE 32 BHIKY, & HE TAHYTh
38 cam Kalenb;

- HH B KOeM c/y'iae He cJielyeT paiGHpATh AHAIHIATOP CAMOCTOSTEALHO!

- Heobxoanmo w3beraTs MonagRKNA BOALI MK Kakoft-1Hb0 ApYroif KRAKOCTH BHYTPL
KOpIycs AHAIHIATOPA.

8.16 INocne kaxaoro paboyero ceanca HeOOXOAUMO MPOBEPATH IHCTOTY paGoyero cTona H
no Mepe HeoOXOARMOCTH TINATENLHO OTHIIATS €10 H COOTBETCTBYIOWNE NPHHALICKHOCTH C
NOMOILBIO Map/H, cModeHHol B 0,5% pacTBOpe XJIOpPHOBATHCTOKHCIIOTNO HATPHA.

8.17 Brisost AHANH3aTOpa H3 IKCIUTYATALIHK:

1 BuramuTs mrencensiylo raky npuGopa n ITK.

2 TmaTensHO OUHCTHTh H NPOAECIHAPHUILMPOBATE NPHOOP, CNEAYS HHCTPYKLHUAM MO
aesHndexunn pasnena 9 uacrosmuero Pyxosoacraa.

3 MpunoxuTh 3aNONHEHHYI0 JexnapauHio o NeKOHTAMHHAIHH ¢ AaTol H NOANHCLHIO
KBAMRGUUEPOBAHHOTO CNCIHANHCTE.

4 VnaxkopaTh pM NIaHUpyeMolt nepesoske, ik 4ero:

- IOMECTHTh NpHOOp B OPHrHHANLHEIN YNaKoBOYHBIN ANMK;

= IPHKPEMHTH COOTBETCTBYIONINE ITHKCTKH Ha BHCITHEH CTOPOHE YNIAKOBOYHOIO ALUAKA C
AOCTATOMHLIM KOJNTHYECTBOM NPEAYNPEKACHHMN, YKa3hIBAIOIHX HA TO, YTO
«H3aenne BoIBeIeHO H3 IKCILTYATALEHI»]

«H3aeane HAXOANIOCH B KOHTAKTE ¢ MOTEHURAILHO HHPHUUPOBAHHLIMH (HOMOrHIECKHMH
BEMIECTBAMHY,

5 PyuHas TpaHCIOPTHPOBKa AHaNH3aTOpa 63 YKIaAKH B YHaKOBOYHBIA AIUMK JOIKHA ObITh
orpannyeHa paGoueli 30HO, H NpH 3TOM creAyeT cobMmoaaTh OCTOPOXKHOCTD, YTOOH He
NOBPEAKTS NPRGOP.

8.18 B xone mo6oit nepero3kn npuGop aomkeH conposoxaaTkea Jlexnapauueit o
AckoHTamMHHaLMK ([Ipunoxenue B), npeAnodTuTeNbHO 3aKpeieHHON Ha YNAaKOBOYHOM ALIWKE.

8.19 IlpoTuBonoka3aRHa K NPHMCHEHHIO AHANH3ATOPa HE PErTAMEHTHPYIOTCS B
onpeaenAoTca Xapaktepucrakamy naneneii «PROTIA».
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OrpaHnyeHHs X BPHMCHEHHIO TakXke HANaraloTCA XapaKTePHCTHKAMH nanesnedi.

8.20 XapakTepucTiki AHaNNW3aTOpa CTAOHABHLI B 3aABACHHLIX MO M. 3.7 YCNOBHRX
3KCNAYaTaLllH.

Hndopmanus o NpocnexHBaeMOCTH 3HaYCHMI, 3a1aHRBIX ig KanubpaTopos MiIu
KOHTPOABLHBIX MaTEPHANOB, KOTOpas 00ECICYHBACTCA NOCPESACTBOM JOCTYMHLIX peepeHTHBIX
METOAHK (METOAOB) H3IMEPEHHA H (HAR) ITANOHOB, ONIPEACIACTCA M0 pe3yabraraM KINHHUYECKHX
HCnbITaRU .

8.21 Ycaosns, neobxoaumeie p cbopa, 06paboTki n NoArotoBkH 00pa3’os, NaHHLIC MO
cTabHIBHOCTH AHATH3UPYEMBIX OOPAsLIOB, B TOM YHMCE YCNOBHA H ANUTENABHOCTL XPAHCHHR,
YCIOBHA TPAHCIIOPTHPOBKH, a TAKXKC HANAracMble OrpaHHUCHHS ONPEACNMIOTCA XaPaKTCPUCTHKAMM
nanenedt «PROTIA».

8.22 [punaTHe MO pe3yabLTaTaM TECTHPOBAHHA PellicHU MEANUHHCKOro XapakTepa 03
NPeABaPHTENbHOR KOHCYNLTAUHH C JIeYaHM BPadoM HEAONyCTHMO!

9 TEXHUYECKOE OBCIY)XHBAHHE U PEMOHT

9.1 Texuuueckoe 00CAYKHBAHKE AHANH3ATOPA B LE/IOM 3aKITIOYACTCH B PETYIAPHOM
OCMOTpe Beex pabouHX Y30B Ha IpeAMeT HCMPABHOCTH H LIEOCTHOCTH, ocoboe BHHMaHne
CNEAYET YACHMTH NOKCKY HAPYIMEHHH B 3NEKTPOCOEAHHECHHAX, NOBPERACKAL JAMMTHBIX
NOKPLITHH, UENOCTHOCTH KOPIyca, H30AAUHY MCKTPONPOBOAKH, YCTPOACTBA 3a3EMICHNS.

ObcnyxnBaHHe AHANTH3aTOpa OCYIICCTBIACTCA TONLKO Noche ero obecTounBaHug.

9.2 BpeMs HapaGoTkH 210 NPoPUNAKTHKH — 0T 3 A0 6 Mecaues B 38BHCUMOCTH OT
HHTCHCHBHOCTH H YCIOBHH HCTIONIB3OBAHHA.

KoHTpoib TEXHUYECKOINO COCTOAHHA NPOH3BOANTCA B COCTaBe abopaTtopHoro obopyaosanus
B CPOKH, YCTAHOBJICHHBIE B JIe4eOHO-NIPOPUIAKTHUSCKOM YUPEKIACHHY.

9.3MpH aKkcnIyaTauuy AHaNH32TOpa CICAYCT PETYASPHO, HO HE PeXe OAHOTO pa3a B
HEACMO, NPOH3BOAKTD OUHCTKY HAPYXHLIX NOBEPXHOCTEH.

Jna yHCTKY Beex BHEWINRX vactell clieyeT HCMOoNb3OBATH TKAaHb, CMOYEHHYIO BOAOH #
MATKHM MOIOIHM cpeacTaoM. He aonyckaerca HCROABL30BATH PA3HOrO poaa pacTBOPHTEIH
(nanpumep, cnupT WK GeH3HNH).

L

lﬂ P HM € YaH u e —-Bo epems vucmxu ne 0onycKaemca MoYums neKmpuneckue vacmu

(pasvesmut u m. 90.). Ecau anexmpuyeckue 0emanu Ciyuauno HaMOKIY, Credyem muyameisHo

SHICYUUMD UX, NPENCOE YeM CHOBA BKUOYaMb npubop.
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9.4 HeobxoauMo perysipHO HHCNIEKTHPOBATH H NPOBEPATH BCe AeTanu npubopa:

- IPABHIBHOCTD paboTh AO3HPYIOLIErO KOHTYPA (IIpH HEOOXOBAHMOCTH — 3aMCHATD
COeARHUTENbHBIE TPYOKH;

- KabeMH NHTAHHA ¢ 3aMCHOM HX B CTyvMae NOBPeXKACHHA.

[Iponepka ABHXKYIMUXCA INEMCHTOB AO/KHA OCYILIECTRIATLCA He pexe | pasa B Mecsil.

OyHRUHOHATBHbIE K HHEHHKC TECTD! JOKHbB NPOBOAMTHECH PETYNAPHO.

9.5 Tlo Mepe HeOGXOANMOCTH NPHMEHAIOTCA Ze3SHHPRUHMPYIOWNHE CPEACTBA, NIEPER HAHECCHH-

€M KOTOPHIX HYXKHO YAOCTOBEPHTBCS, UTO OHH HE COACPKAT CIHPTA WK abpa3uBoB.
Ykazanus x paGoram no canntapHoit oGpaGoTke (ae3nnpexunn) oGopynosanna u

nomewieHus naboparopuy — cornacxo Ilpunoxennto b nacrosmero Pyxosoacrsa, OCT 42-21-2-

85, «<MeToaM4eCKHM YKA3aHHAM MO AC3HHPCKIAR, NPCACTPHAH3AUHOHHON OMMCTKE H
CTepuUIH3aLMK H3AeNuii MeIuIUHCKOTo HasHaveaun» ([lenaprament [occanannanansopa
Munzapasa Poccnn, 30 aexaGps 1998 r. MY 287-113) u CanlTuH 3.5.2528-09.

9.6 Jletann, noapepXKeHHLIC H3HOCY, HIH AchEeKTHRIC H NOANCKAILHE 3aMEHE, JANPANIHBAIOTCA

B COOTRETCTBHH C YKA3AHHCEM:
- HOMepa 3aKa3a KAKEeHTa;
- THTIa W/ BEPCHH AHARH3ATOpa;
- €10 CepHAHOTO HOMEPA;
- HOMEPA KOZla KOMNOHCHTA;
- ONTHCAHNSA KOMIIOHEHTA,
- KOJIHMECTBA;

- HA3BaHHUA H agpeca MCAHMMHHACKONO YUPCOKICHHA, B aapeca J0CTaBKH.

BHHUMAHHE!
3amena AeTaneli Ha OPATHHANLHBIE JANIACHBIC FAPARTHPYeT ddexTHBHLIE 1

ANHTEALHBIR cpok caybnl AHANHIATOPA.

9.7 K obcimy XHBaHHIO H PEMOHTY AONYCKacTCA CneUHANbHO 06yyeHHuH nepconan,
npomenwnit uuctpykrax no 'OCT 12.0.004-2015, nporepeHHEIH Ha 3HaHHE KOHCTPYKLHH
aHATH3ATOPA H HMeEIOIHH KBaAnHPHKALMIO 3NeKTpobesonacHocTd He Huxe 111,
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A BHHUMAHHE!

Tlone308ATEIH MOTYT BHIIOSHATD TOIBKO OpocThie 06bIYHbIe onepanun obcTyxHBaANNA.
B cayuse Kakux-/u60 HeHCPABHOCTEH HIH NOA0OMOK, BLI3BAHHBIX HCMOAL30BaHKeM npnbopa,
KoppexTHpYomee obcTyRHBARHE J0KeH BLINO/IHATL KBAMHGHIUEPOBAHALIH cieunanueT!

Hiroroureas ie GepeT Ha ce6a OTBETCTBEHHOCTH 38 HENPOPECCHOHANLHBIE NONBITKH

PEMORTA H BLI3BARHLIC YTHM necaeacTenn!

9.8 Bo Bpems pabot no 00CYHBaHHIO H PEMOHTY HEMIb3A KYPHTD H 01b30BATHCA
OTKPBITHIM OTHEM, OCTABASATE 3ATPA3HEHAYIO BETOWb H Apyrie 00THpOUHkIC MaTepHakl BONUIA U
Ha 000pyA0BaHNH AHAIH3ATOPA.

10 XAPAKTEPHBIE HENOJIAZKH H METOAbl HX YCTPAHEHHA

10.1 Ilepex obpattieHueM B CEPBHCHRIH LICHTP PEKOMEHAYETCA H3YUHTh HACTOAIMH pasaen Ha
fIpeaMeT YCTAHOB/ICHHA BO3MOXKHON NPHYHHb! BOSHHKHOBECHHA Npobaemul. Heckonbko npocTeimx
NPOBEPOK H HANALOK MOTYT YCTPaHHTD €& H NPHBECTH K HOPMATBHOMY QYHKLIHOHEPOBAHHIO.

10.2 Bo3MoXHEIE HEHCNPABHOCTH ¥ METOABI HX YCTpaHeHHs ykazaHh B Tabmine 10.1.

A BHUMAHHE!

Ecau npuscACHALIC Bbime ¢cNocolbl pemenns BOIHHKMUX HeHCnpasHocTelH ne
noMoranT, Heobxoanmo o6paTHTLCH B cepBHCHYI0 CTYRDY!

HexBamm$nurposannnie AeficTBHE MOTYT NPHBECTH K TPABMe, NOBPEAACHHIO
AHANHIATOPA H AHHYIHPOBAHHID FAPaHTHIINLIX 06m3aTeALCTE!

Brinoanenue moboli onepaunn, sBHO 3anpemennoii B nannom Pyxosoacrse, a Taxke
Mobbie HACTPOITKH, AciHcTBAA N0 c6opke, HE PEKOMECHAOBARHLIC MM JanpemeHHbie B AAHHOM
PyxosoacTBe, aBHYAHPYIOT rapanTHiinsie 0bg3aTenscrsa!l

Ta6nuualll
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Bnok gunioTopa

NMPOBNEMA

HBnpaBM/bLMO« 403UpOBaHNe
«MISI0CTEN a naHenu.

JKunAKoCTb He nogaeTcs BHYTPb
naHeneA.

XKnaoocTb nogaeTcs TONbKO e
HECKOJIbKO nepBbIX naHenei

YXuakoctu noaaroTcs 30H40M
fonsMu

HI 1 W'HE WNTTANMT— =
YTeun XnakocTn N3 Moo«ei 4actu
30H4a

r
Hanunume ny3bpbicoB BO3ayXxa
BHYTPU TPYOKM, NOAKIHOYEMUNON K
30HAY.

[JoanpoeBlMB He eocnpo*3ao<yacs
{CV34)

JloxxHass TpeBora 0 HexaaTxe
XUOKOCTU

[JaTunk ocTaHaBnMBaeTCa 40 TOrO,
Kak BOMAEeT a KOHTaKT € XXUAKOCTbIO

30HA He 3abupaeT XUAKOCTb

Bawa ana npombIBKM 30H4A
» Mrorxema Bofoi

30HA acnupauunn Z2 He ebinorMsaeTt
acnupeumio

BEPOATHAA NMPUYNHA

Henpaamsibnoe nosioxeHune
ONITUYEOKOro faTteen ocu X

PemeHb cnnwkom npocna6neH

30HA He NepneHAuKyNApeH NaoCcKoCcTM

paboyeit 30HbI

30HA He aBuraetcsa

30H4 nepemMeLLaeTcs B Hy)XHOe
NoJsI0XEMIO, HO BCacCblBaeT BO3AyX.

Wenpssknbimi/ gnameTp
MCNoNb30BanMMIL () /1aKOHOB

30HA He JOX04UT A0 BCEX MaHeneit.

BO3AyX NnonagaeT BHyTPb 30HAA

nuraM— MMM—M U T 1 <iim nu» Mimi >1

M3HOLWEH «KO»BAUK» MOPLLHSA.

nmneiMiiHwnibeii» rrK|r>r oK Tlr~rbI TTA’|[rT--—— m— fi

Tpy6Ka nnv knanaH 3oHga 3arpsaxe»*1

Kr'bl n3noLiemsbl

Tpy6ka unu knanaH 30HAa 3arpsi3HEHbI

HNUN3HOLW Ee»«

M3HOWeEH CHaKOHBYHMWK» MOPLUHSA.

YyacTBuTeIbHOCTb XNAKOCTHOIO
AaTtyunka He onTumasnbHas

JloxxHoe obkapyxe*me Hannuns

XWAKOCTU M3-3a Ype3mepHoit
UyBCTBUTENbHOCTMN XNAKOCTHOTO
nepesa

Cxema 3abupaeT BO3fyX

mapaa/BHECKU KOHTYp
3B6/10<MpoBau

ACNMpPaLMOHHbI HAcoC 3a6/10KMPOBaH

nnn HencnpaseH

HBWCAPaBHOCTL BC/IMPALMOHMOTO
MBcoca
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KOPPEKTUPYIO W EELENCTBUE

Mo3BOHUTE B CAPBUCUYIO NMOMOLLb
Mo3BOHMTE B €BPECKY0 NOMOLLb

M03BOHMTE B CEPBUCHYIO NOMOLLb

Mo3BOHNTE B CEPBUCHYIO MOMOLLb

MpoBepbTe TPYOKN. COBA»EHOHUS, HACOCHI
1 Npu Heo6XoAMMOCTU BbI30BUTE
CEPBUCHYIO CIYyX6Y.

Mcnonb3yiite dpakoHbl NpaBuibHOTO
anameTpa.

Mo3BOHMTE B CEPBUO<YIO NOMOLLb

MpoBepbTe TPYOKN. COEA»BIO*MSI. HACOCHI
1 NpW He06X04MMOCTU BbI3OBUTE
CEPBUCHYIO C/1)OKOY.

< - [ [ ] # ! > ' . n

Mo3BOHUTE € CEePBUCHYIO NOMOLLb

MpoBepbTe TPy6OKM, COEATEHKSA. HACOC U
npu HeX0AMMOCTUN BbI30BUTE
CEPBUCHYIO CNYX6y.

Mo3BOHUTE B CEPBUCHYIO NOMOLLb

Mo3BOHMTE B CEPBUCHYIO NOMOLLb

M03BOHUTE B CEPBUCHYIO NOMOLLb

M03BOHUTE B CEPBUCHYI0 NMOMOLLb

MpoBepbTe TPYOKM, COEAIOMHUSA. HACOC U
npv Heo6XoA4MMOCTU BbI30BUTE
CEPBUCHYIO CNYXOY.

[M03BOHUTE € CEPBUCHYIO0 MOMOLLb

Mo3BOHMTE € CEPENO<YI0 MOMOLLb

Mo3BOHMTE € CepBUO<YI0 CNYX6Y



ProteomeTech Inc.

OCnX-yY-z
MPOBJIEMA

opu3oHTasIbHOE MepebleLle*««e
30HA0B Mo ocsAM X-Y npogoskaeTca
6e3 ocTaHoeKM

Mpy ropn3oKTasibUoM nepemMeLL.eHnn
30HA0B Mo ocsAM X*Y, o*ex He
OCTaHaB/IMBaKOTCA a NpaBu/IbHOM
MoNOXEeHNN

7 e

30HbI HE MOTYT MN/1aBHO
rOpM30HTa/bHO NepemMeLLaTbcs no
ocablX-Y

[opusoHTasIbHOE Nepemelle»«*e
30HA0B no ocsam X-Y He
OCYyLLECTB/IAETCA

Mpun eepTrKa/bHOM NepemeLLeHnm

30HA,0B N0 0CAM Z1 U/M220HUHE
OCTaHaB/MBAKTCS, YAAPSHOTCS O AHO
dhnakoHa.

30HAbI HE MOTYT BEPTUKA/TbHO
nepemeLLaTbca no ocam Z1 n 22

WEWKEP

LKOBNIEMA

Leiikep He aBUraeTcs

OujM6Ke nonoxmms

T py” OTCOEAVHEHDI

Tpy<bm mbnocupoeausl

BEPOATHAA NMPUYNHA

HeuncnpmHOCTb 0/ITUYECIOTo AaTtumka

MnoooaH KB6eiw noBpexaeH

Ontmyeoo/], fatyuk He
OTPEery/ImpoBaH J0/HKMbLL 06pe3om

X-Y MNpunBOAHOI peMeHb CINLLKOM
cB0oboAEH

OTcyTCTBME CMa3o* Ha NpuaofHba
Konecax Wiv Hanmume rpsisu B
HasipaanIfoLLyX canaskax

IM<bEBKADKH

HewcnpaBHOCTL ABUraTens uil uem
ynpeenaxus

MakcMMesibHble »<ayeHns2
yCTaHOBME*M1HEeNnpoBu/ o (CAnLLIKOM
BbICOKME)

HevcnpeeHocTb ABuratens U Lenm
ynpeeneums

BEPOSIMTHAA NMPUYNHA

Kabenn He nogkntoyeHsbl
MoTop He pab6oTtaeT

LLUEWVIKEP u / unn nnate DILAP21 He
paboTaloT

LLieiikep He peboTeeT
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lMpoeepeTe 1 cCHoBa nofcoeAvHUTe
Tpyo«M.

MO3BOHMTE a CePBUCHYIO NMOMOLLb

KOPPEKTUPYKOWEE geicTtBME
Mo3BOHUTE 8 cCapernoHyto NOMOLLLL

Mo2aoMrTe B CEepPBUCHYIO NMOMOLLb

[103BOHWTE € CEPBUCHYIO NOMOLLb

Mo3aounTe € CEPBUCHYIO NOMOLLLb

MpoBepbTE BPYUHYO €ro fanxemMm npu

Bbac/loYeHHOM npuéope u. npu
HE06X0ANMOCTY, BbI30BUTE CEPBUCHYIO

CNYX0Y.
-V

NpoBepbLTE BPYYHYIO €ro gevxkalve npu
8bI(MOYEHHOM Teiibope n. npn

» 1006XaAyMOCTU. BbI30OBUTE CBpaviaryto
CNyXo6y.

Mo3BOHMTE 8 CEPBUCHYH MOMOLLb

MpoBepbTe BpyuHyto ero fleicxeiKie npu
BbIKTHFOUEHHOM npu6ope n. npn
Heo6x0AMMOCTH, BbI30BUTE CEPBUCHYHO
CIyX0y.

KOPPEKTUPYIOLLEE JEVCTBWE
Mo3eoHMTe e cepercuyto NMoMOoLLb
Mo3eonnTe € CepBUCHYH MOMOLLL

Mo3BOHWTE B CEPBUCHYIO NOMOLLb

[Mo3eoHWTE B CEPBUCHYHO MOMOLLIb



Kamepa
MPOBJ/IEMA

He HaigeHa

V1506pBxBM»«e ¢ kamepbl cMIJKOM
TeMHoe

M306paKeHns C kaMapbl ctmimeom
ceeT/ikse

BEPOATHAA MPUYNHA
Kabene He noak/toueH

OpmMap yctavoaneH menpaanieHo

HenpaamneHas kaTébpoaka
KomnbloTep HeCOBMECTUM

HenpaamneHas kanmbpoBka

BCTPOEHHbIN CKAHEP WITPUX-KO40B

MPOB/TIEMA

LLTpux-ko4pbl He 'MTaloTCA

J1a3ep BbIK/IHOYEH

11 YTUNNIALUWNA

BEPOATHAA MPUYNHA

Jlasep BbItOBOYEH

Mpo6UpKKM CO LITPUX-KOAOM He
obpalLeHbl K ckaHepy

LUTpMx-kofbl HA CTOMAaxX noapaxaa*M.

CraHgapT WTpux-Koga Ha obpasuax
He NoAfepPKMBAETCA CKaHEPOM

CnuwKom 6bICTPbI aeoq CTOekK €
npobrpkabm

HenpaswibHoe nogkntoyeHne

KOPPEKTUPYIOLLEE JEVCTBUVE

MpoBepbTe NPaauIMIOCTb NOAKTIOUEHNS
USB 2.0.

MepeyctaHosuTe flpaitp

[No3aoukTe a cepanodyro NomMoLLb
[M03BOHUTE € CEPBUCHYIO NOMOLLb

MO3BOHWTE B CEPBVCHYHO MOMOLLb

KOPPEKTUPYIOUEE AENCTBUE

[03BOHUTE a CEPBUCHYIO MOMOLLb

MepeBeptorta NPO6GUPKM C NPOOGM N
[03BOHUTE a Ccepano<yro NOMOLLb
[M03BOHNTE B CEPBUCHYIO NOMOLLb
Bbibupalite MBKCUMasIbHYI0 CKOPOCTb

YTeHnAa

[M03BOHUTE B CEPBUCHYIO NOMOLLbL

11.1 Mpwn HacTynaeHUW NpeaesbHbIX COCTOAHUI U PeLleHnn O HEMPUTO4HOCTH

AHanmsaTopa K peMOHTY 1 flalbHeiLen akcnayaTaumum Unm HeuenecoobpasHoCTn fanbHeLwen

aKcnniyaTauuu, ero 060pyfoBaHue AO/MKHO ObiTh EMOHTUPOBAHO U YTUIN3NMPOBAHO.

11.2 Mepep yTunnsaumnen oTaeNbHble YCTPONCTBA AO/MKHbI ObITb pa3bpakoBaHbl Ha nNpeagMeT

OUEHKN BO3MOXXHOCTHU ,ﬂ,a!’leeVILUEI'O ncnonb30BaHMA BHe AHanmnsaTopa.

11.3 Mocne OKOHYaHUSA CpoKa CNyXGbl, eCNv AanbHelllas aKcnayaTaLuus HeBO3MOXHa,

COCTaBHble YacTy AHanmsaTopa rnocsie 4eMOHTaXa NoAJexar UCMNO/b30BaHWUIO UnK yTuansaunuun B

yCTaHOBNEHHOM NOpsiJiKe B CNeLuann3npoBaHHbIX OpraHm3aumusx.

Kopnyc n apyrue MeTanimuyeckmne 4actm AHanumsaTopa nofnexar nepepa6oTke Kak

BTOPWUYHbIE PeECYPChI '-léprIX N UBETHbLIX META//IOB.

11.4 B KOHLE CpoKa CNy>XX06bl B MEAULMHCKUX YUPEXAEHUAX YTUNN3NPOBATb MO Knaccy Aun b

CaHlMunH 2.1.7.3684-21. YTunnsauuma nsgenus 4oKHa NpovM3BoANTLCA B COOTBETCTBUN C

Tpe6OBaHVIFIMVI NOKa/IbHOT O, PErMOHaNbHOI0 U HauMOHa/bHOT O 3aKOHOAaTEe/IbCTBaA.
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11.5 PeareHTh! M HCTIHITaTENbHbIC CPeabl AOMKHLL GLITL yAaneHs! (CARTH).

O1paboTasiHbie MATEPHANLI, KOTOPhIC OCTAIHCDH NOCE AHANN3A B OYHCTKH, ABAAIOTCA
OMaCcCHBLIMH, HECYIIHMH PHCK HHPHUHPOBAHRA/3apakeRNUA, NOITOMY OOpalIcHHe C HUMH H
YTHAN3AUMA AOMKHE! COOTBETCTBOBATH TPeGOBAHRAM AeHiCTBYIOMNX HOPMATHBHO-NPABOBLIX aKTOB.

11.6 Ilepconan, ocyurecTBAAIOMIKH YTHIHIALHIO, IOMXKEH cOOMOAaTL NpaBuia GE30NacHOCTH
NPOBEJCHHA TOTO HIH HHOTO CNocoba YTHIH3AUHH.

12FAPAHTHAHBIE OBA3ATEJILCTBA

12.1 MpeanprATHE-H3TOTOBHTEND FAPAHTHPYET COOTBETCTRHE AHanH3aTopa TpebGoBakHAM
TEXHHUYECKOH M KOHCTPYKTOPCKOH JOKYMEHTaUUH NpH cOOMOACHHN RPaBUN MOHTAXA,
IKCNRYaTalUH, TPAHCNIOPTHPOBAHHA U XPaHCHHUS.

12.2 MapanTHitnil cpok 3xcnutyatauun - 12 mec. co AHg nonyueHHs noTpebuTeneM
(3akazynkoM).FapaHTHHHBIA CPOK xpaHeHrd — 1,5 rofa ¢ MOMEHTA HITOTOB/ICHHS,

12.3 B nepuon rapaHTHHHOrO CpOKa H3NrOTOBHTENb OCYIICCTBISET rapaHTHITHLIA PEMONT
AHaNH3aTOPa HAH BEILICAIIETO H3 CTPOS 000PYAOBAHHUA.

IMocne pemonta H/umH rapaHTHiHOrO O0CAYXKHBAHHA AHanK3aTop OyzAeT Bo3BpalNEH
BRaACbILY B HCXOAHOM COCTOARHH HA MOMCHT MOCTABKH.

12.4 NapanThiinsiii CpoK KCNAYaTaUKH Ha KOMIUIEKTYIOMME K3AENHA H 3aNacHbIe YacTH
YCTaHaBIHBACTCA PABHLIM FAPaHTHAHOMY CPOKY IKCIUTYaTallHH AHQIH3ATOPA U HCTEKaeT
OXHOBPEMEHHO ¢ HCTEYEHHEM CPOKa €ro SKCIUTYaTaLIKK.

12,5 Pexnamatiuu NpeABABIAIOTCS B TeYCHHE FAPAHTHHHONO CPOXa NPH YCIOBUH
cobmioaeHura noTpebuTeneM TpeboBaHHli HHCTPYKIME NO KCIUTyaTauuH AHaNH3IaTOpa, ¢
COCTaBICHHEM PEKIaMallHOHHOTO aKTa.

12.6 I"aparThiinbie 0023aTe/LCTBA HE PACTIPOCTPAHAIOTCS:

- Ha UapanHHbLl, HOpMaNbHBIR H3HOC, YMBIUIEHHOE NOBPEXKICHHE HIH NOBpeXAcHHE
BCAeACTBHE HeOpexHOro odpaumeHns nn6o HecoOMoNCHAA HHCTPYKUMH N0 IKCILTyaTauMy,
HEHpaBHABHOK YCTaHOBKH TG0 HCNONb30BaHHA HECOOTBETCTBYIOMIETO HANPAKECHHUA;

- HA MOBPEXACHUR BCACICTBHE XMMUUECKON MIIH INEKTPOXUMHYCCKON PeaKIlHH, PXKABYHHL,
KOPPO3HH HIIH BO3AeHCTBRA BOJN; HA NOBPEXACHHA BCIICACTBHE NPeOLIBAHKA B HEOOBIYHON
(nenaanexaue#t) oxpyxaiouei cpenae;

- Ha cnyualiHble NOBPEXACHHSA, BLI3BAHHDLIC HHOPOZMbIMH NPCAMETAMH HAH BELIECTBAMH, a
TaKXKe BC/CACTBHE YHCTKH, HA PECMOHT, BLIMONHEHHLIN HE YIIONHOMOYEHHBIMH OOCTYXHBAIOMIMMH

opravn3anHiIMy THGO He aBTOPHIOBAHHLIME CEPBHC-NapTHEpaMH; KO0 PEMONT ¢ HCNONB30BAaHHEM

46
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HeOPHTHHANLHLIX 3aNacHBIX YacTell;

- Ha KaGesH, NpeAOXpaHHTENH, 3AKHMbI H ANCKTPHUECKHE pashEMBI;

- NPH NONBITKaX CaMOCTOATENBHOr0 PEMOHTA 6€3 paspellieHHs BITOTOBHTEIN;

- np# ymepbe, npuanHEeHHOM BeaeacTeHe dopc-Maxopa (TalidyH, noxap, HaRoAHEHHE,
BOEHHBIE AeHCTBHA U T. 4.);

- Ha Ci1y4aH HCTIONB30BaHHA AHAMHIATOPA HEYTIONHOMOYCHHRIMH THIAMH.

12.7 Ipeasapnenue CepBHCHOMY LeHTPY TpeGoBaHuii 00 yCTpaneHHH HEAOCTATKOB
AHanH3aTOpa BO3MOXHO TONBKO NPH OAHOBPEMCHHOM MPEAbRBICHHH NPABHABHO 3allONHEHHOTO
rapanTHHROro Tanona. Ilpu 3ToM B HEM KOMKHBI 6BITL Pa3GOPUHBO YKA3AHEI CBEICHNS O
AHanu3aTope, HEAOCTATKH B KOTOPOM MOICKAT YCTPaHEHHIO (HaUMEHOBaHHe, CepHAHEIH HoMep),
a TaKXke CBEICHHA 0 NpoJaXkke AHanusaropa (JaTa nepeaayn Nnokynarenio, HaHMEHOBAHUE K anpec
NpoiAaBua), 3aBepPeHHBIE MOANMCHIO H NEYaThiO (TAMOOM) NPOJIABILA, 8 TAKKE MOIHCH
NOKYTIATENA,

12.8 [IpeanpusTAE-H3rOTOBHTEND OCTABIAET 3a C000# npaso 6¢3 M3BCUICHHA BHOCUHTD B
KOHCTPYKUHIO AHATH3ATOPA HE3HAYHTEILHDIC H3IMEHEHHR (10paboTKK), HE BIUIIOLIHE HA
paboTocnocoGHOCTD H3NCTHA B LISNOM.
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MPUNOXEHWE A

OnuncaHne OCHOBHbIX YacTeil 1 y3noB

1, bnok gunTopa

BroK AnntoTopa BbIMOMHSET acpaLyo 1
[03VIpOBaHKe 06pasLIoB, MPUMEHSEMbIX PeareHToB,
MOIOLLIEr0 PacTBOpa, AEMOHU3POBAHHO BOAbI.
BbINO/HSET BHYTPEHHIOK MPOMbIBKY 30HA0B.

MaTtepunan: HepxaBetuwasa ctanb Aisi 304,
OenpuH, MBX, ANlOMUHMNEBLI cnnas
Anticorodal.

Kop: ASS37-151-MP

MCR-001-010

Pasmepsbl: 32 x 14 x 10 cm.

Bec: 2 kr.
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2. bnox Hacoca
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Bnox Hacoca skmoqaet B cebn
NEPUCTANLTHYECKWIA HACOC, COCTOALLIMIA M3:
- paGonero koneca;

- CTeHASs,

- TPyGki NEPUCTANLTHIECKOrO Hacoca.
Bnok HAacoCca NPOMLIBEST A0SUPYIOLMA
30HA BHYTPH N CHapY»M W oGecneunsaer
HeoBxoaMMbIA 0GLeM MOOWEro pacTaopa
BO BpeMAa ¢a-3b) NPOMLIBKW NAHENM.

Marepnan: Hepnaseouan crane Aisi 304,
Denpun, NBX, AMoMunKessii cnnas
Anticorodal, Chunnkon, Nomnponusen

Koa: ASS-AP-22-161-0A
ASS-AP-22-1913

Pasmepni: 18 x 13 x 9 cm.
Bec: 1 kr.
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3. Pasvemel numanun U 1K

Nocne ycranosor npubopa 8 HywHoe NOROMENNe

AOAKRMOMMTE NPWEOP K SnexTPOCeTH 220 B
B nepementore Toxa.

NpnBop ocnaer opme noprom USE ann
NOQXMOMENIA KAMEDS K FIK 1 O M NOpTOM
R$232 ana noarmonermn npnbops x NK,

Matepnan: Hepaseousa crane Asi 304, Npx,
Gponss, Maacrux ABC,

Koa: ASS-AP-22-117

Paamephi: 7x 5 x 6 cM™.
Bec: 0,300 kr
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4. lManens sHeWHUX mpyboK

"~ @ 000 LUPMH [&) INFO@CIRMIL.RU € WWW.GOSZDRAVNADZOR RU

fea 6ydepa g3 npombinku 8o aHewHnx Gaxax ¢
AATIHKIMU YPOBHR;
Moiixa u mycoptibie 5aky ¢ AITUNKEMY YPOBHA

Martepuan: Hepmaseowan cranb Aisi 304,
Qeavpun.

Koa: PAM-25643

Pasmeprl: 7x9x 3 cm.
Bec: 0,100 xr

5]
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5. Mexanu3m npueoda lileiikepa

Aannnisi Mexannsm cooluleet aanmeHne
NOKANHBANKA LWERKSPY C YCTANORNSHHLIM HE HeM
AepMaTenes NANENSR AN AIUISPIEHOB.

310 nossanAeT CSECNEYHTD NOTHOE W
PABHOMEPHOE CMAUNBIHNE MeMBPaHLI NBHENN
ANR ANNEPIEHOB BHECSHHON XHAKOCTLIO ¥

NO-CTONHHOS PABHOMEPHOS NEPOMBLLINBAHNE
AAHHOR MHAKOCTH.

Martepuan: Peraluman, Anticorodal, AlS| 304.

Koq: ASS-AP-68-1822-00

Pa3mepni: 52 x 16 x 8 cM
Bec: 2 xr.
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6. Berpoennbiit cxaHep wypux-Koaos

Ha npuGope YyCTaHOBNEH CHMTLIBATEND
WTPHX-KOQO0B, KOTOPLIA CHHTHIBAET WITPHX-XOAN
#a npolnpxax ¢ oGpa3suamy n NPOBEPRET nX
NOMOXEHNE BO BPEMA YCTAHOBKW CTORKM C
npoBupkamu B aepxatens 8 paGoyed one.

Matepuan: Hepowade10uian Crane AlSI 304.

Kop: ASS-AP-58-184-00

Pasmepei: 9 x 7 x 3 cm. Bec: 0,400 kr

A\

BHUMAHHE! Jdannoe ycTpoicTBO COACPRAT HCTOSHHK Aa3ePHONO HITyuenna!
MakcHManbHada BHXOAHAS (NHKOBaA) MomHocTs: 1,8 MBT.
JnutensHocTbh HMIyabca: 120 Mxc.
Anuna Bonus!; 405 uM.
Ycrpoiicteo oTHocHTCA KO 2 Kitaccy onacuocti no knaccadukaumu I'OCT P MOK 60825-1-
2009.
Ha yetpokicTo Hanecen npeaynpexaatommii 3Hak «JASEPHOE H3JTYYEHHE»
Ha ycrpoiicTso HaHeceHb! NPeAYNPEeXAAOUIHE HATMHCH:
«JIA3EPHOE H3JIYYEHMUE», «HHE CMOTPHTE B ITYYOK»,
«JJIAZEPHASA AIMMAPATYPA KJIACCA 2»
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7.06nacT> gepnarenn croiikm aan obpasyos
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Nnara nosnumormposasma LED & SEN nposepner
NPABMALHOCTEL YCTIHOBKN CTOHKK AN 0Opa3uos
M YKA3LIBIET NOAOCKEHHE, HOTOPOE OHA A0MKHA
SaHMMaTL 7 CBETOAMOAAMM.

Marepuan: Hepwaserowan crans AlSt 304,
Moanpopmansaema {roMonosumep 1 ConoAuMmep
dopmanugernaa) Aenpun®.

Koa: PAM-27295-5T-L
ASS-AP-58-181-A1

Pazmepni: 74 x 23 x 10,5 cm
Bec: 4,5 k.
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8. Banna dns 30HO086
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BaHna ANA SOHACE MOET A0MPYIOLIME
SOHAB KaK BHYTPH, TAK M CHAPYHMW, a TarKe
cGpaceisaet OTPAbOTAHHYIO HAKOCTL.

Marepuan: lNoancmmpon.

Koa: PAM-27183-T

Pasmepni: 8 x 3 x 3 oM.
Bec: 0,100 kr
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9. Mexanusm nepemewyenun no ocam 21 u 22

MpeanasHaueH ANA HEIABHCHMONS
BOPTMEANLHOTO NOPOMEWSHNA ABYX 30HA0S

N BHOCOKAMEPHI BLICOKOTO PAIPSWSHHA HA
paGoyei 30HOH ANA SCHHPALUN W BHECEHRA
Npos, PeaxTHBOB, MOIOWErO PacTEOPa B
NAHENN ANA ANNEPIEHOE, 3 TAK Me ANA CHATNA
H305pa-meHni momGpan nanenei ¢ BLICOKHM

Pa3pelIenHeM ANA nocne-ayoweil obpaboram
o AHANN3A,

Matepuan: Hepmaseowan crane AlSI 304,
Delrin, NBX, Anticorodal, Cnannon,
MNoannponnnex.

Hoa: ASS-AP-68-121-00
AS554-01-21 ASS-AP-26-
12A-00 ASS-AP-26-
12121

"~ & 000 LMPMH [2] INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU

Pasmepni: 33x11x12 cm
Bec: 0,600 xr
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10. Kpoiwxa
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KpLilika SHARK3IATOPS C YCTAHOBNEHHLIM
Ha HeRt JFUUNTHLIM KO-KYXOM OTHPLIBAST
HAK 32KPLISAST AOCTYN K paliouei 3one
Ananusaropa.

E® nonomenne OTparo
NAW 3AKPLITO OTCNEXKNBARTCR

COOTBETCTEYIOWUM OaTHNKOM.

Marepuan: AvmomnHwesuii cnaae Peraluman.

Hoa: PAM-27059

Pasmepsi: 75x59x20 c™
Bec: S kr.
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11. 3awW M THBLIK KOTYX
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3alNTHbI KOXYX YCTAaHOB/IEH Ha

KpbllWKe aHanu3aTtopa. Mpu 3aKpbiTOi
KpbllKEe BbIMOHAET PoNib cCBeTOhUAbTPA,
npegoTBpalias nonajaHue cBeta Ha
o6pabaTbiBaeMble NaHeNn U NpUMeHsieMble
peakTUBbI.

MaTtepuan: Lexan, MonuypeTaH, Anticorodal.

Kopn: ASS-AP-26-13-01

Pasmepbl: 82 x 62 x 50 cm

Bec: 5 kr.

P3
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NPHJIOKEHME B

JeKOHTAMHARUNS ARATH3ATOpA

b.1 [lexonmamunayus (Oesungexyun)

Henonbsosanne AHaNH3IaTOpa NOApasyMeBaeT o0paGoTky B HEM NOTEHIHAALHO
HHQHIMPOBaHHBIX MPol (MOYa, CHIBOPOTKA KPOBA YCOBEKa H T.A.) H NOROKHTENLHBIX
KOHTPOJIBHBIX MpoG, KOTOpbIe MOTYT CTaTh NPHIHHON 3apakeHHS.

NPEAYNIPEXAEHHE!

Io yxazaunoil Buime npuIAAe Bee MacTH Npubopa 1 ero BCNOMOraTEILALIE

NPHHALTEAKHOCTH A0JTAHL PACCMATPHBATLCH KAK NOTCHUHAALHO IAPDAKCHHLIC

5.2 Ilpoyedypa oexonmamunayuu

Jna nekoHTaMAHALMK CEAYeT HCNOIL30BATh OHO H3 CCAYIOWHX AC3HHOHLMPYIOWHNX
CPEACTB IMPOKOro CNEKTpa AcACTBHA (HIH SKBUBANCHTHOE CPEACTBO):

- Lyseptol (JInzeron)

- Aseptisol (Acenuson)

- Germocid Plus (Tepmonra [Timoc),

6o aHANOTHYHLIE UM, JOMYINEHHLIC A1 NPHMEHeHHS B Ji¢ueOHO-NpodUNaKTHIECKHX YIPCKACHHAX.

BHUMAHHE!
TpamenaTs Ae3BEPHUAPYIOIHE CPEACTBA PA3PLINAETCH TOALKO HA NOBEPXHOCTAX

AnasmsaTops!

[Ipn ae3undeKunn cneRyeT BHNIOIHHTE CEAYIOUNG Iar:

1 HanensTe 0qHOPA30BHIC NEPUATKH, JAMMATHRIC OYKH H MOAXOAMILYIO OACKAY.

2 INoAroToBbTE NAKET /U ABTOKAABA JUIK BCEX H3ACHHAIN OTHOPA3OBOTO HCNOAb30BAKHA, KOTOpbIC
HeOOXOMMMO Ae3HHPHIMPOBATSH, H NPOMAPKHpPYIHTE ero HEANKATOPHON NeBTol ANd aBTOKNABOB.

3 OrcoeaHHMTE WTENCSNBLHYIO BWIKY, 91005 OTKMOYETE NPUOOP OT MEKTPOCETH H
NPEACTBPATHTDL KOPOTKOE 3aMBIKaHHE.

4 Cunmure Bee akceccyapil. Bee axceccyaphi, koTophie IPHIAraloTcs k npHbopy, Takke
AOMAHL GLITH TalOKe NPOACIHHHIMPOBAHLL.

5 OcTOpoXHO pacnBIKTE Ae3HHHIHpYIOee CPEACTBO HA NOBEpXHOCTH. B KauecTse
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ANLTEPHATHBL MOXHO NPOTEPETh BECh HHCTPYMEHT Mapniell way markoil Gymaro#, cMoueHHO#H B
AC3HHPUUBPYIOWIEM PACTBOPE.

6 Tlocne nepHoaa KOHTAKTa, COCTABMAIONLIETO He MeHee 10 MHHYT, CHOBA TIOBTOPHTE
npeasiayme mars (1-5).

7 Mocne NATHYACOBOTO KOHTAKTA OYHCTHTE MOBEPXHOCTH NPHOOPa MATKHM MOIOIIHM
CPEACTBOM WIH AMCTHUTHPOBaHHOMH BOOH, wTOOH YAATHTE OCTATKH ACIHHOHUHAPYIOWEro CPeACTRa
HIM TPA3b.

8 TiarenbHO BRHICYIUATE AHATH3ATOP.

9 YnaxyiiTe AHQJIH3aTOP H BCE aKCECCYaphl B OPHTHHANBHYIO YTIAKOBKY.

10 IMpoaesunHpHUHPYHTE PYKH B BRIMOHTE HX MATKHM MOIOIIMM CPEJICTBOM.

11 3anosmure npoTokon 06€33apaKHBAHNA H IPHNOKHTE ero K npubopy

b.3Jexrapayus o dexonmamunayuu

Heknapaumns gomkia OLITh 3aN0HCHA H NPHICKCHA K KAXKIOMY Npubopy nepea xpaHeHHEM
HIIH Nepea AOCTABKON B CEPBHCHBIN LICHTP UM TEXHHYECKOro 00CTyKHBaHHA HIH PEMOHTA.

Hexnapauss ao/mkna G6ITh NPHKPENNCHa K yNakoBke NpuGopa Ha BHAHOM MeCTe.

L L]

Axva____________________ [Nogekd
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Ipunoxenue B

HucTpyKUUH N0 HCNOJIb30BAHHIO

IManeneii PROTIA
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PROTIA Allergy-Q ATtonnveckas naHeab

HaGop ans AHarHoCTH4YECKOr0 aRaAu3R in vitro Ans KoOAHYECTBEHHOTO ONpeaAcAcHHS
aaneprencnenngnaecknx  IgE-anTHTen B CHLIBOPOTKE HAN WAAIME YEJIOBEKR C©
HCTIIbL3OBAHHEM METOAR HMMYHOOAOTTHHIR

(Hainauenue]

Habop peareHTos NpeaHAsHAYCH ana KOJIMYECTBEHHOTO ONpeACNCHHA
aweprencnenudpuieckax IgE-anTHTEN B CHIBOPOTKE HIH MNA3ME YCNIOBEKA ¢ HCMONb30BAHHEM
METOJA HMMYHOOGNIOTTHHTA,

[®ynxunonaaLHOE HAZHAYTCHHE]
BcnomorarensHoe cpencteo B guarHocTmke.  [IpHMeHeHue HIACIHA HE  HMeeT
NOMYAAIHORABIX H ACMOTPaPHUECKHX acneKkToB,

[O6aacTs npHMenennn]
Kminnueckas naGoparopHas AHarHoCcTHKA.
MeaMUHHCKOe HIACTHE TONbKO NS IMArHOCTHKH in-vitro.

[MoTenuuannunie noTpeburean Hinenns)
JIITY moboro npopuna.

(TIpodeccronaNbRLIN ypoBeHb NOTEHIHANBHBIX NMIb3I0BATENCH]
Bpau knanAdeckoil nabopatopHo#t AWArHOCTHKH, MeAMLMHCKIH naGopaTopHeiit TEXHHK.

[Bosmoxubte nobounsnie gelicTaus)
MoSousble AclcTBHA HE BLIABICHLL.

[Moxazauns x NpuMeHEHAO)
JANarHocTHKa aICpruH.,

[MIpoTHBONOKAZAHMS K NPpHMeHennIo]
Taxenan dopma remMoprHn.

B cocraBe 43nenud OTCYTCTBYIOT MATEpHANLI, BCTYNAIOMHAE B HEMNOCPEACTBEHHBIH WM
ONOCPEAOBAHHEIM KOHTAKT ¢ OPraHKW3MOM MAalMEHTa H NEPCoHana, HCNoNb3YIOLIero HIACHHe, NPH
BBINOJTHCHHH TPeGOBAHHI IKCIUIYaTAUNOHHON JOKYMEHTAIMH (MHCTPYKUWH 10 NPAMEHEHHIO).

B cocraBe n3nenus OTCYTCTBYKOT JIeKapCTBEHHble CpeAcTRa M (dapmaleBTHYCCKHE
cyOcTaHUMM.

B cocTase naHenu aniepreHoB COAEPXKATCH KOMMOHEHTH XHBOTHOTO NIPOHCXOKACHHUR:

- MOHOK/JIOHANLHBIC AHTHTENA NMPOTHR mMMyHornoOyauHa E, Kar. Ne 100105 (ucrounux
NPOHCXOXKAEHNA: rHOpHaoMel Mpumel, cornacHo AokymMenTaudH ¢upmm Medix Biochemica
(Oruaasang));

- GuoTHH-aNE0YMUH Gbrvbell CHIBOPOTKH (MCTOYHHK MPOHCXOXKICHHA: Obrunit CHLIBOPOTOYHBIH
ansGymun Kat. Ne LY-0081 (Grraps chiBopoTka), cornacHo aokyMentauun gupmet ProteomeTech
Inc. (PecnyGnunxa Kopes)).

B cocTaBe paz6aBuTens ofpasiia coaepxRATCA KOMIIOHEHTHI JKMBOTHOTO MPOHCXOKACHUA:

- wenatie Kar. No G6650 (ucToyHHK NpoHCXOkAeHHA: Obiuba mainHHa - Tun B, cornacho
noxymenTainn dupmu SIGMA ALDRICH (CILA)).

B coctaBe pacTBOpa aHTHTENA COACPKATCA KOMIIOHEHTH XHBOTHOTO NIPOHCXOXACHHA:
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- GHOTHH-KOHBLIOTHPOBAHHEIC MBITHHLIE aHTHTEAa K vyenoseueckomy IgE, Kar. Ne 100429 /
100106 (MCTOMRUK NPOMCXONKACHHA: rMOPHAOMBI MBlUleH, COrnacHo AOKYMCHTALMHM (HPME
Medix Biochemica (Punnanans));

- Gbruuit coiBopoTouHBIl anbGymun, Kar. Ne LY-0081 (nponcxoxaenue: Guiuba CHIBOPOTKA,
cornacHo nokymextanuy ¢pupme: Boval Biosolutions LLC (CLUA)).

B cocrase (pepMeHTHOrO pacTBOpa COACPKATCA KOMNOHCEHTH! IKHBOTHOIO NMPOHCXOKACHHA:

- 8 cocraBe OGydepa xpanenns ans CrpentaBuaux-menounas ¢ocdarasa ucnosawiyercs
anbOymuH Gbivubelt cutBopoTkh, Kat. Ne V5591 (HcTtounnk npoucxoxaeHns: ObdbA CHIBOPOTKA),
cornacio aokymexTauni ¢pupmp Promega (CLLA));

- Gorunfi ceiBopoTOuHK anbGymun, Kar. Ne LY-0081 (ucrounuk mponcxoxacHua: 6uivba
CbIBOPOTKa, COTNIACKO AoxyMeHTaunH ¢pupmun Boval Biosolutions LLC (CILA)).

Bxoasumie B cocTap HabGopa KOMMOHEHTH HE TOKCHYHLI, B 3aABJICHHBIX KOHLECHTpaUHAX
Ge3onacHbl. MaTepHanbl XHBOTHOTO NPOHCXOKACHHA Xopowo 3adHxCHPOBaHH Ha MemOpanax
TECT-NOAOCKH, MOMEMICHHO! B MAACTHKOBHI KOHTEHHEP ¢ OTBEPCTHAMH, KOTOpBIfi MCKMIOYaeT
KOHTAKT ¢ TEJIOM HeNOBEKa NPH NPHMEHEHHH MEANIMHCKOrO H3ACIHA O HA3HAYCHHIO.

PacTBOpHI. B COCTAB KOTOPbIX BXOAAT MaTepHANbl XHBOTHOTO NPOUCXOXKACHHSA, XOPOLUO
YKYNOpEHbl KpBbIIIKAMH, MpHY NPHMECHEHHH PAaCTBOPOB MCMONL3YETCA IHNETKA M MEPUYaTKH,
KOTOpbie HCKMOUAOT KOHTAKT ¢ TENOM YENOBEKA fIPH MPUMEHEHHH MEIMUMHCKONO H3AENHs No
Ha3HAYEHHIO,

Takum oOpasoM B MEAMUUHCKOM MIAETHH OTCYTCTBYIOT KOMNOHEHTH ABJAIOLNECS
TOKCHYHBIMH, ATPECCHBHBIMM H NPEACTABINIONIMMY  OMAacHOCTL MNPH  HCNONBL3OBaAHHWRA
MEIHLMHCKOTO H3ACAMA MO HASHAUCHRIO B NPH COOMOACHHHE EMEHTapHBIX Mep 5e30NacHOCTH.

Baatne npol, oOpaGotka, xpamensie H OOpalllieHHE C JaHHBLIMH MATEPHANIAMH COTNIACHO
ROKYMCHTALIHH MOCTaBUIMXA/TIPOM3BOAMTEIA JAHHBIX MATePHAIOB, a Takke obmMX mnpasun
6Ge30nacHOCTH Mo pabote ¢ OHONMOrHYECKHMH MaTepHanaMH.

[Onrcanne uenesoro AHANKTA, cBeacHNN 06 ero HayuHoll ofocHOBAHHOCTH, NpPHHUNA
aeiicrens|

Tpranun aelicrpun

PROTIA Allergy-Q - wmynbTHniexcHuiif AHarHoctuueckHit HaGop Ans AMArHOCTHKH
annepruM, OCHOBaHHBH HA TNpPHHUANEC HMMYHODEPMEHTHOrO AaHaTH3a, BKMOYaeT B Ceba
HHTPOLEIUNONO3Hble MeMOpaHbl ¢ pasNHYHLIMH  aLICPreHaMH, ancopOHpoBaHHLIMM Ha
PETYIAPHLIX HHTEPBANbHLIX AHHHAX, YTO MO3BOJACT TECTHPOBATH ACCATKH CREUHPHYECKHX
amnepredos B oayoM Tecte. PROTIA Allergy-Q ucnonbsyer HOBYI0 TEXHHMKY NapannenbHOro
pa3melieHns MeM6paH K No3BoONAET OLCHHBaTL Gonee pazHooOpasHble annepreHbl B XOAE OAHOTO
TECTa, MO CPaBHEHHIO ¢ APYIHMHM NPOAYKTAMH, HCMONL3YIOLIMMH TONBKO OAHY MeMmOpany.
Anneprencneunduueckue IgE-antuTena, npucyrcTeytoie B ofpasuax NauneHTOB, CBA3LIBAIOTCS
C QHTHIrCHAMK H HMMOGHIN3YIOTCS Ha MeMOpaHe RaXe nmocne CTaAHH NPOMBIBKH.

HmmobunnzosanHbie IgE-antuTena CBA3LIBAIOTCA ¢ OHOTHHOBBIMH  AaHTHUTENaMH K
yenopeueckoMy IgE, a 3areM OMOTHH NpHCOeAMHAETCH K NCHHABMAMNY, KOHBIOTHPOBAHHOMY ¢
menoyHoli ¢ocparasoli. Liser passHpaerca mnocne apobasnenns cyGctpara B nocneaxed
HHKYOaunu ¢gepMenTOM, a HHTCHCHBHOCTD LIBCTA AHATHIHPYETCA ¢ MOMOIILIO YCTpolcrsa Ans
H3MCPEHHA 1BETA,

Onuncanne nenesoro AHAJNTS, HaYuHas 06ocHoBanNHOCTD

HMMyHOOAOTTHHI - BHICOKOMYBCTBHTE/IbHBIA METOA BbigBleHHR OCNKOB, OCHOBaHHLIA Ha
COYETaHHR MekTpodopesa H HMMYHOdEepMEHTHONO MeToaa aHaH3a (MODA),

ANTHreHB! BO3OYAHTENA PasAeNaloT ¢ MOMOIBIO WIEKTPodopesa B NONHAKPHIAMHAHOM rene,
34TEM NEPEHOCAT HX U3 relf Ha AKTHBHPOBAHHYIO SyMary Uau HHTPOUSILUTIONO3RYIO MeMOpaHy K
nposasnaior ¢ noMouibio HOA. Ha 3t nonocku («610Tui») KAaROCAT CHIBOPOTKY GoabHoro. 3arem,
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nocne WHKy6auuu, OTMbIBAOT OT He CBA3ABLUMXCA aHTUTEN 60/bHOrO W HaHOCAT CbIBOPOTKY
NPOTUB MMMYHOrNO6GYNMHOB 4YenoBeKa, MeYeHHYI (epMeHTOM. O6pa3oBaBLUMACA Ha MNONOCKe
KOMnfekc [aHTUreH + aHTUTeNno 60NbHOIO + aHTUTENo nNpoTMB Ig 4enoBeka] BbIABAAOT
[06aBneHneM XpOMOreHHOro cy6cTpaTa, U3MEeHAIOLWEro OKpacky nof fencTenem epmMeHTa.

ATOonunueckas anneprus npenctaBnseT Cco60M TUNepyyBCTBUTENIbHOE WMMYHONOIMYecKoe
COCTOSIHME, ONOCpejloBaHHOE MMMYHOI106ynnHoBbIMKU E (IgE) aHTuTEenamu. JiumdoumnTtapHsole B-
KNeTKW, CTUMY/IMPOBaHHble CMeuuuYeckum aniepreHomM, npoayuupytot IgE-aHTuTena K
aHTureHy. IgE-aHTMTena cBA3bIBAKOTCA C PELENTOPaMM Ha MOBEPXHOCTU TYYHbIX KNETOK Wu
6a30pMIbHbIX nekounToB uYepe3 Fc-obnactb. [locnegytouiee CBA3bIBAHWE annepreHa ¢
CBA3aHHbIMW C K/ieTKamu cneuuduyeckumy IgE  BbI3bIBAE€T  JerpaHynauuio  K/AeToK U
BbICBOOOX/EHME BA30aKTUBHbIX aMWHOB, YTO MPUBOLMT K COKPALLEHUIO TNagKUX MbILWL, 3y4y,
OTeKy UM TpaHC-CIM3UCTOMY  MPOTEKaHWK  BHEKNeTOYHbIX  XuAkocTeid.  Hawmbonee
pacnpoCTPaHEHHbIMW KIUHUYECKUMUN NPOSBNEHUAMM 3TOr0 6MOIOrMYECKOro npouecca ABNATCA
CeHHaa NiMxopafka, acTMa, AepmMaTuT, KpanuBHMLA U aHaunakTuyeckmii WokK. OLeHKa ypoBHS
IgE B CbIBOPOTKE NauveHTa ANS Pa3/IMYHbIX alfIepreHoB LeHHa Npu LUarHOCTUKE W NevyeHuwn
aToOMMYecKoi annepruu

(KomMnoHeHTbI Habopa]

HanmeHoBaHue
XapaKTepucTtumka Konunyectso
KOMMOHEHTA
1 2
KacceTa 13 nnactuka, ¢ pamkoi 13
MaHenb ang nnacTuka, cogepxaiiaa HUTPOLENI0I03HYIO0
annepreHoB MeMbpaHy ¢ afcopbupoBaHHbIMUK anfepreHamm

(S-1, S-2, S-3, S-4, S-5 - cTaHAapTHbIE MHWY; 20 nawenei

C - KOHTpO/bHAaA NNHUA; oT 1 Ao 44 - NUHUU
annepreHoB)
®nakoH NofMMepHbIi 06beMoM 20 M €
Pasz6aBuTenb o6pasla  HaBUHYMBAEMON KPbILKOW CUHErO LBETA,
cogepxatwmii 10 mn cuHe-hnoneToBOw
XNAKOCTH
dnakoH NoAMMepHbIA 06bemom 20 M/ C
PacTBop aHTUTENa HaBMHUYMBAEMOM KPbILLKOW XXENToro uBeta,
cogepxatwymii 10 mn XXenToBaTol, Um ceeno-
XKEeNTOWN XNAKocTn
dnakoH NonMmepHbIli 06beMoM 20 mn ¢
®epMeHTHbIN pacTBOP  HaBMHYMBAEMOW KPbILLIKOW KPacHOro LBETa,
cogepxawmii 10 mn 6ecuBeTHON UK
XKentoBaToi XNAKOCTK
®n1akoH NosiMMepHsbI 06beMoM 20 M ¢
PacTBop cy6cTpaTta HaBUHYMBAEMOWN KPBbILLIKOWA YepHOro LBETa,
coaepxXalimii 10 ma XKenTol UAn XXenToBaTow
XUNAKOCTH
®nakoH NonMMepHbIi 06bemom 20 Mn ¢
Motowunii pacteop 20X HaBMHUYMBAEMOW KpbILIKOW 6enoro LBeTa,
cofepxawmii 10 M1 KOHLEHTPUPOBaHHOM
6eCLBETHOMN XNAKOCTM

10mn x 1

10mn X1

10mn X 1

10mnx 1

10mn X1

WHCTpyKuma no
NPUMEHEHUIO
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¢ JlononnwurensHo HeobxoanMoe obopyaosanue

1. Pyuno#i metox: AHAJIU3ATOP UMMYHOJIOTHYECKMI ®OTOMETPHUUYECKHHA
«Q-SMART» U1 AUATHOCTUKH HH BUTPO HA ITAHEJDIX «PROTIA».

2. NMonyaetomatnuecku#t metor: YCTPOMCTBO ABTOMATH3UPOBAHHOE «Q-
PROCESSOR» U1 OBPABOTKHU TMAHEJNENA «PROTIA» JJIA MUATHOCTHKH HH
BHUTPO.

3. ABTOMaTHHECKHi MeTox: AHAJIM3ATOP ABTOMATHYECKHH
WUMMVYHONMOTHYECKUA  ®OTOMETPUMUECKMH  «Q-STATION  ELITE» UUA
AUATHOCTUKHU UH BUTPO HA IMAHEJBIX «PROTIA».

|Buemnunii sua)

1. MNanens AMR annepreHoB: IUIaCTHKOBAaA MaHens, B KOTopoli 3akpenneHa memOpaHa B
NNacTHXOBONA pamKe.

2. Pa3Gasutens obpasua: CHHe-PHONETOBAS KUAKOCTD.

3. Pacteop aHTHTENA: XKENTAA HITK CBETIO-KENTAN KHIKOCTD.

4. QepmenTHBIH pacTBOP: GECUBETHAS HAK CBETIO-XKENTaA KHIKOCTD.

5. Pacteop cyGcTpara: CBETIO-XKeNTas :HAKOCTD.

6. Motomnit pacteop 20x: GecuiBeTHaA KHAKOCTD.

7. RHCTpyKuus no NPHMEHEHHIO.

{Meroam anann3a)

1. [NoaroToBka peareHTos ¥ 06pa3nos

(1) lNoaroroska MolOWEro pacTeopa.

Tepen npumenernem pazbasbre Molomuit pacTeop 20X AeHoNHIMpoBaHoil Boso# B 20 pas.

(2) lNoaroroska obpa3uos

B TecTe MCNORL3YIOT CHBOPOTKY WAH NNasMy YejoBeKa (C aHTHKOArynaHTaMH LHTparT
Hatpns, renapir, JJTA). [lepea TecTHpoBalHeM YAQMNTE KICTKH KPOBH WIH Jobbie TBepabie
pellecTBa UCHTpHYTHpoBaHHeM B TedenHe 10-15 wmua  npu 2500-3000 o6/muH.
FeMONH3HPOBAHHbIC MK 3arPA3HEHHbIC 06Pa3iibl MOTYT MPUBECTH K HENPABHABHLIM PE3yabTartaM,
B CBA3H ¢ THM HE HONYCKaeTCA HCMONL3OBARHE ANA HCCACAOBAHUA 00pasLOB ¢ NOBLILCHHBIM
COAepXKaHHEM JHNUAOB H (MNAH) C JIPH3HAKAMH reMONN3a, H (HAH) ¢ BHAMMBIM MHXPOOHBIM
npopoctoM. Xpanute oGpasiibl CLIBOPOTKH HITH Mna3Mbl npn 2~8°C xoraa oHH HCMONL3YIOTCH 33
kopoTkuii mepHoa (B TeyeHHe 2 Heaens), H NpH -15°C nnu Huxke npu Gonee ATHTEIBHOM
xXpaHeHuH. Pasmopoxennble ofpasiibl nepea HCCNENOBAHHEM HYKHO TIMATENLHO NEPEMEILaTh.
[Tpn paGote ¢ pa3mopoxCHHHIMH o0pasnaMu ceayeT yYHTHIBATh, YTO KaXALIH UHKA OTTaHBAKHA-
3aMOPAXNBANHA TNPHBOAHT K PpaspymeHHIO BLIABIACMBIX AHTUTEN, CHIXKaA KavyecTBO
Heeneayemoro Marepuaiia. C Uenblo MOMYYEHHA AOCTOBEPHEIX Pe3yNbTaTOB HCCIEAOBAHHA
PEKOMEHAYETCA HCMOABL3OBATD TONLKO OAHOKPATHOE 3AMOpaXHBAHNHE-0TTaHBaHHe 00pasUoB.

2. Ipouenypa ananusa

Pyutioii MeToa

1) OnTManbHeie YCNOBHA 414 NabopaTopHu - NPOBEACHHE IKCMEPHMERTA NPpH + 25 2°C n
npu 50 = 20 % BRAKHOCTH.

2) Bce peareHThi cieAyeT AOBeCTH 10 KoMHaTHOM Temnepatypui 3a 30 MMHYT 10
MCNONL30BAHHA M TIIATENBHO MEpeMelnaTh cpasy NEpeR HcnosbioBalieM. Bekpolite ynakosky
NaHEeNN ANA ANCPreHOB NOCne BLIPABHHBAHHA & TEMIIEPATYPH ¢ KOMHATHOM,

3) NoaxocTbio CMOYHTE TECTOBYIO MeMOpaHy, BHecsi B nanenb ms amiepreros 300 mxn
pa3GaBNeHHOro MOIOINEro PacTBOpA, BCTPAXHBaAlTE NaHeNb B TEYECHHE 5 MUHYT, a 3aTeM YAANHTe
OCTAaTKH MOIOLIETO PacTBOpa (peKoMeHAyeTcs YacTora spauienus 100 o6 / MuH).
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4) Buecnre B nanens ans auepredos 250 M pasGasutens oGpasua.

5) Brecure B nanens 50 Mkn ofpazua nauHeHTa W MHKYOMpylite nMps BCTPAXWBAKUM NpH
KOMHaTHO# TeMnepatype B TeUCHHE 45 MHHYT.

6) Yaanute OCTATKH pPacTBOPOB M3 MAaHEAH W ABAXAL nNpoMmoiite MeMOpany pasbaBfeHHbLIM
motomuM pacTeopoM. [lIpu kaxzao#t npomsiBke BHOCHTE no 300 MK pasGaBACHHOIO MOIOLIETO
pacTsopa, HHKYOHpYiiTe NpH BCTPAXHBAHWM B TCUeHHe S MHHYT H JaBaiite creun. PacTeBop He
JIOMKCH OCTABATLCA B MMAHENH.

7) Buecnre 250 M1 pacTBOpa aHnTHTEl B NaHenb H WHKYOMpyliTe npn BCTPAXHBAHHUK NPH
KOMHATHO#N TeMnepatype B TeueHHe 30 MUHYT.

8) INpomoiite MeMGpary no mevony (6).

9) Brecute B nauenn 250 mMxa pactsopa depmeHTa H HHKYOUpYHiTE NPH BCTPAXHBAHHR B
TeucHHe 30 MRHYT.

10) TipomoiiTe MemGpany no meroay (6).

11) Buecutre 250 Mkn pactbBopa cyGctpata ¥ MHKYOUpyHTE NpH BCTPAXMBAHWH NIPH
KOMHATHON TeMnepaType B TeMHOK XOMHaTe B TeueHHe 20 MHHYT.

12) Yapanure pactsop cyOcTpaTa H3 manend W npoMofite ee 250 MKI ACHOHH3UPOBAHHON
BOJBI.

13) OcTaBuTh NaHENHL Ha CTONE A0 €CTECTBEHHOMO BHIChIXaHHA (ybeanrech, 4To MeMOpana

TIOJIKOCTHIO BICOXNA).

14) Bcrasbte MaHeNH B AHAJIU3ATOP HMMMYHOJIOrMYECKUHA
®OTOMETPHUYECKMH «Q-SMART» Il AUATHOCTHUKU UH BHUTPO HA NAHEJNAX
«PROTIA» u ouennure pesyabtathl. Bonee moapoGHo cM. Pykosoactso no AHAJIUZATOP
UMMYHOJIOTHYECKHI ®OTOMETPUYECKHH «Q-SMART» V11 AMATHOCTHUKHK UH
BUTPO HA IMNAHEJAX «PROTIA».

* Ans BHKYOALMM H BCTPAXMBAHHA NMAHCNH HCNOAB3YiTe MoGoH opOnTambHuil welikep co
CKOPOCTBIO BpalleHus (yactoroit koneGaunii) 100 06/Mun. Her orpannyenuit no BGopy Monenn

ycTpo#icrsa.

HonayasTomaTHueckuii Meroa

1) YCTPOUCTBO ABTOMATU3HUPOBAHHOE «Q-PROCESSOR» JUIS1 OBPABOTKHU
NAHEJEN «PROTIA» U1 AUATHOCTHKHU HH BUTPO ocHameHo NaHeAIMH W PEareHTaMH
DS AULEPreHoB.

2) O6paturech X PYKOBOACTBY no KCITyaTalNH YCTPOHUCTBO
ABTOMATH3UPOBAHHOE «Q-PROCESSOR» ULl OBPABOTKHY MAHEJNENA «PROTIA»
JULR TMATHOCTHUKHA UH BUTPO u paiite peakunaM NporpeccHpoBaTh.

3) Bcrasste nanenu B anannzatop Q-SMART u ouennte %caynsmu. bonee noapobHo cM.
Pykoeoacteo no AHAJIU3ATOP UMMYHOJOIMYECKUN ®OTOMETPUYECKUH «Q-
SMART» J1A AMATHOCTHUKH UH BUTPO HA INAHEJIAX «PROTIA».

ABTOMATHYECKHI MeTOA

1) AHAJIM3ATOP ABTOMATHYECKKIA MMMYHOJIOTHYECKUN
®OTOMETPHUYECKHUH «Q-STATION ELITE» U1 AUMATHOCTUKH HH BHMTPO HA
I[MAHEJIAX «PROTIA» ocHallteH NaHeIsMH U pearcHTaMH A1 aJUIEPreHoB.

2) OGpatnTech K PYKOBOACTBY Mo Jkcrinyaraunu AHAJIM3ATOP ABTOMATHUYECKHUNA
HUMMYHOJOTMYECKA#  ®OTOMETPUYECKUM  «Q-STATION  ELITE» ANA
AUATHOCTUKM HH  BHTPO HA [MMAHEJAX «PROTIA» u palite peakuuaM

NPOTPECCHPOBATD.

3. Ouenka U MHTepNPETALMA PE3YILTATOB
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1) KonnyecTBo annepreH-cneynguueckux IgE-aHTuTen onpegensetrca 8 ME / mn npu
nomown AHanusatopa Q-SMART wnnn AHannsatopa Q-STATION ELITE, knacc onpejgensercs
no Tabnuue Huxe.

2) KonnuectBo obuwero IgE (tIgE) Bbipaxaetcd B ME / MA M MOXET KONMYECTBEHHO

AnnepreH-cneynduyecknin Ige

ME/mn IgE Knac Konnyectso

<0,15-0,34 0 He HailgeHo

0,35-0,69 1 Manoe

0.70-3,49 2 YMepeHHoe

3,50-17,49 3 YMepeHHO 60nbL0e
17,50-49,99 4 bonbuoe

50,00-99,99 5 OueHb 60nbLL0E

>100 6 JKcTpemanbHO 60/bLL0e

4, KOHTpO/b KayecTBa

KoHTponbHas nnHusa (C) Ao/mkHa OblTb XOpOWO BUAHA. ECnn KOHTpO/ibHas NNHUA cnabo
BUAHA, €€ Henb3a OyfgeT cuuTatb C MOMOLWbLI ONTUYECKUX W3MEPUTENbHBLIX MNPMOOPOB.
PekomeHAyeTCA NOBTOPHOE TECTUPOBAHME.

5. XapakTepucTukm

1) AHanuTnyeckas 4YyBCTBUTENbHOCTbL (Mopor o6HapyxeHus IgE): 0,15 ME / mn.

2) AHanuTnyeckasa crneum@uUHOCTb (MHTepMepeHLNsA 1 NepeKpecTHbie peakumnmn): He
Habnganacb UHTEP(EPEHLUUSA N NepeKpecTHas peakTUBHOCTb Habopa co cneayoLnumm
matepumanamu: 6UNnpyounH, anbbymuH, nmmyHornobynutel (IgA, IgM, IgG nnu IgD), B 3 pasa
npesbllLaloLW e HopMabHble PU3N0IOTNYECKMEe YPOBHM.

3) AnarHocTnyeckas 4yBCTBUTENbHOCTL: 99,40% - 100% (C LOBepUTENIbHOW BEPOATHOCTbLIO
95%).

4) AnarHocTmyeckas cneungpuyHocTb: 98,77% - 100% (C 4OBEPUTENLHOI BEPOATHOCTLIO
95%).

5) BocnpounssogmmocTb: 100%.

6) KoathduumneHT BapnabensHocTn (CV): meHee 8%

KJI

UUINOTAD< 00075 5I0ACn AW A0 S0 (8D DOV I0AL
Ne Annepren Kog Mpynna
1 oo6wwii IgE HrE IgE
2 ANYHbIR 6enok fl
3 ANYHBIN XKENTOK f75
4 Monoko f2
5 Anbda-nakroansoymMmunH f76 Muua
6 BeTta-nakTornobynuH f77
7 KaseuH 78
8 Apaxuc ns3
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9 3eNieHblil ropoLek rn2

10 CoeBble 600bI rn4

n Opex rpewkunii 1256

12 CBWHMHa 126

13 MoBsgMHa 127

14 KypuHoe msco 183

15 Tpecka 13

16 Ckymb6pus 1206

17 Kpabbl 123

18 KpeBeTku 124

19 MopcKoin MONTCK 1207

20 Kykonka wenkonpsaga :

21 MweHnya f4

22 MekapcKkue gpoxKu f45

23 Puc 19

24 KapTtoenb 135

25 Mepcuk 195

26 A610K0 f49

27 JomallHaa nbinb hi

28 D. pteronyssinus dl

29 D. farinae d2 BHyTpu

30 TapakaH i6 NMOMeLLEeHNI

31 AnNuTennii KOWKK 1 NepxoTb el

32 MepxoTb cobaku e5

33 Candida albicans m5

34 Tricophyton rubrum m205

35 Aspergillus fumifzatus m3 MuKpoopraHus

36 Penicillium notatum ml Mbl

37 Alternaria alternata m6

38 Staphylococcal enterotoxin B m81

39 Cwmecb bepésa-ofbxa tx

40 ay6 t7

41 Cmecb 3M1aK0BbIX TpaB oX

42 AMOpPO3MA NOMBIHHONNCTHASA wl Mbinbia
BbICOKas

43 MonbiHb 0ObIKHOBEHHAA W6
(4YepHOOBbINLHUK)

44 XmMenb w22

[Mepbl NpesoCcTOPOXHOCTWN ANA NOMb30BaTeNeN]

1) TonbKo ANS AMarHOCTUKK in vitro.

2) PROTIA Alergy-Q MoxeT 6bITb MCMOMb30BaHa 415 OKasaHWs MOMOLM B KIVMHUYECKOM
AnarHose, pesynbTar ABAeTCA MpeABapuTeNbHbIM. [lO/lyYeHHbI pe3ynbTaT aHanusa [OJXKeH
OblTb COOTHECEH C KNMHUYECKOW KapTUHON. N9 yTOYHEHNS AnarHosa Heo6xoamMma KOHCynbTaums
Bpaya.

3) JTIOXXHO MONOXUTeNbHble pe3ynbTaTbl MOFYT ObiTb MNOAYYeHbl W3-32 MEPEKPeCTHOW
PeakTUBHOCTN aHTUIEHOB, TECTUPYEMbBIX C APYTUMWN aHTUTEHaMMW.

4) He KypwuTe, He ewbTe W He MeildTe B MecTax, rf4e WCNONb3ykTCA o06pasubl W
ncnbiTaTeslbHble PeareHThbl.

5) OnTumanbHbIe YCNoBUA A1 nabopatopumn - NpoBefeHne aKcnepumeHTa npu + 25 £ 2 °C n
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npu 50 £ 20 % eBaaxHoOCTH.

6) Bce oOpasuel MOryT BKMOYaTh HEHIBECTHBIE uHpEKUMOHHbIe Matcpuansl. [Ipn
obpaieHny ¢ ofpastiaMu HanesaliTe OAHOPA3OBLIE NEPYATKH U MOHTE PYKH NOC/E TECTHPOBAHHSR.

7) Yrobel nibexaTh HECHACTHHIX CJAydaeB He nomeinafite Urabl, HOXH HIH mobble Apyrue
NpeaMeTHl, KOTOPbie MOTYT NPHYNHUTD BPEa, NpH ofpaleHun ¢ obpasuaMHt ¥ peareHTamMH.

8) Bce oOpasubl NAUHEHTOB H HCNOAB3YEMble KOMMOHEHTBI M3 KOMIUIEKTA AOMKHBLI
PaccCMATPHBATLCA KAK HCTOuHHKM Ouonormueckolt omacHoctu. MX cnexyer yruamsmposars B
COOTBCTCTBHH C COOTBETCTBYIOUIMMH PYKOBOAAUIHMH TPHHUKNAMH.

9) He ucnonb3yitte KOMIACKTH MOCC HCTEYCHHS CPOKA FOAHOCTH.

10) Manenn annepreHOB yMAKOBLIBAIOTCA ¢ OCYMIHTENEM H JONXHBI ObITb repMETHYHO
3aKPLITH! MOCAE KAKAOTO KCNONL3OBAHHA.

11) Hexoropsie pearenthbl, BIIIOUECHHLIC B KOMIUIEKT, COACPIKAT a3HA HATPHUA B KaYecTBe
xoHcepBanTa. Cooliaerca, 9To a3uA HATPHR pearupyeT ¢ CBUHLOBON MM MeIHON cCaHTeXHUKOH C
o0pa3oBaHHEM MOTCHUHANLRO B3PLIBOOMACHOTO a3HAA METaNIa, MOITOMY BCEr/a BulTHBafite ero
BMECTE ¢ AOCTATOMHbIM OOBHEMOM BOAN, 9TOOB! MpeaoTBpaTHTL 00pasosaHKe asHAa MeTaula B
CHCTEMaX BOAOTIPOBOAA.

12) PacTBOp cybcTpaTa MOXET COACPKATD HEPHLIC OCAAKH. DTO HE HEHOPMANLHOE ABNCHUE H
He BIMACT Ha pe3yJbTaThl TecTa.

13)ByasTe ocTOpoXHbl, 4ToOb H30exarh oOpasoBanHa ny3bipbkos. Ocobenno, koraa
MCNONL3YIOTCA aBTOMATHYMECKHE YCTpOHCTBa, NY3nIPbKM CJCAYCT YAAMATH NEpeR HAuaIoM
HCOBITAHHA, MOCKOJbKY NY3HIPbKH MOTYT BJIHATS Ha pacnpeacneHie pacTBOPOB.

14) Ecan nocae okonuarensholf peakuin MeMOpaHn He MONHOCTHIO BHICYLICHB!, PE3YAbTATH
ucnbiTanHit, npoananusuposannbie Q-SMART, MOryT G1Th HeBepHBIMA.

15) Usnenue B NOBpPeXAEHRON! YNAKoBKe He IPHIOAHO UIA NPOBEICHUA aHAIH3A.

[Ynaxoska] KoMnonenTs: HaGopa, HHCTpYKIHSA MO NPHMEHECHHIO,

[Mucrpyxunn wo xpanennio] XpaHuTs npn reMneparype ot 2°C ao 8°C.

[Cpox roanectu] Cpok rogHoctn 18 Mecsues.

TMocne BCKPHITHS AONYCKAETCA XPAHHTH NPHK TeMnepatype oT 2 A0 8°C He Goace 3 mecaues.

TpancnopripoBaine npu temneparype ot -15°C a0 30°C B TeueHue 5 aueli, TpaHCHOpTOM
BCEX BHAOB B KPHITHIX TPAHCNMOPTHBIX CPEACTBAX B COOTBETCTBHH C MpaBHNAAMH MNEPeBO30K,
AeACTBYIOWMMH Ha TPAHCTIOpTE JAHHOrO BHIA.

(Yruamiauus s yaauroxenue]

Mpu ncnonb3oBaHHH B MEAMUHHCKHX YUpeRACHHMAX YTHAH3MpoBarh 10 knaccy A H b
CanlluH 2.1.7.3684-2]1. YTunu3auua W3ACNHA JOMKHA I[POH3BOAMTLCA B COOTBETCTBHM C
MOB&HH!MH JIOKQJIBHOIo, PerROHANTBHONO H HALIHOHANLHOI'O 3aKOHOAATCNLCTRA.

[Mpon3BoauTenn]

«ITporeomeTex Huk.» (ProteomeTech Inc.)

A-702, 401 Aurunou-po, I'anrceo-ry, Ceyn 07528, Kopes
(A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea).

[Ynoanomouennoe anuo]

Ha tepputopun Poccriickoll ®enepaurn no BonpocaM, KacalolHMCS KadecTea i obpateHns
MEAMUMHCKOTO H3/eu4, ceayeT OOpaltaTsea no aapecy:

109387, r. Mocksa, yn. Tuxas, a 28, o¢. 216; OOuiectBo ¢ OrpaHHYCHHON
otBetcrBeHHOCTHIO «BUO ®OKYC» (000 «BHO ®OKYC»), biofocus@yandex.mu

{CumBoAI, HCIONBLIYEMBIE H YIIAKOBKE H ITHKETKAX]
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CumBon 3uaucHue CuMBon 3uaucHupe
E . EE nl?:;‘m K BHCTPYKIHH 10
Meauuunckoe H3geme ans
LoT Kox maptvu VD ARATHOCTHIH in Vitro
X 8°C Temne - HarotoButenn
o O,
2°C gfén asod ot 2°C x0 REP VYnomomoueHHbii
NPEACTABHTENb
Ocropoxso!
OGparurecs K
A HHCTPYKLIHH MO Konnuecteo naneneit/Tecton
TIPEMEHEHHIO
3anper Ha
MOBTOPHOE @ Buonornueckmit prck
NpHMEHCHHE
d] JlaTa H3roTOBNICHHA
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PROTIA Allergy-Q 64 IInmesana naneab

HaGop Ans ARarnocTHYECKOro AHANH3A in Vitro 418 KOAHYECTBEHHOTO OMPEACICHHA
aaneprencncundngeckux IgE-anTATen B8 cuiBopoTke HAR  naaIMe weNoBeKAa ¢
HCMOJILIOBARHEM METOAR HMMYHOONOTTHHTA

[Hasuauenne]

HaGop pearcHToB npeaHa3HaYeH ons KOJIHYECTBEHHOIO oTpeleieHHA
anneprencnenndnueckux IgE-aHTUTEN B CLIBOPOTKE MM MJa3ME YE/IOBEKAa ¢ HCAONbIOBaHHEM
METOAAa HMMYHOOIOTTHHTA.

[DyHKUHOHAALHOE HASHAMEHHE]
BenoMorarensHoe cpepacTBo B AMArHocTHKE. [IpHMCEHEHNe M3ACAHA He  MMeeT
NONYNALUHOHHLIX 4 AeMorpaduecKux acnexTos.

[O6aacTs npuMenenna)
Knunnueckan naboparopHas AKArHOCTHKA.
MeayuuHckoe H3AeNHe TONbKO AJIA AHATHOCTHKH in-vitro.

[IToTennaanbHbIe NoTpebHTEeNR M3ACANS]
JIITY moboro npoduns.

[MIpodeccuonannHLIl ypoBesih NOTCHUNAALHLIX NOAL30BaATENEH])
Bpay knunuyeckolt naGoparopHolt AHArHOCTHKN, MEAHIMHCKRH 1a6OPaTOPHLI TEXHHK.

[Bosmoxnbie noboinnie nedtcrens]
TToGounnie AelicTBUA He BRISBJIICHEL.

[TToxa3anns k npuMeHenmI0)
JIMarHocTHKa asieprum.

(IMIpoTHRONOKA3AHNS K NpHMeHEHHIO)
Taxenas popMma reMopumuu,

B cocraBe naHeaH anaepreHoB CoAepKaTca KOMTOHCHTHI XXHBOTHOrO NPOHMCXOXKACHNA:

- MOHOKJOHAIbHBIE aHTHTENAa NpoTHE HMMyHoraoOynuna E, Kar. Ne 100105 (acroynmk
npoucxoxnenua: rubpuaomnr Mbnnel, cornacHo mokyMmentauuu ¢upmst Medix Biochemica
(Ounnaums));

- 6GuoTHH-anb6YMHH Ghiubell CHIBOPOTKH (HCTOYHHK IPOHCXOXKACHHA: ObrMHit CHIBOPOTOYHDIN
ansOymuH Kar. Ne LY-0081 (6614ba CEIBOpOTKS), COTNAcHO AOKyMeHTaEK $upme ProtcomeTech
Inc. (PecnyGnuka Kopes)).

B cocrase paiGasurens o6pa3na coiepxkarcs KOMIOHEHTHI JKHBOTHOTO NPOUCXOKIACHHA:

- wenarnd Kar. No G6650 (ucTounnx npoucxoxaeHHus: 6naps namuea - Tun B, cormacho
Aoxymentauns ¢pupmol SIGMA ALDRICH (ClLLA)).

B cocTaBe pacTBOpa aHTHTENA COACPKATCS KOMITOHEHTE! SKHBOTHOTO MPOHCXOMACHHS:

+ OHOTHH-KOHBIOTHPOBAHHBIC MBIIIMHBIC AHTHTENA K denoBedeckomy IgE, Kar. Ne 100429 /
100106 (MCTOMHHK TNPOMCXOXKUEHHA: THOPWIOMBI Mbltliell, COTIaCHO AOKyMEHTAUHM HPMBI
Medix Biochemica (Ouinanang));

- Obtunit cupopoTouHbii ansOymuH, Kar, Ne LY-0081 (npoucxoxzenne: Gboraba CHIBOPOTKA,
COT7IacHO 0KYMcHTauuHK ¢upmnl Boval Biosolutions LLC (CILIA)).

B cocraBe (epMEeHTHOro pacTBopa COACPKATCE KOMMOHEHTBI XHBOTHOTO NPOHCXOXKACHHS:
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- B cocrase Oydepa xpanenus mua CrpentaBnaun-menoynas ¢ocdaraza ucnonnzyerca
anbOymMuH Guiubelt ceiBopoTkn, Kar. Ne V5591 (Hcrounuk npoucxoxaeHta: Gbbs CHBOPOTKA),
COrjtacHo aoKymexTatuy gpupmst Promega (CILIA));

- 6biuuli criBopotoynbii anbOymuu, Kar. Ne LY-008]1 (ucrouyrnux nponcxoxacHus: Gbribs
CbIBOPOTKA, COrNacHo AoKyMcHTaluK pupMel Boval Biosolutions LLC (CLLA)).

Bxoasume B cocTae HaGopa KOMNOHEHTHI HE TOKCHYHBI, B 3aiBACHHLIX KOHLEHTpaUMAX
6e3onacHbl. MarepHansl XHBOTHOMO MPOHCXOXACHHA Xopollo 3adukcHpoBaNLI Ha MemOpanax
TECT-NOJOCKH, NMOMCIIEHHON B IUIACTHKOBBLIA KOHTEHHEp ¢ OTBEPCTHAMH, KOTOPHIA HCKMOYaeT
KOHTAKT € TEJIOM YeOBeKa NMpH NMPUMEHEHHH MEAHLHHCKOTO H3AC/IHA MO Ka3HAYMCHHIO.

PacTBOpH!, B COCTaB KOTOPBLIX BXOJAAT MATEpHaNbi KHBOTHOIO NPOHCXOMACHHA, XOPOLNO
YKYNOpEHbl KpHILIKaMH, NPH NPUMCHCHHH PacTBOPOB HCIIONb3YETCA MNHAETKA H NEPUYATKH,
KOTOPLIC HCKMOYAIOT KOHTAKT ¢ TENOM YeNOBeKa MpH NPUMCHEHUH MEIHUHHCKOrO M3ASINR Mo
HaA3HAYCHHIO.

TakuM ofpazoM B MCEAMHWHCKOM HIACAHH OTCYTCTBYIOT KOMIOHEHTH ABJIAIOLIMEC
TOKCHYHBIMM, ArpeCCHBHBIMM M DNPCACTABIAIOIMMH ONACHOCTL NPH  HCMONLIOBAHHM
MEIHLMHCKOrC H3ACHHA NO HAZHAYEHUIO K MPH COOMONCHHH SNEMEHTAPHBIX Mep Oe30NacHOCTH.

Baste npo0, ofpaGorka, xpaneHHe ¥ ofpammenne ¢ NaHHBIMH MaTepHaNaMH COIJACHO
AOKYMCHTAUHH MOCTABIINKA/MPOU3BOAMTENA JAHHBIX MATEPHANOB, & Takke OOWINX NpaBu
Oe3onacHocTH no paGote ¢ GHONOrHYECKUMN MATEPHAIAMH.

[Onncanne uencsoro aHaaKTa, ceaeHun of ero uayunoli obocHoBansocTH, NpRUAN
neiicvens]

Ipruunn aelicrens

PROTIA Allergy-Q - MyabTWIUIEKCHBI AHATHOCTMYECKMA Habop Ans AHArHOCTHKW
anNeprui, OCHOBAHHHIR HA NPHHUKNE WMMYHODEPMEHTROIO aHATH3a, BKMOYaeT B ce6a
HUTPOUCMIONO3HbLIE MeMOpaHN ¢  pasiHYHBIMH  allepreHaMn, anacopOHMpOBaHHBIMH  HA
PETYNAPHHIX BHTEPBANbHLIX JHHUAX, YTO TO3BONACT TECTHPOBaTh RECATKH cneunduueckux
annepreno B ofaHoM Tecte. PROTIA Allergy-Q ucmonbsyerT HOBYIO TEXHHKY Mapajic/ibHOTO
pa3MellicHHa MeMOpaH H no3BosAeT OUeHHBaTh 6oMee paInoobpasHbie auIepreHt B Xoae OAHOTO
TECTa, MO CPABHEHHIO ¢ APYTHMHM NPOAYKTaMH, HCMOML3YIOWHMH TONbKO OZHY MeMOpany.
Amneprexcneunduveckue IgE-anTHTEMa, NPHCYTCTBYIOMAE B 00pa3uiax MalMECHTOB, CBA3LIBAIOTCA
C aHTHrCHaMH H HMMOOHTH3YIOTCE Ha MeMOpane faxe Nnociie CTaIWN MPOMBIBKH.

HUmmobunuszopantnie IgE-anTuTena ceBasnBatorcd ¢ OHOTHHOBBIMH  aHTHTENaMH K
yenoseyeckoMmy IgE, a 3areM OGHOTHH NPHCOCHMHNCTCA K JCHHABHIMHY, KOHBIOrHPOBAHHOMY €
menounoil docdarazoii. lleer passusacTcs nocne AobamneHHs cyGctpata B mocnenHe#
HHKYOaUHH DepMEHTOM, 3 HHTEHCHBHOCTbL UBCTA AHANHIHPYETCA C NOMOUILIO YCTPOHCTBA VIA
H3MEPCHNA UBeTa.

Onxcanse nenesoro aHAINTA, HayYHas 06ocHOBANHOCTL

HMMyno6I0TTHHT - BLICOKOYYBCTBHTENbHBI METOA BbisBACHHA Genkos, ocHoBaHHBIll Ha
COYCTAHHH IMNeXTpodopesa W KMMYHODEpMEHTHOTO MeToa aHann3a (MDA).

AHTHreHH BO30YAHTENA PasaesioT ¢ NMOMOBIO MEXTPodopesa B NONHAKPHIAMHIHOM refe,
3aTeM NEPEHOCAT HX H3 refid Ha aKTHBHPOBAHHYIO GyMary HiIn HHTPOUC/LNONO3HYI0 MeMOpany H
npoaBamoT ¢ noMoutbio HOA. Ha 3ti nonockn («610Thi») HAHOCAT CHBOPOTKY GoNbLHOIO. 3areM,
nocne HEKYGalnH, OTMLIBAIOT OT HE CBA3ABLIMXCA aHTHTEN GONLHONO H HAHOCAT CHIBOPOTKY
NPOTHB HMMYHOTJIOOYIHHOB YenoBeka, MeveHHYlo ¢epmentom. O6pasopasutniica Ha MoONOCKe
KOMNJIEKC [aHTHreH + aHTHTeno OGonbHoro + awTnTeno npomws lg 4enoeeka) BuABIMIOT
AobaBjicHHEM XPOMOTEHHOIO CYGCTpaTa, HIMCHAIOUIErO OKpacky Nol aelictaueM pepmenta.

ATonuyeckas amneprus NpeAcTaBaseT coboff TrHNCPYYBCTBHTENLHOC HMMYHONMOTHYECKOS
COCTOAHHE, ONOcpeioBanHoe uMMyHoraoGyantosbivu E (IgE) antutenamu. Jlumbountapnsie B-
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KACTKH, CTHMYNHPOBaHHbIE CNCUNQPHYECKUM amIepreHoM, npoayuHpyor IgE-autHTena «
auTureny. IgE-aHTHTENa CBALIBAIOTCA ¢ PCLENTOPaMH HA NOBEPXHOCTH TYUHMLIX KICTOK MM
Oazopwnehbx nelixomuroR Mepes Fc-obnacte. [locneayiomee cBa3biBaHHE awepresa ¢
CBA3AHHLIMH ¢ KiIeTkaMu crneundudeckuMH IgE  BuisbiBacT AerpauHyssilifio KJACTOK M
BLICBOOOXACHNC Ba30aKTHBHBLIX AMHHOB, YTO MPHBOIMT K COKPAUICHHIO TMAAKHX MBIIL, 3yAY,
OTeKY H  TpPaHC-CAHIUCTOMY NPOTEKAHHIO  BHeKleTouHsix  xMaxocre. Haubonee
PacpOCTPAHCHHBIMH KTHHHYECKHMH NPOSBICHHAMH 3TON0 GHONOrHYECKOro mpottecca ABAAIOTCH
CeHHaA JIHXOPARKa, acTMa, NEPMaTHT, KPANHBHHLA H aHapRIaKTHUeCKH! uiok. OueHka ypoBHA
IgE B cHIBOpOTKEC NauHeHta ANA PasMHYHLIX AUICPreHOB UEHHA NPH AHATHOCTHKE W JNEMCHHH
aTonuyecko#l anneprun.

[KomnonenTn) Halopa)
HassmeHoBaHHe Konuuecr
KOMNOHEHTA XapaxrepcTHka BO
| 2
Kaccera u3 nuactuka, ¢ paMkoli n3
[Manens ans acTHKa, COACPKAINaN HUTPOUCILTIONO3HYIO
annepreHos emOpany ¢ ancopOHpOBaHHLIMAI ANLTCPreHaMi 20
S-1, 8-2, 8-3 - crannapribie nRHuH; C — asienel
OHTPOJIbHAA THHHA; OT | Ao 60 — MAKK
epreHoB)
®naxon nomiMepHbIt 06seMoM 20 Ma ¢
Pa3z6asurens oGpastia H4YMBacMOi KPHILIKO#H CHHEro uBeTa, 106 x 1
aepxanmit 10 Ma cune-puonerosoit
OCTH
®naxon noruMepHulit oGvemom 20 Mn ¢
PactBop antuTena HHYMBACMON KPHIIIKOR KeNTOro usera, 1061 x 1
conepxamufi 10 mn xenrosaroll, WK cBeso-
DRKENTOH KHAKOCTH
®nakox nomuMepHeili o6vemom 20 Ma ¢
®epMeHTHIH pacTBOp  [HaBHHYHBaeMOM KpbillkoH KPacHOTO 1UBETA, 10M x 1
coaepxauuit 10 mn Gecusetnoft nau
DKENITOBATOH XKHAKOCTH
Onaxon noaumepHbifl oovemom 20 Ma ¢
Pactop cybGeTpata [HaBHHYKHBAEMON KPHILLKOH YepHOro upeTa, 10Max 1
coaepxaumil 10 Mn xenroli wau xkenToBaTod X
DKHAKOCTH
®naxon nomuMepHnil obpemMom 20 Mt ¢
Mosointt pactsop 20x  [HaBHHuHBaeMo# kpbunko# 6enoro nsecra, 10Max 1
coaepxaupit 10 M1 XOHUEHTPHPOBAHHON
GeCUBETHON KHAKOCTH
Huctpyxuns no ]
[npuMeHEHHIO

o JNononuurenbHo Heobxoaumoe 0GopyaoBanune

1. Pyuno#i meton: AHAJIU3ATOP UMMYHOJIOTHYECKHIA ®OTOMETPUUYECKUN
«Q-SMART» JUIA AMATHOCTHKH UH BUTPO HA INAHEJIAX «PROTIA».

2. Monyasromatuecknii Meron: YCTPOUCTBO ABTOMATHU3UPOBAHHOE «Q-
PROCESSOR» ISl OBPABOTKH MAHENEN «PROTIA» JNA AUWATHOCTHUKHU WH
BHUTPO.
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3. AproMarnueckni MeTon; AHAJIU3ATOP ABTOMATHYECKHUNA
UMMVYHONIOTUYECKUA  ®OTOMETPMMECKHUH  «Q-STATION  ELITE» A
AUATHOCTHKH UH BUTPO HA MAHEJIAX «PROTIAN.

[Bnemunii snz)

1. lManens ana awniepreHOB: MIACTHKOBAN NaHenb, B KOTOpoil 3akpenneHa memOpana B
NIACTUXOBOH paMKe.

2. PaszGaputens obpasua: cuHe-pHONETOBAA KHAKOCTD.

3. PacTBOp aHTHTENA: JKEATAA HIIH CBETJIO-KEITAN KHIUKOCTD.

4. GepmenTHBI pacTBOp: GECLIBETHAS MY CBET/IO-KENTAA KRAKOCTD,

5. PactBop cyGcTpata: CBeTNO-KeNTan HAKOCTD.

6. Motommit pacteop 20x: GecuBeTHAA KHAKOCTD.

7. UncTpykuna no npuMEHEHHIO.

[MeToan: anannsa)

1. TloaroTonka pearenTon i 06pasios

(1) [MoaroroBka MOX0WEro pacTeopa.

[lepen npumeHenueM pasbaBbTe Molouil pacteop 20x aeHoHN3npoBanolt soaoh s 20 pas.

(2) Moaroroska o6pasuos

B Tecte HCIOAB3YIOT CHIBOPOTKY WM IUIA3MY 4enoBeKa (C aHTHKOAryIAHTAMW UHTPaT
Hatpuna. renapun, JJITA). [lepea TecTnpoBaHHEM YAQIHTE KIETKH KPOBH MIIH JoObie TBEpAbie
BewecTBa ueHTpudyruposanuemM B TeueHue 10-15 mun  npu 2500-3000  o6/mun.
Memonu3upoBaHHbIE WH 3arpA3HEHHBIE 06pa3Libl MOTYT NPHBECTH K HENMPaBHIbHLIM PE3yJibTaTaM,
B CBA3K C ITHM He JNOMYCKACTCH HCHNONB3OBAHME AN MCCNEROBAHHA OOpPa3sLiOB C MOBLILCHHLIM
coepkaHHeM JHNHAOB H (WIM) ¢ NpPU3HAKAMK TeMOnNH3a, H (HIH) ¢ BHAMMBIM MHKPOOHBLIM
npopocToM. Xpanute 06pa3tibl CHIBOPOTKH MAM TUIa3MB NpH 2~8°C KorAa OHH HCMONBL3YIOTCH 32
KOpoTKHit mepuoa (B8 TeueHwe 2 Helenn), H mMpr -15°C unu Huxke npH Gonee ATUTEALHOM
xpaHeHHH. PasMopoxenHble 00pasibl Nepel HCCNCAOBAHHEM HY)XKHO TIIATENLHO NEpeMewlarth.
Ipu pabote ¢ pasMopoXeHHEIME o0pasuaMHy CICAYET YYHTHIBATS, YTO KaXALA LMK OTTAHBAHHA-
3aMOpPaXXHBEZHHA MPHBOANT K PpaspylICHHIO BHABIAEMBIX aHTHTEN, CHHXKAA Ka4decTBO
HeceAyeMoro Mateprana. C LenbioO NMONYHMEHHA JOCTOBEPHLIX pPe3yAbTATOB HCCNCROBAHHS
PECKOMEHAYETCA HCTIONB30BATh TOMBKO ONHOKPATHOS 3aMOpPaXXHBaHHE-OTTauBaHHE 00pastios.

2. Tpouenypa ananusa

Pyunoii meToa

1) OnTsManblibie ycIoBHR A4 1aGopaTOpPHH - NPOBEACHHE IKCNEPHMEHTa NpH + 25+ 2°C
npu 50 £ 20 % BaaxkHOCTH.

2) Bce peareHTH creayer NOBECTH A0 KOMHaTHOR TeMmnepatypul 3a 30 MHHYT 10
KCTMIONbL3OBAHHA M TINATENBHO NMEPEMellaTh cpaly fepea HCnonblobaHHeM. Bckpolite ynakoBky
NaHEN JNIA AIEPreHOB NOC/e BHPaBHUBAHKA €& TEMIICPATYPhI C KOMHATHOMN.

3) MonHoCTHIO CMOMMTE TECTOBYIO MEMOpaHy, BHECR B MaHenb Jna annepreHos 300 mxn
pa3barneHHOro MOIOLLEre PAacTBOPA, BCTPAXHBANTE NaHeNb B TEHEHHE 5 MUHYT, a 3aTeM yaanHuTe
OCTATKH MOIOLICTO pacTBOpa (pPeKOMeHAYeTCR YacToTa BpawicHns 100 o6 / Muwu).

4) BuecuTe B Nnanens A aiepreHos 250 Mxa pasGaButens ofpasna.

5) Brecute B nanems 50 Mxa ofpasua maumenTa M HEKyOupylite npu BCTPAXMBAHHH NpH
KOMHATHOH TeMnepatype B TeueHHe 45 MURYT.

6) Yaanure ocTaTkn pacTBOPOB M3 NaHenH M ABaXAN npomolite MeMOpaHy pa3baBacHHbIM
MOIOUHM pacTBopoM. [Ipu xaxaolt npomuiBke BHocute 1o 300 MKn pa3baBICHHOTO MOIOLIETO
pacTBoOpa, HHKYOHpYHTe Npu BCTPAXMBAHHM B TeueHHe S MHHYT M Aasaiite creyb. Pactsop He
JOJIKEH OCTABaThCA B NAHEH.
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7) Breckre 250 MK pacTBOpa aHTHTER B MAaHeNb H HHKYOHpYHTE NpH BCTPAXHBAHKK ApH
KOMHaTHOH TeMnepaType B TeucHHE 30 MHHYT.

8) Ipomoiite memOpany no merony (6).

9) Buecute B nanenb 250 Mxn pacrsopa ¢gepMeHTa H MHKYOHpYHATe MPH BCTPAXHBAHHK B
reyerue 30 MHHYT.

10) IpomoiiTe memOpany no meroay (6).

11) Buecutre 250 mkn pacrBopa cybcTpaTta M HHKYOMpyHTe npH BCTPAXHBAHHH NpH
KOMHATHO#H TeMnepaType B TCMHOH KOMHaTe B TedeHHe 20 MHHYT.

12) Yaanute pacTBop cyGeTpara n3 naHenau M npomolite ee 250 MK ACHOHWIHPOBAHHON
BOJIbI.
13) OcTaBuTh NaKeNs Ha CTOJNE A0 eCTECTBEHHOrO BhICHIXanHA (yGeautech, 410 MeMOpaHa

MONHOCTBIO BHICOXNA).

14)  Bcrabte mawenn 8 AHAJIM3ATOP  UMMVYHOJIOTHYECKHHA
GOTOMETPUYECKUN «Q-SMART» U1 IMATHOCTUKHM UH BUTPO HA TNAHEX
«PROTIA» u ouenute pesynsTathl. Bosee noapobuo cM. Pyxosoactso no AHAJIM3ATOP
UMMYHOJIOTHYECKUA ®OTOMETPHYECKHUH «Q-SMART» U1 AMATHOCTHKH UH
BUTPO HA TTAHEJIAX «PROTIA».

* Ana uHKyGauuMM H BCTPAXHBAHMA MAHENH HenoaAb3y#Te MoGoit opOuTanbubll welikep co
CKOPOCTBIO BpaliteHHA (4acToTol koneGanuit) 100 06/Mun. Her orpannyennit no suiGopy Moaenu

ycTpoficTaa.

TMonyasTomaTHuecknii MeTox

1) YCTPOMCTBO ABTOMATHU3NPOBAHHOE «Q-PROCESSOR» ISl OBPABOTKH
MAHEJIEN «PROTIA» JUISI AUATHOCTHUKU UH BUTPO ocHameHo naHeAMN H pearcHTaMu
INA AUIEPreHoB.

2) OGparurech K PYKOBOACTBY no IKCNNYyaTaALHH YCTPOUCTBO
ABTOMATHU3UPOBAHHOE «Q-PROCESSOR» U1l OBPABOTKH NMAHENENR «PROTIA»
ANA ANATHOCTHUKH HH BUTPO u naiite peakitusM NporpeccHpoBaTh.

3) BecrasbTe navenu B ananuzarop Q-SMART u onexure %eaynbrm. bonee noapobHo ¢M.
Pykosoactso no AHAJIM3ATOP UMMYHOJIOTUYECKUHA ®OTOMETPUUYECKUA «Q-
SMART» U1 IUATHOCTUKH HH BUTPO HA TMAHEJIAX «PROTIA»,

ApToMaTHYecKknil MeTOR

1) AHAJIU3ATOP ABTOMATHYECKUHA MMMYHOJIOTHYECKUHA
®OTOMETPHYECKHH «Q-STATION ELITE» JUI1 AMATHOCTUKU WH BHUTPO HA
NMAHEJIAX «PROTIA » ocHailien naHensMK B peareHTaMH JUIS al1epreHoB.

2) O6patnTech K pyKoBOACTBY Ro 3xcnmyataunu AHAJIM3ATOP ABTOMATHUYECKUN
UMMYHOJNIOTMYECKU  ®OTOMETPUMECKHHA  «Q-STATION  ELITE» A
AUATHOCTUKH UH BHTPO HA TAHEJIX «PROTIA» u pafite peaxunam

NPOTrPECCHPOBATS.

3. Ouenka 1 HHTEpNIpeTallis Pe3yabTaToB
1) Konmuectso amnepren-cneunduuecxux IgE-antnren onpesenserca 8 ME / mn npn

nomoutt Ananusatopa Q-SMART wm Anannzaropa Q-STATION ELITE, knacc onpenenserca
no Tabaxue HUXe.

2) Konnuecteo obwmero IgE (tIgE) suipaxaercs 8 ME / Ma # MOXET KOJIM4ECTBEHHO
BhIpaXxxaTbcs B AManasone ot | xo 2000 ME / ma.

Annepren-cneunduyeckuii IgE
ME/ma IgE Knacc Konnyectso
<0,15~0,34 0 He saiizeno
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0,35-0,69 1 Manoe

0,70-3,49 2 YMepeHHoe

3,50- 17,49 3 YMepeHHO 60nbLioe
17,50-49,9 4 bonbluoe

50,00-99,9 5 OueHb 60nbLIOE

>100 6 JKcTpemManbHO 60/bLLOe

4. KOHTpO/Ib KayecTsa

KoHTponbHaa nuHua (C) pomkHa 6biTb XOpPOWO BMAHA. EcCnM KOHTpOnbHas NuvHUSA cnabo
BMAHA, €& Henb3d OyfgeT cuMTaTb C MOMOLLbID OMNTUYECKMX MW3MePUTENbHbIX NpUGopPOoB.
PekoMeHyeTCcs NOBTOPHOE TeCTUPOBaHME.

5. XapakTepucTuku

1) AHanuTnyeckas 4yBCTBUTENbHOCTL (Nopor o6Hapy>xeHusa IgE): 0,15 ME / mn.

2) AHanuTunyeckas cneynuruyHocTb (MHTepepeHUns 1 NepPeKpPecTHble peakuumn): He
Habntoganacb MHTepMepeHLMa U NepeKpecTHas peakTUBHOCTb HAbopa co CrefyoLWnumm
mMaTepuanamun: 6unnpy6uH, anbbyMunH, mmyHornobynunsel (IgA, IgM, 1gG mnnn IgD), B 3 pasa
npeBbllaloLWL e HopMasnbHble (DU3N0N0rMYecKre YPOBHMU.

3) AunarHocTnyeckas 4yBCTBUTENbHOCTbL: 99,40% - 100% (c 4OBepUTENbHON BEPOATHOCTLHO
95%).

4) OAnarHocTnyeckasa cneynunyHocTb: 98,77% - 100% (c 4oBepUTENbHON BEPOSTHOCTLIO
95%).

5) BocnpoussognmocTb: 100%.

6) KoatpdmumeHT BapmnabensHocTn (CV): meHee 8%.

No Anneprex Kog Fpynna
1 O6wwui IgE tISE IgE

2 [omMallHAs nbib hio

3 O. pteronyssinus dl

4 O.farinae d2

S SNUTENNIA KOLKN U NepXoThb el

6 MepxoTb coGaky e5 O6uMe
7 ANYHbIA Genok N

8 Monoko f2

9 TapakaH i6

10 Apaxuc f13

n CoeBble 606bl M4

12 MweHn4YHaa myka f4

13 Onbxa ©2

14 Bepesa benas 13

5 Ay6 t7

16 AM6pPO3MA MOMBbIHHOMNCTHAA BblCOKas wi

17 Xmenb w22
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18 TonbiHs OOBIKHOBEHHAN w6
{3epHOOBLTEHUK)
19 Alternaria alternata mé
20 Cladosporlum herbarum m2
21 Aspergillus fumigatus m3
22 Kpabui 23
23 Kpeserxn 24
24 CxymOpus £206
25 Poxb KyNbTHBHPOBaHHAA gl2
26 CCD 0214
27 [Tepchk 95
28 AGnoko 49
29 KynxyT f10
30 Tpecka 3
31 Tyneu / Jlococs f40/f41
32 Kam6ana / Anuoyc (xamca) / MunTalt £254/£313/f MopenpoayxTsi
413
33 JloGerep (omap) / Tuxookeanckui £R0/£258
KaJibMap
34 Yrops 1264
35 Munust / Yerpuie / £37/£290/
Mopckoit mosumock / I'pefemmox £207/338
36 Kykonka ineaxonpaaa -
37 CBHHHHE 26
38 TopsauHa 27 Maco
39 Kypunoe Maco 83
40 Bapannxa 38
41 Cuip Yennep 81
42 Myka suMeHHas 6
43 Puc 9
44 Myxka rpeyHeBas fl1 3&pna
45 Texapckue ApPOXKH f45
46 Kykypysa f3
47 MopkoBb fil
48 Kaprodenn 35
49 YecHok / JIyk 147/f48 Osomm
S0 Cenbpepeit 35
51 Orypext 244
52 TomaTn 25
53 AnesCHH 33
54 KnyOHnka fa4 PpyKTHI
55 Kney / Manro / banax £34/191/192
56 Kawrran £299
57 I'penknii opex 256 Opexu
58 Oyuayx f17
59 Mungans / Kenpossiit opex / £20/£253/-
[loaconmeuHuk
60 Kakao 93 Tpoune
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[Mepbi BpenocTopoXHOCTH ANS NOTH30BaTENCH]

1) Tonbko AnS AHArHOCTHKH in vitro.

2) PROTIA Alergy-Q moxeT GLITL MCRONBb3OBAHA IS OKA3aHHR NMOMOIUH B KTHHHYSCKOM
AWarHose, pe3ynbTaT ABNAETCH NpeaBapuTenbHuIM. [lonyueHHuI pe3ynLTaT aHaNW3a AOMKEH
GbITH COOTHECEH © KIHHHYECKOH KapTHROM. JIna yTOUHEHMA AHAarH03a HeoOXOAKMA KOHCYNbTALtHA
Bpava.

3) JIoXHOMIONOXHTE/IbHEIE pe3yNbTaTht MOryT OBITh DOAYMEHBI H3-3a MHEPEKPECTHOH
PEaKTHBHOCTH AHTHICHOB, TECTHPYEMBIX C IPYTHMH aHTHTCHAMH.

4) He kypute, He cwibT¢ H He nNeilte B Mecrax, FAC HCHONbIYOTCA O00pasudl WM
HCILITATE/IbHbIC PEArCHTHI.

5) OnTumaneHbie ycnosua a1t 1aGopaTopHi - MPOBEACHHE IKCNepHMeHTa Mpu + 25+ 2 °C u
npH 50 + 20 % snaxHOCTH.

6) Bce oGpasubl MOTYT BKMIOYATh HEH3BeCTHbIC HHGpEKUMOHHEIE Marepuansl. [lpH
obpaiiennu ¢ obpa3uamn HanepaiiTe OIHOPa3OBEIC NEPYATKH U MOMTE PyKH NOCHE TECTHPOBAHHUA,

7) Yro6m u3bexaTh HECUACTHBIX CIY4acB He nMOMemalite MIIB, HOXH WIH mobble aApyrue
NpeaMeTh, KOTOPLIE MOTYT NPUYHHHTS Bpea, NpH obpallicHHy ¢ 00pa3liaMH | PEareHTaMHu.

8) Bce o6pa3’ubl NanHEHTOB M HCNONL3YEMBIC KOMMOHEHTH H3 KOMIUICKTA JOMKHBI
paccMaTpPHBATLCA KaK HMCTOMHHKH OGuomormueckoit onacHocrn. Ux cilenyer yTWiaM3WpOBATH B
COOTBETCTBHH C COOTBETCTBYIOLIMMH PYKOBOAAUIMMH NMPHHIKNIAMH.

9) He ucnions3yiite KOMIUICKTH NOCIIC HCTCYEHHAA CPOKA NOAHOCTH.

10) Manenn annepreHoB YNAKOBHIBAIOTCA C OCYUIHTENEM M AOMKHBI ObITH T'epMETHYHO
3aKPBITHI MOCNIE KAXOTO HCNONL30BAHNA.

11) Hekoropuie pearedTsl, BKMOYEHHBIE B KOMILIEKT, COACPXAT a3WX HATPHA B KaycCTBE
KOHcepBaHTa, CoolIIacTcs, 4To a3H HaTPHA PEArHPYET ¢ CBHHLOBOK Wiy MeAHOH CaHTeXHHKOH ¢
ofpasoBaHHeM NOTEHUMANEHO B3PHIBOOMNACHOTO a3HAa META/Na, NOTOMY BCErAa BHUIMBANTE €ro
BMECTE C AOCTATOYHBIM 00BbeMOM BOZBI, YTOGB! MpEAOTBpPaTUTL OOpa’OBAHHE A3U[A MCTALia B
CHCTEMAX BOAOMNPOBOA.

12) PacTBop cyOcTpara MOXeT COACPXATh YepHbIe OCANKH. DTO He HEHOPMATBHOE ABJICHHE H
He B/IHACT Ha PE3yNbTATH TECTA.

13) Byawrte ocTOpoXHB, 4TOOM H30exarh oOpasoBaHHS Ny3HpeKOB. OcoGeHHO, Koraa
HCTIONB3YIOTCS @BTOMATHYECKHE YyCTpolfcTBa, My3HIpbKM CHEAYeT YAANATL Mepes HauanoM
MCTIBITAHHA, TOCKONBKY ITY3bPbKH MOTYT BJIEATH HA PAcpe/ICCHHE paCTBOPOB.

14) Ecau nocae oxoHvuaTeabHOH peaknuy MeMOpaHB He MOTHOCTHIO BLICYIIEHDI, Pe3yabTaTH
vcouTannl, npoananniuposaiibie Q-SMART, MoryT OHITh HEBEPHEIMH.

15) Maaenne B nospexacHHON ynakoBKe He MPHIOAHO AT MPOBEACHHA aRATH3A.

[YnaxoBka)] KoMnoHeHTH Habopa, HHCTPYKLHSA 1O NPAMCHEHMIO,

[MueTpyxuuu no xpanennio] XpaHuth npu TeMnepatype ot 2°C go 8°C.

[Cpoxk roanoctTs) Cpok rogrHocTH 18 Mecaues.

MNocne BCKPLITUA AOMYCKAESTCS XPAHKTL IpK TeMnepaType oT 2 1o 8°C He Gonee 3 Mecaues.

TpascnopTupoBane npn TeMueparype ot ~15°C no 30°C B Teuenste 5 ameft, TpaHcnopToM
BCEX BHAOB B KPHITHIX TPAHCMOPTHHIX CPEACTBAX B COOTBETCTBMH ¢ TNpaBHNaMH NepeBOOK,
ACHCTBYIOIIWMH HA TPAHCIOPTE JAHHONO BHIA.

[YThanzamKHa # YHRITOXKEHHE]

[Ipy HcnONBE30BAHHM B MEAHUAHCKHX YYPEKACHHAX YTHAM3HPOBaTH MO wiaccy A W b
CaullnH 2.1.7.3684-21. YTunmzauus R3ZeNTHA AOMKHA NPOHIBOAUTECH B COOTBETCTBHH C
TpeOGOBaHHAMA NOKANBHOTO, PETHOHANBHOIO H HALMOHANBHOTO 3aKOHOATENBCTRA.

[MMpowsBoauTeNns|
«[MporeomeTex Unk.» (ProteomeTech Inc.)
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-A-702. 401 SAnrauon-po, anrceo-ry, Ceyn 07528, Kopes
(A-702, 401 Yangcheon-ro, Gangseo-gu. Seoul 07528, Korea).

[Ynoasomotientoe Hu0)

Ha tepputopuu Poccuiicko#t ®enepauns no sonpocam, KacalomuMes KauecTsa U obpamenns
MEAMUMHCKOTOo M3fienus, cleayer o0palaThes No aapecy:

109387, r. Mockea, yn. Tuxas, n. 28, op. 216; ObGmectBo ¢ orpaHHYEHHON
otsercreenHocTbio «<BHO ®OKYC» (OO0 «BHO ®OKYC»), biofocus@yandex.ru

[CamBOALI, HCTIOAL3YEMBIC HA YIIAKOBKE M YTHKETKAX

Cumson 3uagenne Cumson 3HaueHHe
g Hcnons3osate 10 EE O6paTHTeCh K HHCTPYKIHE NO
NPHMEHEHKIO
MeauumHCKoe HIneNKHe ANA
Lov Kon napman E fsios I
X e TemneparypHbil Harotosutens
o Ananasox ot 2°C no
2¢ £°C 3 E Vnonsomovennsi
MPEACTABUTEND
Ocropoxsro!
Ofparurecs K
A HHCTPYKUHUH N0 KonnaecTso naxeneii/rectoB
NPHMEHEHHIO
3anpert Ha
noBTOpHOE & Bronornueckuit puck
_ TIpUMEHEHHE
(] | wacoronn
H3rOTORNCHHS
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PROTIA Allergy-Q 64 Pecnnparopuas navenb

HaGop ans AMATHOCTHYECKOro aHAMN3A in vitro AN KoNHYECTBEHHOTO ONpeECAEHHSN
anneprencnennuueckx IgE-anTutren B CHIBOPOTKE HAH IIAIME 9JEA0BeKA ¢
HCNOIL30BAHHEM METOAR HMMYHOOIOTTHHIA

|Hasnavenne]

Hab6op PEarcHToB npeaHa3lHa9eH ns KONHYECTBEHHOrO OnpeacneHna
anneprencnennduueckux IgE-antuten B CHIBOPOTKE HIH MIa3Me YEJNOBEKA C MCHONb30BAHHEM
METOAA UMMYHOOIOTTHHTa.

|®yuxunonansHoe HasHATCHNE]
BenomorarensHoe  CpescTBO B AMArHOCTHKE, [IpHMEHEHME H3IACAMA HE  HMEET
TIONYASNHOHHBIX ¥ AeMOrpadueckux acReKTOB.

|O6aacTe npuMeHenun)
Knunuyeckan sabopaTophas AMarHocTuKa,
MeaMuuncKoe K3zeue TONLKO JUIS AHATHOCTHKH in-vitro.

[ToreHunanbAbie noTpebuTenn w3gema|
JIITY moboro npodung.

[Mpodeccuonansnpiil ypoBeHh NOTEHUHANLHLIX NoJM30BaTeNeH]
Bpau xinnnyeckofi 1abopaTopHo#t ARATHOCTHKH, MEAHUHHCKRI 1aGopaTOpHbIH TEXHHK.

|Boamoxnbie noGoaHbIe AeHcTBAR]
TTo6ounkie aeCTBUA HE BLIABNCHBI,

[MTokazanna Kk npuMeHenHw)
JIHarHocTHKa alNeprum,

(lIpoTusonOKA3AHHA K NPHMEHERHIO)
Taxenas popma remodpunnn.

B cocTaBe naHenH aiepreHOB COACPKATCA KOMNOHEHTH SKHBOTHOIO POHCXOXKACHHS:

- MOHOKJIOHAIbHBE AHTHTENa NpoTtHB HMMyHornoOy)mma E, Kar. Ne 100105 (ucToqmux
ApoMCXOXKACHHA: ruOpuAOME Mblme#i, cornacHo AoKyMeHTauwu ¢upmel Medix Biochemica
(Dunnanmsn));

- 6uoTHH-ANBOYMHH ObIMbell CHIBOPOTKH (HCTOYHHK NPOUCXOAACHUA: Ohuit CHIBOPOTOMHBIN
ansOymna Kar. Ne LY-0081 (6biuba ceBopoTKa), cornacHo xoxyMeHTanyuH ¢pupmu ProteomeTech
Inc, (Pecny6nnka Kopes)).

B cocrase pasOaBuTena o6pasiia COACPKATcs KOMMOHEHTH! XUBOTHOTO NPOHCXOKACHHUA:

- xenatuH Kar. Ne G6650 (hcTouHHK mpoHcXoaienHa: 6biuba nammua - Tun B, cornacko
aoxkymentauun $pupmMnr SIGMA ALDRICH (CHIA)).

B cocrTaBe pacTBOpa aHTHTEJA COAEPKATCA KOMIIOHEHTE! AXHBOTHOTO NPOHCXOKACHHA:

- GHOTHH-KOHBIOTHPOBAHHBIC MBIIHBbIC AHTHTENA K 4enoBeyeckoMy IgE, Kar. Ne 100429 /
100106 (MCTOUHHK NPOHCXOKIACHMA: rHOPAOOMBI MBILCH, COTNMACHO AOKYMCHTaUMH ¢HPMM
Medix Biochemica (Punnauans));

- Orrunll cpiBopoTOuHbIt aeOyMuH, Kar. Ne LY-0081 (mporcXxoxkaeHue: GriYbs CHIBOPOTKA,
cornacHo AokyMeHTauuu ¢pupmei Boval Biosolutions LLC (CILIA)).

B coctase ¢pepMEHTHOrO pacTBOPa COACPKATCA KOMIIOHEHTRI JKNBOTHOTO MPOHCXOMXKICHHA:

80

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




@\ ProteomeTech inc. 26.60.12.001,15580960 P2

- B cocTape Gydepa xpaHeHHs ans CrpentaBmamu-ienovsas docdaraza HCnoabsyerca
ans0ymuH Gurubelt coiBopoTkH, Kar. Ne V5591 (uctounuk npoucxoxkaenns: 6bluba cbiIBOPOTKa),
COrnacHo JoxymeHTauxu ¢pupmnl Promega (CLLLIA)),

- Obunil coiBopoTOuHbIH ansOymuu, Kar. Ne LY-008] (HcTouHHK npoucxoacHHA: ObI4bA
CBIBOPOTKA, COTNAcHO AokymMeHTaunn dupmut Boval Biosolutions LLC (CLLIA)).

Bxoasmmue B coctaB HaGopa KOMMOHCHTH HE TOKCHMYHBI, B 3aABJICHHLIX KOHLECHTPAUHAX
GezonacHbl. MaTepHaibl XHBOTHOIO NPONCXOKACHHA XOPOIIO 3adHMKCHPOBRHLN Ha MemOpaHax
TECT-NONOCKH, NMOMCIIEHHON B MNIACTHKOBLIA KOHTeHHEp ¢ OTBEPCTHAMM, KOTOPLIA HCKNOYaeT
KOHTAKT C TEJIOM 4€0BeKa NPH NpUMEHEHHH MeAHIHHCKOTNO H3ACHA N0 HA3HAYEHHIO.

PacTBOpBbI, B COCTaB KOTOPHIX BXOJAT MaTEpPHaNbi XHBOTHOTO NPOUCXOXKIAEHHA, XOpOILIO
YKYNOpPEeHbl KPHIIKAMH, NPH NPHMEHEHHM PpacTBOPOB HCNOJB3YETCA TMHNETKA # MEPYATKH,
KOTOpbie HCKTIOUAIOT KOHTAKT C TCJIOM HEJIOBEKA MPH MPHMCHCHHH MEAHUHHCKOrO H3ACNHA Nno
Ha3HAYCHHIO.

Taxum o6pazoM B MCAMUMHCKOM H3HGIMH OTCYTCTBYIOT KOMNOHEHTH! SBIAIOLIHECK
TOKCHYHBIMH, arpecCHBHLIMH M  NPEACTABARIONIMMH  ONACHOCTL JNPH  HCNOAB30OBAHHM
MEARLMHCKOTO H3ACAHA N0 HA3HAYEHHIO H PR COONIOACHNH NEMEHTApHLIX Mep 6e30nmacHoCTH.

B3stue npob6, obpaGorka, xpaneHue u ofpallileHHe ¢ AAHHBIMH MaTepHAIaMH COrnacHo
JOKYMEHTAUHH MOCTABIIMKA/NPOH3BOMUTENA JAHHBIX MATCPHANIOB, a Takke OOIMX NpaBun
GezonacHoCTH no paGoTe c 6HONOTHUECKUMH MaTePHaIaMH,

[Onncanue nenesoro aHARHTA, cBeAeHHN 06 ero Hayunoi 060cHOBRHHOCTH, NPHHUNN
AeitcTBuS)

Mpunuun seficrenn

PROTIA Allergy-Q - MymbTUnAeKcHuE muar#ocTudeckuii Habop M1  AMArHOCTHKM
ajlnepruy, OCHOBAHKHIE Ha NpHHUMNE HMMYHOQEDMEHTHOrO aHANH3a, BRIlOYaeT B ceba
HUTPOUEAMIONO3HbIC MeMOpaii ¢  pajIHYHLIMM  auiepreHamu, AlNCOPOMPOBAHHBIMH Ha
PETYNAPHLIX HMHTEPBANBHBIX JIHHMAX, YTO NO3BONACT TCCTHPOBATH ACCATKH CHEHHPHYECKHX
aanepresoB B oaHoM Tecte. PROTIA Allergy-Q ucnonssyer HOBYIO TeXHHKY NapamlefbHOrO
pasMeuieHHA MeMOPaH H NO3BOJIAET OUCHNUBATL Oonee pa3HOOOpasHLIC AIUIEPreHbl B X0A¢ OIHOrO
TecTa, NO CPABHEHHIO C APYTMMH NPOAYKTAMH, HCNONL3YIOWMMH TOALKO OAHY MeMOpany.
Aneprencneundpudeckue IgE-aHTHTENA, MPHCYTCTBYIOWME B 00pasuax NAHEHTOB, CBA3LIBAIOTCA
¢ AHTHreHaMH H HMMOOHJIH3YI0TCA Ha MeMOpaHe Jiaxe noce CTaXHK NPOMBIBKH.

Mmmobunusobannbie IgE-anTHTENa CBA3BLIBAIOTCA ¢ OHOTHHOBBIMH AHTHTENAMH K
yenoseueckoMy IgE, a 3aTeM SHOTHH NPHCOCANHACTCA K NEHHABHIKMHY, KOHBIOTHMPOBAKHOMY ¢
menouHoli ¢ocharasoft. Liser passuBacTcs nocne poGasnenua cyGcrpata B nocneaHed
uHkyOaumun GEpMEHTOM, 8 HHTEHCHBHOCTD LBETE AHANM3IHPYECTCH ¢ MOMOIRLIC YCTPO#CTBa A1A
H3MEPCHHA LIBETA.

Onucanne He1e80ro AHAINTA, HAYuHan obocHoBanHoCTL

HmMyHo6A0TTHHr - BHCOKOYYBCTBHTENbHLIN METOA BhBICHHA G€IKOB, OCHOBaHHbIH Ha
coueTaHuu NekTpodopesa u uMMyHOPepMeHTHOrO MeTosa aHainza (MDA).

AHTHTeHH BO30OYANTENA Pa3CARIOT ¢ NOMOLILIO MeKTpodopesa 8 NOMHAKPHAAMHAHOM reze,
3aTeM MEPEHOCAT HX H3 Nei HAa aKTHBHPOBAHHYIO GyMary WiH HUTPOLIC/LTIONO3HYIO MeMOpany 1
apoasnaioT ¢ nomousio UGA. Ha 3t nonockn («GNOTHI») HAHOCAT CHIBOPOTKY GoMbHOTO. 3ateM,
nocsae MHKYOAlMH, OTMBIBAIOT OT HC CBA3ABIIHXCA AHTHTENH GONLHONO U HAHOCAT CHIBOPOTKY
NPOTHB HMMYHOTNOOYJIHHOB 4esnoBexa, MedeHHyio depmelitom. O6pazosasuiniica Ha nonocke
KOMIIEKC [aMTHreH + aHTHTeno GONMBHOrO + aHTHTENRO npoTHB Ig uenoseka) BLMBAAIOT
nobaBnenneM XpPOMOTEHHOTO cyBeTpaTa, RIMEHAIOLLCTO OKPacKy noa AelicTaueM QpepMenta.

ATonHyeckan AWIEPTHA NPEACTABAACT COGOH IHUNEPUYBCTBHTENLHOS HMMYHOJIOTHYECKOE
COCTOAHHE, ONOCPEAOBaAHROE HMMYHOTNOOYMHHOBLIMY E (IgE) anturenamu. Jlumdonurapusie B-
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KNeTKn, CTUMYNMPOBaHHbIe Cneunuyeckum annepreHom, npogyuupytoT IgE-aHTUTENna K
aHTUreHy. IgE-aHTUTena cBA3bIBAKOTCA C PeLenTopamum Ha MOBEPXHOCTU TYUHbIX K/IETOK WK
6a30(uNbHbIX NenKoumToB 4epes Fc-obnactb. [locnegytouiee CBA3bIBaHME ajnfepreHa ¢
CBA3aHHbIMW C KneTkamy cneunduueckumn IgE Bbi3blBaeT [erpaHynsiuui0  KNetok W
BbICBOOOX/EeHNe Ba30aKTMBHbIX aMWHOB, YTO MPUBOAWUT K COKPALLEHWIO FNaAKUX MbIlWL, 3yay,
OTEKY U  TPaHC-CIM3NCTOMY  MPOTEKAHUIO  BHEK/NETOYHbIX  XuAkocTeid.  Hawbonee
pacnpocTpaHeHHbIMN KIUHUYECKUMUN NPOSABIEHUSAMM 3TOr0 6MON0rMYecKOro npowecca ABNATCA
CeHHas nuxopajka, acTMa, AepMaTuT, KpanuBHULA M aHaMNakTUYeCcKUin LWok. OueHKa YpOBHA
IgE B CbIBOpPOTKe nauueHTa ANA pas/MUHbIX anfepreHoB LEeHHa NpWU ANAarHOCTUKE W NeveHun
aTOMMUYeCKON annepruns

{KomnoHeHTbl Habopa]

HanmeHoBaHue

XapakTepucTtuka KonunyecTtBo
KOMMOHEeHTa

1 2

KacceTta 13 nnactuka, ¢ paMKow 13
MaHens ans nnacTuka, cogepxawias HUTPOLENTON03HYIO
annepreHos Memb6paHy ¢ afcopbupoBaHHbIMMK ansiepreHamu
(S-1, S-2, S-3 - cTaHgapTHbIe NuHUK; C -
KOHTPO/ibHaa NuHuA; ot 140 60 - nuHUM
annepreHoB)
®nakoH nonnmepHbIin 06bLemom 20 M ¢
Pasz6aBuTenb obpasla  HaBMHUMBAEMOM KPbILKON CUHErO LBETA,
cogepxawmin 10 mn cuHe-pnoneToBoM
XNAKOCTK
®nakoH nofvmMepHbIn 06bLemom 20 M ¢
PacTBop aHTWUTENA HaBMHUYMBAEMOM KPbILLIKOWA XENTOro LBeTa,
cofepxatnin 10 Mn XKenToBaTom, UK CBENO-
XENTOW XMULKOCTK
dnakoH nonMmepHbIi 06bemMom 20 Mn ¢
dPepMeHTHbIV pacTBOP  HaBUHYMBAEMOW KPbILLIKOW KPacHOro LBeTa,
cogepxatnin 10 Mn 6ecLBETHON UK
YKENTOBaTOW XWUAKOCTHU
®nakoH NnonnmepHbIA o6bemom 20 mn ¢
PacTtBop cy6cTpaTta HaBMHYMBAEMOI KPbILKOW YepHOTO LiBeTa,
cofepxawmnin 10 Mn XenTon nnam XXenToBaTomn
XNAKOCTK
®1akoH nonnmepHbli o6bemom 20 M ¢
Motowunii pacteop 20X HaBMHYMBAEMOM KPbILLKON 6€10ro LBeTa,
cogep>kawinin 10 M1 KOHLEHTPUPOBAHHO
6eCLBETHON XNAKOCTK

20 naHener

10mn X 1

10mn x 1

10mMnx 1

10mn x 1

10mn x 1

WHCTpyKUmMa no
NMPUMEHEHMIO

» [onofHnTeNbHO Heo6XoaMMoe 060pyLoBaHNe

1. PyuHoii meTog: AHAJIMBATOP MMMYHONOTMMYECKUA ®OTOMETPUYECKUN
«Q-SMART» ANA ANATHOCTUKUW NH BUTPO HA MAHENAX «PROTIA».

2. MonyaBTomaTuyecknit  Mmetoq: YCTPOMCTBO ABTOMATW3NPOBAHHOE «Q-
PROCESSOR» A1 OBPABOTKW MAHENEW «PROTIA» ONA AWATHOCTUKW WH
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BUTPO.

3. ABTOMaTHYecKnit METOL; AHAJIUZATOP ABTOMATHYECKUH
UMMYHOJIOTUYECKUIA OOTOMETPUYECKMHA  «Q-STATION  ELITE» A
JUATHOCTUKH UH BUTPO HA INAHENAX «PROTIA».

[Baemnni sua)

1. TManenb AnR annepreHoB: NAacTHKOBas NaHenAb, B KOTOpofi laxpenneHa MemOpana B
NNACTHKOBON paMKe.

2. Pas6arutens obpasua: cune-pHoETOBAA KHAKOCTD.

3. PacTteop aHTHTeNA: Ke/ITtas HAR CBETAO-XKENTasA HAKOCTD,

4, GepmenTHBIN pacTBOp: GeCUBETHAA MM CBETARO-KENTAA KHAKOCTD.

5. PacTsop cyGceTpara: cBeTno-xentas KHAKOCTD.

6. Motommit pactaop 20x: GecuBeTHas XKHAKOCTD.

7. MHCTPYKHHA N0 NPHMEHEHRIO.

[MeToan: anannial

1. Moaroroeka pearenTos 1 0Gpa3uoB

(1) INoaroroska MOIOLIETO PAcTBOPA.

Ilepen npumenenneM pa3basbTe MOIOWHIL pacTBop 20X AcHOHK3UpoBaHHO#N BojoH 8 20 pa3.

(2) lMoaroTtoexa o6pasuos

B Tecte HCMOMB3YIOT CHIBOPOTKY HAM MIA3My uenoBeka (C AHTHKOAryIAHTAMH WATparT
HaTpus, renapul, DJ[TA). Tlepen TecTupoBanHeM yaanute KACTKH XpOBH MM JIOOKe TBepabie
BelllecTBa UeHTpHyrHpoBaikeM B Tevenue 10-15 wmmu  npun  2500-3000 o6/muH.
I'eMonu3HpoBaHHbIC HIIH 3arpA3HeHHbie 00pasiibi MOTYT MPHBECTH K HEMPABHILHLIM pe3yabTaTaM,
B CBA3H C ITHM HE AOIYCKAeTCs MCNOAb30BAHHE JUIN MCCNeA0BaHHS 00pasioB ¢ MOBLIICHHbIM
COiCpKAaHHEM JNHNHAOB W (WIH) C NMPH3HAKAMH NeMOJNH3a, M (WIH) ¢ BRAMMBIM MHKPOOHBIM
npopocToM. XpaHuTe o0pasubl CHBOPOTKH HIH M1asMbl NpH 2~8°C koria OHHM HCMONL3YIOTCA 33
KopoTKH#i nepuon (B TedeHue 2 Hemens), u npu -15°C unm Huxe npu Gonee ANHTENBHOM
xpaHeHHH. PasMopoxenHHe ofpasubl nmepeA HCCACAOBAHHEM HYXHO TUIATENIBHO TICPEMELLATH.
Tipn paGote ¢ paIMOPOXCHHBIMH O0Pa3UAMH CIEAYET YMHTHBATD, YTO KAXIMIH LUK OTTAHBAHHA-
3aMOPaXHBAHHA NPHBOAMT K pPa3pyWICHHIO BHIABIAEMLIX AHTHTEN, CHMXad KauecTBO
HecneayeMoro MarepHana. C Henbio NOMYYEHHA [OOCTOBEPHBLIX Pe3y/ILTATOB MCCAENOBaHRAS
PeKOMEHAYETCA HCMOAb30BATh TONBKO ONHOKPATHOE 3aMOpaXHBaHHE-O0TTaHBaHHE 06pa3os.

2. [pouenypa avanusa

Pyunoii meTon

1) OnTHMaIbHBIC YCIOBHA AUIA Na0opaTopHH - NPOBEACHHE KCNEpUMEHTa npy + 252 °Cu
npu 50 £ 20 % BIAKHOCTH.

2) Bce pearenthl Cneayer MOBECTH JO KOMHaTHOR Temmeparypul 3a 30 MuHyT 10
UCTONbIOBaHNA H TLIATENBHO fEpeMemaTh Cpasy nepen HCnons3opaHneM. Bekpoiite ymakoeky
NaHEeNTH MR AVIEPreHOB [10C/e BHIpaBHHBAHHA ¢ TEMNEPaTyphl ¢ KOMHATHOMN.

3) lMonKocThio cMOMMTE TECTOBYI0 MeMOpaHy, BHeCS B maHenb Ana awiepreHos 300 mxn
pa36aBneHHOro MOIOUIETO PACTBOPA, BCTPAXHBAITE NaHesb B TCUCHHE 5 MHHYT, & 3aTeM yAanHTe
OCTaTKR MOIOIlero pacTeopa (pexoMeHayeTcs dactoTa BpanlenHs 100 o6 / man).

4) Buecute B nanens ana anneprenos 250 mxn pasbasurtens obpasua.

5) Buecute B nakens 50 mMxn oOpasua naumenta M uHKyOMpyliTe npH BCTpAXWBaHUH NIPH
KOMHATHOH TemMnepaType B TeYeHHE 45 MHHYT.

6) YaanuTte ocTaTKH pacTBOPOB H3 NAHEAH W ABaXKAL MpoMoiite MemGpany pasbaBicHHBIM
molowuM pactBopoM. llpu kaxaoit npomeibke BHocuTe Mo 300 Mkn pasGasnenHoro moromero
pacTeopa, MRKyOHpYHTE npH BCTPAXUBAHWH B TedcHMe 5 MUHYT ¥ Jasaiite cteqs. Pacteop He
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JOMXKEH OCTaBaThCA B NaHENH.

7) Biecure 250 Mxn pacTBOpa aHTHTEN B NaHenb H WHKYOMpYHTe NpH BCTPAXHBAHHH NpH
KOMHaTHOM’ TemnepaType B TeueHRe 30 MUHYT.

8) [Npowmoiite memGpany no merony (6).

9) Buecure B RaHens 250 Mxn pacteopa (epMenrTa M HHKYOupylite fnpH BCTPAXHUBAHHH B
TeyeHue 30 MHHYT.

10) IlpomoviTe memGpany no MeToRy (6).

11) Brecnte 250 Mxn pacreopa cyOctpata # WHKYOUpYHTE NpH BCTPSXHBAHHH NPH
KOoMHaTHOHM TeMnepaType B TeMHoH xoMHaTe B TeueHHe 20 MUNYT.

12) Vaanute pactsop cyGcrpara 3 naHenu ¥ npomoitte ee 250 Mxn AeHoHH3MposaHHON
BOJIBL.

13) OcTasnTe NaHeNb HA CTONE JO ECTECTBEHHOTO BHCHIXaHHA (yOeanTech, 410 MeMOpana

TIONHOCTBIO BLICOXJIA).

14) Berasste nanenm B AHAJIMBATOP  UMMYHOJIOTMYECKHHA
®OTOMETPUUYECKUN «Q-SMART» IJI1 MMATHOCTUKU UH BUTPO HA TIAHEJIAX
«PROTIA» n ouenure pesynstathl. Bonee nmoapoGuo cM. Pykosomcreo mo AHAJIM3ATOP
YUMMYHOJIOrMYECKUI ®OTOMETPHUYECKHUH «Q-SMART» 111 AMATHOCTUKH UH
BUTPO HA NMAHEJIAX «PROTIA».

* 1A HHKYOauMM ¥ BCTPAXMBAHHA MaHENH Hcnonb3ylite moGoit opOuranbubil welikep co
CKOPOCTBIO Bpaltiehua (uacToTolt xonebannii) 100 o6/MuH. Her orpannucnuii no spiGopy mMonenu

ycTpoitcTsa.

MoayasvoMarnueckuth meTon

1) YCTPOUCTBO ABTOMATH3UPOBAHHOE «Q-PROCESSOR» JUIA OBPABOTKH
MMAHEJIENA «PROTIA» JUL1 JUATHOCTUKH UH BUTPO ocHameno nanensMu B peareHTaMK
IS ANNEPreHOB.

2) O6parurecs K PYKOBOACTBY no IKCILTYATANHH YCTPORCTBO
ABTOMATH3UPOBAHHOE «Q-PROCESSOR» JU11 OBPABOTKHU NMAHENEN «PROTIA»
1A IMATHOCTHKU HH BUTPO u naitte peakusm nporpeccHpobath.

3) BcrasbTe nanenu B ananuzarop Q-SMART u onenure ae:ynvram. Bonee noapobno cmM.
Pykosoacteo no AHAJIU3ATOP UMMVYHOJIOTMYECKUH ®OTOMETPHYECKHUHA «Q-
SMART» JU1S1 IMATHOCTUKH UH BUTPO HA MMAHEJIAX «PROTIA».

AsToMaTHUcckni MeTOA

1) AHAJIM3ATOP ABTOMATHYECKHH MMMYHOJIOrHYECKHWH
®OTOMETPUYECKUH «Q-STATION ELITE» U1 IMATrHOCTUKH HMH BUTPO HA
TNMAHEJIAX «PROTIA» ocHalneH naHe/sMH H PEareHTaAMH IS AJUIEPreHOB.

2) O6patutech k pyxoBoacTsy no skcrryataunn AHAJIMSATOP ABTOMATHYECKHUHA
WUMMYHOJIOTUYECKHIH ©®OTOMETPHYECKMA  «Q-STATION  ELITE» JUIA
OIUATHOCTUKU HUH BUTPO HA TMNAHEMAX «PROTIA» u paiite peakuuaM

NpOrpecCHpoOBaTh.

3. Ouenxa » HHTEpApETALUA PE3YNLTATOB

1) Koanvecrso amnepres-cnennduueckux IgE-antnren onpenensercs 8 ME / Ma mpn
noMown Ananusaropa Q-SMART umu Ananusaropa Q-STATION ELITE, knace onpeaensercsa
no Tabnuiie HUXe.

2) Koanvectso obwmero IgE (tIgE) suipaxaerca 8 ME / Mn n Moxer Konu4ecTBEHHO
BLIpaXaThcA B AHanazosie ot 1 xo 2000 ME / mn.

Annepres-cneunduucckuit IgE
MEMnIgE | Knac | Konuuectso
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<0,15-0,34 0 He HalifeHo

0,35-0,69 1 Manoe

0,70-3,49 2 YMepeHHoe

3,50- 17,49 3 YMepeHHO 60/bLy0e
17,50-49,99 4 bonblioe

50,00-99,99 5 OuyeHb 6onbLIOE

>100 6 JKCTpeMansbHo 60nbLloe

4. KOHTpO/Ib KayecTBa

KoHTponbHasa nuHua (C) AoskHa ObiTb XOPHOWO BUAHA. ECM KOHTpOnbHaf nnHuA cnabo
BUAHA, eé Henb3a OyAeT cumTaTb C MNOMOLLbLIO OMTUYECKUX W3MEPUTENbHLIX MPUOOPOB.
PekomeHfyeTCcAa NOBTOPHOE TECTUPOBAHMUE.

5. XapakTepucTuku

1) AHanuTuyeckas YyBCTBUTENbHOCTL (Mopor o6HapyxeHus IgE): 0,15 ME / mn.

2) AHanuTunyeckas cneynunUHocTb (MHTepdepPeHUUS 1 NepeKpecTHbIe peakunn): He
Habnoganacs MHTepMepeHLMa N NepeKpecTHas peakTUBHOCTbL Habopa co crefyrowmmm
matepuanamu: 6unupy6uH, anbbyMmuH, nmmyHorno6ynuuel (IgA, 1gM, 1gG nnu IgD), B 3 pasa
npeBblLaoLLMe HopMasibHble (DU3NO0N0TNYECKNE YPOBHMU.

3) AnarHocTnyeckas 4yBCTBUTENbHOCTL: 99,40% - 100% (C [OBEPUTENbHOW BEPOATHOCTLIO
95%).

4) AnarHocTuyeckas cneungpunyHocTb: 98,77% - 100% (C 4OBEpPUTENbHON BEPOSTHOCTbIO
95%).

5) BocnpoussognmmocTts: 100%.

6) KoathuuyneHT BapmabensHoctn (CV): meHee 8%.

AN A A |+

111 I
|

Ne AnnepreH Koga pynna

1 Obwwii IgE tIgE IsE

2 JomaliHas nbiaib hi Obune

3 O. pteronyssinus dl

4 D. farinae d2

5 ANnUTeNnii KOWKKN 1 NePX0Tb el

6 MepxoTb cobakm e5

7 ANYHBLIN 6enokK M

8 Monoko f2

9 TapakaH i6

10 Apaxunc fI3

% CoeBble 606bI fla

12 MweHnya 4

13 Onbxa t2

14 bepésa 13

15 Ay6 t7
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16 AMOPO3MSA MNONLIHHOMIUCTHAA BbICOKas wl

17 XMefb w22

18 MonblHb 06bIKHOBEHHAS (YepHOObINbHUK) w6

19 Altermria altermta T6

20 Cladosporium herbarum m2

21 Aspergillus fumi™atus m3

22 Kpabbl 23

23 KpeBeTku f24

24 Ckymbpus 206

25 PoXb KynbTUBMpPOBaHHaA gl2

26 CCD 0214

27 Mepcuk f95

28 A610K0 49

29 KyHXyT no

30 Acarus siro d70 B nomelyeHunm

31 Tyropha”s putrescentiae d72

32 Konocok gywucTblii / Exxa cbopHas gl/g3/ Mbinbya
TPOCTHUK 06bIKHOBEHHbI / Monesuua g7/99

33 CBUWHOpPOI NanbyatbIi 02

34 TumodeeBKa 06

35 Penicillium notatum ml

36 Candida albicans m5

37 NewnHa 06bIKHOBEHHAS t4

38 MacnunHa eBponeickas t9

39 MnataH tl 1

40 Ba 6enas t12

41 Tonosnb tl4

42 FAceHb 6enblii t15

43 CocHa 6enasn t16

44 ANOHCKNI Kegp tl7

45 Akauusa t19

46 HVBAHUK(MONOBHUK) w7

47 OpfyBaHUUK w8

48 MofopoXHUK w9

49 30NbHUK (NOTALHUK, KAMOYKa) wll

50 30M10TapHUK wi2

51 AMapaHT (Wwupuua 3anpoknHyTas) wl4

52 Natekc k82 Mpouee

53 MyennHbIn A4 M Hacekomble

54 OcCuHbIN a4 i3

55 Mbiwb / Kpbica e71/e73 XXnBoTHbIE

56 Kponuk e82

57 Mopckasa cBMHKa e6

58 AnuTenuii oBLbI esl

59 XoMaK e84

60 Nowaab e3

(Mepbl NpeaoCTOPOXHOCTY AN NONb30BaTeNei]
1) TonbKo AN AMArHOCTUKMK in vitro.
2) PROTIA Alergy-Q MoXeT 6bITb MCNOMb30BaHa A1 OKa3aHWS MOMOLLW B KIUHWUYECKOM
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AMATHO3E, Pe3yNbTaT ABIACTCH NpeABapHTe/IbHBIM. [ToNyueHHBIH pe3yNbTaT aHAIM3A NOMKEH
ObITh COOTHECEH C KTHHHYeckol xapTuHoH. [lis yToMHEHHA ABarHo3a HeobxoauMa KOHCYIbTalHA
Bpaya.

3) JloxHO NONOKMTENBHBIE Pe3yNbTATHI MOryT OBITH TNOMYYEHb) H3-32 NECPEKPECTHOMH
PEaKTHBHOCTH AHTHICHOB, TECTUPYEMBIX ¢ APYTHMH AHTHICHAMM.

4) He xypute, He emsTe M He mnelite B MecTax, rae HMCHOJL3YIOoTca 00pasuel HIHN
HCITBITATEIIBHEIE PEAreHTh.

5) OnTumanbHble YCHOBHA AIA 1aGOPaTOPHH ~ MPOBEACHHE JKCNEPAMERTaNp + 2522 °CH
nph 50 + 20 % BIAXKHOCTH.

6) Bce ofpasum MOryr BKmOYaTh HEH3BECTHHC HWHQEKIMOHHbIE MaTepHansl. [lpn
ofpaieHuu ¢ oOpasiiamu HanesaliTe OAHOPA3OBHIE NEPYATKA H MOHTE PYKH NMOCAE TECTHPOBAHHA,

7) UroOm u30ckaTh HECYACTHBIX CNydaeB He NMOMEIIaliTe WIibL, HOXH MW mobbie Apyrue
MpeAMETHI, KOTOPEIE MOTYT NPHYHHUTE BpeX, Npi ofpallielny ¢ ofpa3namMu H peareHTaMH.

8) Bce ofpasub! NanHEHTOB H MCNOAb3YEMBIC KOMIMOHEHTHI H3 KOMIUICKTa ARO/DKHBI
paccMaTpHBATBCA KaK HCTOYHHKH Ononormyeckoit omachoctn. Mx cnexayer yruamsnposath B
COOTBSTCTBHH € COOTBETCTBYIOIIHMH PYKOBOIAIIAMH NPHHUMITAMH.

9) He vMcnonb3ylite KOMIUICKTH NOCHE HCTCUEHHS CPOKA FORHOCTH.

10) Ilavenn annepreHOB YMAKOBHLIBAIOTCA ¢ OCYIIHTENEM M JOMKHBI GHITH repMETHIHO
3aKPLITEI 1T0C/E KaXA0r0 HCTIONL30BaHHA.

11) HekoTophie peareHTH, BKMOYCHHKIC B KOMIUICKT, COMCPKAT a3HJI HATPHA B Ka4CCTBE
KoHcepBaHTa. CoobmaeTcs, 970 a3sHI HATPHA PearnpyeT ¢ CBHHLOBON WIH MenHOH caHTeXHuKOH ¢
o0pasoBaHHeM MOTEHIHANBHO B3PHIBOONACHOTO a3Hja METalna, MO3TOMY BCErfa BhUIMBAKTE ero
BMeCTE C JOCTATOYHHIM OOBEMOM BOJIbl, STOOH NPEAOTBPATHTL OOpa3OBAHHC a3HAA METALIa B
CHCTEMaxX BOAONPOBOAA.

12) PacTBop cyGeTpara MOXKET COAEPXATh YEPHBIE OCafki. ITO HE HEHOPMANTLHOE ABNEHHE H
HE BITHACT Ha PE3YALTaTHl TECTa,

13) ByabTe octopoxHbl, yToGbt H30GexaTh obpasoBaHua nyswipbkoB. OcoGenHo, Koraa
KCIONB3YIOTCA ABTOMATHYECKHe YCTpo#icTBa, NY3HIPbKH CJCAYET YAANAThL MEPEA HAuaIoM
UCTILITAHAA, NOCKONBKY MY3HIPbKH MOTYT BAHATD Ha PacTpee/icHHe pacTBOPOB.

14) Ecnu nocne okoHuaTenbHOM peakini MeMOpaHbl He NOMHOCTHIO BBHICYIICHD], PE3yNbTaThi
nenbraHii, npoasanmsnposaHibie Q-SMART, MoryT ObITE HEBEPHBIMH,

15) HU3nenue B moppexacHHON ynakoBke He NPHIOAHO UIA IPOBEICHHA aHANK3A.

{¥Ynakosxa) KomMnonenTn! Habopa, HHCTPYKLHA IT0 NPHMEHEHHIO,

[MucTpyscau mo xpasenno] Xpauuts npu Temnepatype ot 2°C ao 8°C.

[Cpok roauoeTn]Cpok rogsoctr 18 Mecsiues.

Mocne BCKPHITHA AOMYCKASTCA XPAHHUTD NPH TeMnepaType oT 2 zto 8°C ue Gonee 3 Mecanes.

TpancniopTpoBanue pu TeMneparype ot -15°C xo 30°C B Tedenue 5 ameit, TparcnOpTOM
BCEX BHJOB B KPBITHIX TPAHCMOPTHHIX CPEACTBAX B COOTBETCTBHM C TpaBUIAMH NEPEBO3OK,
NCHCTBYIOIIMMH Ha TPaHCTIOPTE NAHHOTO BHAA.

[YTuanzauns u yHuuTOReHRe]

IIpu ucnonb3oBaHHK B MEAMIMHCKMX YUPCKACHHAX YTHIH3HPOBaTH Mo kiaccy A H b
CanlluH 2.1.7.3684-21. Yrunuizamus H3ReNMMA AOMKHA HPOH3BOAMTECA B COOTBETCTBHH C
TPpeGOBAHNAMM JIOKATBHOTO, PEIHOHATBHOI'O H HAIHOHAIBHOTO 3aKOHOAATEIHCTBA.

[Mponzsoautens)
«I[IporeomeTex Unk.» (ProteomeTech Inc.)
A-702, 401 Anrunon-po, Ianrceo-ry, Ceyn 07528, Kopes
(A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea).
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[Ynoauomouennoe anuo)

Ha tepprropun Poccufickoit ®eaepannu no Bonpocam, KacatoLMMEs KavyecTBa H o6pammeHns
MEIMLMHCKOTO H3CAHA, clieayeT obpamaTses No anpecy:

109387, r. Mocksa, yn. Tuxas, a 28, of. 216; Ob6mecrso ¢ orpaHuueHHO#H
oteeTcTReHHOCTHIO «BUO POKYC» (000 «BHO ®OKYC»), biofocus@yandex.ru

[CumBoab, HCNIOAb3YeMble HR YIAKORKE H YTHKETKAX|

Cumson 3HaucHue Cumson 3navenue
Hcnons308ats 20 E . OGpaTnTech K MHCTPYKLMH 110
..!_, NPHMEHCHHIO
| MemmunHCcKOE H3fEhHE A
LOT Kon naprun Vo | - in vitro
8°C TemneparypHuiit HarotoButens
auanasoH ot 2°C no
2°C 8°C REP YnonHoMOYeHHBE
NPEACTABHTEND
QOcropoxHo!
O6parutecs, x Komuuecteo naneneil/recton
MHCTPYKUMH IO
NPUMEHCHHIO
3anper Ha
NOBTOPHOE & Bxonorugeckuit pHck
NpHMEHEHHe
(M) | wsrorons
H3rOTORACHHR
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PROTIA Allergy-Q 96M nanens

Halop 24R AWArHOCTHYECKOro SHANHIA i Vitro LIS KOAHYECTBCHHOrO ONpPEACTICHHR
anneprencneunduiIcckHx IgE-anTHTen B ChIBOPOTKE HAHR NAA3MEe UeJOBEKR C
HCNOAbIOBAHHEM METOAR NMMYROGMOTTHHIA

Haznauenne|

Habop pearcHros npeaHasHaYCH ans KOMMYCCTBEHHOTO onpeseneHns
amneprencneuudusieckux IgE-anTnTen B CLIBOpOTKE WIH MiasMe 4EN0BEKA C HCNONb30BAHHEM
MET0Ja HMMYHOOIOTTHHTA.

[PysxusoHanbHOE HA3ZHaYeHHe]
BenomorarenbHoe CpelcTBO B gWarHocTHKe. [IpHMcHeHHe H3Zenus He HMeeT
NONYNAUKOHHBIX H EMOTPadHIECKHX aCTIEKTOB.

[O6aacTs npuMencnns)
Knunuyeckas naGoparoptan AHarHocTika.
MeaHuHHCKOe M3Aeue TONBKO A8 AHArHOCTHKY in-vitro.

[lloTennranbHble NoTpebuTenn wigeans]
JIITY moboro npoduna.

[[Ipodeccnonanbnbiil ypoBensh NOTEHUHAILHBIX NO/Ib30BATEACH]
Bpau knunmnyeckoft naGoparopod AMaFrHOCTUKH, MeAHIHHCKUI naGopaTOpHEIH TEXHHK.

{Bozmoxubie nobounnie Aclicrana)
INoGounbic aeficTBHA HE BHIAB/CHEL

[MToxkazannn k npaMeHeno]
JnarsocTika auieprusu.

[[IpoTHBONOKAISHHA K NPHMEHEeRNI0)
Taxenan popma remodpunnn.

B cocTaBe nane;H aNIepreHoB COACPEKATCE KOMIIOHEHTR! AXHBOTHOTO MIPOHCXOXACHHA:

- MOHOK/IOHANGLHLIC AHTHTENA npoTHB MMMyHornobyaunsa E, Kar. Ne 100105 (mcrounnk
NpoHcXOXkaeHUua: ruGpuaomMbt Mbime#f, cornacHo moxyMmentanun ¢upmp Medix Biochemica
(PuHISHONHA));

- OHoTMH-aNLOYMHBH Oblubel CHIBOPOTKH (MCTOMHHK NPONCXOXICHHA: Obrduii CHBOPOTOUHBIHR
ansGymun Kar. Ne LY-0081 (Gurbsa crIBOpOTKa), COTIACHO JOKyMeHTauuH dupmbl ProteomeTech
Inc. (Pecnybnuxa Kopes)).

B coctase pasbasutens obpasiia coaepxkaTcad KOMIIOHECHTH XHBOTHOTO IPOHCXOXIICHHA:

- xenarun Kar. Ne G6650 (McTouHMK npoHcxoxaeHKs: Ohrbs nammHa - Tun B, cornacho
aoxkymenTaunn ¢pupmsl SIGMA ALDRICH (CLIA)).

B cocTaBe pacTBOpa aHTHTENA CORCPXATCA KOMITIOKEHTHI XKHBOTHOTO IPOHCXOMCHHA:

- GMOTHH-KOHBIOTHPOBaHHbIC MLIIIHHBIC aHTHTeNa X uenoBeucckoMy IgE, Kar. Ne 100429 /
100106 (HCTOUHHMK NPOHCXOXKACHHA: ruOpuIoMbl Mbupel, COrnacHO AOKYMEHTaUMH (uUpMB
Medix Biochemica (Onrrnanans));

- Gbiunit ceBopoTOuHbIM anbOyMHHE, Kat. Ne LY-0081 (npoucxoxaenne: 6Livbpa CHIBOpOTKa,
COTNacHo foxyMeHTauuH ¢pupMul Boval Biosolutions LLC (CLLIA)).

B coctase (pepMEHTHOTO PACcTBOPa COACPXKATCA KOMIIOHEHTH! AKHBOTHOIO RPOHCXONACHHS:
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- B coctae Oydepa xpaHenHs ans Crpentasuamu-mienounas ocdarasa ucnonsyercs
ansGymu Goiubed chiBopoTkid, Kar. Ne V5591 (ucroumnx nponcxoxaeHus: Gs1uba CHIBOPOTKA),
cornacHo foxymentauuu ¢upmsl Promega (CLIA));

- Obiunit coiBoporounbliif anbbymun, Kar. Ne LY-0081 (dcToMHuMK npoucxoxaenHs: Obryba
ChIBOPOTKA, COrNAcHO ROKyMeHTaunn ¢upmul Boval Biosolutions LLC (CLLA)).

Bxoasmue B coctaB Habopa XOMNOHCHTBI HE TOKCHYHEI, B 3aABNCHHBIX KOHLUCHTPALMAX
GezonacHbl. MaTepHanul XHBOTHOTO NMPOUCXOXKACHHS Xopolllo 3adukcHpoBanbl Ha MemOpanax
TECT-NONOCKH, NOMCUICHHOR B MIAaCTUKOBBIR KOHTeHHEP C OTBEPCTHAMH, KOTOPBIA HCKIIOYACT
KOHTaKT C TE/IOM HENOBEKA NPH PHMEHEHHH MEAHLHHCKOrO H3ACIHA NO HAIHANCHHIO.

PacTBOpbl, B COCTAB KOTOPHIX BXOAAT MaTCpHalbl XHBOTHOTO MPOHCXOKACHHA, XOPOIIO
YKYNOPEHbl XpHINKAMH, NMPH NPUMCHCHHH PACTBOPOB HCMONLIYETCA MNHNETKA H NEPYATKH,
KOTOpBIC HCKIIOYAIOT KONTAKT ¢ TEAOM 4e0Beka MpH NPHMEHEHHH MEAXIMHCKOrO M3ACHHS MO
Ha3HAMCHHIO.

Taxpm oOpasoM B MEAHMUKHCKOM H3ICAHH OTCYTCTBYIOT KOMMOHCHTH! ABNAIOLIHECA
TOKCHYHBIMH, arpecCHBHBIMH H NPEACTABNNIOWMMH  ONACHOCTL NPH  HCMNOJIL3OBAHHH
MEAHIHHCKOro H3/C/NA MO HA3HAUCHHIO H MPH COOMONAEHHN 3NEMCHTapHEIX Mcp GelonacHocTh.

B3amne npol, obpaboTka, xpaHeHue W oOpamicHHe ¢ RAHHBIMH MATCPHANAMH COFNacHO
NOKYMCHTALUNH TNOCTaBUIHKA/TPOU3BOANTENA MAHHBIX MATCPHANOB, a Takke OOUMX NpaBHa
GesomacHocTH No paGoTe ¢ GHONOTHYCCKIMH MaTepHANaMH.

[Onucansie meneBoro AHANUTA, cBeACHNR 00 ero Hayuno#t o6ocHoBauHOCTH, NPHHUNN
ackicrans]

Ipnnunn aclicrana

PROTIA Allergy-Q - MyabTHIUICKCHBIH uarHocTHYeckuit HaOGop 1S AHArHOCTHKM
AUIEPrHd, OCHOBAHHBIA HA MpPHHLUHMNE HMMYROpEPMEHTHOro aHanu3sa, BKAIOwacT B ceba
HHTPOLEIUTIONO3HbIe MeMOpaHLI C  PalIHYHLIMH  AiepreHaMH, aacopOHpOBaHHBIMHM  Ha
PETY/SPHBIX HHTEPBATBHLIX JIMHHAX, YTO MO3BOMACT TECTHPOBATL JCCATKH CHELIHPHYECKHX
annepredos B ogHoM Tecte. PROTIA Allergy-Q ucmonbiyeT HOBYIO TEXHHKY NapannelibHOrc
pasmeneHns MeMOpaH W MO3BONACT oLiCHHBaTL Gonee pasHoobpasHbie aneprensl 8 X04¢ OAHOTO
TECTa, N0 CPABHEHHIO ¢ APYTHMHM NPOAYKTaMH, HCMOJAB3YIOWIMMH TOABKO OHHY MeMOpany.
Anneprencnennduueckne IgE-anThreNna, npucyTcTBYI0MIHE B 06pasuax nauHEeHTOB, CBAILIBAIOTCH
¢ aHTHreHaMM H HMMOGHITH3YI0TCA Ha MeMOpaHe aaxe nocie CTalnH NPOMLIBKH,

Ummobunnzosanubie IgE-aHTHTena cBA3LIBAIOTCA ¢ OHOTHHOBBIMH AHTHTENAMH K
yenopeueckoMy IgE, a 3areM OHOTHH NpHCOEAHHAETCS K NCHHABKANNY, KONBIOTHPOBAHHOMY €
wenoyHol docpatasoir. Lier passuBaerca nocne aoGaBneHna cybGerpara B nocaeaned
HHKyGauHu epMEHTOM, 8 HHTEHCHBHOCTb LIBETE AHANH3HPYETCA ¢ MOMOLIBLIO YCTpolcTBa ANA
H3MepeHHa uBeTa.

Onucanne uenenoro AHARHTA, HayIHaRA 060CHOBANNOCTE

HmMy106a0TTHEr - BHICOKOTYBCTBHTENLHBIA METOA BhiaBncHHA Genkop, ocHoBaHHBI Ha
coueTaHiu exTpodopesa n MMyHOEpMEHTHOTO MeTosa atanu3a (UDA).

AHTHIeHB BO30YAHTENA PASACHAIOT C MOMOIBIO MEKTPodopesa B NONHAKPHAAMHIHOM rene,
3aTEM NMEPECHOCAT HX M3 reil Ha aKTHBHPOBAaHHYIO SyMary His HHTPOLIEIUTIONO3HYIO MeMOpany H
npoaeasioT ¢ nomotsio UPA. Ha 3th nonockn («610Tei») HAHOCAT CHIBOPOTKY GosbHOro. 3arem,
nociae HKKYOALWH, OTMBIBAIOT OT HE CBA3ABLUIHXCA aHTHTEH OOMBHOTO M HAHOCAT ChIBOPOTKY
NPOTHB MMMYHOINOOY/IHHOB 4enopexa, MeueHHYI0 depmenTom. OOpasosaBluniics Ha nonocke
KOMIUIEKC [aHTHreH + anTHTeN0 OonbHOoro + aHTHTeno npoTus Ig dwenoseka] BLIABAAIOT
A0GaBNCHHEM XPOMOTCHHOr0 CyGCTpaTa, NIMEHAIOIIErO OKpacky NOA AcHcTBHEM depMeNTa.

ATonuueckas amieprua npeactasnser cobofl runepuyBCTBUTENLHOC HMMYHONOTHUYECKOS
COCTORHME, ONOCpeAoBanHOe HMMYHOrNOGYnHHOBLIMK E (IgE) antuTenamu. Jlumdpountapusie B-
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KNeTKW, CTUMYNUPOBaHHble CrneunuyeckuM annepreHom, npoayuupyroTt IgE-aHTuTEena K
aHTureHy. IgE-aHTuTena CBA3bIBAOTCA C peLenTopaMy Ha MOBEPXHOCTU TYYHbIX KNETOK WK
6a3o0(unbHbIX NeKkounToB uYepes Fc-o6nactb. [locnegytowiee CBA3bIBaHWe annepreHa c
CBAI3AHHbIMW € KNeTkamy  cneunduueckummn IgE  BbI3biBaeT AerpaHynsiuuio  KNeTok u
BbICBOOOXAEHME Ba30aKTUBHbIX aMWHOB, YTO MPUBOAUT K COKPaLWLeHMIO FNagKuMX Mblilwl, 3yay,
OTEKY UM TPaHC-CAM3UCTOMY  MNPOTEKAHUIO  BHEK/IETOYHbIX  XWAKocTeil.  Hawubonee
pacnpocTpaHeHHbIMU KNUHUYECKMMU MPOABMEHUAMMN 3TOr0 BMOMONMYECKOro npoLecca sABNAIOTCA
CeHHaa nuxopajka, acTMa, AepMaTWUT, KpanuBHMLUA W aHapuNakTUYeckuin oK. OLeHKa YypOBHSA
IgE B CbIBOPOTKe NauMeHTa ANA pas/IMYHbIX anfepreHoB LieHHa NpyW AUMArHOCTUKE W NleYeHUM
aToNMYecKou anneprumue

[KomnoHeHTHbI Habopa!

HanmeHoBaHMe

XapaKkTepucTtumka Konnyectso
KOMMOHeHTa

1 2

KacceTa U3 nnactuka, ¢ pamkon u3
MaHenb ans nnacTuka, cofepxalias HATPOLENHONO03HYO
annepreHoB MeM6paHy ¢ agcopbrpoBaHHbIMMW annepreHamu
(S-1, S-2, S-3 - cTaHgapTHble MMHUK; C1, C2 -
KOHTPO/IbHbIE MNHUK; OT 140 91 - AnHWUK
annepreHos)
®nakoH nonumepHbIi 06bemom 20 M ¢
Pa3baBuTenb 0bpasia  HaBMHYMBAEMOI KPbILKOA CUHErO LBeTa,
cogepxawyuii 10 Mn cnHe-pMoneToBOM
XUAKOCTH
dnakoH nonumepHbIit 06vemom 20 M ¢
PacTBOp aHTUTeNa HaBMHYMBAEMOW KPbILLIKOW XeNToro LBeTa,
cofepxawuii 10 Mn XXenToBaTon, uav ceeno-
XEeNTON XNLKOCTH
®nakoH NofiMMepHbIid 06bemoM 20 M ¢
®epMeHTHbI pacTBOp  HaBMHYMBAEMON KPbILLIKOW KPacHOro LBeTa,
cogepxawiuii 10 mn 6ecuBeTHON UK
XKEeNToBaToM XUAKOCTK
®nakoH NonMMepHbIiA 06bemom 20 Mn ¢
PacTBop cy6cTpara HaBMHYMBAEMON KPbILLIKOW YepHOro LBeTa,
cofepxawyuii 10 M1 XXeNToli WK XKeNToBaTon
XUAKOCTH
dnakoH nonuMepHbIit 06vemom 20 M ¢
Motouimnii pacteop 20X HaBMHYMBAEMOW KPbUMKOW 6€n10ro LUBeTa,
cogepxawyuii 10 M1 KOHLEHTPUPOBAHHO
6eCcLBETHON XULKOCTK

20 naHeneit

10mn X1

10mn x 1

10mn X1

10mn X1

10mn x 1

WHCTpyKLNA No
NPUMEHEHWNIO

e [ononHnTensHo Heobxopumoe obopyaoBaHue

1. PyuHoii metog: AHAJIM3ATOP UMMYHOJOTMUYECKUN ®OTOMETPUYECKUN
«Q-SMART» ANA ANATHOCTUKWM NH BUTPO HA MAHENAX «PROTIA».

2. MonyaBTomaTnueckuii  metog: YCTPOWCTBO ABTOMATWU3NPOBAHHOE «Q-
PROCESSOR» [/I9 OBPABOTKW MAHENEN «PROTIA» AN AWATHOCTUKWN WH
BUTPO.
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3. AsromaTuuecknil MeTOA: AHAJIU3ATOP ABTOMATHYECKHHA
HUMMYHOJIOTUYECKUH  ®OTOMETPUMECKMH  «Q-STATION  ELITE» N4
JAUATHOCTHKH UH BUTPO HA TNTAHEJIAX «PROTIA».

[Buemnuit saaj

l. Mawens ana annepreHoOB: MIACTHKOBaA MaHenb, B KOTOpo# 3akpenneHa memOpaHa 8
NAaCTHKOBOM paMKe.

2. Paz6asnTens obpasua: cHHe-puoneTonas KHAKOCTD.

3. PacTBOp aHTHTENIA: XKENITaA UIH CBETAO-XKCENITaR KHAKOCTD.

4. GepmenThniit pacteop: GecubeTHan HIH CBETNO-KENTAS KHUIKOCTD.

5. PacTBop cyGeTpara: CBETNIO-XENTas XHIAKOCTS.

6. Moot pactsop 20x: GecuseTHas KHAKOCTD.

7. URCTpyKUHA MO NPUMCHEHHIO.

[MeToan anannza)

1. Noarotoska pearenTos KU obpasios

(1) Moarorosxa MOKOLILETO PAcTBOPA.

Mepen npumeneHneM pasGasbre Mooyl pacTeop 20x Aenonusuposanuofl ool B 20 pas.

(2) Nonarotoska obGpasuos

B Tecre HCMOABL3Y0T CHIBOPOTKY HAH NJA3MYy 4enopeka (C aHTHKOArylIAHTAMH (IHTpaT
HaTpHA, renapul, JJATA). lepea TecTupoBaHneM yIanHTe KICTKH KPOBH WM Mobbie TBEpAbie
BelllecTBa UCHTpHyrHpoBanHeM B Teuchue 10-15 wmunw  npu  2500-3000 ob6/mun.
[Cemonn3npoBatinbic HAH 3arpA3HEHHBIC 00Pa3lbl MOTYT MPHBECTH X HENPaBHNLHLIM PE3yNbTaTaM,
B CBA3H C 3THM HE JOMYCKAETCA MCNOMBb3OBaHHE AN HCCAenoBaHHs o0pa3uoB ¢ NMOBLILLCHHBIM
COZICPKAHUEM NIUMHAOB H (HNH) C NPHIHAKAMH reMOoNnNn3a, H (HIH) C BHAMMBLIM MHKPOOHBIM
npopoctoM. XpaxHuTe o6pasubl CHBOPOTKH HiIH MiasMbl npH 2~8°C xoraa oHH HCNONL3YIOTCH 32
KOpoTKHli mepnoa (B TeueHuwe 2 Hemens), u npH -15°C man Hwke npu Gonce MIHTENBHOM
xpaHeHuH. PasMopoxeRHble ofpasubl nepen HCCNEAOBAHHEM HYXHO TIIATERBHO MEpeMeINaTh.
[pu paGoTe ¢ pasMOpoXeHHBLIMH 00pasLaMH CCAYET YHHTHIBATD, YTO KKIBIH WK OTTaRBaHKA-
3aMOPaXHBAHHA NPHBOAMT K Pa3spyUICHHIO BHLIBINCMBIX AHTHTEN, CHHXKajd KauecTBO
HCCNieAyeMoro Marepnana. C Henbio NOMYMEHHA AOCTOBEPHBIX PE3YALTATOB HCCNENOBAHHA
PEKOMEHLYETCR HCTIONB30BATH TONLKO ONHOKPATHOE 3aMOpaKHBaHHE-OTTanBanie o6pasuos.

2. lpouenypa aHanu3a

Pyumnoii meToa

1) OnTuManbHble YCNOBHA ANS 1260OpaTopHil - MpOBEAEHHE JKCNepuMenTa NpH + 25+ 2°Cu
apn 50 £ 20 % BNaXHOCTH.

2) Bce peareHTHl ChaenyeT AOBECTH A0 koMHaTHOM Temmeparypui 3a 30 MHHYT 10
MCMONIb30BAHHA M TIIATENLHO MEpeMemarh cpasy NEpeA HCnoab3opaHueM. Bekpoiite ynakosky
TaHeNn 1A aN/ICPreHoB NMOCAE BHPABHHBAHHA e TEMNCPaTYPhl ¢ KOMHATHOH.

3) lNonHocTbio cMOUKMTE TeCcTOBYI0 MeMOpaHy, BHECA B maHeab AR awieprenos 500 mxn
pa3baBneRHOrO MOIOWIEro PacTBOpa, BCTPAXHBANTE MaHeNb B TCUCHHE 5 MUHYT, 8 3aTeM yIanHTe
OCTATKH MOIOLIETO pacTBOpA (peKOMEHAYeTCA vacToTa BpameHns 100 o6 / mun).

4) Buecute B nanens ana avieprenos 300 Mxn pasbasurens o6pasiua.

5) Brecnte B narvens 100 mMxn ofpasua naumenta H HHKYOUpYHTE NpH BCTPAXHBAHHH NPH
xoMHaTHOH TeMmneparype B TedeHHe 45 MUHYT.

6) YnanuTe oCTaTKH pacTBOPOB H3 NaHENH H ABAXKAL Npomolite MemOpany pa3sGaBneHHBIM
MotomHM pacteopoM. [pu xaxnoli npomuipke BHocuTe no 400 Mxn pasGasnennoro moroulero

pacTeopa, HHxyOUpYyHiTe IPH BCTPAXHBAHHM B TEUCHHE 5 MMHYT M AasaiiTe creunb. PactBop He
JOMKCH OCTABATLCA B MAHETH.
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7) Brecnte 400 Mxn pacTBOpa aHTHTeN B NMaHCNL M HHKYOHpYHTe NPH BCTPAXUBAHHM TPH
KOMHATHOH TeMnepaTtype B Te4eHHE 30 MunyT.

8) [Tpomotire MeMGpany 1o MeTony (6).

9) Buecrte B nanens 400 Mxan pacTBopa ¢epMeHTa H HHKYOMpYHiTe NpH BCTPAXHBAMHM B
TeucHHe 30 MHHYT.

10) IMpomoitre memGpany no metoay (6).

11) Buecute 400 mxn pactopa cyGcTpara M HHKYOMPYHTE NMpPH BCTPAXHMBAHHM MPH
KOMHATHOMR TeMnepatype B TeMHOH KoMRaTe B TeucHue 20 MUHYT.

12) Yaankute pactBop cyOctpata H3 mnasHen u  mpoMofite ee 400 Mk
REHOHH3IHPOBAHHON BORI.

13) OcTapuTh NaHeNb HAa CTONME [0 CCTECTBEHHOIO BHICHIXaHHA (yOeauTech, 4YTO
memOpana
NOMHOCTHIO BHICOXNA).

14) Bcrasbte naHenx 8 AHAJIU3ATOP UMMYHOJIOTUYECKHUH
GOTOMETPHYECKHHA «Q-SMART» 1A AUATHOCTUKHU UH BUTPO HA MAHEJIAX
«PROTIA» u ouenure pesynvTaThl. bonee nompobHo cm. Pyxosoacrso no AHAJIU3ATOP
HUMMYHOJIOTUYECKHIT ®OTOMETPUUYECKHH «Q-SMART» 11 AMATHOCTHKH UH
BHUTPO HA MMAHEJIAX «PROTIA».

* ana uHXyGaUKH W BCTPAXHBAHHA MAHEIHM Hcmonblyiite moboilt opbutansuuilt weiikep co
CKOpOCTbIO Bpatlienus (dacTotoil koneGannii) 100 06/mMun. Het orparnuennit no sxGopy moaenn
ycrpolicTsa.

IMoayasToMaTHYECKHH MeTOR

1) YCTPOMCTBO ABTOMATHU3HPOBAHHOE «Q-PROCESSOR» IUISI OBPABOTKH
MAHENEN «PROTIA» I IMATHOCTUKH UH BUTPO ocHaieHo NAHENAMH H PEarcHTaMH
RS ANEPreHoB.

2) O6parurech X PYKOBOACTBY no IKCILTYaTaLMHK YCTPOICTBO
ABTOMATH3UPOBAHHOE «Q-PROCESSOR» 11 OBPABOTKH MAHEJIEA «PROTIA»
A AMATHOCTUKH UH BUTPO u aalite peakuusaM nporpeccHpoBaTs.

3) BecrasbTe nanenn 8 ananusarop Q-SMART u ouennre pesynwratii. Bonee noapoGHo cM.
PyxoBoactso mo AHAJIMSATOP UMMYHOJIOTMUYECK ®OTOMETPHYECKUA «Q-
SMART» JUTA IMATHOCTHUKH UH BUTPO HA NMAHEJAX «PROTIA».

ApTOoMaTHvieckult MmeToa

1) AHAJIU3ATOP ABTOMATHYECKHIA UMM YHOJIOTUYECKHUHA
®OTOMETPUYECKUHN «Q-STATION ELITE» VIS MUATHOCTUKH HWH BUTPO HA
[MTAHEJAX «PROTIA » ocHallleH nNaHeNAMH H pearcHTaMH s aliepreHos.

2) OGpatntech K PyKOBOACTBY mo 3xcnnyataums AHAJIMSATOP ABTOMATUYECKHIA
HUMMYHOJIOTUMECKMIA  @®OTOMETPHYECKHH  «Q-STATION ELITE» A
AUATHOCTHKH HH BUTPO HA [IAHEJMAX «PROTIA» u paalfite peakmusm

SIPOTPECCHPOBATD.

3. OueHka ¥ HHTEPNpETALHS PEIYALTATOB

1) Koanuectso amnepresi-cneunpuueckux IgE-anturen onpezenserca 8 ME / Ma npn
nomoiy Anannzatopa Q-SMART unu Anamaropa Q-STATION ELITE, knace onpeaenserca
no Tabauue HHxe.

2) Komuuectso obmero IgE (tIgE) Bwipaxkaerca B ME / MR W MOXET KOMH4ECTBCHHO
BRIpAXATHCE B ABanasoHe or 1 ao 2000 ME / mn.

Asnepren-cnennduueckuii IgE
MEMaIgE | Knacee | Konuvectso
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<0,15-0,34 0 He HaligeHo

0,35-0,69 1 Manoe

0.70-3,49 2 YMepeHHoe

3,50-17,49 3 YMepeHHO 60/bLLOe
17,50-49,99 4 BonbLioe

50,00-99,99 5 OueHb 6onbLIoe

>100 6 JKCcTpemasnbHO 60/bLIoe

4. KOHTpO/ib KayecTBa

KoHTponbHaa nuHusa (C) fonkHa 6biTb XOpowWwo BuAHa. Ecnv KOHTpONbHaf NuMHMA cnabo
BUAHa, €& Henb3a OyfeT cyuTatb C MOMOLWbLIO ONTUYECKUX W3MEepUTEeNIbHbIX NpPUBopos.
PekomeHyeTCcs NMOBTOPHOE TECTUPOBaHKe.

5. XapakTepuctuku

1) AHanuTnyeckas 4yBCTBUTENbHOCTL (Mopor o6HapyxeHus IgE): 0,15 ME / mn.

2) AHanuTuyeckas crneundunyHocTb (MHTepdepeHLMa N NepeKpecTHble peakymmn): He
Habnganacb MHTEpP(EepeHUns 1 NepekpecTHas peakTUBHOCTb Habopa co crneaywumm
maTepuanamu: GUNMpPyouH, anboymuH, nmmyHornobynuuel (IgA, IgM, IgG nnn IgD), B 3 pasa
npesblWakoLW e HopMaabHble (HU3N0NOTUYECKME YPOBHMU.

3) AnarHocTuyeckas 4yBCcTBUTeNbHOCTb: 99,40% - 100% (C 4OBEPUTENbHON BEPOATHOCTbIO
95%).

4) OAnarHocTnyeckas cneunduyHoctb: 98,77% —100% (C 4OBEPUTENbHON BEPOATHOCTbIO
95%).

5) BocnpoussogumocTb: 100%.

6) KoahuymeHT BapmabenbHocTn (CV): meHee 8%.

rv A rorvj IV ry; N) Wr v I A
TT

Ne AnnepreH Koz [pynna
1 Oo6wwuin Ige tigE IgE
2 JoMallHAS nblib hi
3 D. pteronyssinus dl
4 D. farinae d2
5 ANUTeNnii KOWKK N NepxoTb el
6 MepxoTb cobaku e5
7 ANYHbIN 6enoOK fl
8 Monoko )
9 TapakaH 16
10 Apaxuc Mn3 Obuyne
n CoeBble 606bl fla
12 MuweHnya f4
13 Onbxa 2
14 bepésa t3
15 [y6 t7
16 AMOPO3nA BbICOKas wl
17 XMenb w22
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18
19
20
21
22
23
24
25
26
27
28
29
30
31

32

33
34
35
36
37
38
39
40
41
42
43
44
45
46
47
48
49
50
51
52
53
54
55
56
57
58
59
60
61
62

63

64
65

MonblHb 06bIKHOBEHHAS

Alternaria alternata
Cladosporium herbarum
Aspergillus fumigatus
Kpabbl

KpeBeTKK

Ckymbpus

POXb KyNnbTUBMPOBaHHas
CCD

lMepcuk

A610K0

KYyHXyT

Acarus siro

Tyrophagus putrescentiae
Konocok gywucTblii / Exxa c6opHas

/TPOCTHMK 06bIKHOBEHHbIV / MoneBnua

CBMHOPOIA NanbyaTblii
TumodeeBka

Penicillium notatum
Candida albicans

NeunHa 06bIKHOBEHHAS
MacnvHa eBponeiickas
MnaTtaH

VBa 6enas

Tononb

FAceHb 6enblii

CocHa 6enas

ANOHCKMIA Keap

Akauus

HuBsSHNK (NONOBHWK)
OpfyBaHumMK

MoaopoXHUK

30MbHMK (NOTAWHMK, KAMOYKA)
30n0TapHUK

AMapaHT (Wwmprua 3anpoKnHyTas)
Natekc

MuenuHbli a4

OcCuHbIR aa

Mbiwb / Kpbica

Kponuk

Mopckasa cBUHKa

AnuTennin osLbl

XOMSAK

Nowagb

Tpecka

TyHeu/Tococb

Kam6ana / AH4oyc (xamca) /
Caiiga

No6ceTep (omap) / TUXOOKeaHCKMI
Yropb
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w6
T6
m2
m3
123
124
1206
gl2
0214
195
f49
rno
d70
d72
gl/g3/g7/g
9
2
g6
ml
m5
t4
t9
til
t12
tl4
t15
tl6
tl7
t19
w7
w8
w9
wll
wil2
wl4
k82
il
13
e71/e73
e82
e6
e8l
e84
e3
13
f40/f41
1254/1313
/413
180/1258
1264

B nomeLleHnax

Mbinbya

Mpouee

Hacekomble

JXNBOTHbIE

MopenpoayKThl



Mugun/Yctpuubl / O7/290/

66 MopcKoli MONncK / rpebeLok f207/338

67 Kykoska wenkonpsaga .

68 CBMHMNHA 26

69 ["oBAANHA f27

70 KypuHoe msco 83 Msco
71 BapaHuHa 88

72 Coip Yeppep 81

73 Myka ssuMeHHas 6

74 Puc 9

75 MyKa rpeyHeBas fll 3épHa
76 MeKapcKue OpoXxxKu f45

77 Kykypy3a 8

78 MopkoBb 31

79 KapTotenb Mns

80 YecHokK/JTyK fA7/f48 OOy
81 Cenbpepeit 85

82 Orypey, f244

83 Tomartbl 25

84 AnenbCcuH 33

85 Kny6HunKa fa4 D pyKThI
86 Kusu /MaHro/baHaH 184/f91

87 KawtaH 299

88 peuknin opex 256

89 PyHOYK fl7 Opexu
90 MuHpans / Kegposblid opex / f20/f253/k

91 Kakao 93 Mpoyee

[Mepbl NpeaoCcTOPOXHOCTM ANA NONb30BaTeNe]

1) TonbKo ANa AMarHoCcTUKM in vitro.

2) PROTIA Alergy-Q MOXeT ObiTb MCNO/Mb30BaHa A/ OKa3aHWUA MOMOLWM B KINHUYECKOM
AnarHose, pesynbTaT SBNSETCA NpefBapuTeNbHbIM. [MONyYeHHbI pe3ynbTaT aHanusa LOJKeH
ObITb COOTHECEH C KIMHUYECKON KapTUHOW. [1Nd yTOYHEHUS AMarHo3a Heo6xoanma KOHCynbTauus
Bpaya.

3) JIOXXKHO MONOXWTENbHblEe pe3yfibTaTbl MOrYT 6bITb MOMYyYeHbl W3-3a MEPEKPECTHOIA
PeaKTUBHOCTM aHTUTEHOB, TECTUPYEMbBIX C APYTUMUN aHTUTEHAMMU.

4) He KypuTe, He eWbTe W He neiTe B MecTax, rAe WCMNOMb3yTCA 06pasubl WK
McnbiTaTeslbHble peareHTbl.

5) OnTumanbHble yCnoBua Ana nabopatopuu - npoBefeHNe akcnepmumeHTa npu + 25+ 2 °Cu
npu 50 £ 20 % BRaXxHoCTH.

6) Bce o06pasybl MOryT BKAWO4YaTb HEU3BECTHble WHMEKUMOHHblIe MaTepuanbl. [pu
obpatleHunn ¢ obpasuaMmy HajesBanTe OfHOPA30Bble NepyYaTKM U MOWTE PYKW MOC/e TECTUPOBAHNUA.

7) UTobbl M36exaTb HECYaCTHbIX C/yYaeB He NoMmellaiiTe WUrMbl, HOXW UK Nobble Apyrue
npeAmeTbl, KOTOpPble MOTYT MPUYUHUTL BPeA, Npu obpalleHnn ¢ obpasyamm 1 peareHTamu.

8) Bce o06pasubl nayMeHTOB W WCMOMb3yeMble KOMMOHEHTbI W3 KOMMJEKTa [OJDKHbI
paccMaTpmMBaTbCs Kak MCTOYHWKM OBMONMOrMYeckon onacHocTu. WX cnepyet yTMnu3upoBaTb B
COOTBETCTBMM C COOTBETCTBYIOL MMM PYKOBOAALLUMM NPUHLUNAMMN.

9) He ncnonb3yinte KOMMNIEKTbI MOCAE UCTEYEHUA CPOKA FOAHOCTH.

10) MaHenn annepreHoB YMakoBbIBAKTCA C OCYLWIWUTENEM W [O/KHbI OblTb FepMeTUYHO
3aKpbITbl MOC/E KaXKA0ro Ncnonb3oBaHusa.

11) HekoTopble peareHTbl, BK/OYEHHblE B KOMMJEKT, COAepXar asuj HaTpus B KayecTse
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kosceppanta. Coolaercs, YTO a3HA HATPHA PearupyerT ¢ CBRHLOBOR HAN MEAHON CaHTEXHHKOH ¢
o0pazoBaHHeM MOTEHUMATBHO B3PHIBOOMAcCHOrO a3sHAa METalNa, MO3TOMY BCeraa BuUTHBaliTE ero
BMCCTE ¢ JOCTATOYHBIM O0bLEMOM BOABI, YTOOL RPEAOTBPATHTL OOpa3oBaHMe ajxaa MeTamaa B
CHCTEMAX BOJONPOBOAA.

12) PacTsop cyGcTpara MOXET COREPXKATD HEPHBIC OCAAKH. ITO HE HEHOPMANbHOE ABNCHHE H
He BJIHACT Ha Pe3y/IbTaThl TECTa.

13) Byabte ocTopokRel, yToObl H3GexkatTs ofpasosasiug my3sipskos. OcofeHHo, xorma
MCIIONB3YIOTCA ABTOMATHYECKHE YCTPOHCTBa, NY3bIpbKH CREAYCT YAQISTh NEPeX HAa%anoM
HCAILITAHMS, TTOCKONbKY MY3HIPbKH MOTYT BIMSTL Ha pacnpeaeNeHHe pacTBOpOB.

14) Ecan nocne okonuarenbHoll peakunn MeMOpaHsl HE MOTHOCTHIO BLICYUICHS], PE3ybTaThl
HcneITaHui, npoaHamusuposanibie Q-SMART, MoryT 6uITh HEeBEpHBIMH.

15) HUinenue B noBpexAcHHON ynakoBke He NPHTOAHO IR NPOBEACHHS AHANH3A.

[Ynaxosxa] KounoneHTsl HaGopa, HHCTPYKUHA 1O NPUMEHEHHIO.

(MucTpyxuun no xpanenno] Xpauuts npu remneparype ot 2°C zo 8°C.

[Cpox roanocTi] Cpok roanoct 18 mecaues.

Tocne BCKPLITHA AONYCKAETCH XPaHUTh NpH Temneparype oT 2 1o 8°C ne Gonee 3 mecaues.

TpascnopTuposanue npx Temneparype ot -15°C 10 30°C B Teyenue S asedl, TpaHCNOpTOM
BCEX BHAOB B KPBITHIX TPAHCHOPTHHIX CPEACTBAX B COOTBETCTBHHM C MpaBHIAMH NEPEBO3OK,
neﬁc‘rsylomuun Ha TpaHCNoPTE AAHHOIO BHAA.

[YToan3anns B yHH TOXKeHHE]

TIpH HCMONB30BAHHH B MEAMUMHCKHX YUPCKACHHAX YTHIH3MPOBaTh MO knaccy A W b
CanlluH 2.1.7.3684-21. YTUaH3auHA H3AEAHS AOMKHAE MPOHIBOAMTRCE B COOTBETCTBHHM €
TpeGOBaAHNAMH NIOKAIBHONO, PErHOHANBROTO M HAUKOHANHLROIO 3aKOHOAATEALCTBA.

[Ipon3soanTens]

«[IporeomeTex Uuk.» (ProteomeTechinc.)

A-702, 401 Aurunon-po, Maurceo-ry, Ceyn 07528, Kopes
(A-702, 401 Yangcheon-ro, Gangseo-gu, Seoul 07528, Korea).

[Ynonuomouentoe nuno)

Ha tepputopun Poccuiickoli Peaepaunun mo BonpocaM, KacaloiMMca KadecTsa H oGpameHns
MERHLMHCKOrO H3AeNHA, ceayeT obpallaTeca o aapecy:

109387, r. Mocksa, ya. Tuxas, n 28, od. 216; OOGumiectBO ¢ OrpaHHYCHHON
otBeTcTBeHHOCTHIO «BUO ®OKYC» (000 «BHO ®OKYC»), biofocus@yandex.ru

[CamBoabl, HCNOALIYEMBIE HA YHAKOBKE B YTHKETKAX

Cumpon 3uaucnne Cumpon 3uaveHHe
g Hcnoassosats g0 i ObparuTech k RHCTPYKURK NO
o (IPHMEHEHNIO
- Meanumkckoe H3aenue s
— Koa " i AHArHOCTHKH in Vitro
|
¥ Temneparypuniit ‘ HaroToBHTEND
O,
2C lslgén ason 01 2°C 20 REP VYnonuoMoueHHbIN
| npeACTaBUTEND
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OcTopoxmo!
ObparnTrecs K
HHCTPYKINM O
MPHMCHEHHIO

Konugecrro naseneii/recTo

3anper Ha
NOBTOPHOS
TIPHMEHEHHE

buonorndecknii puck

o

Jlata usrotoBnenus
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NMPHAOXEHHET
YNaKoBKa aHANH3ATOpR
AHanu3aTop ¥ NPHHAWICXKHOCTH COBMECTHO YNAKOBLIBAIOTCA B  OAHOOGOPOTHYIO
TPaHCIOPTHYIO Tapy, MNpeACTARIMoUYI0 coGofi  AepepsHHYI0O KkOpoOKy, ¢ nocaeaywomeH
ycTaHOBKOH TPaHCTOPTHO# Taphl Ha MOAKOH ¢ NEPEXBATOM JIEHTOH M 3aluHTOR HicHKOH (PHcynok
I.1).

Pucynox I'.1
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NMPUWIOXKEHHE A

Hurcrpyxuna no yeranoske H HacTpoiixe nporpammuoro obecnesenns APEXSuite-A2.34.14-
X1.37.01 nan IIK u pabote ¢ nporpaMmusiM obecnesseinem B nponecce seacnus pabor.

COAEPXAHME

1. YCTAHOBKA NMPO'PAMMHOTIO OBECIIEMEHHA JJIA ITIK 101
1.1 MuHuManbHblie TPSOOBAHAA ....veriersene 101
1.2 PexoMeHAyeMBIC XapaKTEPUCTHKH 102
1.3 Ycranonka apatirepa USB .. 102
1.3.1 Onepannonnas cucreMa Windows XP 102
1.3.2 Onepaunonnas cHerema Windows 7, Windows 10 105
1.4 Jpatisep ana BHACOKAMEPHI 108
1.5 Hacrpoiika napamMerpoB sneprocGepexenns ang OC Window XP 111
1.6 Hactpotika napamerpos sneprocbepexenns mst OC Windows 7, Windows 10............ 114
1.7 OTiwnoveHHe COCTOAHHI CHA Mpoueccopa « 117
1.8 YcranoBka nporpaMMHOTO 06ecnedcHHA 119
1.8.1 Windows XP 1 Windows 7, WINAOWS 10 .........ccvervccsnnmsnrosssnssscsnsssssssssasssssssasessanss 119
2. PABOYME HHCTPYKIIHH vreernees 120
2.1 BBEAEHHE . 120
2.1.1 Bwmouenae npubopa 120
2.1.2 3arpy3ka nepBoi JIKUCH3AHN ... 120
2.1.3 BeinonxeHue nporpaMmel . 126
2.1.4 Kak paGoTtaer nporpamMma (nocnenomenbuocn onepatmii) 127
2.1 5 'nasnoe okHo .. 128
2.2 MEHIO «SESSION» . 129
2.2.1 Pabouuii caucox....... 129
2.2.1.1 Kax BBeCTH HHAHBHAYAIBHBIC KOABI BPYUHYIO ... crssemsorsnessesserersessrssisnsassssssosers 130
2.2.1.2 Kak BBECTH MHOXECTBO FPHCBOCHHBIX KOZIOB BPYHHYIO 132

2.2.1.3 Kak 3arpysuts npoGnl ¢ ROMOLIBIO CHUTHIBAIOIIErO YCTPOMCTBA IITPHX-KOAOB
(BCR)....... a s nn e n e s e N 84 RES RS NSRS LA KA RES SR AN SRR SR RS £ RS AR D AR AT SRR ER R AR RN 134
2.2.1.4 Kak noGasuts AHATIUS B paGoumit cnucok 137
2.2.1.5 OGuue cresenns o paboueM cnucke 139
2.2.1.6 HasHauenue aranu3os Ans npob 140
2.2.1.7 Ummopr Ha3HauCHHUA aHATH30B AJtA Mpo6 A3 I IaBHOrO KOMUBIOTEPA. ....ccoceeeunne. 144
2.2.2 Co3nanue ceanca 146
2.2.3 IpumMep Bu3yann3auun paboyero Mecta 147
2.2.3.1 AzanTep ¢ naHensaMA. . 148
2.2.3.2 JIoTOK AnA peareHToB 149
2.2.3.3 Crolixu ans npoGupok ¢ obpastaMi............ 150
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2.2.3.4 KHomKa «SeSSION INFON cu..vouevrereereerenssrassnsmismmunsissnisssseosecssrassassssesssassasassssassssasnsnss 151
2.2.3.5 KHONIKA «BUTTEr N0 ciuvviirrererervernencssamsacsscnnersssscsisssssessessasessasssssesarassesnssanssssass 152
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1. YCTAHOBKA MPOI'PAMMHOTO OBECIEMEHUA HA MK

1.1 Munnmansstinie TpeGosanus

250 MB ¢BOGOAHOrO NMPOCTPAHCTBA KA XECTKOM AHCKE
CunThiBajolee yCTpoHcTBO VI8 KOMNAKT-AHCKOB

2I'b RAM

Tpoueccop Intel Pentium Dual Core wim aHanornysbiii

VGA 1024 x 768 16 M. 11BeTOB

USB 2.0 anx npubopa

Topr USB 2.0 ana snaeokaMephl, €CIA TAKOBas YCTAHORJICHA

1.2 PexoMenayembic XapAKTEPHCTAKH

e 4TBRAM

o Tlpoueccopn cepuu Intel i (i5,i7) ¢ Texnonoruekt Hyper Threading 2/4 nns aapa
npoueccopa

1.3 Ycranoska apaiisepa USB

OO6MeH nanruvMK Mexay npuGopom 1 [TK nporcxoauT Gnaroaaps npeobpazosarentio
uaTepdeicon USB B RS232, koTopsiii yeTaHoBNeH B npHbope.

HeobxoauMo ycTaHOBHTS ABa Apafipepa, nepsnill — ANd o6MEHA JAHHBIMA ¢ SNCKTPOHHRIM
KOMIOHCHTOM, H BTOPOH — JUIX WMHTALMH CTAHAAPTHOIO NOCeAOBaTeIbHONe nopra Tina COM
MK.

[Mocne npaBunsHOM YCTaHOBKE Apalisepos, K nepupepniinsmm yerpoticteam FIK aoGasaserca HoBeri
nocneaoBarentHelt nopr (Hanpumep, COM7).

1.3.1 Onepaunonnas cucrema Windows XP

a) [Noacoemnure npuGop k USB-nopry sawmero K. ABTOMaTHUYECKH 3aMyCcTUTCR MACTED
«Guided installation of new hardware» (IlolmaroBas HHCTPYKIKA IO YCTAHOBKE HOBOTO
anIapaTHoro obecrieueHun);

_ Instafiazione guidata nuove
hardware

Vorh sfamuts 1w A0S @ aclbners SIS ¢ S0D0NEIG N
computer, ned CD & g aeng defhardwirs 0 ngl 910 Yeb o
UBGEe 1200 | 80n128000 deBubivrie)

w—-’.lmomm par g AoITE B

Q5. o0io m gusta scosrone
5. o o ggry vota ohe Ve DOVt ung Sefenc

OErnoy

Soeghere faare per contruee

o Lgams ) i )

b) B okne macTepa ycTaHOBKH Bl yBuanTe Bonpoc: «Do you allow connection to Windows
Update for the software search?» (Bu paspemaere noakmouetne k Lientpy o6HoBnenus Windows
ANg NOHCKa nporpaMMHoro o6ecnedenna?), seibepute otBer «No, not now» (Her, se cefiuac) u
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3aTeM HaxmuTe «Next» (Janee);

¢) 3arenm suibepute «Install from a specific list or path» (Ycranosurs #3 onpeaeneHHoro cnucka
KM nyTH) B Haxmrre «Nexty» (lanee);

Quene procecum guius congents o ratalew § swere par
DPUSEZRM

*1 Selopuleics ¢ dutits & un CD & un dac
Regpy @ irstallasiors. bmwide mll'ppestts

Soeghem o delle 00w 00N

O rpsaila d softwwm stomamcanarss ioals Coneghes)
O g & o yince ¢ 0SNG $Hechcd v iart aepes)

P cromam 10ehen e

Lenden ) we> ) (Chonts )

d) Haxoumre «Scroll» (ITpoxpyTka) u Haltzmre datin ¢ apaiipepom USB, naxmute «OK» u «Next»
(Hanee);

e) B ciyuae ncnom3oBaris onepaimonHo# cucreMs!l Windows XP MoryT nosBuThCa
npexynpexaaioimke coobeHns npr ycranobke He WHQL-ceprdnunporaHAbBIX Apaiipepos,
naxmute «Continue anyway» (ITporomaxuts B mofom cnyuae), ecu Takoe coobiteHHe HOIBHTCA
Ha JKpaHe;

f) [To 3aBepmenmo ycraHoBkK, Windows coo6mmT, UTo NpoiteAypa YCTRHOBKH 3aBepilcHa; HAKMHTE
«END» ans 3apeptueHus.

[Mocne Toro, kak 3Ta YacTh YCTAHOBKM 3aBepIIE¢Ha, aBTOMaTHYeckH OyeT 3anylleHa npoueaypa
HacTpOJiKH Apaiteepa AR NMPOrPaMMbI-3MY/ATOpa NOCACAOBATENLHOrO HOPTa. 3aBEPITNTE JAHHYIO
NpOLEAYPY TAaKHM xe 00pasom;

g) Iocne ycranosxu oboux Apalisepos otkpohre nakens «Hardware Devices» (AnnaparHnie
ycTpolicTsa) (CHCTeMHas naHeNs ynpasieHus, knagka « Hardware» (AnnapaTHbie cpeacTsa), a
3areM «Hardware Devices» (AnnapaTHsie yctpoitcTea));

h) USB/TlocneaoeaTenbHEI IMYIATOP AOMKEH OABHTLCA B BHE AONONHKUTEIHLHOTO
nocneaoparenbuoro nopra ¢ HamHckio «USB Serial Porty (Ha pucyHke HHXE NOKa3aH B Ka4eCTBE
npumepa COM?7).
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i) Tenepsb npuxnaaxoe nporpaMmuoe obecneyenne Mpubopa roToBo K 3aflycKy, H MOXHO BeGpaTs
NpaBUNbHbIH KOMMYHHKaIIMOHHBIH NOPT.
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1.3.2 OnepaymnmoHHasa cuctema Windows 7, Windows 10

a) MopacoeanHuTe aHanmsaTop K USB-nopty Ha Bawem [MK;

b) Mepenante K naHenn ynpaeneHuns «Control Panel» n Bbibepute «Systems», a 3atem «Devices
Manager» (AucneTtyep ycTponcTB). UTob6bl 6bICTPO OTKPbITb OKHO «Manage devices», MOXHO
TakKXe MCMnonb3oBaTb COUYETaHUE KNaBUL «+» «Pause»;

c) Hangute y3en «USB Serial Converter» (IMocnegoBatenbHbilii npeobpasosatens USB),
OTMEYEHHbIN XeNTbIM BOCKINLATENIbHbIM 3HaKOM;

Cabln/lw Of Abk>ATANA

Ciifiuijlif use <Un««n#l Sciul BdV)

f Cabinna In»i»~ctd Ho.1 LXK Iwe<(ig 1KWO Ituni®i KMT) -XK C
f Cent>"tol>wmilHMIUSeMcMjUWIC((«n.9k*ICK7)-77C*
f C»nbel»UnMn.IHoMUSeiM.4(*)ta01C(f«n.9btXK7}-77CB
f CaMroaeUmv«ulHM<USBM4iltJUBO1C((«n.9k*KK7)-27CI

f CoMn«BUw««ulHMIUSekil.M1tJtaOIC(l«n.9k*KM7)-27C9
f

f

f

-

My»>.*ciUU
HubtHIKtUSe
Hub>#*(tUSB

W, HwbndK.US*

LW, Hub>.«KtUS*

t use s»MKo«.»>tw

QMrtt.Rh dpMaiMito
pMt(COM*IPT)
Proctmn

> >

SciM«yia*e
Setavm.

VAR

d) BbibepuTe 3TOT Y3/ U HAXXMUTE NPaBOil KHOMKOW MbIWKW. MOABMTCA CriefytoLlee OKHO.

e) BbibepuTte «Update software driver» (O6HOBUTbL Nporpammy-aparisep);

f) MosABMTCA cnegytollee 0KHO, B KOTOPOM HEOOXOAMMO YKa3aTb peXuMm noucka gpainsepa.
Bbi6epute «Search for driver software in computer» (Mouck nporpaMmmbi-gpainBepa B KOMMbOTEPE);

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



Spedficare la modalitA di hcerca de<driver

Cerca automaticamente un driver aggiom ato

Ven* eM9 uilU *utematK*manU I* iKtrc* nri ccmputm t <ulnomM do dnvn
p<u«99«T/ | p«rndopeMve. * mtM> <tM 4u«tU furuion«<M4 non si* s<«(*
d>t«nv*u neat imeosUzioni di >nc(*I*een« diiaetitive.

tiuo Il iorxnioic Js;. >/1.<y 'ifi |An.py.ly

mMftv>*r« M Awevent InAviJVo t mstoMMo m*nu*Im«ni«

g) YKaxuTe nyTb (MM rhe uckatb) A8 Noucka gparisepa. Y 6eamrech, 4to onums «Include sub-
directories» (Bkntoyas nogkatanoru) oTMeyeHa rasoyvykon ;
h) Haxxmunte KHonKy «Next» (danee).

Cerca driver nel computer

SpccifKar* Upcrcorso in cui cercarc mdriver

SJjnctudi seno<anall*

o Scegli manualmente da un elenco di driver di dispositivo nel
computer

NeTclcncoverrannoveuataab mdrivef vnUBab compatibib con i deposAivo * lutb i
driver dcAasicita categona dH depositivo.

AmwT ] | Annuiu”

i) Mocne 3aBeplLUEHNS YCTAaHOBKU MOSBMTCA CNEAYHOLLEe OKHO-NOATBEPXKAEHME;
j) Haxxmnte «END».

B driver i ctato aggipn”atocorrenamente
lieAMinx»at Arer carpnilVee «ianie»o
WWEtTon
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K) CTATYC npeo6pasoBartens nocnegoarensHoro USB 6yaeT nsmeHeH 13 okHa «Manage
devices» (¥ npaBneHune ycTpoinicTBamu) 1 6yaet oTobpaxaTbCa APYroil NopT, KOHQUrypaumto
KOTOPOro MOXHO HacTpouTb. B kayecTBe npvmepa nokasaH nocnegoBatesbHbii USB-nopT
(COMT).

CosBel« Tl AU-rAlAn
Rt} § (1A

f CMrel*ff«Mnc««HMITAUMcn«XnG (t«nfMKN7~ 7KC

* C<Mr«A»1AM.«nIMUllNT*kM(«)&aTb«(«n«IMKKM JICA

f Clp [* Wr».wlWoHuM tawc Jw ||>1K»C| NIC1

f cxtiii» ~NiKMH-nci

m E

9 Hppr**<i</il

9 kit u

9 >*r**ctUM

f He

f uaSmICAMi*

uf

Ve HD
A deiifb 1 Aol

TRcAfjffieera U UL A

0%471

t S<AM*ArtH

i) MoBTOpWTE WarK, onucaHHble B MyHKTax d) - K) Npeapliylleii yCTaHOBKM,
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1.4 Jipatisep 218 BHAcOKaMEPME

a) [IpopepbTe HaNMTME H BEPCHIO ApaiiBepa A BUACOKAMEPLT;

b) Ecnm ycranosnena crapas sepens npalisepa, yaanute ee u3 I1K nepen o6nosnenneM, kak
yKa3aHo B caenylomeidt npoueaype:

¢} B cnyuae onepaumonnoit cucremet Windows Vista, 7 wiu Gonee HoBOH BEpCHH, 3anyCTHTE
CameraDriverSetup-X.X.exe c npaBamu anMunuctparopa (Run as administrator);

" e . timarodtcs  Tos " Gmensone

l

d

Weicome to the uEye Camera driver
installation ver. 4.3 Setup Wizard

This wizerd wil guida you through the installation of UEye

Comara driver installalion vet. 4.3,
It recommended that you dose all ather

applications
before starting Selup, This will make & possible to update
relevant system fles without having to reboot your

Chick Naxt o confirue.

e) [ToctasbTe ranouxy Ha «Driver Uninstall», a 3aTem naxmute «Install», yTo651 HauaTh
YCTAHOBKY;
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TpanentB ¥«ant
Iretal. d d i Instal to start the tostalation

Posinon your mouse
o0-et o ccHiipo ICto
desct 3bon.

Selectcomponents to hstal:

Spacere <M ~: I00-SHB

Irxta'.: System v2.4S

<Bad( Instal Cancel

f)  [oxauTech 3aBepLUEHNN YCTAHOBKM, KaK MNOKa3aHO Ha pUCYHKe HuKe (B COOTBETCTBUY C
NHAWNKATOPOM BbIMOMHEHNA), 3aTeM HaXKMuTe «CLOSE» (SAKPbITb):

% unEye Camera driver installation ver. 4.3 Setup

Coa’jlete
Setup was completed successUy.

Completed

Delete fie: C:yjsers\ALESSI-LLCVico* ata', ;<bl\TeTpY)A5\CarneraClnyerylnyer fi... *
Delete fite: CrtlsersW XSSI-.LC'Appu‘atavocalcreiTp’PASVCameraOriverVtovef fif...
Remove folder: C:YJsersVU.ESSI-.LCVVppOataiocaNTemp\DASVCameraOriverVinv...
Remove folder: C:4Jser5\ALESSI~I.LCV”ppOatatl.ocalTempV)ASV;;ameraOnverViriv...
Remove foUer: C:4J5ers\ALESSI~I.LCVIppOatatl.ocd\TempVASV2ameraOnverVA...
Delete fie: C:4JsersVMESSI~.LC\AppOataiocaNTenp”ASV:ameraDriveNGIloEFir...
Delete fie: C:\MsersVILESSI~UC\AppOatatocalVreRsi\pASVCatneraDnverV3igE Fir...
Remove flakier: C:4J5ersVM.ESSI~I.LCVNppOetad.ocaNTemp\pASVCdmeraOriverV3g...
Delete fie : CtilsersVALESSI-LLCVAppOataiocalVTeTpiPASVCafTieraCrtverVjEyeBat... [~ ]
Completed

NJ soft Instal System vC.4b

M Close I Cancel

g) Tenepb, Korga fpainsep KaMepbl NONHOCTbIO YAaneH, NPUCTYNUTe K YCTAHOBKE HOBOIO
ApaiBepa Kamepbl.

h) B cnyuyae onepaunoHHoi cuctembl Windows Vista, 7 unn 6onee HOBOI Bepcuu, 3anyctuTe
CameraDnverSetup-XX.exe ¢ npasamu agmuHucTparopa (Run as administrator), kak
MOKa3aHO HUXE:

Nome Ultims modifica Tipo Dimensione

Open
® Run as administrator I

CemersOrtverSetup-43.exe
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)  Korga nosBuTCs cnegytolee okHO, HaxmuTe «Next» ([anee);

ASVAT, 10BN

Wekxxne to the uEye Camera driver
installation ver 4.3 Setup Wizard

Thiswliard wd gude you through the instalation o fuEye
Cameradriver nstalabon ver. 4.3.

It is recommended thatyou dose al other appkations
before startmg Setup. This ni1 make it possbte to c’idate
relevantsystem ties Mthouthavr”® to rebootyour
computer.

Ckk Nextto contrue.

Next> Caned

MocTtaBbTe ranoyky Ha «Driver Installation» (¥ cTaHOBKa gpaiiBepa), a 3aTeM HaXXMUTE
«Install» (YcTtaHOBUTb);

uEye Camera driver installation ver. 4.3 Setup

Choose Con”orwts n
ChooseiMiidif»tLresofuEyeCameradnvernstalationver. 4.3youw anttor5tal.
Chedc the componenb you wantto nstal and indiedc the components you don't wantto
instal. Click Instalto startthe Instalation.

Selectcomponents to instal: m Desc?rlptlon )
R Poatior «'mxr mxjse
|~|DrverUm tal over a ccfTp-oriert to
see i:s desenoben.
Space required: U33.9C
Nulsaft Instal System v2,4E
< Bade i Instal | Caned

Ky JoxpauTecb 3aBeplUeHUs YCTAHOBKM, KaK MOKa3aHO Ha PUCYHKe HMXKe (B COOTBETCTBMU C
WHAWKATOPOM BbIMOHeHUA), 3aTeM Haxkmute «CLOSE» (3AKPbITb):
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L, uEye Cameradriver installation ver. 4.3 Setup [ o

bntaOation Complete
Setup was completed successfLiy.

Completed

Delete fie: C:YJsersVVtESSI~I.LC\AppOetBioc™\TempY)AS\C«neraDriverViriver fil...
Remove folder: C:YJsersV4-E5SI~.LC\AppOataV.oca\TemppAS\CameraOriverViriv...
Remove folder: C:\psersW£SSI>vl.LCVApdOataioca\Temp)PA5\CameraOriverViriv...
Remove folder: C:VJsersVy-ESSI~I.LCV4>pOataV-Ocal\Temp\pAS'CameraOriverViriv..,
Delete lie: C;ilsers\ALESSI~I.LCSAppOataV.oca\Temp4DASV::ameraOrtverV3gE Rr...
Delete fie: C:iJsersVALES5I~UC\AppOataV.oca\Temp”AS\CemeraOriverV3«gEFir...
Remove folder: C:VJsers\ALESSI~I.LC\AppOata\|.oca\TempY?AS\CameraOriver\Glg...
Delete fite: C:YJsers\ALESSI~I.LC\4ppOataVocal\TemppASV::.ameraOrrverVjEye6et...
Remove folder: C:VJsersVU£S5I~I.LC\AppOataiocal\TenpV?ASV:ameraOnvef\ |:|
Completed

Noksaft Instal Semv245
<Back Close Carkd 1

1.5 HacTpolika napameTpoB aHeproc6epexeHuns gna OC Window XP

a) Haxmute KHONKy «Start» (Myck) 1 0TKPONTe NaHenb ynpaeneHns. HaxmuTte 3Ha4Y0K
«Power Options» (MapameTpbl anekTponuTaHnsa). Bo Bknaake «Power Schemes» (Cxembl
ynpaBfeHns NUTaHWEM) HOXKMUTE KHOMKY CO CTPeNKOW BHU3 onumumn «System standby»
(Pe3epBHas aHepreTuyeckas cuctema) solbepute «Never» (Hukorga).

b) Ecnm ncnonb3yetcs 6onee paHHAa Bepcna Windows, oTknounTe onynmn «Hard Disks»
(KecTkuin guck) n «Monitor» (MoHUTOpP), HaXKaB CTPesiKy BHU3 1 BbiGpaB «Never»
(Hukorpga) B pasgene «Settings for Minimal Power Management power scheme»
(HacTpoiikn gns cxembl ynpaBneHns NMTaHUeM «YNpaBneHne MUHUMabHbIM NUTaHNEM»)

Power Options Properties N ®
Powm Schwna |Adviced j Hbe»Twe | UPS

Selectthe power scheme wth the most appropriate setUigs for
% the computer Note that chan”ng the settngs below w i modfy
the selected scheme.

Pgwer schemes

Save As Qelete

Settings for Mmmal Power Management power scheme

Tum off Oon4or | After fS irn
Tun off had daks: Never
System standby: Never
System []|be(nates: Never
OK Car>cel ifx-'y
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¢ Haxmute KHOMKy «OKb».

d) Hekotopble USB-ycTpoiicTBa He paboTaloT Hajnexatum o6pa3om ¢ pa3boKMpoBaHHbIM
ynpasneHnem aHepronotpe6seHnem Ha USB-KoHLUeHTpaTopax B cpege Windows.
OTK/OYEHWE YyNpaB/eHNa IHEPronoTpebeHnemM MOXXeT MOMOYb PeLnTb 3Ty Npobaemy.

e) UToObl OTKNOUMTL YNpaBneHne sHepronotpebneHriem Ans USB-KOHLEHTPATOpOB B
Windows: oTKpoliTe MeHI0 «Start», 0TKpoinTe naHenb ynpasneHusa «Control Panel», 3aTem
HaXXMuTe «System» (Cuctema).

Tenepb HaxXMUTe «Device Manager Root» (Katanor «ucnetyep ycTpoNCcTB»), YTOObI
oTKpbITb «Windows Device Manager» (Aucnetyep ycTpoincts Windows).

i"G oslione pertferiche

Fie Azione Visueizza ?

«--f w ~ B NN w o~ wuw

" B
Controler ru/lo, viieo e 90*="
Controler host bus IEEE 1394
Corrtjoler FOE ATA/ATAPI
Controler use_(Universal serial bus)

H ii) pmdpale USB
Hub prncpale use
Hub prndpale USB
hhi) pmdpale USB
Intel(R) B2801G (ICH7 Pam#/) USB Universal Host Controler « 27C8
InteKR) B2B01G (1CH7 F w ~) USBU r*s e | Host Cor«oler « 27C9
InteKR) 626016 (ICH7 F w ~) USBUrrversd Host Controler « 27CA
InteKR) 62801G (ICH7 Famiy) USB Universal Host Controler  27CB
. InteKR) B2801G (ICH7 Famiy) USB2 Enhanced Host Controler - 27CC
:-)j/\ Hunan Interface Oevxe (HtO)
Mouse e aftxe perfenche d puitamento
Perleriche d sistema
4 CD Processor!
Schededirete

g) Ortkpoiite «Universal Serial Bus controllers» (KoHTponnepbl yHUBepcanbHOM
nocnefoBaTeNibHOW LWWHbI) U 3aTeM LLeKHUTe NpaBoli KHOMKOMN Mblln Kaxablii «USB Root
Hub» (kopHeBoit USB-KoHLUeHTpaTop).
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N Device Manager

Fie Action View Help
wm a " s
" SCSI and RAHKO controlers
\E1 Sound, video and game controlers
ti < Storage volumes
& System devices
n 4 Universal Serial Bus controlers
BT-183 auetooth 2.0
Intel(R) NFKOJICH7 F«niy USB Urwersal Host ControBer «27C8
Intel(R) N10/ICH7 Famdy USB Unversal Host Controler «27C9
Intel(R} N10/ICH7 Famly USB Uriversal Host Controler «27CA
Intel(R) NFOACH7 Fvrdy USB Universal Host Controler «27CB
Intel(R) NFOACH7 Famly USB2 Enhanced Host Controlef «27CC
USB Mass Storage Device
USB Root
USBRootHU  Update Driver...
USBRootHut  Disable
USB Root ki Uninstal
USB Root Hut Scan for hardware dianges

Opens property sheetforthe  properties

h) MepeignTe Bo BCMbIBaKOLee MeHO 1 BbibepuTe «Properties» (CBOICTBA), 3aTeEM HAXMUTE
BKNaaKy «Power Management» (Y npaBneHue aHepronoTpe6seHnem). Tenepb CHAMUTE
thnaxok Ha «Allow the computer to turn offthis device to save power» (Pa3pewmnTb
KOMMbIOTEPY BbIK/OYATL 3TO YCTPONCTBO A1 IKOHOMUMN 3HEPTUN).

USB Root Hub Properties (3 ®
i General L Power | Driver |) Oetab 1 Power Mviagemert

USB Root iU>

Q ~ow thecomberto turn offtfii deviceto eave power |
‘s devtce tc bm jtie co’nputer:i.l  standby

1 OK 1 | Cancel

Takum cnocoboM Bbl OTK/IKOUNTE yNpaB/ieHNe aHepronoTpebieHnemM 44 BCEX YCTPOMNCTB
USB Root Hub devices B gucnetuepe yctpoiicts Device Manager.
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1.6 Hacrpoiika napamerpos jueprocGepexenns a1a OC Windows 7, Windows 10

a) HaxMure kHonky «Start» (ITyck) u orkpoitre nasens ynpasnenns. BerGepure 3navox «Power
Options» (TTapaMeTpEI 3NEKTPONUTAHUA).

b) B pasnene «Additional plans» ([lonomurensHeie nnansr) suGepurte «High Performance»
(BricoKas NPOH3IBOAKTENBHOCTS), a 3aTeM «Change plan settings» (M3mMeHnTL HacTpofik
NaHa), KaK MOoKa3aHO Ha PHCYHKE HHXKe:

Select a power plan
ite a password on wakeup Power plans can help you maximize your computes's performance ar
Requirea o consarve energy. Make a plan active by selecting &, or choose » plen
Clicoms et e povest and customize it by changing its power settings. Tell me more sbout
buttons do Rowet plans
does what gthe id Plans shown on the battery meter
Creste a power plan ©) Balanced (recommended Change plan settings
Automatically balances performance with energy
(¢} m"mwm 00K the consumption on capabie hardware.
9§ Change when the computer ) Power saver Change plan settings
seeps Saves enesgy by reducing your computer’s performance
whaere possible.
Hide additional plans -
See also
) & High performance 3 3
Personalzation Favors perfarmance, but may use more energy. @5

¢) Hamensnte Bee napamerpsi ha «Never» (Hukorna) # raxmure «Save changes» (CoxpaHuTs
H3MCHEHHs):

114

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




N PowerOptions ¥ Edit Plan Settings *| | Seardicon

Change settings for the plan: High performance
Choose the sleep and display settings that you want youf computerto use.

U Onbattery Plugged in
Turn off the display: Never Never
% Putthe computerto sleep:  Never 3

Change advanced power settings

Restore default settings for this plan

Savechanges j | Carke!

d HekoTopble USB-ycTpolicTBa He paboTalT Hajnexalwmm o6pa3om ¢ pa3broKMpoOBaHHbIM
ynpasneHnem aHepronoTpebneHnem Ha USB-KoHUeHTpaTopax B cpege Windows.
OTKNIOYeHVEe ynpaBieHNs 3HepronoTpedbneHMemM MOXeT MOMOYb PeLnTb 3Ty Npobemy

g) UTobbl OTKNOUNTL yNpaBieHne sHepronoTpebieHrem ans USB-KOHLEHTPATOPOB B
Windows: 0TKpoiTe MeHt0 «Start», 0TKpoinTe naHenb ynpasneHmsa «Control Panel», 3atem
HaXXMnTe «System and Security» (Cuctema 1 be3onacHoCTb), a 3aTem - «System»
(Cuctema).

1|9 * fystcm and » System -U 1 SeaiGoriwPat

Tile Edit “icw loots LU d

Control Panel Home

View basic information about your computer

Device Manager Windows edition
Rensote settings Windows 7 Ultimate
~  ~stem protection Copyright C 7009 Microsoft Corporation. All

A Advanced system stftirtgs nghts reserved,

System
Manufacturer
Modct Studio XPS1340
Rating: Windows Experience
Index
See also Processor Intd(R) CoreaM)2 Dug CPU

. P9600 ® 2£6GHz ZlGHZ
Action Center
Installed memory (RAM): 800 GB (7.75 G8 usable)

Windows Update
System type 64-bit Opeiabng System

Performance Information and

Haxmunte «Advanced System settings» (JonNonHUTeNbHbIE NapaMeTpbl CUCTEMbI) (CneBa),
4TOObI OTKPbITH A4MaN0roBoe OKHO «System Properties» (CBoiicTBa cuctembl). Haxmute

BKNnagkKy «Hardware» (AnnapaTHoe o6ecrneyeHue).
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¢) Tenepr Haxmure «Device Manager» (Jlucnerdyep ycTpo#ACTB), ITOOB! OTKPHITH AMCHETYEP
yerpoiticts Windows.

hy  Otkpoiite «Universal Serial Bus controllers» (KorTponnep yHupepcansHof
nocae0BaTeNBHON WHHEL) # 3aTeM LC/IKHHTE NpaBoil kHonkoi Mpiim kaxasdi «USB Root
Hub» (xopHeso#i USB-xouneHTparop).

i) Tlepeiianre Bo BeIUiBIBAIOmMEE MEHIO H BRIGepuTe «Properties» (CpoiicTBa), 3aTeM HaXMHTE

Bxnaaky «Power Management» (Ynpasnenue sxnepronotpebnennem). Teneps cHuMHTE
¢naxok Ha «Allow the computer to turn off this device to save power» (PaspeumTs
KOMIBIOTEPY BHIXIIOYATH ITO YCTPORCTBO ANA HKOHOMHH SHEPTAH).
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~  Decvke M«n«9<r
Fite Action View Hdp

N IHISI BS3IWE?* Ib
%ii Monitors
Network =deftcrs
Other devices
Processors use Root Hub Properties
~ Souncl video end gemc controllers .
A Hrgh Definition Avdio Device IG— wd IPPwr I libwr 1C X lii Power Managwwrt
4/ Session I/O WDM Audio
<)- Stonge controllers
System devices
W, Unrversal Sen« Bus controllers [f] Mow d e compuiorto turn offthe device to save power
AMO PCI to USB Open Host Controller
AMO PCI to USB Open Host ControNcr
Generic USB Hub
Session /O
Ui PQ to USB Opers Host Controllef
Uli PQte USB Open Host Controller
Uli PG to USB Open Host Controller
Uli USB2n Enhanced Host Controller
USB Composite bevke
USB Mess Storage Device
USBRoc”

USB Root Hjb

Alw tns cevioe to wakede ccroJer

Update Driver Software-
Disable

UninstiR

Scan for hardware changes
oK Cd

Properties

Haxmute «OK», 4T06bI 3aKpbITh ANCNETYEP YCTPOKCTB. OTKAOUNTE YNpaBieHne NuTaHnem
Aana Bcex yctporicte USB Root Hub B gncnetyepe ycTponCTs.

1.7 OTKNtO4YeHMe COCTOSSHMIA CHa npoueccopa

BONbWNHCTBO COBPEMEHHbIX MpoLeccopoB MMetoT napameTpbl IKOHOMWW 3Heprumn, KoTopble
MOTYT OKa3blBaTb B/NSHWE Ha MNPOMYCKHYI CNOCO6HOCTb coeanHeHuns ans USB-ycTponcTs.
YKasaHHble napameTpbl IKOHOMWW 3sHeprumn (SAVE energy) moryT nepesoanTh Ball
KOMMBbIOTEP B «CAALLMA» NN «HEAKTUBHbIN» PEXUM B C/lyyae OTCYTCTBMS aKTUBHOCTW. OTKOUnTE
3TV napameTpbl, YTO6bI 06eCNeYnTb MaKCUMaNbHYK CKOPOCTb 06MeHa faHHbIMK C to6bimn USB-
ycTpoicTBaMu.

Mo>kanyiicTa o6paTNTe BHUMAHNE HA TO, YTO OfHO3HAYHO, 3TO AeliCTBME NPUBEAET K

MOBbILLEHNIO NPOU3BOAUTENBHOCTW, HO TaK>Ke U K MOBbILIEHNI0 NOTPE6NeHNA SHEPTUM.

Mporpamma IDS_Sleepstates_Tool 6bina paspaboTaHa cneymanbHoO, YTo6bl YNPOCTUTb
BK/IHOYEHWE WUN BbNENOYeHNe COCTOSHNIA CHa UK HeakTUBHOCTU «Sleep or Idle States» B
cuctemax Windows 6e3 HeobxogumocTtu nepesarpysku MK.

a) BcTaBbTe ycTaHOBOYHbIN KOMNAKT-AWUCK C MPOrpamMmMoii U ABaXKAbl LLENKHUTE, YTOObI
3anyctuTtb IDS_Sleepstates_Tool.exe
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You can enable or disable the Processur Sdie Rates with the checibams
bolow, The settings can be done separately For the system running on maing
o on battery powes,

Changes have iwadiste effect and wre stored persistuntly to the system
Mmmwa&'&mmm
Oisabiing Processr Idle Ratas might incresss the conpmption of the
Systom. This can redeos the sparating ting when the systam is running an

Seltings

[Z1Pvocessor e Ensble (Mains power) [Read Settrs |
-va

[Z1eroceseor Sdie Enable (Battery poves)

Ce)

b) Yrobm oTkmownTh onumu «Processor Idle State» (Cocroanne GesaeiicTaus npoueccopa),
CHUMMUTE BbIBOP Bcex napamerpo «Processor Idle Enable (Mains power)» (Bkmounts
cocrosHue GeaaeltcTeua npoueccopa (Turanne ot cetn)) u «Processor Idle Enable (Battery
Power)» (BxyuoanTs coctoanne Gesneficrsus npoueccopa (Iluranue ot 6arapen)).

You can enable or dsable the Proceasor dle States with the dwdboxes
beiow, The settings can be done separately for the system naving on meins
or on baltery powes.

Changes heve amediste offeck and are stored parsistently bo the system
configuraison. Th changes only sffect the asrent powes scheme.

Ploase Moks:
Disabling Processor idle Rates might ncrease the coremamption of the
Sysbhom. This can reduce the operating tine when the systes s running on

Settings

[evocessor Sdie Enabls (Mains power)
[Road Settings
(JProcessor idke Enable (Bettery power)

=)

¢) Hawmure «OK», 4T00M COXpaHHTh HACTOHKH.

Hoxcanyiicma, o6pamume snumanue na creoywousee: [ins s03spama k UcxooHuM
Hacmpoixam, Ucnoab3yiine my e npozpavmy u noemopHo autbepume éce napamempul, Komopbie
Oy 30eCh OMKAIONENBL.

118

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




ProteomeTech inc. 26%.12.001 15580960 P2

1.8 Ycranoska nporpaMmMHoro obecneuenns

1.8.1 Windows XP, Windows 7 1 Windows 10

1) BokmOYMTE BCE MPHIOKCHHUS H BCTABBTE KOMNAKT-AHCK B YCTPORCTBO M1 ITEHHA KOMMAKT-
AMCKOB

2) 3amycTire (aftn setup.exe Ha KOMNAKT-AUCKE

HMpumevanue: oas ycmarnosxu 6 OC Windows 7 u 6onee nozoneii eepcuu OC, naxcsume
npaeoii knonxot ¢aiin setup.exe u avibepume «Run as administratory (3anycmums c npasamu

QOMUHUCPAMOPA)

3) Buibepute a3uik (anrmmiickutt, Aranbanckuit) 1 HaxnuTe «Next» (Hanee)

4) BreaMTe HMS NIONB30BATE/IA H HA3BaHHC KOMIIAHUH, 3aTeM HaxkmuTte «Next» (Janee).

5) BuiGepute INanxy ans ycTaHOBKH NporpaMMB (IO YMOTYAHHIO, MANKOH 418 YCTAHOBKH
asnsgerca C:\Programs\APEXSuite anas Windows XP # C:\ProgramData\APEXSuite 2ns Windows
7), w HaxMuTe «Nexty (Janee)

6) BriGepnTe nporpaMMy [UIS YCTAHOBKH H OTMCHHTE BHOOD TeX, KOTOpLIC He HYKHO
yCTaHaBNHBATH (YAATHTE FVIOYKH/PIAKKH B KIIETKaX):

a) SUITE: nporpaMMa ynpasieHna npaGopom;
b) XCALIB: nporpamMma kamuGposku npuGopa.

7)  Haxwmure «Next» (Janee), a zarem «install» (Yomanosums), 410651 HAUaTh YCTAHOBKY.

8) Haxwmure «End» (3asepusums), nogsarca coodinensie, HEGOpMUpPYIOIIEE BaC O TOM, ¥TO
YCTAHOBKA YCICITHO 3aBeplIeHa.

MMpumenanue: ITonvzoeamens Modcem nonysme 00Cmyn KO 6CeM NPOZPAMMaM naxema
SUITE u3 “Start">all programs "> SUITE”
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2. PABOYMME HHCTPYKIHH
2.1 BBEAEHHE

MpuGop npeaycMaTPUBAaET HCHONB30BAHHE XHMHSIECKHX PEarcHTOB H APYTHX
onacHLIX (eaxux, pasapaxalommx H onacHeix) XUMHUYECKHUX BELIECTB,
KOTOphie MOryT OHITH omacas W 310poBbi. Tpebyerca crporoe cobitoneHHe
BCEX MHCTpYKuuit no TexHHKe 6e3011aCHOCTH NPOM3BOAMTENS BEIHECTRA.

Ipubop npeaycmarpuBaeT 00paboTKy NOTCRUHANBHO HHPHUMPOBARHLIX NPOd
(Moua, CHIBOPOTKA KPOBH YEJIOBCKA H T.K....), KOTOpbie MOTYT BEI3BATH
HHOULIMPOBAHUE/3APAXKEHUE. Beeraa cobmonaitre obume
NpeaynpeXIaeHus 0 COOMONCHAH TEXHHKH GE30NMAaCHOCTH, CBA3ANHBIE C
NPUCYTCTBHEM ITHX GHONOrHYecKkHX BemlecTs. Hicnoan3yiiTe 3ammTHYIO 0AeXKaY,
NEpPYaTKH B OYKH,
B wacrHocTy,

- HazenbTe 3aiMTHLIN XanaT, NEPYATKH U OYKH;

- Ilocne xaxkmoro pabouero ccaHca NpoBepgiTe UNCTOTY pafouero croma M, NpH
HeOOXOAMMOCTH, TILATELHO OYHIIANTE CTON H COOTBETCTBYIOMME NPHHAIVIEKHOCTH C
MOMOIUBIO MApIH, CMOYEHHOI! B 0,5% pacTBope XJIOPHOBATHCTOKHUCIIONY HATPHA.

- OtpaGoTaHHBIEC MaTEPHANILI, KOTOPHIE OCTANKHCH NOCNE AHATH3A H OYHCTKH ABIAIOTCS
ONMACHBIMH MATEpHAaMH, KOTOPSIe HECYT PUCK HEGULINPOBAHUA/3aPAKEHNT, TOITOMY
ofpalieNne ¢ HHMH W YTHIM3aIMA XO/DKHB COOTBETCTBOBaTh TpeGOBAHHAM
AelCTBYIOIIMX HOPMATHBHO-TIPABOBLIX AKTOB.

2.1.1 Bmowenne npsbopa

Haxmute kHonky «ON” ¢ npasoit croponsi nipu6opa. Ha nepeaneit nanens npuGopa
NpEeAyCMOTPEHO TPH CBETOAMOARBIX HHAMKaTOpa LED:

POWER 3enenuiit LED  (TIMTAHME) yxassiBaeT Ha T0, O NpHGOP BKIMOYCH
RUN Xenteti LED (PABOTAET) yxa3ssiBaeT Ha TO, YTO HHCTpYMEHT paboTaer
ALARM Kpacunu#i LED Vxa3niBaer Ha TO, YTO MPOH30ILIA, IO MeHbILCH Mepe, ofHa
ounbKa, CBA3aHHAA C XHAKOCTHIO: MIYN NEPSA CHIHAR O TOM, YTO B OIHOM H3 KoHTeliHepOB
OTCYTCTBYET KHAKOCTh (RpoGupKa B Aepxarene mpobu,
npoGupKa B AepxaTeNie peakTHBA) Ha paboueM cTone.
({Tpumevanue: Juarozoeoe oxkno ¢ coobugenusmu o6 owubxe é oxne
GLINONKEHUR NPOZPAMMYE NPEOYNPEOUM O MECMOHAXONCOEHUY OWUbKY,
CEAIARKOYU C HCUOKOCMAMU)

2.1.2 3arpy3xa nepsoit "HNEHIHA

IMporpaMMa aBTOMATHIECKH 3aNyCKaeTCA Cpasy xe Nocie yCTaHOBKH. [lepBonauanbHblii

3aImycK nporpaMMbl SyaeT Ha aHTHACKOM A35IKe. OTKPOETCA OKHO, MPEAYNPEKAAIOUICSE O
TOM, YTO JIMUCH3HH HE 3arPyXKeHB, H CIPANIHBAIONIEE, XOTHTE NIH Bbl 3arPy3HTh HOBYIO
JIHLEHINIO,
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|

Warning! No loaded licence, do you want to load a new kcense?

= = |

Jna Windows 7, Windows 10:

BuniGepute «NO» s oTBeTa Ha BONPOC O 3arpy3Ke JHUEH3HH, ITOOR 3aBEPIMKTL (asy AOCTYNA K
nporpaMMe. PasmecuTe Ha paGouem crone ¢akin aoctyna k nporpamMme Zenit Up. Hammure omun
pas npasoii XHONKOH MBI HAa AKOHKY AOCTYNAa H HAKMHUTE KHONKY «Ownership» (IIpaso
cobemeennocmu). OTKPOETCS OKHO NpaBa cOGCTBEHHOCTH Ha mporpaMmHoe obecnieuenne. Haxmute
KHonky «Next» ([lanee).

BuGepute npaBo AOCTYNa, MOCTABHB [aNOMKY B KIETKe «execute as administrator»
{evinoanumn ¢ npasamu admunucmpamopa). Haxmure kHonky «OK».
Haxwuute xuonxy «Apply» (TIpumenums), a 3areM xHonky «Next» (faree), arobbi NOMYHTDL MpaBa
AZIMHHHCTPATOpA JUIA BHECEHHN u3MeHeHwmit, HaxMuTe knonky «OK».
JIBaxcap! WENKHUTE HKOHKY TiporpamMel Zenit UP.
Orkpoerca OKHO, NPEeAYNPEKAAIOMESS O TOM, 9TO JHMUCHIKH HE 3arpyXeHhbl, H clpaliMBaiomee,
XOTHTE /M BB 3aTPY3HTH HOBYIO THLICHIHIO,
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Haxmute KHonky “YES” u oTkpoerca okno «lLicenses» (Tunenszuu). B 3T0M OKHE MOXKHO
3arpy3uTh Heobxomnmyo smtensuto. Haxmute «Load new licenser (3azpyaums nosyno
Ausen3nw), 3aTeM oTkpoiite daiin «Licenses» ¢ ycTaHOBOYHOr0 KOMIAKT~AUCKA.

BriGeputre XML-aiin, conepacaumuit nuuensuio (Hanpumep, license APEX_100_01.xml), win
HaxxMuTe KHOTKY «Demo mode» (JleMOHCTpaLHOHHEIH! PEXHM) H IOCTABLTE FANOUKY B KIETKE ¢
yKazaHMEM THNa npubopa, ANg XOTOPOro HeoOXoAMMO NPOACMOHCTPHPOBATL NPOTPaMMy B
AEMOHCTPALIHOKHOM pexcHMe §e3 nozxmoyeHus npubopa x T1K.

ITpumenanue 2: ruyensus OelicmeumeIbHa moroko 013 001020 npubopa.

Mpumenanue 3: npu 3a2py3xe 0eMOHCMPAYUORKOR Auyensuu Gydem yOa1ena Auyen3us 0as

KONKpemuozo npubopa, Ymo onavuaem, ymo 018 UCHOTL308aHUR 6 BYOYUEM TUYEHIUIO NPUOEMCR

Iazpyxame CRO8Q.

BriGepuTe onpee/ieHHYI0 THLUCH3AIO ANs mpuéopa B HaxmuTe KHONKY «Open» (OTKPHTS).
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Haxovure «OK, 4ToOh! 3arpy3HTh AHUCHINIO, WK HaxMuTe «Deselect ally (Omumenunts evibop
écex), YTobs! OTMEHHTD BHIGOP THUCHIHH H NPEAOTBPATHTL €€ 3arpy3Ky.

[Mocne Toro, xax Bbl HakKMeTe «Ok», B okHe «Licensesy (Tuyen3uu) NnogBUTCA TULCH3HA.

3axpofite okHo «Licenses» U NPOrpaMma 3aMyCTHTCE ABTOMATHYCCKH.
INosasuTCA cneayiouiee OKHO IR BBOAZ HMCHM BallicH yweTHOMNM 3amHCH U NTaposs.
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Baemie HMa Batiel y4eTHOM 3aIMCcH H NapoTih, a 3areM HaxvuTe «ENTER» (BBOJI).
[lossuTCa cneayiowee OkHO, MPEAYNPEKAAIOLICe, YTO IpHGOp MOXKET OHTH BRIK/TIOUEH HIH He
noaxkmoueH yepe3 USB-nopr.

Warning! Instrument AP-Blot €8l (s.n. 137) et connected of OFF Do you
wark 90 chINge Communication port?

an | ouse |

Haxonre «SI» (« YES»), yTo0bl H3MEHHTH/ BBECTH HOMEP KOMMYHHKALMOHHOTO nopTa(COM);
Haxoaute «NO», 10681 3amycTHTS NporpaMmy 6¢3 BBOJIa HOMEPA KOMMYHHKAIHOHHOTO NOPTA.
[pu Haxatun Aa «SI» (« YES») noseutes cneayiowee okHo «Communication port settings»
(Hacmpoiixu Kommynukaguonno2o nopma). 3a¢ch Bbl MOXKETE YKa3aTh NOPT Vi NOAKMOYCHAA
aHanu3saropa.

Haxmute «Sef» ana coxpanenus HacTpolixn nopra, nossrtea coobmenne. (Ipx Haxarun

«Cancely (Ommenums) 10cTyn K nporpaMme GyAeT OTMEREH).

ITpn ycnemmoM BHNONHEHNH HACTPOEK MOABUTCA coobineHne (kak NOKa3aHO HAa PHCYHKE HUKe),
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HaXXMHTe «OK».

Ecnu suiGpannbiii nopt npasunsHbii ¥ npubop BKITIOYEH, oTxpoeTca riasHoe OKHO NPOrpamMMel.
Ecnu eifpanunii nopt HenpasuwsHbiit H npuGop BBIKJIIOYEH, chosa nossurcs coobiienne ¢

npocbGol HIMERHTH KOMMYHHKALBOHHBI NIOPT WHH BKIIOWHTS Npabop.
Ecnu npu6op BBIKJTIOYEH, sxmounre npubop u suibepute «VO» wm HaxMute «YES» u
BbIGEpHTE HOBLIH MOCNCAOBATESILHEIA MOPT.
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Kak Tonbk0 Bee onepaumu 6yAyT BHIIONHEHB] IPABHJILHO, ABTOMATHYECKH OTOOPAsHTCA ITaBHOE
OKHO NPOTPaMMBI.

2.1.3 Boinoanenue NporpaMmnl

Yro6hl cCHOBA 3aNyCTHTh MPOrpaMMy, ABKIRL IIE/IKHUTE 3HAYOK Ha paboueM cTone.

Apex.Ink
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2.1.4 Kak paboTaet nporpaMma (Toc/ieA0BaTEeALHOCTL onepaumnit)

Ha cneaylomeit Gnok-cxeme nokaszana o6imas nocnei0BaTeIbHOCTE onepauui npx paGore
npubopa.
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2.1.5 [naBHOe OKHO

NaBHOe OKHO 6y[eT BbIrNAAETb CNeayoL MM 06pa3oM:

MporpaMMHbIe (YHKLWK:

MeHto:
Session (CeaHc)

Work list (Pa6ouwii cnncok)
Run last session (3anycrats
MOC/eSHI CeaHe)
Load fiom host (3arpy3uTs 13
["NaBHOro KOMMbHOTEPA)
Exit (BbIxoa)

Database (ba3a fJaHHbIX)
Result archives (Apxus
pe3y bTaToB)

Assays (aHanm3bl)
Layouts (KOMNOHOBKM)

Allergens (AnnepreHbl)

Dilutions (Pa3seagHmMs)
Settings (HacTpolikn)

Language (A3bIK)

Instrument (Mpr6op)

Work area configuration

(KoHgmrypauws paboyeii 30HbI)

Users (Monb3oBatesnn)
Change user (13MeHUTb
Mo/b30BaTess)

Change password (V13MeHNTb
naposb)

Laboratory data (JlabopaTopHble

[laHHbIE)
Doctor data ([JaHHble Bpaya)

Import settings (mnopt
HacTpoeK)

Export settings (3kcnopT
HacTpoeK)
Importarchives (Mmnopt
apxvea)

* - APEX

Session Database Settings Tools Information

OnucaHue:

HacTpoiika HOBOro paboyero CriLcKa.
3arnycKaeT Moc/ejHNIA ceaHc ¢ NpeAblayLLMMI HaCTPOViKaMK

ImnopT cnvcka paboT ¢ F1aBHOro KomnbroTepa
BbIxof 13 nporpaMmbl.

OT06paXxaeT pe3y/bTaTbl BCEX MOMELLEHHbIX B apXMB CeaHCOB (OTHYETbI O
ceaHcax) v pe3y/ibTaTbl aHA/IM30B MaLyIeEHTOB, BbIMNO/IHEHHbIE BO BPEMS KXK0ro
ceaHca (0T4eTbl 0 pe3y/bTaTax aHaM30B NaLyeHTOB)

YnpasneHne BCeMu (hyHKLMAMM, CBA3aHHBIMU C aHa/IM30M

YnpasneHve BCeMU (hyHKLMAMM, CBA3aHHBIMN C KOMMOHOBKaMy NpoQuei n
CTeKon

YnpasneHve BceMn DYHKLMAMM, CBA3AHHBIMM C CO3[aHN\r/MOAN(MKaL e
a/nepreHa, KOMM/EKCOB 1 NaHenen

Blog, n3MeHeHve 1 yaaneHve 0TYETOB O Pa3BeseHNMN.

HacTpoiika>kbika gucnnes ans MeHt, OKOHU T4,....

Mo3B0/15ET BbIGPATH OAMH MU HECKO/LITO MPUOOPOB.

Moka3bloaeT BblGpaHHY0 pabouyHo 30HY Nprbopa 1 NMOKasblBaeT pasHbIe OnLum
AN HaCTPOViKM paboyeit 30Hbb

Bsoam3veHeHve/yaaneHne naponeii Monb3oBarenei

MweHeHme Nonb3oBaTeNs NPOrpaMMHOro 06ecneyeHus

V3meHeHve n ™ 19 TekyLLlero nons3osarens

BBopa Ha3BaHWA nabopaTopuu, B KOTOPOIA MPOBOANTCA paboumii ceaHe (CeaHchbl)
(KOTOPbIIA MOXXHO BK/OUNTb B OTHET)

[ns Beoga ®M.0. Bpaya, KOTOPbIA AO/MKEH NPOOANTL Pabounii ceaHc
(KOTOpbIVi MOXHO BK/IHOUUTb B OTHETbI)

mnopT HacTpoek pabouero ceaHca (13 MO) v cBeaeHUIA 0 Bpaye, 1abopatopum
UTL,.

3KenopT HacTpoek pabouero ceaHca (13 MO) 1 cBeaeHWIA 0 Bpade, nabopaTtopum
UTL.

VImnopT ceaHcoB 13 thaiina B hopmarte jndb ¢ yaaneHnem coxpaHeHHbIX CeaHCOB
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Exportarchives (3xcnopt 3KcnopT ceaHCoB 13 haiina B popmarte jndb ¢ yaaneHnem CoxpaHeHHbIX

apxuBa) ceaHcoB
Delete archives (Y garants apxvB) Y aaneHue ceaHCoB 13 apxmBa
Communication port HacTpoika KOMMYHMKaLMOHHOMO NopTa Ans NoaKatoyveHus npuéopa K MK

(KOMMyHMKaLMOHHBIV MopT)
Lid control (KoHTposb KpbILWKK) HacTpoiika ypoBHei 6e30MacHOCTU KPbILLKM
Options (Onuyn) [0CTyn K aKTMBMPYEMOVi MO YCMOTPEHWIO (hYHKLN, OTHOCALLIEICA K KaKoi-
60 0HOMN UM KO BCeM Nprbopam: TUM OTCNEXMBAHUSA OLLNGOK, hopma
HaCTPOIKM ceaHca, anropHMNM BPEMEHHOTO pa3MeLLieHs, U T.
Tools (MHCTpyMeLLbl)

Movement test (IMpoBepka MpoBepka nepemeLLieHns Mo ocsam X-Y-Z, cunrbIBaTesis/yCcTpoiicTBa NPOMbIBKM,
nepemMeLLeHns) 3a/IMBKa M1MapaB/IMyeckoro KOHTypa v npoBepKa onTuKu
Prime (3anuBka) 3anunBka pasbasuTens v 0ygepHO XXUAKOCTU B TYAPAB/INYECKUIA KOHTYP U

BbIGOP NCTOYHMKA 1 NMPOLOMKUTENBHOCTY 38/ IMBKY
Lamp on (BknounTs namny) MpoBepka paboTbl CUTHASbHBIX S1aMIT
Shaker (Bu6patop) Vcnonb3oBaHKe Nprbopa B Ka4ecTBe MPOCTOro CTpun-emopaTopa (ToNbKo 41
mogaenein BLOT ¢ pyHKUmeli 610NNHra)
Infoimation (MHhopmaymsa)

Instrument (Mpn6op) BbIBOZ, Ha 3T(haH cepuitHoro HoMepa, KoJa, Bepcus MMKpPOMNpOorpamMbl v
6a30Bble (MNbLTPbI TRKGOPa (eC/M NOAKIHOUEH U BKKOUEH)

Program (IMporpamma) OepeHusa o Bepcum MO 1 KOHTaKTHaA MH(oPKaLMA 3aB0a-M3r0TOBHIeNs

SW components (KOMMOHeHTbl  BbIBOZ, Ha 3ThaH NepeyHst NporpamMmMHOro 06ecreyeHus ¢ yKasaHem Bepcui

Mno)

Licenses (JnugH3mm) BbLL0A Ha 3KpaH/3arpy3KalyaaneHve NnMuUeH3vin nproopa

SW customization MogepHu3aumns rpadmueckmx CpeacTs NPorpamMmbl, PYHKLUIA, MHULMANU3aLmi,

(CrocTosTeNbHbIN BbIGOP MO) KOMMOHOBKYM paboyeli 30HbI U aBTOpM3aL My 4OCTyNa

Load manual (3arpyska 3arpy3ka PyKOBOACTBa M0/1b30BaTENS HA BbiAPAHHOM $3bIKe

PYKOBOLCTBA)

Guide (PykoBoacTBo) 3arpyska PykoBoACTBa N0/1b30BaTeNs Ha BbIOpaHHOM 5i3bIKe

2.2 MEHHK «SESSION»
2.2.1 Paboyunin cnucok

B meHto «Session» (CeaHc) Ha rnaBHoi NaHenu MHCTPyMeHTOB, HaxkmuTe «Work list» (Pa6ouunin
CMUCOK)Y YTO6bI OTKPbLITh OKHO M BbTO/THUTb HACTPOIKY HOBOrO paboyero ceaHca.

MpumeyaHne: nepes TeM, Kak BbINONHUTb HACT POIKY paboyero cnucka, HeobxoLumMo
BbIMONHUTb HACTPOIKY aHauM30B, CBA3AHHYIO C HA3HAYEHMEM aHaun30B [4,us 3arpy>KaemblxX
npo6. MHdopmaymo o co3gaHnmn aHauym3os CM. B MyHKTe 2.3.2.

A? APEX

Session Database S(

Work list

Run last session
Load from Host

Exit
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Ha sxpane oToGpasurca okro HacTpoiixu ceanca «Work listy (Pabouuii cnucok), n B
AAHHOM OKHE BB MOKETE HA3HAYHTH OHH MIH HECKONBKO AHANK30B OTHOMY HIIH
HECKONbKHM Nal[MeHTaM.

Jna nactpoiikn ceatca «Work listy (Pabousii cnucox), chavasla BpeinTe Npodh,
noayYeHHbIE y NALHEHTOR, 3 3aTeM aHANTH3LL. 3aTeM Ha3HaubTe JUIA NPo0 aHAMH3LL.

M

s

B cton6ue «Sample code» (Kod npobs) BBeavTE KOAH NALMCHTOB, KOTOPHIE HE00X0ANMO
noGasutsh B pabounit cnmucox. Koabl MOXKHO BBOAMTS CAECAYIOIMMY CriocofaMH:

e BpYUHYIO (PeAaKTHpPYA WX BPYYHYIO), NO OTACALHOCTH WM B rpynmnax (myTeM Ha3sHaICHHA
MHOXCCTBA);

® ¢ NOMOIIBIO YCTPOHCTBA CYHTHIBAHUA WTpHX-Koaa (BCR);

® HMIIOPTHPYA K3 [ NaBHOrO XOMNBiOTEPA.

B moBoM ciyyae, ecni A1 CUMTHIBAHHS KOAOB NPob NMaieHTOB He HCHOMB3YETCH YCTPOHCTBO
BCR, aomxna ucnons3osarsca Qyrknus «Load samples» (3azpyzums npobsi) Ans BBOAA MyCTHIX

notkos ¢ npobam.

2.2.1.1 Kax BBeCTH HHAHBAXYAILHME KOALI BPY1HYIO
YtolH BBECTH KOA, WIEIKHATE JIeBol KHONKO# MbliK steliKy B xosorke «Sample Code» (Koa

npoG6krl) (MyHKT A), BBeANTE KO, 3aTeM Haxkmute «Enter». Kypcop nepeiizer B cnenyiounyio auchxy
8 creayoule# cTpoke B GyAeT MHraTh A0 TeX NOP, MoKa He GyAeT BBEACH caeRyromuii

o
| £

KoA. CnieBa oT BBEACHHOM! KapTOYKH NauveHTa NoABUTCA HKOHKA (MyHKT B).
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Session Database Seitings Tools Information

Bé&Asw

v

" | Somple Code &
Sample1

Lileaxuute nkouxy Patienticard (cnepa oT koza NpoOH, B34T0H Y NAUHCHTA) A1 BBOAA
COOTBETCTBYIOIAX JAHHBIX.

B oxne «Patient card» (Kaprta nanuerta) oroSpasThes Npeablayumit HACHTHOHKAUMOHHBIH KOX
nauueHTa (patient ID) (8 npumepe Sample 1 (IlpoGa 1)) u mons juis BBOAA NEPCOHANMBHBIX AAHHRLIX
nauuedTa (MMA, paMEIUs K T.4.).

OGazaTenbHBIMH 4NN 3aNQIHSHAA MONAMH ABJAIOTCE HACHTAPHUKAIMOHHEIH KOA NalHEHTA
(Patient-1D), uma (Name), pamunus (Surname) 1 aata poxaenus (Birthdate). Kapry naunenra
MOXKHO TAKX¢ 3aNOJIHHTD BO BpeMs BHIIONIHCRMA NpoTpaMMLl, Session settings (Hacmpodixu
ceanca) COXpaHAIOTCA TOMLKO NOCNHE 3aBepilieHuR ceanca. [locne coOXpaHCHHA KapT MaUHEeHTOR H
3aBCPIICHHA CEAHCa HA KPaH MOXHO BHBECTH CITHCOK |D mauHeHTOB H HCNIOAL3OBATL 1A
apyroro ceasca, [epefinute k uxouxe «Openssearch» W (Omxpumv/noucy).
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BBefileHHY0 HEBEPHYIO MHOPMALMIO MOXHO yAannTb ¢ moMowbio KHonku <(Deletex»
(YpanuTb).

L Name i Lastname Birthdate 1 GCKID 1" Sex 1
[1 - Name 1 Surname 1 03/12/2000 Group 1 F 1
2 Name 2 Surname 2 05/06/1980 Group 2 M
3 Names Sunfiarr>e3 25/04/1954 Group 3 F
4 Name 4 Surname 4 12/10/1921 Group 4 M

OK

Ba>kHo! lNpu 3arpyske ¢ (naBHOro KoMnbTEPA, KApThl C I'Ip06aMl/I, B3ATbIMNY NaUNEHTOB,
6y,qu 3arpy>kaTbcs aBTOMaTUYecKn, ecnv oHN nmeroTca Ha [ naBHOM KOMMbHOTEpE.

2.2.1.2 Kak BBECTW MHOXECTBO MPUCBOEHHbIX KOAOB BPYUHYIO

[nsa BBOAa rpynnbl KapT naymeHToB HaxxmuTe «Sample code» (Kog npo6st).
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OTkpoeTcs OKHO AN BBOJA IPYNNGI KOAOB, KAK MOKA3aHO Ha PHCYHKE HUXe,
Beemure npeduxc B none «Patient name» (P.H.O. nayuenma) 1 ykakure KONHUECTBO
KOAOB NMALMEHTOB, KOTOpoe HeoBXoaHMO reHepHpoBaTh B «Number of patients» (Koauuecmeo
nayuenmos).

Maltiple misert

Ipumep: seeante npeduxc Patient B «Patient name» (O.H.0. nayuenma) u undpy 5
«Number of patients» (Koauvecmeo nayuenmoes). Haxcmume «OK».
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Multiple insert

Mocne aTtoro gns «Patient» 6yaeT 04AHOBPEMEHHO FeHepMpPOBaHO 5 KOAOB AN NPO6 NaLMeHTOB C
NMPUCBOEHMEM MM MOC/ef0BaTeNbHbIX NOPAAKOBbLIX HOMepOB, HauynHasa ¢ 1.

Session Database Settings Tools Information

" _| Semple Codo

S«inl >
Sanfile2 >
y Sanple3 )
Sanrpbl )
-5 S«nple5 )

2.2.1.3 Kak 3arpy3ntb npob6bl C NTOMOWbI CUYMTbIBa U ero ycrporictea wtpux-kogos (BCR)

YT06bI BBECTW KOA NaLMeHTa NyTEM CUMTbIBAHUS WTPUX-KOAOB, HAXXMUTE KHOMKY «Load samples»
(3arpy3nTb npobbl) 13 okoH «Work List» (Paboumnit cnncok).

MosBMTCA OKHO AN5 BBOAA /IOTKOB AN NP06 (KakK NOKa3aHO Ha PUCYHKE HUXE) Y MUTatoLLNiA
KpacHbli MHOWNKATOP nokaxert, rae cnefayet NOMECTUTb CTOMKY ANd BBOJA B AepXaTeb.
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BroguTe cTOHKY HACTOIBKO MJIABHO, HACKONBKO 3TO BO3MOXKHO, KOAEl, CHYHTBIBACMBIE YCTPORCTBOM
BCR, GyayT otoGpaxatscs Ha dKpaHe, IPH 3ToM GyAeT MokasaHa cXxeMa pacnoNoKeHus
BCTaBNEeHHOH cTOMKH.
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Ecnu Ha cToliKy ecTb nycTble rHe3fa (rHe3ga 6e3 npobupok), Takoe rHe3fgo (rHesga) byaer
0603Ha4YeHO Ha CXeME CepbIM LiBETOM, & He KPacHbIM.

«f APEX+ ISvnpitnciipin] AP\WetaH LW

posit«niMjKa’'ec)Ov IED
1 (0)002
2 (0)003
3 (0)004
A (0)009
5 (0)006
B (0007
7 (0)006
B (0)001
9 (0)009
10 (0)010
n (0)o11
12 (0)012
13 (0)013 1
Rppofl

Ecnn Bce rHe3ga Ha CTOMKe 3aHATbl, HO HEe MPUCBOEHbI LWITPUX-KOAbI MAWN WTPUX-KOAbI He Gblnn
CuMTaHbl MpaBU/bHO, NPUBOP MOAAcT 3BYKOBOW CWUrHan, 4Ytobbl npeaynpeauTb Monb3oBatens 06
oLmnbKe.

Ha MecTe rHesfa nosBMTCA 3HAK «?», KOTOpPbIA OYyAeT yKasblBaTb, B KakOM THe3[e CTOMKu
nponsoLuna oWwnoKa CHNTbIBAHUS.

B none «Information» (MHgopmauna) nossuTcs coobuieHne, npeaynpexpjatoliee o TOM, 4TO
HEKOTOpble KOAbl He OblN pacno3HaHbl, WAK OblAM CUYMTaHbl HENpaBUIbHO, KaK MOKa3aHO Ha
PUCYHKE HUXE.
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Kon moxHO BBOAWTE Bpyunylo. Jing aroro B none «Rack Detail» (fleranbHas cxema cToiiku)
Haxute criucok «Sample Code» B Mecte, 0603Ha4CHHOM BOMPOCHTENBHBIM 3HAKOM «?». B
cronbue «MODE» (PEXXVUM) nossurca o6osnauenne pexnma «Manual» (PyuHoif), xotopoe
YKasbiBacT Ha TO, ITO KOJ BBOAMTCA BPY4YHYIO.
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Tocne 3arpy3ku koxos npod ¢ nomowmio yerpolictea BCR, Hawmute knonky «Exit» (Bsixod).
Ha skpatie paGouero cnucka HasHaubTe aHAT3H A Ipod.

BLINONHHTE aHANOTHYHbE ACHCTEHA, YTOOH B3MEHUTE YXe 3arpyeHHble Kol (BuiGpas Koz
MUNH MO3UUMIO B CNIHCKE) NPH HEOOX0AMMOCTH.

Bse|Te H H3IMEHHTE Ko OpolH nauueHTa B pasaenc «Edit patient codex
(Pedaxmuposams K00 nayuenma) v 8 none «Sample code» (Koo npobsi). 3areM HaXMHUTE
KHOTIKY (HXOHKY) «Save» (Coxpanums)

WIH HaXMHTe KHONKY «Enter» na xnasuatype. B konotike «Mode» (Peatcum) NoSBATCA CNOBO
«Manual» (Pywroii). YtoObi BEINTH # COXPAHUTE KIMEHEHN, HaXKMHUTE «Exity (Buixod).

e

2.2.1.4 Kax no6asute AHAJIH3 B paGoumii cniucox

TMocne 3arpy3kn KoxoB npol B pazaen paGodero cnucka «Work List», WeNKHATE HKOHKY s
41008 [OGABHTE B CTIHCOK COOTBETCTBYIOWIMH aHANHS.

138

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




® ®
({\ ProteomeTech Inc. 26.60.12.001.15580960 PO

Semin Datebase Setinge Took Bfermation

PeRrss

Tenepb 0TKpoeTCA OKHO BHIGOpa ananusa «Assay Selection Window», B XOTOPOM MOXHO
BHIOpaTh aHAMIA3B H3 CMIYCKA H HA3HAYHTD IR WX BRINONHEHHA ONpeAeACHHLIN npubop.
B pasnene «Assay Detail (ITapamempu anaauza) MOXKHO TaKXKe BHIIOMHHTD HACTPOHky
Pa3THYHBIX NIAPAMETPOB, B 3aBHCHMOCTH OT THN2 BHOPaHHOTO AHATH3A.
Yro0si A00aBHTD AHATH3E], HOKMHTE KHOMKY «Assay» (AHanns) B paszaene «Assays» (Anarusw)
CIIeBa; JUIA BHOpa KOHKPETHRIX AHARKW30B HCMOIL3YHTe KHONKA «ctrl» umm «shift», 3atem HaxovuHTe
xnonky «INSERT» (suusy cnpasa).

BLIMONHNUTE HACTPOHKY NONOKHUTENBHON KOHTPOMBHOMN Nnpobbl, eNKHys none B cTonbule
«Defauit» B pasaene konrpossHuUX npo6 «Control»: crexno ¢ nepeoit xocTynmHo# myHkol,
NpeAHA3HAYCHHON IR yKasaHHOM# KOHTponbHOH NpoO, GyACT aBTOMATHYCCKH MOKa3aHO B OKHE
«Layout» (Cxema), Kak NOKa3aHO Ha PHCYHKE HHXKE;

Bsoxa aHanuzoB:

B 310M okHe oToGpakaerca HHpOpMALMA TOMHKO 0 KOHKPETHOM QHATHIEC H O TOM, Kakoi
nprGOp Ha3HAYCH JUIN BHMOJIHCHHA TecTa. MOXHO H3MCHHTD TONLKO paHee BHOpaHHEIH
npuGop ans asann3a. Bee ocransirie napaMeTph! PHKCHPOBaHHDIE,
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2.2.1.5 O6uwue cBegeHns o paboyem cnucke

B pasgene, KOTOpPbIA HaXOAWUTCS MO CTPOKOM FaBHOrO MeHH0, 0To6paxaroTcsa nons ¢ obuiein
nHopmMaumein 060 BCex aHanMn3ax.

iiiiBfi OMbm S«trg> took Irfivm«bDn

My (TedN
%ﬂ obep.licz'.«d U N I

A_| SemptaCodi APLMIaléki APLet;gle

7 r

Sar rr

S48 7 r

S«l«M r [7

(7 r

Mone «Sample» (Mpo6a): B faHHOM none oTo6paXKarTCA CBeAeHUS 0 Npobax, CBA3AHHbLIX
C, N0 MeHbLIen Mepe, OAHUM METOLOM M He CBA3aHHbIX Mpobax.

2. Tone «Requests» (3anpockl) : B gaHHOM Mofe 0TO6paxatoTca CBEAEHNSA 0 3arnpocax,
KOTOpble A0/MKHbI 6bITb 06paboTaHbl (OTMEUYEHbI XKeNITON rasoyukoit), u
NMPUOCTaHOB/IEHHbIX 3anpocax (CMMBO NeCOYHbIX YacoB).

CsefieHns 06 aHannae

OTob6paxkaeTcs cnefytolias KOHKpeTHas MHGopMaLma o cTaH4apTHbIX MeTodax 6noTTuHra BLOT,
KaK NoKa3aHO Ha PUCYHKE HUXE:

3. Mone «Reaction Area» (30Hapeakymmn): KOAMYECTBO NCMOMNb30BaHHbIX MOOCOK K
CBO6GO/HbIX MOMOCOK OTHOCMTCA K 06LLEMY KONMYeCTBY 06pabaTbiBaeMbIX NONOCOK.
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2.2.1.6 Hazuauenne aHAIN30B 418 npob

Teneps paGounit cnucok coaepAT npoObl H AHAIM3bI, HO CO3TAHUE CITACKA CIlE HE 3aBEPIICHO,
TaK KaK He ONpeIeneH cTaTyC Kaxaoro 3anpoca. BosmMoxubill cratyc «Stafus» aHanusa:

Noft processed ( He oopabamsiéaemcs): COOTBETCTBYET HKOHKE

/
To be processed (Jonaxncen 6sims ofpaboman): COOTBETCTBYCT HKOHKE C xenTolf ranouxoft l-._
3anpoc e 3mom cmamyce 20mog k npogepxe U SHINONHEHWIO

To be processed with Allergens (IToonexcum obpabomxe ¢ Allergens): cooTBeTCTBYET

HMKOHKE ¢ &entofl ranouxolt 4 CHMBOJIOM «A» |70
3anpoc no menvuseii Mepe c CONUM arTEPIEHOM 20MO8 OAR NPosepKu U vOpabomxu
Suspended (IIpuocmanogner). COOTBETCTBYET HKOHKE ¢ CHMBOJIOM MECOYHBIX 4acoB 32
3anpoc npuocmarioenen OnR UCKIONERUR U3 NPOBEPKU U UCNOIHEHUR
Validated (Baruouposan): coOTBETCTBYeT HKOHKE C 3e/leHoit ranouxoft
3anpoc noomeepxcoen, 20moe K ucnoanenwo
Request not assigned to an instrument (3anpoc ne nasnauen oan npubopa). cooTBETCTBYET
WKOHKE ¢ CHMBOJIOM KpacHOro 3aMka Ii
Has zanpoca, cer3anno20 ¢ necxoroxumu npubopamu (803IMONCHO 018
GLINONHERUR HA HECKORLKUX Npubopax), nonb3oeament COANCER Oamb MmouHbie

UHCIPYKYUYU, ONUCLIBAIOUUE, KAXOl NPuBOP QORNCEH UCRONLI08AMbCA O
GbINONHERUR 3aNpOCO8.
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UTo6bl ONpPefeNnThL 3aMpoC 1 Ha3HAUYNTb aHanM3bl KogaM Npo6, LWEeKHUTE KaX/oe nose 4ns
ranoukm.

[MosBUTCA XKenTaa rasoyka, ykasbllualoLlasa Ha To, UTO BBeJeH 3anpoc Ha o6pa60TKy nnn
BbIMOJ/IHEHNA B X0[€ CeaHcCa.

Ttai
APE IFO »
A_,S<aTvtaCod*
v
eSS SwKi |7
17
i ]
S
- T
CHOBA LLENKHUTE NKOHKY (B CTPOKe aHanu3a), YTo6bl BBECTU CNeAYOLNIA aHanu3; aHHas
MKOHKa NMepemMecTnuTbCA BMpaBo, OCBO60)K,CI,6.F| MeCTO AnAa BBOAa KPaTKOro HaseaHmAa HOBOTO
aHannsa.
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?amar stnriQ»  tool»
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7 r
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HasHaueHue rpynnbl 3anpocoB (HazHayeHWe aHanM30B f/1s1 NP06) BO3ZMOXHO C MOMOLLbO
onpefeneHHbIX CTPENOK CneayoL MU Cnoco6amm;

- HasHaueHne ofHOro aHanus3a 419 HECKONbKWX nNauueHTOoB', HaXMUTe CTPesky,
yKa3blBaloLy0 BHU3 (TPeYroNbHWK, YKasblBalOLWMA BHM3) NOA KpaTKUM Ha3BaHWEM aHanu3a,
4yTOObI BbIAENNTb BECb CTONGEL, 1 BblAENEHHbIA CUHUM LIBETOM (Ha PUCYHKE NOKa3aHO BblAeneHue
cTon6ua c MOMOLLb0 HanpaBNeHHOW BHU3 CTPeNnKW noj 3aronoBkom «Test 3 APE 1F ELITE 100»
Ana Bblbopa gaHHoro Tecta gnsg BCEX npo6 B cTonbue KogoB npob)
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Session Database Settings Took Infomtation

B eiN
Geneial blo - -Assay Test | (Testl)--------
—Sample---ree -Requesis-—mm —GariefdW\o
Associated To be pfocessed
Not associated Suspended,; 0

UTo6bl HasHauuTb aHanu3 4Aa BCeX Npob6 B CTON6UE, NMPOCTO LWeNKHUTe BHYTpM N060ro us
BblOpPaHHbIX MOMEN AN ranoykun, YtTobbl NOATBEPAUTL HA3HAYEHNE.

Sessian PKatnw SeOligi Tgds W«n«dan

T«n T™M3
APEIFEI*
Sample Code jiny] 100
4 v v

ScTph2 >
S«r(le3 >
$<rcbl

1 SanpbS >

MpumeyaHmne: MOXKHO OTMEHWTb Ha3HauyeHMe aHanu3a 41 onpeaeneHHbIX Npob, CHsB
BblJ€NEHNE raloyKoin 1*\
UTo6bl ydaiumb Bce 3anpochbl, cBs3aHHble C aHanu3oM (Becb CTOn6ey), BblbepuTe

CTOJ'I6€LI, aHaT3a U OTMEHNTE 3aMnpocChl, Ha>kaB Ha m06y+0 raloyky.

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



-HasHaueHune ogHomy kogy MPOBbI nauneHTa HECKOMbKO aHa/IM30B: HaXXMUTE CTPEsKY,
HanpaB/ieHHYI0 BMpaBo OT KoAa Npobbl naumeHTa, 4Tobbl BbLLEIUTL BCIO CTPOKY (Ha
nprvmMepe, NoKasaHHOM Ha PUCYHKE HWXXe BblfesnieHa cTpoka ang Sample 5).

Seukn Database SaCtngs Tools WonruDon

Tenepb NPOCTO LWENKHMTE M060e BbIOpaHHOE Moe ANs ranoykn (Hanpumep, B cTpoke sampleb),
4yTOObl Ha3HauYMTb 418 NPO6LI NayMeHTa NOA AaHHLIM KOLOM BCe aHann3bl B CTPOKe.

5maen Pet— Setttv Took HnuBon

Tml IM3
APEIFEBs AKFEbt
Sample Code 100 10D

Stfwiei b |7 17
$cdip2 - \7 [7

- 17 f7
Sancled B I_7

“‘N Scicles >

-HasHauyeHune Bcex aHaNn30B 4151 BCeX NP06, BKAOYEHHbIX Bpaboynii CINCOK: HaXXMUTe
CTPEeNKY B BEPXHEM /IEBOM YTy CETKM (Hanpumep, B nose gns ranovykn «Sample Code Title»
(HasBaHMe Koga npoba)) v WeNKHUTe none ANs rasiovuku.
UToO6bl BbIGpaTh Fpynny nosnen Ans ranoyvykun, UCnonb3yinTe Mblllb C HAXATOW NeBOWA
KHOMKOW M nepeTackuBainTe Kypcop Ha nons Ansa ranoyvyku, KOTopble HE06X04MMO BblbGpaTh.
MocnefoBaTebHOCTb 3aNpocoB OyAeT COOTBETCTBOBATbL OYepeAHOCTM BBOAA 3arpocoB B
pabounii Cnmcok.

Mpu HeOBXOLMMOCTU U3MEHUTL NOC/IEA0BAaTENbHOCTb 3anNpOCOB, NCNONb3YNTE KHOMKN-CTPEKN
(M NopALOK WX BbLUIOHEHMA NOC/e Ha3HAaYeHUA aHaIn30B A5 KO40B npob)
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| nepeue:ﬁ'efgle BBCPX

B  nepeMelcHye BHH3

] mepenseutengae 5 nepeyo
MO3HLMIO -
niepeMeileHne B MOCASTHION

IMoznmro.

2.2.1.7 HMnopT na3Ha"uenAs aHAAK30B 218 npob u3 FaasHore xoMnLioTepa

B nucnajaromeM MEHIO BKIAAKH «Sessiony (Ceanc) Ha rnaBsoi naHean HHCTPYMEHTOB,
naxmute «Load from Hosty (3azpysums ¢ Inaenozo xomnsiomepa), 4To061 BHUNOAHUTL HMIOPT
ceatica ¢ [1apHOro KoMNLIOTEpA.

Work kst
Run last session

Load from Host
Exit

U ang 3arpy3kH 3anpocos 3 ['1aBHON0 KOMIIBIOTEPA NOC/E TOTO, KaK OyleT oTkpuiT paboumit
CIHCOK H NOCJIC BBOAA HEKOTOPBIX 3aNPOCOB Bpy4HYIO. Jlns 3arpysku ceancos u3 I'nasHoro
KOMNMbIOTEpa, CHavana coznalite gaiin c naspannem Hostin.xml
Coxpanume nossiii HostIn.xml «In» 8 daiine «Host», B ycraHoBouHOM (aline «APEX
Suite» (C:\Program\4PEX Suite\APEX\Host\In). Iloxanyiicta, oGpaTiTe BAHMaHHE HA TO, YTO
ananmu3h B daiine Hostln.xml JJOJDKHbI Taxxke nmpucyTCTBOBATE B apXHBe aHANH30B.
Haxmure xuonky «Load from Host» (3azpyzums ¢ I'naenozo xomnsiomepa) 1N BLIBOAA HA SKpaH

OKHA ¢ paGoYHM CITHCKOM — JAHHEIE 3alpOCH! Oy ayT 3arpycHu! B paGounii CIIHCOK ¢ CTaTycoM
«Suspended» (Ilpuocmanoenen).
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Session Database SetUngs Tools Information

nfo =— Ascay: Tesll [TeiM)-—-----
— SampJe---------- -Refjcsts /— General info
Asiodated Tobe pioceued 0
Not a&sodaled Su7perrd«J
Teal
APEIFEte
A_jSamplB Code 100
A T T

Y ProellleT _—_— LL
LI Pasenls2 a» > \S

dann Hostin.xm| file (npeaBapnTenbHO coxpaHeHHbIn B nanke APEX\Host\In) 6yaeT
aBToMaTUyecku nepeMeleH B nogdainn, KoTopblii HasBaH COrnacHo NyTu umnopTa:
C:\Programmi\Zenit Up Suite\APEX\Host\In\Imported.

Ans npoBefeHne paboyero ceaHca B HOPManbHOM pPeXWME C UMNOPTUPOBAHHbBIMU
sanpocamu, Heo6xoAMMO M3MeHUTL cTaTyc «Suspended» (MpunocTaHoBNEH) Ha cTaTyc «TO
beprocessed»” (Jon>keH 6bITb 06paboTaH).

3aTeM BbIMONHUTE CeaHC B OGbLIHHOM pexume.
Mocne 3aBeplweHnsa ceaHca 6yaeT co3fgaH M coxpaHeH dalin, nmew w nin HasgaHme HoslOut.xml, B
nanke ...nyTb APEX\Host\OUT:

C:\Programmi\APEX Suite\.iPEX\Host\Out.

Korpa HecKo/bKO an6opOB BbIMONMHAKWT aHanusbl, 3arpyxXeHHble 3 Fn1aBHOro kKomnbTepa,

OHUM 6yAyT 3arpyxeHbl co ctatycom «Blocked» (3a6ﬂOKI/IpOBaH), Ha 4To 6yaeT ykasbiBaTb

MKOHKa C CUMBOJIOM KPacCHOTO 3aMkKa , 03Havawlwas, 4To 3agava s npudopa He Gblwa
Ha3HauyeHa (0OXMAaHWe HasdHayYeHus).
Takoe HasHaueHue MoxHO caenaTh B okHe «Assay selection» (Bbibop aHanunsa).

Session Databese Settesgs Toots Wormabon

Korga BbiMONHEHME 3aNpOCOB yXe 3akpensieHo 3a npubopamu, Ha3BaHMe aHa/iM30B, Ha3HAUYEHHbIX
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ANS Kaxnaoro npubopa, 6ygeT oto6paxaTtbea B pasgene «lnstruments» (|_|pl/160pb|) co cTaTtycom,
nsmenennum ¢ «Blocked» (3abnoknposaH) na «Suspended» (MpuocTaHOBNEH).

vorg®
B
»|«
HMI £ T
«
* Semple Code W n150 :
4 T | »
i Y» r
k7 r n
1 ¥
>

U1 g P ——

HNS1-1K S cm 130« Ctytftt. T wmara)-

Tenepb MoxHO n3menuts ctatyc ¢ «Suspended» (MpuocTaHoBNEH) Ha «To be
processed» (,U,OJ'I)KeH ObITb o6pa60TaH) W ANS Kaxpnoro npubopa MOXHO 3arpyxatb
WTaTWBbI, MCNONb3ys KHONKY ycTpoiictBa BCR _e_1, nocfe yero npousBogutca sanugauus/

BbiMO/THEHNE CeaHCa.

2.2.2 Co3paHue ceaHca

Mocne HaCTpOVIKM paﬁoqero CnMcKa MOXHO co3gaTb ceccutio.

Haxmute kHonky «Validate» (Banm,u,mposaTb), 4To6bl y6eannTbcs, YTO BCe 3anpochl 6bIN
noaTBepXAeHbl. ns BCex 3anNpocoB, KOTOPbie 6bl/IM NOATBEPXAEHbI, LUBET rafiouku (MAun «gnaxka»)

M3MEHUTCSA C XEe/ITOTO Ha 3e/IeHblli.

Ecnu 3anpoc He 6bl/1 NOATBEPXAEH, NOSABUTCS Npeaynpexjatouee cooblueHne n ranoyka
oCcTaHeTCs XeNnToil. Ha aToM 3aTane Bce pearlreHTbl pacnpefensioTcs No CTolikamM B COOTBETCTBUMU C
nocnefoBaTeNbHOCTbLIO (NOPSAAKOM), YCTAHOB/MIEHHOW B paboyeM cnucke.

Bce 3anpochl 6yAyT NOATBEpPXA4aTbCA B 3aBUCUMOCTU OT KOH( UTYypaLUN pacnosioXeHus
annapaTHOro o6ecnevyeHunsa U KonmyecTBa cToek c Nnpo6amMu, 3arpyxeHHbl X B npuGop.

Ona Bcex NoATBEepPX/AEHHbIX 3aNPOCOB MOXHO 3ajaTb TUN BbIMOJIHEHUS TeKyLlW ero ceaHca:
MONHbIA CeaHC, TONbKO CHATME MOoKa3aHWW MAM OAMH war. B yacTHoCcTu, oTo6paxeHue Bcex
BO3MOXHbIX W AroB onpeAensieTcs atanaMu, HEOGXOA4UMbIMU ANA KaX J0ro aHanm3a, BbINOJTHAEMOTO
B X0Je ceaHca.

Ecnu y onpefeneHHoOro aHanusa npeAycMoTpeH 4ONONHUTENbHbIA War, KOTOPOro HeT B ApPYTux
aHanmsax, 6yayT oTo6paxaTbCa TONbKO Te Waru, KoOTopblie ASBNATCSA 06WMUMU AN BCeX aHaU30B.
147
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Tocne BEIGOpa pexHMAa BRITOJHCHHA Ceanca (NONHBLA CEaHC, TOMLKO CHATHE NOKA3aHHH WX OANH
mar), HaxmuTe kHonky «Next» (Janee), ann:

B BrmnoaneRRA NeMeHTApHLIX onepanuil (MOAPasyMEBAIOTCA OTACNBHEIC TN CCaHCR);

m Hacrpoliku BpeMeHN (MTO O3HAYAET, YTO CpeH AHATH30B, B 3aBHCHMOCTH OT 3aIIpoCcoB
Ha HHKYOALHIO, BHIOTHACTCA NOKCK BPEMEHHBIX CErMEHTOB);

B Onpeaenenna 06beMOB, HEOCOXOAMMBIX ULA BHIIONHEHRA AHATHIOB.

Koraa Bce Beluenepeyncnennnie aclicraua 6yayT BHNONHEHH, 0TOOpasHTCS paboyas 30Ha.

2.2.3 [Ipumep pr3yanmiauun paGoweil 30Hn1

Flocne Bamosmennus HacTpoliku pabodero cnucka, BHOGOpa pexciMa BEMOMHCHUS ceanca, H
noche Toro, Kax Oyzer sanana kongurypauns n 00paboTaHit BCC 1IArA, Ha HKpaHe
orobpaxaerca «Work Area» (PaGouas 30na). Ilpn 31oM otobpaxaercs HacTpoiika
KOMIIOHOBKH anfiapaTHOrO ofecneueHna U Kakue cToitku/duaxonnt TpeGyiores B npuGope:

Aanee npusoauTCcs npuMep cxeMul paGoyel 30HSI, Ha KoTOpo# 0TOGpaXkaloTCH CACAyIOUIHE
MOAMLIMM:

= IOTOK JJIR PEareHTOB;

- afanTep ¢ YCTAHOBACHHHIMH NAHENAMH;

- cTOHtKH s npoOHPOK ¢ 00pasuaMu.
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MpumeyaHne:paboyasn 30HAa NOKa3blBaeT CXeMy, onpejeneHHyo BMeHi0O «Work area

layout» (Cxemapaboueii 30HbI).

2.2.31 ApanTtep c naHenamm
EmKocTb agantepa - 40 48 naHene.
WH(popmaunio o nto6oi 13 naHenn MOXHO 0To6pas3nuTb Ha 3KpaHe, NPOCTO LWEeNKHYB MblLLbHO
BblGpaHHY0 naHesnb. MaHenn ¢ npo6aMu 1 KOHTPOJIbHbIE NaHenn 0603HavanTCA pPasHbIMU
LBETaMW: 3e/1eHbIM LiBETOM - KOHTPO/IbHasA NaHeNb, KPacHbIM LBETOM - MaHesb C NPo6OoiA.
NHhopmMaLmio 0 KOHKPETHOW NaHenn uam NoNoXeHU MOXHO TakXe 0TO6pasuTb Ha 3KpaHe,
K/IMKHYB MbILLbIO B MECTe pacrnosioXXeHns nonockun (B pasgene «Data» ([aHHble) NOA4 CMUCKOM
«Position» (MonoxeHwue)).

iWMinfftffifiiiiffiinHHBUIinifHIMii

»>
uau.a >
1ItWHII _ 1 1 eLun"l; !
AMerOwpir*
en
PTw tu PW
PW N Psl)
Pum nene-onuiir* 4
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[ TS AN
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T

B HMXHEW YacTn OKHa OTo6paXkaeTcs cnegyrowias nHPopmaumns:
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s POSITION (TTIONOXEHHE)

s TYPE (THIT)
m IDENTIFIER (WAEHTHOHKATOP)
W ASSAY (AHAJIH3)

Ha ofosux ananrepax MOTYT OJHOBPCMEHHO HCIIONB30OBATLCA PAIHBIC NTAHEIA AN
BBIMONTHCHNA PasHLIX TECTOB.

Haxmure «Report» (Omuem) s npocMoTpa Beelt BBeieHRo# HHGOpMalyy, a 3aTeM
«Print» ([Tevams), npu HeOOXOAWMOCTH.

2.2.3.2 JloTok AN pearenvos

O6wwmit ROTOK ANA peareHTOB cocToHT H3 10 no3uuKit s OOIKX pearcHTOB, KOTOpbIC

HCTIONB3YIOTCA B X0A¢ moloro cearca.
Jhio6as No3uUNA, KOTOpas BbUIeNcHA ONpeaeneHEbM UBeTOM (kpome CEPOI'O) o3HaqaeT Hannune
pearenta. Kaxaniit oTceK JI0TKa COOTBETCTBYET onpeseneHHoit cTpoke B Tabmiue (B HIKHEN
YacTH OKHA), NOITOMY BLIGOP OAHOIO NMOAPA3YMEBAET ABTOMATHICCKHH BHIOOP ApYTHX H Hao6opoT.

HudopmManua, Kacalomancs KaXXaoro Xaapa BKAOWacT Cleayouee:

m POSITION (ITIO3ULIUA)
® TYPE (THI)

w IDENTIFIER (MJJEHTU®HKATOP)

m ASSAY (AHAJIH3)

@ REQUIRED VOLUME (HEOBXOJAHMbIH OFBEM)

Haxute «Reporty (Omuem) nns npocMoTpa Beelt BBeACHHOHR HHDOPMALIHH, A 3aTEM
«Print» (ITevams) npn HeOOXOAUMOCTH.
Hpumenanue: Obpamume enumanue: ecru ouamemp Praxona menvile, Yem ouavemp
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0TBEpCTUA BAOTKe, 6yAeT 0ToOpaxaThbCs CEPOE KOMbLO; YTOObI NOKazaThb, YTO

Ana 3Toi no3uymn TpebyeTcsa aganTep.

2.2.3.3 CrToilka gns npobmpok c obpasyamu

CToliKa nmeeT 13 BblGMpaemMbIX OTCEKOB Ans NPo6UpoK ¢ obpasuamu.

JTtobas nosnumns, ob6osHaveHHas ueTtoM (He CEPbIM), yKa3biBaeT Ha HanmM4ume npobupku ¢
06pasLomM B Hell.

MexXy Kax/ablM OTCEKOM /10TKa U CTPOKOWA B TabnuLie (HUXKHSAS 4acTb) eCTb COOTBETCTBME,
No3TOMY BbIGOP OfHOIO MOAPa3yMeBaeT aBTOMATUYECKUIA BbI6GOP APYroro n Hao6boporT.

Kunt

ANYUTOA»».»

PoMon Iman**> IAMW
BAL A(01ch-OAlopy«
ear ABorgy"Q
ens ABorpay.O'Hop”

lvoiomttwn 1

1

r

3

4 AlofrO Aloir

% 8M At4l4f<1r40Q

1 B » ASeigyOAefr

} BA3 Al«par<lAwpy«

1 BSIB Alwgy«A<ep>H(
BA3

18 BA13

MNapog

NHpopmMaLus, KacaroLascs Kaxaoro 0Tceka, BKOYaeT Cnefyol e CBeAeHNS:

M POSITION (MO3ULMSA)

M IDENTIFIER (MAEHTUOUNKATOP)
M REQUIRED VOLUME (HEOBXOAMMbIA OBBEM)

Haxmute «Hepor!» (OTuYeT) A4N4 NnpocMoTpa BCe BBEAEHHOM MHDOpMaL MK, a 3aTem

«Print» (MeyaTb) Npn HeOOBX0AMMOCTH.
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B uixneit vactn sxkpana « Work area» (Pabovaz 30na) otobpaxactca xuomxa «/Next» (Bnepeo)
(ang nepexona Ha CCAYIOWYIO CTPAaHHLY) W XHONKa «Back» (ans Bo3BpaTa Ha NPEABUTYILYIO
CTpaHuuy).
Hmeerca Taioke TpH apyrue knonku: «Session infow (Ceedenunr o ceance), «Buffer infor
(Cseoenun o 6ygpepriom pacmeope) v «Reporty (Omuem).

Soim il B W B o e b s &t s = s =S ettt s hi mr ¢ mamAk o - meker = me . .

dore

2.2.3.4 Knonka «Session Info»

Haxmure xnonky «Datay (Jannsie) ans sbipoaa Ha 3kpaH oxna «Session Info» (Ceedenus o
ceance) ¥ BBOJA JAHHLIX 0 KAXAOM HCNOALIOBARHOM Habope, # AN TOro, Y100 NPHCBOATD
HAa3BAHHE CEaHCY ¢ LENBIO YNPOIEHHS NOKCKA Pe3yNLTATOB TECTOB B apXHBE.

Yro6ei BbiGpaTh HaGopMaumo o HaGope (Kit) ju1a oasoro anannsa MM IA BCEX aHATH3O0B MO
OIHOMY HAeHTHMKAaTOPY HaGopa WM NO BeceM HACHTHOHKaTOpaM Habopa, i, HAKOHEIl, BBECTH
HHpOPMALHIO, OTHOCALIYIOCA K HaGopy: BacHTRGUKATOpP, HoMEp/ HASBAHHE NAPTHH,
NPOK3BOANTENE U JIaTa HCTEYCHUA CPOKa FOAHOCTH.

Haxwmure xHonky «Cancels (Ommena), 9ToObE 3aKPHITH OKHO Ge3 COXPAHEHHA JAHHBIX.

152
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HaxmuTte KHOMKY «Save» (CoxpaHUTb)" 4yTOoObl COXPaHUTb AaHHble, KOTOpble 3aTeM ByayT
BHECEHbI B pe3ynbTarhl.

Habop hunsnyeckn npefcraBnseT co60i KOPoOKY, COAepKaLLyt0 peareHTbl 418 KOHKPETHOro
aHanusa. Ecnu cogepxumoro Habopa HeOCTaTOYHO A/19 YA0BNETBOPEHUS NOTPe6HOCTEN ceaHca,
ero MOXXHO YBeNMYMNTb B [iBa, B TPX pasa... U Tak fjasnee, B 3aBUCUMOCTIN OT KOIMYeCcTBa (PJ1akOHOB
Ha 06LleM N0TKe. HakoHeL, MOXHO HasHauuTb Habop ana aHanmsa n3 nyHkTta «Kit index»
(MpeHTnnkaTop Habopa), a TaKXKe MOXHO NPMBA3aTh pasnyHble Habopbl 415 aHann3a K
NH(popmaunn B none «Data» ([aHHble).

2.2.3.5 KHonka Buffer info

Mpn HaxaTum Ha KHonky «Buffer info» (CBepeHns o 6ydepHOM pacTBOpe), OKHO «Report»
(OTueT) 0TO6PA3UT Ha3BaHMe KaX4oro 6yepHOro pacTeopa 1 CBsi3aHHbIe C HUM TeCTbl.

Buffer report

AP-Blot Elite (M rial numb«rl37)

Used Buffers
Tank Buffername  Assays
Buffer 1 Buffer PROTIA AUergy-0 Atopy

2.2.3.6 Onuua «Report»

Mpu BbIGOpe onuuu iReport», B OKHe 0TOGPA3NTCS MPEANPOCMOTP BbIBOAA HA NevaTh BCeit
VH(OPMaL MK, KacatoLlytoCs UCMOMb3yeMbIX NaHeneii :
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Rack configuration

NW KN EWb(MFUI

Salnpl ckk I'bl

PotMon MtmMar Vohima  Attay

1 Pm m 1 250 PPOMA AIMVYO Atopy
r Pmme< 2 E PAOTIAAAarpyO Atopy
3 PVIIL 3 250 PROJIA AIOryy43 Atopy
4 P«w« 4 ™ PROTA AiMcgyO Atopy
| PMrt | 2M PROTIAAA0CPIO A<opy
6 Pamm s 250 PROT1AAaotgy<3 Atopy
T P«MM J 2M PROTIA AJtocgyO Atopy
1 P «xr« 1 Z) PROTIAAMtpyO Atopy
3 PLULLIN 9 Z) PROTIA AJkigy-Q Alopy
10 P*ar* 10 Z) PPOMMAAA(M9Y<3 Atopy
n P*Mr« n Z) PROTIAABorpyO Alopy
12 Pamr« 12 Z) PROTIA AAorpy'O Atopy
13 Pjbam 13 Z) PROTIA AAorgy” Atopy

S»mpl« rack Mo. 2

PoaUon t»P* NamWar Voluma (ill) Amay
1 PIMr« 14 PROTIAABorgy” Atopy

8

2.2.4 BbINO/IHEHMWE CeaHca

MNpu naxatun na kHonky «Next» (fanee) wa gucnnee «Work area» (Pabouas 30Ha) otkpoetcs
OKHO «Running SESSION», c oMol b KOTOPOTO MOXHO BbiMOMHUTbL paGoyuuii ceaHc u no
OKOHYaHWKN ceaHca 0oTO6GpPasnUTb pe3ynbTaThl.

[€=1e72%

Haxmute Ha kHonky «Start» (I'ycK), uto6el sanycTuTs ceaHc TecTUpoBaHUS.

BO BpeMs BbIMOMHEHUN CeaHCca MOXHO NMepexoAuTb HA Npeabigyliee OKHO M BO3Bpal aThCsA Ha
Tekyl ee okHo, Haxuman Ha knonku «Back» (Hasapg) v «Next» ([anee) nnu sepuytbca B pabouyio
sony, naxas «Work area» (Pabouyas 30Ha) s menio «Settings» (HacTpoiiku).
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B pepxHeit yacTi okHa oT06paXkaeTca CIUCOK AHANMH30B, KOTOpPHIE HEOOXOAHMO BEIIOMHHTH BO
BpeMA pabouero ceaHca. J{Af KaXAOro H3 HHX MOXKHO 0TOOpaIMTh COCTOAHNE BHITONHEHHS C
TIOMOUIBIO HONIOCH! MPOKPYTKY BO BpeMd paGovuero yrana; B paBo# 4acTi SKpaHa oTobpaxaeTca
HA3BaHWE TEKYILETO Iara, i MOXHO NPOBEPHTD BPEM, OCTABIEECH O €r0 OKOHYAHHA (B
YY:MM:CC).

B ueHTpe 5KpaHa HaXOAMTCA FOPH3OHTAbHAN NOIOCA, KOTOPAas OMHCHBAET (COCTOANKE XOAa
BHLINIOJIHEHHA» BCETo ceaHca B mpouenTax. [loa naHensio npeaycMOTPEeHO YeThipe Mo, NEPBOE H3
KOTOPHIX OTHOCHTCH K HHOPMALHAH O BHUIONHICMO#H onepaitun (operation in progress), sBTopoe
mone 2ape3cpBUPOBaHO AA oToOpaxenus /nobeix omubok (Errors), xotophie MOTyT ORITE
obHapyXeHbI BO BpeMsl BBINOIHEHHs CeaHca, TpeThe - AN TepMoperyasuui (Thermoregulation), n
YeTBEPTOE — 1A HHAMKAIHH NPOAOIDKHTEILHOCTH CecCHM (Session time).

C nomomeio kHonkn «Clean listy (Ouucmums cnucox) MOXKHO OTMCTHTE CITHCOK BCEX
obHapyxeHHbIX oGOk, KOTOphic GYAyT 3alMCAHEl B OKOHIATEILHOM OTYeTe.

Bo Bpemsi paGoTH! MOXKHO OCTAHOBHTH CCAHC Ha KOPOTKOE BpeMs, HaxaB kHonky «Pause» (I1ayza).
MoxHo TaKke CHOBa 3aITyCTHTD Ceanc, Haxas KHONKY «Starf» (ITycx). [lpu HAXATHH KHONKH
«Stop» (Cmon) paGounii ceanc GyneT ocTAHOBNCH HaBCETAA.

Bo BpemMs BLINONHEHHA ceaHca, ¢ noMoltibio kHonka «Back» (Hazad), MOXHO BEPHYTbCA
B OKHO HACTpOHKH ceaHca, ¢C/H, HANPHMEP, Bbl XOTHTE 3ANONHATH KAPTOUKH NALMEHTOB.
3anpoch, KOTOpbie BHIIOAHMOTCA, OYAYT OTMEUEHR KpacHOH ranouxoif, MOCKONMLKY HX HeMh3s
H3MCHHTH (NpH NONBITKE YRAIHTS CTPOKY/cTON0eL/ranodky nogearced coobimenne o ToM, uTo
onepaums He paspeliesia), B oxne HGCMPOLK Ceanca MONCHO C8O0UMID SPYSKYIO WK nymem
3azpy3ku u3 Inasnozo Komnsiomepa noswe 3aRPpoCcH, KAcaIOIQUecs npod u ananusos,

Komopasie 6yOym oGpabomarnst nozxce,
Mocae o6paGoTku panee 3arpyeHHBIX IITPHX-KOROB, H3 BeTpoeHHoro yerpofictea BCR (cxanep
IITPHX-KOAOB) MOXKHO TAKXKe MOMYYATH HOBHC IITPHX-KOAK s npod. Kak Tonsxo npobu 6yayT
obpaboranel, Ha BHAEO NoABASeTCA cO00ILeHue, B KOTOpoM OyAeT yKa3saHo, KaKHe CTOMKH AN
npoOHpoK ¢ NpoGamMu MOMKHO H3BIEYD. ITO COOOINCHIE ONMHCHLIBACTCA B pasaeie «Quubxay.
CnenoBarenbHo, MOXKHO MOMYYHTh HOBHE LITPHX-KOAM A Npob, HCIOML3YS NEPBYIO
CTOMKY, AOCTYNHYIO NOC/E BLIKNOUCHHA COOTBETCTBYIOIMHMX MUTAIOMHAX CBETOBBIX
HHIMKATOPOB.
OKHO BRINONHEHHS CEAHCA MOXKHO 3aKPHITh, Haxas kHonky «Exity (Bstxod), koropad HuxOraa He
AKTHBUpPYETCA BO BPEeMA BLINOJIHEHUA ceaHca, HO AOCTYIIHA H3 MeHIO «Session» (Ceanc).

2.2.5 [IpocMOTP PeayILTATOB CORMCA
2.2.5.1 Pezynvmamu cearca

B KOHIIe KaXa0ro ceasca pe3yNbTATH aHANH30B OTOOPAXKAIOTCA ABTOMATHYECKH AN
(PEAOCTARICHHA HEMCANEHHON KOHCYIbTAIHH.
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UT06bl 3aKpbITh 3TO OKHO 6€3 0TOGPaXXeHUs Pe3ynbTaToB, HAXKMUTE KHOMKY «Cancel»

(OTMeHNTD).

IAP-Btot Eite (s.n 137)

DetM

[ns oTobpaXKeHNs pe3ynbTaToB ANA Kaafol NpoTeCTUPOBAHHOW NaHenn, HAKMUTE KHOMKY
«Detail» (JeTann)" Kak NokasaHo Ha PUCYHKE HUXKe:
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2.2.6 BuinmosiHeRHE NOCAEANErO CEAHCA
YTo6H MOBTOPHO 3aNyCTHTH NOCACAHKI CCaHC, KOTOPHIt BHIMOTHANCA Ha mpubope, ¢
TAKHMH e HacTpoHKaMH, HaMHUTe KHonky «Run last session) (Beinoanums nocnednuis ceanc)

8 HHcragaeM MeHIo «Session» (Ceanc).

Work list
-leastsession

Load from Host

Exit

[Tocne 3TOro OTKPOETCS OKHO BHIONHECHNAS CEaHca.

2.2.7 Buixoa

Buibepurte onumio «Exity (Bsixed) B menio «Session» (Cearc). Ita KHONKA NO3BORACT BLIATH H3
MpOrpaMMBbl, 3a HCKITIOUCHHEM CITYYAeB, KOTAA BH NLIT3eTECh BLUITH B MOMEHT BO BpeMs
BBINOJIHCHAA CEAHCA, B 3TOM CJIy4ae NOABATCA JHANOTOBOC OKHO C NMPOChO0# NOATBEPAHTS,
DNeliCTBUTENBHO 14 BbI XOTHTE MpepBaTh CEaHC, KOTOPLIH BHIIOMHACTCA B RAHHLIN MOMEHT WM HET.

Work list
Run last session

Load from Host

) £xit
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2.3 MEHIO «<DATABASE»
2.3.1 Apxus pe3yaLTaTOB

Yrobsl 0TOOPAZHUTE OKHO JUIA MOHCKA PE3YNTBTATOR AHANHIOB NALHEHTA HIH OTYCTR O
NpoBeAeHHBIX paHee pabouux ceancax, suibepure «Reswlt archivesy (Apxue pesyromamos) B
MeHro 6a3hl AaHHBIX.

Assays
Layouts

Jlna noucka no MEMUHHECKAM 3axmoucauaM (Medical reports) vmu oTHYETaM O ceaHcax
(Session reports) ¢ noMompio PUIETPOB OXHA NOKCKa «Searchy, BBEAUTE BATY B/HIH
HaeHTHHKaTOp, YToOk! HaliTH pe3yNETaTh aHANK30B [TalHeHTa H TONILKO AATY - B ClTyuac
PesynbTarToB ceanca.

2.3.1.1 Meduyunckue 3aKI104eRUR

TMosck nauHeHTOB MOXeT OBITE BHITONHEH MO AATe. JTO NOHCK N0 BPEMEHH, OTHOCAINEMCA K
MALHCHTaM, AHATH3IH KOTOPBIX TECTHPOBAMHCH paHee. Taxo NOHCK OCYMECTRASETCA ByTeM
BBOAA JIATh! HIH BPEMCHHONO HHTEPBaNA, B KOTOPOM BBl XOTHTE HaliTH Pe3yNbTaTh aHANH3O0B
namuenta. [locne 3anonnenus nonek «From» (C) w/wnu «To» (o), Haxmure xHonky «Search»
(Tlouck), 1 Ha 3pane OTOOPA3HTCR CTHCOK NAIMEHTOB, COOTRETCTBYIOUIHX ITOMY KPHTEPHIO
BaiGopa.
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MoxHo eme Gonee AeTATHIHPOBATL PE3YNLTATH NOHCKA, BBEAA KOA Npobkl NauMeHTa, O KOTOPOMY
pance NpOBOUTHCH aHANTH3B,
flouck Takke MOXKHO BLITOSHHTE MyTEM BBOAA TOMLKO KOAA NALMCHTA WHIA PaMuiui H HMEHH,
HaXaB noc/e BBOAA KHONKY «Search» (llouck).

Pesynstathl noicka oTobpakaioTcs B TAONHINE BHU3Y W CONCPXAT HHPOPMALIHIO, KacaIouIyocH
CREAYIOWEro:

B PATIENT ID (MAEHTUOUKALIUOHHBIA HOMEP MMALIMEHTA)
B DATE (JIATA)

B TIME (BPEMA)

B SESSION ID (MAEHTHO®HKATOP CEAHCA)

B SURNAME (DAMUITHUA)

B NAME (UMA

2.4 MEHIO «SETTINGS»

2.4.1 Sk

INporpaMmeoe obecneyene NO3BONACT BHIGPATD A3BIK B COOTBETCTBYIOIIEM AHAIOTOBOM OKHE.
B menio «Settings» (Hacmpoiixu) svibepure onumio «Language» (A3six), rae MoxHO BuIGpaTh
AenaeMulii A3bIK.

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Delete Archives

Lid Control
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2.4.2 KoHpwur>'payus pabouyei 30HbI

Bbibepute «Work Area configuration» (KoHturypauus paboyeit 30Hbl) B MeHIO «Settings»
(Hactpoiikn).

Settings Tools Information

Language

Instrument >
Work area configuration

Users
Change user
Change password

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Delete Archives

Communication port
Lid Control

Options

Mpy 3TOM OTKPOETCA OKHO, KOTOpOe No3BossfeT Monb30BaTeNiM HaCTPOUTL KOH(PUTypaLuto
pabouyeli 30HbI NpnMbopa, Kak MOKasaHO Ha PUCYHKE HUXE:

1*p A, iIWwt kbl <e/1hooY_

Visibility user

99999

Mepen Havanom nto6oro paboyero ceaHca NporpaMma aBTOMaTMyecku MPoOBepsieT KOIMYecTBO W
TUMNbl HAacTpoeK (PNlakOHOB, YTOObI MPOBEPUTL MX COBMECTMMOCTb C BblOpPaHHOW KOH(Urypauuein
paboyei 30HbI.
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2.4.3 IloanzoBaTenu

B menio «Settings» (Hacmpoiixu) spibepure omuo «Users» (ITons3oeamenit). OTKPOETCA OKHO
«User list» (Cnucox nonszoeamenedi), B XoTopoM MOXKHO CO3ATH CITHCOK NOJNB30BaTeNCH ¢
pazHBIMM NPOQHIAMH AOCTYTIA.

Laboratory data
Doctor data

Import Settings
Export Settings

Import Archives
Export Archives
Delote Archives

Lid Control
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OKHO MO YMOMYAHAIO COAEPXKHT NOL30BaTENR Admin, TOCKONBKY aAMUHHCTPATOP HMEET MPaBo
AOCTYNA KO BCeM PYHKIHAM NPorpaMMHOTe obecneyeHna 6e3 KakHX-THG0 orpaHHyeHUH.

IMpexycMoTpeHs! cieaylolHe KHOMKH:

W «WNew» (Hoswit), nato1muas BOIMOXKHOCTS ONPEACIATL HOBOTO TO/L30BaTeNd (MyHKT 2.4.3.1);

B «Modify» (Hamenums), naiomias BOIMOXHOCTS HIMEHSTH YHETHY!O 3AIHCH CYLIECTBYIOWIETO
TIONBAOBATENS,;

M «Deleter (Yoanums), paioiias BOIMOXHOCTS YAAIATH MONE3IOBATENH H3 CIHCKA;

B «Change passwordy (Hamenums napons), Raomas BO3MOKHOCTb H3MEHATD NIAPONE,
cBA3aHHLI ¢ BHOpaHHEIM TTosb3oBaTeneM. Coobmenne B AHANOTOBOM OKHE MOATBEPANT
YCNEIHOE H3MEHEHNHE MapoIa.
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2.4.3.1. Hosbtit nonsiosarens

Jina 8BOAa HOBOTO MONL3OBATEN A, 3ANONHUTE CBEACHNSA B MCHIO «New User settings»
(Hacmpoiixu noeozo noassosamenn).

Boasrca cnenylomue qaHHbie:

LOGIN SETTINGS (HACTPORKH YYETHOH 3AITHCH ITO/IB30BATE/IA)

0 User login* (PerncTpauvonnoe HMA NONb30BATEA)

D User password ([Tapons nons3zosarens)

0 Repeat user password (ITosropute naposb 10Ab530BaTENA)

O Password expiry (duration in days; alert days) (Cpox aeficTBus napons)
(MPOAOIDKHTEIBHOCTD B AMAX; 38 CKONMBKO AHEH O HCTEYCHHR cpoKa ACHCTBHA JOMKHO
oTo6pasuTsca npeaynpexgatnee cooGUICHUE)

USER CARD (KAPTOYKA ITOIB30BATE/IR)

O User registration number (PerucTpaulHOHRBIA HOMEP NOJAB30BATENS)
User name (UMa nonb3osarens)

User last name ($aMUANA NOAB30BATENR)

User role (Porm nons3osarens)

Other data (IIpoune aanHsie)

MO 0O aao
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AUTHORISATIONS* (MONMHOMOYINA)

Simple user (MpocToii nonb3oBaTeb)

Service (O6cny>xXunBaHume)

Specialist (Cneyuanucr)

Advanced specialist (MpoABUHYTbIA CreynannucT)

o0 oo

*Monsa, obasateNibHble AnAa 3an0/IHEHNA

Mporpamma MOXeT YNpaBAsTh YeTbipbMSA pasnnuHbiMu npodunamn: «MPOCTON
MONb30OBATE/b», «CMEUNANNCT», «CEPBAC» n «PACLUNPEHHBIN
CMNEUMNANNCT», KOTOpble COCTaBNAT YeTbIPe NpefonpeaeneHHblie KaTeropum nonb3oBaTenei.
Kaxablil 13 aTUX nNpogmnen nmeet JOCTYN K Pa3/IMyHbIM onepayusm:

flonksosaTeny nnogbog;(ﬁ_ CneunanucT np_?_'iIB;Hy ;)H6MCef|y)KVIB
Onepayuu enb cneyuannc
T
HacTpoiika paboyero cnucka 7 VvV — — Ve
BbINOMHEHWe NOCNeAHEr0 ceaHca \% 7 7 Ve
3arpyska (aiina U3 rnaBHoro 7 7 7
KOMnbloTEpa
BbIX0/ M3 NPOrpaMMbl 7 7 — 4
MpocmMoOTp apxmnBa pesynbLTaToB \ 7 7
3aunuLeHHbIA aHanu3
Co3faHue aHanm3a 7
MpocmoTp aHanu3a —
V3meHeHus B aHanm3e 7
Y naneHue aHanusa Ve
KonvpoBaHue aHanusa Ve
MeyaTb aHanM3a 7
MmnopT aHanusa \Y 7 7
DKCNopT aHannsa >/ 7 Ve
OTKpbITbIN aHanns
Co3faHune aHanm3a
MpocmoTp aHanmsa 7 7
M3meHeHna B aHanuse 7
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Y naneHne aHanA3a

Konuposanne ananuia

INevaTts ananusa

HWMnopt anamiaa

ARARY
UEVEVRARY
SURVEVEVRN

DKcnopT aHanu3a

3axpuiman cxema

TTpocMOTp CXEMBI

CozaaHne HOBOU CXeMBbl

H3meneune B cxeme

Vhnanenne cXxeMal

Konuposanue cxeMbl

TiepenmenoBanne CXEMBI

[Neqars cxembr
3anmTa cxemul

HMMnopr cxemut

IKCTIOPT CXEMBI

OmKpwiman cxema

MpocMOTp cXeMul v

Coananue HOBOH cxeMbl

H3meneHne B cxeme

Vaanenue cxeMmul

Konupobsasue cxeMbl

[TepenmenoBanne cxeMbl

[leuats cxeNml
3aimTa cXeMBl

HMnopt cxeMbl

U RVENRIRVEVR VR VRN RARVE TR VRVEVRUR VRN
ﬂ

Jdddddddddy [

Jxcnopr cxeMbl
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] Monb3oBaTenn

MpocToii Cneunann TPOABUHYTBIA  OGCcny>kus
Onepauuy nonb3oBaTenb cm cneynanucT aHne
A3bIK \Y \Y 7 7
Mpu6op \Y Ve y/
Pa6oyas 30Ha Y 7 y/ 7
Monb3oBaTenu
3MeHUTb Nonb3oBaTens \% 7 v 7
3MeHUTb naposb e 4
JNlabopaTopHble faHHble y/ V Ve
[JlaHHble 0 Bpaye 7 Ve 7
MMnopTMpoBaTh apxme Ve 7
9KCnopTMpoBaTh apxuB \% y ! 7
KOMMYHMKaLMOHHbIA NopT V4 7
Oonumm V4
MpoBepKa nepemeLleHnii No ocam Y Ve 7 Ve
Onepauun no 3a1nBKe A 7 y/ 7
PYKOBO/CTBO N0/b30BaTeNs V4 y/
NnueHsus V Ve 7
CBefeHus 0 npuéope Ve y ! 7
KOMMNOHEHTbI NPON>aMMHOIo v 7 7 7
obecneyeHus
CamocToaTenbHas HacTpoiika V 7 7 7
nporpamMmMHoro obecreyeHus
NHhopmaums Ve y/ 7 7
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2.4.4 Kax m3MeHHTL NOAL30BATENS

2620. 12.001.15580960 PO

BuiGepure B MeHio «Settingsy (Hacmpoiixu) onunio «Change user» (Himenums nons3oeamenn).

Ta OnuMA NO3BONIAET HIMEHHTH MOAB30BATENA TIOCHE BXOJla B porpamMMy Ge3 nepesarpysku

NPOTPaMMBI.

OTtxpoerca oxHO ayTeHTHHKALKK. BBeanTe perucTpallHOHHOS HMA U Napoab HOBOIO

IONL30BATEIIE!

IMpn naxatuu xuonku «Entern (Beod) noaBUTCS AHANOTOBOE OKHO ¢ NPOCcH00H NOATBEPAUTD

H3MEHeHNHEe nonb3opatenst. Ecnu Bu Haxuere « YES», nons3osarens 6yAeT H3MeHeH, NPH HAKATHH

«No», Gyaer 3arpyxeH kabdHeT NPESARTYINET0 NOAL30BATENA.
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@ Warning! Switch from the user admin to the user User?

Ipu waxarnn kuonxn «Cancely (Ommessums) unn «Noy, onepaltis N0 HIMCHCHHIO NOIB30BATENA
He OyAeT BHINONHATHLCA.

2.4.5 Kak H3MeRHTDL mapons

BuiGepute onunio «Change passwordy (Hamenums napons) 8 McHio «Settings» (Hacmpoiixu).
J7a oNUHA NO3BOJIAET HIMCHHTH NEPCOHANbHEL NAPOE AUTA XOCTYTIA B IpOrpaMMHOE obecneveHue,

[osToMy nonsizomatens, KOTOpLIl npowuien ayTCHTHQHKALMUIO, HMECT AOCTYN K (yHKUMH,
Kacaiouse#cs npopnns, yepes KOTOpuilt OH 3aperucTPHpoOBaH.

Otkpoerca OKHO JUIS HaCTPO#KH napond. YTobu H3MEHHTD cyllecTByIOmMi Bapoib, HeoOX0MHMO
CHayana BBECTH CTapHil Naponb, a 3aTeM HOBBIA, KOTOPLIH 3aTEM ClICAYET BBECTH NOBTOPHO B
KauecCTBe NOATBEPXIEHHS. B cnyvae BBoAa HENPABHABHOTO NMAPONs, NporpaMMa coobmHT 06 IToM
NoJb30BaTENI0 C MOMOLILIO COOTBETCTBYIOWICTO AHATIONOBOTC OKHA.,
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[Maponb cOXpaHMIOT C NOMOMbIO KHONKH «Set» (Yemanosums), 1 RAOGOPOT, MPH HAKATHH
kHonku «Cancel» (Onmmenums) onepais GyACT OTMEHEHA, H CTapbili NAPOJb OCTAHETCA
ACHCTBHTE/IbHEIM,
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2.4.6 Kak HMNIOpTHPOBATL APXAB

BuiGepure onumio «Import archivesy (Hmnopmuposams apxus) B MeHIO «Settings»
(Hacmpoixu). lanras omns 06ecnednBacT BO3MOXKHOCTD MMIIOPTHPOBATL paHee
3KCTNIOPTHPOBAHHBIE CEAHCH] C HCIONE30BaHHEM TONEKO (altna dopmara .mdb. OTrpoercs okHo,
KOTOpOe COOOLINMT, ITO HMIIOPT BiieueT 3a cobolt yianeHHe paHee COXPAHEHHOTO CEAHCa, H CIPOCHT,
XoTHTE K BbI npoaomkuTs. [Tpr BuiGope «YES)» 0TKpoeTca AHATOroBOe OKHO, TAC B! MOXETE
BHIOpaTs HyxHI daiin. [Tocne uMnopra dalina nogsarca coobmenne-NOATBEPARACHHE.

Laboratory data
Doctor data

Import Settings
Export Settings

B iroo ircives

Export Archives
Delete Archives

Communication port
Lid Control

Options

2.4.7 Kak 3xcnopTHpPOBaTL ApXHB

BriGepure onumio «Export archives» (Ixcnopmuposame apxue) 8 MeHIO «Settings»
(Hacmpoiixu). [lannas oniHs 12T BOAMOXKHOCTD IKCHOPTHPORATH BHIIORHEHHBIC CEAHCH TOMBKO ¢
HCTIONL30BaHUeM datina dpopmara .mdb.

OTKpoeTca AManoroBoe OKHO, B KOTOPOM BRI MOXeETe BRIGpaTs NyTh 11i coXxpaneRns daiina.
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Laboratory data
Doctor data

Import Settings

Import Archives
Export Archives
Delete Archives

Lid Control

2.4.8 Kak yaaJHTL apxHB

BriGepure omupo «Delete archives» (Yoanums apxus) w3 McHIO «Settings»
(Hacmpoiixu). lannas onimg Jaer BO3MOXHOCTS YAANHTH CEAHC, COAEPKAMNACS B apXHBe.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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2.4.9 KommynnxauHoHnbil nopr

BriGepure onunio «Communication port» (Kommynuxauuonnstii nopm) B MEHIO

«Settings» (Hacmpoiixi), uToGH BINONHHTH HACTPORKY NOCISAOBATENBLHOIO NOpTa AN 0OMEHA

ASHHBIMH ¢ IPHGOpOM.

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

Delete Archives

>

- — - ——— - ———-

Lid Control
Options

Otkpoercs oxHo «Communication port Settingsy» (Hacmpoliu KoMmyRuKauuonnozo

nopma).

B nanHOM OKHE MOXHO BHIOpaTh HOMEP KOMMYHHKaUHOHHOTO nopta (COM), k kKoTopomy
NOAKMIOYEH aHanu3arop. JIna noarsepxaeHus BEIOpaHHLIX HACTPOCK HAXKMUTE KHONKY «Set»;

9T00b! OTMEHHTE ONEPAIIO, HAXMHTE KHOTUKY «Cancel».
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2.5 MEHIO «TOOLS»
2.5.1 TlpoBepxa nepeMemenun nNo ocaM

BuiGepurre omumio «Movement tests» (ITposepxa nepemeiyenun) s meio «Tools»
(Hucmpymenmsi):

JlanHas GYHKUUS NO3BOMAET BHIIONHATH CAECAYOMHE IPOBEPKH:

IMpoBepka nepeMeICHRA O OCAM
3aiMBKA NPOMKIBOYHOINO KOHTYpa

IMposepka Kameprl

B oxne «Movement tests» (IIposepka nepemenieun) MOXHO BLIGPATL aHANH3ATOP VI NPOBENCHHA
MPOBEPKH.

Jlna npoBeAeHus BpoBepKH, HAXMUTE KHONKY «Start» (ITyck). Tlocne 3aBepPILICHH IPOBEPKH,
pe3ynbTaTel 0TOOpa3ATCH B OkHe «Movement testsy (IIposepka nepemesienus) BMECTE ¢ FTaNoM

TECTHPOBAHUA.
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2.5.2 3aanBka

BuibGepute onuuio «Prime» (3aauexa) B metio «Tools» (Hucmpymenmss), Jlannas pynxius
NO3BOJIAET BHINONHATE 3aNOIHEHHE MTHAPABAHYCCKOr0 KOHTYpa.

Movement tests

m)) Frime

Oxno «Prime» (3aruexa) pasaeneHo Ha 3 cexuyn:

Instrument (Anam3aTop)

Dilutor (Imwstoropb)
Washer (TIpoMeiaka)

B cexumn «Instrument» (IIpubop) MoxHO BHOpaTh aHANH3ATOP, B KOTOPOM
HeOOX0AHMO BHINONHMUTD 3aNHBKY. B cexiun «Dilutor» (Junomop) MoxHo Bubpath:

@ HCTOYHHK, H3 KOTOPOTrO MOXKHO B3ATh XHAKOCTD Ut JUTIOTOPa, KOTOPbIM MOXKCT Oax

AN MOIOULIEro pacTeopa, 6ak ans GydepHoro pacTsopa 5 wm 6ax i 6ydeproro
pacTeopa 6, npH 3TOM BCe NMO3HIMH BHIORPAIOTCA H3 HHCHAZAIOLICTO MEHIO;
B NpPOAOMKHTEILHOCTD 3AIHBKH YKa3aHa B TeKCTOBOM none «Duration»

(TTpodonxcumensrnocms) n BLIpAXKACTCH B CEKYHAAX.

B cexunu «Washer» (Ilpomuexa) Moxmno BuIGpaTh:

® HCTOYHHK, H3 KOTOPONO MOKHO B3STh 3alIHBOYHYIO XHIKOCTh A/ NPOMLIBOYHOIO
YCTpoifCTBa, KOTOPBIM MOXeT ObTh Gak 1A MOIOMEro pacTeopa, Gak ana Gydepuoro

pacrsopal,, Gy¢depHoro pacrsopa 2, Gydeproro pactsopa 3, wim GydepHoro pacTsopa
4, NpH 2TOM BCe NMO3MIMU BRIOHPAIOTCA H3 HUCTIAAIOLICTO MEHIO;
¥ NpOAOMKHTENBHOCTE 3AMHBKH YKa3aHa B TeKCToBoM none «Duration»

(ITpodonscumensrocms) ¥ BRIPAXAETCA B CCKYHIAX,

3anuBky paibaBUTeNs HAH DPOMBIBKH MOXHO BRIGPATH MO OTACABHOCTH, HAKAB Ha KHONKY
«Prime» (3aruexa), pacnonoxCHHYIO B COOTBETCTBYIOMIHX CCKIHAX.
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2.6 MEHIO «INFORMATION»

2.6.1 AvanmiaTop

BuiGepure B Menio nndopMaruy onuuio «Instrument» (AnanuzaTop).

Program
SW components

Licenses
SW customization
Load manual

Guide »

OTkpoeTca OKHO, B KoTopoM OyzeT nepeuncnena obuas HHGopMalUNa 0 aHATH3ATOpaX, KOTOPhiE
NOAKMIOYEHE! H BUTIOYEHRI:

.

*

Ha3BaHHE H cepHiiHBIN HOMED aHATHAATODA;

KO/ AHAIN3aTOopa;

BSPCHA BCTPOCHHOTO NPOrpaMMHOro obecneycHHs, CChUIKa Ha KapTy, AHIKTOP,
OCHOBaMHe, KOA AaTuHKa, ycTpolicTo BCR (ckanep mrrpux-koaoB);

JunbTpEL

2.6.2 TiporpaMma

BriGepute onuuio «Program» (lIpozpamma) & Merio HudopMaunu. OTKPOETCH OKRO CO
CBEACHHIMH O NporpaMMHOM obecnedeHun 1 ero paspaboTunke, B YaCTHOCTH, BEPCHH
nporpaMMHoro ofbecneuenns U KOHTaKTHOH HHGopMaumn paspaGoTynka.
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..

Instrument
) Froxan

SW components

Licenses

SW customization

Load manual

Guide »

2.6.3 Komnonenrnl [10

BriGepnre onumio «SW componentsy (Komnonenmsi I10) B Memo undpopmauin. OTkpoercs
OKHO CO CBEACHUAMH 00 YCTAHORICHHBIX KOMIIOHCHTAX W COOTBETCTRYIONICH BEPCHH.

2.6.4 JInuensnn
BuiGepute onunio «Licences» ((Tunensuu) B MeHio HHpOpMaUHn.
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Instrument
Program
SW components

> Liconses

SW customization
Load manual

Guide 4

Orkpoerca okHo «lLicencesy (JInneH3nH), ¢ NOMONUIBIO KOTOPOro MOXKHO 3arpy3HTH/ YIANNTH
JHUCH3UH H NPOCMOTPETh AKTHBHEIC THUCH3HA.

Y106kl cKauaTh HOBYIO JIMLICH3MIO, o6paTnTecsh K pasaeny. Yrobul yaamuTs mmuuensHio,
WIENKHATE NPaBo#t KHOMKOH MBILIIN JIMLCHIHIO H HaokMHuTe KHONKY «Delete» (¥ zamats). Takke
MOXHO 0TOGpa3nTh AaHHbIE 00 HCTENEHRH Cpoka NeHCTRHA BLIOpaHHOR AHIICHIHH.
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NPHIOXEHHE E
KpaTkocpounoe H I01rocpouHoe XpaHneHue

KpaTxocpouHnoe xpanenne

B cnyvae ocranoBku npaGopa Ha cpox 6onee 3 nueit, Ho meHee 30 auedt pexoMenayerTcs
NPOMEITE NOCAE HCMOMB3OBAHNA JIMHUHA TOJAYH MOIOLIErO pacTBOPa AHCTHIUIHPOBAHHON BOMOM,
cneays NpuBefcHHON HIXe mpolieype:

- 3aMOMHUTD AHCTHMpoBanHOR BofoH 6akH /1% MOIOWETO pacTBOpa;

- 3aNyCTHTH NporpaMMHoe npuwioxkeHue APEX n orxpure Menio Tools > Prime;

- BEIMONHHUTS 120-cexyHHYIO NPOMEIBKY THHHA NOAAMH MOIOLIEro pacTeopa (6ak "Buffer 1" n/
win Gax "Buffer 2").

- OMOPOXHHTE IHAPABIAYCCKHE JHHNK, YHAIHB BHCIIHHC TpyOkM #3 mojaromux Gaxos, 3a
ACKTIOYcHUEM BeBogaumed TpyOxu Oaka ana cOopa XHAKHMX OTXOAOB , KOTOpas HO/DKHA
OCTaBATHCH TNOAKMOYECHHON H BLIIIONHHTE NPOMBBKY B TedeHHe 40 CEeKYHZ Ana KaxaoH
THAPaBIHYCCKOR THHMR,

- Xpanure npuGop npu reMnepatype 4-60 °C n snaxnoctn 20-80%.

Joarocpodnoe xpaHenHe

B cny4ae ocranoBkH npiHbopa Ha neprox 30 anelt WM JonbIIe, peKOMEHAYETCA BRIMOMHUTD
3aIMBKY BCeX rMApaBnHdeckux JHHAN pacteopoM Contrad 2000 wnr Decon 90 ¢
KOHIteHTpaigedt 1,5 M1 Ha JIHTP ACHOHH3IUPOBAHHOH BORBL, BRIIOIHHUB YKA3aHHYIO HUXeE

npoueaypy:
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- 3an¢#iTe pacTeop B bak Ayt ACHORH3IAPOBAHHOR BOARL;

- 3aMyCTUTL NporpaMMHoe npunoxenne APEX u orkprime Merio Tools > Prime;

- BHNOMHHTE 60-CeKYHAHYIO NPOMBIBKY XaXnoH ruapasmrdeckoit nunmn (Wash tank, Buffer 1,
Buffer 2), noouepenno nmoacoeaunas 6aK nng ACOMHM3UPOBAHHOHM BOAKM K COOTBETCTBYIOmMEH
NHHHUHA H BEIOHpas COOTBETCTBYIOMYIO CTPOKY B MeHio:

- ouHcTHTe 6aK JUIA NeHOHU3HPOBAHROM BOAK H HAMOJHUTE €0 ACHOHU3HPOBaHHOIH Bonolf;

- oTkpotfite menio Tools > Prime 1 NOBTOpKTE ONEPALIMIO NPOMBIBKY A/ BCEX IHAPABAHYECKHX
muuufi moodepenHo neHOHW3MpoBaHHOH BopoM B TeueHmu 180 cekynn ans  kaxmoH
THAPaBIHYECKOH THHHH;

B xoHue cHuMMTE TpPYOGKM NEPHCTANETHYECKOTO HACOCA M XpAHHTEe HHCTPYMEHT MpH
Temnepatype 4-60 °C u Bnaxnoctn 20-80%.

- ONOPOXHHTE THAPABIMYECKNC JHHHH, YAANHB BHEWIHHE TPYOKH M3 mojalomux Oakos, 3a
HCKIIOMEHHEM BHBOAINCH TpyOkH Oaka nng c6opa MAKHX OTXOZOB , KOTOpad AONKHA
OCTaBaTHCA MOAKMIOYEHHOH H BHIIOJHHTE NMPOMBIBKY B TedeHMe 40 cexkyHA ANd Kaxnoi
THAPABNUYECKOH JUHUH.
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[I'Ipunomauue'n 41) HotapuanoHan U lopwqec& YAHI CON
<Pepakuvn 2010.2.5.> KOMMaHUA

PerucTpaumoHHbiit Homep 2021 — 722

HOTAPUANBHBIA CEPTU®UKAT

HamkyHr Yau \ Namkung Chan \, npeacrasnsiowuii no gosepeHnocTw FeHepanbHoro
pvpexropa MNpoteomeTex VKK, \ProteomeTech Inc.\ Kyk [bxuu Jluma \ Kook Jin Lim\,
APSACTaN Nepeao MHOW W NPeaocTaBirn NOANMCL BLILLEYNOMAHYTOro eHepansHOro
AVpeXxTopa Ha npunaraeMom 3ansneHnn.

Uro Gbino 3aceuaeTenbeTBOBaHO 14 MoHA 2021 ropa B AGHHOM oduce.
HoTtapuanbHan u lopuanyeckan komnadua HYAHI COf
CHANG SOL LAW AND NOTARY OFFICE

Npunapnexut TMpokypatype okpyra IOxHbii Ceyn

3685 CuHeon-po, AnryeoH-ry, Ceyn, Kopen

(Curoxeonr-gonr, Yanr Con Gunaunr 2F)

(Moanucs, HoTapwyca)
Cour [hxy Xean \ Song Ju Hwan\

ANBOKaT, BLICTYNAOWMNI B KAYECTBE HOTapUyca.

Aanneit opuc Goin ynonHomoueH MuHuctepcreom loctuumu PecnyGnnku Kopen
AeHCTBOBATL B KA4ECTBE HOTapuanbHoro ¢ 07.02.2015, cornacHo 3axoHy Ne 9416.

Tel +82 2 2602 5009 210mm x 297mm
Fax +82 2 2608 5009 (Koncepaaumosnas Gymars (1 Tun) 70 r/m2)
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